Dr.Reddy’s “:’.

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

Vill. Khol, Nalagarh Rcad, 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

Ipoayxt: Lletpuu® TabnerTiH, MOKPLITHIE MIIEHO4HOH 06010uK0i, 10 Mr

Market / Pbinok : Russia / Poccus

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

Cepuist Ne Y2917 Pa3viep cepu 25,00,000 Ta6

Analytical Repovrt No./ . 890001875747 Date of Analysis / 07.04.2026

AHanuTHUeCKHi oTueT No Hata anaaunsa

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

JlaTa npoH3BOACTBA Topen g0

Mfg. License No. / .

Misnaseesens : MNB/05/263 g JIMI-Ne(005456)-(PT-RU)
Homep PY

sanen3us Ne

PL approved: / JIB yrBepxaen: 15.05.2024

Analysis performed according to ND: / Anaaus nposeaen mo HJI: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl NepBUYHOH YyNaKOBKH yTBepxaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTkl BTOpH4YHOIT ynaKkoBKH yTBep:kaAeHbl: 17.02.2025

Ne Test / [lokazarennb

Result / Pe3yabTaTsl

Specification / Hopma

1 Description / Onucanue

White coloured, round, biconvex film
coated tablets with a break line on one
side. White core on cross section. /
Kpyrible RBOAKOBBIMYKIbIE TabAETKH,
MOKPLITBIE  TUIEHOYHONH  000JIOYKOi
Oenoro nBeTa, C pPHCKOHW Ha OXHOM
cropoHe. Ha mnomepeunom paspese —

White or off-white coloured, round, biconvex
film coated tablets with a break line on one
side. White to off-white core on cross section.
/ Kpyrible [ABOSIKOBBINYKJBIE TaGNeTKH,
MOKPBITHIE TIUIEHOYHOM 000Jioukoit Gesoro
WITK 1Io4TH 6e10ro LBeTa, C pUCKOil Ha OJHOM
cTopoHe. Ha nonepeuHoM paspese sapo oT

a1po Oenoro LBeTa.

6enoro 10 noytn 6eNoro LBeTa.

Remarks : The Product confirms to ND/
Ipumeuanmue: Ipoaykt cooTseTcTBYeT TpeboBanusy HJI

Conclusion : APPROVED /
3akmwouenue: OJIOGPEHO

Prepared by / Checked by / Checked|by (AQA) / | Approved by: Quality Assurance/Authorized person /
INonroTorneHo: IIpoepeno: IMTposepeho (AOK): | OnobpeHo: Obecneuenue kauectBa/ OTBETCTBEHHOE JIULIO:
Pravesh Rana Pardeep Kumar AbhisheK Chauhgn

/ | (jzﬂpou | CoUAS 1
Date / Date / Date / Date / :
Data: 07.04.2026 Jata: 07.04.2026 | [lara: 07.04.2026 Jlara: a 8”6‘1 ~01%

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




Dr.Reddy’s ‘

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

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

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A

Ipoaykr: LleTpuH® TabieTKH, MOKPHITHI

Product: Cetrine® film coated tablets, 10 mg

€ IIeHO4YHOM 060s10ukoi, 10 Mr

Market / PoiHok

: Russia / Poccus

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

Cepust Ne § Nty Pasmep cepnu 25,00,000 Tab

Analytical Repovrt No./ . 890001875747 Date of Analysis / 07.04.2026

AHaauTHYecKHii oTueT No Jarta anaauza

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

JlaTa npou3BoacTBa T'ogen o

Mfg. License No. / .

IIpoH3BOACTBeHHAS : MNB/05/263 A nmbier:.f JITT-Ne(005456)-(PT-RU)
Homep PY

JHueH3ust Ne

Analysis performed according to ND: / Ananu3 nposeaen no H/I: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl NepBHYHOIi yNIaKOBKH yTBepkaeHbl: 12.11.2024

Artworks of secondary package approved: / MakeThl BTOPHYHOH yNaKOBKH yTBep:kaeHbl: 17.02.2025
PL approved: / JIB yreep:kaen: 15.05.2024

Ne Test / Iloxa3zareanb

Result / PesynbsTarsl

Specification / Hopma

2 Identification /

UaenTudpurkanus

HPLC / B3XX

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
istandard solution. / Bpems yaepxxupanus
OCHOBHOTO MMKa HA XpOMAaTorpaMme
HCIIBITYEMOTO PaCTBOPA COOTBETCTBYET
BPEMEHH yep)KHBAHWsI OCHOBHOIO MHKa
Ha XpOoMaTorpaMmme CTaHlapTHOTO
pacTBOpa LETHPH3UHA THAPOXIIOPHIA.

[The retention time of the main peak in the
hromatogram 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>xuBaHHsS OCHOBHOTO IHKA Ha
XpOMaTorpaMMe UCIbITYEMOro pacTBOpa
IOMXHO COOTBETCTBOBATh BPEMEHH
yIep>KUBaHUs1 OCHOBHOTO MUKa Ha
XpoMaTorpaMme CTaHAAPTHOTO pacTBopa
LETHPU3MHA rUapoxyIopuna (pasmuen
«KonunuecteeHHOE onpeaeneHuey).

Remarks : The Product confirms to ND/
IIpumeuyanne: [IpoaykT cOoTBETCTBYET Tpeboranuam HJI

Conclusion : APPROVED /
3akmwuenue: OJJOBPEHO

Prepared by /
INoarorosneHo:
Pravesh Rana

Checked by /
TlpoBepeHo:
Pardeep Kumar

=l

Checked|by (AQA) /
ITpoeepetio (AOK):
Chauhan

Approved by: Quality Assurance/Authorized person /
OnobpeHo: ObecneueHne kayectBa/OTBETCTBEHHOE JIULIO:

7125001 \ Confwn
2

Date /
Hara: 07.04.2026

Date /
Jara: 07.04.2026

/'/ (
Date /

Jata: 07.04.2026

JlaTa:

Date / Z
O8-0Y—2026

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: L85125AP1984PLC004507

www.drreddys.com
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Dr.Reddy’s ‘.'o.

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

Vill. Khol, Nalagarh Rcad, Baddi,
Distt. Solan, H.P., 173 205, INDIiA
Tel : +91 98166 56001-02
www.drraddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg

IMpoaykr: Lerpun® Tabnerky, MOKpbITHIE MEHOYHOH obosoukoi, 10 mr

Market / Poinox : Russia / Poccus

aunedzusa No

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

Cepusn Ne § V26000713 Pasmep cepun 25,00,000 Ta6
Analytical Repourt No./ . 890001875747 Date of Analysis / 07.04.2026
AnanuTHyeckuii oruer No Jara aHaau3za

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

JlaTa npon3BoAcTBA TI'open no

Mfg. License No./ .

IponsBoxcTeHias : MNB/05/263 A JITI-No(005456)-(PT-RU)

Homep PY

PL approved: / JIB yreepxxaen: 15.05.2024

Analysis performed according to ND: / Anaaus nposened no H/I: JIII-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBHYHOH yNIaKOBKH yTBepxkaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHONH yNaKOBKH yTBepaxkaeHbl: 17.02.2025

Ne Test / IlokazaTens Result / PesynabTaThl

Specification / Hopma

UV- spectrophotometry /
Y®- ciekrpodoTomMeTpus

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®-crnekTpbl MOriomeHus
UCIMBITYEMOrO PACTBOPA M CTAHAAPTHOIO
pacTBopa LieTUpH3UHA MMAPOXJIOPHAA B
obnactu ot 200 o 400 HM JOKHBI UMETH
MaKCHMYMBI TIOTJIOLUEHHS TIPU OJHOM U TOH
K€ JUTMHE BOJIHBI C IOTMYCTUMBIM
OTKJIOHEHHEM £ 2 HM.

3 Dissolution / PactBopenue

97 %

97 %; 96 %; 98 %; 98 %,; 96 %,

Not less than 80% (Q) of the labeled amount
of Ca1HasCIN2O3:2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) OT HOMHHAJIBHOTO COMIEPIKAHUS
(C21H25CIN2O3- 2HCI (uetHpusuna
JIMTMAPOX10py) yepe3 30 MuH.

Remarks : The Product confirms to ND/
Ipumeuanne: Tlpoaykt cooTeercTBYET TpeGoranusam HJJ

Conclusion : APPROVED /
3aknwuenne: OJJOSPEHO

Prepared by / Checked by / Checked,by (AQA) / | Approved by: Quality Assurance/Authorized person /
IMoaroroeneno: ITposepeHo: IMpoeepgho (AOK): | Omobpeno: Obecnieuenne kauecTBa/OTBETCTBEHHOE JTHLIO!
Pravesh Rana Pardeep Kumar Abhishe¢k Chauhan
100 Jeofn
o A
Date / Date / Date / Date / _
Jlata: 07.04.2026 Jlata: 07.04.2026 | Jlata: 07.04.2026 Jlata: O>yY—oYy—z20tb

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.comi
CIN: L85185AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s “:‘.

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

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

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg

Ipoayxt: LleTprH® TabaeTku, MOKPLITbIE MIEHOUHOH 06osoukoi, 10 Mr

JuUeH3us Ne

Market / Peinox : Russia / Poccus
Batch No. / . Batch Quantity / 25,00,000 tab /
Cepus Ne 2 V2600717 Pa3mep cepuu 25,00,000 Ta6
Analytical Repovrt No./ . 890001875747 Date of Analysis / 07.04.2026
Aunasurnyeckuii oruer Ne Jata anasausa
Date of Manufacture / . 03/2026 Date of Expiry / 02/2029
JlaTta npou3BoACTBA TI'onen no
Mfg. License No. /
MA number: /
IlpousBoacTBEHHASA : MNB/05/263 Homep PY JIT1-Ne(005456)-(PI'-RU)

PL approved: / JIB yrBep:kaen: 15.05.2024

Analysis performed according to ND: / Ananus nposegen no HJ/L: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTsl nepBHYHOH yIaKOBKH YyTBep:xKkaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPHYHOIi yTaKOBKH yTBep:kaeHbI: 17.02.2025

Ne | Test/ Ioxasatenn Result / PesyabTaThi Specification / Hopma

4 Uniformity of dosage units / Acceptance value (AV) should be not more
OZHOPOAHOCTH A03HPOBAHHBIX 35 than 15.0 / [Toxazatens npuemnemoctr (AV)
eAMHHLL \nosmkeH ObITH He Gostee 15,0.

Remarks : The Product confirms to ND/

Mpumeuanne: Ipoaykt coorsercrayet TpeGoBanmsm/H/I

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
TMoaroTosneHo:
Pravesh Rana

Checked by /
IposepeHo:
Pardeep Kumar

L=

Checked by (AQA) /
I[Tpogsepeiio (AOK):
Abhishel Chauljan

Approved by: Quality Assurance/Authorized person /
OnobpeHo: ObecneyeHue kauectsa/OTBETCTBEHHOE JIULIO;

@’W\WW\

N

Date /
Jara: 07.04.2026

Date /
Hara: 07.04.2026

Date /
Hata: 07.04.2026

Date /

&Yoo ~20256

Jara:

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

Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.comi
CIN: L85185AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s ":’.

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

vill. Khoi, Nalagarh Read, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.cam

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product: Cetrine® film coated table

ts, 10 mg

IMpoayxr: Lletpun® TabneTkn, NokpbIThe MIeHOYHOM 060moukoii, 10 mr

Market / Prinok

: Russia / Poccus

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

Cepus Ne i ¥2000717 Pasmep cepun 25,00,000 Tab

Analytical Repourt No./ . 890001875747 Date of Analysis / 07.04.2026

Aunanuruyeckuii oryet Ne JlaTa aHanu3a

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

JlaTa npousBoacTea TogeH g0

Mfg. License No. / .

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

anueH3us Ne

Analysis performed according to ND: / Asanus nposeaen nmo HJ/I: JITI-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBHYHOH yNaKoBKH yTBepxaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPUYHOIi YyNaKoBKH yTBep:xaAeHbl: 17.02.2025
PL approved: / JIB yrBepxaen: 15.05.2024

5 Impurities / IIpumecn
Impurity A /

' [Tpumecs A

Impurity B/
ITpumecs B

Impurity C/
IIpumecs C

Impurity D /
’Hpumecz, D

Impurity E/
[pumecs E

Impurity F /
[Ipumecs F

Below LOD (LOD =0.005 %) / Huxe
npenena obnapyxenus (ITO = 0,005 %)

0.03 %
Not Detected
Below LOD (LOD =0.001 %)/ Huxe
npeaena obHapyxenus (IT0 = 0,001 %)

Below LOQ (LOQ = 0.023 %) / Huxe
fnpejiena KOMMYECTBEHHOTO ONpeeeH s
(ITIKO = 0,023 %)

Below LOD (LOD =0.015 %) / Huxe
npeaena obHapysxeHus (ITO = 0,015 %)

Not more than 0.2 % / He Gonee 0,2 %
INot more than 0.2 % / ue Gosee 0,2 %

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

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

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

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

Remarks : The Product confirms to ND/
Ilpumeuanue: Ilpoaykr cooTBercTByeT TpebGoBanusam HJJ

Conclusion : APPROVED /
3axaouenne: OJIOGPEHO

Prepared by / Checked by /
TloaroroeseHo: [IporepeHo:
Pravesh Rana Pardeep Kumar

Checked by (AQA) /
I[Tposepdno (AOK):
Abhishelf Chauhan

Approved by: Quality Assurance/Authorized person /
Onobpeno: ObecneyeHue kayectsa/OTBETCTBEHHOE JIMLIO:

() tal ot

i

/

—

(%

Date /
Hara: 07.04.2026

Date /
Hara: 07.04

Date /
Hara: 07.04.2026

Date /
Hara:

2026

090Y —202C

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.comni

CIN: L85125AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s €

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

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

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg

IpoaykTt: Lletprn® Tabnerku, NOKpHIThE MEHO4HOH 060s104K0i#H, 10 Mr

Market / Poinok : Russia/ Poccus
Batch No. / i Batch Quantity / 25,00,000 tab /
Cepus Ne § AR Pazmep cepunt 25,00,000 Ta6
Analytical Repovrt No./ . 890001875747 Date of Analysis / 07.04.2026
AHAIHTHYECKHH oTUeT No Jara aHaau3a
Date of Manufacture / . 03/2026 Date of Expiry / 02/2029
JlaTa npou3BoacTBa T'open no
Mfg. License No. /

MA number: /

: T1-Ne = E

ITpousBoacTBeHHAas MNB/05/263 Homep PY JITI-Ne(005456)-(PT-RU)

auueHsns Ne

Analysis performed according to ND: / Ananu3 nposenes no H/: JITI-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / MakeTsl NepBHYHOIi yNnaKoBKH yTBepxaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHO#l YTAKOBKH yTBepKaeHbI: 17.02.2025

PL approved: / JIB yreepxaen: 15.05.2024

Any individual unidentified
impurity / JIro6as equHU4HasA
HeUACHTHOHUMPOBAHHAS IPUMECD

Total impurities /
CyMMma npumeceit

0.0345 %

Below LOQ (LOQ = 0.05 %) / Huxe
npejiena KOMYECTBEHHOro ONpe/eieH s
(ITKO = 0,05 %)

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

Not more than 2.0% /
He 6onee 2,0%

Remarks : The Product confirms to ND/
IIpumeuanne: ITponykt cootBercTByeT Tpeboranusam HII

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA)/
[loarororseHo: [TpoeepeHo: ITposepeHo (AOK):
Pravesh Rana Pardeep Kumar Abhishek Chauhan

|

Approved by: Quality Assurance/Authorized person /
OpobpeHo: Obecnieyenne kayecTBa/ OTBETCTBEHHOE JIULIO:

) 410 \ondne

‘) P

I Pl
Date / Date / Date / Date / N
Jata: 07.04.2026 Tlata: 07.04.2026 | Jlara: 07.04.2026 JlaTa: oR-oY— 2024

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: L85125AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ":’.

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

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

CERTIFICATE OF ANALYSIS

CEPTUO®HNKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg

Ipoayxr: Lletpun® TabeTkn, NOKPHITHIC MIIEHOYHOM 000104K0#, 10 MT

Market / PoiHok : Russia / Poccus

aunenzua Ne

Batch No. / . Batch Quantity / 25,00,000 tab /
Cepus Ne 8| V2GR Pa3smep cepun 25,00,000 Tab
Analytical Repovrt No./ . 890001875747 Date of Analysis / 07.04.2026
AHaAuTUYECKMiT oTueT Ne JaTa aHanuza
Date of Manufacture / . 03/2026 Date of Expiry / 02/2029
JlaTta npou3BoacTBa T'onen no
Mfg. License No. /
MA number: /
IIpoussoacTBeHHAN : MNB/05/263 Homep PY JITI-Ne(005456)-(PI"-RU)

PL approved: / JIB yreepaxkaen: 15.05.2024

Analysis performed according to ND: / Ananus nposeaen no H/I: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBu4Holi ynakoBkH yTBep:xkaenbr: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHOH yNIaKOBKH yTBepxaeHbl: 17.02.2025

Ne Test / IlokasaTeqan Result / PesybTaThl Specification / Hopma
6 Water content / 350, Not more than 8.0% /
CopepkaHHe BOAbI ’ He Gosee 8,0 %
7 Microbiological purity* /
Mukpobnosioruyeckas
yHCeTOTA®
a) Total aerobic microbial count / NA Not more than 1000 CFU/g /
O6111ee YuCI0 a3poOHBIX He 6onee 1000 KOE/r
[MHKpOOPranu3MoB
NA
b) Total combined yeasts and Not more than 100 CFU/g /
mould count / O6uiee yuciio He 6onee 100 KOE/r
[IPOXKIKEBBIX W MIECHEBBIX rprGOB
c) E. coli NA Shall be absent in 1g / Orcyrcteue B 1 1
8 Assay / KosiuyecrseHHoe From 9.0 mg to 11.0 mg of
onpeneneHHe C21Ha5CIN20;3-2HCI (Cetirizine
16.05 R /513’05 Mr Dihydrochloride) in tablet (90.0 % to 110.0 %
=S lof label claim)./ Ot 9,0 mr go 11,0 mr
(Ca1HasCIN2O3- 2HCl (uetnpusnna

Remarks : The Product confirms to ND/
IIpumeuanne: [Iponykr cooTeeTcTByeT TpeGoBaHusam HJJ

Conclusion : APPROVED /
3axnwyenne: OJIOGPEHO

Prepared by / Checked by / Checkgd by (AQA)/
IoaroTosseHo: Ipoeepeno: 2
Pravesh Rana Pardeep Kumar

ol -

—

¢

Approved by: Quality Assurance/Authorized person /
Onobpeno: Obecnieyenne kauectsa/OTBETCTBEHHOE JIMLIO:

()41 feortn
| o

Date /
Jlara: 07.04.2026

Date /
Hara: 07.04.2026

Date /
Hara: 07.04.2026

Date / % 2
O0Yy—oy—20:1€

Jara:

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

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.comi
CIN: L85125AP1984PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill, Khol, Nalagarh Read, 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

IMpoayxr: Lletpun® Taberku, MOKPHITHIE MISHOUHOH 06010ukoi, 10 Mr

Market / Poinox : Russia / Poccus

amueHzusa Ne

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

Cepus Ne i VNOUTI7 Pa3zmep cepun 25,00,000 Tab
Analytical Repovrt No./ . 890001875747 Date of Analysis / 07.04.2026
AnanuTudeckuii oTuer No JlaTa aHaan3a

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

JlaTa npousBoacTBa TI'ogen no

Mfg. License No. / )

T y— . MNB/05/263 BRI JITT-Ne(005456)-(PT-RU)

Homep PY

PL approved: / JIB yreep:xaen: 15.05.2024

Analysis performed according to ND: / Ananus nposeaex no HJ/I: JITI-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / MakeTrb! nepBU4HOI YIaKOBKH yTBepxaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpUYHOIi yNaKoBKH yTBepskAeHbl: 17.02.2025

| Ne

' Test / IlokazaTean

Result / PesyabTaTnl

Specification / Hopma

nuruapoxiopun) B Tabnerke (ot 90,0 % mo
110,0 % oT HOMHHANIBLHOTO COAEP>KAHHUA).

9 Subdivision of tablets /
JleneHue TaGyeToOK

Complies / CootBercrByeT

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. /
TaGnerku coorsercTRYIOT TPEbORBAHMAM, €CNH
He Gosee 1 eauHMuHas Macca OTKIOHAETCA 3a
npenenst 85%-115% ot cpeaneit maccsl.
Tabnerku He COOTBETCTBYIOT TPEGOBAHUAM,
ecnu Gonee vem | MHAMBHAYaNbHAs Macca
OTKJIOHACTCA OT 3TUX NMPEACAOB WIH, eciH |
!HHJ].VIBMAya}'IbHaﬂ Macca OTKIOHAETCS 3a

Remarks : The Product confirms to ND/
Ilpumeuanne: IIpoaykr cootBercTBYeT Tpebosanusim HIT

Conclusion : APPROVED /
3aknwyenne: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA) /
IMoarorosnexo: IpoBepeHo: [Tpogrepefio (AOK):
Pravesh Rana Pardeep Kumar Abhishekl Chauhan

Approved by: Quality Assurance/Authorized person /
OnobpeHo: Obecrnieyenue kauectBa/OTBETCTBEHHOE JIMLO:

(1230 JCodv

;[2‘ > -
Date / Date / Date / Date /
Hata: 07.04.2026 Hara: 07.04.2026 Hara: 07.04.2026 Hara: 68 D Lf —2.0 Z.é

Registered Office: 8-2-337, Rozd 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 Read, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : 491 98166 56001-02
www.drraddys.com

CERTIFICATE OF ANALYSIS

CEPTU®HUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg

Ipoayxr: LletpuH® TabieTk, NOKPHITIE MIeHOYHOM 06osoukoit, 10 Mr

Market / PoiHOK : Russia/ Poccust
Batch No. / . Batch Quantity / 25,00,000 tab /
Cepust Ne ! V20l Pasmep cepun 25,00,000 Tab
Analytical Repovrt No./ . 890001875747 Date of Analysis / 07.04.2026
AHannTHYeCKHIl oTueT No JlaTta aHannza
Date of Manufacture / . 03/2026 Date of Expiry / 02/2029
JlaTa npou3BoacTBa ITonen go
Mfg. License No. /
MA number: /
IlpousBoacTBeHHAst : MNB/05/263 HomepPY JITI-Ne(005456)-(PT-RU)

Juuensus Ne

Analysis performed according to ND: / Ananu3s nposeaen no H/I: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl NepBHYHOH YNAKOBKH yTBepiKAeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpH4HO#H yNaKOBKH yTBepaxaenbl: 17.02.2025

PL approved: / JIB yrepaxaen: 15.05.2024

Ne Test / [TokazaTean Result / PesynsTaTsl Specification / Hopma
npenenbt 75%-125% or cpenHeit Maccel,
10  |Package/ Onucanue ymaxosku |10 tablets in PVC/PVDC//aluminum 10 tablets in PVC/PVDC//aluminum blister. 2
blister. 2 blisters and patient information | r 3 blisters and patient information leaflet in
leaflet in a carton. / [To 10 Tabnetok B Ecaﬁon. / o 10 Tabnerox B
[IBX/TIB/1X//amomnuuesom Gnucrepe. [[IBX/TIBJX//amomunuesom Gincrepe. ITo 2
[To 2 6nucrepa BMECTE € IMCTKOM- unu 3 6AKMcTepa BMECTE C THCTKOM-
BKJIAJIbILLIEM YIAKOBAHBI B Ma4Ky BKJIAIbILIEM YMAKOBAHBI B MAYKY KAPTOHHYIO.
KapTOHHYIO.
11 Labeling / MapkupoBka Complies / CooTBeTCTBYET See Module 1, section 1.3.2 of registration
dossier. / B cooTBercTBuu ¢ pasaenom 1.3.2
MOy 1 PErHCTPaLMOHHOTO AOChE.
12 Storage conditions / YcesoBust At temperature not higher than 25 °C / [Tpu Temnepatype He Bbime 25 °C.
XpaHeHHsi o
13 Shelf-life (storage period) / Cpox3 years. / 3 roja.
roAHOCTH (CPOK XpaHeHs )

Remarks : The Product confirms to ND/
ITpumeuanne: IlpomykTt cooTBercTByeT Tpebosanusm HJJ

Conclusion : APPROVED /
3axmouenue: OJIOGPEHO

Prepared by / Checked by / Checked by (AQA) /
IToarorosieHo: ITposepeHo: [Tporepgno (AOK):
Pravesh Rana Pardeep Kumar Abhishl: Chauhan

=L

Approved by: Quality Assurance/Authorized person /
Onobpeno: Obecneyenne kadecTBa/OTBETCTBEHHOE JIULO:

P25 heontan
(%

‘)
//
Date /

Hara: 07.04.2026

Date /
Jara: 07.04.2026

Date /
Jara: 07.04.2026

Date /
Jara:

080y 2014

Registered Office: 8-2-337, Rozd No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85125AP1984PLCO0A507
www.drreddys.com




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

@
DI’. Reddy,s ‘.... Vill. Khol, Nalagarh Rcad, Baddi,

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

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg
Ipoaykr: Llerpun® Tabnerku, MOKPHIThIE MIEHOUHOH 06010uKoM, 10 Mr

Market / PoiHox : Russia/ Poccust

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

Cepus Ne § VEel0TL] Pasmep cepnn *25,00,000 Tab

Analytical Repo:‘t No./ . 890001875747 Date of Analysis / . 07.04.2026

AHanuTu4ecKuii oTueT Ne Jarta anannsa

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

JlaTa npon3BoAcTBa Togen go

Mfg. License No. / .

Tpon3BoacTBeHHA : MNB/05/263 LA mumbers JIT1-Ne(005456)-(PT-RU)
Howmep PY

auuenzus Ne

Analysis performed according to ND: / Ananns nposeaen no HJ: JITI-Ne(005456)-(PI'™-RU)-150524
Artworks of primary package approved: / MakeTbl nepBH4YHON yNaKoOBKH yTBepxaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpH4HOH yNaKOBKH yTBepaxkaeHsbl: 17.02.2025
PL approved: / JIB yreepaxaen: 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. / [IpoBogKTCS NpoH3BOAUTENEM NPH BBIMYCKE NEPUOAHUECKH: I Kaxaol 20-0ii
cepuM uUnu He Menee 1 paza B roa. ITokasaresnb MoxeT GbiTh He BrOueH B Ceprrdukar ananuza Gupmsl.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanne: Ipoayxt coorBercTRyeT TpebGoBanuaM HJI 3akmoyenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Quality Assurance/Authorized person /

IpoeepeHo: Ono6peHo: Obecneyenne kayecTsa/ OTBETCTBEHHOE JIMLIO:
Pardeep Kumar

14408 o
s

Date / Date / Date / Date / i
Jlata: 07.04.2026 | Jlata: 07.04.2026 | Jlata: 07.04.2026 | [lara: EY Y2014

IMoaroTosyieHo:
Pravesh Rana

y

‘oY~

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.comi
CIN: L85195AP1984PLCO04507
www.drreddys.com



e
Dr.Reddy’s ‘_.o.

Dr. Reddy's Laboratories tLtd.
Formutlation 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

Mpoayxr: Lletpun® Tabnerku, NOKPLITHE MIEHOYHOH 00on04koi, 10 Mr

Market / PoiHok : Russia/ Poccus

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

Cepust Ne : V2600717 Pasmep cepun 25,00,000 Tab

Analytical Repourt No./ . 890001875747 Date of Analysis / 07.04.2026

AHaauTHYECKHi oTyeT Ne JlaTa aHaausa

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

JlaTa npon3BoACTBA Togen no

Mfg. License No. / .

| S— : MNB/05/263 M nwmbers | JI-Ne(005456)-(PT-RU)
Homep PY

auueHszusa Ne

PL approved: / JIB yreepxaen: 15.05.2024

Analysis performed according to ND: / Ananu3s nposeaen no HJL: JIII-Ne(005456)-(PI'™-RU)-150524
Artworks of primary package approved: / MakeTbl nepBU4HOH yNaKOBKH yTBepxaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPHYHOH YTaKOBKH yTBepaaenbl: 17.02.2025

API name / Haumenosanue ADC:

Cetirizine dihydrochloride / Lletupu3nza auruapoxaopun

INN / MHH:

Cetirizine / Lletupusun

API manufacturer batch number /
Homep cepun npoussoautens ADC:

BT00-25090, BT00-25075

FP Manufacturer API Batch number /
Homep cepuu cyGctanuunn npoussoautens I'JID:

FETA00033, FETA00080

API Manufactured by, address & country /
Ipoussoautens ADPC, aapec u crpana:

Glochem Industries Private Limited,
Survey No. 174 to 176, I.D.A. Bollaram, Sangareddy District,
502 325, Hyderabad, Telangana, India /
I'noxem Munacrpuec Ipaiieur JInmuren,
Vuactku Ne 174-176, U 1. A., Bonnapam, Canrapenau
Hucrpur - 502 325, Xaiinapaban, wrart Tenanrava, Uunus

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

HaumeHoBaHue, agpec, JULEH3US IJI50
IIpoussoacTeeHHas miomaaka / Ilowaaka KOHTposs
kayectsa / [Inomaaka Beimycka

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 Jlaboparopuc JITx.,
ITponsBoacTBeHHOE noapasaenenue-6, Bunn. Kxonb, Hanmarapx
Poyn, Bapau, Juctprkr Conan, X.I1., 173205, Uupus
(JInuenzus Noe 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/
ITpumeuanne: [Ipoaykt cooTBeTcTBYET TpeboBaHMAM HJI

Conclusion : APPROVED /
Jaxknwyenune: OJIOGPEHO

1 B

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
[Moarorosneno: [TposepeHo: l'lposel:f Ho (AOK): | OnobpeHno: ObecneyeHne kauecTBa/OTBETCTBEHHOE ULO:
Pravesh Rana Pardecp Kumar Abhishgk Chauhan

1 S oot
e

Date /
Hata: 07.04.2026

Date /
Jara: 07.04.2026

Date/

Jara: 07.04.2026

Date /
Jara:

O?’D%P w’l—«L

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 4G 4900 2999, Email: mail@drreddys.com
CIN: L85125AP1984PLCO04507
www.drreddys.com




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

Co
Dl'. ReddY’S ‘.... Vill. Khol, Nalagarh Read, Baddi,

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

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg
INpoayxr: LletpuH® TabaeTku, NOKPHIThIE MIEHOYHOH 060104K0M, 10 Mr

Market / PoiHok : Russia / Poccus

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

Cepus Ne # NZ6U0717 Pasmep cepuu *25,00,000 Tab

Analytical Repourt No./ . 890001875747 Date of Analysis / . 07.042026

AHaauTHYeCKHi oTyeT No Jlara anaanza

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

JlaTa npoM3BOACTBA T'ogen no

Mfg. License No. / .

Mponssoncraennas . MNB/05/263 ML mvmbers . JIT-No(005456)-(PT-RU)
Homep PY

anuensus Ne

Analysis performed according to ND: / Anaaus nposeaen nmo H/I: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl NepBHUHOIf yIaKOBKM yTBep:xaeHbr: 12.11.2024
Artworks of secondary package approved: / MakeTb! BTOpHYHO#i yaKOBKH yTBep:xaeHbl: 17.02.2025
PL approved: / JIB yrBep:kaen: 15.05.2024

manufactured, including packaging/labeling and quality control at the above mentioned site(s) in full compliance with the GMP
requirements of the Eurasian Economic Union (No. GMP/EAEU/RU/02329-2025 dt. September 19, 2025) and requirements to the
medicinal quality and with the specifications in the Marketing Authorization dossier of the importing country. Production, packaging
and testing records are verified and their compliance with Good Manufacturing Practice of the Eurasian Economic Union is
establishedy. /

3akn04yeHHe 0 cOOTBeTCTBUH: «HacToAWMM 2 MOATBEPIKAAIO, YTO MPUBEACHHAA Bhllle WHPOPMALMA SBISAETCS AOCTOBEPHOM U
TOYHOH. DTa cepus NMPOLYKLMWH NpoHu3BeAeHa (BKIIOYAs YNAKOBKY (MapKWpOBKY) M KOHTpOJIb KaueCTBa) Ha BbINIEYKA3aHHOM
NPOU3BOJCTBEHHOM Muiollanxe (MJIOAAKaX) B MOJHOM COOTBETCTBHHM ¢ TpeboraHusmu [Ipapun Hansexamei npousBoaCcTBEHHOMN
npakTuky EBpasutickoro skoHomuueckoro corosa (Ne GMP/EAEU/RU/02329-2025 ot 19 centabpsa 2025 r.) u TpeGoBaHHsIMU
KOHTPOJIS Ka4eCTBa JIEKApCTBEHHBIX CPEACTB, @ TAKXKE B COOTBETCTBUH €O CELHU(UKALNIMH, CONEPHKAIUMHUCS B PETUCTPALIUOHHOM
JOCbE CTpaHbl-UMNOpTEpa. 3anyuck MO MPOW3BOJACTBY, YNAaKOBKC M aHAJM3Y NPOBEPEHbI, M YCTAHOBJIEHO MX COOTBETCTBHE
TpeboBaHusam [IpaBun Hapnexalnel Npon3BoACTBERHOMN NpakTHKK EBpazuiickoro 3kOHOMUUECKOTO COK03ay.

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

Ilpumeuanue: IIpoaykT cooTBeTcTBYeT TpeboBanusm HIL 3axnwoyenne: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
[ToarotoBneHo: [TpoBepeHo: [Mpoepeno (AOK): | OnobpeHo: Obecnieyenne kauectsa/OTBETCTBEHHOE JIULO:

Pravesh Rana

Pardeep Kumar Abhis Chauhrn
/

Qj%, @ }D /"
Date/ Date / Date / Date /

Jata: 07.04.2026 Jata: 07.04.2026 | Hara: 07.04.2026 Hara: 6?"—5 YU—120 14

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: L851S5AP1984PLCO04507
www.drreddys.com



