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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

CEPTU®UKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg
Mponyxr: Lerpun® TabieTky, NOKpLITHIE MIeHOYHOH 0600ukoii, 10 Mr

Market / PoiHok : Russia/ Poccust

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

Cepust Ne = V2610751 Paszmep cepuu 25,00,000 Tab

Analytical Repourt No./ . 890001876252 Date of Analysis / 11.04.2026

AnanuTHyecknii oryer No JlaTa aHaau3a

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

JlaTa npon3BoaCTBA I'oneH g0

Mfg. License No. / i

IIpou3BoACTBEHHAS : MNB/05/263 MA numbey: JITT-Ne(005456)-(PT-RU)
Homep PY

auueH3us Ne

Analysis performed according to ND: / Ananus nposeaed no HJ: JIII-Ne(005456)-(PT-RU)-150524
Artworks of primary package approved: / MakeTbl NepBH4YHOIT yNaKOBKM yTBep:kaenbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPHYHO# yNaKkoBKH yTBepaxaeHbl: 17.02.2025
PL approved: / JIB yreepxaen: 15.05.2024

[ Ne Test / Iloka3zaTensn

Result / Pé3§Jl bTATBI

Specification / Hopma

1 Description / Onucanne

White coloured, round, biconvex film
coated tablets with a break line on one
side. White core on cross section. /
Kpyrasie nBoskoBbinykiisle TabieTkH,
[IOKPBITHIE  TUIEHOYHOM  06OJIOUKO
Oenoro wuBera, ¢ pUCKOH Ha OIHOH
cTopoHe. Ha mnonepeuHoM pa3spese —
anpo 6enoro Lpera.

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.
/ Kpyrnable ABOSKOBBINYKJIbE TabNeTKH,
TIOKPBITBIE TIIEHOYHOH o6onoukoi 6Genoro
WU NO4TH 6€NI0ro LBETa, C PUCKOM Ha OHOM
cropoHe. Ha nonepeuHom paspese sapo oT
6esioro 10 MOUTH 6EIOro LBETA.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: Ilponykt cooTBeTcTBYET TpeboBanuam HJL 3axmouenne: OJIOGPEHO
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IoarotoBneHo: ITpoBepeno: Rama | Ilposepeno (AOK): | OnobpeHo: ObecrieyeHune xauecTBa/OTBETCTBEHHOE JULIO:
Ashish Kumar kant Ajay Kumar
. l} Srivastava p
= o RRS LA
PN A A A
Date / Date / Date / Date /
Hata: 11.04.2026 Jara: 11.04.2026 Jara: 11.04.2026 JlaTa: (

p—

/

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

Tel: +91 40 4900 2900, Fax: +91 40 4900 2399, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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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

CEPTU®UKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg

Ipoayxr: Llerpun® TabaeTKH, MOKPLITHIE MIEHOYHOH 060s10ukoi, 10 Mr

Market / PoiHok : Russia / Poccus

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

Cepus Ne ¢, V2600751 Pa3smep cepuu 25,00,000 Tab

Analytical Repog*t No./ . 890001876252 Date of Analysis / 11.04.2026

AHaJHTHYECKHUH oTueT Ne Jara ananusza

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

JlaTa npon3BoACTBA T"onen no

Mfg. License No./ ]

IpousBoACTEeHHAS : MNB/05/263 LA munthers ¢ JITI-Ne(005456)~(PT"-RU)
Homep PY

JuueH3nsa Ne

Analysis performed according to ND: / Ananus nposeaex nmo HJI: JIII-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / MakeTsl NnepBHYHON yNaKoBKH yTBepakaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpU4HOIf ynakoBky yTBepaxaensn:: 17.02.2025
PL approved: / JIB yrBepaxaeH: 15.05.2024

Ne Test / IlokazaTenn

Result / PesyabTaTh!

Specification / Hopma

2 Identification /
NpenTtudukauus

HPLC / BOXX

The 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. / Bpemst yaepxuBanust
IOCHOBHOTO MHKa Ha XpOMarorpamMmme
MCIBITYEMOTO PacTBOpa COOTBETCTBYET
BPEMEHH YAEPKHBAaHHsI OCHOBHOTO MHKa
Ha XpoMaTorpaMMme CTaHIapTHOTO
pacTBOpa LETUPU3HHA FHIPOXIIOPHAA.

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").

Bpems yaep>kuBaHHs OCHOBHOIO THKa Ha
XPOMAaTOrpaMMe HCIIbITYeMOTO pacTBopa
TO/MKHO COOTBETCTBOBATH BPEMEHH
YAEpKHUBAHHA OCHOBHOTO MUKA Ha
XpoMaTorpamMMe CTaHAapTHOT'O pacTBOpa
LIETUPH3HHA THApoXIopuaa (pasmesn
«KonuuecTBeHHOE onpeneneHue»).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [Iponykt coorBercTBYET TpeGoBanusam HJJ 3axmouenue: O/IOBPEHO
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IoarotoBnexo: IMpoeepeno: Rama | Ilpoepeno (AOK): | Onobpeno: Obecneuenne kauecTsa/OTBETCTBEHHOE JTULIO:
Ashish Kumar kant Ajay Kumar
%JB\T& Srivastava p
B v BN u
/,_
Date / Date / Date / Date / N
Jara: 11.04.2026 Hara: 11.04.2026 | Hata: 11.04.2026 Jara: = u

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

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emnail: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg

Ipoaykr: Lletpuu® TabieTKy, MOKPbITHIE MIEHOUHOH 060/104KO0M, 10 Mr

Market / PoiHOK : Russia / Poccus

Batch No. / . Batch Quantity / 25,00,000 tab /
Cepust Ne = FatGS Pasmep cepuu 25,00,000 Tab
Analytical Repourt No./ . 890001876252 Date of Analysis / 11.04.2026
AnanuTuyeckuii orTyeT Ne JlaTa aHaanza
Date of Manufacture / . 03/2026 Date of Expiry / 02/2029
JaTa npou3BoicTBa T"ogen no
Mifg. License No./

MA number: /

- B/05/2 JITT-Ne(005456)-(PT -

IlpousBoacTBeRHast MN 63 Homep PY o( )-(PT'-RU)

JuueH3una Ne

Analysis performed according to ND: / Ananu3s nposeaen no HJI: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBUYHON YNaKOBKH yTBepaxkaensl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPHYHOIf yTaKOBKH yTBep:kaAeHbI: 17.02.2025

PL approved: / JIB yrBepxxaen: 15.05.2024

Ne Test / IloxazaTenn Result / PesyabTaTsl

Specification / Hopma

UV- spectrophotometry /
V®- cniektpodoToMeTpUs

Complies / CooTBeTcTBYET

The UV-spectrum of the test solution and the
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
nm. / Y®-cnekTps! MOrIOLIEH s
MCTIBITYEMOTO PacTBOPa U CTAHAAPTHOTO
pacTBoOpa LETHPU3WHA THAPOXJIOPHIA B
obnacth ot 200 1o 400 HM ROJDKHBI UMETH
MaKCHMYMBI TIOTJIOLIEHUS MPH OJHON U TOM
e JUIMHE BOJIHBI C I0ONYCTUMbIM
OTKJIOHEHUEM * 2 HM.

3 Dissolution / PacTtBopenue

97 %

96 %; 95 %; 92 %; 95 %o; 97 %;

Not less than 80% (Q) of the labeled amount
of C21HasCIN203-2HCI (cetirizine
dihydrochloride) after 30 min. / He menee ‘
80 % (Q) OT HOMHHANBHOTO COMEpIKAHUA
C21HasCIN>O3- 2HCI (uetvpusuna
JUrMAPOXJIopUa) Yepes 30 MuUH.

=]

Remarks : The Product confirms to ND/
Ipumeuanue: [poaykr coorBeTcTBYeT TpeGosanmam HJL

Conclusion : APPROVED /
3akawuyenue: OJJOGPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
ITonrotorieHo: ITpoepeno: Rama | Ilposepeno (AOK): | OpobpeHo: ObecneueHune kauectBa/ OTBETCTBEHHOE JIULO:
Ashish Kumar kant Ajay Kumar /O

‘- Srivastava \/\8\1 OLW

/M tﬁ o ?)/
aY N A ;
Date / Date / Date / Date /
Jata: 11.04.2026 Jara: 11.04.2026 Jara: 11.04.2026 Jara: S '-))0
\
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Registered Office: 8-2-337, Road No. 3, Banjara Hiiis, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Ernail: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s €3¢

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

CEPTHOUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg

IMpoaykr: LetpuH® TabieTkH, NOKPLITHIE IIIEHOYHOH 0600uKoMH, 10 Mr

Market / Poinox : Russia / Poccus

auuensust Ne

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

Cepust No t V2600751 Pa3mep cepun 25,00,000 Tab
Analytical Repourt No./ . 890001876252 Date of Analysis / 11.04.2026
AHAaNUTHYECKHH oT4eT No JlaTa anannza

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

JlaTa npou3BoACTBA Topen go

Mfg. License No. / .

MponssoacTaenuan : MNB/05/263 DA namber: ) JI-No(005456)-(PT-RU)

Howmep PY

PL approved: / JIB yrepxaen: 15.05.2024

Analysis performed according to ND: / Ananus nposeaex no HJI: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl NnepBHYHOI YNaKOBKH yTBepsaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHO#H YIaKOBKH yTBep:axaeHbl: 17.02.2025

Ne Test / Iloka3zaTtesnb Result / PesyabTaTsi

Specification / Hopma

4 Uniformity of dosage units /
OAHOPOAHOCTH J03HPOBAHHBIX
eAMHUL

4.0

Acceptance value (AV) should be not more
than 15.0 / ITokazatens npuemnemoctu (AV)
JI0JDKEH ObITE He 6osiee 15,0.

Remarks : The Product confirms to ND/
Ilpumeuanne: ITponykt cooTBeTcTBYeT Tpeboranusm HJJ

Conclusion : APPROVED /
3akimwouenue: OJIOGPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IToaroroeneHo: ITpoBepeno: Rama | ITposepeHo (AOK): | OnobpeHo: ObecnicueHne kayuecTsa/OTBETCTBEHHOE JIMLO:
Ashish Kumar kant Ajay Kumar
. Srivastava
o o
i P ﬂ
/"
N )
Date / Date / Date / Date / &
Hata: 11.04.2026 Jara: 11.04.2026 | Jlata: 11.04.2026 Jlara: ,(6) L{ N
=, 1 4 i —
i

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2939, Ernail: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.

Qe ! Y
Formulation Unit-6
9 ]
Dr. Reddy S ‘ .. Vill. Khol, Nalagarh Road, Baddi,
: Distt. Solan, H.P,, 173 205, INDIA

Tel 1 +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg
Ipoaykr: Ilerpun® TabaeTku, MOKPLITbIE TNIEHOYHO 060s10uKoi, 10 Mr

Market / Poinok : Russia/ Poccust

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

Cepus Ne ¢ WS Pazmep cepuu ' 25,00,000 Ta6

Analytical Repourt No./ . 800001876252 Date of Analysis / 11.04.2026

AHanuTnyeckuid oTuer Ne JiaTa aHanau3a

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

JlaTta npou3BoACTBA I'oaen go

Mfg. License No. /

I : MNB/05/263 B neben: : JIN-Ne(005456)-(PT-RU)
Homep PY

Jnuen3us Ne

Analysis performed according to ND: / Anaauns nposeaen no HJI: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl NepBUYHOI yNaKOBKH yTBepxkaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPHYHOIi YTaKOBKH yTBepsaeHbl: 17.02.2025
PL approved: / JIB yreepxnen: 15.05.2024

S Impurities / Ilpumecn ]
Impurity A /
[Ipumecs A Below LOD (LOD =0.005 %) / Huxke J
npegena obHapyxenus (I10 = 0,005 %) [Not more than 0.2 % / He Gosee 0,2 %
Impurity B /
[pumecs B 0.05 % Not more than 0.2 % / e 6onee 0,2 %
Impurity C / Not Detected INot more than 0.2 % / ne Gonee 0,2 %
[Tpumecs C
Below LOQ (LOQ = 0.003 %) / Huxe
npejena KoJIMYECTBEHHOrO ONpeaesieH s
Impurity D / (ITKO = 0,003 %) INot more than 0.2 % / He 6osee 0,2 %
[Tpumecs D
Impurity E/ 0.03 % Not more than 0.2 % / ne Gonee 0,2 %
[Tpumecs E
Impurity F / Below LOD (LOD =0.015 %) / Huxe [Not more than 0.2 % / ve Gonee 0,2 %
[Tpumecs F npenena obHapyxenus (ITO = 0,015 %)
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanue: Ilpoaykr cooTBeTCTBYET TpeGosanuam HJI 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IToaroroBneHo: IIpoeepeHo: Rama | IMpoeepeHo (AOK): | Ono6peHo: Obecrnieuenue Kauectea/QTBETCTBEHHOE JTULIO:
Ashish Kumar kant Ajay Kumar /%

- AaEEs 9o
@)\/ 4\» 4 AYI ﬂ

Date / Date / Date / Date / AW
Hara: 11.04.2026 Hara: 11.04.2026 | Hata: 11.04.2026 Jlara: = N\ U |

V(ﬂ;) sz’)’b

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2939, Ernail: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr. Reddy's Laboratories Ltd.

[ I . '
9 @ Formulation Unit-6
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
CEPTUDPUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg
Ipoaykr: Lerpun® TabneTkH, NOKpeIThIE MIeHOUHOH obonmoukoit, 10 mr

Market / Peinok : Russia / Poccust

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

Cepusi Ne A Pa3mep cepun ©25,00,000 Tab

Analytical Repovrt No./ . 890001876252 Date of Analysis / 11.04.2026

AHAJIMTHYECKHIE oTueT Ne JlaTa aHa;au3a

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

JlaTa npou3BoacTBa I'ogeH a0

Mfg. License No./ ’

NponsBoacraennas : MNB/05/263 MAmumber: { : JIT-Ne(005456)-(PT-RU)
Homep PY

JuneH3us Ne

Analysis performed according to ND: / Ananuns npogsegen no HJ/L: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBHYHOH ynakoBKH yTBepakaenbl: 12.11.2024

Artworks of secondary package approved: / MakeTbl BTOpHYHO#M YIAKOBKH yTBepKaeHbl: 17.02.2025
PL approved: / JIB yreepxaen: 15.05.2024

Any individual unidentified 0.05 % Not more than 0.2 % /
impurity / Jiobas enuHU4HASR He 6onee 0,2 %
HeuIeHTHOULMPOBAHHAS TIPUMECh

Total impurities / 0.1% Not more than 2.0% /
CyMmMa npumecen He 6onee 2,0%
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [Tpoaykt cooTeTcTRyeT TpeboBaHuam HJJ 3axmouenne: OJOGPEHO
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
IToarotorneHo: IpoBepeno: Rama | INporepeHo (AOK): | Ono6peno: OGecneyenue kayecTBa/OTBETCTBEHHOE JIULIO:

Ashish Kumar kant Ajay Kumar D
- } Srivastava l/uu LLAD

. N
Date/ Date / Date / Date / §
Jara: 11.04.2026 Hara: 11.04.2026 Jara: 11.04.2026 Jlara: N (‘Ol'fl ,)/{,1:’

Registered Office: 8-2-337, Road No. 3, Banjara Hiiis, Hyderabad - 500034, Telangana, India
Tel: +91 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, IND!A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg

IIpoayxr: Letpuu® TabneTku, MOKPHITHIE MICHOYHOH o6osoukoif, 10 mMr

Market / Poinok : Russia / Poceus

auueHzua Ne

Batch No. / . Batch Quantity / 25,00,000 tab /
Cepus Ne § ¥2600351 Paszmep cepuu 25,00,000 Tab
Analytical Repovrt No./ . 890001876252 Date of Analysis / 11.04.2026
AHanuTHYecKuil oTueT Ne JlaTta aHanuza
Date of Manufacture / . 03/2026 Date of Expiry / 02/2029
JaTta npon3soacTBa T'oxen xo
Mfg. License No. /
MA number: /
IIponssoacTeeHHas : MNB/05/263 Howep. BY JITT-No(005456)-(PT"-RU)

PL approved: / JIB yTBep:xaen: 15.05.2024

Analysis performed according to ND: / Ananus nposeaen no H/: JITI-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / MakeThl nepBHYHO#l ynakoBKkH yTBepsxaenni: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHOIf yIaKkoBKH yTBep:kaeHbI: 17.02.2025

Ne Test / [lokazaTennb Result / PesyabTaThl

| Specification / Hopma

6 Water content /

Coaepxanie Boabl

7 Microbiological purity* /
Mukpobuosoruyeckas
yucrora®

a) Total aerobic microbial count /
OB61ee yncno a’poGHBIX
MHUKPOOPraHHM3MOB

33%

NA

NA
b) Total combined yeasts and
mould count / Obimee uncno
IIPOKEBBIX U MIIECHEBBIX IPHOOB

¢) E. coli NA

Not more than 8.0% /
He Goaee 8,0 %

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

INot more than 100 CFU/g /
He 6osee 100 KOE/r

Shall be absent in 1g/ Orcyrersue B 1 1

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanne: IIpoaykT cooTBeTcTBYeT TpebopanusM HIJ 3akaouenune: OJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
TloarorosieHo: [Npoeepeno: Rama | IIpoeepeno (AOK): | Omobpeno: Obecneyenme kauecTsa/OTBETCTBEHHOE JIMIIO:
Ashish Kumar kant Ajay Kumar
. Srivastava O M—yO
- W A Loy
» A
Date / Date / Date / Date /
Jara: 11.04.2026 Jara: 11.04.2026 | Hara: 11.04.2026 Hara: ( W l

< IYA%

Registered Office: 8-2-337, Road No. 3, Banjara Hiiis, Hyderabad - 500034, Telangana, India
Tel: +91 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 : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg

HMpoaykr: LleTpH® TabNeTKH, MOKPLIThIE MIEHOYHOH 000J104KOMH, 10 Mr

Market / Peinok : Russia / Poccus

auueHzus Ne

Batch No. / : Batch Quantity / 25,00,000 tab /
Cepus Ne § V2600751 Pasmep cepun 25,00,000 Ta6
Analytical Repourt No. / . 800001876252 Date of Analysis / 11.04.2026
AHAJMTHYECKHH 0TUYeT Ne JlaTa aHanu3za
Date of Manufacture / . 03/2026 Date of Expiry / 02/2029
Jara npon3BoacTea T'open a0
Mfg. License No./
MA number: /
IIpousBoacTBeHHAsR : MNB/05/263 Homep PY JITI-Ne(005456)-(PT"-RU)

PL approved: / JIB yrBepxkaen: 15.05.2024

Analysis performed according to ND: / Ananus nposeaen no HJL: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl NepBHYHOI YIaKOBKM yTBepxaeHbi: 12.11.2024
Artworks of secondary package approved: / MakeTsl BTOpU4HOH yNnaKkoBKH yTBepaxaeHbl: 17.02.2025

Ne [ Test/ Hokasatenn Result / PesyabTaTsl

Specification / Hopma

8 Assay / KoauyecTBeHHoe
onpegeneHue

99.9 %

9.99 mg /9,99 mr

From 9.0 mgto 11.0 mg of
C21HasCIN»O3- 2HCI (Cetirizine
Dihydrochloride) in tablet (90.0 % to 110.0 %
of label claim). / Ot 9,0 mr g0 11,0 Mr
C21HosCIN203- 2HCI (uetnpuzvna
nauruapoxnopua) B tTabnetke (ot 90,0 % no
110,0 % OT HOMHHAJILHOTO COAEPIKAHUSL).

9 Subdivision of tablets /
Jlenenne TabaeToK

Complies / CooTBeTcTBYy€ET

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. /
TabneTku COOTBETCTBYIOT TpeOOBaHUAM, €CIIH
He Oosiee 1 eqUHMYHAsA Macca OTKJIOHAETCA 3a
npenenst 85%-115% ot cpeaneii macchl.
TabneTkH He COOTBETCTBYIOT TPeOOBAHMAM,

Remarks : The Product confirms to ND/
Ipumeuanue: [Iponykt coorBetcTBYeT Tpeboanuam HIL

Conclusion : APPROVED /
3aknmouenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
[ToprororneHo: Iposepeno: Rama | IlposepeHo (AOK): | Ono6peHo: ObecneueHue kauectsa/OTBETCTBEHHOE JIULO:
Ashish Kumar kant Ajay Kumar
Srivastava w ﬁ ,
B B | A ’
A N
Date / Date / Date / Date / \
Hata: 11.04.2026 Hata: 11.04.2026 | Hata: 11.04.2026 Jara: 1}
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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 AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg

Ipoayxr: IleTpuH® TabneTkH, NOKPbITHIE MIeHO4HOH 06onoukoii, 10 Mr

Market / PbiHok : Russia / Poccus

Batch No. / . Batch Quantity / 25,00,000 tab /
Cepust Ne ¢ VI600731 Pa3mep cepun 25,00,000 Tab
Analytical Repovrt No./ . 890001876252 Date of Analysis / 11.04.2026
AHaguTHYecKHil oTyeT Ne JlaTta anann3sa

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

JlaTa npou3BoacTBA T'onen go

Mfg. License No. /
IlpousBoacTBEeHHAs
JuneHsusa Ne

: MNB/05/263

MA number: /

Homep PY JITT-Ne(005456)-(PT-RU)

PL approved: / JIB yrBepxnen: 15.05.2024

Analysis performed according to ND: / Anasu3 nposeaer no HJ/I: JITI-Ne(005456)-(PT-RU)-150524
Artworks of primary package approved: / MakeTsl nepBHYHO# yNnaKoBKH yTBepxaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPH4YHOIi YNaKOBKH yTBep#Aenbl: 17.02.2025

Ne Test / IlokazaTean Result / Pesyabrarhl Specification / Hopma
eciu Gonee ueM 1 uHaAMBHAYansHAs Macca
OTKJIOHSIETCS OT 3THX MPEAEINIOB WK, eciu 1
MHIUBH/ya/lbHas Macca OTKJIOHAETC 32
npenensl 75%-125% ot cpenHeil maccel.
10 Package / Onucanue ynakosku |10 tablets in PVC/PVDC//aluminum 10 tablets in PVC/PVDC//aluminum blister. 2
blister. 3 blisters and patient information for 3 blisters and patient information leaflet in
leaflet in a carton. / ITo 10 Tabnerox B ja carton. / [To 10 Tabnetok B
[IBX/TIBJIX//antomunuesom 6aucrepe. [[IBX/TIBAX//antomunuerom Gnucrepe. [o 2
[To 3 GiucTepa BMecTe C TUCTKOM- nin 3 6aucrepa BMECTe € JIMCTKOM-
BKIAABIIEM YTAKOBAHBI B MAYKy BKJIAJ(BIIIEM YNIAKOBAHBI B IAYKY KAPTOHHYIO,
KapTOHHYIO.
11 Labeling / Mapkuposka Complies / CooTBETCTBYET See Module 1, section 1.3.2 of registration
dossier. / B cootBeTcTBUH ¢ paznenom 1.3.2
MOy 1 perucTpalMOHHOTO AOCKE.
12 |Storage conditions / Yenosust At temperature not higher than 25 °C / Ilpu Temnepatype He Bbile 25 °C.
XpaHEeHHHA
13 Shelf-life (storage period) / Cpox;3 years./ 3 roza.
roAHOCTH (CPOK XpaHeHHs)

Remarks : The Product confirms to ND/
ITpumeuanue: IIpoaykT cooTBeTcTBYET Tpeboanuam HJL

Conclusion : APPROVED /
3akawuyenmne: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IMonrororaeHo: IIposepeno: Rama | ITpoeepeno (AOK): | Onobpeno: ObecnieueHug kaugeTBa/OTBEIEYBEHHOE JIULIO:
Ashish Kumar kant Ajay Kumar ﬁuu@
t\ Srivastava
o AN
o= Oy

L
Date / Date / Date / Date / \L‘Z A) v‘,)ﬂ %
Jara: 11.04.2026 JaTa: 11.04.2026 Hata: 11.04.2026 Jara: \\ P
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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

Dr.Reddy’s Q‘:‘.

CERTIFICATE OF ANALYSIS
CEPTHONUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg
IpoaykT: Lletpun® TabneTku, NOKpHITHIE MIEHOYHOH 060n04koH, 10 Mr

Market / Poinok : Russia / Poccus

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

Cepus Ne ) Y2600751 Pazmep cepuu 25,00,000 Ta6

Analytical Repovrt No./ . 890001876252 Date of Analysis / 11.04.2026

AHanuTudecKHit oTyer Ne JlaTa aHa/iu3a

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

JlaTa npou3BoACTBA T'ogen o -

Mfg. License No. / .

Tpou3BoACTBeHHAS : MNB/05/263 LA rumbers ¢ JITT-Ne(005456)-(PT-RU)
Homep PY

JuueH3us Ne

Analysis performed according to ND: / Ananus nposeaen mo HJI: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBHYHOI YyIakoBKH yTBep:kaeHbI: 12.11.2024

| Artworks of secondary package approved: / MakeTbl BTOpH4HOH yNaKoBKHU yTBep:xkaeHsl: 17.02.2025
PL approved: / JIB yrBep:kaen: 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. / [IpoBoaurcst npon3BogUTENEM NPH BEINYCKE IEPUOAHUECKHU: ANs Kax o 20-oi
cepuu uiaM He MeHee | pasa B rof. Ilokaszarens MoxeT ObITh He BKtoueH B CepTUPHKAT aHanu3a GUpMBbl.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Hpumeuanne: [Ipoaykt cooTBeTcTBYET Tpeboranuam HI| 3axkawouenne: ONOBPEHO
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
ITonrotorneHo: Ipoeepero: Rama | IIpoeepeHo (AOK): | Onobpeno: Obecneverue kauecTsa/OTBETCTBEHHOE IMLO:
Ashish Kumar kant Ajay Kumar 1/\?
Srivastava U
M| p

o A
Date / Date / Date / Date / \V g /0\ ‘/LO%
Jara: 11.04.2026 Jara: 11.04.2026 JaTa: 11.04.2026 Mara: \I ‘ =
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Dr.Reddy’s €3¢

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

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

CERTIFICATE OF ANALYSIS

CEPTHUO®UKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg

Ipoayxkr: LleTpuH® Tab1eTky, MOKPBITHIE NMIEHOUHOH 0600ukoi, 10 Mr

Market / PoiHOK : Russia / Poccus

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

Cepus Ne * V2600751 Pazmep cepun 25,00,000 Tab

Analytical Repovrt No./ . 890001876252 Date of Analysis / 11.04.2026

AHaJIuTHYeCKHH oTUeT Ne JlaTa aHannza

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

JlaTa mpon3BOACTBA I'ogeH no

Mfg. License No. /

IIpou3BOACTBEHHAS : MNB/05/263 MA number: / JITT-Ne(005456)-(PT-RU)
Homep PY

Junenzus Ne

PL approved: / JIB yrBep:aen: 15.05.2024

Analysis performed according to ND: / Anaaus nposegen no HJI: JIII-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBu4HoOil yIAKOBKH yTBep:kaeHbl: 12.11.2024
| Artworks of secondary package approved: / MakeTbl BTOPH4YHON YIaKOBKH yTBepixaeHbl: 17.02.2025

API name / Haumenopauune ADC:

Cetirizine dihydrochloride / Lletupuzuna auruapoxsnopun

INN/MHH:

Cetirizine / LleTupusun

API manufacturer batch number /
Homep cepuu npoussoautens APC;

BT00-25090

FP Manufacturer API Batch number /
Homep cepun cy6cTanunu npoussoautess IJID:

FETA00033

API Manufactured by, address & country /
IMpoussoautens A®C, agpec u cTpaHa:

Glochem Industries Private Limited,

Survey No. 174 to 176, L.D.A. Bollaram, Sangareddy District,

502 325, Hyderabad, Telangana, India /
['noxem Unnactpuec IpaitBut Jlumuren,
Vyacrku Ne 174-176, U.JI.A., Bonnapam, Canrapenau

Juctpukr - 502 325, Xatinapaban, wrat TenanraHa, Munus

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

HaumeHoBaHHe, ajgpec, THNEH3HA 1
IIpouseoacTeHHas miomaaka / [lnomaaka kouTpoas
kayectBa / [Inomaaka Beinycka

Dr. Reddy’s Laboratories Ltd.,

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.

Solan (HP) 173205, India (license No MNB/05/263). /
H-p Pepau’c Jlaboparopuc JITxa.,

[TpousBoacTBeHHOE noapasnencuue-6, Bun. Kxone, Hanarapx

Poyn, banmu, Hucrpukt Conaun, X.I1., 173205, Unnus
(JInuenzus No MNB/05/263).

Remarks : The Product confirms to ND/
Ipumeuanne: Ipoaykr cooteetcTyeT Tpebosannam HJT

Conclusion : APPROVED /
3aknwouenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IToarotosneno: Ipoeepeno: Rama | Ilposepeno (AOK): | Omo6peno: ObecnieueHpe kauecTsa/OLBeTCTBEHHOE THLO:
Ashish Kumar kant Ajay Kumar
\T Srivastava F\’U ua
,M” v AN
—_—
NIA . ,
Date / Date / Date / Date / ((D y) (
JHara: 11.04.2026 Jlara: 11.04.2026 Jara: 11.04.2026 Jlara:
/_
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Dr. Reddy's Laboratories Ltd.

Be . .
Formulation Unit-6
Dl’. ReddY’S ‘...‘ Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg
Mpoayxr: Ierpru® TabaeTku, MOKPHITbIE MIIEHOUHOH 060J10uKOH, 10 Mr

Market / Poinok : Russia/ Poccust

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

Cepus Ne F V2600751 Pasmep cepun " 25,00,000 Ta6

Analytical Repovrt No./ . 890001876252 Date of Analysis / 11.04.2026

AHaJHTHYECKHIT oTHeT Nt JlaTa ananusa

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

JlaTa npon3BoacCTBA I'onen no

Mfg. License No. / .

IIpon3BoacTBeHHAs : MNB/05/263 DA R : JITI-Ne(005456)-(PT-RU)
Homep PY

JuueH3us Ne

Analysis performed according to ND: / Ananus npoeeaen no HJI: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / Makersl nepBuYHOIi ynakoBKH yreepsaenbl: 12.11.2024
Artworks of secondary package approved: / MaxeTbl BTOpHYHOIl ynakoBKH yTBepskaenbl: 17.02.2025
PL approved: / JIB yreepixaen: 15.05.2024

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 (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». /

3akuoueHHe 0 cooTBeTcTBHM: «HacToswmM 1 MOATBEPIalo, UTO NPHBEAEHHAs Bblle UH(GOPMALIUS ABNSETCS NOCTOBEPHOMN U
TOYHOM. DTa cepusi MPOLYKLUMH MpOU3BefeHa (BKIOUYAs ynakoBKy (MapKMpOBKY) M KOHTPOJIb Ka4eCTBa) Ha BbILIEYKA3aHHOM
NPOM3BOJCTBEHHOM mulolaake (IUIOLAAKaxX) B TTOJHOM COOTBETCTBHH ¢ Tpebosanusamu [TpaBun Hamexalieil npoU3BoACTBEHHON
npaktiku EBpasuiickoro sxoHomuueckoro cotoza (Ne GMP/EAEU/RU/02329-2025 ot 19 centabps 2025 r.) # TpeGoBaHUAMH
KOHTPOJIs KAYECTBA JIEKAPCTBEHHBIX CPEICTB, @ TAK)KE B COOTBETCTBHH CO CELMPHUKALMAMU, COAEPKALIUMUCH B PETHCTPALIMOHHOM
[OChe CTpaHbi-UMnoprepa. 3anucH Mo MNPOWU3BOACTBY, YMAKOBKE W aHalM3y MpPOBEPEHbl, U YCTAHOBJIEHO WX COOTBETCTBUE
TpeboBanuam [IpaBun Haanexalei Mpou3BOACTBEHHOM NPaKTUKH EBpa3sHiCKOro 3KOHOMHHYECKOTO COI03a».

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

ITpumeuanne: Ilponykt cooTBeTcTBYET Tpeboranusm HJL 3axntouenue: OJJOGPEHO

Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
[ToarororneHo: IposepeHo: Rama | Ilporepeno (AOK): | Onobpeno: ObecneueHne Kaqe Ba/OTBﬁTCTBeHHOC JIMLIO:

Ashish Kumar kant Ajay Kumar
Srivastava TQ [/‘J U

e

Date / Date / Date / Date / XW
Hata: 11.04.2026 Hata: 11.04.2026 | Jdata: 11.04.2026 Jara: /r L’( ')ﬂ%
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