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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

CEPTUO®UKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg

Npoaykr: LHetpun® TabneTkH, NOKPHITHIE MIIEHOYHOH 06004K0ii, 10 Mr

Market / Puinok : Russia / Poccus
Batch No. / . Batch Quantity / 50,00,000 tab /
Cepusi Ne P ¥anil0zs Pasmep cepuu 50,00,000 Tab
Analytical Repovrt No./ . 890001883431 Date of Analysis / 30.05.2026
AHaJauTHYeCKHI oT4HeT Nt JlaTa aHaJu3a
Date of Manufacture / . 04/2026 Date of Expiry / 03/2029
JlaTa npon3BoacTBa I'open go
Mfg. License No. /

MA number: /

: MNB/05/263 -Ne -(PI"-

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

aupeHzusa Ne

Analysis performed according to ND: / Ananu3 nposegen mo HJI: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepsu4HOIf yNaKoBKH yTBepxAenbl: 12.11.2024
Artworks of secondary package approved: / MaxeTbl BTOpHYHOIf ynakoBKkH yTBep:aeHsl: 17.02.2025

PL approved: / JIB yrBepakaen: 15.05.2024

No Test / [lokazarens Result / PesyabTarst

Specification / Hopma

1 Description / Onucanue

[MOKPBITEIC

aapo Gesnoro nBera.

White coloured, round, biconvex film
coated tablets with a break line on one
side. White core on cross section. /
Kpyribie 1BOSKOBBIMYKIIbIE TabNeTKH,
MJIEHOYHOH
benoro 1Bera, C pPUCKOW Ha OJHOM
cropoHe. Ha momepeudHom paspeze —

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.
/ Kpyrnsie IBOSKOBBINMYKIblE TabJIeTKH,
MOKPBITHIE IMIEHOYHOM 060j0uKkoil 6Genoro
WU NouTH 6eJ10To LBeTa, ¢ PUCKOM Ha OJIHOM
cTopoHe. Ha nonepeunom paspese sapo OT
0enoro a0 MoYTH O6EJI0ro LBETA.

060J0UKO

Remarks : The Product confirms to ND/
IMpumeuanne: Ilponykt cooTBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3axmwuyenune: OJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
[Toarotornexo: IIpoBepeno: [Tpoeepeno (AOK): | Onobpeno: ObecnedeHue kauecta/ OTBETCTREHHOE JIULIO:
Ramakant Pardeep Kumar Amit Kumar S n ) V HN )
%b\ﬁ? | N
' - ()
‘ = ~} AI ;
Date / Date / Date / Date / ;
Hata: 30.05.2026 Hara: 30.05.2026 Hara: 30.05.2026 Jlara: ( W(;/O.;(%g ?{;
—zU> _r

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: 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

CEPTHOUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg

IMpoayxr: Lletpuu® tabnerTkH, NOKpbITHIE IIEHOYHOM 060J104KO#H, 10 M

Market / Poinox : Russia / Poccus

Batch No. / . Batch Quantity / 50,00,000 tab /

Cepust Ne 8 BEGRIDES Pasmep cepuu 50,00,000 Ta6

Analytical Repo‘}'t No./ . 890001883431 Date of Analysis / 30.05.2026

AnaanTiHyecknii oruer Ne JlaTta ananausa

Date of Manufacture / . 04/2026 Date of Expiry / 03/2029

JlaTa npoH3BoacTBa TI'ogen no

Mfg. License No. /

NponssoacTaenuas : MNB/05/263 NEA munibers{ JI-No(005456)-(PT-RU)
Homep PY

Juuensus Ne

Analysis performed according to ND: / Auanu3 nposeaen no HJL: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / Makerb! nepBH4HOl YNTaKOBKH yTBepxaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTsl BTOPHYHO YNaKOBKM yTBepxaeHbl: 17.02.2025
PL approved: / JIB yrsepauen: 15.05.2024

Ne Test / Iloxazarens

Result / PesyabTarsi

Specification / Hopma

2 Identification /
Haentnduxanns

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. / Bpems ynep:xuBaHus
OCHOBHOIO MKKa Ha XpoMaTorpamMmme
MCTIBITYEMOrO PacTBOpa COOTBETCTBYET
BPEMEHM YIEPXKUBAHUS OCHOBHOIO NMHKa
Ha XpOMATOrpaMMe CTaHJapTHOTO
pacTBOpa LUETHPH3MHA THAPOX/IOpHAA.

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 ynepkMBaHHA OCHOBHOI'O MHKa Ha
XpOMaTorpamMme MCTBITYEMOro pacTBopa
U10JI5KHO COOTBETCTBOBAaTh BPEMEHH
lyIEpYKMBAHHS OCHOBHOTO THKa Ha
XpOMaTorpamMme CTaHIApTHOTO pacTBoOpa
LIeTHpU3HHA TUapoxIopyuia (pa3aesn
«KonuuecTBeHHOE OTpenesiEHUe).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeyanue: [Ipojaykr coorBercTByeT Tpebosanusm HJL 3akatouenue: OJJOGPEHO
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
TNoarotoBneHo: IIpoeepeHo: IMposepeno (AOK): | Onobpeno: Obecneuenue kauecTsa/ OTBETCTBEHHOE JIULIO:
Ramakant Pardeep Kumar Amit Kumar

) i ShivAN/

R— |
- - /AN 74
Date / Date / Date / Date / Q/KF C»/O 5 }()
Jara: 30.05.2026 Jara: 30.05.2026 | Jlara: 30.05.2026 Jlara: ; ﬁ& r o WL
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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: L85195AP1984PLC0O04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Viil. 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

Ipoayxr: LleTpH® TabaeTkH, NOKPHITHIE NJEHOYHOH 0600uKo#, 10 Mr

Market / Poinox : Russia / Poccus
Batch No. / . Batch Quantity / 50,00,000 tab /
Cepusi Ne i VAR Pasmep cepuu 50,00,000 Ta6
Analytical Repourt No./ . 890001883431 Date of Analysis / 30.05.2026
AHanuTHYeCKHH oT4eT Ne JlaTa aHau3a
Date of Manufacture / . 04/2026 Date of Expiry / 03/2029
JlaTa npon3BoacTBA Toaen ao
Mfg. License No. /
MA number: /
IIpousBoacTBeHHas : MNB/05/263 Homep PY JITT-Ne(005456)-(PT-RU)

JinueH3ns Ne

Analysis performed according to ND: / Ananu3s nposeaen mo HJL: JIII-Ne(005456)-(PT-RU)-150524
Artworks of primary package approved: / MakeTn! nepBHYHOMH ynakoBKH yTBepakaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeThl BTOpHYHOH yIaKOBKH yTBepxkAeHbl: 17.02.2025

PL approved: / JIB yrBepaxaen: 15.05.2024

Ne Test / [Toka3zaTens Result / PesyasTaTbl

Specification / Hopma

UV- spectrophotometry / -
Y ®- cnextpodoTomeTpus

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 ®-criekTpbl MOroueH s
HCIIBITYEMOTO PACTBOPA M CTAHAAPTHOTO
pacTBOpa LIETUPH3MHA TMAPOXJIOPHA B
obnactu o 200 1o 400 HM NOJDKHBL UMETH
MaKCHUMYMBbI TOTJIOIEHUS [TPH OXHOH U TOH
K€ JUINHE BOJIHBI C JIOMTYCTHMBIM
OTKJIOHEHHEM * 2 HM.

3 Dissolution / PacTBopesne

97 %

95 %; 96 %; 94 %; 95 %; 92 Yo;

Not less than 80% (Q) of the labeled amount
of C21H25CIN>O3-2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) OT HOMHHAJBEHOTO COIEPIKAHHS
C21H25CIN>O3: 2HCI (uetupuzuna
IQUTHOPOXJIOpUA) Yepe3 30 MuH.

Remarks : The Product confirms to ND/
ITpumeuanne: [ponykr coorBercTByeT TpeboBanusam HJI

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
[ToarororneHo: [IpoBepeHo: Iposepeno (AOK): | Onobpeno: Obecnieuenue kauecTsa/ OTBETCTBEHHOE JIHLO:
Ramakant Pardeep Kumar Amit Kumar

SH)vanl
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Date / Date / Date / Date/ / 1£ UO
Hata: 30.05.2026 Hara: 30.05.2026 | Hara: 30.05.2026 Jlara: u [ ( 'S0 2/é
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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: 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
Tei : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg

Ipoayxr: Llerpuu® TabneTkH, NOKpLITLIE IUIEHOYHOH 000s104K0#, 10 MT

Junensust Ne

Market / Poinok : Russia/ Poccus

Batch No. / . Batch Quantity / 50,00,000 tab /

Cepust No i VABIIS Pasmep cepin 50,00,000 Ta6
Analytical Repo:‘t No./ . 890001883431 Date of Analysis / 30.05.2026
AnanuTuyvecknii oryeT Ne JlaTa aHasnuza

Date of Manufacture / . 04/2026 Date of Expiry / 03/2029

Jlata npousBoacrea I'ogen no

Mfg. License No. / MA ber: /

Ipon3BoACTBeHHas : MNB/05/263 i JIT1-Ne(005456)-(PT-RU)

Homep PY

Analysis performed according to ND: / Anann3s nposegen no HJT: JIIT-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / MakeTb! nepBHYHOH ynakoBKH yTBepaxaeHbl: 12.11.2024
Artworks of secondary package approved: / Makersl Bropu4HOii ynaKkoBKH yTBep:xkaenbl: 17.02.2025
PL approved: / JIB yreepsaen: 15.05.2024

Ne Test / Iloka3zaTeanb

Result / PesyabTaThi

Specification / Hopma

4 Uniformity of dosage units /

/Acceptance value (AV) should be not more

OAHOPOAHOCTDH JO3UPOBAHHBIX 4.8 than 15.0 / Tlokasatens npuemaeMoctd (AV)

eanHuL JiomKkeH OuITh He 6onee 15,0.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeyanue: [TpoaykT coorercTayer Tpedosanuam HJL 3axmoyenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
[MoaroroBneHo: IlposepeHo: Iposepero (AOK): | Onobpeno: ObecneueHue kayectea/OTBETCTBEHHOE JIULIO:
Ramakant Pardeep Kumar Amit Kumar

u‘)iL NIVAN
4
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Date/ " Date / Date / Date / \[‘}’@'S//O o 16
Jara: 30.05.2026 Jara: 30.05.2026 | Hara: 30.05.2026 Jlara: 99
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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: 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

CEPTUDPUKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg
Ipoaykr: Lletpua® TabneTkH, NOKPLITHIE TUNIEHOYHOI 0607104KOM, 10 M

Market / Poinok : Russia / Poccus

Batch No. / . Batch Quantity / 50,00,000 tab /

Cepus Ne h WATENIIES Pasmep cepun 50,00,000 Tab

Analytical RepOft No./ . 890001883431 Date of Analysis / 30.05.2026

AHanuTuvecknii oruet Ne HMata anaan3za

Date of Manufacture / . 04/2026 Date of Expiry / 03/2029

JaTa npousBoacTBa I'open no

Mfg. License No. /

ITpoM3BOACTBeHHAs : MNB/05/263 MAswmbers./ JIT-Ne(005456)-(PT-RU)
Homep PY

Juuenzus Ne

Analysis performed according to ND: / Ananus nposeaen no HJ: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTsl nepBH4HOH YyNaKOBKH yTBepxaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpH4HOH YNIaKOBKH yTBepxaeHbl: 17.02.2025
|PL approved: / JIB yreep:aen: 15.05.2024

5 [mpuritie?/ Mpumecn
Impurity A /
[Ipumecs A

Impurity B /
[Tpumecs B

Impurity C/
[Tpumece C

Impurity D /
[Tpumecs D
Impurity E /
ITpumecs E

Impurity F /
[pumecsb F

Below LOD (LOD =0.005 %) / Huxe
npeaena obHapyxxenus (I1O = 0,005 %)

0.04 %
| Below LOQ (LOQ =0.017 %) / Huxe
npezena KOJIMYECTBEHHOrO OrpeeneHms
(TIKO = 0,017 %)
Below LOQ (LOQ = 0.003 %) / Huxe

rpejienia KOJIHYECTBEHHOTO ONpeieeHHs
(TIKO = 0,003 %)

0.02 %

Below LOD (LOD =0.015 %) / Hmxe
npenena obuapyxenus (I10 = 0,015 %)

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

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

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

‘Not more than 0.2 % / ne 6onee 0,2 %

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

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

Remarks : The Product confirms to ND/
IMpumeyanue: [IpoayKT cooTBETCTBYET Tpebosanuam HJI

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

N

Prepared by / Checked by / Checked by (AQA)/
floarotrosneno: IIpoeepeHo: Ipoeepeno (AOK):
Ramakant Pardeep Kumar Amit Kumar

Approved by: Quality Assurance/Authorized person /
OnobpeHo: ObecnieueHune kauecTBa/OTBETCTBEHHOE JIULIO:

SNVAN)

@ |

Jara: 30.05.2026

Date /

Iata: 30.05.2026

Date/
Hara: 30.05.2026

Date /
Jlara:

Out,
o

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

CERTIFICATE OF ANALYSIS

CEPTUDHKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg

IpoaykT: Letpun® Tabnerku, nOKpbiThie MICHOYHOR 06010uK0#, 10 MI

Market / PoiHok : Russia / Poccus

Batch No. / . Batch Quantity / 50,00,000 tab /
Cepust Ne § VabOles Pasmep cepiu 50,00,000 Tab
Analytical Repovrt No./ . 890001883431 Date of Analysis / 30.05.2026
AHaJuTHYeCKHH 0T4eT No Jlara ananusa
Date of Manufacture / . 04/2026 Date of Expiry / 03/2029
JlaTta npon3BoacTea T'opeH a0
Mfg. License No. /
MA number: /
IIpousBoacTBenHas : MNB/05/263 Homep PY JITI-Ne(005456)-(PT'-RU)

auuenznga Ne

Analysis performed according to ND: / Ananus nposeaen mo HJI: JIN-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbi nepBH4YHOlH yNaKoBKH yTBepxkaeHsbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPH4HOI YyNaKoBKH yTBepxaeHbl: 17.02.2025

PL approved: / JIB yreep:aen: 15.05.2024

Any individual unidentified

impurity / Jlrob6as eauHUuHAas 0.06 % Not more than 0.2 % /

HEeHACHTH(UUUPOBAHHAA PUMECh He 6osee 0,2 %

Total impurities /

Cymma npumeceit 0.1% Not more than 2.0% /

He 6onee 2,0%

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeyanune: [poaykr coorsercreyer TpeGosanuam HJL 3aknodenue: OJIOBPEHO
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
IonrorosneHo: IIposepeHo: Iposepeno (AOK): | Onobpeno: ObecnedeHne kauectBa/OTBETCTBEHHOE JIULIO:
Ramakant Pardeep Kumar Amit Kumar

0

SHIVAN]

/
Date /

Jara: 30.05.2026

N
Date /

Hara: 30.05.2026

Date /
Jara: 30.05.2026

Date /
Jlara:

. JI
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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: 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
Tef : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg

Ipoaykt: Llerpuu® Tabnerku, NOKPbIThIe MIeHOYHOH 060n104KoH, 10 Mr

Market / Poinox : Russia / Poccus

JNHUeH3usa No

Batch No. / . Batch Quantity / 50,00,000 tab /
Cepust Ne i / Pasmep cepun 50,00,000 Tab
Analytical Repourt No./ . 890001883431 Date of Analysis / 30.05.2026
Anaaurnyeckuii oruet Ne JaTa ananu3sa
Date of Manufacture / . 04/2026 Date of Expiry / 03/2029
JlaTa npon3BoacTBa T'opeH go
Mfg. License No. /
MA number: /
IIpousBoacTBeHHAs : MNB/05/263 Homep PY JITT-Ne(005456)-(PT-RU)

PL approved: / JIB yrBepxaen: 15.05.2024

Analysis performed according to ND: / Anaan3s nposeaen no HJI: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBHUYHOIT ynakoBKku yTeepakaenbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpU4HOiT yNaKOBKH yTBep:kIeHbI: 17.02.2025

Ne Test / IlokazaTeanb Result / PesyabTaTbl

Specification / Hopma

6 Water content /

CopepxaHue BOAbI

7 Microbiological purity* /
MukpoOHonoruieckas
yucTroTa*

a) Total aerobic microbial count /
Obuiee YHCHo a3poOHBIX
MHKpPOOPTaHH3MOB

3.0%

b) Total combined yeasts and
mould count / O6ee uyucio
NPOMOKEBBIX U TIECHEBLIX IPUGOB

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

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

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

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

Not more than 100 CFU/g /
He 6onee 100 KOE/r

100.2 %

10.02 mg /10,02 mr

c) E. coli Absent in 1g / OrcyrcTyeT B 1r Shall be absent in 1g / OtcyTcTBHE B 1 T
8 Assay / KonuyecTBeHHOe From 9.0 mg to 11.0 mg of
ompejesieHHe Co1HasCIN-O3- 2HCI (Cetirizine

Dihydrochloride) in tablet (90.0 % to 110.0 %
of label claim). / Ot 9,0 Mr mo 11,0 Mr
C21HasCIN,O3- 2HCI (uerupusuna

Remarks : The Product confirms to ND/
ITpumeuanmne: IIpoaykT cooreeTcTByeT TpeboBanusam HJL

Conclusion : APPROVED /
3akmouenne: ONIOGPEHO

Prepared by / Checked by / Checked by (AQA) /
[MoarotosneHo: TIposepeHo: IIposepeno (AOK):
Ramakant Pardeep Kumar Amit Kumar

A

Approved by: Quality Assurance/Authorized person /
Opobpeno: Obecrieuenue kauecTra/OTBETCTBEHHOE JIMLO;

SHIUAMI

/
Date /

Jara: 30.05.2026

Date /

Hara: 30.05.2026

Date/
JHara: 30.05.2026

Date/

/\\ = il
o<y 26

Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 A0 4900 2999, 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
Tei : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg

MpoaykT: Lletpun® Tabnerku, NOKpbITLHIE NIEHOUHOM 060n04KoMH, 10 Mr

Market / Peinox : Russia / Poccus

JHIen3 s Ne

Batch No. / . Batch Quantity / 50,00,000 tab /
Cepuin Ne " Y2002y Pasmep cepun 50,00,000 Tab
Analytical Repo”rt No./ . 890001883431 Date of Analysis / 30.05.2026
AnanurHueckuii oruet Ne JlaTa aHanu3a
Date of Manufacture / . 04/2026 Date of Expiry / 03/2029
JlaTa npoussojacrsa T'oaen a0
Mfg. License No. /
MA number: /
IIpousBoncTBeHHast : MNB/05/263 Homep PY JITI-Ne(005456)-(PT'-RU)

PL approved: / JIB yreep:xaen: 15.05.2024

Analysis performed according to ND: / Ananus nposenen no HJI: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / Makerbl nepBHYHOI yNaKoBKH yTBepxaenbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpH4HOI YIAKOBKH yTBepxaeHbl: 17.02.2025

No Test / IloxazaTean Result / PesyabTaThl

Specification / Hopma

muruapoxnopua) B Tabnetke (ot 90,0 % mo
110,0 % OoT HOMHHAIBLHOrO COAEPIKAHUA).

9 Subdivision of tablets /
Jleneune Tabnerox

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 | individual mass is outside the limits of
75 % to 125 % of the average mass. /
‘TabneTkn COOTBETCTBYIOT TpeGOBAHUAM, ECIH
He Gosiee 1 eaMHUYHAs Macca OTKIIOHAETCS 3a
npenenst 85%-115% ot cpenneit Mmacchl.
TabneTku He COOTBETCTBYIOT TpeOOBAHUAM,
ecnu Gonee ueM 1 MHOUBHAYanbHAS Macca
OTKIOHAETCSH OT STUX MPEAENIOR U, ecnu 1
MHAMBHIYyaNbHAA Macca OTKOHSeTCs 32

Remarks : The Product confirms to ND/
Hpumeuanne: Ipoaykr coorpercrayer Tpedosanuam HJI

Conclusion : APPROVED /
3akawyenue: OJIOGPEHO

Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
ITonroToBneHo: IIposepeHo: ITposepeno (AOK): | Onobpeno: ObecrieyeHue kadectBa/ OTBETCTBEHHOE JIMLIO:
Ramakant Pardeep Kumar Amit Kumar u 9 /\) )
<hl
& -
- N
Date / Date / Date / Date / )’6
Jlara: 30.05.2026 Jara: 30.05.2026 | Jlata: 30.05.2026 Hara: W g & {QQ

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
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
Tei : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg

ITpoayxr: Lietpun® TabnerkH, NOKpbIThie MIeHOYHOH 060104KO0H, 10 Mr

Market / Puivok : Russia / Poccus

Batch No. / . Batch Quantity / 50,00,000 tab /

Cepus Ne ¥ V2601028 Pasmep cepun 50,00,000 Tab

Analytical Repo“rt No./ . 890001883431 Date of Analysis / 30.05.2026

AHANHTHYECKHIT oTYeT Ne Jlara ananau3a

Date of Manufacture / . 04/2026 Date of Expiry / 03/2029

JlaTa nponzBojicTea T'open g0

Mfg. License No. /

IIponsBoacTBeHHasn : MNB/05/263 MAmuher: | JITT-Ne(005456)-(PT-RU)
Homep PY

Jnuensust Ne

PL approved: / JIB yreepxaen: 15.05.2024

Analysis performed according to ND: / Anaan3s nposegen no HJI: JITI1-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBHYHON yNIaKOBKH yTBepaaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpH4YHO# YIaKOBKH yTBepx/aeHsi: 17.02.2025

Ne | Test/ IlokasaTenn Result / PesyabTaTn! Specification / Hopma
npenenst 75%-125% ot cpenHeit Macchl.
10  |Package / Onucanue ynakosku |10 tablets in PVC/PVDC//aluminum 10 tablets in PVC/PVDC//aluminum blister. 2
blister. 3 blisters and patient information |or 3 blisters and patient information leaflet in
leaflet in a carton. / ITo 10 Tabnerox B [a carton. / ITo 10 Tabnerok B
MNBX/TIBJAX//antomunuerom Onucrepe. [[IBX/TIBJIX//amomuunesom 6aucrepe. ITo 2
ITo 3 6nmcTepa BMeCTe € IMCTKOM- uin 3 6ucTepa BMECTE C JIMCTKOM-
BKNAIbILLEM YITAKOBAHBI B IAYKY BKJIAJILILLIEM YITAKOBAHBI B AUKY KapTOHHYIO.
KapTOHHYIO. |
11 Labeling / MapkupoBka Complies / CoorBeTtcTByeT See Module 1, section 1.3.2 of registration
dossier. / B coorBeTcTBUY ¢ pazaenom 1.3.2
MOAYJIA 1 perHCTPaLMOHHOrO I0Che.
12 Storage conditions / Yeaosua At temperature not higher than 25 °C / Ilpu Temnepatype He Bbiuze 25 °C.
XpaHeHHs!
13 Shelf-life (storage period) / Cpoxk|3 years. / 3 rona.
roAHOCTH (CPOK XpaHeHs)

Remarks : The Product confirms to ND/
Ipumeuanne: INpoaykr coorsercreyet Tpedoannam HJL

Conclusion : APPROVED /
3axmoyenue: OJIOGPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
INonrorosneto: IposepeHo: [TposepeHo (AOK): | Omobpeno: Obecneuenue kadectea/ OTBETCTBEHHOE JIULIO:
Ramakant Pardeep Kumar Amit Kumar
i CHIvHN!
Pah 4/)
Date / Date / Date / Date / UUJV (\0
JHara: 30.05.2026 Jara: 30.05.2026 | Jlara: 30.05.2026 Jara: @AQ(C
7

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: 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

CEPTHDUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg

Mpoayxr: Lietpuu® tabaeTku, NOKphIThIC MIEHOYHOl 00004KOMH, 10 MT

Market / Poinox : Russia / Poccust

Jmuen3us Ne

Batch No. / . Batch Quantity / 50,00,000 tab /
Cepus No ¥ V2601028 Pasmep cepun 50,00,000 Ta6
Analytical Repovrt No./ . 890001883431 Date of Analysis / 30.05.2026
AHanuTHYeCKHI oTyeT Ne JaTta aHaauza
Date of Manufacture / . 04/2026 Date of Expiry / 03/2029
JlaTa npoussoacrea Toaen g0
Mfg. License No. /
MA number: /
IlpousBoacTBeHHasi : MNB/05/263 Homep PY JIIT-Ne(005456)-(PI'-RU)

PL approved: /JIB yreepxaen: 15,05.2024

Analysis performed according to ND: / Anaans nposeaen no HJL: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTsl nepBH4HOIl ynakoBkH yTBepaensi: 12.11.2024
Artworks of secondary package approved: / Makersb! Bropuunoii ynakoBku yreepxaenni: 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. / [IpooayTcs npou3BOAMTENEM NPH BBIMYCKE NIEPHOIHUECKU: A KaXkaoi 20-oi
cepum uian He MeHee 1 paza B roz. [Tokasaresis MOXKET ObITh He BktoueH B Ceprudukar ananuza pupmsl.

Remarks : The Product confirms to ND/
Ipumeyanue: [Tpoaykr coorsercrayer Tpebopanusm HJL

Conclusion : APPROVED /
3axkniwouenne: OJJOBPEHO

-

—

==

Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
IToarororneHo: IIporepeno: [posepeno (AOK): | OnoGpeHo: Obecneuenue kauectea/OTBETCTBEHHOE JIHLO:
Ramakant Pardeep Kumar Amit Kumar

onlvad

Date /

Jara: 30.05.2026

Date /
Jlara: 30.05.2026

/ ‘
Date /

JlaTa: 30.05.2026

Date /
Jlara:

Mg )
Vet )%
=X

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: L85195AP1984PLC0O04507
www.drreddys.com




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 “:’.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg
IIpoaykT: LleTpuH® TabneTkH, NOKPHIThIE MIEHOYHOMH 060J104KOH, 10 Mr

Market / PoiHok : Russia / Poccus

Batch No. / . Batch Quantity / 50,00,000 tab /

Cepust No ? ¥2601023 Pa3zmep cepun 50,00,000 Ta6

Analytical Report No. / . 890001883431 Date of Analysis / 30.05.2026

AHanurnueckuii oryet Ne Jarta ananuza

Date of Manufacture / . 04/2026 Date of Expiry / 03/2029

JlaTa npou3BoacTBa TI'open g0

Mfg. License No. / .

IpoussoncraenHas : MNBJ/05/263 MA zumiber:.] JIT-Ne(005456)-(PT-RU)
Howmep PY

anuensus Ne

Analysis performed according to ND: / Ananus nposeaex no HJI: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTsl NepBHYHONH YNAKOBKH yTBepkaeHbl: 12.11.2024
Artworks of secondary package approved: / Makersl BTOpM4HO# ynakoBkH yTBepxkaeHbl: 17.02.2025
PL approved: / JIB yrBep:kaen: 15.05.2024

API name / Hanmenopanne APC:

INN / MHH:

API manufacturer batch number /

Homep cepuu npousoautens APC:

FP Manufacturer API Batch number /

Homep cepuu cy6ctanuuun npoussoautens IJI®:
API Manufactured by, address & country /
IIpoussoautens A®C, agpec u cTpaHa:

Cetirizine dihydrochloride / Lletupusuxa guruapoxmaopua
Cetirizine / Lletnpuzuu

BT00-26013

FETA00164

Glochem Industries Private Limited,
Survey No. 174 to 176, 1.D.A. Bollaram, Sangareddy District,
502 325, Hyderabad, Telangana, India /
I'noxem Uunacrpuec [paiisut Jinmuren,

VYyactiun Ne 174-176, U.J.A., Bomnapawm, Canrapenau
Juctpuxr - 502 325, Xatinapa6an, wrrat Tenanrana, Mnnus
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 Penau’ ¢ JlaGopatopuc Jlta.,
IMpousBoacTeeHHoe noppasaeneHue-6, Busn. Kxonb, Hanarapx
Poyn, Bagau, Quctpukt Conan, X.I1., 173205, Uuaus
(JInuenzus 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/ Conclusion : APPROVED /
ITpumeuanune: Ilpoaykr coorBeTcTBYET TpeboBanuam HJI 3aknwoyenue: OJOBPEHO

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

HaumenoBanue, agpec, JIHIEH3NA A
IIpoussoacTBeHHas nuowaaka / Ilnomaaka KoHTpoIs
kayecrsa / [Lnomaaka Bpinmycka

= il

—

Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
IToAroToBNEHO: IIpoBepeHo: IIpoeepeno (AOK): | Onobpeno: ObecrieueHue kayecTra/OTBETCTBEHHOE JIULIO:
Ramakant Pardeep Kumar Amit Kumar

CHIVAM ]

N

Date/
Jara: 30.05.2026

Date /

Jara: 30.05.2026

Al

Date /
Hara: 30.05.2026

Date /
Jlara:

b g

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: L85195AP1984PLCO04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.

B
! ‘.. Formulation Unit-6
Dr' Reddy S e Viil. Khol, Nalagarh Road, 8addi,
Distt. Solan, H.P.,, 173 205, INDIA

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg
Ipogyxt: IleTpun® Tabs1eTKH, MOKPBITHIEC NJIEHOYHOH 06004Ko#, 10 Mr

Market / PeiHOK : Russia / Poccust

Batch No./ . Batch Quantity / . 50,00,000 tab /

Cepust No E V261028 Pasmep cepuu *50,00,000 Tab

Analytical Repovrt No./ . 800001883431 Date of Analysis / 30.05.2026

AHanuTndeckuii oTuer Ne Jarta ananuza

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2029

JlaTa npou3BoAcTBA T'ogen oo

Mfg. License No. /

MpnnssoNcrHenmas : MNB/05/263 DA mmBeg: f : JIT-Ne(005456)-(PT-RU)
Homep PY

Junen3us Ne

Analysis performed according to ND: / Ananan3 nposeaen no H/I: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBHYHOH YNaKOBKHM yTBepaaenbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPHYHOI yTaKOBKH yTBepxkaeHbi: 17.02.2025
PL approved: / JIB yrBepaxaen: 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». /

3axuoyenue o cooTBercTBHH: «HacTosuM s MOATBEPKAAI0, YTO NpPHBEICHHAs Bbllle HHGOPMALUS SABISETCS JOCTOBEPHOMN U
TOYHOH. DTa cepus MPOAYKUMH MpousBeneHa (BKIIOYas YMakoBKY (MapKHpOBKY) M KOHTPOJb KauecTBAa) Ha BhIIICYKa3aHHOM
NPOM3BOACTBEHHOH MUIoWmanKe (JI0IaaKax) B [IOJHOM COOTBETCTBUH C TpeboBanuaMu IlpaBun Hagnexaluei npou3BOACTBEHHOM
npakTHku EBpasuiickoro skoHoMudeckoro coroza (Ne GMP/EAEU/RU/02329-2025 ot 19 centsabps 2025 r.) u TpeGoBaHHAMU
KOHTPOJIA KaUeCTBa JIEKAPCTBEHHBIX CPEACTB, @ TAKXKE B COOTBETCTBHHU €O creludHKaUMAMH, COASPKALLMMUCS B PETHCTPALUOHHOM
JOChE CTPaHbI-UMIIOPTEpPA. 3alKCH [10 NPOU3BOACTBY, YINAKOBKE W aHAIM3Y TPOBEPEHBI, M YCTAHOBJIEHO HX COOTBETCTBHE
Tpebosanusam IIpasuil Haaexauleil npoU3BOACTBEHHON NPaKTUKY EBpasuiickoro 3k0OHOMHYECKOTr0 Coto3ay.

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

ITpumeuanue: ITponykr cooTsercTByeT TpeboBaHHam HJI 3akuiouenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
[NoaroroBneHo: [IporepeHo: IIposepero (AOK): | OnobpeHo: ObecneueHne kayectBa/OTBETCTBEHHOE JIMLO:
Ramakant Pardeep Kumar Amit Kumar

CHVAM]

YA
e

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com

Date / Date / Date / Date/
Jara: 30.05.2026 Jara: 30.05.2026 Jlara: 30.05.2026 Jara:






