Docusign Envelope ID: 02B5D446-83FE-4D51

ISSUED BY: P00078073
ISSUED DATE: 01-06-2026 UNCONTROLLED COPY

-A3C9-1FCBB9DB0OD59

veniiricATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Allerway (levocetirizine) oral drops 5 mg/mL
MMpoaykT: Anniepsdii (JIeBOLIETUPU3HUH), KaIlJIM JIsl IPUEMa BHYTPb, 5 MI/MJI

Market / PoiHok : Russia / Poccust

Batch No. / . Batch Quantity / . 20000 vials /

Cepust Ne : FV260004 Pa3mep cepun 20000 drakoHOB
Analytical Repoort No. / . 890001866335 Date of Analysis / : (26/02/2026)
AHajuTHIeCKHH oT9eT Ne JaTa ananusa

Date of Manufacture / : (02/02/2026) Date of Expiry / : (26/01/2028)

Jlata npou3BoacTBa TI'ogen oo

Mfg. License No. /

IpousBoacTBennast : 01/SK/AP/2015/F/R |MA number: / Homep PY : JIII-Ne(011938)-(PT'-RU)
JuneH3usi Ne

Analysis performed according to ND No / Ananuz nposeaen no HJ/L Ne:
Artworks of primary package approved: / MakeTsl nepBH4HoIi ynakoBku yreepskaennt: 03.10.2025*

Artworks of secondary package approved: / MakeTbl BTOpH4HOIi ynakoBku yTeep:aennr: 03.10.2025%
PL approved: / JIB yrBep:xaen: 03.10.2025*

JIIT-Ne(011938)-(PI'-RU)-031025

Page1 of 12/ Ctp. 1 3 12

Test / [Toka3zaTeanb

Result / Pe3yabTaThl

Specification / Hopma

Description / Onucanne

Colorless, transparent solution / beciiBeTHas,
pO3payvHast KUIKOCTh

Colorless, transparent or slightly opalescent
solution / beciiBeTHas, npo3payHas UM clierka
omnanecuypyromas KuaKoCcTh

Identification / UnenTndpuxanns

2a

Levocetirizine Dihydrochloride
/ Jlesoyemupusuna
OuUcUOPOXIOPUO

HPLC / BOKX

The retention time of the principal
peak in the chromatogram of the
sample solution complies with that of
the principal peak in the
chromatogram of the standard
solution under “Assay.
Levocetirizine dihydrochloride" / Ha
XpoMaTorpamme UCIIBITYEMOTO
pacrtBopa, MOy YeHHOI npu
NPOBEJICHNH UCTIBITaHHS
«KonuuectBeHHOE onpeneneHune.
JleBoueTMpU3NHA JUTHIPOXIOPHIY,
BpeMsi  yJep)KHBaHUs OCHOBHOI'O
MUKa  COOTBETCTBYET  BpPEMEHH
yJIepKMBaHUS OCHOBHOIO THKa Ha
XpomMaTorpaMme CTaHAAPTHOTO
pacTBopa.

The retention time of the principal peak in the
chromatogram of the sample solution shall
comply with that of the principal peak in the
chromatogram of the standard solution under
“Assay. Levocetirizine dihydrochloride" / Ha
XpoMaTorpaMMe  UCIBITYeMOro  pacTBOpa,
MOJy4YeHHOM TpH TPOBENeHWH WCIBITaHUA
«KonnyecrBenHoe ornpezeseHue.
JleBoueTMpU3NHA  TUTHAPOXIOPUA», BpEMs
yJIepKUBaHUS OCHOBHOTO TMHKa JOJKHO
COOTBETCTBOBATH  BPEMEHHW  yAEPKMBAHUS
OCHOBHOTO  THKa Ha  XpoMmarorpamme
CTaH/apTHOT'O PacTBopa.

Conclusion : APPROVED /
3axnoyenue: OJJOBPEHO

Approved by: Quality Assurance/Authorized person /
Ono6peno: Obecrieyenne kauectBa/OTBETCTBEHHOE JTUTIO:

r—sg ed by:

Remarks : The Product confirms to ND/
Ipumeuanue: IponykT coorBeTcTBYeT TpeOoBanusam HJI
Prepared by / TTonroroeneno: |[Checked by / Checked by (AQA) /
IIpoBepeHo: ITposepeHo (AOK):
Signed by:
(—Vallun Gowri (_ Signed by Signed by:
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ISSUED BY: P00078073

ISSUED DATE: 01-06-2026 UNCONTROLLED COPY

-A3C9-1FCBB9DB0OD59

veniiricATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product : Allerway (levocetirizine) oral drops 5 mg/mL
MpoaykT: Anniepsdii (JIeBOLIETUPU3HMH), KallJIM JIsl IPUEMa BHYTPb, 5 MI/MJI
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Mfg. License No. /

IpousBoacTBennast : 01/SK/AP/2015/F/R |MA number: / Homep PY : JIII-Ne(011938)-(PT'-RU)

JuneH3us Ne

Analysis performed according to ND No / Ananus nposeaen no HJI Ne: JIIT-Ne(011938)-(PT-RU)-031025
Artworks of primary package approved: / MakeTsl nepBH4HoIi ynakoBku yreepskaennt: 03.10.2025*
Artworks of secondary package approved: / MakeTbl BTOpH4HOIi ynakoBku yTeep:aennr: 03.10.2025%
PL approved: / JIB yrBep:xaen: 03.10.2025*
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2b |Levocetirizine Dihydrochloride
/ Jlesoyemupusuna
OuUcUOPOXIOPUO

HPLC (PD4) / BOXKX ¢
OUOOHO-MAMPUYHBLM
0emeKkmopom

UV spectrum of the principal peak in |[UV spectrum of the principal peak in the
the chromatogram of the sample [chromatogram of the sample solution obtained
solution obtained during the test |[during the test “Assay. Levocetirizine
“Assay. Levocetirizine |dihydrochloride" should correspond to UV
dihydrochloride" corresponds to UV |spectrum of the principal peak in the
spectrum of the principal peak in the |[chromatogram of the standard solution. / Y®-
chromatogram of the standard |cnekTp OCHOBHOro muKa Ha XpomaTorpaMme
preparation. / Y ®-crieKTp OCHOBHOTO |UCIIBITYEMOI'0 pacTBOpa, MOJNYYeHHOUW MpH

IMUKa Ha XpomarorpamMmme |MpoBEACHUU UCIIbITAaHUA «KomuecTBeHHOE
HCIIBITYEMOI'O pacTBOpa, |onpeaACIICHUE. HeBOHeTI/IpI/BI/IHa
nonyquHoﬁ npu MPOBEAEHUUN | AUTUAPOXJIOPUA», HOJLKEH COOTBETCTBOBATH
HUCHBITaAHUA «KonnvecTBeHHOE TaKOBOMY Ha Xpomarorpamme CTaHIapTHOI'O
onpeaejacHue. HeBOHeTHpH’&HHa pacTtBoOpa.

JUTHAPOXJOPUT»,  COOTBETCTBYET
TaKOBOMY  Ha  Xpomarorpamme
CTaHJapTHOIO pacTBOpA.

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

S DSE930FIOA144CB1BIFEF285D)I

Ipumeuanue: IponykT coorBeTcTBYeT TpeOoBanusam HJI 3akarouenue: OJOBPEHO
Prepared by / TTonroroeneno: |[Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
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ISSUED DATE: 01-06-2026 UNCONTROLLED COPY
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veniiricATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Allerway (levocetirizine) oral drops 5 mg/mL

MMpoaykT: Anniepsdii (JIeBOLIETUPHU3HH),

KaruIi JUTS TpUeMa BHYTPb, 5 MI/MJI

Market / PoiHok : Russia / Poccust
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Cepust Ne : FV260004 Pa3mep cepun 20000 drakoHOB
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Date of Manufacture / : (02/02/2026) Date of Expiry / : (26/01/2028)
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2c¢ |Methyl Parahydroxybenzoate /

Memunnapazuopoxcubenzoam
HPLC / BOXX

The retention time of the peak of

Methyl Parahydroxybenzoate
(Methyl Paraben) in the
chromatogram of the sample

preparation complies with that of the
peak of Methyl Parahydroxybenzoate

MertunnaparuapokcuoeH30aT

)4

The retention time of the peak of Methyl
Parahydroxybenzoate in the chromatogram of
the sample solution shall comply with that of
the peak of Methyl Parahydroxybenzoate in the
chromatogram of the standard solution under
test “Assay. Methyl Parahydroxybenzoate and

(Methyl Paraben) in the |Propyl parahydroxybenzoate” / Ha
chromatogram of the standard |[xpomaTrorpamme ucCHbITYyeMOro  pacTBopa,
preparation under assay test of [momyueHHOW TIpM TIPOBEAEHWUHM WCIBITAHUS
preservatives” ” / Ha [«KonnuectBeHHOE onpeJeNeHue.
XpomMaTorpaMme ucneITyeMoro |Merunmaparuipokcudensoar "
pacTBopa, MOy 4YeHHO NpH | TPOTIMIIIaparuJpoKcuOeH30aTy, BpeMs
NpOBeJICHUU UCIIBITaHUA |yIepKUBaHUs nmuKa
«KonnvectBeHHO®  ompeseneHue. |MeTHINaparuapokcuben3oara JIOJKHO

COOTBETCTBOBATb BPEMEHU Yy ACPKHMBAHUA IMUKa

MPOMIINAPArHIPOKCUOCH30aTy,

BpeMs yJepKUBaHUs nMKa
MeTHIInaparnapokcuden3oaTa
COOTBETCTBYET BpeMeHN
yJAepKHUBaHUs nuKa
MeTWINaparupokcubeH3oata  Ha
Xpomarorpamme CTaHIaPTHOTO
pacTtBopa.

MeTHIInaparunapokcudeH3oaTa
XpoMaTorpaMmme CTaHIapTHOTO pacTBopa.

Ha

Remarks : The Product confirms to ND/

Ipumeuanue: IponykT coorBeTcTBYeT TpeOoBanusam HJI

Conclusion : APPROVED /
3axnoyenue: OJJOBPEHO

Prepared by / TTonroroeneno: |[Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
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veniiricATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Allerway (levocetirizine) oral drops 5 mg/mL
MpoaykT: Anniepsdii (JIeBOLIETUPU3HMH), KallJIM JIsl IPUEMa BHYTPb, 5 MI/MJI

Market / PoiHok : Russia / Poccust

Batch No. / . Batch Quantity / . 20000 vials /

Cepust Ne : FV260004 Pa3mep cepun 20000 drakoHOB
Analytical Repoort No. / . 890001866335 Date of Analysis / : (26/02/2026)
AHajuTHIeCKHH oT9eT Ne JaTa ananusa

Date of Manufacture / : (02/02/2026) Date of Expiry / : (26/01/2028)

Jlata npou3BoacTBa TI'ogen oo

Mfg. License No. /

IpousBoacTBennast : 01/SK/AP/2015/F/R |MA number: / Homep PY : JIII-Ne(011938)-(PT'-RU)
JuneH3usi Ne

Analysis performed according to ND No / Ananus nposeaen no HJI Ne: JIIT-Ne(011938)-(PT-RU)-031025
Artworks of primary package approved: / MakeTsl nepBH4HoIi ynakoBku yreepskaennt: 03.10.2025*
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2d |Methyl Parahydroxybenzoate /

Memunnapazuopoxcubenzoam

HPLC (PDA) / BOXKX ¢
OUOOHO-MAMPUYHBLM
0emexmopom

UV spectrum of the peak of Methyl
Parahydroxybenzoate (Methyl
Paraben) on the chromatogram of the
sample preparation, obtained during
test “Assay of Preservatives”
corresponds to the UV spectrum of
the Methyl Parahydroxybenzoate
(Methyl Paraben) peak in the
chromatogram of the standard
preparation / VY®-crmekTp mHKa
MeTWiInaparnpokcubeHsoata  Ha
Xpomarorpamme UCIBITYEMOT0
pacTBopa, NOJIyYeHHOH npu
MpOBeJIeHNH UCTIBITAaHNS
«KonnyectBeHHOE  ompezeneHue.
MertunnnaparnapokcnbeH3oar "
nponuinaparuipokcubeH3oary,

cooTBeTcTBYeT Y®D-crekTpy muka

MeTHIIaparupokcubeHsoara  Ha
Xpomarorpamme CTaHJapTHOTO
pacTtBopa.

UV  spectrum of the peak of Methyl
Parahydroxybenzoate on the chromatogram of
the test solution, obtained during test “Assay.
Methyl Parahydroxybenzoate and Propyl
parahydroxybenzoate” must correspond to the
uv spectrum of the Methyl
Parahydroxybenzoate peak in the
chromatogram of the standard solution / Y®-
CTIEKTp MHKa MEeTHINaparuapokcuOen3oaTa Ha
XpoMaTorpaMMe  HCHBITYeMOro  pacTBOpa,

nonyquHoﬁ npru MNPpOBECACHUU UCHBITaAHUA
«KonnyecrBeHHOE ornpeneneHue.
MeTtunnaparuipokcuoeHs3oar u
[pONUINaparuApoKcuoeH30ar, JOJIKEeH
COOTBETCTBOBAaTh Y ®-cniektpy nMKa
MeTHIInaparnapokcuden3oarTa Ha

XpoMartorpaMmme CTaHaapTHOIO pacTBopa.

Remarks : The Product confirms to ND/

Ipumeuanue: IponykT coorBeTcTBYeT TpeOoBanusam HJI

Conclusion : APPROVED /
3axnoyenue: OJJOBPEHO

Approved by: Quality Assurance/Authorized person /
Ono6peno: Obecrieyenne kauectBa/OTBETCTBEHHOE JTUTIO:

Signed by
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veniiricATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Allerway (levocetirizine) oral drops 5 mg/mL
MpoaykT: Anniepsdii (JIeBOLIETUPU3HMH), KallJIM JIsl IPUEMa BHYTPb, 5 MI/MJI

Market / PoiHok : Russia / Poccust

Batch No. / . Batch Quantity / . 20000 vials /

Cepust Ne : FV260004 Pa3mep cepun 20000 drakoHOB
Analytical Repoort No. / . 890001866335 Date of Analysis / : (26/02/2026)
AHajuTHIeCKHH oT9eT Ne JaTa ananusa

Date of Manufacture / : (02/02/2026) Date of Expiry / : (26/01/2028)

Jlata npou3BoacTBa TI'ogen oo
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JuneH3usi Ne

Analysis performed according to ND No / Ananus nposeaen no HJI Ne: JIIT-Ne(011938)-(PT-RU)-031025
Artworks of primary package approved: / MakeTsl nepBH4HoIi ynakoBku yreepskaennt: 03.10.2025*
Artworks of secondary package approved: / MakeTbl BTOpH4HOIi ynakoBku yTeep:aennr: 03.10.2025%
PL approved: / JIB yrBep:xaen: 03.10.2025*
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2e |Propyl parahydroxybenzoate /

Iponunnapaeuopoxcudensoam
HPLC / BOXX

The retention time of the peak of
Propyl Parahydroxybenzoate (Propyl
Paraben) in the chromatogram of the
sample preparation complies with
that of the peak of Propyl
Parahydroxybenzoate (Propyl
Paraben) in the chromatogram of the

standard preparation under assay test
of preservatives” / Ha
XpoMaTorpamMme UCTIBITYEeMOTO
pacrtBopa, MOy YeHHOI npu
MPOBENICHUH WCTIBITaHHS
«KonnyectBeHHOE ~ OmpexeneHue.

MertunnaparuapokcndeH3oat
NpONUIINaparuIpoKcHoeH30ar»,

u

BpeMs yAepKUBaHUS uKa
nponuinaparuipokcubensoara
COOTBETCTBYET BpEeMeHH
yAePKUBaHUS nmKa
nponuinaparuipokcubenzoara Ha
XpomMaTorpaMme CTaHAAPTHOTO
pacTBopa.

The retention time of the peak of Propyl
Parahydroxybenzoate in the chromatogram of
the sample solution shall comply with that of
the peak of Propyl Parahydroxybenzoate in the
chromatogram of the standard solution under
test “Assay. Methyl Parahydroxybenzoate and
Propyl Parahydroxybenzoate” / Ha
XpoMaTorpaMMe  HCIBITYEeMOTO  pacTBOpa,
MOJYYEeHHO! TpW MPOBENSHUH HCIBITAHUS
«KonnvecrBenHoe orpeJieTieHue.
MertunnnaparnapokcnbeHsoar "
NPONMIIaparuJpoKcudeH30aT, BpeMs
yepKUBaHUS nuKa
nponuinaparupokcudensoara JIOJKHO
COOTBETCTBOBATh BPEMEHHU YCPKUBAHUs TTHKa
MPOMIINAParuIPOKCHOeH30aTa Ha
XpoMaTorpaMMme CTaHIapTHOTO PacTBOpa.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: [Iponykr coorBeTcTByeT TpeboBanusam HJL 3axnoyenue: OJJOBPEHO
Prepared by / TTonroroeneno: |[Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
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2f" | Propyl parahydroxybenzoate /

Iponunnapaeuopoxcudensoam

HPLC (PDA) / BOXKX ¢
OUOOHO-MAMPUYHBLM
0emexmopom

UV spectrum of the peak of Propyl
Parahydroxybenzoate on the
chromatogram of the test solution,

obtained during test “Assay. Methyl
Parahydroxybenzoate and Propyl
Parahydroxybenzoate” corresponds

to the UV spectrum of Propyl
parahydroxybenzoate peak in the
chromatogram of the standard
solution. / VYd-cnektp mHKa
nponuiInaparupokcnbeH3oara  Ha
XpoMaTorpamme UCIIBITYEMOTO
pacTBopa, MOJTy YeHHOi npu
MpOBeJIeHN N UCTIBITAHUS
«KonnyectBeHHOE  ompezeneHue.
MertunnnaparnapokcnbeH3oar "
MpONUJINaparuJpokcuoeH30aTy,

cooTBeTcTBYyeT Y®d-crekTpy Muka

nponuanaparuapokcubensoara Ha
Xpomarorpamme CTaHapTHOTO
pacTtBopa.

UV  spectrum of the peak of Propyl
Parahydroxybenzoate on the chromatogram of
the test solution, obtained during test “Assay.
Methyl Parahydroxybenzoate and Propyl
Parahydroxybenzoate” must correspond to the
UV spectrum of Propyl Parahydroxybenzoate
peak in the chromatogram of the standard

solution. / Y®-cnektp nuKa
MPOMIINAParuIpOKCHOeH30aTa Ha
XpoMaTorpaMMe  HCMBITYeMOro  pacTBOpa,

nonyquHoﬁ npru MNPOBECACHUU UCHBITaAHUA
«KonmunuectBeHHOE orpeJiesieHue.
MerunnaparuapokcubeH3oar u
nponuinaparupokcudeH30ary, JOJKEH
COOTBETCTBOBATD V®-cnektpy nuKa
MPOMIIAParuIPOKCHOEeH30aTa Ha
XpoMaTorpaMme CTaHJapTHOTO PacTBoOpa.

3 | Clarity / IIpo3pauHocTb

The opalescence of the sample is less

pronounced than the reference
suspension-I /  OnanecueHuus
UCTIBITYEeMOTO oOpasua He
MPEBBIIIACT OTaJIeCIIeHIINIO

CyCIeH3uu cpaBHeHUs |

The opalescence of the sample shall not be
more pronounced than the reference
suspension-l / OmanecueHIys HUCIBITYEMOTO
oOpazua He JIOJDKHA MPEeBBILIATh
onayieCeH MO CYCIIeH3UU CpaBHEHHUs |

4 | Color / llBeTHOCTDH

The Solution is colorless / PactBop
OecLBeTHBIH

Solution should be colorless / PactBop monxkeH
OBITH OECLIBETHBIM

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: IponykT coorBeTcTBYeT TpeOoBanusam HJI 3akarouenue: OJOBPEHO
Prepared by / TTonroroeneno: |[Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
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ISSUED BY: P00078073
ISSUED DATE: 01-06-2026 UNCONTROLLED COPY

Docusign Envelope ID: 02B5D446-83FE-4D51-A3C9-1FCBB9DB0D59

veniiricATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Allerway (levocetirizine) oral drops 5 mg/mL
MpoaykT: Anniepsdii (JIeBOLIETUPU3HMH), KallJIM JIsl IPUEMa BHYTPb, 5 MI/MJI

Market / PoiHok : Russia / Poccust

Batch No. / . Batch Quantity / . 20000 vials /

Cepust Ne : FV260004 Pa3mep cepun 20000 drakoHOB
Analytical Repoort No. / . 890001866335 Date of Analysis / : (26/02/2026)
AHajuTHIeCKHH oT9eT Ne JaTa ananusa

Date of Manufacture / : (02/02/2026) Date of Expiry / : (26/01/2028)

Jlata npou3BoacTBa TI'ogen oo

Mfg. License No. /

IpousBoacTBennast : 01/SK/AP/2015/F/R |MA number: / Homep PY : JIII-Ne(011938)-(PT'-RU)
JuneH3usi Ne

Analysis performed according to ND No / Ananus nposeaen no HJI Ne: JIIT-Ne(011938)-(PT-RU)-031025
Artworks of primary package approved: / MakeTsl nepBH4HoIi ynakoBku yreepskaennt: 03.10.2025*
Artworks of secondary package approved: / MakeTbl BTOpH4HOIi ynakoBku yTeep:aennr: 03.10.2025%
PL approved: / JIB yrBep:xaen: 03.10.2025*
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5 |pH

4.9 /4,9

From 4.5t05.5/014,5 00 5,5

6 | Density' / ILnoTnocTs'

1.0848g/mL / 1,0848r/mn

1.0260 — 1.1340 g/mL / 1,0260 — 1,1340 r/mn

7 | Number of drops in 1 mL /
KoaunuectBo kaneanb B 1 ma

20 drops/mL /20 kamens/mi

Not less than 18 drops/mL and not more than
22 drops/mL / He menee 18 xamens/Mi W He
Oomee 22 kamens/mMi

Dosage Units / {o3a u
OTHOPOJHOCTH A03bI

8 | Dosage and Uniformity of

A single weight deviate by more
than 10% of the average
weight=NONE,and Total weight of
the 10 doses differ by more than
15% of nominal weight of 10 doses
= NONE / Macca Hu oiHO# 1031 HE
OTKJIOHSIETCS OT CpejiHel Macchl
Oomee wem Ha 10 %. CymmapHas
Macca 10 103 He OTKIOHSIETCS OT
HOMHUHaIbHOU Macchkl 10 no3 6osee
yeM Ha 15 %.

Not a single dose weight should deviate by
more than 10 % of the average weight. Total
weight of 10 doses should not differ by more
than 15 % of nominal weight of 10 doses 1 ml
corresponds to 20 drops / Macca HM OJHO
JI03bl He JIOJDKHA OTKJIOHATBCS OT cpeaHeit
Macchl 6osiee yeM Ha 10 %. CymmapHas Macca
10 103 He JOMKHA OTKIOHSTBCS  OT
HOMUWHaJbHOM Maccel 10 103 Oojee yeM Ha
15 %. 1 mn cootBercTBYeT 20 KamsiM.

9 | Extractable Volume /
HN3BjexaeMblii 00beM

The average fill volume obtained
from the 10 containers is more then
100%,and the volume of no
container is less than 95% of the
volume declared in the labelling /
CpenHee 3HauYEHHE o0beMa
conepxumoro 10 ymakoBok Ooree
100 %, u HU OJHA U3 YMAKOBOK He
nMeer o00beM MeHee 95% ot
HOMMHAJILHOTO 00beMa.

The average volume of the contents of
10 packages shall be not less than the 100 %;
the volume of the contents of each individual
package shall be not less than 95 % of the
nominal value. / Cpennee 3HaueHme oObema
cogepxxumoro 10 yrnakoBOK JOMKHO ObITh HE
MeHee 100 %, 1 HM OAHA M3 yNaKOBOK He
IO/DKHA WMeTh o00beM MeHee 95% ot
HOMUHAJILHOTO 00beMa.

10

Related Substances* / lIpumecn*

Remarks : The Product confirms to ND/
Ipumeuanue: IponykT coorBeTcTBYeT TpeOoBanusam HJI

Conclusion : APPROVED /
3axnoyenue: OJJOBPEHO
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Docusign Envelope ID: 02B5D446-83FE-4D51

ISSUED BY: P00078073

ISSUED DATE: 01-06-2026 UNCONTROLLED COPY

-A3C9-1FCBB9DB0OD59

veniiricATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Allerway (levocetirizine) oral drops 5 mg/mL
MpoaykT: Anniepsdii (JIeBOLIETUPU3HMH), KallJIM JIsl IPUEMa BHYTPb, 5 MI/MJI

Market / Poinok : Russia / Poccust

Batch No. / . Batch Quantity / . 20000 vials /
Cepust Ne : FV260004 Pa3mep cepun 20000 drakoHOB
Analytical Report No. / Date of Analysis /

AHaJuTHYEeCKH oTueT No

: 890001866335

Jarta anannza

: (26/02/2026)

Date of Manufacture /

: (02/02/2026)

Date of Expiry /

: (26/01/2028)

Jlata npou3BoacTBa TI'ogen oo
Mfg. License No. /
IpousBoacTBennast : 01/SK/AP/2015/F/R |MA number: / Homep PY : JIII-Ne(011938)-(PT'-RU)

JuneH3us Ne

Analysis performed according to ND No / Ananus nposeaen no HJI Ne: JIIT-Ne(011938)-(PT-RU)-031025
Artworks of primary package approved: / MakeTsl nepBH4HoIi ynakoBku yreepskaennt: 03.10.2025*
Artworks of secondary package approved: / MakeTbl BTOpH4HOIi ynakoBku yTeep:aennr: 03.10.2025%
PL approved: / JIB yrBep:xaen: 03.10.2025*
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Impurity A /Ilpumecs A

Highest individual unspecified

impurity /  Eaunununas
HecrenuULUUPOBaHHast
pUMech”

Below Limit of Detection (LOD:0.05%)//

Hwoxe npeacia KOJM4eCTBEHHOTO

onpeaenenus (IIKO = LOD:0.05%)/ %)

Below Limit of Detection
(LOD:0.075%)// Huxe nipenena

obuapyxenust (I10 = LOD:0.075%)// %)

Not more than 1.0 % / He 6oiee 1,0 %

Not more than 0.4 % / He 6oiee 0,4 %

Total impurities /
CyMmMma npumeceii

0.0%/0,0%

Not more than 3.0 % / He 6oiee 3,0 %

10

Microbiological purity' / Mukpo6uoaorndeckas yncrora’

Category 34 / Kamezopus 3A.

Total Aerobic Microbial
Count / O01iee ynciio
a’pOOHBIX MUKPOOPTaHIN3MOB

<10 CFU/ml /
Memnee 10> KOE/mn

Not more than 10> CFU/ml /
He 6onee 10> KOE/Mn

Total Combined Yeast and
moulds count / O01iee yncio
JPOXOKEBBIX U MJIECHEBBIX
rpudoB

Less than 10! CFU/ml /
Menee 10" KOE/ma

Not more than 10' CFU/ml /
He 6onee 10! KOE/Mn

Escherichia Coli

Absent in 1 ml/
OtcyTcTBYyeT B 1 M

Shell be absent in 1 ml /
OrcytcrBue B 1 M

11

Assay / KontnuecTBeHHOe onpeiesieHHe

Remarks : The Product confirms to ND/

Ipumeuanue: IponykT coorBeTcTBYeT TpeOoBanusam HJI

Conclusion : APPROVED /
3axnoyenue: OJJOBPEHO

Approved by: Quality Assurance/Authorized person /
Ono6peno: Obecrieyenne kauectBa/OTBETCTBEHHOE JTUTIO:

Signed by

Prepared by / TTonroroeneno: |[Checked by / Checked by (AQA) /
rs‘gm oy IIpoBepeHo: Iposepeno (AOK):
i i Signe Signed by:
Valluri Gowri — igned by, (— o
Date / Lé:gc::: o e ™ | ID)atdD/ sonervans: Lt sam Datdl sarevene remvanuaien, N ate / .';
. 1A62C7COE02A4A0190BBS7EA264E5528 . 2132133 ?i"’?’é\.'ﬂ??é??ifzd7' 4 g LS\gmng Time: 01-Jun-26 | 6:33:30 P .
LI[aTa. I[aT - D5E930F99A1MC81BSFEF285Dng%Ta A37D8733E7FB47F8B5D2B7A0DI m’ra'

[ano) Kumar sanu

Signer Name: Manoj Kumar Sahu

Signing Reason: | approve this document
l Signing Time: 01-Jun-26 | 9:01:15 PM IST

e L A A T s




ISSUED BY: P00078073
ISSUED DATE: 01-06-2026 UNCONTROLLED COPY

Docusign Envelope ID: 02B5D446-83FE-4D51-A3C9-1FCBB9DB0D59 B
9 P v iCATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Allerway (levocetirizine) oral drops 5 mg/mL
MpoaykT: Anniepsdii (JIeBOLIETUPU3HMH), KallJIM JIsl IPUEMa BHYTPb, 5 MI/MJI

Market / PoiHok : Russia / Poccust

Batch No. / . Batch Quantity / . 20000 vials /

Cepust Ne : FV260004 Pa3mep cepun 20000 drakoHOB
Analytical Repoort No. / . 890001866335 Date of Analysis / : (26/02/2026)
AHajuTHIeCKHH oT9eT Ne JaTa ananusa

Date of Manufacture / : (02/02/2026) Date of Expiry / : (26/01/2028)

Jlata npou3BoacTBa TI'ogen oo

Mfg. License No. /

IpousBoacTBennast : 01/SK/AP/2015/F/R |MA number: / Homep PY : JIII-Ne(011938)-(PT'-RU)
JuneH3usi Ne

Analysis performed according to ND No / Ananus nposeaen no HJI Ne: JIIT-Ne(011938)-(PT-RU)-031025
Artworks of primary package approved: / MakeTsl nepBH4HoIi ynakoBku yreepskaennt: 03.10.2025*
Artworks of secondary package approved: / MakeTbl BTOpH4HOIi ynakoBku yTeep:aennr: 03.10.2025%

PL approved: / JIB yrBep:xaen: 03.10.2025*
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Levocetirizine dihydrochloride

Not less than 95.0 % and not more than 105.0

/ Jlesoyemupusuna % of the labelled amount of levocetirizine
OUUOPOXIOPUO dihydrochloride (C»1H2sCIN,O3-2HCI). (Not
less than 4.75 mg/ml and not more than 5.25

HPLC/ BIKX 101.4 % /101.4% mg/ml) / He menee 95,0 % u ne 6onee 105,0 %
5.07mg/ml /5,07 B 1 mn oT HOMUHAJILHOTO coziepiKaHus

JIeBOLIETUPU3UHA JUTHIPOXJIOpHIA

(C21H25CIN,O3-2HCI)
(He meHee 4,75 mr u He Ooiee 5,25 Mr B 1 M)

Methyl Parahydroxybenzoate’

Not less than 84.0 % and not more than 120.0

/ Memunnapazudpokcu- % of the labelled amount

3
(1t 13608 s ot mor
HPLC / BOXX 1.6046 mg /ml, 1.6046r B 1 Mn ; & e

120,0 % OT HOMHUHANBHOTO COJEpXKaHUS
(ne menee 1,3608 mr u He Gonee 1,944 mr B 1
MJT)

Propyl Parahydroxybenzoate’

Not less than 84.0 % and not more than 120.0

/ Hponunnapazuopoxcu- % of the labelled amount

3
0902902 | b0 1312 mgmdnd st ors o
HPLC / BOXX 0.1782 mg /ml, 0,1782mr B 1 M - & e

120,0 % OT HOMHHAJIBHOTO COJEPKAHUS

(ne menee 0,1512 mr u He Gonee 0,216 Mr B 1
MJ1)

Conclusion : APPROVED /
3axnoyenue: OJJOBPEHO

Remarks : The Product confirms to ND/
Ipumeuanue: IponykT coorBeTcTBYeT TpeOoBanusam HJI
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Docusign Envelope ID: 02B5D446-83FE-4D51

ISSUED BY: P00078073

ISSUED DATE: 01-06-2026 UNCONTROLLED COPY

-A3C9-1FCBB9DB0OD59

veniiricATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Allerway (levocetirizine) oral drops 5 mg/mL
MpoaykT: Anniepsdii (JIeBOLIETUPU3HMH), KallJIM JIsl IPUEMa BHYTPb, 5 MI/MJI

Market / PoiHok : Russia / Poccust

Batch No. / . Batch Quantity / . 20000 vials /

Cepust Ne : FV260004 Pa3mep cepun 20000 drakoHOB
Analytical Repoort No. / . 890001866335 Date of Analysis / : (26/02/2026)
AHajuTHIeCKHH oT9eT Ne JaTa ananusa

Date of Manufacture / : (02/02/2026) Date of Expiry / : (26/01/2028)

Jlata npou3BoacTBa TI'ogen oo

Mfg. License No. /

IpousBoacTBennast : 01/SK/AP/2015/F/R |MA number: / Homep PY : JIII-Ne(011938)-(PT'-RU)
JuneH3usi Ne

Analysis performed according to ND No / Ananus nposeaen no HJI Ne: JIIT-Ne(011938)-(PT-RU)-031025
Artworks of primary package approved: / MakeTsl nepBH4HoIi ynakoBku yreepskaennt: 03.10.2025*
Artworks of secondary package approved: / MakeTbl BTOpH4HOIi ynakoBku yTeep:aennr: 03.10.2025%

PL approved: / JIB yrBep:xaen: 03.10.2025*
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13 | Package / Onucanue

YHaKOBKH

20 mL in amber glass screw-neck
vials sealed with polyethylene
droppers and tamper-evident, child-
resistant polymer screw caps.

A label is placed on the vial.

1 vial with a package insert in a
carton. / [lo 20 mn Bo ¢nakoHBbI
TEMHOTO0  CTeKJla C  BHHTOBOM
TOPJIOBHUHOTA, YKYTOpeHHbIE
npoOKaMu-KaneIbHULAMU
MOJIMATUIICHOBBIMA ¥ KPBILITKAMHU
HABUHYMBAEMBIMH W3 TIOJIMMEPHBIX
MaTepUaioB C KOHTPOJIEM IEepBOro
BCKPBITHS M 3al0UTOHN OT JETEN.

Ha ¢nakon HakneeHa sTHKeTKA.

[lo 1 (d¢nakony ¢ naUCTKOM-
BKIIQJbIIIIEM TOMELICHbl B MauKy
KapTOHHYIO.

20 mL in amber glass screw-neck vials sealed
with polyethylene droppers and tamper-
evident, child-resistant polymer screw caps.

A label is placed on the vial.

1 vial with a package insert in a carton. / [To 20
MJI BO (pJIaKOHBI TEMHOT'O CTEKJIa C BUHTOBOM
FOpJIOBUHOH,  YKyNOpeHHble  IpoOKaMu-
KarnenbHULIaMU MOJUATUIEHOBBIMU u
KPBILITKAMH HaBUHYMBAEMBIMH u3
MOJIMMEPHBIX ~ MaTepHallOB €  KOHTpPOJIEM
IIEPBOr0 BCKPBITHSA U 3aIUTON OT JeTel.

Ha ¢nakoH HakienBarOT STHKETKY.

[Tlo 1 d¢nakoHy ¢ JHCTKOM-BKIAABIIIEM
MOMEIIAIOT B NaYKy KapTOHHYIO.

14 |Labeling / MapkupoBka

Complies / CooTBeTcTBYEeT

In accordance with the Section 1.3.2 of Module
1 of registration dossier. / B cooTBeTcTBUM ¢
paznenom 1.3.2 Monynst 1 perucTpauuoHHOro
JIOChe.

15 |Storage conditions / YcaoBus

XpaHeHHus

Store below 25 °C. / [1pu Temneparype He Bbime 25 °C.

16 |Shelf life (expiry date) / Cpok

rOAHOCTH (CPOK XpaHeHHS)

2 years. / 2 rona.

Store for 3 months after opening. / [locie BCKpBITUS YITAaKOBKH — 3 MecsIIa.

Notes: / [lpumeuanus:

1. The manufacturer monitors drug product quality in terms of this parameter in accordance with the in-house procedure. During drug product quality
control in EAEU determining this parameter in accordance with EAEU Ph. is allowed; / 1. [Ipou3BoauTens KOHTPOIUPYET KAYECTBO JTEKAPCTBEHHOTO
npenapara 1o JaHHOMY TI0Ka3aTeNo B COOTBETCTBUH ¢ METOAMKOM upMbl. [Ipu KoHTpoIIE KauecTBa JIekapcTBEHHOTO Mpenapara Ha Tepputopuu EADC
JIOIYCKAeTCsl OMpEIeNICHUE TAHHOTO moKazaress B coorreTcTBuu ¢ PEADC.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: [Iponykr coorBeTcTByeT TpeboBanusam HJL 3axnoyenue: OJJOBPEHO
Prepared by / TTonroroeneno: |[Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
Sanod oy IposepeHo: Iposepero (AOK): ||Omobpeno: Obecnieuenne kauecTBa/OTBETCTBEHHOE JTUTIO:
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Docusign Envelope ID: 02B5D446-83FE-4D51

ISSUED BY: P00078073

ISSUED DATE: 01-06-2026 UNCONTROLLED COPY

A N i 1 ATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Allerway (levocetirizine) oral drops 5 mg/mL
MpoaykT: Anniepsdii (JIeBOLIETUPU3HMH), KallJIM JIsl IPUEMa BHYTPb, 5 MI/MJI

Market / Poinok : Russia / Poccust

Batch No. / . Batch Quantity / . 20000 vials /
Cepust Ne : FV260004 Pa3mep cepun 20000 drakoHOB
Analytical Report No. / Date of Analysis /

AHaJuTHYEeCKH oTueT No

: 890001866335

Nlara anannos : (26/02/2026)

Date of Manufacture /

JlaTa npou3BoacTBa  (02/02/2026)

Date of Expiry /

ToxeH 10 s (26/01/2028)

Mfg. License No. /
IMpousBoacTBeHHasI
JuneH3us Ne

: 01/SK/AP/2015/F/R

MA number: / Homep PY : JIII-Ne(011938)-(PT-RU)

Analysis performed according to ND No / Ananus nposeaen no HJI Ne: JIIT-Ne(011938)-(PT-RU)-031025
Artworks of primary package approved: / MakeTsl nepBH4HoIi ynakoBku yreepskaennt: 03.10.2025*
Artworks of secondary package approved: / MakeTbl BTOpH4HOIi ynakoBku yTeep:aennr: 03.10.2025%

PL approved: / JIB yrBep:xaen: 03.10.2025*
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2. Report the highest individual unspecified impurity is higher whichever from related substances Method-A and Method-B / 2. B kadectse pe3ysibrara
115 iokazarens « EnquHudHas HecniennuiMpoBaHHasi IPUMECH) YKa3bIBAIOT HauOOIIblIee 3HAYCHHE, MOJTyUEHHOE 110 METo/y A WiH 1o Meroy B.

3. Nominal content of Methyl Parahydroxybenzoate 1.62 mg/ml, Propyl Parahydroxybenzoate 0.18 mg/ml. / 3. HomuHaneHOe conepikanue
MeTunaparuapokcudensoara 1,62 mr/mi, nponuinaparuapokcudensoara 0,18 mr/mi.

4. Release specification limits for the "Related substances" test: / 4. Hopma cnenudukanny npy BeITycke 1o nokasarento «lIpumecy:

Impurity A — not more than 0.5 %; / [Ipumecs A — He 6onee 0,5 %;

Highest individual unspecified impurity — not more than 0.2 %; / Exunudnas svecriermduippoBantas npumech — He 6oiee 0,2 %;

Total impurities — not more than 1.0 %. / Cymma npumeceit — ue 6omnee 1,0 %.

API name / HaumenoBanune ADC:

Levocetirizine dihydrochloride / JleBouieTrpu3nHa TUTHIAPOXIOPHT

INN / MHH:

Levocetirizine / JIeBoleTUpU3HH

API manufacturer batch number /

npousBoautens ['JID:

Homep cepun npousBoguresa ADC: ACRH000927
FP Manufacturer API Batch number /
Homep cepun cyocTaHIIum FPRA00028

API Manufactured by, address &
country /
IIpouszogurean APC, agpec U cTpaHa:

Dr. Reddy's Laboratories Ltd.,

Chemical Technical Operations, Unit-III, Plot No. 116, Sri Venkateswara
Co-Operative Industrial Estate, IDA, Bollaram Village, Jinnaram (Mandal),
Sangareddy District- 502325, Telangana, India /

I-p Pennn’c Jlabopatopuc Jltn.,

[Moapaznenenue XMMUKO-TexHOJOTHYeckuX onepauuii-III, Yuactok Ne 116,
Kooneparusno-ITpombiiunennsiii kommiexe llpu Benkarecsapa, UJIA,
bonnapam Bunnamk, xunnapam Maunpan, Canrapenau Jucrpukr, 502 325,
Tenanrana, Uaaus

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

HaumeHoBaHHe, apec H HOMep
JIMIEH3UH TLIOMIAKH,

OCYLIeCTBJIS IO

Dr. Reddy's Laboratories Ltd., India, FTO-SEZ-Process Unit-02, Survey
No’s. 70, 71 & 73, Devunipalavalasa Village, Ranasthalam, Mandal,
Srikakulam District — 532409, Andhra Pradesh, India (License No
01/SK/AP/2015/F/R
H-p Penau’c Jlabopatopuc JIta., Uaaus, [Tpon3BoacTBeHHOE MOApa3aeieHne
— SEZ —IlpousBoactBeHHblit 010k — 02, Yuactku Ne 70, 71 u 73,

Remarks : The Product confirms to ND/

Ipumeuanue: IponykT coorBeTcTBYeT TpeOoBanusam HJI

Conclusion : APPROVED /
3axnoyenue: OJJOBPEHO

Prepared by / TTonroroeneno: |[Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
oot IposepeHo: Iposepero (AOK): ||Omobpeno: Obecnieuenne kauecTBa/OTBETCTBEHHOE JTUTIO:
i y:
FValluri Gowri ( Signed by. [ Sioned fY " —Signed by
igner Name: Vaiur Gowr T | Jororae Tt T S
Date / Lz:g:::g T e ||Datd) sow s taone s DAY sorrvare rarosoraan, JIDALE /0 sorervame vomaomoon
LI[aTa: 1A62C7COE02A4A0190BB57EA264E5528 HaT : Z‘:gago:::;\:;g;:g;:;;g QIQBT + Signing Time: 01-Jun-26 | 6:34:51 P! ‘Z[jana: L Signing Time: 01-Jun-26 | 8:02:39 PM IST
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Docusign Envelope ID: 02B5D446-83FE-4D51-A3C9-1FCBB9DB0D59 B
9 P v iCATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Allerway (levocetirizine) oral drops 5 mg/mL
MpoaykT: Anniepsdii (JIeBOLIETUPU3HMH), KallJIM JIsl IPUEMa BHYTPb, 5 MI/MJI

Market / PoiHok : Russia / Poccust

Batch No. / . Batch Quantity / . 20000 vials /

Cepust Ne : FV260004 Pa3mep cepun 20000 drakoHOB
Analytical Repoort No. / . 890001866335 Date of Analysis / : (26/02/2026)
AHajuTHIeCKHH oT9eT Ne JaTa ananusa

Date of Manufacture / : (02/02/2026) Date of Expiry / : (26/01/2028)

Jlata npou3BoacTBa TI'ogen oo

Mfg. License No. /

IpousBoacTBennast : 01/SK/AP/2015/F/R |MA number: / Homep PY : JIII-Ne(011938)-(PT'-RU)
JuneH3usi Ne

Analysis performed according to ND No / Ananus nposeaen no HJI Ne: JIIT-Ne(011938)-(PT-RU)-031025
Artworks of primary package approved: / MakeTsl nepBH4HoIi ynakoBku yreepskaennt: 03.10.2025*
Artworks of secondary package approved: / MakeTbl BTOpH4HOIi ynakoBku yTeep:aennr: 03.10.2025%
PL approved: / JIB yrBep:xaen: 03.10.2025*

Page 12 of 12 / Ctp. 12 u3 12
N POU3BOACTBO/KOHTPOJIb HeByHunanaBanaca Bumnamxk, Panacranam Mannan, [llpukakynam Juctpukr
kavecTBa/Boinyck I'JID — 532409, Aunxpa [panem, Unaus (Jluuensus NeQ1/SK/AP/2015/F/R

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 (No. GMP/EAEU/RU/00975-2023 dt. 24 August 2023) 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». /

3akJouenne o cooTBeTcTBHH: «HacTosmumm s moaTBepkAao, YTo NpHBeIeHHas Bbille HH(OPMaLUs SBISETCS JOCTOBEPHOI
U TOUHON. DTa cepusi IPOAYKL UM NPOU3BEAEHA (BKIIIOYAsl YIIAKOBKY (MAPKUPOBKY ) U KOHTPOJb KAY€CTBA) HA BbIIIEYKA3aHHOM
MPOM3BOJCTBEHHONW IMomaake (TUIolWaaKax) B TIOJHOM COOTBETCTBMM ¢ TpeOoBaHusMu [lpaBun Hajmexareit
MPOM3BOJCTBEHHON NpakTHkK EBpasuiickoro skoHomuueckoro coroda (Ne GMP/EAEU/RU/00975-2023 ot 24 aBrycta 2023)
W TpeOOBaHMSMH KOHTpPOJIS KadecTBa JIEKAPCTBEHHBIX CPEJICTB, a TakkKe B COOTBETCTBHM CO CHEUU(UKAIUIMHA,
COJIePIKAIMMHUCS B PETUCTPALMOHHOM JIOChE CTPaHbI-UMIIOpTepa. 3aucH 10 IPOU3BOJICTBY, YAKOBKE U aHAJIN3Y IIPOBEPEHHBI,
W YCTAaHOBJIEHO MX COOTBeTcTBHe TpeOoBaHusAM [lpaBun Haanexamieidl HpoOW3BOACTBEHHON MNpakTUKH EBpasuiickoro
9KOHOMHUYECKOTO COK3ay.

* The COA was revised in accordance with DEV-0004760 for updating the artwork approval dates.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: IponykT coorBeTcTBYeT TpeOoBanusam HJI 3akarouenue: OJOBPEHO
Prepared by / TTonroroeneno: |[Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
saned by IposepeHo: Iposepero (AOK): ||Omobpeno: Obecnieuenne kauecTBa/OTBETCTBEHHOE JTUTIO:

rValluriGowri —Soredy - Sj""“‘fy .

T U
Date / L?ii:l:i Tmeorsmas sirreemist o |[Dately’ sonervame: Loeia sanvavo | | DAt / Sanerame Ramvabu haten,

. 1A62C7COE02A4A0190BBSTEA264E5528 al_ngg::g?f:“g‘ma"‘f;ﬁge“:ed Jocumen|  Signing Time: 01-Jun-26 | 6:35:20 PM
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Electronic Record and Signature Disclosure created on: 29-May-20 | 12:59
Parties agreed to: Valluri Gowri, Lekkala Sathibabu, Rambabu Nallam, Manoj Kumar Sahu

ELECTRONIC RECORD AND SIGNATURE DISCLOSURE

From time to time, Dr. Reddy’s Laboratories Ltd (GxP Docs) - AU (we, us or Company) may be
required by law to provide to you certain written notices or disclosures. Described below are the
terms and conditions for providing to you such notices and disclosures electronically through the
DocuSign system. Please read the information below carefully and thoroughly, and if you can
access this information electronically to your satisfaction and agree to this Electronic Record and
Signature Disclosure (ERSD), please confirm your agreement by selecting the check-box next to
‘I agree to use electronic records and signatures’ before clicking ‘CONTINUE’ within the
DocuSign system.

Getting paper copies

At any time, you may request from us a paper copy of any record provided or made available
electronically to you by us. You will have the ability to download and print documents we send
to you through the DocuSign system during and immediately after the signing session and, if you
elect to create a DocuSign account, you may access the documents for a limited period of time
(usually 30 days) after such documents are first sent to you. After such time, if you wish for us to
send you paper copies of any such documents from our office to you, you will be charged a
$0.00 per-page fee. You may request delivery of such paper copies from us by following the
procedure described below.

Withdrawing your consent

If you decide to receive notices and disclosures from us electronically, you may at any time
change your mind and tell us that thereafter you want to receive required notices and disclosures
only in paper format. How you must inform us of your decision to receive future notices and
disclosure in paper format and withdraw your consent to receive notices and disclosures
electronically is described below.

Consequences of changing your mind

If you elect to receive required notices and disclosures only in paper format, it will slow the
speed at which we can complete certain steps in transactions with you and delivering services to
you because we will need first to send the required notices or disclosures to you in paper format,
and then wait until we receive back from you your acknowledgment of your receipt of such
paper notices or disclosures. Further, you will no longer be able to use the DocuSign system to
receive required notices and consents electronically from us or to sign electronically documents
from us.

All notices and disclosures will be sent to you electronically



ISSUED BY: P00078073
ISSUED DATE: 01-06-2026 UNCONTROLLED COPY

Unless you tell us otherwise in accordance with the procedures described herein, we will provide
electronically to you through the DocuSign system all required notices, disclosures,
authorizations, acknowledgements, and other documents that are required to be provided or made
available to you during the course of our relationship with you. To reduce the chance of you
inadvertently not receiving any notice or disclosure, we prefer to provide all of the required
notices and disclosures to you by the same method and to the same address that you have given
us. Thus, you can receive all the disclosures and notices electronically or in paper format through
the paper mail delivery system. If you do not agree with this process, please let us know as
described below. Please also see the paragraph immediately above that describes the
consequences of your electing not to receive delivery of the notices and disclosures
electronically from us.

How to contact Dr. Reddy’s Laboratories Ltd (GxP Docs) - AU:

You may contact us to let us know of your changes as to how we may contact you electronically,
to request paper copies of certain information from us, and to withdraw your prior consent to
receive notices and disclosures electronically as follows:

To contact us by email send messages to: deepakmagoo@drreddys.com

To advise Dr. Reddy’s Laboratories Ltd (GxP Docs) - AU of your new email address

To let us know of a change in your email address where we should send notices and disclosures
electronically to you, you must send an email message to us at deepakmagoo@drreddys.com and
in the body of such request you must state: your previous email address, your new email

address. We do not require any other information from you to change your email address.

If you created a DocuSign account, you may update it with your new email address through your
account preferences.

To request paper copies from Dr. Reddy’s Laboratories Ltd (GxP Docs) - AU

To request delivery from us of paper copies of the notices and disclosures previously provided
by us to you electronically, you must send us an email to deepakmagoo@drreddys.com and in
the body of such request you must state your email address, full name, mailing address, and
telephone number. We will bill you for any fees at that time, if any.

To withdraw your consent with Dr. Reddy’s Laboratories Ltd (GxP Docs) - AU

To inform us that you no longer wish to receive future notices and disclosures in electronic
format you may:
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i. decline to sign a document from within your signing session, and on the subsequent page,
select the check-box indicating you wish to withdraw your consent, or you may;

ii. send us an email to deepakmagoo@drreddys.com and in the body of such request you must
state your email, full name, mailing address, and telephone number. We do not need any other
information from you to withdraw consent.. The consequences of your withdrawing consent for
online documents will be that transactions may take a longer time to process..

Required hardware and software
The minimum system requirements for using the DocuSign system may change over time. The

current system requirements are found here: https://support.docusign.com/guides/signer-guide-
signing-system-requirements.

Acknowledging your access and consent to receive and sign documents electronically

To confirm to us that you can access this information electronically, which will be similar to
other electronic notices and disclosures that we will provide to you, please confirm that you have
read this ERSD, and (i) that you are able to print on paper or electronically save this ERSD for
your future reference and access; or (i1) that you are able to email this ERSD to an email address
where you will be able to print on paper or save it for your future reference and access. Further,
if you consent to receiving notices and disclosures exclusively in electronic format as described
herein, then select the check-box next to ‘I agree to use electronic records and signatures’ before
clicking ‘CONTINUE’ within the DocuSign system.

By selecting the check-box next to ‘I agree to use electronic records and signatures’, you confirm
that:

e You can access and read this Electronic Record and Signature Disclosure; and

e You can print on paper this Electronic Record and Signature Disclosure, or save or send
this Electronic Record and Disclosure to a location where you can print it, for future
reference and access; and

e Until or unless you notify Dr. Reddy’s Laboratories Ltd (GxP Docs) - AU as described
above, you consent to receive exclusively through electronic means all notices,
disclosures, authorizations, acknowledgements, and other documents that are required to
be provided or made available to you by Dr. Reddy’s Laboratories Ltd (GxP Docs) - AU
during the course of your relationship with Dr. Reddy’s Laboratories Ltd (GxP Docs) -
AU.





