Dr.Reddy’s ":‘.

Dr. Reddy's Laborateries Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg
ITpoaykr: LleTpuH® TabneTk, MOKPHITHIE MIEHOUHOH 060s104K0MH, 10 M

Market / Poinok : Russia / Poccus

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

Cepus No B R Pasmep cepun 25,00,000 Ta6

Analytical Repovrt No./ . 890001873583 Date of Analysis / 31.03.2026

AHanuTH4eckHii oTyeT Ne JlaTa aHaqau3a

Date of Manufacture / . 03/2026 Date of Expiry / 02/2029

JlaTa nponsBoacTBa I'omen g0

Mfg. License No. / MA baps ]

MpoussoacTeennas : MNB/05/263 umoer: JII-Ne(005456)-(PT-RU)
Homep PY

JHueH3ua Ne

Analysis performed according to ND: / Ananus nposeaen mo HJ/I: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / Makersl nepBH4HOH ynmaKkoBKH yTBepxkaenbi: 12.11.2024
Artworks of secondary package approved: / MakeTsl BTOPHYHON yNaKoBKH yTBep:xaeHbl: 17.02.2025
PL approved: / JIB yreepaaen: 15.05.2024

Ne Test / lokazaTenn

Result / PesyabTaThl

Specification / Hopma

1 Description / Onucanune

White coloured, round, biconvex film
coated tablets with a break line on one
side. White core on cross section. /
Kpyrisle OBOAKOBBIMYKIbIE TabaeTkw,
MOKPEITBIE  [UIGHOYHOH  060JI0YKOM
Oenoro 1LBeTa, C pPHUCKOH Ha ONHOH
cropoHe. Ha mnonepeuHom paspese —

White or off-white coloured, round, biconvex
film coated tablets with a break line on one
side. White to off-white core on cross section.
/  Kpyrnele [BOSKOBBIMYKJIbIE TaOJIeTKH,
MOKPBITBIE [UIEHOYHOH 000J104KOi Oenoro
WK NOYTH 6esToro 1BeTa, ¢ pUCKOM Ha OHOM
cropoHe. Ha momepeuHom paspesze sapo OT

a1po Genoro LBeTa.

6enoro Ao oyt 6e0ro LUBETAa.

Remarks : The Product confirms to ND/
Ipumeuanne: Tlpoaykt cootBeTcTBYET TpeboBanuam H/L

Conclusion : APPROVED /
3akaoyenue: OJIOGPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IToarororneHo: IposepeHo: Ipoeepeno (AOK): | OnobpeHo: Obecrieyenue kauecTra/OTBETCTBEHHOE JIHLIO:
Pravesh Rana Ramakantt Amit Kumar } ° m M W

= W/ —A O\M
Date / Date / Date / Date /
Jlata: 31.03.2026 | Jlara: 31.03.2026 | Jara: 31.03.2026 | Jlara: 2) 032~2224

Registered Office: 8-2-337, Road No. 3, Banjara Hills,

Hyderabad - 500034, Telangana, India

Tel: +51 40 4900 2900, Fax: +91 4C 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s ":’.

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTH®HUKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg

IIpoaykT: LletpuH® TabneTky, NOKPHIThIE MICHOYHON 060104K0#, 10 Mr

Market / Poinok : Russia / Poccust

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

Cepus Ne £ Y26l05%1 Pasmep cepun 25,00,000 Tab

Analytical Repog‘t No./ . 890001873583 Date of Analysis / 31.03.2026

AHaJuTHYecKHIi oTueT Nt JlaTa anannsa

Date of Manufacture / . 03/2026 Date of Expiry / 02/2029

JarTa npouszBoacTBa I'ogen oo

Mfg. License No. /

TpoussoxcTaennas : MNB/05/263 R S Tt JITT-Ne(005456)-(PT-RU)
Howmep PY

auuensnsa Ne

PL approved: / JIB yreepxaen: 15.05.2024

Analysis performed according to ND: / Ananu3s npoeeaen no H: JIII-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBHYHOl YNaKOBKH yTBepxaenbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPHYHO# YNaKOBKH YTBepxkaenbi: 17.02.2025

Ne Test / IlokazaTenn

Result / PesyabTaTsi

Specification / Hopma

2 Identification / The

Haentudpnrkanns

HPLC / BOXX

retention time of the main peak in

the chromatogram of test solution
complies with the retention time of the
main peak in the chromatogram of
Cetirizine Hydrochloride reference
standard solution. / Bpems yaepxuaHus
OCHOBHOTO THKa Ha XpOMaTorpamme
HCIILITYEMOrO PaCTBOpPA COOTBETCTBYET
BPEMEHH yIEPKMBaHUs OCHOBHOTO MHKa
Ha XpOMaTorpamMMe CTaHIapTHOTO
pacTBopa LEeTHpPU3UHA MAPOXJIOPHAAE.

The retention time of the main peak in the
chromatogram of test solution should comply
'with the retention time of the main peak in the
chromatogram of Cetirizine Hydrochloride
reference standard solution (section "Assay").

Bpewms ynepuBaHus OCHOBHOIO MUKa Ha
XpOMATOrpaMMe HCIBITYEMOTO pacTBopa
TOJDKHO COOTBETCTBOBATH BPEMEHH
yAep>KHBaHHSA OCHOBHOT'O NUKa Ha
XpoMaTorpaMMe CTaHZAPTHOrO pacTBopa
LETUPH3MHA MHapoxIopua (pasmen
«KoJnuecTReHHOE ONPEAEIEHUEY).

Remarks : The Product confirms to ND/

ITpumeuanue: IIpoaykT cooTBeTcTBYeET TpeboBanusm HJI

Conclusion : APPROVED /
3axnwouenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by; Quality Assurance/Authorized person /
[MoaroTosnexo: IlpoeepeHo: Ipoeepeno (AOK): | Onobpeno: Obecneuenne kavecTsa/ OTBETCTBEHHOE JIMLIO:
Pravesh Rana Ramakant Amit Kumar ) o \cans A
k]
'Y 75K ° )J’J
@'\b\ # (\ * i \ /
Date / Date / Date / Date /
Jlata: 31.03.2026 | [lara: 31.03.2026 | Jlara: 31.03.2026 | Jlara: 2No3~ 2026

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +S1 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s €&

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg

Ilponykr: Lletpun® TabneTku, MOKPHITHIE MJIEHOYHOM 060104KOH, 10 M

nnuen3zun Ne

Market / Poinok : Russia / Poccust

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

Cepus Ne # ¥au0621 Pasmep cepuu 25,00,000 Tab
Analytical Repovrt No./ . 890001873583 Date of Analysis / 31.03.2026
AHanxuTHyeckHii oTuer Ne JlaTa ananusa

Date of Manufacture / . 03/2026 Date of Expiry / 02/2029

JlaTa npou3BOACTBA Togen go

Mfg. License No. / MA number: /

IIpou3BoacTBeHHAN : MNB/05/263 Homep PY JITT-Ne(005456)-(PT-RU)

PL approved: / JIB yTBepaxaen: 15.05.2024

Analysis performed according to ND: / Ananu3 nposeaen mo HJ/I: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl mepBu4HOi ynaKkoBKH yrBepkaensi: 12.11.2024
Artworks of secondary package approved: / MakeTsl BTOpU4HOlH ynakoBKH yTBepaaensnl: 17.02.2025

Ne Test / [loka3aTennb Result / PesyabTaThl

Specification / Hopma

UV- spectrophotometry /
V®- cnektpodoTomeTpus

Complies / CooTeTcTBYET

The UV-spectrum of the test solution and the
Cetirizine Hydrochloride reference standard

olution in the range 200 nm to 400 nm should
exhibit maxima absorbance at about the same
wavelengths with an allowed variation of +2
nm. / Y®-crekTpsl MOrIOUEHUs
MCITBITYEMOT'O PacTBOpa U CTaHOAPTHOTO
pacTBOpa LETUPU3MHA FTMAPOXTOpHIA B
oSnactu o1 200 1o 400 HM JOTKHBEL UMETH
MaKCHUMYMBI NOTJIOLIEHHS MPH OOHOH U TOM
K€ JUTUHE BOJIHBI C AOMYCTUMBIM
OTKJIOHEHHEM + 2 HM.

Dissolution / PacTBopenue

98 %; 98 %; 98 %; 99
96 %

Not less than 80% (Q) of the labeled amount
of CaiHasCIN>O3- 2HCI (cetirizine
dihydrochloride) after 30 min. / He meHee
80 % (Q) OT HOMHUHANBHOTO COAEPIKAHUS
C21H25CIN203- 2HCI (uetupuzuza
nuruapoxsopun) yepes 30 MuH.

%; 101 %;

Remarks : The Product confirms to ND/
Ilpumeuanue: Ilpogykt cootBeTcTBYET TpeboBaHuam HJI

Conclusion : APPROVED /
3akmwouenne: OJIOBPEHO

Prepared by /
IMoarorosnexo:
Pravesh Rana

Checked by /
[Tpoeepeno:
Ramakant

W

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

Approved by: Quality Assurance/Authorized person /
Onobpeno: Obecneuenue kauecTBa/ OTBETCTBEHHOE JIULO:

, e ’CO/\/?W\

[

(2"

Date /
Jara: 31.03.2026

Date /
Jara: 31.03.2026

‘/\
/
Date /

Hara: 31.03.2026

Date /
JlaTa:

'3)@3'*7/02‘

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +81 40 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,

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg

IpoaykT: LleTpuH® TabneTkH, MOKPHIThIE MIEHOYHOH 06osoukoit, 10 mMr

JauueH3us Ne

Market / Poinok : Russia / Poccust
Batch No. / ) Batch Quantity / 25,00,000 tab /
Cepus Ne R VACHEEE Pasmep cepun 25,00,000 Tab
Analytical Repog‘t No./ . 890001873583 Date of Analysis / 31.03.2026
AHanuTHyeckuii oTuer Ne JlaTa anann3a
Date of Manufacture / . 03/2026 Date of Expiry / 02/2029
JlaTa npou3BoacTBa I'omen g0
Mfg. License No. /
MA number: /
IIpon3poacTBeHHas : MNB/05/263 Howmep PY JITT-Ne(005456)-(PT-RU)

PL approved: / JIB yTBep:aen: 15.05.2024

Analysis performed according to ND: / Ananus nposegen no H/I: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeThl nepBHYHOI YIAKOBKHM yTBepxkaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHOIi yIaKOBKH yTBeps:kAeHbI: 17.02.2025

Ne Test / Ilokazareib

Result / PesyabTaThl

Specification / Hopma

4 Uniformity of dosage units /
OXHOPOAHOCTH A03MPOBAHHBIX

CAWHUL]

3.6

Acceptance value (AV) should be not more
than 15.0 / IToka3arens npuemsiemoctu (AV)
noykeH OpITh HE Oontee 15,0.

Remarks : The Product confirms to ND/

Conclusion : APPROVED /
3akmoyenne: ONOGPEHO

IIpumeuanne: IIpoaykr cooTBeTCTBYET TpeboBarusam HJI

i

Prepared by / Checked by / Checked by (AQA) /
[Moarorosneno: IIpoBepeHo: IIpoeepeno (AOK):
Pravesh Rana Ramakant Amit Kumar

A

Approved by: Quality Assurance/Authorized person /
Ono6peHo: ObecneyeHune kauecTBa/OTBETCTBEHHOE JIULO:

Pt o
st

Date /
Jara: 31.03.2026

Date /
JHara: 31.03.2026

Date /
JHara: 31.03.2026

Date /
Hara:

V03 ~10246

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 5060034, Telangana, India
Tel: +S1 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984P1LC0O04507
www.drreddys.com




Dr.Reddy’s Q':.

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10

mg

Ipoaykr: Lletpun® TabaeTKH, MOKPEIThIE MIEHOYHOH 0bomoukoH, 10 Mr

Market / Poinok

: Russia/ Poccus

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

Cepusi Ne % VEG00621 Pasmep cepuu 25,00,000 Tab

Analytical Repovrt No./ . 890001873583 Date of Analysis / 31.03.2026

AHaauTH4YecKkHii oTueT Ne JaTta anasnsa

Date of Manufacture / . 03/2026 Date of Expiry / 02/2029

JlaTa npou3BoacTBA I'onen xo

Mfg. License No. / .

IR —— : MNB/05/263 LA MAEhERS : JII-Ne(005456)-(PT-RU)
Homep PY

auueH3us Ne

Analysis performed according to ND: / Ananus nposeaen no HJI: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBHYHO# YIIaKOBKH YTBepKaeHbI: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPHYHOM yNaKOBKH yTBepaxaensl: 17.02.2025
PL approved: / JIB yrBep:xaen: 15.05.2024

5 Impurities / [Ipumecn
Impurity A /

[pumece A

Impurity B /
TIpumecs B

Impurity C /
IIpumecy C
Impurity D /
[Tpumecs D

Impurity E /
[Ipumecs E

Impurity F /
[Tpumecs F

Below LOD (LOD =0.005 %) / Hixe
npeaena odHapyxkenus (I10 = 0,005 %)

0.05 %
Not Detected
Below LOQ (LOQ = 0.003 %) / Huxe

npeaeiia KOMMYECTBEHHOr 0 ONpeacIeHNUA
(TTIKO = 0,003 %)

0.03 %

Below LOD (LOD =0.015 %) / Hike
nipenena obHapyxeHus (I1O = 0,015 %)

Not more than 0.2 % / e Gosee 0,2 %

Not more than 0.2 % / He Gonee 0,2 %

Not more than 0.2 % / ue 6osiee 0,2 %

Not more than 0.2 % / ne 6onee 0,2 %

Not more than 0.2 % / ue 6onee 0,2 %

INot more than 0.2 % / ne 6onee 0,2 %

Remarks : The Product confirms to ND/
IIpumeuanne: Ilpoaykt cooTBeTrcTByeT TpeboBaHusam HJJ

Conclusion : APPROVED /
3akmouenne: OJJOGPEHO

Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
INonrororneHo: IIporepeHo: Npogepeno (AOK): | Onobpeno: Obecneuenue kauectsa/ OTBETCTBEHHOE JIMLIO:
Pravesh Rana | Ramakant \7 Amit Kumar /L%; w WM
)
/ - o = ’ :
Date / | Date/ Date / Date / -
Jlata: 31.03.2026 | Jlara: 31.03.2026 | Jlara: 31.03.2026 | Jlara: LN o2—2024

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

Tel: +81 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s ":‘.

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOPUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg

IIpoaykr: LletpuH® TabneTky, NOKpbIThIE MIEHOYHOH 060on0ukoi, 10 Mr

Market / PriHox : Russia / Poccust

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

Cepust No s Pa3mep cepun 25,00,000 Tab

Analytical Repovrt No./ . 890001873583 Date of Analysis / 31.03.2026

AHanuTHYECKHi oTHeT Ne Hara aHaau3za

Date of Manufacture / . 03/2026 Date of Expiry / 02/2029

JlaTa npousBsoacTBa TI'ogen no

Mfg. License No. / MA ber: /

IponsBoscTBeHHAS : MNB/05/263 e JITI-Ne(005456)-(PT-RU)
Homep PY

JauneH3us Ne

Analysis performed according to ND: / Ananaun3 nposeaexd no HJI: JIH-NQ(OO%456)-(PF—RU)-150524
Artworks of primary package approved: / MakeThbl NepBHYHO#i YaKOBKH yTBepxaeHb: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpH4YHO#i yNakoBKH yTBepxkaeHbl: 17.02.2025

PL approved: / JIB yreepxaen: 15.05.2024

Any individual unidentified 0.05 %
impurity / Jliobas eaunuyHas

HEeUACHTH(HLIUPOBAHHAS MPHMECH

Total impurities / 0.1 %

CymMa npumecer

Not more than 0.2 % /
ue Gonee 0,2 %

Not more than 2.0% /
He Gonee 2,0%

Remarks : The Product confirms to ND/
Ilpumeuanne: IIpoaykr coorBercTByeT Tpebosanusm HJI

Conclusion : APPROVED /
3akawyenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
ITonrotorneHo: IlpoBepeHo: Ilpoeepeno (AOK): | Oupobpeno: Obecneuenne kauecTBa/OTBETCTBEHHOE JIMLIO!
Pravesh Rana Ramakan\t»&\ Amit Kumar (%;j_” 1C__gv»? n"\
— (\ L ‘ /
Date / Date / Date / Date /
~2214
Jlara: 31.03.2026 | Jlata: 31.03.2026 | [Jata: 31.03.2026 | Jlara: ek

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +81 40 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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

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

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg

IIpoaykr: Llerpun® TabneTkH, MOKPHITHIE TIIEHOYHOH 060104KOi, 10 MI

Market / Peinox : Russia / Poccus

Junen3us Ne

Batch No./ . Batch Quantity / 25,00,000 tab /
Cepus Ne ¥ Vaa0062l Pasmep cepuu 25,00,000 Tab
Analytical Repovrt No./ . 890001873583 Date of Analysis / 31.03.2026
Ananurnyeckmii oryer No Jara ananmnsa
Date of Manufacture / . 03/2026 Date of Expiry / 02/2029
JlaTa npou3BOACTBA TI'onen xo
Mfg. License No. /
MA number: /
IIpousBoacTBeHHas: : MNB/05/263 Howep BY JITI-Ne(005456)-(PI'-RU)

PL approved: / JIB yreepikaen: 15.05.2024

Analysis performed according to ND: / Ananu3 nposeaen nmo H/: JIII-Ne(005456)-(PT-RU)-150524
Artworks of primary package approved: / MakeTbl nepBHYHO#i yTaKoBKH yTBepaxaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTsl BTOPHYHOI yNaKkoBKH yTBepaxaeHbl: 17.02.2025

Ne Test / IlokazaTeab Result / PesyabTaThl Specification / Hopma
6 Water content / 0.8 % Not more than 8.0% /
Copep:kanue BOJbI il He 6onee 8,0 %
7 Microbiological purity* /
Mukpobuonorndyeckas
yHcToTa*
a) Total aerobic microbial count / NA Not more than 1000 CFU/g /
OO1ee 4ucno aspoOHBIX He 6onee 1000 KOE/r
MUKpPOOPraHH3MOB
NA
b) Total combined yeasts and Not more than 100 CFU/g/
mould count / O6iee urcno He 6onee 100 KOE/r
NPOMOKEBBIX U IIECHEBBIX TPUOOB
c) E. coli NA Shall be absent in 1g/ OrcyrcTBue B 1 r
8 Assay / KoiimyecTBeHHOE From 9.0 mg to 11.0 mg of
onpejeJieHHe C»1H25sCIN2O3-2HCI (Cetirizine
991 g;gl/ 90}91 M Dihydrochloride) in tablet (90.0 % to 110.0 %
S of label claim). / Ot 9,0 mMr oo 11,0 mr
C»H25CIN20O3- 2HCI (uetnpusmna

Remarks : The Product confirms to ND/
IIpumeuanne: Ilpoaykr coorBeTcTBYET TpeboBaHuaM HJL

Conclusion : APPROVED /
3akmouenue: OJIOBPEHO

Preparcd by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
[TonrororneHo: ITpoBepeHo: IIposepeno (AOK): | Onobpeno: Obecneuenue kayecTsa/OTBETCTBEHHOE NHLIO:
Pravesh Rana Ramakant Amit Kumar /%:' W ‘CQV'(B{ A
%r"’y |
/ \ /\ B B
Date / Date / Date/ Date /
Nara: 31.03.2026 | Jlara: 31.03.2026 | Jara: 31.03.2026 | [lara: Cro2- 1024

Registered Office: 8-2-337, Road No. 3, Banjara Hills,

Hyderabad - 500034, Telangana, India

Tel: 41 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s Q':‘

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

vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg

Mpoaykr: Lerpuu® Tabnetky, MOKpsITHE MICHOYHOR 06010uK0i, 10 Mr

Market / Poinok : Russia / Poccus

Batch No. / . Batch Quantity / 25,00,000 tab /
Cepus Ne § Naeudl Paszmep cepuu 25,00,000 Tab
Analytical Repovrt No./ . 890001873583 Date of Analysis / 31.03.2026
AHaauTHYecKuil oTuer No Jata ananuza
Date of Manufacture / . 03/2026 Date of Expiry / 02/2029
JlaTa npou3BoAcTBa TI'onen no
Mfg. License No. /
. MA number: /
IIpousBoacTBeHHASt : MNB/05/263 Homep PY JITTI-Ne(005456)-(PT-RU)

aunuenzus Ne

Analysis performed according to ND: / Ananu3s nposeaex no H/L: JIII-Ne(005456)-(PT-RU)-150524
Artworks of primary package approved: / Makersl nepBHYHOH yNakoBKH yTBepxaenbi: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHOIi yNaKoBKH yTBepxkaeHsl: 17.02.2025

PL approved: / JIB yrBep:kaen: 15.05.2024

Ne Test / IloxazaTenn Result / Pe3syabTaThl

Specification / Hopma

muruapoxnopun) B Tabnerke (ot 90,0 % mo
110,0 % oT HOMHHAJILHOTO COAEPIKAHMSA).

9 Subdivision of tablets /
Jlesienne TadeTOK

Complies / CooTBeTCTBYET

The tablets comply with the test, if not more
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. /
TabneTky COOTBETCTBYIOT TPeOOBAHUAM, ECITH
He Gonee 1 eqMHUYHAS Macca OTKIOHIETCS 3a
npenensl 85%-115% ot cpegHeit Macchl.
TabneTku He COOTBETCTBYIOT TPEOOBAHHAM,
ecnu Gonee yem 1 MHAMBHAYabHAs Macca
OTKJTIOHSETCS OT STHUX TIPEAETIOB WM, ecli 1
MHOMBUAYaNbHAasi Macca OTKJIOHAETCS 3a

Remarks : The Product confirms to ND/
Mpumeuanue: [Mpoaykr coorsercTayer Tpedoranuam HJI

Conclusion : APPROVED /
3axmouenune: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
IToaroroBneHo: IlpoBepeHo: Iposepeno (AOK): | OnobpeHo: Obecneuenue kayecTsa/OTBETCTBEHHOE JIMLO:
Pravesh Rana Ramakant Amit Kumar /’%;'LQJ \ L EVEN

/ QX* dd; e > },9‘)
Date / Date / Date / Date /
Jlata: 31.03.2026 | Jlara: 31.03.2026 | Jlata: 31.03.2026 | [lara: SYo2—2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +S1 40 4300 2900, Fax: +91 40 4900 2998, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s “:

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUO®HUKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg

Mpoaykr: Letpun® TabneTkH, NOKpLITHIE NIIEHOYHOU 060m0uKoi, 10 Mr

Market / Poinok : Russia / Poccust
Batch No. / . Batch Quantity / 25,00,000 tab /
Cepust Ne F GEEEES Pazmep cepun 25,00,000 Tab
Analytical Reponrt No./ . 890001873583 Date of Analysis / 31.03.2026
AHanuTnyeckuii oTuer Ne JaTa aHann3a
Date of Manufacture / . 03/2026 Date of Expiry / 02/2029
JlaTa npou3BoacTBa I'onen go
Mfg. License No. /
MA number: /
Ilpon3BoacTBeHHAn : MNB/05/263 Howmep PY JITT-Ne(005456)-(PI'-RU)

JnueH3ua No

Analysis performed according to ND: / Anaaus nposegen mo H/I: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTnl nepBHYHO# YyNaKOBKH yTBepxKIeHbI: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTopuuHOii ynakoBKH yTBepxkaeHb: 17.02.2025

PL approved: / JIB yrBep:aen: 15.05.2024

Ne Test / IlokazaTens Result / PesyabTarsi Specification / Hopma
npenenbl 75%-125% ot cpenHeit Macchl.
10 Package / Onucanue ynakosku |10 tablets in PVC/PVDC//aluminum 10 tablets in PVC/PVDC//aluminum blister. 2
blister. 2 blisters and patient information jor 3 blisters and patient information leaflet in
leaflet in a carton. / ITo 10 Tabnetok B |a carton. / ITo 10 Tabnetok B
[IBX/TIBJIX//antomunnerom Gnuctepe. [[IBX/TIBIX//antomunuesom 6nucrepe. [To 2
Llo 2 bnucTepa BMecTe ¢ IMCTKOM- Uil 3 6iMcrepa BMECTE € JIHCTKOM-
BKJIA/IBIIIIEM YIAKOBAHKI B MAYKY BKJIa/IbILLIEM YIAKOBAHBI B Ma4Ky KAPTOHHYIO.
KapTOHHYIO.
11 Labeling / MapkupoBka Complies / CooTBeTcTBYET See Module 1, section 1.3.2 of registration
dossier. / B cootBercTBuH ¢ pasaenom 1.3.2
Moyt 1 perncTpaurdoOHHOTO JOChe.
12 Storage conditions / YcnoBusi At temperature not higher than 25 °C / IIpu Temneparype He Beie 25 °C.
XPaHeHHHA
13 Shelf-life (storage period) / Cpox[3 years. / 3 roga.
roAHOCTH (CPOK XpAHEHHST)

Remarks : The Product confirms to ND/
ITpumeyanue: Ilpoxykt cooTBercTBYET TpeOOBaHUsM H]|

Conclusion : APPROVED /
Jakaioyenue: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
ITonroTosneHo: Iposepeno: IIpoeepeno (AOK): | Onobpeno: Obecneuenue kauecTsa/OTBETCTBEHHOE JILO:
Pravesh Rana Ramakant Amit Kumar /rg%_ﬂ“ WW

J o \§
Date / Date / Date / Date / v
Jara: 31.03.2026 Jara: 31.03.2026 Jata: 31.03.2026 Hara: 2 Y‘OZ ~2-024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +S1 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




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

e
9 @
DI'. Reddy S [ ] Vill. Khol, Nalagarh Road, Baddi,
’ Distt. Solan, H.P,, 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg
Hpoaykr: LetpuH® TabneTku, MOKphITHIE MIEHOYHOM 060104KOM, 10 M

Market / PoiHok : Russia / Poccus

Batch No. / . Batch Quailtity/ . 25,00,000 tab/

Cepusa Ne = V2600621 Pazmep cepun *25,00,000 Tab

Analytical Repovrt Ne./ . 890001873583 Date of Analysis / . 31.03.2026

AHaauTHYeckuii oTuer Ne JlaTta ananu3a

Date of Manufacture / . 03/2026 Date of Expiry / . 02/2029

JlaTa npon3BoaAcTBa I'onen oo

Mfg. License No. / .

T T — . MNB/05/263 P R 4 JII-Ne(005456)-(PT-RU)
Homep PY

JnieH3usi Ne

Analysis performed according to ND: / Ananu3 nposeaen mo H/: JITT-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTsl NepBUYHOI YNIAKOBKH yTBepKAeHbI: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPH4HO#l YTaKOBKH yTBepxaenbl: 17.02.2025
PL approved: / JIB yrsepxkaen: 15.05.2024

* Performed by the manufacturer at release periodically: one in every 20 batches or at least once a year. The parameter may be
absent from the Company's certificate of analysis. / [IpoBoaMTCS TIPOU3BOIUTENEM NPHU BBIMYCKE MEPHOANYECKH: A Kaxaoi 20-oit
cepuu WM He Meree 1 pasa B rox. [Tokazatess MoxeT GbITh He BKmoueH B CepTudukar aHanuza GupMel.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

IIpumeuanue: ITpoaykT cooTBeTcTBYeT Tpeboanusm HJT 3akawuenne: OJJOGPEHO

Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
IToarorosneHo: TIposepeHo: IpoeepeHo (AOK): | Onob6peno: ObecnieyeHue kadecTea/ OTBETCTBEHHOE JIMLIO:

Pravesh Rana

Ramakan;}:\’ Amit Kumar m ,:2 10W\ |

Date/ Date / Date / Date /
Jlata: 31.03.2026 Jlata: 31.03.2026 | Jlara: 31.03.2026 Jlata: 2\o2~2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +81 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




Do
Dr.Reddy’s €

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg

Hpoaykt: LlerpuH® TabjeTKH, NOKPHITHIE MIEHOUHOH 060J0ukoit, 10 mr

Market / PoiHok : Russia / Poccus

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

Cepus Ne ¥, Vas00521 Pasmep cepuu 25,00,000 Tab

Analytical Repovrt Ne./ . 890001873583 Date of Analysis / 31.03.2026

AHagHuTHYecKUii oTueT No Hdarta asannsa

Date of Manufacture / . 03/2026 Date of Expiry / 02/2029

JlaTa npousBoJcTBa Topen no

Mfg. License No. /

| P ———— . MNB/05/263 il JI-Ne(005456)-(PT-RU)
Homep PY

JHueH3usa Ne

PL approved: / JIB yreep:kaen: 15.05.2024

Analysis performed according to ND: / Anaans nposenen mo HJI: JIIT-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / Maxernl NepBH4HOi ynakoBku yTeep:xaenbi: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHOMR ynaKkoBKH yTBepkaeHbl: 17.02.2025

API name / Hanmenosanue A®C:

Cetirizine dihydrochloride / LleTnpu3nna AMTMAPOXIOPH]L

INN /MHH:

Cetirizine / Letupusun

API manufacturer batch number /
Homep cepuu nponssogutesiss AQC:

BT00-25074

FP Manufacturer API Batch number /
Howmep cepun cyGcranunn npoussoaurenst ['J1P:

FETAO00079

API Manufactured by, address & country /
IIpoussoantens A®C, aapec u cTpaHa:

Glochem Industries Private Limited,
Survey No. 174 to 176, L.D.A. Bollaram, Sangareddy District,
502 325, Hyderabad, Telangana, India /
I'moxem Wnpactpuec [paiiut JIumuren,
Vyacrku Ne 174-176, U.J1.A., Bonnapam, Canrapennu
Huctpukt - 502 325, Xaiinapa6ban, mrat Tenanrana, Unays

Name, address, authorization No for FP manufacturing
site / Control site / Release site /

HaumeHoBaHMe, agpec, TULEH3US IS
IMpoussoacTeenHas niaomaaka / [lnomaaka KoHTpoas
kadecTsa / Ilnowaaka Beinmycka

Dr. Reddy’s Laboratories Ltd.,
Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
Solan (HP) 173205, India (license No MNB/05/263). /

J-p Pennu'c Jlabopatopuc JIta.,
IIpouzeoncreeHHoe noapasaeneHre-6, Bunn. Kxomns, Hanarapx
Poyn, banou, Juctpukt Conan, X.I1., 173205, Uuaus
(JTuuensus Ne 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/
IIpumeuanne: ITpoaykt cooTBercTBYET TpeboanusaM HIL

Conclusion : APPROVED /
Zaxnwuenue: OJOBPEHO

Prepared by / Checked by /
IMoaroTosneHo: [Tpoeepeno:

Pravesh Rana Ramakant Amit Kumar

Checked by (AQA) /
Ipoeepeno (AOK):

QQ»\@ A

Approved by: Quality Assurance/Authorized person /
OnobpeHo: ObecneyeHne KaLlEgTBa/OTBeTCTBEHHOE JIMLIO:

/,%wu \anrir~

VP

Date / Date /

Jara: 31.03.2026

Date /
Jara: 31.03.2026

JlaTa: 31.03.2026

Date /
Jlara:

Lyo3~2072b

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +21 40 4900 2900, Fax: +91 40 4900 2599, Email: mail@drreddys.com
CIN; L85195AP1984PLC004507
www.drreddys.com




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

De
Dr. Red dY,S ‘.o. vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg
IpoayxT: Lletpua® TabaeTkH, NOKPHITHE IIIEHOYHOH 0605104KO#, 10 Mr

Market / Poinok : Russia / Poccus

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

Cepus Ne P REvEE Pa3mep cepun " 25,00,000 Tab

Analytical Repovrt No./ . 890001873583 Date of Analysis / 31.03.2026

AvanuTu4eckuii oTuer Ne JlaTta anann3a

Date of Manufacture / . 03/2026 Date of Expiry / . 02/2029

JlaTa npousBoacTRa I'oxen no

Mfg. License No. / MA ber: /

TpousBoacTBeHHAs : MNB/05/263 pumoer: :  JI[I-Ne(005456)-(PT-RU)
Homep PY

JMueH3us Ne

Analysis performed according to ND: / Ananaus nposegen mo HJI: JITI-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / MakeTsl nepBH4YHOH ynakoBkH yTeep:iaenns:: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHOI ynakoBKn yTeepaaenbt: 17.02.2025
PL approved: / JIB yrBep:kaen: 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». /

3ak/04YeHne 0 cOOTBeTCTBHM: «Hacrosmum s NOATBEpXKIaK0, YTO NPHBEACHHAs Bhille MHPOPMALMs SBJISETCS TOCTOBEPHOH U
TOYHOH. JTa cepus NMPOAYKLUHUU NMpOU3BeAeHa (BKJIIOYas YINMAKOBKY (MAapKHpOBKY) M KOHTpOJb KayeCTBa) Ha BBILICYKa3aHHOH
NPOM3BOACTBEHHON Miomanke (miolankax) B MOJHOM COOTBETCTBUM ¢ TpeboBaHMAMU [IpaBun Haanexalleil NpoU3BOACTBEHHOMN
npakTuku EBpasuiickoro skoHomuueckoro cowsza (Ne GMP/EAEU/RU/02329-2025 ot 19 centsabps 2025 r.) u TpeboBaHUAMU
KOHTPOJIA KayecTBa JIEKapCTBEHHBIX CPE/CTR, a TAKXKE B COOTBETCTBHH CO ClIeLHUKALUAMHU, COACPIKAUMHUCS B PETHCTPALMOHHOM
JIOCbe CTpaHbl-MMIOpTEpa. 3alMcH MO MPOW3BOJACTBY, YNAKOBKE M aHalu3y IpPOBEPEHbl, H YCTAHOBIEHO WX COOTBETCTBHE
TpeboBaHuam [IpaBun Halexaluei NPOM3BOJCTBEHHO MPAaKTHKU EBpaszuiickoro 3KOHOMHYECKOT0 COKo3ax.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

IIpumeuanne: Ipoaykr coorBercTByeT Tpeboranuam HJJ 3aknoyenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
IMoarorosnexo: IpoBepeHo: ITpoeepeno (AOK): | Onobpeno: Obecneyenue kayecta/OTBETCTBEHHOE THLIO:

Pravesh Rana // Ramakan‘t»&, Amit Kumar /)—%%J-M M 48

A (¥

Date/ Date / Date / Date /
Jlata: 31.03.2026 Jlata: 31.03.2026 | Jlara: 31.03.2026 | Jara: 2yv2~2 0244

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +S1 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




