Dr.Reddy’s

UNCONTROLLED COPY Issued on 12-06-2026

CERTIFICATE OF ANALYSIS

\

CEPTUDHKAT AHAJIN3A

Product : Allerway film-coated tablets 5 mg
TMpoaykr: Anneppaii TabneTKH, NOKPHITHIE MIEHOYHOH 000JI04KOi, 5 MP

Market / Puinox

: Russia / Poccus

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

Cepus Ne + (2602850 Pasmep cepun * 1040300 rab

Analytical Repoﬂrt No./ . 890001871185 Date of Analysis / . 14/03/2026
Anagantnuyecknii oruer Ne Jara anannsa

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

Jlata npoH3BoACTBA Topen no

Mfg. License No. /

TIpousBoacTBeHHAS : 59/RR/AP/9T/F/R MA number: / Homep PY : JHI-Ne(001333)-(PT-RU)
JaueH3us Ne

Analysis performed according to ND No / Auanus nposegen no HJ Ne: JITI-Ne(001333)-(PI'-RU)-151123
Artworks of primary package approved: / MakeTsl nepBH4HO# ynakosku yTeepxaesbr: 28.02.2023
Artworks of secondary package approved: / Makerst BTopH4HOIi ynakosku yTeepxaennr: 28.02.2023
PL approved: / JIB yrsepxaen: 28.01.2025

Page 1 of 5/Crp.1m35

Ne

Test / ITokazarens

Result / PesyabTaTht

Specification / Hopma

1 | Appearance / Onucanue

Oval, biconvex, white film-coated
tablets, plain on one side and with "R 5"
debossed on the other side. White core
on a cross section. / OBsajnbHbie
JBOSIKOBBLINYKJIbIC TaBNETKH, NOKPLIThIE
ryieHoYHOH obosoukoit 6enoro usera, ¢
OJHOHM CTOpOHBI TNaAKHe, Ha ApPYroi
cropoHe rpaBuposka «R 5». Ha
NOMCPCYHOM  paspese  supo  Gesoro
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. / OpajibHble IBOSKOBBINYK/bIC TabBJIETKH,
NOKPBITHIE TUICHOUHOHM o6osioukoit Genoro wium
no4ty Oesoro LBera, ¢ OZHON CTOPOHBI MIajIKHe, Ha
Apyrod  crtopoHe rpasupoBka «R5»  Ha
NIONEPEUHOM pas3pese sapo oT Genoro Ao fo4TH
Oenoro usera.

2 | Identification /
Upentudnxauns
Levocetirizine /
JleBoueTupusuu

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 yaepxuBanus
OCHOBHOIO THKa Ha XpOMaTOrpamme
HCTIBITYEMOrO PacTBOpa COOTBETCTBYET
BPEMEHH YAEPIKUBAHUSI OCHOBHOIO fHKa

Ha XpomarorpaMmme pacTBOpa
cTaHzapTHoro obpasua JeBOLETHPH3MHA
JHUTHAPOXJIOpHAA.

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”). /

Bpemst  ymepUBaHHS  OCHOBHOrO NHKa Ha
XpOMaToOrpaMMe HCHLITYEMOro PacTBOpa HAOJHKHO
COOTBETCTBOBATh BpeMeEHH yIAepPXKHUBAHHS
OCHOBHOFO MHKa Ha XpOMarorpamMe pactBopa
CTaHapTHOro o6pasua JIEBOLIETUPH3UHA
aurpapoxiopuna  (paspen  «KonuuecTBeHHOE
OTpe/IesICHHEY ),

3 | Average weight /
Cpeniis mucen

133.45 mg/ 133,45 mr

133.25 mg + 4% (between 127.92 and 138.58 mg) /
133.25 mr LA % (o1 127,92 no 138,58 mr)

4 | Disintegration /
PacnagaemocTh

I min/3 MuH

Not more than 15 min/ He 6onee 15 Mun

5 | Dissolution / Pacisopenne

Unit-1/ Tabn.-1 97 %
Unit-2 /'1'abin.-2 94 Y%
Unit-3/ Tabn.-3 98 %

NLT 80% (Q) of label claim of levocetirizine
dihydrochloride after 20 min. / He menee 80 % (Q)
O HOMUHAILHOIO CONEPHAHUS  IEROIIETUPHU3NHA
puruapoxsiopuaa yepes 20 MuH.

Remarks : The Product confirms to ND/
Tpumeuanmne: [Iponykr coorsercrayer Tpebosanusm HJ|

Conclusion : APPROVED /
3akmouenue; OJIOBPEHO

Prepared by /

Checked by / Checked by (AQA) /

Approved by: Quality Assurance/Authorized person /

Hogﬁg@meﬂo: At ﬂpaBQQSHO: [Tposepero (AOK): Onobpeno: Obecrieuenue kauecTsa/OTBETCTBEHHOE JTULIO:
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
Hpoayxr: Annepsoaii TabieTku, NOKpLITHIE fIeHOYHO o6onoukoit, 5 Mr

Market / Poinox

: Russia / Poceus

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

Cepns Ne : €2602850 Pasmep cepun 1040300 tab

Analytical Repourt No./ . 890001871185 Date of Analysis / . 14/03/2026
AHAJIUTHYECKHH oTuet Ne JlaTa ananausa

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

HaTta nponssoacrsa Topen a0

Mfg. License No. /

IlpousBoacTeeHHas : 59/RR/AP/OT/F/IR MA number: / Homep PY : JHI-Ne(001333)-(PT-RU)

Juuensus Ne

Analysis performed according to ND No / Auanus npogseaen no HJI Ne: JITI-Ne(001333)-(PI'-RU)-151123
Artworks of primary package approved: / MakeTsl neppi4Hoii ynakosku yTeepixiaenni: 28.02.2023
Artworks of secondary package approved: / Maxersl BropuuHoii ynakosku yrsepskaens:: 28.02.2023
PL approved: / JIB yrepsxaen: 28.01.2025
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Unit-4 / Tabn.-4 96 %
Unit-5 / Tabx.-5 96 %
Unit-6 / Tabn.-6 97 %

6 | Related Substances / Poacrsennnie npumecu

Impurity A / Ilpumecs A

Impurity B / ITpumecs B

Impurity C / ITpumecs C

Impurity D / Tpumecs D

Impurity E / Tlpumecs E

Impurity F / ITpumecs F

Impurity RCT-3 / Ipumecs RCT-
3

Any  individual  unidentified
impurity / Jhobas enuHuuHas
HeHIeHTU(ULHUPOBaHHA
npUMech

Not detected / He oBHapyxeHa

Below LOQ (LOQ = 0.008 %) / Huxe
npeaena KOIM4eCTBEHHOTO
onpeaenenus (ITKO = 0,008 %)

Not detected / He oGHapyxena

0.0046% / 0,0046%

Below LOQ (LOQ = 0.023 %) / Huxe
npejena KOJMYECTBEHHOrO
onpeaenenus (ITKO = 0,023 %)

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

0.08%/0,08%

Below BDL (BDL= 0.05 %) / Huxe
nopora perucrpauun (IP =0,05 %)

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

Not more than 0.4 % / He Gonee 0,4 %

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

Not more than 0.4 % / He Gonee 0,4 %

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

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

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

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

Total impurities /
Cymma npumeceit

0.1%/0,1%

Not more than 1.5 % / He 6onee 1,5 %

Remarks : The Product confirms to ND/
Hpumeuanne: Ipoaykr coorsercrByeT TpeboBanHuam HJL

Conclusion : APPROVED /
3axkmouenne: OJIOBPEHO

Prepared by / .

INogrotoeneno; -

Checked by /

NOBEPNCHO!
}%L HO:

Checked by (AQA) /
Mposepeno (AOK):

Approved by: Quality Assurance/Authorized person /
Opobpeno: Obecrieverue kauecTsa/OTBETCTBEHHOE JTMLO!
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
TMpoayxr: Annepsait TabneTku, NOKPLITHIE MIEHOYHON 0060104KOH, 5 MP

Market / Poinok : Russia / Poccus

Batch No. / . Batch Quantity / . 1040300 tab /
Cepusn Ne : 2602850 Pasmep cepun * 1040300 Tab
Analytical Report No. / . 890001871185 Date of Analysis / . 14/03/2026

Ananurnaeckuii oruer Ne

JlaTa aHaqausa

Date of Manufacture /

IlaTa NpoHU3BOACTBA

: 30/01/2026

Date of Expiry/
Togen no

: 31/12/2028

Mfg. License No. /

HpoussoacTeenHas

JidueH3ust Ne

: 59/RR/AP/97/F/R

MA number: / Homep PY : JII-Ne(001333)-(PT-RU)

Analysis performed according to ND No / Ananu3 nposeaen no HJL Ne: JH1-Ne(001333)-(PT-RU)-151123
Artworks of primary package approved: / Makerbi nepBu4HOii ynakosks yreep:xaens:: 28.02.2023
Artworks of secondary package approved: / Makerb! BTOpHuHOii ynakosku yreep:xaennt: 28.02.2023
PL approved: / JIB yrBepxaen: 28.01.2025
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7 | Chiral purity / Xupanbnas Below LOD (LOD =0.0138 %) / Hiwke | S-isomer — not more than 1.5% /
= 0,
YHCTOTA npenena obHapyxenus (F1O =0,0138%) S-13omep — He Gosiee 1,5 %
8 | Loss on drying / Iloreps B 3.0%/73,0% Not more than 6.0 % / He 6onee 6,0 %
macce NpH BhICYIIHBAHNH
9 | Microbiological purity*/ Mukpoduosoruueckas 1ucrora®
a) Total Aerobic Microbial Count Less than 10 CFU/g/ Not more than 10* CFU/g /
/ OBwee yucno adpoGHbIX Menee 10 KOE/r He 6onee 10* KOE/r
MHKPOOPraHu3MOB
b) The total number of yeast and Less than 10 CFU/g/ Not more than 10? CFU/g /
mold fungi / O6uiee uncio Menee 10 KOE/r He 6onee 10 KOE/r
JPONOKEBBIX M THIECHEBBIX
rpuboB
¢) Escherichia Coli Absent in 1 gram/ Shell be absent in 1 gram/
OrcyrcteyerB 1 r OtcytcrBue B 1 1
10 | Uniformity of dosage units / 2.712,7 Acceptance value (AV) should not be more than
OAHOPOAHOCTH 103U POBAHMA 15.0. / Tokazarens npuemnemocty (AV) poynkeH
OuiTh He Gosee 15,0.
11 | Assay / KosnvecrBeHHoOe 496 mg/ 4,96 mr Between 4.75 mg and 5.25 mg of levocetirizine
omnpenelieHue dihydrochloride per tablet. / Or 4,75 mr no 5,25 mr
TIEBOLIETHPH3HHA AUTHAPOXJIOpHa B TabneTke.
12 | Package/ Ynakoska 10 tablets in a (PVC/AI/PVC) foil /| 7 or 10 tablets in a (PVC/AI/PVC) foil / aluminum
aluminum foil blister. 3 blisters with | foil blister. 1, 2 or 3 blisters with patient
patient information leaflet in a carton | information leaflet in a carton pack. / Ilo 7 v 10
pack. / Tlo 10 tabnerok B OGnuctep u3 | Tabnerok B Gnuctep u3 (ITA/AJI/TIBX) donbru /
(MA/AJVTIBX) doabru / antomunuesolt | amomunnesoit oneru. [lo 1, 2 wim 3 Gnucrepa
donbru. Ilo 3 Omucrepa BMeEcTe C | BMECTe C HHCTPYKLMEH 110 MPUMEHEHUIO (JIHCTKOM-
MHCTPYKUMEH o TIPHMEHEHMIO | BIJIAZIBILLIEM ) B IAUKY KAPTOHHYIO.
(JTUCTKOM-BKIIA/bIIIIEM ) B navxy
KapTOHHYIO.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Tlpumeuanne: Ilpoaykr coorsercrayer Tpeboanusm HJL 3akawuenne: OJOBPEHO
Prepared by / i 1?Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized person /
HOD.FOTOBIICHO L pf IMposepeno (AOK): Onobpeno: Obecnevenne kadecTsa/OTBETCTBEHHOE JTMLIO!
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg

IMpoaykt: Annepsaii TabNeTKH, NOKPLITHIE MIEHO4HOH 06onoukoi, 5 Mr

Market / Poinok : Russia / Poccus

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

Cepusa Ne # €2602850 Pasmep cepuu * 1040300 Tab

Analytical Repovrt No./ . 890001871185 Date of Analysis / . 14/03/2026
Ananarnuecknii oruer Ne JlaTa ananusa

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

Jlara npoussojcrsa Tonen no

Mfg. License No. /

IponsBoacTBeHHAS : 59/RR/AP/9T7/F/IR MA number: / Homep PY : JII-Ne(001333)-(PT-RU)
auneH3us Ne

Analysis performed according to ND No / Anaans nposeaen no HJL Ne: JITT-Ne(001333)-(PT-RU)-151123
Artworks of primary package approved: / Makersl neppuuHoii ynakoBku yTeepixaens: 28.02.2023
Artworks of secondary package approved: / Maxerbl BropuuHoii ynakosku yreepxaens: 28.02.2023

PL approved: / JIB yreepxaen: 28.01.2025
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13 | Labeling / Mapxkuposxka Complies / CoorretcTByeT In accordance with Module 1, section 1.2.3 of the
submission dossier. / B cooTBercTBHH ¢
yTBEPKIEHHBbIM MakeToM (cM. pazaen 1.3.2 monyns
1 perncTpalroHHOro A0ChE).

14 | Storage / Xpanenune At temperature not more than 25 °C. / Ilpu Temneparype He Boie 25 °C.

15 | Shelf life (storage) / Cpox 3 years./ 3 ropa.

FOJAHOCTH (XPAHEHHs)

* 1t 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.

* [TpOBOAMTCS NPOUIBOAUTESIEM NIPH BBINTYCKE MEPHOAHUECKH (C MHTEPBANOM 0iHO HcribiTanue Ha 10 cepuit unn He meHee 1 pasa B ron).

TTokazatenb MOXKeT ObITh HE BKJIIOUCH B cepTHduUKAT aHann3a GUpMBI.

API name / Haumenosanue A®C:

Levocetirizine dihydrochloride / JleBouerupHsnta IUruapoxsiopu

INN /MHH:

Levocetirizine / JleBoueTupuzny

API manufacturer batch number / ACSH002460
Howmep cepnn npoussoaureasn APC:
FP Manufacturer API Batch number / FCSAO0I873

Homep cepuu cyGeTaHiMH NPOH3BOANTEIIA
TJ®:

API Manufactured by, address & country /
Ipomzsoauteas ADC, agpec u cTpana:

Dr. Reddy's Laboratories Limited, Chemical Technical Operations, Unit-III Plot No.
116, IDA Bollaram, Jinnaram Mandal, Medak District - 502 325, Telangana, India /
H-p Pennw’c JlaGoparopuc Jlumuren [oapazaeneHyre XuMUKOTEXHOJOTHYECKHX
onepauuii - 111, Yuacrok Ne 116, KoonepatusnonpomsiiunenHbiil komruieke Lpu
Benkarecsapa, M.J1.A., Boinapam(s), xunnapam(m), Canrapennu(ancr.),

Tenanrana-502325, Unaus

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

HaumenoBanue, agpec 1 HOMep JHUEH3HH

JIOIHAaAKH, Ocy[lleCTBJlﬂlO[lleif'l

ﬂpOH'JBOllCTBO/KOHTpOJlb KayecTBa/Bol nycK

Irjie®/

Dr. Reddy's Laboratories Ltd., Survey Ne 41 (Formulations Technical Operations —
Unit-1IT), 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) /

H-p Pepan’c JlaGoparopuc JItn., Yuactok Ne 41, (TIpoussoacTBeHHOE

noapazaenenune-II),
Manxamxrupy Jucrpukr, bauynanau (B), bauynannu (M), Menuan-Mankamkrupu
(M), wrar Tenanrana, Mnaus (Jluuensus Ne S59/RR/AP/97/F/R)

bauynannu Bunnamxk, bauynannu Mannan, Meguan

Remarks : The Product confirms to ND/
Tipumeuanue: TIpoayKT COOTBETCTBYET Tpeboanusam HJJ

Conclusion : APPROVED/
Jaxmouenne: OXOBPEHO

Prepared by /

Checked by /

Checked by (AQA) /

Approved by: Quality Assurance/Authorized person /

TTouLeFBACHO + (7 e /,Jl Bccho [posepeno (AOK): Ounobpeno: Obecneucnune kavecrsa/OTBETCTBEHHOE JILO!
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CEPTUDUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
Tpoayxr: Annepsaii TaGneTKH, MOKPLITHIE MJIEHOUHOI 060J04KOH, 5 Mr

Market / Poinok : Russia / Poccus

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

Cepus Ne + €2602850 Pa3mep cepun * 1040300 Tab

Analytical Repourt No./ . 890001871185 Date of Analysis / . 14/03/2026
AHAJIMTHYECKHH oTUeT N2 JlaTa anajausa

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

JlaTa npou3BoACTBA T'oaen po

Mfg. License No. /

Tpou3sBoacTBEHHAS : 59/RR/AP/97/F/R MA number: / Homep PY : JITI-Ne(001333)-(PI'-RU)
JnueH3ust Ne

Analysis performed according to ND No / Ananus nposeses no HJL Ne: JITI-Ne(001333)-(PI'-RU)-151123
Artworks of primary package approved: / MakeTtbl nepBuuHoii ynakosku yrsep:xaennl: 28.02.2023
Artworks of secondary package approved: / Makers! BropuyHoii ynakosku yreepsxaenni: 28.02.2023
PL approved: / JIB yreepxaen: 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». /
3axmiouenne 0 COOTBETCTBAH: «HACTOAMMM 5 MOATBEPIKAALO, YTO NPHBEACHHAs BbILIE HH(OPMALIMS SBISETCS JJOCTOBEPHOH H TOUHOM.
Drta cepus NPOLYKUMH TpousBeieHa (BKatouas ynakosky (MapkMpOBKY) U KOHTPOIIb Ka4eCTBa) Ha BhILICYKa3aHHOH APOM3BOJACTBEHHOM
miomaake (fUollaaKax) B MOJHOM COOTBETCTBUM ¢ TpeboBaHusmu [IpaBus Haanesxaluell MpoOM3BOINCTBEHHOH npakTHky EBpasuiickoro
sxoHOMMYeckoro corsa (Ne GMP/EAEU/RU/01293-2024 ot 17 anpens 2024 r.) u TpeOoBaHUAMH KOHTPOJIS Ka4eCTBA JIEKAPCTBEHHbIX
CPEACTB, & TAKKE B COOTBETCTBMH CO ClELMPUKALMAMH, COUCPKALLMMHCS B PECHCTPALIMOHHOM JOChE CTPAHLI-UMIIOPTEPa. 3amycH Mo
MPOM3BOACTBY, YIIAKOBKE M aHAJIN3Y MPOBEPEHDI, U YCTAHOBJIEHO X COOTBETCTBHE Tpebosanusm [Ipasun Haanexatueii npou3BOACTBEHHOH
npaxkTuky EBpazuiickoro 3KOHOMHYECKOro Cot03a.

Remarks : The Product confirms to ND/ Conclusion : APPROVED/
TMpumeuanune: Tpoaykr coorsercTByet Tpedoanusam HJI 3akaouenne: OJOBPEHO
Prepared by / 2 {' Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
Ioaro B?;BIIOC',/UV(" 1 Tlposepeno: IMpoeepeHo (AOK): Onobpeno: Obecnenenue kaviecTra/OTRETCTBEHHOE JIMLIO:
A 2 5~
Date / 000, Date/ Date / <o,/ | Date/ :
12062026 o e omD 0-pb-Zoth b ( NOXE
JlaTa: 20 & Jaral? 06 2026 nara: 120672 Jlara: V0l N






