UNCONTROLLED COPY Issued on 12-06-2026

Dr.Reddy’s ‘f:“

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIV3A

Product : Allerway film-coated tablets 5 mg
HpoaykTr: Anneppait TabNeTKH, NMOKPHITHIE MIIEHOYHOH 00010UKOH, 5 M

Market / Poinox

: Russia/ Poccus

Batch No. / . Batch Quantity / . 1040300 tab /

Cepusi Ne + £2602964 Pasmep cepun 1040300 Tab

Analytical Repovrt No./ . 890001871405 Date of Analysis / . 14/03/2026
AHanHTHUYECKHIT oTueT Ne Jlara anannsa

Date of Manufacture / . 30/01/2026 Date of Expiry / . 31/12/2028

Jata npoussoacTBa T'ogen ao

Mfg. License No. /

INMpoussoacrsennan : S9/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)

Juuen3us Ne

Analysis performed according to ND No / Auaans nposegen no HJI Ne: JITT-Ne(001333)-(PI'-RU)-151123
Artworks of primary package approved: / MakeTs! nepBHUHOH ynakoBkH yTeepxiennbl: 28.02.2023
Artworks of secondary package approved: / Maketbsl BTOpH4YHOH ynakoBku yTepxaeHsl: 28.02.2023
PL approved: / JIB yreepxaen: 28.01.2025

Page 1 of 5/Crp.1u35

Ne Test / okazarens

Result / PesyabTaThbl

Specification / Hopma

1 | Appearance / Onucanue

Oval, biconvex, white film-coated
tablets, plain on one side and with "R 5"
dcbosscd on the other side. White core
on a cross section. / OsajbHble
JIBOSIKOBBITYKJIbIe TabNETKH, MOKPbITHIC
rjaeHo4Hol 060J10uKoid Hestoro upsera, ¢
OIHOH CTOPOHLI TNajKue, Ha APYro
ctopoHe rpasupoBka «R 5» Ha
noneperoM  paspese sapo  Genoro
uBeTa.

Oval, biconvex, white to off-white, film-coated
tablets plain on one side and engraved with “R 5" on
the other side. White to off-white core on a cross-
section. / OBajibHbIC JBOSKOBLINYK/bIE TabNeTKH,
MOKPBLITHIE TJIEHOHHON o0osioukol 6enoro wiu
rouTH 6eNIoro UBeTa, ¢ OAHOM CTOPOHBI MIALKHE, Ha
npyrod  cropoHe rpaBupoBka «R5». Ha
TIoTIepeyHOM paspese sapo oT Genoro [0 IOYTH
Genoro usera.

2 | Identification /
HaenTnpurkanus
Levocetirizine /
Jlesouerupusuu

The retention time of the main peak in
the chromatogram of test solution
complies with the retention time of the
main peak in the chromatogram of
levocetirizine dihydrochloride reference
standard solution. / Bpems yaepxusanus
OCHORHOO  114KA XpoMArarpaMme
HCTIBITYEMOTO PactTBOPa COOTBETCTBYET
BPEMEHH YAEPHHMBaHHsI OCHOBHOTO NHKA
Ha Xpomarorpamme pacrsopa
cTaHnaprHoro obpasia JeBoLeTHPH3HHA
JUPHAPOXJIOpHA.

HA

The retention time of the main peak in the
chromatogram of test solution should comply with
the retention time of the main peak in the
chromatogram of levocetirizine dihydrochloride
reference standard solution (section “Assay™). /

Bpems  yIoepKMBaHMs  OCHOBHOTO MHMKa Ha
XPOMATOrPAMME HOMLITY@MOrQ pacTDopa JA0mIIo
COOTBETCTBOBATH BpEMEHU YIAEPKUBAHHSI
OCHOBIIOrO THKAa I3 XPOMaTorpaMme pactsopa
CTaHAApPTHOro obpasua JIEBOLIETHPH3MHA
muruppoxnopuna  (pazmen  «KosmuectBeHHOE
OnpefeneHue»).

3 | Average weight /
Cpeansin macca

133.50 myg / 133,50 mr

133.25 mg + 4% (between 127.92 and 138.58 mg) /
133,25 mr+ 4 % (ot 127,92 1o 138,58 mr)

4 | Disintegration /
Pacriapaemocrs

2min/ 2 Mun

Not more than 15 min / He 6onee 15 Mmun

5 | Dissolution / Pacreopenue

Unit-1/ Ta6a.-1 95 %
Unit-2 / Tabn.-2 92 %
Unit-3 / Tabn.-3 95 %

NLT 80% (Q) of label claim of levocetirizine
dihydrochloride after 20 min./ He menee 80 % (Q)
OT HOMMHAIIBHOTO CONIEMKAHUS NERONETHPUINHA
auruapoxnopuaa yepes 20 MuH.

Remarks : The Product confirms to ND/
Tpnmeuanune: IIpoaykT coorBercrByeT Tpebosanuam HJL

Conclusion : APPROVED /
Jaxmouenne: OJOBPEHO

Prepared by /
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4 Checked by /
T1poBepeHo:

Checked by (AQA) /
Iposepeno (AOK):

Approved by: Quality Assurance/Authorized person /
OnobGpeno: Obecneuenne kauecTsa/OTBETCTBEHHOE JIKLIO:

g/
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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
Ipoxyxr: Ansepsaii TabAeTKH, NOKPbIThIE TICHOUHOH 060N10uKOH, 5 Mr

Market / Pornok : Russia / Poccust

Batch No. / . Batch Quantity / . 1040300 tab /
Cepus Ne : €2602964 Pasmep cepun * 1040300 rab
Analytical Repovrt No./ . 890001871405 Date of Ana'lysns / . 14/03/2026
AnajuTnyeckuii oTuer Ne Jara anannsa

Date of Manufacture / . 30/01/2026 Date of Expiry / . 31/12/2028

JlaTa npoH3BOACTBA

Toaen go

Mfg. License No. /
HpoussoacTBeHHAS
auueHsnst Ne

: 59/RR/AP/9T/F/R

MA number: / Homep PY :

JITI-N(001333)-(PT-RU)

Analysis performed according to ND No / Ananus nposenen no HJL Ne: JITI-Ne(001333)-(PI-RU)-151123
Artworks of primary package approved: / Makerb! nepBHYHOH ynakoBKH yTeep:xaensi: 28,02.2023
Artworks of secondary package approved: / Maxersl BTOpHYHON ynakoBkH yTeep:kaenni: 28.02.2023
PL approved: / JIB yrBep:xaen: 28.01.2025
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Unit-4 / Tabn.-4 96 %
Unit-5/ Tabn.-5 93 %
Unit-6 / Tabn.-6 98 %

6 | Related Substances / PoacrsenHble npumecu

Impurity A / I[IpumMecs A

Impurity B / Ilpumecs B

Impurity C / Ipumecs C

Impurity D / ITpumecs D

Impurity E / ITpumecs E

Impurity F / TTpumecs F

Impurity RCT-3 / Ipumecs RCT-
3

Any  individual  unidentified
impurity / Jhobas enmHHyHas
HeuzeHTHULKpOBaHHas
npUMech

Not detected / ne obHapyxeHa

Below LOQ (LOQ = 0.008 %) / Hmxe
npesesia KOJMYECTBEHHOIO
onpexnenenus (ITKO = 0,008 %)

Not detected / e 0OHapyxeHa

0.01%7/0,01%

Below LOQ (LOQ = 0.023 %) / Huxe
npenena KoaHueCTBEHHOTO
onpenenenus (ITKO = 0,023 %)

Below LOD (LOD =0.014%) / Huxe
npenena obHapyxenus (IO = 0,014 %)

0.08% / 0,08%

Below BDL (BDL= 0.05 %) / Huxe
nopora perucrpauuu (TTP =0,05 %)

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

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

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

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

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

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

Not more than 0.30 % / He Gonee 0,30 %

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

Total impurities /
CymMa npumMeceit

0.1%/0,1%

Not more than 1.5 % / He Gonee 1,5 %

Remarks : The Product confirms to ND/
Tpumeuanue: [ponykt coorsercrayet TpebopanusM HJJ

Conclusion : APPROVED /
3axawuenne: QJIOBPEHO

Prepared by / e
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
Mpoayxr: Annepsaii TableTKu, NOKPLITHIE MJIEHOUYHOH 000104KOl, 5 MT

Market / Poinox

: Russia / Poccus

Batch No. / . Batch Quantity / . 1040300 tab /

Cepust Ne + £2602964 Pasmep cepun 1040300 tab

Analytical Repourt No./ . 890001871405 Date of Analysis / . 14/03/2026
A"aauTuyeckuil oryer Ne JlaTta ananu3a

Date of Manufacture / . 30/01/2026 Date of Expiry / . 31/12/2028

Jata npoussoacraa Tonen no

Mfg. License No. /

ITpousBoacTBeHHas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI"-RU)
auuenzus Ne

Analysis performed according to ND No / Ananu3s nposeaen nmo HJI Ne: JIT1-Ne(001333)-(PT-RU)-151123
Artworks of primary package approved: / Maxers! nepsUyHoil ynakoBku yTeepskaenn: 28.02.2023
Artworks of secondary package approved: / Makerst Bropn4Hoii ynakoBkn yreepskaensi: 28.02.2023
PL approved: / JIB yreepxaen: 28.01.2025
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7 | Chiral purity / Xupanbnasn
YHCTOTA

Below LOD (LOD =0.0138 %) / Huxe
npenena obHapyxenus (IT10 =0,0138%)

S-isomer — not more than 1.5% /

S-nzomep — He Honee 1,5 %

8 | Loss on drying / Iloreps B
Macce NpH BICYUIHBAHUH

3.0%/3,0%

Not more than 6.0 % / He Gonee 6,0 %

9 | Microbiological purity*/ Muxpo6uonoruuyeckast ynerora*

a) Total Aerobic Microbial Count
/ Obmee yncno a3pobHLIX
MMKPOOPraHU3MOB

Less than 10 CFU/g/
Menee 10 KOE/r

Not more than 10* CFU/g/
He Gonee 10° KOE/r

b) The total number of yeast and
mold fungi / Obwee uncno
JPOSOKEBBIX U TIECHEBBIX
rpubon

Less than 10 CFU/g /
Menee 10 KOE/r

Not more than 102 CFU/g /
He 6Gosee 102 KOE/r

¢) Escherichia Coli

Absentin 1 gram/
OrcytcreyerB 1

Shell be absent in 1 gram /
Otcyrcteue B 1 1

10 | Uniformity of dosage units /

OaHOpPOAHOCTL N03HPOBAHHSE

3.5/3,5

Acceptance value (AV) should not be more than
15.0. / Iokazarens npuemieMoctd (AV) mosxeH
Ob1Th He GoJiee 15,0,

aluminum foil blister. 3 blisters with
patient information leaflet in a carton
pack. / Tlo 10 TaGnerox B GivcTep U3
(MA/AJVTIBX) dosbru / antoMHHUEBOI

donbru. Ilo 3 Onucrepa BMecre ¢
MHCTPYKLMEH 1o NPUMEHEHUIO
(IUCTKOM-BKJIAABIILIEM ) B nauky

KapTOHHYIO.

11 | Assay / KonnuecTBeHHOE 4.89 mg/ 4,89 mr Between 4.75 mg and 5.25 mg of levocetirizine

onpenesieHHe dihydrochloride per tablet. / Or 4,75 mr g0 5,25 mr
JIEBOLCTHPH3MHA IUTHAPOXJIOPHAa B TablieTke.

12 | Package/ Ynakoska 10 tablets in a (PVC/AVPVC) foil /| 7 or 10 tablets in a (PVC/AI/PVC) foil / aluminum

foil blister. 1, 2 or 3 blisters with patient
information leaflet in a carton pack. / ITo 7 wm 10
rabnerox B 6nucrep w3 (ITA/AJVIIBX) doasru /
amoMunneBoil doabru. TTo 1, 2 wim 3 Guucrepa
BMECTE C MHCTPYKUHMEH 10 IPUMEHEHHIO (JIMCTKOM-
BKJIJIBILIIEM ) B TTAYKY KaPTOHHYIO.

Remarks : The Product confirms to ND/

IIpumeyanne: [lpoaykt cooTBeTcTBYeT TpebopaHusm HJJ

Conclusion : APPROVED/
Jakmiouenne: OXOBPEHO

Approved by: Quality Assurance/Authorized person /
OnobpeHo: Obecrieuerne kayecTBa/OTBETCTBEHHOE JIULIO:

S5

Prepared by / * | Checked by / Checked by (AQA) /
HOHEQ’EO?BHGH%E/C;&@;;% ITBQ,@?e*EeHo: P I‘Iposepeqo (AOK):
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
TpoxykT: Annepsaii TabneTku, NOKPLITIE TNIEHOUHOH 000104KOH, 5 MT

Market / Poinox

: Russia / Poccus

Batch No. / . Batch Quantity / . 1040300 tab /

Cepusn Ne : £2602964 Pasmep cepun * 1040300 Ta6

Analytical Repourt No. / . 890001871405 Date of Analysis / . 14/03/2026
AHanuTHYeCKH i oTyer No JlaTa anaau3a

Date of Manufacture / . 30/01/2026 Date of Expiry / . 31/12/2028

JlaTa npou3BoaCTBA I'open Ao

Mfg. License No. /

TlponsBoacTBeHHAas! : 59/RR/AP/9T7/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)
JIHUEeH3Us1 Ne

Analysis performed according to ND No / Anaans nposeaen mo HJ| Ne: JITI-Ne(001333)-(PI'-RU)-151123
Artworks of primary package approved: / Makers nepsuuHoif ynakoskn yreepxaenni: 28.02.2023
Artworks of secondary package approved: / MakeTbl Bropn4Hoii ynakoskn yreepaaenst: 28.02.2023
PL approved: / JIB yrsepmaen: 28.01.2025
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13 | Labeling / Mapkuposka

Complies / CooreercrByeT

In accordance with Module 1, section 1.2.3 of the
submission dossier. / B CcOOTBETCTBMM ¢
yTBEp>KACHHbIM MakeToM (cM. pazzen 1.3.2 monyns
1 perucTpauoOHHOro 10Che).

14 | Storage / Xpanenne

At temperature not more than 25 °C. / [Ipu Temneparype e Boiwe 25 °C.

15 | Shelf life (storage) / Cpox
TOAHOCTH (XpaHeHHs )

3 years. / 3 rona.

* It is carried out by the manufacturer at release periodically (with an interval of one test for 10 series or at least 1 time per year).
The indicator may not be included in the firm's certificate of analysis.
* [IpoBOAMTCS NMPOUIBOJUTENIEM TIPH BBIMYCKE NEPHOANYECKH (C HTepBaNoM OiHO ucrbiTanue Ha 10 cepuit win ve menee 1 pasza B roa).
[Tokasartesns MOKeT ObITh HE BKIIFOUEH B cepTH(MKAT aHanu3a GUPMBI.

API name / Haumenosauue ADC:

Levocetirizine dihydrochloride / JlesoueTHpHsuHa JHrHAPOXIOPHA

INN / MHH: Levocetirizine / JleBoueTnpusux
API manufacturer batch number / ACSH002460

Homep cepuun npoussoautenss ADC:

FP Manufacturer API Batch number / FCSA01873

Homep cepun cyﬁcramum Npou3IBoOAHTEJISA

TJ1®:

API Manufactured by, address & country /

Hpoussoaurens A®C, aspec u cTpana:

Dr. Reddy's Laboratories Limited, Chemical Technical Operations, Unit-1IT Plot No.
116, IDA Bollaram, Jinnaram Mandal, Medak District - 502 325, Telangana, India /
H-p Penan’c Jlabopatopuc Jlumuren [oapazaeienue XHMUKOTEXHOMOPMUECKHX
onepaumii - II, Yuacrok Ne 116, KooneparnsHomnpomsituieHHbli komnneke Lpu
Benkarecpapa, M.J1.A., bonnapam(), Jxunnapam(m), Canrapenan(incT.),

Tenanrana-502325, Unnus

Name, address, authorization No for

manufacturing site / Control site / Release

site /

Hal{MeHOBaHl/le, aapec H HOMEp JHIeH3NH
NJoAaAKH, ocyulecnmmomeﬁ

NPOH3BOACTBO/KOHTPOJIL KAYeCTBAa/BBIMYCK

o/

Fp

Dr. Reddy's Laboratories Ltd., Survey Ne 41 (Formulations Technical Operations —
Unit-11T), Bachupally Village, Bachupally Mandal, Medchal Malkajgiri District,
Bachupally (V), Bachupally (M), Medchal Malkjgiri (Distr.), Telangana State, India

(License No 59/RR/AP/97/F/R) /

J-p Pennu’c Jlaboparopuc JIta., Yuacrok Ne 41, (ITpoussoacrsernHoe
noapazaenenue-111), bauynannu Bunamk, Bauynanny Mannan, Meauan
Mankamkrupu duetpuxr, bauynamnu (B), bauynannu (M), Menuan-Majikamkrupu
(J1), wrar Tenanrana, Unaus (JInuensns Ne 59/RR/AP/97/F/R)

Remarks : The Product confirms to ND/

Conclusion : APPROVED /
3akaouenne: OJOBPEHO

Hpumeuanne: [Ipoaykr coorsercryeT TpeboBanusm HJL

Prepared by / . r}]?Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
'?9%6]361103 y Ipoeepeno (AOK): Onobpeno: Obecneuenne kauecrsa/OTBETCTBEHHOE JIHUO:
...... - z[_j 3 B2 >
.9 Date | ] Date / - ery74, | Date/
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Dr. REddY’S Q;‘ CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIN3A

Product : Allerway film-coated tablets 5 mg
IMpoayxr: Annepsaii TabNeTKH, NOKPLITHIE IeHOUHOH 06onoukoii, 5 Mr

Market / Poinox : Russia / Poccus

Batch No. / . Batch Quantity / . 1040300 tab /

Cepus Ne : 2602964 Paszmep cepun * 1040300 a6

Analytical Repourt No./ . 890001871405 Date of Analysis / . 14/03/2026
AnanuTnyeckuii oruer Ne Jlata ananusza

Date of Manufacture / . 30/01/2026 Date of Expiry / . 31/12/2028

JlaTa npou3BOACTBA T'onen ao

Mfg. License No. /

IpousBoacTBeHHas : 59/RR/AP/9T/F/IR MA number: / Homep PY : JII-Ne(001333)-(PI'-RU)
auuessust Ne

Analysis performed according to ND No / Anajus nposeaen no HJL Ne: JITT-Ne(001333)-(PT-RU)-151123
Artworks of primary package approved: / MakeTs! nepsuuHoii ynaKoskH yrsepiaenst: 28.02.2023
Artworks of secondary package approved:; / Maxernl BTOpHYHOI yniaKoBkn yreepskaenni: 28,02.2023

PL approved: / JIB yrsepxaen: 28.01.2025
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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/01293-2024 dated April 17, 2024) 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». /
3akmodenne 0 cooTBeTCTBHH: «HacToswmm 51 MoTBEPIK/IaI0, YTO NIPUBEICHHAs Bhllie HHOOPMALUS SBIAETCS JOCTOBEPHOH W TOUHOH.
DTa cepHst NPOAYKIIMH NPoU3BeeHa (BKIIIOUas YNakoBKy (MapKUpPOBKY) M KOHTPOJIb KAYECTBA) HA BbILICYKA3aHHOH NPOH3BOICTBEHHOM
nnowaake (MNOIAAKAX) B NOJHOM COOTBETCTBUM ¢ TpeboBanusmu I1paBui Haanexkaliedl MpoW3BOACTBEHHON npakTHky EBpasuiickoro
skoHoMuueckoro corosza (Ne GMP/EAEU/RU/01293-2024 or 17 anpens 2024 r.) n TpeboBaHUSIMM KOHTPOJIS KAYECTBA JIEKAPCTBEHHBIX
CPENCTB, & TAK)KE B COOTBETCTBHH CO crielM(pHKauysiMH, CONCPIKALIMMHICH B PETHCTPALIMOHHOM JIOChE CTPaHBI-MMIIOpTEPA. 3aricH 1o
TIPOU3BOACTBY, YIIAKOBKE K aHAIU3Y NPOBEPEHDI, M YCTAHOBJIEHO HX COOTBETCTBHE Tpebosanusam [1paBuit Haanexanieit npoM3BOACTBEHHOMN
npaxThku EBpasuiickoro 3K0HOMHUHYECKOI0 COK3ay.

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

Ipumeuanue: IpoaykT coorBercTByeT TpeboBanusm HI 3axmiouenne: OJOBPEHO

Prepared by / __, #”"Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /

TToaroTogsieHo: é)@f/ [pogepeno: Iposepeno (AOK): Onobpeno: Obecrieuenne kadecta/OTBETCTBEHHOE AHLIO:
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