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

Vill. Khol, Nalagarh Road, Baddi,
Dr. Reddy s °. Distt. Sofan, 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: Llerpuu® TabieTKH, NOKPLITHIE MIEHOUHOM 060/104KOH, 10 Mr

Market / PbiHoK : Russia / Poccus

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

Cepuna Ne i V0572 Pasmep cepun " 25,00,000 Tab

Analytical Repovrt No./ . 890001873264 Date of Analysis / 31.03.2026

AHanuTHdecknii oTuer No JlaTta ananusza

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

JaTa nponssojacrsa TI'ogen go

Mfg. License No. / .

Ipou3BoACTBeHHAS : MNB/05/263 b : JIT-Ne(005456)-(PT-RU)
Homep PY

anuenzaa Ne

Analysis performed according to ND: / Ananus nposeaen mo HJI: JITI-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / MakeTbl NepBHYHOH YNAKOBKH yTBepxkAeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTsl BTOpu4Hoii ynakoBkH yTeepxaensi: 17.02.2025
PL approved: / JIB yreepaaen: 15.05.2024

Ne | Test/ IlokasaTenn Result / PesyabTaThl Specification / Hopma

1 Description / Onucanue White coloured, round, biconvex film | White or off-white coloured, round, biconvex
coated tablets with a break line on one|film coated tablets with a break line on one
side. White core on cross section. /|side. White to off-white core on cross section.
Kpyribie nposkoBeinykibie Tabnertky, |/ Kpyrabie qBOSKOBBINYKIBIE TableTKH,
MOKpBITBIE  IUIEHOYHOM  OBGOJIOYKO# | [IOKPBITHIE TIEHOYHOH 060j0uKol Genoro
Oenoro 1uBera, ¢ puCkoii Ha OjHOI | unu nouTH 6enoro UBeTa, C PUCKOH HAa OJIHOM
cropore. Ha mnonepeunom paspese —|cropoHe. Ha nomepeusoM paspese sAapo oT

-1 7 npo 6enoro LBeTa. 6esnoro 10 nmouTtH 6eNoro 1BeTa. |
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanne: [poaykr cooreercrryer Tpeboanusm HJI 3akawuenue: OJIOEPEHO
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
INoarorosneHo: ITposepeHo: IMpoeepeno (AOK): | Onobpeno: Obecnedenue kauecTBa/OTBETCTBEHHOE JIULIO:
Pravesh Rana Ramakant Amit Kumar A rrw(l
Ehonn~2a
~ — g}
Date/ Date / Date / Date / Q1-0%- 20%{
Jara: 31.03.2026 Jara: 31.03.2026 Jlara: 31.03.2026 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.
Faormulation 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 AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg
IMpoaykr: Llerpun® tabneTky, NOKpHIThIE MIeHOYHON 060s0uKoit, 10 M

Market / PoiHok : Russia / Poccus

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

Cepus Ne i Paszmep cepuu 25,00,000 Tab

Analytical Repourt No./ . 890001873264 Date of Analysis / 31.03.2026

AHasuTHYecKHii oTyeT Ne JlaTa anajau3a

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

JlaTa npou3BoACTBA I'ogen no

Mfg. License No. / .

MpouzsoncTeennan : MNB/05/263 DT RS JITT-Ne(005456)-(PT-RU)
Howmep PY

anueHzus Ne

Analysis performed according to ND: / Ananus nposeaen mo HJ{: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBu4HoOii ynakoBkH yrBepxaensr: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPUYHOI yNaKoBKH yTBepxaeHsi: 17.02.2025
PL approved: / JIB yrBepxkaen: 15.05.2024

Cetirizine Hydrochloride reference
standard solution. / Bpems ynepxuBanus
OCHOBHOI'O NHKa Ha XpPOMAaTorpamMmme
UCTIBITYEMOr0 PacCTBOPa COOTBETCTBYET
BPEMEHH yIep)KUBaHHs OCHOBHOTO TMHKa
Ha XpOMaTorpaMme CTaHIapTHOTO
pacTBopa LIETHPHU3HHA M'MIPOXIOPUA.

Ne Test / [loxazaTennb Result / PesysabTaTsl Specification / Hopma
2 Identification / The retention time of the main peak in o ) )
Upentnduranus 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 / BOXX 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>kiBaHHs OCHOBHOTO MHKa Ha
XpOMaTorpamMe MCMbITYEMOr0 pacTBopa
IOJDKHO COOTBETCTBOBATbH BPEMEHH
YAEpKHBAaHUSL OCHOBHOTO MKKa Ha
XpOMaTorpaMMe CTaHAAPTHOTO pacTBoOpa
LIETUPU3KHA Mruapoxaopuaa (pasmen
«Koau4ecTBeHHOE OMpeAeneHue).

Remarks : The Product confirms to ND/
Ipumeuanue: INponykt coorBeTcTByeT TpebGopanusm HJJ

Conclusion : APPROVED /
3akimiouenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
[ToaroroBneHo: IMpoeepeto: [Iposepeno (AOK): | Onobpeno: Obecneuenue kauectsa/OTBETCTBEHHOE JIULIO:
Pravesh Rana Ramakant Amit Kumar /A st 4 (ainag
)
| B N 4
Date / Date / Date / Date / n1-83 WYY A
Hara: 31.03.2026 Hara: 31.03.2026 Jara: 31.03.2026 Jara:

Registered Office: 8-2-337,

Road No. 3, Banjara Hiils, 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, Baddi,
Distt. Sofan, 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
Ipoayxt: Lletpuu® TabneTkH, NOKPBITHIE T

€HOYHOM 060s10uKOH, 10 Mr

Market / Poinox : Russia / Poccust

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

Cepus Ne ¥ VAM0ER Pa3mep cepuu 25,00,000 Ta6

Analytical Repo:‘t No./ . 890001873264 Date of Analysis / 31.03.2026

AHannTudyecknii oruer Ne JaTa aHannsa

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

JlaTa npon3BoacTBa T'oaen ao

Mfg. License No. / .

T . MNB/05/263 LTI e < JITT-Ne(005456)-(PT-RU)
Homep PY

JHUeH3ns Ne

Analysis performed according to ND: / Anann3 npoeeaen no H/: JITI-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / MakeTsl nepBu4Hoi ynaKkosku yreepaxaenni: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHOIi yNaKOBKH yTBep:KaeHbI: 17.02.2025

PL approved: / JIB yrep:kaen: 15.05.2024

Ne Test / [TokazaTens Result / Pe3yabTaTnl Specification / Hopma
UV- spectrophotometry / Complies / CooTBeTcTBYET The UV-spectrum of the test solution and the |
Y ®- criekTpodoTOMETPHUs 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 ®-criekTpsl MorJIoweHus
MCMBITYEMOTO pacTBOpa H CTaHAAPTHOrO
pacTBOpa LETHPU3MHA THAPOXIIOPHAA B
o6aactH ot 200 no 400 HM DOMKHBI UMETh
MaKCUMYMBI MOIIOEH s TIPH OQHOM W TOM
K€ JITIMHE BOJIHBI C IOIYCTUMbIM
OTKJIOHEHUEM * 2 HM.
3 Dissolution / PacTBopeHnue Not less than 80% (Q) of the labeled amount
of C21HasCIN>O3-2HCI (cetirizine
98 %; 101 %; 99 %; 98 %; 95 %;  ldihydrochloride) after 30 min. / He menee
99 % 80 % (Q) oT HOMUHANBEHOIO COAEPIKAHUS
C21H>5CIN203- 2HCI (uetupusuna
{uum}lpoxnopuu) yepe3 30 MuH.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanne: IIponykt cooTBeTcTBYET TpeboBaHusim HJJ 3axaouenue: OJJOGPEHO
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
[ToarotoeneHo: IIpoBepeHo: IIposepero (AOK): | Onobpeno: Obecnieuenue kayecTsa/OTBETCTBEHHOE JIMLIO:
Pravesh Rana (/ Ramakant Amit Kumar M g V\W\/\ﬁ
oY @
7 7 (\//\
Date/ Date / Date / Date /
Hara: 31.03.2026 JHara: 31.03.2026 Hata: 31.03.2026 Jara: 2{ 0372024

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
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Dr. Reddy's Laboratories Ltd.
Farmulation 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

IMpoayxr: Lletpun® TabneTkH, MOKpPBITHIE INIGHOUHOM 060J104KOM, 10 Mr

Market / Poinok

: Russia / Poccus

Juuensus Ne

Batch No. / . Batch Quantity / 25,00,000 tab /
Cepusa Ne ¢ V2600575 Pa3mep cepun 25,00,000 Ta6
Analytical Repourt No./ . 890001873264 Date of Analysis / 31.03.2026
AHAJIUTHYECKHT oTueT Ne JlaTa anajan3a
Date of Manufacture / . 03/2026 Date of Expiry / 02/2029
JlaTa npou3BOACTBA TI'open xo
Mfg. License No. /
MA number: /
IIpousBoacTBeHHAs : MNB/05/263 Homep PY JITT-Ne(005456)-(PT-RU)

Analysis performed according to ND: / Ananus nposeaen mo HJI: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeThbl nepBH4HOH YNAaKOBKM yTBepaxaeHb: 12.11.2024
Artworks of secondary package approved: / Makers! BTOPHYHOIl yNakoBKH yTBep:aeHsl: 17.02.2025
PL approved: / JIB yrBepxaen: 15.05.2024

Ne Test / [lokazaTens Result / PesysnbTaTsl Specification / Hopma
4 Uniformity of dosage units / Acceptance value (AV) should be not more
OaHOPOAHOCTL A03HPOBAHHBIX 5.1 than 15.0 / ITokazarens npuemneMoctu (AV)
eAMHUIL LIOII)KCH ObITE He bosiee 15,0.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: IpoaykTt cooTBercTBYeT TpeboBanusim HJI 3akmouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
[ToxnrortosseHo: [IpoBepeHo: IMposepeno (AOK): | Onobpeno: O6ecrnieuenue kauecTBa/OTBETCTBEHHOE JIULIO:
Pravesh Rana Ramakant Amit Kumar A M g ‘«W
7| g
e &
Date / Date / Date / Date / Q108 ~20%{
Jlara: 31.03.2026 JHara: 31.03.2026 Hara: 31.03.2026 Jlara:

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, india
Tel: +91 4G 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Farmulation 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 AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg
[MpoaykT: Lletpun® rabnetku, NOKPLITHIE MIEHOYHOH obonodkol, 10 mMr

Market / Poinok

: Russia / Poccus

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

Cepus N 6 ¥200se Pasmep cepun * 25,00,000 Tab

Analytical Repourt No./ . 890001873264 Date of Analysis / 31.03.2026

AHaJHTHYECKHIT oTyeT No JlaTa ananunsa

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

JlaTa npon3BojcTBa I'ogen po

Mfg. License No. / .

TpousBoACTBenHas : MNB/05/263 A ey JI-Ne(005456)-(PT-RU)
Howmep PY

Juuensus Ne

Analysis performed according to ND: / Anaau3 npoeeaen o HJI: JIII-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / MakeTsl nepBu4HOif ynakoBku yreep:aenst: 12.11,2024
Artworks of secondary package approved: / MakeTbl BTOpHYHOI YNaKOBKH yTBepkaeHbl: 17.02.2025
PL approved: / JIB yreepaxaen: 15.05.2024

S Impurities / Ipumecn

Impurity A /

[Mpumecs A Below LOD (LOD =0.005 %) / Huxe
npenena obuapysxenus (I10 = 0,005 %)

Impurity B /

[Tpumecs B 0.05 %

Impurity C/ Not Detected

[Mpumecs C

Below LOQ (LOQ = 0.003 %) / Huxe

npenesna KoIMYeCTBEHHOTO ONpeaeeH s

Impurity D / (TTKO = 0,003 %)

[pumecs D

Impurity E / 0.03 %

[Mpumecs E

Impurity F / Below LOD (LOD =0.015 %) / Huxe

[pumecs, F npegena odnapyxxenus (ITO = 0,015 %)

Not more than 0.2 % / ve 6onee 0,2 %
Not more than 0.2 % / ue Gonee 0,2 %
INot more than 0.2 % / ue 6onee 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 % / ne 6onee 0,2 %

Remarks : The Product confirms to ND/
Ipumeuanne: Ipoaykr coorsercriyer Tpebosanuam HJI

Conclusion :
3akmouenne: OJIOGPEHO

APPROVED /

Prepared by / Checked by / Checked by (AQA)/ | Approved by
[ToaroroeneHo: Ipogepero: [Mposepeno (AOK): | Onobpeno: ObecrieueHue kauecTBa/OTBETCTBEHHOE JIULO:
Pravesh Rana Ramakant Amit Kumar

| A

: Quality Assurance/Authorized person /

Avait Cliasmeg

(@)

Date / Date / Date / Date /
Jara: 31.03.2026 Jlata: 31.03.2026 JHara: 31.03.2026 Jlara:

2’(‘02 '\200’6‘

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 Laboratories Ltd.

@ . :
Formulation Unit-6
9 @
Dr. Reddy S ‘ g 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
Ipoayxt: lletpun® TabneTku, MOKPHITHIE IUIEHOUHOH 060n0uKkoi, 10 Mr

Market / PoiHok : Russia / Poccus

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

Cepust Ne L V2000572 Pa3mep cepun *25,00,000 Tab

Analytical Repovrt No./ . 890001873264 Date of Analysis / 31.03.2026

AHanuTHYecKHii oTueT Ne JlaTa ananusa

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

JlaTa npon3BoACTBA T'opxeH ao

Mfg. License No. / .

TpousBoacTaennas : MNB/05/263 sy JI-Ne(005456)-(PT-RU)
Homep PY

JHLeH3ns Ne

Analysis performed according to ND: / Anaaus nposeaen mo HJI: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTsl nepBuuHOii ynakoBKH yTBepakaennt: 12.11.2024

Artworks of secondary package approved: / MakeTbl BTOpHUYHO# YNAKOBKH yTBepxaeubl: 17.02.2025
PL approved: / JIB yreeps:aen: 15.05.2024

Any individual unidentified 0.05 % Not more than 0.2 % /
impurity / JIrobast enuH14Has e 6osee 0,2 %
HeHAEHTUDULMPOBAaHHAs NIPUMECEH

Total impurities / 0.1 % Not more than 2.0% /
Cymma npumeceit He Gonee 2,0%
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: [IpoaykT cooTseTcTBYET Tpeboaunam HI 3akaruenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
[Toarorosnexo: IIpoBepeHo: IIposepeHo (AOK): | OnobpeHo: ObecneuecHue kayecTBa/OTBETCTBEHHOE JIMLO:

Pravesh Rana

} Ramakant Amit Kumar M{ Cliasnng

b |\ o

Date/ Date / Date/ Date / 0682024
Jata: 31.03.2026 Hata: 31.03.2026 Hata: 31.03.2026 Hara:

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

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

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg

Npoaykr: LletpuH® TabneTky, NOKpbITHIE MIEHOYHOH 000om0ukoi, 10 mr

Market / PoiHok : Russia / Poccus

JuueH3usa No

Batch No. / . Batch Quantity / 25,00,000 tab /
Cepusi Ne ¥ V2600573 Pasmep cepuu 25,00,000 Tab
Analytical Repo“rt No./ . 890001873264 Date of Analysis / 31.03.2026
AHaJHTHYECKHUI oTyeT Ne Jara aHanu3za
Date of Manufacture / . 03/2026 Date of Expiry / 02/2029
JlaTa npon3BoJacTBAa T'onen xo
Mfg. License No. /
MA number: /
IlpousBoacTBeHHAs : MNB/05/263 Homep PY JITT-Ne(005456)-(PI"-RU)

Analysis performed according to ND: / Ananaus nposegex no HJ{

PL approved: / JIB yrBepxaen: 15.05.2024

: JIII-Ne(005456)-(PT-RU)-150524

Artworks of primary package approved: / MaxeTbl nepBH4HOI yNaKOBKH yTBepaaensl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPUYHOH yNaKOBKH yTBep:kAenbl: 17.02.2025

Ne Test / IloxazaTeb Result / PesyabraTst Specification / Hopma
6 Water content / 26 % Not more than 8.0% /
Copnep:raHue BOAbI - He 6onee 8,0 %
7 Microbiological purity* /
MukpoGHosoruyeckas
yHucTOTa*
a) Total aerobic microbial count / NA Not more than 1000 CFU/g /
O0b1uiee 4UCI0 a3poOHBIX He 6onee 1000 KOE/r
MHKpPOOPTraHU3MOB
NA
b) Total combined yeasts and Not more than 100 CFU/g /
mould count / O6uee unucno He 6osiee 100 KOE/r
|NpOXKIKEBBIX U MIIECHEBBIX rPUGOB
I
) E. coli NA Shall be absent in 1g / Orcyrerue B 11
8 Assay / KonnuecTBenHoe From 9.0 mg to 11.0 mg of
onpeeieHHe C21H25CIN>O3- 2HCI (Cetirizine
ey = Dihydrochloride) in tablet (90.0 % to 110.0 %
' of label claim). / Ot 9,0 mr gm0 11,0 Mr
C21H2sCIN2O3 2HCI (uernpusuna
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanue: [IpoaykT cooTBeTCTBYET TpeboBanusam HJJ 3akuaiouenune: ONOBPEHO
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
[ToaroroBneHo: [IpoBepeHo: [MposepeHo (AOK): | Omobperno: Obecnedenue kayecTBa/OTBETCTBEHHOE JIULIO:
Pravesh Rana Ramakant \_ Amit Kumar /AN\A/‘:/% Sh AAMAG
b | N @
Date / Date / Date / Date /
Jata: 31.03.2026 JHara: 31.03.2026 | Jlarta: 31.03.2026 Jara: 3 (032024

Registered Office: 8-2-337,

Tel: +91 46 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com

Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg
Ipoaykr: 1eTpun® TabiieTkH, MOKPHITHIE TIIEHOYHOH 060/104KOM, 10 Mr

Market / Poinok : Russia / Poccust

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

Cepus Ne § (e Pazmep cepin 25,00,000 Tab

Analytical Repourt No./ . 890001873264 Date of Analysis / 31.03.2026

AHanuTHyeckKnit oTueT No JaTa ananausa

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

JlaTta nponssBoacTBa T'ogen no

Mfg. License No. / .

IpousBoacTBeHHAS : MNB/05/263 NIA.number: / JITT-Ne(005456)~(PT-RU)
Howmep PY

JauneH3us Ne

Analysis performed according to ND: / Ananus nposeaen no HJL: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl NepBHYHOI yNaKOBKH yTBep:kaenbi: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPpU4HOIf ynakoBku yrBep:xkaenbl: 17.02.2025
PL approved: / JIB yreepxaen: 15.05.2024

Ne Test / IlokazaTens Result / Pe3yabTaThl Specification / Hopma
suruapoxnopua) B Tabnetke (ot 90,0 % no
110,0 % OT HOMHHAJILHOTO COAEPKAHHS),

9 Subdivision of tablets / Complies / CooTBeTCTBYET The tablets comply with the test, if not more

Jlenenue TabneTok

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. /
TabneTku COOTBETCTBYIOT TpeOOBAHMIM, €CIIH
He Oontee 1 eguHMYHAs Macca OTKJIOHAETCS 3a
npenenst 85%-115% ot cpenneii Macchl,
TabneTku He COOTBETCTBYIOT TPEOOBAHUSAM,
ecnu 6onee ueM 1 MHAMBUAYaTbHAS Macca
OTKJIOHAETCSH OT ITUX NPEAesioB Uiy, ecnu |

WHAHBHAYAJIEHAA Macca OTKIIOHACTCA 3a

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

IIpumeuanue: IpoaykT coorBercTBYeT TpeboBanuam HJI 3axmoyenne: OJIOBPEHO
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
[TonrorosneHo: IIpoBepeno: IIpoeepeno (AOK): | Ono6peno: Obecnieuenue kauecTBa/OTBETCTBEHHOE JIMLIO:
Pravesh Rana Ramakant Amit Kumar §

_&\ ,A(W\/L/t Chavnra

-

Date / Date / Date / Date / Qlfdgr%%
JHara: 31.03.2026 Jlara: 31.03.2026 Jlata: 31.03.2026 Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 49C0 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, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg

Ipoaykr: Llerpuu® TabneTku, NOKpeITHE MICHOUHOH 060J104K0it, 10 MT

aunen3us Ne

Market / Puinok : Russia / Poccust
Batch No./ . Batch Quantity / 25,00,000 tab /
Cepusn Ne & Va5 Pa3smep cepun 25,00,000 Ta6
Analytical Repourt No./ . 890001873264 Date of Analysis / 31.03.2026
AHAJIUTHYECKHI oTYeT No Jara ananunza
Date of Manufacture / . 03/2026 Date of Expiry / 02/2029
JlaTa npou3BoacTBa T'open oo
Mfg. License No./
MA number: /
IIponsBoacTBeHHAs : MNB/05/263 Homep BY JITI-Ne(005456)-(PT-RU)

PL approved: / JIB yrBep:kaen: 15.05.2024

Analysis performed according to ND: / Ananu3 nposeaen no HJI: JITI-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / MakeTsl nepBHYHOI1 ynaKoBKH yTBepxaenbi: 12.11.2024
Artworks of secondary package approved: / MakeTsl BTOpH4HOii yNaKoBKH yTBep:xKaeHsbI: 17.02.2025

Ne Test / lloxa3aTensb Result / PesyabTaThl Specification / Hopma
npenens! 75%-125% ot cpenueil maccoel.
10  [Package / Onucanue ynaxosku |10 tablets in PVC/PVDC//aluminum 10 tablets in PVC/PVDC//aluminum blister. 2
blister. 3 blisters and patient information |or 3 blisters and patient information leaflet in
leaflet in a carton. / ITo 10 Tabnerox B [a carton. / ITo 10 Tabnerok B
MBX/TIBAX//anmomunnesom Gnuctepe. [[IBX/TIBJIX//anomMunuesom Gnucrepe. Ilo 2
[To 3 6rmcTepa BMECTE C JTMCTKOM- unu 3 6aucTepa BMecTe C JIMCTKOM-
BKJIQJIBIIIEM YIAKOBAHBI B AYKY BKJIA/JIbILIEM YIIAKOBaHBI B MAYKY KAPTOHHYIO.
i KapTOHHYIO.
11 Labeling / MapkupoBka Complies / CooreTcTBYET See Module 1, section 1.3.2 of registration
dossier. / B coorsercTuu ¢ pazaenom 1.3.2
MOzyJ 1 perucTpalMoHHOrO AOCkE.
12 Storage conditions / Yesosust (At temperature not higher than 25 °C / ITpu temnepatype He Boilue 25 °C.
XpaHeHust |
13 Shelf-life (storage period) / Cpok{3 years. / 3 roza.
rOAHOCTH (CPOK XpaHeHHs )

Remarks : The Product confirms to ND/
ITpumeuanne: [Iponykt coorBeTcTBYET TpeboBanuam HJL

Conclusion : APPROVED /
3akunoyenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
[Tonrorosnexo: IIposepeHo: Ipoeepeno (AOK): | OnobpeHo: Obecneuenne kauecTBa/OTBETCTBEHHOE JIULIO:
Pravesh Rana Ramakant Amit Kumar c
&\ M Clhasinrg
\}‘,
Date / Date/ Date / Date/ 20
Jlara: 31.03.2026 Jara: 31.03.2026 Jara: 31.03.2026 Jara: Q 102 2%

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 4G 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

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

Qe
Dr.Reddy’s ‘_'o.

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg
Ipoaykt: LlerpiH® TabNeTKH, NOKPHIThIE TUIEHOYHOM 0607104KOMH, 10 Mr

Market / PoiHok : Russia / Poccus

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

Cepus Ne E V2600573 Pasmep cepun 25,00,000 Ta6

Analytical Repourt No./ . 890001873264 Date of Analysis / 31.03.2026

AHAJUTHYECKHH oTYeT No JlaTa anaaunza

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

JlaTa mpou3BoACTBA T'oxen g0

Mfg. License No. / .

IIponsBoACTBeHHAs : MNB/05/263 JARTIIER: JITT-Ne(005456)-(PT-RU)
Homep PY

JIHIeH3HA No

Analysis performed according to ND: / Ananu3 nposeaen no HJL: JITT-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / Makersl NepBH4HOI yNakoBKN yTBepaxaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPHYHOIf ynakoBKkH yTBepsaenni: 17.02.2025
PL approved: / JIB yrBep:kaen: 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. / [IpoBoHTCst NPOU3BOAUTENEM NIPU BBIILYCKE IEPUOIMYECKH: [T Kaxkaoii 20-0it
cepuu Ui He MeHee 1 pasa B ro. [Toka3sarens MoxkeT ObITE He BktoueH B Ceprudukar aHanusa Gupmel.

Remarks : The Product confirms to ND/
Ipumeuanne: IIpoaykT cooTBeTcTBYET TpeboBaHusM HJI

Conclusion : APPROVED /
3akniouenne: OJJOBPEHO

e

(\/\/

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
[MToaroTornexo: [IpoBepeHo: Iposepeno (AOK): | OmobpeHo: ObecneyeHue kadecTBa/OTBETCTBEHHOE JIULIO:
Pravesh Rana Ramakant Amit Kumar

Avuit Shawnna
i

Date /
Hara: 31.03.2026

Date /
Jara: 31.03.2026

Date /
Jara: 31.03.2026

Date /
JlaTa:

A -03.-262{

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 Laboratories Ltd.
9. Formulation Unit-6

Dr. Reddy’s “o 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
Ipoaykrt: LletprH® TabieTKH, DOKPEIThIE MIEHOYHOH 0600uKO0it, 10 Mr

Market / PoiHok : Russia / Poccus

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

Cepus Ne % V2600573 Pasmep cepun ©25,00,000 Tab

Analytical Repovrt No./ . 890001873264 Date of Analysis / 31.03.2026

AHanuTHYeCKHIi oTyeT No JlaTa ananu3sa

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

JlaTa npou3BoacTBa TI'ogen no

Mfg. License No. / .

IIpousBoACTBeHHAS : MNB/05/263 il JITT-Ne(005456)-(PT-RU)
Homep PY

JinueHzus Ne

Analysis performed according to ND: / Ananus nposeaen no HI: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTsl nepBHYHON yTaKOBKH yTBepaxkaeHbr: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHOH YyIaKOBKH yTBepxkAeHbl: 17.02.2025
PL approved: / JIB yreepskaen: 15.05.2024

API name / HanmenoBanue ADC: Cetirizine dihydrochloride / Lletnpusuna auruapoxyiopua
INN / MHH: Cetirizine / Llerupuaun
API manufacturer batch number /

Homep cepuu npoussoautes A®PC: Bl

FP Manufacturer API Batch number / FETA00079

Howmep cepun cy6eranuuu npoussoantes IJID:

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

502 325, Hyderabad, Telangana, India /
I'noxem Unpacrpuec paitut JlumuTen,
Vuactku Ne 174-176, M. JI.A., Bonnapam, Canrapeaau
Juctpukr - 502 325, Xaitnapaban, wrar Tenaurana, Uuaus

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.
HaumeHnoBanme, agpec, JHLEH3HA A5 Solan (HP) 173205, India (license No MNB/05/263). /
IIpousBoacTBeHHAasA miowagka / [lnomagka KOHTPOJs J-p Penpnu'c Jlaboparopuc JIta.,

kadectBa / [lnowmaaka Bpinycka [MpouzpoacteenHoe noapasaencHue-6, Bunn. Kxons, Hanarapx

Poyn, banau, Quctpuxr Conan, X.I1., 173205, Uuaus
(JInuenzus 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 /
IIpumeuanne: [IpoaykT cooTBeTcTBYET TpeOoBaHMsM HJT 3axmwouenne: OJIOBPEHO
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
ITonroroenexo: ITpoBepeHo: [poeepeHo (AOK): | OnobpeHo: Obecneuenue kayecTBa/OTBETCTBEHHOE JIULIO:
P h Rana Ramakant Amit Kumar <
raves mit Ku 4 ’ULL—C’ g LUL g
\)}T 0 )
h . 4l
Date / Date / Date / Date / N2 2024
Jara: 31.03.2026 Jara: 31.03.2026 Hara: 31.03.2026 Hara:

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




Dr.Reddy’s ":'.

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTHOPUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg
Ipoayxr: LleTpuH® TabneTkH, MOKpLIThIE MNIEHOYHOH 0601049KOM, 10 Mr

JauueHsusa Ne

Market / PoiHOK : Russia/ Poccus

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

Cepusi Ne il Pa3zmep cepuu 25,00,000 Ta6
Analytical Repourt No./ . 890001873264 Date of Analysis / 31.03.2026
AHanuTHYeckHii oTyeT Ne Jarta anannsa

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

JlaTa npou3BoaACTBA I'ogen no

Mfg. License No. / .

I1poH3BOACTBEHHAS : MNB/05/263 MLAnber: | JITT-Ne(005456)-(PT-RU)

Homep PY

Analysis performed according to ND: / Anaaus nposeaen no HJI: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTsl nepBu4HOil YIaKoBKH yTBepakaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHOI yNaKkoBKH yTBep:kaeHbI: 17.02.2025
PL approved: / JIB yrBepaaen: 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. /

3akJoueHne o coorBercTBUM: «HacTOAMM s MOATBEPXkIal0, YTO NPHUBEAECHHAS BbIIE UHGOPMAUUS SBISETCS AOCTOBEPHOU M
TOYHOW. DTa cepus MPOAYKLUMH Tpou3BeleHa (BK/OYas yNakoBKy (MapKMpOBKY) M KOHTpPOJb KauecTBa) Ha BbllEyKa3aHHOM
TIPOM3BOJCTBEHHOM MuloLiajke (M10LaaKkax) B MOJHOM COOTBETCTBUHU ¢ TpebosaHusamHU [IpaBun Hagiexameif npon3BoaCcTBeHHOM
npaktuku EBpazuiickoro skoHomuyeckoro cotosza (Ne GMP/EAEU/RU/02329-2025 ot 19 centabps 2025 r.) u TpeGoBaHMAMH
KOHTPOJISl KAYECTBA JIEKAPCTBEHHBIX CPELICTB, @ TAKXKE B COOTBETCTBUH CO CELM(UKALIMAMH, COAECPHKALUMHCS B PETUCTPALIHOHHOM
JOChE CTpaHBI-UMIIOPTEPa. 3aruCH 1O MNPOW3BOACTBY, YMAKOBKE W aHaIH3y IIPOBEPEHBbl, W YCTAHOBJIEHO WX COOTBETCTBHE
TpeGosanusam [Ipasun Hamnexanlell poOU3BOJCTBEHHOM NpakTUKY EBpasUilckoro 3kOHOMHUYECKOrO COK3ay.

Remarks : The Product confirms to ND/

IIpumeuanne: IlpoaykT cooTBeTCTBYET TpeboBannam HJT

Conclusion : APPROVED /
3akiaouenne: OJJOBPEHO

Prepared by / Checked by /
ITonrotosneHo: IIposepeHo:
Pravesh Rana / Ramakant

Checked by (AQA) /
I[MpoeepeHo (AOK):
Amit Kumar

{\/5

Approved by: Quality Assurance/Authorized person /
Onob6peno: Obecneyenue kauecTBa/OTBETCTBEHHOE JTULIO:

Al Chacnng

4

/
Date /

Hara: 31.03.2026

Date/
Jara: 31.03.2026

Date/

Hara: 31.03.2026

Dalerd Q1v3-202¢

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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