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
CEPTU®HUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
Ipoaykr: LleTpun® Tabnerku, NOKPhITHIE INIEHOUHOH 000J104KOM, 10 MT

Market / PbiHOK : Russia / Poccus

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

Cepus No b ¥AeloLIS Pasmep cepun 25,00,000 Tab

Analytical Repourt No./ . 890001860885 Date of Analysis / 27.01.2026

AHaJnTHyecKHi oTyeT No JlaTa aHaau3a

Date of Manufacture / . 12/2025 Date of Expiry / 11/2028

JlaTta npou3BoacTBa I'ogen ao

Mifg. License No. / MA number: /

IIpousBoacTeenHas : MNB/05/263 ‘ JITT-Ne(005456)-(PI"-RU)
Homep PY

JHIeH3us Ne

Analysis performed according ND: / Ananu3 nposeaen no H/I: JITI-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapkHpoBKa ¥ MaKeThbl yTBeps/aeHbl: 17.02.2025

Ne [ Test / Ilokasarens Result / PesyabTaTsl Specification / Hopma

White or off white coloured, round, biconvex
film coated tablet with a breakline on one
side. White to off-white core on cross section.
/' Kpyrnele [BOSKOBBIMYKNbC TabNeTKH,
MOKPBITHIE TUICHO4YHOH obonoukol Genoro
WY NOUTH 6eN1oro UBeTa, C pUCKOMN Ha OAHOM
cropoHe. Ha monepeyHoMm paspese sapo OT
6enoro 1o moytH 6€J10ro LBETA.

White coloured, round, biconvex film
coated tablet with a breakline on one
side. White core on cross section. /
Kpyrneie ABOSIKOBBINYKJIbIE TabNETKH,
MOKPBITbIE  [UIGHOYHOH  060J04KO¥H
Oenoro 1BeTra, C pUCKOH Ha OXHOM
| cropoHe. Ha monepeuHom pazpese —
| A1po 6enoro LBeTa.

| LIBETA.

1 Description / Onncanne

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeyanue: [poaykt coorsercTByer TpebGosanuam HJL 3axnouenne: OJJTOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[MToaroroeneno: IIpoBepeHo: Pardeep |[|[Iposepeno (AOK): Onobpeno: Obecnieuenue kauecTsa/OTBETCTBEHHOE
Ramakant Kumar Amit Kumar NULO:
& == \ 2 }\'OJ) 5
Date / Date / Date / Date / ;
Jlara: 27.01.2026  ||flava: : 27.01.2026  ||lara: : 27.01.2026 Jlara: 2 82\ 204

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
Tel: +91 40 49C0 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

yill. 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
IMpoayxkr: [eTpun® TabneTky, MOKPbIThIE MIEHOUHOH 060n04Kkol, 10 Mr

Market / PoiHok

: Russia / Poccus

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

Cepus Ne § ¥aolilis Pa3mep cepuu 25,00,000 Tab

Analytical Repovrt No. / . 890001860885 Date of Analysis / 27.01.2026

AHaJuTHYeCKHId oTdeT Ne JlaTta apann3a

Date of Manufacture / . 12/2025 Date of Expiry / 11/2028

JlaTa npousBocTBa I'open oo

Mfg. License No. / MA number: /

IIpon3BoacTBeHHAs : MNB/05/263 ) JITT-No(005456)-(PI"-RU)
Homep PY

auuensus Ne

Analysis performed according ND: / Ananu3s nposeaen no HJ/I: JITI-Ne(005456)-(PT'-RU)-150524
Labeling and artworks approved: / MapkupoBKa H MaKeTbl yTBepkaenbl: 17.02.2025

Ne Test / Iloka3zarennb

Result / Pe3ysabTaThl

Specification / Hopma ]

2 Identification /

NxenTnduxanun

HPLC / B3XX

'The retention time of the main peak in the
chromatogram of test solution comply,
with the retention time of the main peak
in the chromatogram of Cetirizine
Hydrochloride reference standard
solution. /

COOTBETCTBYET BPEMEHH YIEPKUBAHHS
OCHOBHOI'o TInWKa Ha XpomarorpaMmme:
CTaHOapTHOrO pacTBopa  LETUPU3MHA
CHIPOXJIOpHIA.

Bpems ynep)kuBaHUs OCHOBHOIO [THKa HAXpOMaTorpaMme
XpOMAaTOrpaMMe UCTIBITYEMOTrO paCTBopa) OJIKHO

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 Hydrochloridel
reference standard solution (section "Assay"). |
Bpems yoepkuBaHUS OCHOBHOTO [MHKA ua1

HCTILITYEMOrO  PacTBOpa
COOTBETCTBOBATb BPEMEHH
yAepKUBaHHSA OCHOBHOTO n1Ka H
XPOMATOrpaMMe  CTaHAapTHOro pacmopal
LETHPH3UHA HAPOXJIOpHIA (pazze. I-

«KonuuecTBeHHOE OMpeaeieHHe»).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanne: [Ipoayxr coorBetcTByeT TpeboBanusM HJI 3akawuenne: OJJIOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[ToproroBaeHo: IMposepeno: Pardeep |[[Tpoeepeno (AOK): Opnobpeno: Ob6ecnedeHue kauecta/OTBETCTBEHHOE
Ramakant Kumar Amit Kumar NHLO: ))9/
W | = A (%
Date / 5 Date / Date / ' 7 Date /
Hara: 27.01.2026 Jara: : 27.01.2026 Hata: : 27.01.2026 JlaTa: ,7/ RIS \ 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: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s “:‘.

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

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

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg
IIpoaykr: [leTpuH® TabneTky, NOKPHIThIE MIIEHOYHOH 000s0uKOoM, 10 MI

Market / Peinox

: Russia / Poccusn

JIHLeH3Uus Ne

Batch No. / . Batch Quantity / 25,00,000 tab/
Cepus No { YRR Pasmep cepun 25,00,000 Tab
Analytical Repourt No. / . 890001860885 Date of Analysis / 27.01.2026
AHanuTu4eckuii oryer No JaTa ananu3za
Date of Manufacture / . 12/2025 Date of Expiry/ 11/2028
JlaTa npou3BoJCTBA I'ogeH go
Mfg. License No. /
MA number: /
IIponsBoacTBenHas : MNB/05/263 Homep PY JITI-Ne(005456)-(PT-RU)

Analysis performed according ND: / Anasm3 nposeaen mo H/I: JITI-Ne(005456)-(PT-RU)-150524
Labeling and artworks approved: / MapkupoBKa H MaKeTbl yTBepx/aeHbl: 17.02.2025

No Test / Iloxa3zaTeanb

Result / PesyabTaThl

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 ®-cnekTpbl NOTJIOLIEHHs UCTIBITYEMOTO
pacTBOpa M CTaHAApTHOTO paCTBOpa‘
LEeTUPH3MHA THApoXJopuaa B obaactu ot 200
g0 400 HM HOMKHBI MMETb MaKCUMYMbl
[OrJIOUEHN TIpU OJHOW M TOHM e IJIMHE
BOJIHBI C IOMMYCTUMBIM OTKJIOHEHHUEM + 2 HM.

3 Dissolution / PacTBopenne Not less than 80% (Q) of the labeled amount
of C21HasCIN203-2HCI (cetirizine
96 %: 96 %; 98 %: 97 %: 98 %: 94 % dlh())/drochlorldc) after 30 min. / He Menee
80 % (Q) OT HOMHHAJIEHOTO CONEPKAHHS
C21H25CIN>O5- 2HCI (uetpuzmna
i Mruapoxnopun) yepes 30 MUH.

4 Uniformity of dosage units / Acceptance value (AV) should be not more
OaHOPOAHOCTH K03UPOBAHHBIX 4.5 than 15.0 / ITokazarens npuemaemoctu (AV)
eqMHHLL noskex ObiTh He Gonee 15.0.

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

Ipumeuanne: IIponykr coorsercrayer Tpebopauuam HI{ 3axarouenne: OJJOEPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /

IMoaroroeneHo: [Iposepeno: Pardeep ||[IposepeHo (AOK): Opobpeno: Obecnieuenue kavecTsa/OTBETCTBEHHOE

Ramakant Kumar Amit Kumar JIULIO: " (‘LD

W QL': /\'/)\, /\J/ﬂ &
\ { «
Date / i Date / Date / Date /
Jara: 27.01.2026 Jara: : 27.01.2026 JlaTa: : 27.01.2026 Jlata: (l%’:'% 2026

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



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

Do
DI'. ReddY’S ‘.... Vili. Khol, Nalagarh Road, Baddi,

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

CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIN3A
Product: Cetrine film coated tablets, 10 mg
IIpoaykr: Letpun® tabneTku, MOKPHITHIE IUIEHOUHOH 060n0ukoi, 10 mr
Market / Poinox : Russia / Poccus
Batch No. / . Batch Quantity / . 25,00,000 tab/
Cepust Ne 1 NEGIILE Pasmep cepuu " 25,00,000 Tab
Analytical RepOft No. / . 890001860885 Date of Analysis / 27.01.2026
AHaJIUTHYeCKHii oTueT No JaTa aHanu3za
Date of Manufacture / . 12/2025 Date of Expiry / 11/2028
JaTa npou3BoacTBa T'onen 1o
Mfg. License No. /
TIpoH3BOACTBEHHAS : MNB/05/263 MA number: | : JIIT-Ne(005456)-(PT-RU)
Homep PY
JueH3us Ne
Analysis performed according ND: / Ananus npoeaen mo HJI: JITI-Ne(005456)-(PT-RU)-150524
Labeling and artworks approved: / MapkupoBka H MakeThbl yTBep:kIeHb1: 17.02.2025
5 Impurities / Ilpumecn
Impurity A / Below LOD (LOD =0.005 %) / Hmwxe [Not more than 0.2 % / ne 6onee 0,2 %
[Tpumecs A npeznena obHapyxenus (I10 = 0,005 %)
Impurity B/ 0.03 % Not more than 0.2 % / ve Gonee 0,2 %
[Tpumecs B
Impurity C/ Not detected / He oGnapy»eHa Not more than 0.2 % / He 6onee 0,2 %
[Tpumecs C
Not more than 0.2 % / "e 6onee 0,2 %
Impurity D / Not detected / He o6Hapysxena
[Tpumecs D
Impurity E / Below LOQ (LOQ = 0.023 %) / Hiwke Not more than 0.2 % / ue 6onee 0,2 %
[Tpnmecs E Tpesiesia KOJIMIECTBEHHOTO ONpeeeHHs
(ITKO = 0,023 %)
Impurity F / Below LOD (LOD =0.015 %) / Hike [Not more than 0.2 % / e 6onee 0,2 %
[Tpumecs F npenena obHapyxeHus (ITO = 0,015 %)
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
INpumeuanne: [NpoaykT coorBercTByeT TpeboBaHusm HJJ 3akaouenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[Toaroroenexo: [Tpoeepeno; Pardeep |[[Tpoepeno (AOK): Onobpeno: Obecrnieyenye kauectsa/OTBETCTBEHHOE
Ramakant ﬁ Kumar Amit Kumar JIHLLO: l)j
by ™ TR o
e -— S \ &
Date / . Date / Date / Date / i
Jlara: 27.01.2026 Jlara: : 27.01.2026 Jlara: : 27.01.2026 Jlara: /7/8 o) 1.0 7-6

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 49C0 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr. Reddy's Laboratories Ltd.

®. Formulation Unit-6
DI’. Reddy,s Q... Vill. Khol, Nalagarh Road, Baddi,
* Distt. Solan, H.P., 173 205, iNDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIN3A
Product: Cetrine film coated tablets, 10 mg
Mpoaykr: 1eTpuH® TabneTkH, MOKPHITHIE [LIEHOUHOH 060n0ukoH, 10 Mr
Market / PoisHok : Russia / Poccust
Batch No. / . Batch Quantity / . 25,00,000 tab/
Cepusi Ne § V2o(lia Pa3mep cepnu " 25,00,000 Tab
: ] f :
Analytical Repoz‘t No. / . 890001860885 Date of Analysis / 27.01.2026
AHanuTHYEeCKHIT oTyeT No JlaTa anaju3a
Date of Manufacture / . 12/2025 Date of Expiry / 11/2028
JlaTa npousBoJcTBA T'ogen go
Mfg. License No. /
IIpounsBoacTBEeHHAS : MNB/05/263 BLA b/ : JI[T-Ne(005456)-(PT"-RU)
Homep PY
JHIeH3us Ne
Analysis performed according ND: / Anann3 nposegen no H/I: JITI-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapkupoBKa # MaKeThl yrBepsxaenbl: 17.02.2025
Any individual unidentified Below LOQ (LOQ = 0.05 %) / Hixke [Not more than 0.2 % /
impurity / Jlrobas eauHrIHas npejena KOJUIeCTBEHHOro onpeaeneHus He 6onee 0,2 %
HeMACHTUDHLMPOBAHHAA IPUMECH (ITKO = 0,05 %)
Total impurities / Not more than 2.0% /
Cymma npumecei 0.0315% He 6onee 2,0%
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: Ipoaykr coorsercrayer Tpebosanuam HJL 3aknwuenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized person /
[Moarorosnexo: [posepeno: Pardeep ||ITposepeno (AOK): Onobpeno: Obecrieyenne kayecTBa/OTBETCTBEHHOE
Ramakant ﬂ Kumar aL/ Amit Kumar NIHLLO: (7 .
(v = M A
Date / ) Date / Date / Date / 7
Jlata: 27.01.2026  ||[Mlara: : 27.01.2026  ||fara: : 27.01.2026 Jlara: ALXKO)r 202

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: maii@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s ":‘.

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

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

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIU3A

Product: Cetrine film coated tablets, 10 mg
Ipoaykt: 1eTpuH® TabieTkn, HOKPHITHIE MIEHOUHOH 06onoukoi, 10 mr

Market / PeIHOK

: Russia / Poccus

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

Cepus Ne # V2GD0LIS Pa3zmep cepun 25,00,000 Tab

Analytical Repovrt No. / . 890001860885 Date of Analysis / 27.01.2026

AHaJuTHYeCKHii 0TUeT No JlaTa aHanu3a

Date of Manufacture / . 12/2025 Date of Expiry / 11/2028

JlaTa npou3BoACTBa Togex go

Mfg. License No. / .

IIpousBoacTBeHHast : MNB/05/263 VLA mumbiee: f JITI-Ne(005456)-(PT"-RU)
Homep PY

JuneH3us Ne

Analysis performed according ND: / Anamus nposeaen no H/I: JIII-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapkupoBKa ¥ MaKeThbl yTBepaKaeHbl: 17.02.2025

Ne Test / [Toxa3zaTean

Result / PesyabTaTsl

Specification / Hopma

6 Water content /
Coaepaxanne BOAbI

2.1%/2.1%

INot more than 8.0% /
He Gonee 8,0 °/_o

7 Microbiological purity* /
MukpoGuosiornieckasi
yHcToTa*

O011ee 91ucio aspoOHbIX
MHKPOOPTIaHU3MOB

b) Total combined yeasts and
mould count / O61mee uucio

a) Total aerobic microbial count /

JPOXKIKEBLIX U INECHCBBIX I'pl’l6OB

NA

NA

NA

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

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

9.91 mg/9.91 mr
99.1%

c) E. coli Shall be absent in 1g / OtcyrctBue 8 1 1
|8 ‘Assay / KonnuecTBeHHoe [Not less than 9.0 mg and not more than
onpeaeseHue 11.0 mg CyH25CIN>O;3- 2HCI (cetirizine

dihydrochloride) in tablet (between 90,0 %
and 110,0 % of label claim)./ Ot 9,0 mMr oo
11,0 Mr Ca1Ha25CIN>O3-2HCI (uetupusnna

imuruapoxnopun) B Tabnerke (ot 90,0 % no

110,0 % OT HOMHHANBEHOTO COmEpPKAHUA).

Remarks : The Product confirms to ND/
[Ipumeuanue: IlponykT coorseTcTByeT Tpeboranusm HJT

Conclusion : APPROVED /
3axkmiouenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[ToarororneHo: IMposepeno: Pardeep ||[Tpoeepeno (AOK): Onobpeno: Obecneuenne kayecTsa/OTBETCTBEHHOE
Ramakant Kumar Amit Kumar THLIO: - '
\ﬁ , /'\ /‘/ =‘?ﬂa g /-7.
/ ~ - Y&
Date / Date / Date / Date /
Mara: 27.01.2026  ||lara:: 27.01.2026  ||lava: : 27.01.2026 Jlara: 2LE o) 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: 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 AHAJIU3A

Product: Cetrine film coated tablets, 10 mg
ITpoaykr: LleTpuH® TabneTky, MOKPBITHIE NIEHOUHON 000104KOH, 10 M

Market / PoiHOK : Russia / Poccus

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

Cepus Ne + V2600118 Pasmep cepuu 25,00,000 Tab

Analytical RepoE't No. / . 890001860885 Date of Analysis / 27.01.2026

AnajguTnyeckuii oTuet Ne JlaTa anajau3a

Date of Manufacture / . 12/2025 Date of Expiry / 11/2028

JlaTa npoH3BOACTBA T'ogen o

Mfg, License No. / .

IIpousBoacTBeHHAS : MNB/05/263 MaA mumbers s JIIT-Ne(005456)-(PT-RU)
Homep PY

JiIeH3us Ne

Analysis performed according ND: / Ananus nposenen no HJL: JIII-Ne(005456)-(PT'-RU)-150524
Labeling and artworks approved: / MapkupoBKa H MaKeThl yTBepakaeHbl: 17.02.2025

| Ne Test / IloxazaTennb

Result / PesyabTaTsl

] Specification / Hopma

9 Subdivision of tablets /
Jlenenne Tabnerok

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 COOTBETCTRYIOT TPeOOBAHHSAM, €CIIH
He Oornee 1 emMHUYHAA Macca OTKJIOHAETCA 3a
npenesnsl 85%-115% ot cpenneii maccsl.
TabneTku He COOTBETCTBYIOT TPEOOBAHUAM,
ecnu 6onee ueM 1 HHAMBHAYaNbHAS Macca
OTKJIOHAETCS OT STHX MPENeIOB UM, €CNu 1
MHIMBHUIYaNbHAS Macca OTKIIOHSETCS 3a
npenens! 75%-125% oT cpenHeil macchl,

10 Package / Ynaxoska

10 tablets in PVC/PVDC//aluminum
blister. 2 blisters and patient information
leaflet in a carton. / ITo 10 Tabnetok B
[IBX/TIABX//antoMruuneBOM Gnuctepe.
[To 2 6aKcTepa BMECTE C JIUCTKOM-

BKJIaZBIILIEM YIaKOBAHBI B MAYKY
KapTOHHYIO.

10 tablets in PVC/PVDC//aluminum blister. 2
or 3 blisters and patient information leaflet in
a carton. /

[To 10 Tabnetok B
[IBX/TTJIBX//amtomunueBom 6auctepe. [lo 2
Uy 3 6aMcTepa BMECTe ¢ JIMCTKOM-
BKJIZJBIIIEM YIIAKOBAHEI B NIAYKY KapTOHHYIO.

Remarks : The Product confirms to ND/
HMpumeuanne: IpoaykT cooreercTryeT TpeGoranusm HJJ

Conclusion : APPROVED /
3axaiouenne: OJOBPEHO

Ramakant Kumar
Rt <[~

/\_/\

Prepared by / Checked by / Checked by (AQA)/
[MoaroroeneHo: [Mpoeepeno: Pardeep |[[Tposeperio (AOK):
Amit Kumar

-

Approved by: Quality Assurance/Authorized person /
Onobpeno: O6ecnieuerme Ka‘leCTF:ﬁTEC‘I‘CTBCHHOC

Date /
Jara: 27.01.2026

Date /
Jara: : 27.01.2026

Date /

Hara: : 27.01.2026

JIHLO: D 5
& \7‘5\ =
pew 2A-o1 2018

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4800 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com



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

@o
DI‘. Reddy,s ‘.'.. Vili. 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
ITpoaykr: LleTpnH® TabaeTKH, NOKPBIThIE [UIEHOYHOH 0060104KO0MH, 10 Mr
Market / PeiHoK : Russia / Poccus
Batch No. / . Batch Quantity/  25,00,000 tab/
Cepust Ne ¥ Vaa0llls Pasmep cepnn " 25,00,000 Tab
Analytical Repo\}‘t No. / . 890001860885 Date of Analysis / . 27.01.2026
AHannTnyeckuii oTueT No JlaTa aHanuza
Date of Manufacture / . 12/2025 Date of Expiry / . 11/2028
JlaTa npou3BoacTBa I'ogen no
Mfg. License No. /
TlpomsBoacTBenHas : MNB/05/263 i numltren: § : JIT1-Ne(005456)-(PT-RU)
Homep PY
JuneH3usa Ne
Analysis performed according ND: / Ananu3 nposeaen no H/I: JITI-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapkupoBKa U MakeThl yTBepxaensl: 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. / [IpoBoanTCsSt npoM3BOAMTENEM MPH BBIMYCKE NMEPHOUYECKU: [Tt Kaxaoi 20-oii cepru
Wi He Meree 1 pasa B roa. Ilokasaresnb MoxeT ObITh He BkitoueH B Ceprudukar aHanuza Gupmbsl.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
I pumeuanne: Ilponykt coorBeTcTBYeT TpeboBaHUsaM HJJ 3axawuenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[Toarotornexo: [Tposepeno: Pardeep |([Tpoeepeno (AOK): Onobpeno: Obecnieuenme kauectsa/OTBETCTBEHHOE
Ramakant _w Kumar Amit Kumar AHUO: I & M
A B
Date/ | Date / Date/ Date / -
Jlava: 27.01.2026  ||Mlara: : 27.01.2026  ||/Tava: : 27.01.2026 Jara: 280\ 2026

Registered Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 42800 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr. Reddy's Laboratories Ltd.

Qe N . !
) ® Formulation Unit-6
Dr. Reddy S ‘_o. Vil Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, iINDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDOHUKAT AHAJIU3A

Product: Cetrine film coated tablets, 10 mg
HpoaykT: LeTpun® TabneTky, IOKPbITHIE MIEHOYHOH 060s0uKoH, 10 Mr

Market / PoiHok : Russia / Poccus

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

Cepus Ne e Pasmep cepuu ©25,00,000 Tab

Analytical RepOft No. / . 890001860885 Date of Analysis / 27.01.2026

Ananurnyeckui otuer No JlaTa aHaau3a

Date of Manufacture / . 12/2025 Date of Expiry / 11/2028

JaTta npousBoacTBa I'onen no

Mfg. License No. / .

TpousBojcTBeHHAS : MNB/05/263 Maouniher: { : JITI-Ne(005456)-(PT-RU)
Homep PY

JuieH3ng Ne

Analysis performed according ND: / Ananu3 nposeaen no HJ/I: JITI-Ne(005456)-(PT-RU)-150524
Labeling and artworks approved: / MapkupoBka H MaKeThbl yTBepAeHbl: 17.02.2025

API name / HaumenoBanue AQC: Cetirizine dihydrochloride / IleTnpusuna auruapoxiopun
INN / MHH: Cetirizine / LleTUpH3UH
API manufacturer batch number /

Homep cepun npoussoaurtensi ADC: BI0aXE003

FP Manufacturer API Batch number / FESA00620

Homep cepuu cyGecTanunu npoussogutens [JI®:

API Manufactured by & country / Glochem Industries Private Limited, India /
ITpousBoautens AQC, crpana: I'noxem Munactpuec Ipaiisut JIumuren, Unaus
Name, address, authorization No for FP Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
manufacturing site / Control site / Release site / Solan (HP) 173205, India (license No MNB/05/263). /

IIponsBoacreeHHoe noapasznenenune-6, Bumn. Kxone, Hanarapx
Poyn, bBapau, iuctprkr Conan, X.I1., 173205, Unaus
(JTuuenzus Ne MNB/05/263).

HaumenoBaumne, aapec, JHUEH3HA 1JIs
IpousBoacTBenHas niaomanka / Ilnomanka
KOHTpoJA KavyecTBa / Ilnomaaka BelmycKa

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labeling and quality control at the above mentioned site(s) in full compliance with the GMP
requirements of the Eurasian Economic Union 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».

3axUYeHde 0 cOOTBEeTCTBHH: «HacTosmum s MOATBEepKOAl0, YTO MPHUBEdSHHAs Bbllle UHGOPMALMUS SIBASETCS HOCTOBEPHOM U
TOYHOI. DTa cepHs NMPOAYKUMMU Tpon3BeAcHa (BKIFOYas YNakoBkKy (MapKHUpOBKY) M KOHTPOJE KA4YECTBA) HA BHILIEYKA3aHHOMN
MPOM3BOACTBEHHON TUTOLanKe (IUIOWalKax) B [OJIHOM COOTBETCTBHH ¢ TpeboBaHuaMM [IpaBus Hajulexalueil rpou3BOACTBEHHOM

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeqanne: [pouykr coorsercrayer Tpebosannam HIT 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[ToaroroBneHo: IIpoeepeHo: Pardeep [[[IpoBepeno (AOK): Opnobpeno: Obecnievenne kayecTsa/OTBETCTBEHHOE
Ramakant Kumar Amit Kumar JTULO: e

J/ f Y __ 7 2L\

(&= .r/ \ z'{'ﬂ /

Date / . Date / Date / Date / ¢ -
Tlata: 27.01.2026 Ilata: : 27.01.2026  ||dara: : 27.01.2026 ara: DL o0 T

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel; +91 40 4900 2900, Fax: +91 40 4200 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



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

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

Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIN3A
Product: Cetrine film coated tablets, 10 mg
Hpoayxr: Letpua® TabneTku, NOKPBITHIE MIEHOYHON 060m0uKoi, 10 Mr -
Market / Poinok : Russia / Poccus
Batch No. / . Batch Quantity / 25,00,000 tab/
Cepus Ne EEEGG Pasmep cepuu 25,00,000 Ta6
Analytical Repo‘f't No. / . 890001860885 Date of Analysis / 27.01.2026
AHaauTuuyecknit oTuer Ne JaTa ananuza
Date of Manufacture / . 12/2025 Date of Expiry / 11/2028
JaTa npousBoacTBa T'ogen no
Mfg. License No. / .
IIpousBoacTBeHHAst : MNB/05/263 IR, My fiers JITT-No(005456)-(PI"-RU)
Homep PY
JHNEeH3ua No
Analysis performed according ND: / Ananns nposeaen o HJI: JITI-Ne(005456)-(PT"-RU)-150524
Labeling and artworks approved: / MapkupoBka H MaKeThbl yTBepskaeHbi: 17.02.2025

npakTHKH EBpasuiickoro 3KoHOMHYECKOTO COI03a M TpeDOBaHMAMM KOHTPOJS KauyecTBa JIEKAPCTBCHHBIX CPEICTB, & TaKXKe B
COOTBETCTBMH CO CrelUUKALUAMH, CONEP>KAIUMMUCS B PEPUCTPALIHOHHOM AOCHE CTPaHBI-UMITOpTEpa. 3amMCH M0 MPOU3BOACTBY,
YNakoBKe U aHalW3y MpOBEpEHbl, U YCTAHOBJIEHO MX COOTBETCTBME TpeboBaHusM llpaBun Hamiexaieit NpoU3BOACTBEHHOM
npakTHxy EBpasHiickoro 3kOHOMHYECKOTO COl03a».

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

[Ipumeuanne: [Ipoaykt coorBercTBYET TpeboBaHusm HJ

3aknwuenune: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[Moarorosnexo: [Mposepeno: Pardeep ||[Iposepeno (AOK): OnobGpeno: Obecnederne kauecTBa/OTBETCTBEHHOS
Ramakant %‘ Kumar Amit Kumar JIMLO: . M
3 QL/ A\ /,. 2 AL
prd = /\ P £ § Ed
Date / 3 Date / Date / Date /
Jlara: 27.01.2026  |[lava: : 27.01.2026  ||Jlara: : 27.01.2026 Jlata: 2%y 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: L85195AP1984PLC0O04507
www.drreddys.com





