Dr.Reddy’s ‘..o

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

CEPTUD®UKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg
Ipoayxr: Letpuu® TabneTku, NOKPLITHIE MIEHOYHO obonoukoid, 10 Mr

Market / Poinok : Russia / Poccus

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

Cepusi Ne ? V2600862 Pasmep cepuu 25,00,000 Tab

Analytical Repovrt No./ . 890001883368 Date of Analysis / 16.05.2026

Auanurnyeckuii oryer Ne JaTa aHaausza

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

JlaTa npou3BoACTBA T'onex go

Mfg. License No. /

IIpousBoacTBeHHAs : MNB/05/263 i e JHI1-Ne(005456)-(PI'-RU)
Howmep PY

auueH3us Ne

Analysis performed according to ND: / Auanu3 nposeaen no HJI: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBHUYHOI ynaKoBKH yTBepxaeHbl: 12.11.2024

Artworks of secondary package approved: / Makerbl BTOPHYHOIi yNaKOBKH yTBep:kAeHbI: 17.02.2025
PL approved: / JIB yTepixaen: 15.05.2024

Ne Test / IlokazaTennb

Result / PesyabTaThl

Specification / Hopma

1

Description / Onucanue

White coloured, round, biconvex film
coated tablets with a break line on one
side. White core on cross section. /
Kpyrnble OBOSKOBBIMYKJbIE TabNeTKH,
MOKPHITBIE  TUICHOYHOH  oGonoukoit
Oenoro 1Bera, C PHUCKOH Ha OAHOM

cropoHe. Ha mnonepeuHom paspese —
aapo 6enoro LBeTa.

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.
/  Kpyrnble [OBOSKOBBIMYKJIbIE TabJeTky,
MOKpBITBIE TUIEHOYHOI o0onodkoit Genoro
WITH NI0YTH 6€es10ro 1peTa, ¢ pUCKOM Ha OIHOM
cropoHe. Ha monepeuHoMm paspese saapo oT
6enoro 10 NouTH GeJioro LiBeTa.

Remarks : The Product confirms to ND/
Ipumeuanne: Iponykr cooTBeTcTBYET TpeboraHusam HJL

Conclusion : APPROVED /
3axkmouenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
TTonroroBnexo: IIpoBepeHo: Ipoeepeno (AOK): | Onobpeno: ObecneueHue kauecTBa/OTBETCTBEHHOE JIULIO:
Pravesh Rana Pardeep Kumar Amit Kumar SMVAN)
<l {\f/
~3\ a A W§o
Date / Date / Date / Date /
Jara: 16.05.2026 Hata: 16.05.2026 | Jata: 16.05.2026 Hara: K ,%OS‘)P
L &

—r

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2998, 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 AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg
IMpoaykt: Letpun® TabneTku, MOKPHITHIE MIEHOYHOH obooukoi, 10 Mr

Market / Poinok : Russia / Poccus

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

Cepust Ne P V2000865 Pa3smep cepun 25,00,000 Ta6

Analytical Repovrt No./ . 890001883368 Date of Analysis / 16.05.2026

AHaJMNTHYECKHI oT4eT No JlaTa aHaamu3a

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

JlaTa npon3BoACTBa T'onen o

Mfg. License No. / .

MpoussoncTsennan : MNB/05/263 A JIT1-Ne(005456)-(PT-RU)
Homep PY

auuneH3susa Ne

Analysis performed according to ND: / Ananu3s npoBeaen no HJI: JITI-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / MakeTs! nepBHYHOMNH yNaKoBKH yTBepaxaennl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPHYHOI yNaKoBKH yTBepaaeHbl: 17.02.2025
PL approved: / JIB yrBepxaen: 15.05.2024

Ne Test / Iloxaszarean

Result / PesyabTaThl

Specification / Hopma

2 Identification /

NpaenTndpuxauuns

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 ynepxuBanus
OCHOBHOTO [TMKa HA XpOMaTOrpamMMe
MCTILITYEMOrO PacTBOpa COOTBETCTBYET
BPEMEHH YAEPKHBaHUA OCHOBHOIO MMHKa
Ha XpOMaTorpamme CTaHAapTHOTO
pacTBOpa LETUPU3HHA THAPOXJIOpH/A.

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 ynep>xuBaHua OCHOBHOTO MHKa Ha
XpoMaTorpaMMe UCNBITYEMOTO pacTBopa
IOJDKHO COOTBETCTBOBATh BPEMEHH
yAepKHBaHHS OCHOBHOTO TMHUKa Ha
XpoMaTorpamMme CTaHAapTHOTO pacTBOpa
LEeTHPU3MHA THApPOXJIopraa (pasnen
«KonnuecTBeHHOE OMpesesicHHEY ).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: I[Tponykt cooTBeTcTBYET Tpebopanusam HJL 3akawuenune: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
TlogroroBneHo: IIpoeepeHo: IpoeepeHo (AOK): | Opmo6peno: Obecnieuenue kauectBa/OTBETCTBEHHOE JIULIO:
Pravesh Rana Pardeep Kumar Amit Kumar le/) 1WA N)
Date/ / Y m gﬁ
ate Date Date/ Date /
Hara: 16.05.2026 Hara: 16.05.2026 | Hara: 16.05.2026 Hara: (\\w,{o‘qgw
RS T = / v

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

CEPTUDUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg

IIpoayxT: LleTpuH® TabneTkH, NMOKPbITHIE MIeHOUHOK 06004KOH, 10 Mr

Market / PoiHOK : Russia / Poccus

Batch No. / . Batch Quantity / 25,00,000 tab /
Cepust Ne % V2000862 Paszmep cepun 25,00,000 Ta6
Analytical Repovrt No./ . 890001883368 Date of Analysis / 16.05.2026
AHanuTudeckuii otyet No JlaTa aHanu3a
Date of Manufacture / . 04/2026 Date of Expiry / 03/2029
JlaTa npon3BoacTBA I'open o
Mfg. License No. /

MA number: /

: -Ne(0r -(PI"-

IIponsBoacTBeHHas MNB/05/263 HowepP¥ JITT-Ne(005456)-(PI'-RU)

JuueH3ua Ne

Analysis performed according to ND: / Ananu3 nposeaen no HJI: JITI-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBHYHOI yNaKoBKH yTBepikaenbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpH4YHOH yNAKOBKH yTBepaaenbl: 17.02.2025

PL approved: / JIB yreepxaen: 15.05.2024

No Test / IlokazaTess Result / PesyabTaThl

Specification / Hopma

UV- spectrophotometry /
YO- ciektpodoTomMeTpHs

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 ®-CcrexTpsl MOrJIOLIEeHHs
HCIIBITYEMOTO PacTBOpPa U CTaHAAPTHOTO
pacTBOpa LETUPU3MHA THAPOXJIOpH/A B
ob6nactu ot 200 no 400 HM JOMKHBI UMETH
MaKCHMYMBI MOTJIOLEHHs NPH OAHOM M TO
JKe THHE BOJIHBI C AOTYCTUMBIM
OTKJIOHEHUEM + 2 HM.

3 Dissolution / PacTBopenue

96 %

96 %; 94 %; 95 %; 96 %; 99 %;

Not less than 80% (Q) of the labeled amount
of C21H2sCIN>O3-2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) OT HOMHHANBLHOTO CONEPIKAHHUS
C21HasCIN2 O3 2HC (uetnpusuna
muruapoxaopun) yepes 30 MUH.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: Ilpoaykt cootBercTByeT Tpebosanusam HI 3akawuenune: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IloaroroBneHo: I1posepeHo: IIpoeepeno (AOK): | Ono6peno: Obecneuenne kayecTBa/OTBETCTBEHHOE JIULIO:
Pravesh Rana Pardeep Kumar Amit Kumar <_Cl'1 W AN
e | M- o
Z. . —
= e A I}
Date / Date / Date / Date / ( \)\Wb %%
[ara: 16.05.2026 Jlata: 16.05.2026 | Harta: 16.05.2026 Hara: \b C)/a
N \ /

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 ‘.'o.

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

CEPTUOHUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg
Ipoayxt: LleTpuH® TabNeTKH, NOKPBITHIC MIEHOYHOH 06010uKO0M, 10 M

JuueH3usa Ne

Market / Poinok : Russia / Poccus
Batch No. / . Batch Quantity / 25,00,000 tab /
Cepus Ne pHcRlE Pa3mep cepun 25,00,000 Tab
Analytical Repourt No./ . 800001883368 Date of Analysis / 16.05.2026
AHanuTuYecKHii oTyeT No JlaTa aHanu3a
Date of Manufacture / . 04/2026 Date of Expiry / 03/2029
JlaTa npousBoacTsa TI'open no
Mfg. License No. /
MA number: /
IIpoussoacTBeHHast : MNB/05/263 Homep PY JITI-Ne(005456)-(PT-RU)

Analysis performed according to ND: / Ananu3s nposegen no HJI: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBHYHOI yTakoBKH yTBepkaeHbl: 12,11.2024
Artworks of secondary package approved: / MakeTsl BTOpH4HOi yNaKoBKH yTBepsaeHbl: 17.02.2025
PL approved: / JIB yrBepxaen: 15.05.2024

Ne

Test / Iloka3zaTean

Result / PesyabTaThl

Specification / Hopma

4 \Uniformity of dosage units /

‘Acceptance value (AV) should be not more

OAHOPOAHOCTH A03HPOBAHHBIX 4.2 than 15.0 / [Tokasarens npuemsiemocTH (AV)
enuHHL to/mkeH ObITh He Gonee 15.0.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeyanne: IIpogykT cooTBeTCcTBYET Tpedopanusam HJT 3axaouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
IToaroroBnexo: IIposepeHo: Ipoeepeno (AOK): | Onobpeno: Obecnieuenue kauecTsa/OTBETCTBEHHOE JIUIIO:
Pravesh Rana Pardeep Kumar Amit Kumar SULVANM]
Lo | pe 0
E {\\ h 4 pd] Vel
Date / Date / Date / Date / %05 Vo
Hara: 16.05.2026 Jara: 16.05.2026 | Jata: 16.05.2026 Mara: LV ")9
N

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




Dr.Reddy’s ":".

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Kho!l, 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

Ipoayxr: LlerpuH® TabneTku, NOKPHITHIE MIEHOYHON 060104KO#, 10 Mr

Market / Poinok

: Russia / Poccust

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

Cepus Ne 2 VAG00852 Pasmep cepuu 25,00,000 Tab

Analytical Repourt No./ . 890001883368 Date of Analysis / 16.05.2026

Anagntuyeckuii oryet Ne JlaTta anaausa -

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

JlaTta npon3BoacTBa T'open go

|Mfg. License No. / .

Mipoussoacreennan : MNB/05/263 M number JITI-Ne(005456)-(PT-RU)
Howmep PY

Juuensusi Ne

Analysis performed according to ND: / Anann3s nposeaen no HJI: JITI-Ne(005456)-(PTI'-RU)-150524
Artworks of primary package approved: / Makers! nepBH4YHOH yNaKoBKH yTBepxaeHb1: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTopU4HOii ynakoBKH yTBepxaenst: 17.02.2025
PL approved: / JIB yrBepaaen: 15.05.2024

5 Impurities / Iipumecu
Impurity A /

[pumecs A

Impurity B /
[Tpumecs B

Impurity C/
[Mpumecs C

Impurity D /
[Tpumecs D
Impurity E /

[Tpumecs E

Impurity F /
[Ipumecs F

Below LOD (LOD =0.005 %)/ Huxe
npenena obHapyxenus (110 = 0,005 %)

0.04 %

Below LOQ (LOQ = 0.017 %) / Huxe
npejena KOJHYeCTBEHHOTO Ofpe/eieH s
(TIKO = 0,017 %)

Below LOQ (LOQ = 0.003 %) / Huxe

npenena KOJIHYECTBEHHOTI'O onpeﬂeneﬂm
(TTKO = 0,003 %)

0.02%

Below LOD (LOD =0.015 %) / Huxe
npenena obxapyxeHus (ITO = 0,015 %)

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

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

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

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

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

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

Remarks : The Product confirms to ND/
IIpumeuanue: [Iponykt cootBeTcTBYeT TpeboBanusam HJT

Conclusion : APPROVED /
3axkmouenune: OJIOGPEHO

Prepared by / Checked by / Checked by (AQA) /
TloarororneHo: Tlposepeno: IporepeHo (AOK):
Pravesh Rana 7 Pardeep Kumar Amit Kumar

Approved by: Quality Assurance/Authorized person /
Ounobpeno: Obecneuerne kadecTBa/OTBETCTBEHHOE JIULIO:

SYIvaM)

I /\4 g
AA TS S oo
Date / Date / Date / Date / ww 7 &) \
Hara: 16.05.2026 Jlara: 16.05.2026 Jara: 16.05.2026 Jara: b ()

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

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg

Ipoaykr: Lletpun® TabneTky, NOKPHITHIE MIIEHOUHOH 060n0uKOH, 10 Mr

JMnen3us Ne

Market / Poinok : Russia / Poccus

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

Cepusi Ne E Y2nthsen Pa3mep cepun 25,00,000 Tab
Analytical Repovrt No./ . 800001883368 Date of Analysis / 16.05.2026
Ananurnyecknii oryer Ne JaTa aHaausa

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

JlaTa npon3BOACTBa Toxex xo

Mfg. License No. / MA number: /

IIpoussoacTBeHHasn : MNB/05/263 Homep PY JITT-Ne(005456)-(PI'-RU)

PL approved: / JIB yrBepxaen: 15.05.2024

Analysis performed according to ND: / Anaauz nposexex no HJI: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBU4HOIi yNaKoBKH yTBep#aeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpH4HOH YNIaKOBKH yTBepxkaeHbl: 17.02.2025

Any individual unidentified
impurity / Jlro6as enuHHAYHas
HenJIeHTUQULIMPOBaHHAS TIPUMECh

Total impurities /
Cymma npumecei

0.06 %

0.1%

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

INot more than 2.0% /
He 6osee 2,0%

Remarks : The Product confirms to ND/

IIpumeuanue: IIponykt cooTBeTcTBYeT Tpeboranusm HJI

Conclusion : APPROVED /
Jaknwuenne: OJJOGPEHO

Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
IloaroToBneHo: Ilposepeno: [Tpoepeno (AOK): | Onobpeno: Obecneuenne kauectBa/OTBETCTBEHHOE JULO:
Pravesh Rana Pardeep Kumar Amit Kumar SYIVLAN]

ofe | N 0

] J ~\\ A
Date / Date / Date / Date / \tyj‘/ 7 /Ob ‘)/b
Jara: 16.05.2026 Hara: 16.05.2026 | Mara: 16.05.2026 JHara: 2 10 ()«‘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: 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 1 +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg
Mpoaykr: LetpuH® Tabnetky, MOKPHITHIE LT

eHOYHOM 060J10uKOI, 10 Mr

Market / PoiHok : Russia /

Poccus

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

Cepus Ne i B Pazmep cepun 25,00,000 Tab

| Analytical Repo“rt No./ . 890001883368 Date of Analysis / 16.05.2026

AnanurHyeckuii oTyeT Ne JlaTta ananaun3za

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

JlaTa npou3BOACTBA T'ogen po

Mfg. License No. /

Vg .

T T — : MNB/05/263 Alamumber: JITI-Ne(005456)-(PT-RU)
Homep PY

auuensus Ne

PL approved: / JIB yreepxaen: 15.05.2024

Analysis performed according to ND: / Anasnus nposeaen no H/L: JIHTNQ(005456)-(PF-RU)-150524
Artworks of primary package approved: / MakeTbl nepBH4HON YNaKkoBKH yTBepaxaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPHYHOIi yTaKOBKH yTBepskaennl: 17.02.2025

Ne Test / [loxazaTenn Result / PesyabTaTni Specification / Hopma
6 Water content / 28% [Not more than 8.0% /
CopnepxaHue BOAbI ’ He Gonee 8,0 %
7 Microbiological purity* /
Mukpobuosiornueckas
yucroTa*®
a) Total aerobic microbial count / NA Not more than 1000 CFU/g /
Obmee yncno adpoOdHBIX He 6o0nee 1000 KOE/r
MHKPOOPraHH3MOB
b) Total combined yeasts and NA Not more than 100 CFU/g /
mould count / Obuee uncno He 6onee 100 KOE/r
IPOMCOKEBBIX U TUIECHEBBIX IPHOOB
) E.coli NA Shall be absent in 1g/ OrcyrctBue B 1 T
8 Assay / KonnyecTBeHHO®E From 9.0 mgto 11.0 mg of
onpegeieHue C21H25CIN>O3-2HCI (Cetirizine
W R e Dihydrochloride) in tablet (90.0 % to 110.0 %
S of label claim). / Or 9,0 mr go 11,0 mMr
C21H2sCIN>O5- 2HC (uetupusuHa

Remarks : The Product confirms to I\?D/

IIpumeuanne: [IpoaykT cooTBeTcTBYET TpeboBanusm HJI

Conclusion

: APPROVED /
3axmouenue: OJOBPEHO

Prepared by /
IloaroToBneHo:
Pravesh Rana

Checked by /
IIpoBepeHo:
Pardeep Kumar

" —

—

{

g

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

A

Approved by: Quality Assurance/Authorized person /
Opnobpeno: Obecneyenne kauecta/OTBETCTBEHHOE JIULIO:

SHIuHN)

Date/
Jara: 16.05.2026

Date /
Hata: 16.05.2026

Date/
Jara: 16.05.2026

Date /
Jara:

. D
W@s™
Tl

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2500, 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

CEPTUD®UKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg

ITpoayxr: LletpuH® TabneTky, MOKPBITHIE MIEHOYHOH 0060110uKOi, 10 Mr

Market / PoiHoK : Russia/ Poccus

Batch No. / . Batch Quantity / 25,00,000 tab /
Cepus Ne t ¥E600862 Pa3mep cepum 25,00,000 Tab
Analytical Repovrt No./ . 800001883368 Date of Analysis / 16.05.2026
AHANTUTUYECKHI oTUueT Ne JlaTa ananusa

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

JlaTa npon3BoAcTBA TI'ogen go

Mfg. License No. /
Ilpou3BoacTBeHHAR
JuueH3usa Ne

: MNB/05/263

MA number: /

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

PL approved: / JIB yrBepaknaen: 15.05.2024

Analysis performed according to ND: / Anann3s npoeegen no HJ/I: JIII-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / MakeTbl NepBHYHOH YNaKOBKH yTBepaxaeHbi: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPH4HOI YNaKOBKH yTBep:xkaeHbI: 17.02.2025

Ne Test / Ilokazarenn Result / Pe3ynabTaThl

Specification / Hopma

nuruapoxnopun) B rabsnerke (ot 90,0 % no
110,0 % OoT HOMMHANILHOTrO COAEpIKaAHU).

9 Subdivision of tablets /
Jlenenue 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 1 individual mass is outside the limits of
75 % to 125 % of the average mass. /
TabneTky COOTBETCTBYIOT TPEOOBAHHAM, ECIIHU
He Gosiee 1 enuuUYHAs Macca OTKIIOHSETCS 3a
npenenst 85%-115% ot cpenHeii Mmaccel.
TabneTky He COOTBETCTBYIOT TpeGOBAHUAM,
ecnu Goniee yeM | UHIUMBUAYanbHAs Macca
OTKJIOHSIETCS OT 3THX TNPEEIIOB U, eciy 1
MHIUBHyaJIbHAS MAacca OTKIIOHSIETCS 3a

Remarks : The Product confirms to ND/
Ilpumeuanue: [Ipoaykt coorsercTBYeT Tpeboranuam HJI

Conclusion : APPROVED /
3aknoyenune: OJOBPEHO

Prepared by / Checked by / Checked by (AQA)/
[Toarorosseno: IIporepeHo: Iposepeno (AOK):
Pravesh Rana Pardeep Kumar Amit Kumar

:
il
e

Approved by: Quality Assurance/Authorized person /
Onobpeno: Obecneyenne kauecTsa/OTBETCTEEHHOE JIULIO:

SYIMAN)

= Qﬁ—*’*
Date /

Date /
Jata: 16.05.2026

Jata: 16.05.2026

Date /
Hara: 16.05.2026

Date / (
Jara:

L =l
LA 00"
//é/?/ id

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

CEPTUOPHUKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg

Ipoaykr: LleTpuu® TabneTky, NOKPBITHIE MIEHOUHO#H 060J0uKoH, 10 Mr

Market / PbiHOK : Russia / Poccus

Batch No. / . Batch Quantity / 25,00,000 tab /
Cepusi Ne v Y2500 Pasmep cepuu 25,00,000 tab
Analytical Repovrt No./ . 890001883368 Date of Analysis / 16.05.2026
AHaauTHYecKnii oTueT Ne JlaTa aHaau3a

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

JlaTa npou3BoACTBa I'ogen go

Mfg. License No./
IIpousBoacTBeHHAsS
JHIeH3Hs Ne

: MNB/05/263

MA number: /

Howmep PY JITI-Ne(005456)-(PT-RU)

PL approved: / JIB yrBepakaen: 15.05.2024

Analysis performed according to ND: / Ananu3 nposeaen no HJI: JIII-Ne(005456)-(PI"-RU)-150524
Artworks of primary package approved: / MakeTsl nepBHYHOii yNakoBKH yTBepaxkaenbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpH4YHO{i ynaKkoBKM yTBepxaensi: 17.02.2025

No Test / [lokazaTennb Result / Pe3yabTaTh! Specification / Hopma
npenensbl 75%-125% ot cpeaneii Maccel.
10 Package / Onucanne 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 Tabnetoxk B |a carton. / 1o 10 Tabaetok B
[IBX/TIBAX//amomunuesoM Gnucrepe. [IBX/TIBJIX//antomuuuesom Gnucrepe. 1o 2
[To 3 6nucTepa BMECTE C JIMCTKOM- uii 3 Gincrepa BMECTE C JIMCTKOM-
BKJIA/(BILEM YIIAaKOBAHBI B MA4YKy BKJIAJBILIEM YIIAKOBAHBI B MTAYKY KAPTOHHYIO.
KapTOHHYIO.
11 Labeling / MapkupoBka Complies / CooTBercTByeT See Module 1, section 1.3.2 of registration
dossier. / B cooTBeTcTBUY € pazgeniom 1.3.2
MOJyJ1si 1 perHeTpaliMOHHOTO HOChE.
12  |Storage conditions/ Yeaosus At temperature not higher than 25 °C/ Ilpu Temnepatype He Bbiute 25 °C.
XpaHeHust
13 Shelf-life (storage period) / Cpox[3 years. / 3 rona.
roAHOCTH (CPOK XpaHeHHs )

Remarks : The Product confirms to ND/
Ipumeyanne: [IpoaykT cooTBETCTBYET TpeOosanuam HJI

Conclusion : APPROVED /
3axmovyenune: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
IToarororneHo: ITpoeepeHo: Ipoeepeno (AOK): | Onobpeno: ObecneueHne kauectBa/OTBETCTBEHHOE JIULIO:
Pravesh Rana Pardeep Kumar Amit Kumar YIlvA N
4
sL:’ - ( )
-'/\ ™~ 1Y r/ [
Date / Date / Date / Date / Uy—/ (O> =
Jara: 16.05.2026 Hara: 16.05.2026 | Hara: 16.05.2026 Mara: -~ Q, ,’79
i

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
CEPTHO®UKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg
Ipoaykr: Llerpun® TabneTkH, NOKPLITHIE IIEHOYHOH 06010ukoi, 10 Mr

Market / PuiHok : Russia / Poccus

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

Cepus Ne i Pa3smep cepun 25,00,000 Tab

Analytical Repovrt No./ . 890001883368 Date of Analysis / 16.05.2026

AuvannTuyeckuii oTuer No JaTa ananusa

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

JlaTa npon3BoacTBa I'ogen o

Mfg. License No. /

TponsBoacTaennas . MNB/05/263 ———a JITI-Ne(005456)-(PT-RU)
Homep PY

JueH3usa Ne

Analysis performed according to ND: / Ananus nposeaen no HJ/I: JIFI-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBH4YHONH yNaKOBKH yTBep:kaenbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPHYHO#i YIAaKOBKH yTBepxaeHbl: 17.02.2025
PL approved: / JIB yrBepiaen: 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. / [IpoBoaHTCSt MPOU3BOAUTENEM MPH BHIMYCKE MEPHOAMYECKU: IS Kaxkao 20-oi
cepuu WK He MeHee 1 pasa B roj. [Tokazatens MoxkeT 6biTh He BKmodeH B CepTudukaT aHam3a GUpMBIL.

Remarks : The Product confirms to ND/
IIpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanuam HI{

Conclusion : APPROVED /
3axnouenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA)/
[Tonrorosneno: IpoBepeHo: IMposepeno (AOK):
Pravesh Rana Pardeep Kumar Amit Kumar

Ao | M

Approved by: Quality Assurance/Authorized person /
Ono6peHo: Obecrnieyenre kauecTsa/OTBETCTBEHHOE JIULIO!

SMUAN)

0

Date / Date/
Jlara: 16.05.2026 Jlara: 16.05.2026

Date /
Hara: 16.05.2026

Date /
Jlara:

M, P
N

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
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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 Qi‘

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg
Hpoayxt: LeTpuH® TabneTKy, NOKPHITHIE MIEHOYHOH 060104K0H, 10 Mr

Market / Poinok : Russia / Poccus

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

Cepus Ne + V2600862 Pasmep cepun 25,00,000 Ta6

Analytical Repo“rt No. / . 890001883368 Date of Analysis / 16.05.2026

AHannTHyeckuii oTuer Ne JlaTa anaju3a

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

Jlara npon3BoacTBa Toxen a0

Mifg. License No. / ]

IpousBoacTBeHHAs : MNB/05/263 DA, HHmbers ¢ JITT-Ne(005456)-(PT-RU)
Homep PY

JuneH3us Ne

Analysis performed according to ND: / Auanns npoBeaen mo H/: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBHYHOIf YyNaKkoBKkHY yTBepxkaennt: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTopH4HOIi ynakoBku yTeepxaenni: 17.02,2025
PL approved: / JIB yrBepxkaen: 15.05.2024

API name / HaumeHoBanne APC:

INN / MHH:

API manufacturer batch number /

Homep cepun npounseoantes ADC:

FP Manufacturer API Batch number /

Homep cepnn cy6cTanuun npoussoautens [JIdD:
API Manufactured by, address & country /
IIpoussoauteas A®C, aapec u cTpana:

Cetirizine dihydrochloride / LletupusuHa auruapoxiopua
Cetirizine / Uetupusun

BT00-26011

FETA00163

Glochem Industries Private Limited,
Survey No. 174 to 176, .D.A. Bollaram, Sangareddy District,
502 325, Hyderabad, Telangana, India /
I'moxem HUnnactpuec [paiisut Jlnmuren,

Vuactku Ne 174-176, U.JI.A., Bonnapam, Canrapenou
Juctpukr - 502 325, Xaiinapaban, wrar Tenanrana, Munus
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 JIabopatopuc JlTa.,
IMponsponcreeHHoe noapaszaenenue-6, B, Kxons, Hanarapx
Poyn, banau, Juctpukrt Conan, X.I1., 173205, Munus
(JInuensus Ne MNB/05/263).

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

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

HaumeHnoBaHue, agpec, JHUEH3Us NSl
IMpoussoacTeeHnas niaowaaxa / [lnomanka KOHTPoJIsS
Kadvectsa / [Inowaaka BeIMycKa

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: IponykT cooTBeTcTBYeT TpebopaHusm HJL 3akaiouenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IloarorosneHo: IIporepeHo: Iposepeno (AOK): | Omo6peno: ObecneueHne kauecTsa/OTBETCTBEHHOE JIULIO:
Pravesh Rana Pardeep Kumar Amit Kumar gM JUb N
= | M 0
f\‘ A Il ¥ al
Date / Date / Date / Date / \ Y ‘g “1/(0
Jlata: 16.05.2026 Jlara: 16.05.2026 | Hara: 16.05.2026 Jlata: /K APV
i

LR ra V

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.

Qe
) a@ Formulation Unit-6
DI'. 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
CEPTUOUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg
IIpoayxr: LleTpuu® TabneTku, NOKPhITHIE MIIGHOYHOH 06om0ukoi, 10 Mr

Market / Poinox : Russia / Poccus

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

Cepusi Ne b V2600852 Pazmep cepun * 25,00,000 Tab

Analytical Repovrt No./ . 800001883368 Date of Analysis / 16.05.2026

AHaguTHYECKHTT oTUeT No JlaTta ananunza

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

JlaTa npousBoacTBa T'ogeH oo

Mfg. License No. / .

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

AuueH3us Ne

Analysis performed according to ND: / Anaau3 nposeaen no H/I: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTsl NepBHYHOI yNnaKoBKH yTBepakaensl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpH4HOH YNAaKOBKH yTBepkaeHbl: 17.02.2025
PL approved: / JIB yrBep:xaen: 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». /

3akaoyenue 0 cooTBeTcTBHU: «HacTosINMM s IOATBEPIXal0, YTO MPHUBEJEHHAs BhiLle MHPOPMALHMA SBISETCS AOCTOBEPHOU U
TOYHOM. DTa cepusi MPOAYKLMU Mpou3BencHa (BKIIOYas YMakOBKY (MapKHPOBKY) M KOHTpPOJb KauecTBa) Ha BhILIEYKA3aHHOM
NPOU3BOLCTBEHHOM TUIOIAAKe (MIOLIAfKaX) B [OJHOM COOTBETCTBMH ¢ TpeboBanusmu [Ipasui nayiexameil Npou3BOACTBEHHOM
npakTiku Epasmiickoro skoHomuueckoro corosa (Ne GMP/EAEU/RU/02329-2025 ot 19 centsabps 2025 r.) v TpeboBaHUsIMU
KOHTPOJISA Ka4eCTBa JICKAPCTBEHHBIX CPEACTB, @ TAKKE B COOTBETCTBHU CO CrieLHUKALMAMH, COASPKAIKMMHUCS B PETHCTPALMOHHOM
[OCbE CTPaHBI-UMIOPTEPa. 3aNMCH MO MPOU3BOACTBY, YNAKOBKE M aHalM3y MPOBEPEHbl, W YCTAHOBIEHO HX COOTBETCTBHE
TpeGoBanuam [Ipasun Hagnexaleil MPOU3BOACTBEHHON NpakTHKH EBpasuiickoro 3KOHOMHYECKOT0 COr03a».

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

ITpumeyanue: IIpoaykt cooTBeTCTBYET TpeboBaHusM HJI 3axiawouenue: OIOBPEHO

Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
IToaroToeneHo: IIpoBepeHo: [IpoeepeHo (AOK): | Onobpeno: ObecneucHue kauectBa/OTBETCTBEHHOE JIULO:
Pravesh Rana Pardeep Kumar Amit Kumar SHIVAM)

= .\ I W

Date / Date / Date / Date / > ,S’ %
MHata: 16.05.2026 JHara: 16.05.2026 | Hata: 16.05.2026 Hara: i ((0 1)
e, 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
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