Docusign Envelope ID: 45D30304-21F8-8F54-81AA-8AC16418496C N
9 P centiricATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Allerway (levocetirizine) oral drops 5 mg/mL
MpoxykT: AtepBdii (JJCBOICTHPH3HH ), KAILIH [T IpUeMa BHYTPb, 5 MI/MIT

Market / Poinox : Russia / Poccust

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

Cepus Ne - Fv260018 Pa3mep cepun © 20000 ¢makoHOB
Analytical Repo“rt No. / - 890001893788 Date of Analysis / © (11/07/2026)
AHaauTndeckuii otuer Ne Jarta ananuza

Date of Manufacture / - (24/06/2026) Date of Expiry / . (31/05/2028)

JaTta npousBojacTBa T'onen no

Mfg. License No. /

Ipou3BoiCTBEeHHAS : 01/SK/AP/2015/F/R  |MA number: / Homep PY : JIII-Ne(011938)-(PI'-RU)
JuneH3us Ne

Analysis performed according to ND No / Ananu3 nposenen mo HJI Ne: JITI-Ne(011938)-(PT-RU)-031025
Artworks of primary package approved: / MakeTsl nepBu4H0ii ynakoBku yreep:knenni: 09.12.2025
Artworks of secondary package approved: / MakeThl BTOpHYHOI YNaKOBKH yTBep:xkaeHbI: 09.12.2025
PL approved: / JIB yrBep:xknen: 03.10.2025
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Ne Test / IToka3zareas

Result / Pe3yabTaThl

Specification / Hopma

1 | Description / Onucanue

Colorless, slightly opalescent
solution/becuBeTHasi, cierka omna
JIECLIMPYIOIIAst JKUIKOCTh

Colorless, transparent or slightly opalescent
solution / BecuBeTtHasi, mpo3payvHasi WK Ciierka
olajecypyroas >XuIKoCTh

2 |ldentification / UnenTuduxamus

2a |Levocetirizine Dihydrochloride
[ Jlesoyemupusuna

oueuopoxiopud
HPLC / BOJXKX

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
XpomMarorpaMmme HUCIBITYEMOT'O
pacTBopa, [OJTYy4YEHHOU npu
IIPOBECACHUU HUCIIBITAaHUA
«KonnuectBennoe OIIpEACICHHUE.
JleBolieTUpU3NHA JUTHAPOXIOPUI,
BpeMA YACpKUBaAHUA OCHOBHOTO
ITMKa COOTBETCTBYET BpPEMCHU
YACpKUBaHHUA OCHOBHOI'O IIMKa Ha
Xpomarorpamme CTaHIapTHOI'O
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
XpOMAaTorpaMMe  HCIIBITYEMOTO  pacTBOpa,
MOJYYeHHOW MpU MPOBEACHUM HCIIBITAHUS
«KonmnaectBennoe OIIPEACIICHUEC.
JleBolieTupu3Ha AUTUAPOXIIOPUA», BpeEMs
YACpKUBAHUA OCHOBHOT'O ITUKa JOJIDKHO
COOTBETCTBOBATH BPEMCHU YACPKUBAHUA
OCHOBHOT'O ITMKa Ha XpomMarorpaMmme
CTaHIAPTHOT'O PACTBOpPA.

Remarks : The Product confirms to ND/

Ipumeuanue: [Ipoxykr cootBeTcTBYeT TpeboBanmsM HJJ

Conclusion : APPROVED /
3akaouenne: OJIOBPEHO

Approved by: Quality Assurance/Authorized person /
Onobpeno: ObecrieueHne kauecTBa/OTBETCTBEHHOE JIUIIO:

(—S\gned by:

Prepared by / Ilonrorosneno: |[{Checked by / Checked by (AQA) /
(_ vs‘fl”ef‘: , IIposepeHno: [Tposepeno (AOK):
U  signer Name: Valluri Gowri I(—Is\gneu o I(_S“gned o s

Signing Time: 17-Jul-26 | 4:04:29 PM IST

T
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2b |Levocetirizine Dihydrochloride |UV spectrum of the principal peak in |UV spectrum of the principal peak in the
[ Jlesoyemupusuna the chromatogram of the sample [chromatogram of the sample solution obtained
OUSUOPOXTIOPUO solution obtained during the test |during the test “Assay. Levocetirizine
HPLC (PDA) / BOXKX ¢ “{\ssay. o Levocetirizine |dihydrochloride" shou!d _correspond to uv
OUOOHO-MampUHBIM dihydrochloride c_orr_esponds to UV [spectrum of the principal peal_< in the
demexmopon spectrum of the principal peak in the |[chromatogram of the standard solution. / Y®-
chromatogram of the standard |cekTp OCHOBHOrO MHKa Ha XpPOMAaTOrpaMme
solution. / Y®-cmeKkTp OCHOBHOTO |HCIILITYEMOTO pPAacTBOPA, IIONYYEHHOM IIpH
ITMKa Ha XpomMarorpaMme [IMIpOBECACHUU HCIBITAHUA «KommuecTtBeHHOE
HUCIIBITYEMOTO pacTBopa, |ONpeneIcHue. JleBolieTuprzuHa
MOJTy4eHHOMU npu MIPOBEACHUM |IUTUAPOXIIOPUI», ITOJDKEH COOTBETCTBOBATH
HUCIIBITaHUA «KonmnuectBeHHOE TaKOBOMY Ha XpomarorpamMmeE CTaHOapTHOI'O
OITpEJICIICHUE. JleBouieTrpu3nHa |pacTBopa.
JUTHIPOXIIOPUD, COOTBETCTBYET
TaKOBOMY Ha Xpomarorpamme
CTaHAAPTHOTO PacTBOpA.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Ipoxykr cootBeTcTBYeT TpeboBanmsM HJJ 3akawuenne: OJJOBPEHO
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2¢ |Methyl Parahydroxybenzoate /

Memuanapazudpokcubenzoam

HPLC / BOJKX

The retention time of the peak of
Methyl Parahydroxybenzoate in the
chromatogram of the sample solution
complies with that of the peak of
Methyl Parahydroxybenzoate in the
chromatogram of the standard

solution under test “Assay. Methyl
Parahydroxybenzoate and Propyl
parahydroxybenzoate” / Ha
Xpomarorpamme HUCIIBITYEMOTO
pacTtBopa, MOJTy4YeHHOU npu
MIPOBECACHUU HUCIIBITAaHUA
«KonnuectBennoe OIpeacCICHHUE.

MerunnaparaapokcuoeH30aT u

MIPOITMITITApar uAPOKCHOEH30aTy,

BpeMs yACpKUBAHHUS KA
MeTHIITIaparuapokcuOeH3oarta
COOTBETCTBYET BpEMEHU
yIEpKUBAHUS KA
METHIITIaparuipokcudeH30arta  Ha
XpOMAaTOrpamMmme CTaHJapPTHOTO
pactBopa.

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
Propyl parahydroxybenzoate” / Ha
XpOMAaTorpaMMe  HCIIBITYEMOTO  pacTBOpa,
MOJYYeHHOW MpHU MPOBEACHUM HCIBITAHUS
«KommuecTBeHHOE OIIpEACIICHUC.
MertunmnaparaapokcudeH3oat u
MIPOTTHJITIAPAr uAPOKCHOCH30aT, BpeEMs
YAEpKUBAHUS IuKa
MeTHITIaparuapokcuoeH30aTa HOJKHO

COOTBETCTBOBATh BPEMEHH YJICPIKUBAHUSI THKA
METHIIIIAparuIpoKcHOeH30aTa Ha
XpOMAaTOrpaMMe CTaHAaPTHOTO PacTBOpA.

Remarks : The Product confirms to ND/

Ipumeuanue: [Ipoxykr cootBeTcTBYeT TpeboBanmsM HJJ

Conclusion : APPROVED /
3akaouenne: OJIOBPEHO
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2d

Methyl Parahydroxybenzoate /
Memuanapazudpokcubenzoam

HPLC (PDA) / BO)XX ¢
OUOOHO-MAMPUUHBIM
demeKkmopom

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

chromatogram of the standard
solution / VY®-cmexkTp  1mMKa
MEeTHIITIaparuapokcudeH3oara Ha
Xpomarorpamme HUCIIBITYEMOTO
pacTtBopa, MOJTy4YeHHOU npu
MIPOBECACHUU HUCIIBITAaHUA
«KonnuectBennoe OIIpEaCICHHUE.

MertunnaparaapokcuoeH3o0aT u
MPONKIIIAParuAPOKCUOCH30aT,

cootBeTcTBYeT Y®d-criekTpy muKa

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-
CIIEKTp THKa METHIIIaparuIpoKCHOeH30aTa Ha
XpOMAaTorpaMMe  HCIBITYEMOTO  pacTBOpa,

NOJy4eHHOH MpU INPOBEICHUU HCIBITAHUS
«Konuuecrennoe OIIpeJieTIeHHE.
MertunmnaparaapokcudeH30at u
IPONUIIIAparuApoKcuOeH30aT», JOJKEH
COOTBETCTBOBATH Y®-cnektpy MHKa
METHUJINaparuApoKkcuOeH3oaTa Ha

XpOMAaTOrpaMMe CTaHAaPTHOTO PacTBOpA.

METHIITIaparuipokcudeH30arta  Ha
XpoMaTorpaMmme CTaHJapPTHOTO
pactBopa.

Remarks : The Product confirms to ND/

Ipumeuanue: [Ipoxykr cootBeTcTBYeT TpeboBanmsM HJJ

Conclusion : APPROVED /
3akaouenne: OJIOBPEHO

Prepared by / Ilonrorosneno: |[{Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
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2e |Propyl parahydroxybenzoate /

Iponunnapazudpoxcubenszoam

HPLC / BOJKX

The retention time of the peak of
Propyl Parahydroxybenzoate in the
chromatogram of the sample solution
complies with that of the peak of
Propyl Parahydroxybenzoate in the
chromatogram of the standard
solution under test “Assay. Methyl
Parahydroxybenzoate and Propyl
Parahydroxybenzoate” / Ha
XpoMaTorpaMmme HUCIBITYEMOI'O
pacTtBopa, MOJTy4YeHHOU npu
MIPOBECACHUU HUCIIBITAaHUA
«KommaecTBeHHOE OIpeacCICHHUE.
MerunnaparaapokcuoeH30aT u
TIPOTIFIIITAPAT U APOKCHOCH30aTy,
BpeMA YACpKUBaAHUA IINKa
TIPOTIMIIITAparuIPOKCHOEH30aTa
COOTBETCTBYET BpPEMCHU
YACpKUBAHUA IIMKa
MIPOTIMIIITAparuIPOKCHOCH30aTa  Ha
Xpomarorpamme CTaHIapTHOI'O
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
XpOMAaTorpaMMe  HCIBITYEMOTO  pacTBOPA,
MOJYYeHHOM TNIpU TMPOBEIACHUU HUCIBITAHUS
«KommuecTBeHHOE OIIPEACIICHUE.
MertunmnaparaapokcudeH3oat u
MIPOTTHJITIAPAr uAPOKCHOCH30aT, BpeEMs
YAEpKUBAHUS IuKa
MIPOTHJITIapar uIpoKCcCHOeH30aTa JIOJDKHO

COOTBETCTBOBATh BPEMEHU Y/ICPKUBAHUS MTHKA
MPOTHJIIIIAParuAPOKCHOeH30aTa Ha
XpOMAaTOrpaMMe CTaHAaPTHOTO PacTBOpA.

Remarks : The Product confirms to ND/

Ipumeuanue: [Ipoxykr cootBeTcTBYeT TpeboBanmsM HJJ

Conclusion : APPROVED /
3akaouenne: OJIOBPEHO
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2f |Propyl parahydroxybenzoate /

Iponunnapazudpoxcubenszoam

HPLC (PDA) / BO)XX ¢
OUOOHO-MAMPUUHBIM
demeKkmopom

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. / VY®-cmexktp 1mMKa
MIPOTIMIIITApaTuIPOKCHUOCH30aTa  Ha
XpoMaTorpaMmme HUCIIBITYEMOI'O
pacTtBopa, MOJTy4YeHHOU npu
MIPOBECACHUU HUCIIBITAaHUA
«KommaecTBeHHOE OIIpEaCICHHUE.
MertunnaparaapokcuoeH3o0aT u
TIPOTIFIIITAPAT K APOKCHOCH30aT,

cootBeTcTBYeT Y®d-criekTpy muKa

MponuinaparuipokcuoeHzoara  Ha
XpOMaTorpamme CTaHJapPTHOTO
pactBopa.

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®-cextp HKa
MIPOTTHJITIapar uIpoKCcCHOeH30aTa Ha
XpOMAaTorpaMMe  HCIBITYEMOTO  pacTBOpa,

NOJy4eHHOH MpU INPOBEICHUU HCIBITAHUS
«Konuuecrennoe OIIpeJieTIeHHE.
MertunmnaparaapokcudeH30at u
IPONUIIIAparuApoKcuOeH30aT», JOJKEH
COOTBETCTBOBATH Y®-cnektpy MHKa
IPONUIIIaparuApoKkcuOeH3oaTa Ha

XpOMAaTOrpaMMe CTaHAaPTHOTO PacTBOpA.

3 | Clarity / IIpo3spauHocTn

The opalescence of the sample is not
more pronounced than the reference

suspension-I  /  OmanecueHIus
HCIIBITYEMOTO oOpazia HE
MIPEBBIIIACT OTTAJICCLICHITHIO

CYCIEH3MHU cpaBHEHus |

The opalescence of the sample shall not be
more  pronounced than the reference
suspension-I / OmnanecieHIusi UCIBITYEMOTO
obpazma HE JOJIKHA MPEBBIIIATD
ONAJIECLEHLINIO CYCIIEH3UH CpaBHEHUS [

4 | Color / IIBeTHOCTH

Solution is colorless / Pacrtop
O€eCLIBETHBIN

Solution should be colorless / Pacteop momken
OBITH OECIIBETHBIM

Remarks : The Product confirms to ND/

Ipumeuanue: [Ipoxykr cootBeTcTBYeT TpeboBanmsM HJJ

Conclusion : APPROVED /
3akaouenne: OJIOBPEHO

Prepared by / Ilonrorosneno: |[{Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
(—Sw by IIposepeHno: [Tposepeno (AOK): [|Omobpeno: Obecnieuenne kauecTBa/OTBETCTBEHHOE JIUIIO:
R - i (S
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Docusign Envelope ID: 45D30304-21F8-8F54-81AA-8AC16418496C N
9 P centiricATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Allerway (levocetirizine) oral drops 5 mg/mL
MpoxykT: AtepBdii (JJCBOICTHPH3HH ), KAILIH [T IpUeMa BHYTPb, 5 MI/MIT

Market / Poinox : Russia / Poccust

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

Cepus Ne - Fv260018 Pa3mep cepun © 20000 ¢makoHOB
Analytical Repo“rt No. / - 890001893788 Date of Analysis / © (11/07/2026)
AHaauTndeckuii otuer Ne Jarta ananuza

Date of Manufacture / - (24/06/2026) Date of Expiry / . (31/05/2028)

JaTta npousBojacTBa T'onen no

Mfg. License No. /

Ipou3BoiCTBEeHHAS : 01/SK/AP/2015/F/R  |MA number: / Homep PY : JIII-Ne(011938)-(PI'-RU)
JuneH3us Ne

PL approved: / JIB yrBep:kaeH

Analysis performed according to ND No / Anasu3 nposeaen mo HJI[ Ne: JITI-Ne(011938)-(PI'-RU)-031025
Artworks of primary package approved: / MakeTsl nepBu4H0ii ynakoBku yreep:knenni: 09.12.2025
Artworks of secondary package approved: / MakeThl BTOpHYHOI YNaKOBKH yTBep:xkaeHbI: 09.12.2025

: 03.10.2025
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5 (pH

491749

From 4.5t05.5/0t14,5 00 5,5

6 | Density" / Il.1oTHOCTD

1.0836 g/mL / 1,0836 r/mx

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

7 | Number of dropsin1mL/
KoaunyecTBo Kanmeanb B 1 M1

20 drops/mL / 20 karens/mi

Not less than 18 drops/mL and not more than
22 drops/mL / He menee 18 kamens/min u He
Oomee 22 Kareis/Mil

Dosage Units / JIo3a u
OTHOPOHOCTD 103bI

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 1 OJHO# 10351
HE OTKJIOHSACTCA OT CpCI[HCfI MAacCCHhI
oostee uem Ha 10 %. CymmapHas
macca 10 103 HE OTKIIOHSETCS OT
HOMHUHaIBHOM Macchl 10 103 Oosee
gem 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 HE OAHOI
JI03bl HE JIOJKHA OTKJIOHSTHCA OT CpeaHein
Macchl 0osee ueM Ha 10 %. CymMapHas macca
10 mo3 He [omKHA OTKJIOHATBCS — OT
HOMUHaIBHOM Maccel 10 mo3 Oojyee yeM Ha
15 %. 1 mu cootrBeTcTBYeT 20 KaIuIsiM.

9 | Extractable Volume/
HN3BjaexaeMblii 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 3HaueHHE 00BEMa
conepxumoro 10 ymakoBok Oosee
100 %, u HU 0JHA U3 YIAKOBOK HE
nMeeT 00beM MeHee 95 % ot
HOMHHAJIBHOI'O 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 3HaueHne oOBema
conepxkumoro 10 ymakoBOK TOIKHO OBITH HE
meree 100 %, 1 HU oIHA W3 YNAKOBOK HE
JOJDKHA WMeTh o00beM MeHee 95 % or
HOMHHAIBHOTO 00beMa.

10

Related Substances® / lipumecn®

Remarks : The Product confirms to ND/
Ipumeuanue: [Ipoxykr cootBeTcTBYeT TpeboBanmsM HJJ

Conclusion : APPROVED /
3akaouenne: OJIOBPEHO
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Docusign Envelope ID: 45D30304-21F8-8F54-81AA-8AC16418496C N
9 P centiricATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Allerway (levocetirizine) oral drops 5 mg/mL
MpoxykT: AtepBdii (JJCBOICTHPH3HH ), KAILIH [T IpUeMa BHYTPb, 5 MI/MIT

Market / Poinox : Russia / Poccust

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

Cepus Ne - Fv260018 Pa3mep cepun © 20000 ¢makoHOB
Analytical Repo“rt No. / - 890001893788 Date of Analysis / © (11/07/2026)
AHaauTndeckuii otuer Ne Jarta ananuza

Date of Manufacture / - (24/06/2026) Date of Expiry / . (31/05/2028)

JaTta npousBojacTBa T'onen no

Mfg. License No. /

Ipou3BoiCTBEeHHAS : 01/SK/AP/2015/F/R  |MA number: / Homep PY : JIII-Ne(011938)-(PI'-RU)
JuneH3us Ne

Analysis performed according to ND No / Ananu3 nposenen mo HJI Ne: JITI-Ne(011938)-(PT-RU)-031025
Artworks of primary package approved: / MakeTsl nepBu4H0ii ynakoBku yreep:knenni: 09.12.2025
Artworks of secondary package approved: / MakeThl BTOpHYHOI YNaKOBKH yTBep:xkaeHbI: 09.12.2025
PL approved: / JIB yrBep:xknen: 03.10.2025
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Impurity A / TIpumecs A

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

Highest individual unspecified
impurity? / Emnananas
HecrenupUIMpoOBaHHAS
TIpHMeCh’

Huxe mipejiena KoJIMYeCTBEHHOTO
onpenenenust (ITKO = 0,05%)

Less than LOQ (LOQ:0.15%)// Huxe
npenena obHapyxenust (TTO = 0.15%)

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

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

Total impurities /
CymMmma ripumeceit

0.0%/0,0%

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

10

Microbiological purity’ / Mukpo6uosorndeckas yncrora”

Category 3A / Kamezopus 3A.

Total Aerobic Microbial
Count / O0wree yucio
a’POOHBIX MUKPOOPTAaHU3MOB

Less than 10 CFU/ml /
Memnee 10! KOE/mn

Not more than 10> CFU/ml /
He 6Gonee 10° KOE/Min

Total Combined Yeast and
moulds count / O0wiee unciao
APOHKIKEBBIX U IINICCHEBBIX
rpubdoB

Less than 10 CFU/mI /
Memnee 10! KOE/mn

Not more than 10 CFU/mI /
He 6oree 10 KOE/mi

Escherichia Coli

Absent in 1 ml/
OrtcytcrByer B 1 Mn

Shell be absent in 1 ml/
OtcyrcTBue B 1 M

11

Assay / KoJjinuecTBeHHOE OTipe/ieieHne

Conclusion : APPROVED /

3akaouenne: OJIOBPEHO

Approved by: Quality Assurance/Authorized person /
Onobpeno: ObecrieueHne kauecTBa/OTBETCTBEHHOE JIUIIO:

(—S\gned by:

Remarks : The Product confirms to ND/

Ipumeuanue: [Ipoxykr cootBeTcTBYeT TpeboBanmsM HJJ

Prepared by / Ilonrorosneno: |[{Checked by / Checked by (AQA) /
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CEPTUOUKAT AHAJIM3A

Product : Allerway (levocetirizine) oral drops 5 mg/mL
MpoxykT: AtepBdii (JJCBOICTHPH3HH ), KAILIH [T IpUeMa BHYTPb, 5 MI/MIT

Market / Poinox : Russia / Poccust

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

Cepus Ne - Fv260018 Pa3mep cepun © 20000 ¢makoHOB
Analytical Repo“rt No. / - 890001893788 Date of Analysis / © (11/07/2026)
AHaauTndeckuii otuer Ne Jarta ananuza

Date of Manufacture / - (24/06/2026) Date of Expiry / . (31/05/2028)

JaTta npousBojacTBa T'onen no

Mfg. License No. /

Ipou3BoiCTBEeHHAS : 01/SK/AP/2015/F/R  |MA number: / Homep PY : JIII-Ne(011938)-(PI'-RU)
JuneH3us Ne

Analysis performed according to ND No / Ananu3 nposenen mo HJI Ne: JITI-Ne(011938)-(PT-RU)-031025
Artworks of primary package approved: / MakeTsl nepBu4H0ii ynakoBku yreep:knenni: 09.12.2025
Artworks of secondary package approved: / MakeThl BTOpHYHOI YNaKOBKH yTBep:xkaeHbI: 09.12.2025
PL approved: / JIB yrBep:xknen: 03.10.2025
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| Jlesoyemupusuna
oueuopoxiopuo

HPLC / BOJKX

Levocetirizine dihydrochloride

99.2%1/99,2%

4,96 mg/ml /4,96 B 1 ™M

Not less than 95.0 % and not more than 105.0
% of the labelled amount of levocetirizine
dihydrochloride (C2:H2sCIN2O3-2HCI). (Not
less than 4.75 mg/ml and not more than 5.25
mg/ml) / He menee 95,0 % u ue 6onee 105,0 %
oT HOMHUHAJIBHOT'O COACPKaHUA
JIEBOLIETUPHU3UHA JUATUAPOXI0OpUIa
(C21H25C|N203-2HC|)

(me menee 4,75 mr u HE 6oree 5,25 mr B 1 M)

Methyl Parahydroxybenzoate®
| Memuanapazuopoxcu-
benzoam®

100.3% / 100,3 %

HPLC / BOJKX

1.6250 mg /ml/ 1,6250r B 1 M

Not less than 84.0 % and not more than 120.0
% of the labelled amount

(not less than 1.3608 mg/ml and not more than
1.944 mg/ml) / He menee 84,0 % u He 6Gosee
120,0 % OT HOMHHAIBHOTO COJICPIKAHUS
(e menee 1,3608 mr u He G6omnee 1,944 mr B 1
MJT)

benzoam®

HPLC / BOJKX

Propyl Parahydroxybenzoate®
[ Iponunnapazudpoxcu-

100.2 %/ 100,2 %
0.1804 mg /ml / 0,1804mr B 1 M

Not less than 84.0 % and not more than 120.0
% of the labelled amount

(not less than 0.1512 mg/ml and not more than
0.216 mg/ml) / He menee 84,0 % u He Ooinee
120,0 % OT HOMHMHAJIBHOIO COAEPKAHUS
(e meree 0,1512 mr u He 6omee 0,216 mr B 1
MJT)

Remarks : The Product confirms to ND/
Ipumeuanue: [Ipoxykr cootBeTcTBYeT TpeboBanmsM HJJ

Conclusion : APPROVED /
3akaouenne: OJIOBPEHO
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CEPTUOUKAT AHAJIM3A

Product : Allerway (levocetirizine) oral drops 5 mg/mL
MpoxykT: AtepBdii (JJCBOICTHPH3HH ), KAILIH [T IpUeMa BHYTPb, 5 MI/MIT

Market / Poinox : Russia / Poccust

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

Cepus Ne - Fv260018 Pa3mep cepun © 20000 ¢makoHOB
Analytical Repo“rt No. / - 890001893788 Date of Analysis / © (11/07/2026)
AHaauTndeckuii otuer Ne Jarta ananuza

Date of Manufacture / - (24/06/2026) Date of Expiry / . (31/05/2028)

JaTta npousBojacTBa T'onen no

Mfg. License No. /

Ipou3BoiCTBEeHHAS : 01/SK/AP/2015/F/R  |MA number: / Homep PY : JIII-Ne(011938)-(PI'-RU)
JuneH3us Ne

Analysis performed according to ND No / Anasu3 nposeaen mo HJI[ Ne: JITI-Ne(011938)-(PI'-RU)-031025
Artworks of primary package approved: / MakeTsl nepBu4H0ii ynakoBku yreep:knenni: 09.12.2025
Artworks of secondary package approved: / MakeThl BTOpHYHOI YNaKOBKH yTBep:xkaeHbI: 09.12.2025

PL approved: / JIB yrBep:xknen: 03.10.2025
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13 | Package / Onucanue

YIakOBKH

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. / Ilo 20 mu BO (QuakoHBI
TEMHOTO CTe€KJa C BHHTOBOWU
TOPJIOBUHOM, YKYIIOpEHHbIE
HpO6KaMI/I-KaHeJIBHI/ILIaMI/I
MOJIMOTUIICHOBBIMHU W KPBINIKaMHU
HaBUHYMBACMbIMH M3 ITOJIMMEPHBIX
MaTepUaAIIOB C KOHTPOJIEM IIEPBOTO
BCKPBITHS U 3aIlIUTON OT JeTeH.

Ha ¢makon HakineeHa 3THKETKA.

[lo 1 d¢makony c AHCTKOM-
BKJIaAbIIIEM IIOMEUICHBI B IIAaYKy
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. / TTo 20
MJI BO (hJIAaKOHBI TEMHOTO CTEKJa ¢ BUHTOBOU
TOPJIOBUHOM, YKYIOPEHHBIE poOKamu-
KallCJIbHUIIaMH ITOJINDTHUIICHOBBIMH n
KpBIIIKaMHA HaBHHYMBAaCMbIMHU nu3
IIOJIAMEPHBIX MaTEPUAIIOB C  KOHTPOJIEM
MEPBOr0 BCKPBITUS U 3aITUTON OT JeTeH.

Ha ¢1akoH HaKJIeUBalOT STUKETKY.

Ilo 1 ¢nakoHy C JHCTKOM-BKJIaIBIIIEM
IIOMEIIAIOT B IaYKy KapTOHHYIO.

14 |Labeling / MapkupoBka

Complies / CootBeTcTBYET

In accordance with the Section 1.3.2 of Module
1 of registration dossier. / B cooTBeTcTBHU C
pazgenoM 1.3.2 monyns 1 perucrpauuoHHOrO
JIOChe.

15 |Storage conditions / Y cioBus

XpaHeHus

Store below 25 °C. / Ilpu Temmieparype He Bbimre 25 °C.

16 |Shelf life (expiry date) / Cpok

TOJHOCTHU (CPOK XpaHEeHHUA)

2 years. / 2 rofa.

Store for 3 months after opening. / Ilocne BCKpBITHS YIAaKOBKH — 3 MecsIIa.

Notes: / TIpumeyanms:

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. TIpou3BoauTes KOHTPOIUPYET KAYECTBO JIEKAPCTBEHHOTO
mpernapara 1o JaHHOMY [OKAa3aTellio B COOTBETCTBUU C METOANKOMN GupMbl. [Ipr KOHTpoIe kKauecTBa IeKapCTBEHHOTO mpernapaTa Ha Teppuropun EADC
JIOITyCKaeTcs ONpeie]IeHne JAaHHOTO MoKa3aress B coorBeTcTBrr ¢ PEADC.

Remarks : The Product confirms to ND/

Ipumeuanue: [Ipoxykr cootBeTcTBYeT TpeboBanmsM HJJ

Conclusion : APPROVED /
3akaouenne: OJIOBPEHO

Prepared by / Ilonrorosneno: |[{Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
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(—Valluri Gowri (_S‘gm by (—S\gr\ed by (—S\gned by
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CEPTUOUKAT AHAJIM3A

Product : Allerway (levocetirizine) oral drops 5 mg/mL
MpoxykT: AtepBdii (JJCBOICTHPH3HH ), KAILIH [T IpUeMa BHYTPb, 5 MI/MIT

Market / Poinox : Russia / Poccust

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

Cepus Ne - Fv260018 Pa3mep cepun © 20000 ¢makoHOB
Analytical Repo“rt No. / - 890001893788 Date of Analysis / © (11/07/2026)
AHaauTndeckuii otuer Ne Jarta ananuza

Date of Manufacture / - (24/06/2026) Date of Expiry / . (31/05/2028)
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JuneH3us Ne
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PL approved: / JIB yrBep:xknen: 03.10.2025

Page 11 of 12/ Ctp. 11 u3 12

2. Report the highest individual unspecified impurity is higher whichever from related substances Method-A and Method-B / 2. B kauectse pe3ysbrata
1ust iokasarenst «EnuHndHas HecreluduIMpoBaHHas PUMECh» YKa3bIBAIOT HAHOOJIbIIIee 3HAUCHHE, TIOJTyUYSHHOE 110 METOIy A WITH 110 MeToay B.

3. Nominal content of Methyl Parahydroxybenzoate 1.62 mg/ml, Propyl Parahydroxybenzoate 0.18 mg/ml. / 3. HomuHansHOe conepkaHue
MeTHnaparuapokcuden3oara 1,62 mMr/mi, nponwmnaparuapokcudensoara 0,18 mr/mir.

4. Release specification limits for the "Related substances" test: / 4. Hopma crierudukaiiiu npy BeIITycke 1o nokasareso «[Ipumecn»:

Impurity A — not more than 0.5 %; / IIpuMecs A — He 6omnee 0,5 %;
Highest individual unspecified impurity — not more than 0.2 %; / Equanunas sHecrienuHiiupoBanHas npuMecs — He 6oee 0,2 %,
Total impurities — not more than 1.0 %. / Cymma npumeceii — He 6oinee 1,0 %.

APl name / Haumenosanue APC:

Levocetirizine dihydrochloride / JlesoueTrprsnnaa AUTHAPOXIOPHI

INN / MHH:

Levocetirizine / JIeBorieTupu3ud

APl manufacturer batch number /

npousoaureas I'JID:

Homep cepuu npousBoautesisi ADC: ACRH000927
FP Manufacturer API Batch number /
Homep cepuu cyocTaHIum FPRA00028

APl Manufactured by, address &
country /

Ipouspoaurenr ADC, agpec u cTpaHa:

Dr. Reddy's Laboratories Ltd.,

Chemical Technical Operations, Unit-111, Plot No. 116, Sri Venkateswara
Co-Operative Industrial Estate, IDA, Bollaram Village, Jinnaram (Mandal),

Sangareddy District- 502325, Telangana, India /
J-p Pemmu’c JIaboparopuc JIt.,

Tlonmpaznenenrue XxuMUKO-TexHoJIoru4eckux oneparuii-IIl, Yyuacrok Ne 116,
Kooneparusno-IIpomeiniennsiit komruieke [lpu BenkarecBapa, /A,
Bbonnapam Bumnamk, Hxunnapam Mannan, Canrapenau Jductpukr, 502 325,

Tenanrana, ugus

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

HaumeHoBaHue, aqpec 1 HOMep
JIMIEH3UH TJIOIIATKH,
ocyliecTBJsIOIIei

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)

J-p Penmu’c JlaGoparopuc JItn., Maaus, [Ipon3BoacTBeHHOE TOpa3/ielieHue

— SEZ — IlpousBoactenHslii 010k — 02, Yuactku Ne 70, 71 u 73,

Remarks : The Product confirms to ND/

Ipumeuanue: [Ipoxykr cootBeTcTBYeT TpeboBanmsM HJJ

Conclusion : APPROVED /
3akaouenne: OJIOBPEHO

Prepared by / Ilonrorosneno: |[{Checked by / Checked by (AQA) /
(_s‘gm oy [IpoBepeHo: [Tposepeno (AOK):
Valluri Gowri I(—IS@"@“ by. (—S\gned by:

Approved by: Quality Assurance/Authorized person /
Onobpeno: ObecrieueHne kauecTBa/OTBETCTBEHHOE JIUIIO:

(—S\gned by:
T—htanoiiumerSahe

Tgning Reason: T am The author of this document

Date / LSlgnmg Time: 17-Jul-26 | 4:08:18 PM IST

1A62C7COE02A4A0190BB57EA264E5528
Hara:

Tara: Lilgnmg Time

Date p Signer Name: Lekkala Sathibab)
Signing Reason: | have

" —
Dﬂlﬂuﬁj Signer Name: Rambabu Nallam

U  signer Name: Manoj Kumar Sahu
Signing Reason: | approve this document

Date /

document

Signing Reason: | have

17-Jul-26 | 5:00:!

ﬂssl"r‘q' Signing Time: 17-Jul-26 | 5:15:0
DATAAF7ER

144C81

ESRSD2R

Signing Time: 17-Jul-26 | 5:24:00 PM IST
D6CFF55440F446AF8EE705B12DF5DCES

Tfara:

I0MACDH
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9 P centiricATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Allerway (levocetirizine) oral drops 5 mg/mL
MpoxykT: AtepBdii (JJCBOICTHPH3HH ), KAILIH [T IpUeMa BHYTPb, 5 MI/MIT

Market / Poinox : Russia / Poccust

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

Cepus Ne - Fv260018 Pa3mep cepun © 20000 ¢makoHOB
Analytical Repo“rt No. / - 890001893788 Date of Analysis / © (11/07/2026)
AHaauTndeckuii otuer Ne Jarta ananuza

Date of Manufacture / - (24/06/2026) Date of Expiry / . (31/05/2028)

JaTta npousBojacTBa T'onen no

Mfg. License No. /

Ipou3BoiCTBEeHHAS : 01/SK/AP/2015/F/R  |MA number: / Homep PY : JIII-Ne(011938)-(PI'-RU)
JuneH3us Ne

Analysis performed according to ND No / Ananu3 nposenen mo HJI Ne: JITI-Ne(011938)-(PT-RU)-031025
Artworks of primary package approved: / MakeTsl nepBu4H0ii ynakoBku yreep:knenni: 09.12.2025
Artworks of secondary package approved: / MakeThl BTOpHYHOI YNaKOBKH yTBep:xkaeHbI: 09.12.2025
PL approved: / JIB yrBep:xknen: 03.10.2025

Page 12 of 12/ Ctp. 12 3 12
NMPOU3BOACTBO/KOHTPOJb HeynunanaBanaca Bumtamxk, Panacranam Manpgan, [lpukakynam JucTpuxr
KkavecTBa/Boinyck I'JID — 532409, Aunxpa I[paneur, Mnaus (Jlunensus Ne 01/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». /

3akJjroueHue 0 cCOoTBeTCTBUM: «HacTosIMM 51 MoATBEPIK a0, YTO MIPUBEICHHAS BbIle HH(OPMAIIHUS ABJISCTCS TOCTOBEPHOM
Y TOYHOW. DTa ceprs MPOAYKITUH ITPOU3BEcHA (BKIIIOYAS YITAKOBKY (MapKHPOBKY) M KOHTPOJIb KauecTBa) Ha BBIMICYKa3aHHOM
MIPOW3BOJCTBEHHOW IIIOMmMAAKe (IDIOMIAAKaX) B IIOJTHOM COOTBETCTBHHM ¢ TpeOoBaHmsmu [IpaBun Hammexamei
MIPOM3BOICTBEHHOM MpakTHKK EBpasuiickoro sakoHoMuueckoro corosa (Ne GMP/EAEU/RU/00975-2023 ot 24 aBrycra 2023)
u Tpe60BaHI/I}IMI/I KOHTPOJIA KadeCTBa JICKAPCTBCHHBIX CPEACTB, a TaKXKE B COOTBETCTBHU CO CHCHI/I(I)I/IKaLII/I}IMI/I,
COJIEPKAIINMHUCS B PETHCTPAIIMOHHOM JJOChE CTPAHBI-UMITOPTEpPA. 3aIMCH 110 IPOU3BOJICTBY, YIIAKOBKE U aHAIN3Y ITPOBEPEHBI,
W YCTAaHOBIIEHO MX COOTBeTcTBHME TpeOoBaHWsAM [IpaBunm Hamiexameld NTpPOW3BOACTBEHHONW NPaKTUKKA EBpazniickoro
SKOHOMHNYECCKOI'O COr03a».

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

Ipumeuanue: [Ipoxykr cootBeTcTBYeT TpeboBanmsM HJJ 3akawuenne: OJJOBPEHO

Prepared by / Ilonrorosneno: |[{Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
Sinedby IIposepeHno: [Tposepeno (AOK): [|Omobpeno: Obecnieuenne kauecTBa/OTBETCTBEHHOE JIUIIO:

(—Valluri Gowri (_S‘gm by P (_S‘gm by
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