Dr.Reddy’s Q‘:‘

CERTIFICATE OF ANALYSIS

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

CEPTUOUKAT AHAJIM3A

Mpoaykr: Llerpun® 1absieTky, NOKpbITH

Product: Cetrine® film coated tablets, 10 mg

€ MmIeHouHoit o6onoukoii, 10 Mr

Market / PoiHok : Russia / Poccus
Batch No. / . Batch Quantity / 25,00,000 tab /
Cepus Ne i Y2uuisal Pasmep cepuu 25,00,000 -Ta6
Analytical RepO}'t No./ . 890001879195 Date of Analysis / 25.04.2026
AnanntHueckHii oTyer Ne JaTta ananusa
Date of Manufacture / . 04/2026 Date of Expiry / 03/2029

aTa NPON3BOACTBA I'oneH a0
Mfg. License No./ .
Hpoussoacraeunasn . MNB/05/263 VLA mum ke o JITI-Ne(005456)-(PT-RU)

Homep PY

Juuensusi Ne

Analysis performed according to ND: / AHanu3 npoBegen no H/I: JITI-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / MakeTbl NepBUYHOI YNIaKOBKH yTBepkaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHOH yNaKOBKH yTBepxkAeHbl: 17.02.2025
PL approved: / JIB yrBepxaen: 15.05.2024

Ne Test / IlokazaTenanb

Result / PesyabTaTsi

Specification / Hopma

1 Description / Onucanue

White coloured, round, biconvex film
coated tablets with a break line on one
side. White core on cross section. /
Kpyrnele AOBOAKOBBINYKIbIE TaOJIETKH,
NOKPBITBIE  [UIEHOUHOH  000JI0UKO¥
Oenoro upera, ¢ PHUCKOW Ha OAHOMU
cropoHe. Ha mnonepedHom paspese —
sapo Gernoro 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.
! Kpyrnsle mBOSKOBBIMYKJbIE Ta0JETKH,
MOKpPBITEIE TUIEHOYHOH ob6onoukoi 6Genoro
WK nouTH 6eroro uBeTa, ¢ pUCKOM Ha ONHOM
cropoHe. Ha nonepeysom paspese sapo oT
6enoro 10 noutu 6enoro LBeTa.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: Ilponykt cooTsercTByeT Tpeboranusam HJJ 3akaouenune: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
TloaroroBneHo: ITpoBepeno: Ipoeepeno (AOK): | Onobpeno: Obecneuenne kauecTsa/OTBETCTBEHHOE JIMLIO:
Anchal Pravesh Rana Amit Kumar .Q\BCW}/ w

@%{ ey 5

W - q/-ﬂ

Date / Date / Date / Date / r ?/é
Hara: 24.04.2026 Jara: 24.04.2026 Hara: 24.04.2026 Hara: Q}r&“ N )/0

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4900 29060, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L&5195AP1984PLCO04507
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

CEPTHO®UKAT AHAJIN3A

Ilpoayxt: LeTpuH® TabneTkH, NOKPBITHI

Product: Cetrine® film coated tablets, 10 mg

€ ruieHouHoM obostoukoi, 10 Mr

Market / Puinok : Russia/ Poccus

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

Cepus Ne 2 V2600544 Pa3mep cepun 25,00,000 Tab

Analytical Repourt No./ . 890001879195 Date of Analysis / 25.04.2026

Au”anuTuyeckmii oTueT No JlaTa aHanu3a

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

JlaTta npou3BoacTBA T'ogen go

Mfg. License No. / .

IIpou3BoacTBeHHAs : MNB/05/263 preLBunlte JITT-Ne(005456)-(PT-RU)
Howmep PY

Junen3us Ne

Analysis performed according to ND: / Anaau3 nposeaen no HJI: JITI-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / MakeTbl mepBHYHO# YMaKOBKH yTBepakaenbl: 12.11,2024
Artworks of secondary package approved: / MakeTbl BTOPUYHO#H YNaKOBKH yTBeps#aeHbl: 17.02.2025
PL approved: / JIB yrBepskaen: 15.05.2024

Cetirizine Hydrochloride reference
standard solution. / BpeMs yaepxuBanus
OCHOBHOT'O IMKa Ha XpOMaTorpamMmme
HCITBITYEMOTO PacTBOpPA COOTBETCTBYET
BpEeMEHH yIep>KHBAaHWUSL OCHOBHOIO MHKa
Ha XpOMaTorpaMMe CTaHIapTHOTO
pacTBOpa LIETMPU3HHA rHAPOXIIOPHUA.

Ne Test / [ToxazaTenn Result / PesyasTaTh! Specification / Hopma
2 Identification / The retention time of the main peak in L ) )
Uaentudukauns the chromatogram of test solution The retention time of the main peak in the
complies with the retention time of the chromatogram of test solution should comply
HPLC / BDXX main peak in the chromatogram of with the retention time of the main peak in the

chromatogram of Cetirizine Hydrochloride
reference standard solution (section "Assay").

BpeMs ynep>kuBaHUsi OCHOBHOTO [THUKA Ha
XpOMaTorpaMMe UCIbITYEMOro pacTBopa
JIOJDKHO COOTBETCTBOBATH BPEMEHH
'YAEpKUBaHHUs OCHOBHOTO MWKa Ha
XpOMaTorpaMMe CTaHIapTHOTO pacTBOpa
LIeTUPH3UHA THApoXJopuaa (pasaen
«KonnuecrBeHHOE OINpeaencHre»).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: IIponykt coorBeTcTBYeT TpeboBaHuam HII 3akawyenune: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
[ToaroroBneHo: [TpoBepeHo: [TpoeepeHo (AOK): | Omobpeno: Obecneuenne kauecTBa/OTBETCTBEHHOE JIMIIO:
Anchal Pravesh Rana Amit Kumar

;

N
en ’ -
e = | G

Date / Date / Date / Date/ \
Jata: 24.04.2026 Jlata: 24.04.2026 Jara: 24.04.2026 JHara: =2~¥ jM - M%

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

Tel: +51 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L&S195AP1984PLCO04507
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

CEPTUOUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg

Ipoaykr: Letpun® TabneTky, MOKpBITHIE TIEHOUHOW 060s10uKoH, 10 Mr

Market / Poiok : Russia / Poccus
Batch No. / . Batch Quantity / 25,00,000 tab /
Cepusi Ne £ V2600840 Pa3mep cepun 25,00,000 Ta6
Analytical Repovrt No./ . 890001879195 Date of Analysis / 25.04.2026
AHauTHYeCKH i oTHeT No Jlara avannza
Date of Manufacture / . 04/2026 Date of Expiry / 03/2029
JlaTa npoH3BOACTBA TI'ogen go
Mfg. License No. /

MA number: /

: JITT-Ne 456)-(PI'-R

IIpousBoacTBeHHAn MNB/05/263 Homep PY (005456)-(PI'-RU)

auueH3us Ne

Analysis performed according to ND: / Anaaus nposeaen no H/I: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl NepBHYHOM YyNAKOBKM yTBep:kAeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPUYHO#i yIaKOBKH yTBepxaensni: 17.02.2025

PL approved: / JIB yrBepaaen: 15.05.2024

No Test / IlokazaTesnb Result / Pe3yabTaTs!

Specification / Hopma

\UV- spectrophotometry /
Y®- cnektpodoTomMeTpust

Complies / CooTBeTCcTBYET

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®-crnekTphl MoriomeHus
HCIIBITYEMOTO PacTBOPa M CTaHAAPTHOTO
pacTBOpa LETMPU3MHA THAPOXJIOpUIA B
o6aactu ot 200 g0 400 HM AOKHBI UMETD
MaKCUMYMBI MTOTJIOLLEHUS [IPU OLHOM U TOM
)K€ IUTUHE BOJIHBI C JOMYCTHMBIM
OTKJIOHEHHEM £ 2 HM.

3 Dissolution / PacTBopenue

96 %

98 %; 95 %; 96 %; 97 %; 97 %;

Not less than 80% (Q) of the labeled amount
of C21HasCIN203-2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) OT HOMHHaJIBHOTO ColEep KaHUA
C21H25CIN,O3- 2HCI (uetupuszuna
nuruapoxyiopyun) depes 30 MuH.

Remarks : The Product confirms to ND/
IIpumeuanne: Ipoaykr cooTBercTBYeT Tpedoanusm HIT

Conclusion : APPROVED /
3aknwuenue: OJIOBPEHO

Prepared by /- Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IMoarorosneHo: Tlposepeno: IMpoeepeHo (AOK): | Omobpeno: Obecneuenue kagectsa/ OTBETCTBEHHOE JIKLIO:
Anchal Pravesh Rana Amit Kumar
’b — N
(/(/ -
Qv
Date / Date / Date / Date / T
Jara: 24.04.2026 Hara: 24.04.2026 Jlata: 24.04.2026 Jara: ()'q qu ‘—M')/é

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: LRS195AF1984PLCO04507
www . drreddys.com




Dr.Reddy’s Qf-'

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

CEPTHPHUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg

Tpoaykr: Letpun® TabneTku, NOKPLIThIE TIeHOYHOH 060s104K0M, 10 Mr

Jara NMpoU3BOACTBA

Market / Poinox : Russia/ Poccust

Batch No. / . Batch Quantity / 25,00,000 tab/
Cepus Ne b ¥2600540 Paszmep cepuu 25,00,000 Tab
Analytical Repourt No./ . 800001879195 Date of Analysis / 25.04.2026
AHanuTH4ecKuil oTyeT Ne JlaTta aHanusa

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

Iogen go

Mfg. License No. /
IIpousBojacTBenHAst
anueH3ns Ne

: MNB/05/263

MA number: /

Homep PY JIM-Ne(005456)-(PT-RU)

PL approved: / JIB yrBep:xkaen: 15.05.2024

Analysis performed according to ND: / Ananu3s nposegen no HJI: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTsl nepBHYHO# yNaKoBKH yTBep:kaennt: 12.11.2024
Artworks of secondary package approved: / MakeTrs!l BTOpHUYKO#H YIaKOBKH yTBepxaenbl: 17.02.2025

Ne | Test/HokasaTenan

Result / PeayabTaThl

SpecifiEation / Hopma

4 Uniformity of dosage units /

Acceptance value (AV) should be not more

OaHOpPOAHOCTHL AO3HPOBAHHBIX 4.6 than 15.0 / TTokasarens npuemnemoctu (AV)

eAUHMIT - noJixkeH ObITh He Gosiee 15,0, ]
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: IIpoaykT cooTBeTcTBYET TpeboBaHusim H]I 3axnwuenune: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IToarotoBnexo: IlpoBepeno: INposepeno (AOK): | OmobpeHo: Obecrnieuenue kauecTBa/OTBETCTBEHHOE NULIO:
Anchal Pravesh Rana Amit Kumar

Oy “
-~
8 M

Date / Date / Date / Date / n é
Hara: 24.04.2026 Hara: 24.04.2026 | Hara: 24.04.2026 Jara: W.o“ WA

Registered Gffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Emeail: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s €3¢

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

Vill. Khol, Nalagarh Road, Baddji,
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
IpoayxT: Lletpnu® TabneTkH, MOKpLITHIE MIeHO4YHOI 06010uKOM, 10 M

Market / Poinok : Russia/ Poccus

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

Cepusa Ne B V2500540 Pasmep cepuu 25,00,000 Tab

Analytical Repovrt No./ . 890001879195 Date of Analysis / 25.04.2026

AHaNUTHYECKHIi oTUeT No JlaTa ananunsa

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

JlaTa npou3BoACTBA T'omen g0

|Mfg. License No. / .

Tpon3BoACTBeHHAS : MNB/05/263 ML nombier # JITT-Ne(005456)-(PT-RU)
Homep PY

JnneHsusi Ne

Analysis performed according to ND: / Ananu3 nposeaen no HJI: JITI-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBH4YHOIN YyNaKoBKH yTBepxaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpU4HOIi ynakoBKU yTBepxkaAeHnt: 17.02.2025
PL approved: / JIB yreep:xaen: 15.05.2024

=
Impurity A /
IIpumecs A

Impurity B /
Iprmecs B

Impurity C/
| IIpumecs C
Impurity D /
[Tpumecs D

{Impurity E /
[Mpumecs E

Impurities / [Ipumecu

Below LOD (LOD =0.005 %) / Huxe
npeaena obHapyxenus (ITO = 0,005 %)

0.03 %
Below LOD (LOD =0.006 %) / Huxe
npenena obuapyxeuns (ITO = 0,006 %)

Below LOQ (LOQ = 0.003 %) / Huxe
npeaeiaa KoJIMYECTBEHHOTO onpeﬂe.ueHHa
(ITKO = 0,003 %)

Below LOQ (LOQ = 0.023 %) / Huxe
Mnpejiesia KoIMYECTBEHHOIO ONpeieieH A

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

INot more than 0.2 % / ne 6onee 0,2 %

INot more than 0.2 % / ne 6onee 0,2 %

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

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

(TIKO = 0,023 %)

Remarks : The Product confirms to ND/
IIpumeuanne: [Iponykt cooTBeTcTBYET TpeGoBanusim HIT

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IMoxrorosnexo: IlpoeepeHo: ‘ Ipoeepero (AOK): | OmobpeHo: Obecrieuenne kayecTBa/OTBETCTBEHHOE JTULIO:
Anchal Pravesh Rana Amit Kumar
¢/ .
Py —
Date/ Date / Date / Date / ’
Jlara: 24.04.2026 Jara: 24.04.2026 | Jara: 24.04.2026 Jlara: 2 \1 N V’L@

Registered Gffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: 491 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s ":’

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

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

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg

ITpoayxt: IleTpuH® TabaeTkH, MOKPHITIE NIEHOUHOI 06osoukoi, 10 mr

aunensus No

Market / PeiHok : Russia / Poccus

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

Cepusi Ne i Pasmep cepuu 25,00,000 Ttab
Analytical Repo:‘t No./ . 890001879195 Date of Analysis / 25.04.2026
AHaJuTHYeCKHIi oT4eT No JlaTta anasim3a

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

JlaTa npou3BoacTBa T'onen o

Mfg. License No. / .

Ipou3BOACTBEHHAS : MNB/05/263 M mumlers / JITT-Ne(005456)-(PT-RU)

Howmep PY

PL approved: / JIB yrBepaaen: 15.05.2024

Analysis performed according to ND: / Anaans nposeaen no HJI: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBHYHOH YNaKOBKH yTBep:xkaeHsbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpH4HOH YIaKOBKH YTBepxkaeHbl: 17.02.2025

[Impurity F/
[Tpumecs F

Any individual unidentified
impurity / Jlro6as equHudHas
HeMaeHTHHULMPOBaHHas IPUMECh

Total impurities /
CymMma npuMecei

Below LOD (LOD =0.015 %) / Hixe
npenena obHapyxenns (IT0O = 0,015 %)

Below LOQ (LOQ = 0.05 %) / Huske
npeacina KOJUYCCTBEHHOT'O ONpeaeneHu
(TTIKO = 0,05 %)

0.0305 %

INot more than 0.2 % / ue 6onee 0,2 %

‘Not more than 0.2 % /
te bonee 0,2 %

1

[Not more than 2.0% /
5He Gonee 2,0%

Remarks : The Product confirms to ND/

Ilpumeuanue: ITponykT coorBeTcTBYET TpeGoannam HIT

Conclusion : APPROVED /
3aknrwuenue: OJJOLEPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IMonroTorneno: TpoBepeHo: Ipoeepeno (AOK): | Omob6peno: Obecneyenre kauecTBa/OTBETCTBEHHOE JIULIO:
Anchal Pravesh Rana Amit Kumar
T -
X - %’A
Date / Date / Date / Date /
Jlata: 24.04.2026 | Jlata: 24.04.2026 | [lara: 24.042026 | Jlara: QA OU~ DALY

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Emeail: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s ":‘

Dr. Reddy's Laboratories I.td
Formuiation Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg

Ipoaykr: Herpua® TabneTky, MOKpPLIThIE MNeHOYHOH 06010uK0H, 10 MT

Market / PoiHOK : Russia/ Poccust

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

Cepusi Ne + V2600840 Paszmep cepuu 25,00,000 Ttab

Analytical RepoUrt No./ . 890001879195 Date of Analysis / 25.04.2026

AHanuTHyeckuii oTuer No JaTta ananu3za

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

Jata npousBoicTBa T'ogen po

Mifg. License No. / ) .

TIponsBoACTBeHHAS : MNB/05/263 NLA. mumber: # JITI-Ne(005456)-(PT-RU)
Howmep PY

Jnuenzusa Ne

PL approved: / JIB yreepakaen: 15.05.2024

Analysis performed according to ND: / Ananus nposeaen no HJ/: JIIT-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / MakeTbl NepBHYHOI YNIaKOBKH yTBepakaenbl: 12.11.2024
Artworks of secondary package approved: / MakeThl BTOPHYHOH YNIaKOBKH yTBepaaeHbl: 17.02.2025

Ne | Test/ ITokasaTenn Result / Pe3ysibTaThi Specification / Hopma
6 Water content / 349 Not more than 8.0% /
CoaepixaHue BOABI ’ He Gonee 8,0 %
7 Microbiological purity* /
MukpobOuonorudeckas
qHcTOoTa®
a) Total aerobic microbial count / NA Not more than 1000 CFU/g /
Ob1ee YyHCIo a3poOHBIX He 6onee 1000 KOE/r
MUKPOOPTaHH3MOB
NA
b) Total combined yeasts and [Not more than 100 CFU/g /
mould count / O61uee uncnao He 6omnee 100 KOE/r
NPOXOKEBBIX U TIECHEBBIX rPpUGOB
c) E. coli NA Shall be absent in 1g/ OtcyrcTBUe B 1 T
8 Assay / KosinuecTBeHHOe From 9.0 mg to 11.0 mg of
onpeaeeHUe C21HasCIN»O3- 2HCI (Cetirizine
[ 9.98 r9r19g8/90}98 NI Dihydrochloride) in tablet (90.0 % to 110.0 %
“ i of label claim). / Ot 9,0 mr o 11,0 mr
\ Co1H25CIN205° 2HCI (uetnpusuHa

, Remarks : The Product confirms to ND/_ Conclusion : APPROVED /
IIpumeuanne: IlpoaykTt cootBeTcTBYET Tpeboanuam HIL 3akmwouenne: OJJIOBPEHO
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
[NoarororaeHo: ITpoeepeHo: ITpoBepeno (AOK): | OnoGpeno: Obecneuenue kauecTBa/OTBETCTBEHHOE JIULIO:
Anchal Pravesh Rana Amit Kumar
@m K )
e
S I
Date / Date / Date / Date / ¢
Jata: 24.04.2026 JHara: 24.04.2026 Hata: 24.04.2026 Hata: )rho\{ il )/09/6

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangans, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr. Reddy's Laboratories l.td.

[ T . -
Formulation Unit-6
9 ®
DI". Reddy S ‘.. Vill. Khol, Nalagarh Road, Baddj,
* Distt. Solan, H.P.,, 173 205, INDIA

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

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A
Product: Cetrine® film coated tablets, 10 mg
Ipoaykr: Llerpua® TabaeTkH, MOKPHITHIE TUICHOUHOH 06o0uKkoii, 10 Mr
Market / PuiHok : Russia/ Poccus
Batch No. / . Batch Quantity / . 25,00,000 tab /
Cepua Ne : V2600840 Pasmep cepnu *25,00,000 Tab
Analytical Repourt No./ . 890001879195 Date of Analysis / 25.04.2026
AHanuTHYecKuil oTuer Ne JlaTa aHanu3a
Date of Manufacture / . 04/2026 Date of Expiry / 03/2029
JlaTa npoU3BOACTBA Tonen a0 —
Mfg. License No. / .
TponsBoacTBenNas : MNB/05/263 MA number: / : JII-Ne(005456)-(PT-RU)
Homep PY
JuneHsus Ne
Analysis performed according to ND: / Ananu3s nposeaen no HJI: JIIT-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeThb! NepBHYHON yNaKOBKH yTBepxAeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTs! BTOpH4HOH ynaKoBKH yTBepxaeHsni: 17.02.2025
PL approved: / JIB yreepaxaen: 15.05.2024
Ne | Test/Ilokazatean | Result / PesynbTaTsl | Specification / Hopma
inuruapoxnopun) B Tabnetke (ot 90,0 % no
110,0 % oT HOMHHANBLHOTO COMIEPIKAHUS).
|
9 Subdivision of tablets / Comf)lerCEOTEe}crsyeT ~ [The tablets comply with the test, if not more
Jlemenue TabaeTokx 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 TPpeGOBAHMSAM, €CITH
He Gonee 1 egMHMYHAs Macca OTKJIOHSETCS 3a
; npenenst 85%-115% ot cpenHeit Mmacchl.
[ TabneTku He COOTBETCTBYIOT TPeOOBAHHUSIM,
ecny Honee ueM | WHOUBMAYANIbHAS Macca
OTKJIOHSIETCA OT 3THX MPEACIOB WIH, eciu |
| B MH/IMBUIya/lbHas Macca OTKJIOHSeTCs 32
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpnmevanne: Ilponykt cootBercTByeT TpeboBanusam HIT 3axmoyenne: ONTOBPEHO
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
IToarorosnexo: [IposepeHo: [IposepeHo (AOK): | Onobpeno: Obecneuenne kauectsa/OTBETCTBEHHOE JIULO:
Anchal Pravesh Rana Amit Kumar
\
0¥ N | A
—
Date / Date / Date / B Date / - ~0
Jata: 24.04.2026 JHara: 24.04.2026 JHata: 24.04.2026 Jara: ')’) \1( MM

Registered Gffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ":’

Dr. Reddy's Laboratories Ltd.
Formuiation 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

CEPTHO®UKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg
Ipoaykr: LerpuH® TabneTkH, NOKPHIThIE NAEHOUHOI 060m0ukoi, 10 Mr

Market / Poivok

: Russia / Poccus

Batch No. / . Batch Quantity / 25,00,000 tab /
Cepua Ne : V2600840 Pasmep cepun 25,00,000 Tab
Analytical Repovrt No./ . 890001879195 Date of Analysis / 25.04.2026
AHaquTHYecKHH oTuyeT No Jata ananunza -
Date of Manufacture / . 04/2026 Date of Expiry / 03/2029

JlaTa npon3BoAcTBA Togen no

Mfg. License No. /
IIponsBoacTeenHast
JuueH3ust Ne

: MNB/05/263

MA number: /

JITT-No(005456)-(PT-R
Homep PY (005456)-(PI'-RU)

Analysis performed according to ND: / Ananus nposeaen no HJI: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBH4HO ynakoBKu yreepxaenbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpH4HOI yNaKOBKH yTBepxAehbl: 17.02.2025
PL approved: / JIB yreepaxaen: 15.05.2024

[ Ne Test / [loka3aTean Result / Pe3ynbTaTni Specification / Hopma
npenens! 75%-125% ot cpenneit maccel.
10 Package / Onucanuve ynakoku |10 tablets in PVC/PVDC//aluminum 10 tablets in PVC/PVDC//aluminum blister. 2

blister. 2 blisters and patient information
leaflet in a carton. / [To 10 Tabnetok B
[MIBX/IIBAX//amoMuHHueBOM GaucTepe.
[To 2 6nucTepa BMECTE C TUCTKOM-
BK/Ia/bIIIEM YITaKOBaHBI B MAYKy
KapTOHHYIO.

or 3 blisters and patient information leaflet in
a carton. / ITo 10 Tabnerok B
[IBX/TIBAX//amomunuerom Gaucrepe. [To 2
unu 3 Gnucrepa BMECTE C JIUCTKOM-
BKJI3AbILICM YIAKOBAHEI B [1aUKY KAPTOHHYIO.

XpaHeHust

11 Labeling / MapxupoBka

‘St_or;ge conditions / Ycnosus

Complies / CooTBeTcTBYET

See Module 1, section 1.3.2 of registration
dossier. / B cooTBercTBUU ¢ pasnesniom 1.3.2
MOyNA 1 perMcTpaloOHHOTO HOChE.

At temperature not higher than 25 °C / ITpu Temneparype He Bbiue 25 °C.

13 Shelf-life (storage period) / Cpox
TOAHOCTH (CPOK XpaHeHHSA)

3 years. / 3 rona.

Remarks : The Product confirms to ND/
IIpumeuanne: ITponykt cooTBercTBYeT Tpebopanuam HJL

Conclusion : APPROVED /
Jarmwouenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
Iloarororneno: IIpoeepeno: IMpoeepero (AOK): | Onobpeno: Obecrieuenvie kauecTra/ OTBETCTREHHOE JIULIO:
Anchal Pravesh Rana / Amit Kumar
i N ‘
e | \'H
Date / Date / Date / Date / d
Hara: 24.04.2026 Hara: 24.04.2026 | Hara: 24.04.2026 Hara: ﬂ 3 "' ‘QM%

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

Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




@ Dr. Reddy's Laboratories Ltd.
[} o @ Formulation Unit-6
Dr. Red dy S ‘ @ Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.F,, 173 205, INDIA

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

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg
IIpoaykrt: LleTpun® TabaeTkH, MOKPITHIE MIEHOYHOH 06osoukoH, 10 Mr

Market / PoiHoK : Russia/ Poceust

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

Cepus Ne il Pazmep cepuu *25,00,000 Tab

Analytical Repo\}‘t No. / . 890001879195 Date of Analysis / 25.04.2026

AHanuTHYeCKkHit oTueT No JlaTa auanansa

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

JlaTta npon3BoacTBa I'onen no

Mfg. License No. / .

IpoussoacTeennan . MNB/05/263 M wiihers . JII-Ne(005456)-(PT-RU)
Homep PY

guueH3us Ne

Analysis performed according to ND: / Anasan3 nposeaen no H/I: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl NepBHYHO} YyNaKOBKH yTBep:kaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPU4HOH yakoBKH yTBepaxaeHb1: 17.02.2025
PL approved: / JIB yrBepaxaen: 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. / [IpoBoauTCA NpoOU3BOAUTENEM NPH BBIMTYCKE MEPUOAHUECKH: U1 KaXkaoi 20-0i
cepuM WK He MeHee 1 paza B roa. [TokaszaTtenb MoxeT ObITh He BKIIOYeH B CepTudukaT aHanu3a GUPMBL.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [poaykt cooTseTcTBYET Tpebopanuam HJI 3axkmwouenune: OJOGPEHO
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
IloarotoBneHo: ITposepeHo: ITpoeepero (AOK): | Omobpeno: ObecneueHue kauecTBa/OTBETCTBEHHOE JIULO:
Anchal Pravesh Rana Amit Kumar
s S 3 /\ p— (:_)—)"‘
Date / Date / Date / Date/
Jlata: 24.04.2026 Jara: 24.04.2026 JHara: 24.04.2026 JHara: "‘2} r'Q\'{ (MM

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr. Reddy's Laboratories L.td.

D ) .... Formuiation Unit-6
r. Red dy S ’ Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA

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

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg
IMpoaykr: LleTpnu® Tabnetky, MOKpHITbIE MIEHOYHOH 060/104KOMH, 10 MI

Market / PoiHok : Russia/ Poccus

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

Cepusi Ne t V2600841 Pazmep cepun ©25,00,000 Tab

Analytical Repovrt No./ . 800001879195 Date of Analysis / 25.04.2026

AHaUTHYECKHIT oTueT Ne JaTa aHanau3a

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

JlaTta npon3BoAcTBAa T'ogen mo

Mfg. License No./ .

IIpousBoacTeeHHAs : MNB/05/263 RIS s ¢ JITT-Ne(005456)-(PI-RU)
Homep PY

JHneH3us Ne

Analysis performed according to ND: / Anaan3s nposeaen no HJI: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBu4HOR yNaKOBKH yTBepakaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpH4HOI yNaKoBKH yTBep:kaenni: 17.02.2025
PL approved: / JIB yTteepacaen: 15.05.2024

API name / Haumenoanne A®C: Cetirizine dihydrochloride / LeTupusyna aMruapoxiopun
INN/MHH: Cetirizine / LeTupusuu

API manufacturer batch number / BT00-26011

Homep cepuu npousogureas ADC:

FP Manufacturer API Batch number / FETA00163

Homep cepuu cyberanuuu npouspoautens I'JID:

API Manufactured by, address & country / Glochem Industries Private Limited,
IlpousBoautens A®C, agpec u cTpaHa: Survey No. 174 to 176, 1.D.A. Bollaram, Sangareddy District,

502 325, Hyderabad, Telangana, India /
I'nmoxem HUunactpuec Ipatisut Jlumuren,
Vuactku Ne 174-176, U.J1.A., Bonnapam, CaHrapenau
Juctpuxr - 502 325, Xafinapaban, wrar Tenanrana, Unaus

Name, address, authorization No for FP manufacturing Dr. Reddy’s Laboratories Ltd.,

site / Control site / Release site / Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
HaumenoBaHHe, agpec, JHLEH3US A Solan (HP) 173205, India (license No MNB/05/263). /
IMpoussoacTBenHas maowmwaaxa / Ilnomaaka KoHTpost H-p Pennu’c JIaboparopuc Jltn.,

KkayectBa / [Lnouaaka Boimycka ITponzBoacTeeHHOE Noapaszaenenue-6, Bum, Kxonbs, Hanmarapx

Poyn, bamau, ductpukt Conan, X.I1., 173205, Unpus
(JInuensua Ne MNB/05/263).
Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of product has been

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
N pumeuanne: IpoaykT cooTreTcTBYET TpeboBanusm HJL 3akuiouenue: OJJOBPEHO
Prepared by / | Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
ITonrorosnexo: IIpoBepeHo: ITpoeepeno (AOK): | Ono6peno: Obecneuenue kadyecTBa/OTBETCTBEHHOE JIKLO:
Anchal Pravesh Rana Amit Kumar
O ‘
—
o F —_— %
| Date / Date / Date / Date / (L:)"Q V yIYY
Hata: 24.04.2026 Hara: 24.04.2026 Jata: 24.04.2026 Hara:

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2300, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1984P1.C0O04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.

® e Formuiation Unit-6
Dr- Red dY’S ‘... Vill. Khol, Nalagarh Road, Baddi,
: Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg
IMpoaykr: lletpuu® TabneTkH, MOKPHITHIE MIIEHOUHOH 06onoukoi, 10 Mr

Market / Poinok : Russia / Poccus

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

Cepus No & WAGRI PasMep cepHn " 25.00,000 a6

| 1 .

Analytical Repovrt No./ . 890001879195 Date of Analysis / 25.04.2026

AHaquTHYecKHii oTueT Ne JlaTa anaau3za

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

JaTa npon3BoacTBa Togen go

Mfg. License No. / .

IpousBoacTBenHas : MNB/05/263 MLA numbiexs | :  JIIT-Ne(005456)-(PT-RU)
Homep PY

auneHsns Ne

Analysis performed according to ND: / Ananus nposegen mo H/I: JIII-Ne(005456)-(PI'-RU)-150524

Artworks of primary package approved: / MakeTbl nepBHYHO# yNaKkoBKH yTBepxaeHbl: 12.11.2024

Artworks of secondary package approved: / MakeTbl BTOpH4YHOMH YyNIAKOBKH yTBepaxaAensnl: 17.02.2025

PL approved: / JIB yrBepxaen: 15.05.2024 B

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». /

3axkayeHue 0 cooTBeTcTBUM: «HACTOAUIMM s MOATBep KAAl0, YTO MPUBEIACHHAS BBIMIE UHOOPMALIUS SBJISICTCS JOCTOBEPHOM M
TOYHOI. DTa cepus MPOAYKLMH MpoU3BeneHA (BKJIKOYas YMAKOBKY (MapKHpOBKY) M KOHTPO/b KadecTBa) Ha BBILIEYKa3aHHOI
OPOU3BOACTBEHHOMN Muoiaake (MIOMaaKax) B MOJHOM COOTBETCTBHU ¢ TpeboBaHusiMu IlpaBun Haanexkainell NpoW3BOACTBEHHOM
npaktuky EBpasuiickoro sxoHoMuueckoro cotoza (Ne GMP/EAEU/RU/02329-2025 ot 19 centsbpsa 2025 r.) u TpeGoBaHUAMU
KOHTPOJIS KAYECTBA JIEKAPCTBEHHBIX CPEACTR, & TAKXKE B COOTBETCTBUH CO CNIELUGbUKALUIMH, COREPKALIMMKCS B PETHCTPAUMOHHOM
LNOChE CTPaHbI-UMMOpTEpa. 3amucH MO MPON3BOACTBY, YNMAKOBKE W aHANM3y MPOBEPEHBl, W YCTAHOBJICHO MX COOTBETCTBHUE
TpeGoBauusmM IIpaBun Hauiexaluei NPOM3BOACTBEHHON NPakTHKH EBpasHiickoro 3SKOHOMHUYECKOTO CO03ay.

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

IIpumeuanue: [IpoaykT cootBeTcTBYET TpeboBaHusam HJI 3axkmouenne: OJJIOBPEHO

Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
TloxroTorneHo: IIpoeepeHo: ITporepeno {AOK): | Omobpeno: Obecnedenue kauectsa/OTBETCTBEHHOE MHLIO:
Anchal Pravesh Rana Amit Kumar

- AR

Date / Date / Date / Date / 7/3 —At‘r)q’)/(
Jata: 24.04.2026 Jara: 24.04.2026 Jara: 24.04.2026 Jara:

Registered Gffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +31 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com





