Qe
Dr.Reddy’s ‘,‘.’

CERTIFICATE OF ANALYSIS

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

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

CEPTUOPUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg
IMpoaykrt: LletpuH® TabneTku, NOKpLITHIE MIeHOUHOH 060J104KOH, 10 M

Market / Poinok : Russia / Poccus

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

Cepusn Ne 1 Nala Pasmep cepun 25,00,000 Ta6

Analytical Repovrt No./ . 890001891415 Date of Analysis / 25.06.2026

AHaJIMTHYECKHUIT oTHeT Nt JlaTa anaau3za

Date of Manufacture / . 06/2026 Date of Expiry / 05/2029

JlaTa npou3BOACTBA TI'open go

Mfg. License No. / .

T — : MNB/05/263 SR e JIT-No(005456)-(PT-RU)
Homep PY

nuueH3zus Ne

Analysis performed according to ND: / Anaaus nposeaed no HJ/I: JITI-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBHYHON YNaKoBKH yTBep)kaeHbl: 12.11.2024
Artworks of secondary package approved: / Makerbl BTOpH4HOH ynaKoBKH yTBepaxkaeHbl: 17.02.2025
PL approved: / JIB yreepakaen: 15.05.2024

Ne Test / IlokazaTeib

Result / PesyabTaTsl

Specification / Hopma

1 Description / Onucanue

White coloured, round, biconvex film
coated tablets with a break line on one
side. White core on cross section. /
Kpyrnsle HBOAKOBBIMYKIIbIE TAOJIETKH,
MOKPBITHIE  [UIEHOYHON  000n04YKOH
Oenoro 1BeTa, C PHCKOH Ha OOHOM
cropone. Ha mnonepeunom paspese —
lsinpo Genoro BeTa.

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.
/ Kpyrnbie OBOSKOBBINYKIble TabeTKH,
MIOKPRITHIE MIEHOYHOH obonoukol 6Genoro
WU NouTH 6e10ro 1BeTa, ¢ pUCKOM Ha OfHOMH
cropoHe. Ha monepeyHom paspeze A4po OT
6enoro m0 noytH GeNnoro LBETA.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanue: IIpoaykrt cooTBeTcTRYeT Tpeboranuam HJI 3akawuenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
IMoarotosieHo: [porepeHo: ITpoeepeno (AOK): Amit | OnoGpeno: Obecneyenne kauecTBa/OTBETCTBEHHOE
Shagun Pravesh Rana Kumar JIMLIO: ®
- [}
@m \codmn
7 A
~ — -
Date / ] (/)! > ﬁo& o!
ate Date Date / Date / G
Mata: 25.06.2026 Hara: 25.06.2026 | Jara: 25.06.2026 Jara: /7//]/@'7/b
P

Registered Office: 8-2-337, Read 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

Vill. Khol, Naiagarh Road, Baddi,
Disit. Solan, H.P., 173 205, INDIA

Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHUOUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg
Ipoaykr: Lletpun® TabneTkH, NOKPHIThIE MIeHOUHOH 060s1049KOH, 10 M

Market / PuiHok : Rus

sia / Poccus

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

Cepusi Ne 1 Vit Pa3zmep cepun 25,00,000 Tab

Analytical Repovrt No./ . 890001891415 Date of Analysis / 25.06.2026

Ananutnyecknii oruet Ne JlaTa aHaau3a

Date of Manufacture / . 06/2026 Date of Expiry / 05/2029

JaTta npou3BoacTBa Tonen go

Mfg. License No. / .

TpouseoacTaennas : MNB/05/263 MA number: / JIT-No(005456)-(PT-RU)
Homep PY

JIHLEH3Hs Ne

Analysis performed according to ND: / Ananaus nposegen no H/I: JITI-Ne(005456)-(PI"-RU)-150524
Artworks of primary package approved: / MakeTb! mepBH4HOH YNaKOBKH yTBepxaenbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHO# yNaKOBKH yTBepxaenni: 17.02.2025
PL approved: / JIB yreepxaen: 15.05.2024

No Test / IlokazaTenn

Result / PesyabTaThl 7

Specification / Hopma

kA Identification /

UnenTuduxanus

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 ynepxupanus
OCHOBHOrO [IMKa Ha XpoOMaTorpamMMme
MCIBITYEMOTO PacTBOPa COOTBETCTBYET
BPEMEHH yIEep)KUBAHUs OCHOBHOIO MHKa
Ha XpOMAaTOrpamMmMme CTaHJapTHOTO
pacTBopa UEeTHUPU3HWHA THAPOXIOPHIA.

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>kuBaHUs OCHOBHOTO ITMKa Ha
XpOMaTOrpaMMe HCIBITYEMOro pacTBoOpa
ITOJDKHO COOTBETCTBOBATH BPEMEHH
yIEPXKUBAHHUA OCHOBHOTO MUKa Ha
XpoMaTorpaMMe CTaHAapTHOrO pacTBOpa
UeTHpU3MHA ruapoxiopuaa (pasaen
«KonuuecTBeHHOE ONpeacneHue»).

Remarks : The Product confirms to ND/ i Conclusion : APPROVED /
ITpumeuanne: ITpoaykT cooTBeTCTBYET TpeboBaHuam HJT 3akaoyenue: OJJIOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[ToarorosneHo: IIposepeHo: ITposepeno (AOK): Amit | Ono6peHo: OGecrnieueHne kauecTBa/OTBETCTBEHHOES
Shagun Pravesh Rana Kumar JIHLIO: - ©

£ e o
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Date / Date / Date / { Date / | ) 0/,/7/(;/0 g
Jara: 25.06.2026 Jara: 25.06.2026 Jara: 25.06.2026 Jara: /)/@

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

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

CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg

Ilpoayxr: LleTpyH® TabaeTKH, MOKPITHIE MIEHOYHOM 0005104K0H, 10 MI

anuen3us Ne

Market / PoiHok : Russia / Poccus
Batch No. / . Batch Quantity / 25,00,000 tab /
Cepus No & NOpllISa= Pasmep cepun 25,00,000 Tab
Analytical Rep0ft No./ . 890001891415 Date of Analysis / 25.06.2026
AHauTHYecKHUil oTyeT No Jlata aHanu3a
Date of Manufacture / . 06/2026 Date of Expiry / 05/2029
Jlata npou3BoacTBa Topen go
Mfg. License No. /
MA number: /
IIpousBoacTBeHHAs : MNB/05/263 Homep PY JITI-Ne(005456)-(PT-RU)

PL approved: / JIB yreepxaen: 15.05.2024

Analysis performed according to ND: / Ananu3 nposeaen o HJI: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl NepBHYHO/H YNaKOBKH yTBep:aeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpH4YHOH ynaKkoBKH yTBepakAeHbl: 17.02.2025

Ne Test / ITokazaTean Result / PesyabraTsl

Specification / Hopma

UV- spectrophotometry /
Y®- cniektpodoTtomerpus

Complies / CooTBeTCTBYET

The UV-spectrum of the test solution and the
Cetirizine Hydrochloride reference standard

olution 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®-crekTpsl NOTIOILEHHS
HCTILITYEMOr'0 PacTBOPa U CTAHZAPTHOTO
pacTBOpa LETHPHU3UHA THAPOXJIOPH/IA B
obnactu or 200 1o 400 HM NOMKHBI UMETh
MaKCHMYMB! [OTJIOLICHHUS TIPU OIHOM M TOM
’Ke IJIMHE BOJIHBI C JIONYCTUMBIM
OTKJIOHEHHEM * 2 HM.

3 Dissolution / PacTBopenne

92 %

96 %; 96 %; 96 %; 94 %; 90 %;

Not less than 80% (Q) of the labeled amount
of C21HasCIN>O3-2HCI (cetirizine
dihydrochloride) after 30 min. / He Menee
80 % (Q) oT HOMHHANILHOTO CoAepIKaHHs
C21H25CIN>O3- 2HCI (uetvpusvHa
muruapoxyopun) yepes 30 MuH.

Remarks : The Product confirms to ND/
IIpumeuyanne: IpoaykT cooTBeTcTBYET Tpeboranusam HJL

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized person /
[MoaroTroBneHo: ITpoeepeno: [Mposepeno (AOK): Amit | Onobpeno: ObecneueHue kauecTra/OTBETCTBEHHOE
Shagun Pravesh Rana Kumar JIMLIO: o5 ©
(123104 \earim
e
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/)U J‘V(}} /‘l}L »“_'
Date / Date / Date / Date / ( W?/b V
Jlata: 25.06.2026 JHara: 25.06.2026 Jarta: 25.06.2026 Jlara:

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

Vill. Khol, Naiagarh 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

Ipoaykr: Llerpun® tabneTku, NOKPhITHIE MICHOYHOH 0607104K0H, 10 Mr

auueHsusa Ne

Market / PoiHok : Russia / Poccust
Batch No. / . Batch Quantity / 25,00,000 tab /
Cepus Ne § V2601352 Pazmep cepun 25,00,000 Tab
Analytical Repovrt No. / . 890001891415 Date of Analysis / 25.06.2026
Anamutudeckuii oruer Ne Jara anaauza
Date of Manufacture / . 06/2026 Date of Expiry / 05/2029
Jlata npou3BoaAcTBa T'ogen no
Mfg. License No. /
MA number: /
IIpouseoacTBeHHaAA : MNB/05/263 Hoyiep FY JITT-Ne(005456)-(PT"-RU)

PL approved: / JIB yrBepxkaen: 15.05.2024

Analysis performed according to ND: / Ananus nposeaes no H/I: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / Makersl nepBH4YHOH yNaKoBKH yTBep:AeHs1: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHOI ynakoBKH yTBepxkIeHb1: 17.02.2025

Ne Test / IlokasaTesnb Result / PesyabTaThl Specification / Hopma

4 Uniformity of dosage units / Acceptance value (AV) should be not more
OQHOPOAHOCTH J03UPOBAHHBIX 7.2 than 15.0 / ITokasarens npuemiiemocty (AV)
eMHII ommkeH ObITh He Gonee 15,0.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeyanne: IpoaykT cooTBeTcTRYeT TpeboraHusam HJT 3akiawuenune: OJIOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
IToarorosneHo: ITpoBepeto: 7 [TpoepeHo (AOK): Amit | OmobpeHo: Obecneuenne kauectsa/OTBETCTBEHHOE
Shagun Pravesh Rana Kumar JIULIO:
v
12%Y
o & s
Date / Date / / /’77‘:}"\‘0& /D’Q’
ate ate Date Date / ( —
MHara: 25.06.2026 Jara: 25.06.2026 | [dara: 25.06.2026 Hara: ’)’6’1/6')/&
P

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Jel 1 +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg

Mpoaykr: Letpun® TabneTku, MOKPHITHIE MIeHOUHOH 0600uKkoii, 10 MT

Market / Puinok : Russia / Poccus

Jgunenzus Ne

Batch No. / . Batch Quantity / 25,00,000 tab /
Cepus No £ Va6i13a2 Pasmep cepuu 25,00,000 Ta6
Analytical Repo“rt No./ . 890001891415 Date of Analysis / 25.06.2026
A”aauTHyecknii oTuer No JlaTa anasauza
Date of Manufacture / . 06/2026 Date of Expiry / 05/2029
JlaTa npou3BoACTBA Tonen no
Mifg. License No. /

MA number: /

: JITI-Ne(005456)-(PT-R

IIpousBoacTBEeHHAS MNB/05/263 Homep PY o( )-( U)

PL approved: / JIB yreep:xaen: 15.05.2024

Analysis performed according to ND: / Anaaus nposeaen no HJI: JITT-N2(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBHYHOI yNaKOBKH yTBepsKAeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPHYHO# YNaKOBKH yTBepxkaeHbl: 17.02.2025

S Impurities / [Ipumecu
Impurity A / Below LOD (LOD =0.005 %) / Huxe [Not more than 0.2 % / ne 6onee 0,2 %
ITpumMecs A npenena o6Hapykenus (I1O = 0,005 %)
Impurity B / Not more than 0.2 % / ue 6onee 0,2 %
IMpumecs B 0.05 %
Impurity C/ Not detected / He oGHapy»xeHa INot more than 0.2 % / ne 6onee 0,2 %
[Tpumecs C
Impurity D / Not detected / He o6Hapyskena Not more than 0.2 % / ue 6onee 0,2 %
[Tpumecs D
Impurity E / 0.02 % Not more than 0.2 % / He Gonee 0,2 %
[Tpumecs E
Impurity F / Below LOD (LOD =0.015 %) / Huxe [Not more than 0.2 % / ne 6onee 0,2 %
[Tpumece F npeaena obHapysxenus (ITO = 0,015 %)
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: Ilpogykr cooTBeTcTRYET TpeboBaHmsam HJT 3akiouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
TToarorosneHo: IpoBepeno: Ipoepeno (AOK): Amit | Onobpeno: Obecneuenne kauectea/OTBETCTBEHHOE
Shagun Pravesh Rana Kumar JIMLO:
% \C ot
7 j\'—”‘
P | r,‘.}b ‘
Date / Date / Date / Date / \ \0//7 4 ¥
Jlata: 25.06.2026 Jlarta: 25.06.2026 Jara: 25.06.2026 Jlata:

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: L85195AP1.984PLCO04507
www.drreddys.com




Dr.Reddy’s ":‘.

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

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

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg

Ilpoayxt: LleTpuH® TabneTKH, NOKPHITHIE MNIEHOYHOH 060s104KO0i, 10 MI

Market / PoiHOK : Russia / Poccus

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

Cepnst No  Vaailaor Pasmep cepu 25,00,000 Ta6

Analytical Repourt No./ . 890001891415 Date of Analysis / 25.06.2026

AHANHTHYECKHi oTYyeT Ne JlaTa aHanu3a

Date of Manufacture / . 06/2026 Date of Expiry / 05/2029

JlaTta npon3BoacTBa T'ogen xo

Mfg. License No. / .

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

JHIeH3ns Ne

PL approved: / JIB yrBep:aen: 15.05.2024

Analysis performed according to ND: / Anaaus nposeaed no HJI: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl NepBHYHOMH yNaKoBKH yTBepxaenbi: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHOH YNIAKOBKH yTBepxkaeHbl: 17.02.2025

Any individual unidentified 0.05 %
impurity / JlroGas eAMHUYHAs

HeHAeHTHULMPOBaHHAS NPUMECh

Total impurities / 02%

|Cymma npumeceit

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

Not more than 2.0% /
He Gonee 2,0%

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Ipoaykr cootBercTBYET TpeboBanusam HJI 3akumouenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[ToarororneHo: [IpoepeHo: Iposepeno (AOK): Amit | Ono6peHo: Obecneyenue kauecTBa/OTBETCTBEHHOE
Shagun Pravesh Rana Kumar JIULO:
0
@ 104 \CoSwn
—

UL
Date / Date / Date / Date / { X 2% sk
Jara: 25.06.2026 Jara: 25.06.2026 Hara: 25.06.2026 Jara: \ /";

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: L85195AP1984P1.C004507
www drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg

Ipoaykr: lerpun® TabneTku, MOKPHITHE MIEHOYHOH 060104K0MH, 10 MT

Market / Poinok : Russia/ Poccus

gutenzus Ne

Batch No. / . Batch Quantity / 25,00,000 tab /
Cepus Ne ¢ V2601332 Pasmep cepuu 25,00,000 Tab
Analytical Repourt No./ . 890001891415 Date of Analysis / 25.06.2026
AHAJIMTHYECKHIE oTueT No JlaTa aHasau3a
Date of Manufacture / . 06/2026 Date of Expiry / 05/2029
JlaTa npou3BoJacTBa T'opeH po
Mfg. License No. /
MA number: /
IIpousBoacTBeHHas : MNB/05/263 Homep PY JII1-Ne(005456)-(PI"-RU)

PL approved: / JIB yrBepsaen: 15.05.2024

Analysis performed according to ND: / Ananau3 nposeaen no HJI: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / Makerbl nepBH4HOMH yNaKOBKH yTBepskaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTsl BTOpHYHOI{ YIAaKOBKH yTBep:kaeHbl: 17.02.2025

98.4 %

9.84 mg /9,84 mr

Ne | Test/IlokazaTenn Result / PeayabTaThl Specification / Hopma

6 Water content / 31 % Not more than 8.0% /
CoaepixKaHue BOAbI ' He 6ounee 8,0 %

7 Microbiological purity* /
Mukpo6Honornyeckas
YHUCTOTA™
a) Total aerobic microbial count / NA Not more than 1000 CFU/g/
Ob1ee yKcno a3pobHBIX He 6onee 1000 KOE/r
MUKPOOPraHU3MOB
b) Total combined yeasts and NA INot more than 100 CFU/g /
mould count / OG1ee urcno He 6onee 100 KOE/r
IPOXKEBBIX U IIECHEBBIX FPUOOB

NA Shall be absent in 1g/ OtcyrctBue B 1

c) E. coli

8 Assay / KonnuecTBeHHOe From 9.0 mg to 11.0 mg of
onpegeneHue Ca1HasCIN2 O3+ 2HCI (Cetirizine

Dihydrochloride) in tablet (90.0 % to 110.0 %
of label claim)./ Ot 9,0 Mr no 11,0 Mr
C21H25CIN2O3- 2HCI (uetupusuza

Remarks : The Product confirms to ND/
IMpumeuanue: [poaykr coorsercrryer TpeGoBanusam HII

Conclusion : APPROVED /
3akawuenue: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
IlogroroBneHo: ITposepeHo: Ipoeepeno (AOK): Amit | Omobpeno: Obecneuenne kayectsa/OTBETCTBEHHOE
Shagun Pravesh Rana Kumar JIMLO:
Jr =" f ) \ e
9 - -
. N
Date / Date / Date / Date / L L9y
JHara: 25.06.2026 Jlara: 25.06.2026 Hara: 25.06.2026 Jara: \ ) /’7//’7/0
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Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034. Telangana, India
Tel: 497 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

Vill. Khol, Naiagarh 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

Ipoaykr: LieTpuH® TabieTKH, MOKPHITEIE MIEHOYHOH 00004KOH, 10 MI

Market / PoiHoK : Russia / Poccust

JHUEeH3HuA Ne

Batch No. / . Batch Quantity / 25,00,000 tab /
Cepus Ne - V2601332 Pa3mep cepun 25,00,000 Tab
Analytical Repourt No./ . 890001891415 Date of Analysis / 25.06.2026
AHaTUTHYECKHI oTyeT No JlaTa aHaau3za
Date of Manufacture / . 06/2026 Date of Expiry / 05/2029
JlaTa npon3BoaCTBA I'open o
Mfg. License No. /

MA number: /

: MNB/05/2 I1-Ne -(PT-

IlpousBoacTBeHHast /05/263 Howmep PY JITT-Ne(005456)-(PI"-RU)

PL approved: / JIB yreepxkaen: 15.05.2024

Analysis performed according to ND: / Ananus nposeaen mo H/L: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl NepBHYHOH yNakoBKH yTBepaxaennl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPHYHOH yNakoBKH yTBepxaeubl: 17.02.2025

Ne Test / IloxazaTenn ‘Result / Pe3yabTaTsl

| Specification / Hopma

IUruapoxnopun) B Tabnerke (OT 90,(7 % no
110,0 % oT HOMHHAJIEHOTO COAEPIKAHUS).

9 Subdivision of tablets /
Jeaenune TabseToK

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 TPEOOBAHMAM, €CIIH
]He Gonee | eauHUYHAs Macca OTKJIOHSETCS 32
[mpenenst 85%-115% oT cpenHeit Macchl.
‘!lTa6JICTKI/l HE COOTBETCTRBYIOT TpeGORaHMsIM,
iecriu 6onee yem 1 MHAUBHAYaNIbHAS Macca
{OTKJIOHSIETCSI OT 3THX MPEIEIIOB UK, ecau 1
WMHAMBUAYaNbHAsA Macca OTKIOHAETCS 3a
npenensl 75%-125% ot cpeaHei Macckl.

10  |Package/ Onmncanue ynakosku |10 tablets in PVC/PVDC//aluminum 10 tablets in PVC/PVDC//aluminum blister. 2
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [ponyxr coorsercTBYeT Tpeboranuam HJT 3akmoyenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[TonrororneHo: Ilposepeno: ) ITpoepeno (AOK): Amit | Onobpeno: ObecnieueHue kauecTBa/OTBETCTBEHHOE
Shagun Pravesh Rana [/ Kumar JNLIO: 2 ®
1= 10 \Condivng
- =

v ?_’ P Y L‘) y
Date / Date / | Date / Date / { ITS-‘”L b~ e
JlaTa: 25.06.2026 Jara: 25.06.2026 JlaTta: 25.06.2026 Jlata: - /VD
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Naiagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Jel: +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg
IIpoaykrt: LleTpuH® TabneTku, MOKPLITHIE MIEHOYHOH 060s10uKoi, 10 Mr

Market / Poinok : Russia / Poccus

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

Cepus Ne P Y2601332 Pasmep cepun 25,00,000 Tab

Analytical Repovrt No./ . 800001891415 Date of Analysis / 25.06.2026

AHanauTuyeckuii oTueT Ne JlaTa aHaausa

Date of Manufacture / . 06/2026 Date of Expiry / 05/2029

JlaTa npon3BoacTBa I'opex go

Mfg. License No. / .

MpoussoncTaennan : MNB/05/263 LA mumbers f JIM-Ne(005456)-(PT-RU)
Homep PY

JauueH3us Ne

Analysis performed according to ND: / Ananus nposeaen no H/I: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTsl nepBHYHOI yNaKoBKH yTBep:kaeHb!: 12.11.2024
Artworks of secondary package approved: / MakeTsl BTOPHYHOIi yNaKOBKU yTBep:aeHb1: 17.02.2025
PL approved: / JIB yrsep:xxaen: 15.05.2024

Ne Test / Iloka3aTenan Result / PesyabTaTbl Specification / Hopma
blister. 3 blisters and patient information jor 3 blisters and patient information leaflet in
leaflet in a carton. / Tlo 10 tabnetok B a carton. / ITo 10 ta6netok &
[IBX/TIBIX//amomunuerom 6nuctepe. [[IBX/TIBIX//amomununerom Gnucrtepe. Io 2
[To 3 6nucTepa BMECTe C JIMCTKOM- unu 3 6cTepa BMECTE C IHCTKOM-
BKJIa/IbILIEM YITAKOBAHBI B MAYKy BKJIaJIbILIEM YIIaKOBaHBI B NIAYKY KapTOHHYIO.
KapTOHHYIO. 7
11 Labeling / MapkupoBka Complies / CooTBeTcTBYET See Module 1, section 1.3.2 of registration
dossier. / B coorBeTcTBHM ¢ pa3aenioM 1.3.2
Moyl 1 perucTpaloHHOro A0Che.
12 Storage conditions / YcnoBust  |At temperature not higher than 25 °C / ITpu Temneparype He Bouue 25 °C.
_|xpanenus
13 Shelf-life (storage period) / Cpox]3 years. / 3 rona.
TFOAHOCTH (CPOK XpAHEHHs)

* 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. / [IpoBoAUTCS IPOU3BOIUTENEM NPHU BBINYCKE MEPUOANUECKU: IS Kaxcnoi 20-oii
cepuu Ui He MeHee 1 paza B rog. [Tokazarens MoxeT 6biTh He BKtoueH B CepTuduxar aHanuza GupMel.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [Ipoaykt coorBeTcTBYeT Tpeboanusam HJL 3akauenne: OAJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
ITonrorornexo: IIposepeno: ITpoeepeno (AOK): Amit | Omnobpeno: ObecneueHue kayecTsa/OTBETCTBEHHOE
Shagun Pravesh Rana Kumar JIHLIO: ©
2 144 \Corrwg
__//\ /
o | /\ E,
-

&} g 2
Date / Date / Date / Date / ( \ %B’U 0
Jata: 25.06.2026 JlaTa: 25.06.2026 | Hata: 25.06.2026 Hara: o 1%

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034. Telangana, India
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Jel : +91 98166 56001-02
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg
Tpoaykr: Lletpun® TabneTkH, TOKPHIThIE TTEHOUHOI 060104KO0M, 10 MP

Market / Poivok : Russia/ Poceus

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

Cepus Ne # VEGlOAE Pazmep cepun 25,00,000 Tab

Analytical Repovrt No./ . 890001891415 Date of Analysis / 25.06.2026

Ananntuyeckuii oryer Ne JlaTa anaju3a

Date of Manufacture / . 06/2026 Date of Expiry / 05/2029

JlaTa npoH3BOJCTBA Ioxen 1o

Mfg. License No. / .

IpousBoaCTBeHHAS : MNB/05/263 MA: minibier: ¢ JITT-Ne(005456)-(PT-RU)
Howmep PY

Jiunen3us Ne

Analysis performed according to ND: / Ananus nposeaen mo HJ/I: JITI-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / Makersl nepBu4HO#i YIaKOBKH yTBepkaeHb1: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpUYHO# yNaKkoBKH yTBep:kaeHbl: 17.02.2025
PL approved: / JIB yreepxaen: 15.05.2024

API name / Haumenopanne AQC:

INN/MHH:

API manufacturer batch number /

Homep cepuu npounssoautens ADC:

FP Manufacturer API Batch number /

Homep cepuu cydctanuuu npoussogurtensi IJIP:
API Manufactured by, address & country /
Ipoussoautens A®C, agpec H cTpaHa:

Cetirizine dihydrochloride / LleTupu3uHa qUrHAPOXIOPUA
Cetirizine / Llerpuzun

BT00-26015, BT00-26020

FETA00180, FETA00192

Glochem Industries Private Limited,
Survey No. 174 to 176, I.D.A. Bollaram, Sangareddy District,
502 325, Hyderabad, Telangana, India /
I'noxem Uupacrpuec Ipatisut Jlumuren,

VYuacrku Ne 174-176, U J1.A., Bonnapam, Canrapeanu
Huctpukr - 502 325, Xalnapaban, wrar Tenanrana, Muaus
Dr. Reddy’s Laboratories Ltd.,

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
Solan (HP) 173205, India (license No MNB/05/263). /

H-p Pennu’c Jlabopartopuc Jita.,
[pousBoncTBeHHOE noapazneneHue-6, B Kxons, Hanarapx
Poyn, Bagmu, Auctpukt Conan, X.I1., 173205, Unaus
(JTuuensust 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 /

HaumeHoBaHue, aapec, JIHLUEH3UA AN
IIpouspoacTeenHasn miowaaxa / Ilnomanka KOHTpos
kadecTBa / [lomaaxa Beinycka

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: Ilpoaykr coorBeTcTBYET TpeboBaHuam HJI 3axawyenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
IToaroTosneHo: IpoeepeHo: IIposepeno (AOK): Amit | Onobpeno: ObecneueHne kayectsa/OTBETCTBEHHOE
Shagun Pravesh Rana Kumar NHLO: -
g9 /\/‘\ '
. -
Vi
7 \Q*) _— .
Date / Date / Date/ Date / ET_{/ j o2 4
Jara: 25.06.2026 Jara: 25.06.2026 Jara: 25.06.2026 Jlara: } /Vb

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
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www drreddys.com




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

Vill. Khol, Naiagarh Road, Baddi,
Disit. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg
Ipoaykr: LleTpun® TabeTkH, MOKpPLIThE MNeHo4Ho#H obosnoykoi, 10 Mr

Market / Poinox

: Russia / Poccus

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

Cepusi Ne ¥ V2601332 Pasmep cepun 25,00,000 Tab

Analytical Repo“rt No./ . 800001891415 Date of Analysis / 25.06.2026

AHAJUTHYECKHIT oTUeT No JlaTa aHasin3a

Date of Manufacture / . 06/2026 Date of Expiry / 05/2029

JlaTa npon3BoacTBa T'open mo

Mfg. License No. / .

TponsBojcTBeHHAs : MNB/05/263 A e { JITT-Ne(005456)-(PT-RU)
Homep PY

JuneH3us Ne

Analysis performed according to ND: / Ananus nposegen no HJ/I: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBH4YHOH YyNaKOBKH yTBepaxkaeHbl: 12.11.2024

Artworks of secondary package approved: / MakeTb! BTOPHYHO# ynakoBKH yTBep:KaeHbl: 17.02.2025
PL approved: / JIB yrBepxaen: 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». /

3aknouenne o coorsercTBUHN: «Hacrodmum s moaTBepixaaro, YTO MPUBEASHHAs BbIUIe HHOPMALMA ABJSETCA JOCTOBEPHOH H
TOYHOH. DTa cepus MPOAYKUMH MPOM3BECHa (BKJIOUas YNakoBKY (MapKHPOBKY) M KOHTpOJb KauecTBa) HA BbILIE€YKa3aHHOM
MIPOM3BOJICTBEHHOMH UIoIaake (IUIoINAaKax) B MOJIHOM COOTBETCTBHH C TpeGOBaHUAMH [IpaBui Haanexamei npon3BOACTBEHHOM
npaktukn EBpazuiickoro skoHomMueckoro coroza (Ne GMP/EAEU/RU/02329-2025 ot 19 ceutsabps 2025 r.) u TpeGoBaHUAMM
KOHTpOJIS KAYECTRA JIEKAPCTBEHHBIX CPEACTB, a TAKXKE B COOTBETCTBUU CO CrieLIM(pUKALMAMY, COAEPHKALUMMKCS B PETMCTPALIHOHHOM
JOCbE CTPaHBI-UMIOpTepa. 3amucH MO TPOM3BOJICTBY, YNAKOBKE M aHaIW3y MPOBEPEHbl, M YCTAHOBJIEHO HUX COOTBETCTBHE
TpeboBanuam [IpaBun Hajexalei MPOU3BOACTBEHHOM NPAKTHKU EBPa3niicKoro 3KOHOMUYECKOTO COK3a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [Iponykt cootBercTByeT TpeboBanuam HJL 3axiioyenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized person /
IToaroToneHo: IIporepeno: IMTposepeno (AOK): Amit | OgobpeHo: Obecneyenre kauecTBa/OTBETCTBEHHOE
Shagun Pravesh Rana Kumar JIHLIO: -
/ . 128100 \CoARmy
# N
ZAENRT ¢
Date / Date / Date / Date / ( \m/u 3.2
Jara: 25.06.2026 Jlara: 25.06.2026 Jara: 25.06.2026 Jlara: W
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