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CERTIFICATE OF ANAT YSIS

CEPTUDHKAT AHAJTM3A

Product : Allerway film-coated tablets 5 mg
Mpoayxr: Annepait TabnAeTKH, MOKPLITHIC MIIEHOUHOH 00004YKOH, 5 MI

Market / Peinox

: Russia/ Poccus

1040300 tab /

Batch No. / . Batch Quantity /
Cepusa Ne : 2602963 Pasmep cepuu * 1040300 tab
Analytical Report No./ . 890001871181 Date of Analysis / . 14/03/2026

AHAJHTHIeCKHI oT'1eT No

Jara ananuia

Date of Manufacture /
Jara nponssoucrsa

+ 13/02/2026

Date of Expiry /
Topen no

: 31/01/2029

Mfg. License No. /
IIpousBogcreenHasn
auueH3mnsi Ne

: 59/RR/AP/OT/F/R

MA number: / Homep PY : JHI-Ne(001333)-(PI'-RU)

Analysis performed according to ND No / Ananus nposeaen no H/I Ne: JITT-Ne(001333)-(PI'-RU)-151123
Artworks of primary package approved: / Makersl nepsuunoii ynakosku yrsepxaens:: 28.02.2023
Artworks of secondary package approved: / MakeTsbl BTOPHYHOIi yNaKoBKH yTBep:kaeHbl: 28.02.2023
PL approved: / JIB yrBep:xkaen: 28.01.2025

Page 1 of 5/ Crp. 1T m3 5

Ne Test / IMokazareas

Result / Pesyabrarsl

Specification / Hopma

1 | Appearance / Onucanne

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. /  OsajnnHble
JIBOSIKOBBINYKJIbIC TaBJIETKH, HOKPBITHIE
niaeHo4Ho# 06oJoukoil 6enoro uBera, ¢

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. / OrankHRle JROAKOBKNYKIKIE TAANETKH,
MIOKPBITHIC TUIEHOUHOH 0o6osoukoll Genoro wau
roury Gesoro LBeTa, ¢ OAHOHM CTOPOHBI [IAJKHE, Ha

ONHOH CTOPOHBI Iajxue, Ha Apyro# |apyroit  cropone  rpasupoBka «R 5»  Ha
cropore rpasuposka «R  S5».  Ha jnonepeunom paspese saapo ot Genoro A0 IOYTH
fonepedHoM  paspese  sapo  Genoro |Genoro usera.

LBeTa.

2 | Identification / The retention time of the main peak in |The retention time of the main peak in the
Wnestudurauns the chromatogram of test solution |chromatogram of test solution should comply with
Levocetirizine / complies with the retention time of the {the retention time of the main peak in the
Jlepouernpusun main peak in the chromatogram of |[chromatogram of levocetirizine dihydrochloride

levocetirizine dihydrochloride reference |reference standard solution (section “Assay”). /
standard solution. / Bpems ynepxupanust [Bpemst  yaepKuBaHWs  OCHOBHOIO NWKa  Ha
OCHOBHOIO [HMKa Ha XPOMaTOTPaMME |XpOMAaTOrpamMMe HCIBITYEMOro pacTBOpa MAOJHKHO
MCITBITYEMOFO PacTBOpa COOTBETCTBYET |COOTBETCTBOBATH BpEMEHH yIEPIKUBAHHUS
BPEMEHH YACPKHBAHH OCHOBHOTO NMWKa |OCHOBHOrO [HKA Ha XpOMAarorpamMMe pacrBopa
Ha XpoMarorpamme pacTBOpa |CTaHAapTHOro obpazua JEBOLETHPHU3UHA
cranpaptHoro obpaiua sepoueTHpuinia [ aurnapoxnopuaa  (pasgen  «KojuucciseHuoc
AUTUAPOXJIOpHIA. onpeaeaeHue).

3 | Average weight / 133.64 mg/ 133,64 mr 133.25 mg + 4% (between 127.92 and 138.58 mg) /
Cpeassis Macea 133,25 vr£4 % (ot 127,92 no 138,58 mr)

4 | Disintegration / 3 min/ 3 muH Not more than 15 min / He 6onee 15 mun
Pacnanaemocts

5 | Dissolution / PactBopenue Unit-1/'l'abn.-1 100 % NLT 80% (Q) of label claim of levocetirizine

e , diliydrochloride afler 20 min./ He menee 80 % ()
Unit-2 / Tabsn.-2 Y5 %
OT HOMHHANIBHOI'O COJAEPIKAHHS JICBOHETHPU3IHHA
Unit-3 / ‘'abin.-3 Q5 Yy quruapox nopuaa yepez 20 Mun,

Remarks : The Product confirms to NI/

TNpumeuanue: Iponykr coorBercTByet Tpeboanuam HJL

Conclusion : APPROVED /
3axmouenne: OMOBPEHO

Prepared by /

5%
Moar BICHO ., 7 L
A o

3 Checked by /

ff N~

Checked by (AQA) /
Iporepeno (AOK):

Approved by: Quality Assurance/Authorized person /
Onobpeno: Obecrieuenre kauecTsa/OTBETCTBEHHOE JIMLO:

V

A Y s 2
Date /(N (0 05 /»| Date Iz ~06- 202, Date / |y o i o574 | Date/ e s
Hara: iQ 06 2« %6 l:laTa:g Hara: |2we- 2o Jara: \QL 06t
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Dr.Reddy'’s Q;‘

CERTIFICATE OF ANALYSIS

CEPTHUDOHUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg
Ipoaykr: Amtepsaii TabsieTky, NOKPLITHIE MIEHOUHON 000N0YKOH, S Mr

Market / Poinox : Russia/ Poccust

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

Cepusi Ne + £2602963 Paszmep cepunu © 1040300 Tab

Analytical Repovrt No./ . 890001871181 Date of Analysis / . 14/03/2026
AHANHTHYECKHIH oTUeT Ne JlaTa ananusa

Date of Manufacture / . 13/02/2026 Date of Expiry/ . 31/01/2029

Jara nponssojacrsea Togen 10

Mfg. License No. /

TponssoacTeennas : 59/RR/AP/97/F/R MA number: / Homep PY : JITI-Ne(001333)-(PT'-RU)
aunen3ust Ne

Analysis performed according to ND No / Ananans nposeaen mo HJI Ne: JITI-Ne(001333)-(PI-RU)-151123
Artworks of primary package approved: / MakeTbl nepBH4HOii ynakoBku yreepsaenst: 28.02.2023
Artworks of secondary package approved: / Makersl BTOpHYHOI yNaKoBKH yTBep:xIeHbi: 28.02.2023
PL approved: / JIB yreepaxnen: 28.01.2025

Page2 of 5/Crp. 2 m35

Unit-4 / Tabn.-4 94 %
Unit-5/ Taba.-5 98 %
Unit-6 / Tabn.-6 98 %

6 | Related Substances / PoacrBeHHbie npHMecH

Impurity A / Ipumecs A

Impurity B / [pumecs B

Impurity C / Ipumecs C

Impurity D / Ilpumecs D

Impurity E / Ipumecs E

Impurity F / Ilpumecs F

Impurity RCT-3 / INpumecsy RCT-
3

Any  individual  unidentified
impurity / Jhobast  enmHMuHAas
HeHAEHTHHULHPOBAHHAS
npHuMech

Not detected / He oOHapyxeHa

Below LOQ (LOQ = 0.008 %) / Huxe
npejena KoJHyeCTBEHHOTO
onpeaenexus (ITKO = 0,008 %)

Not detected / He obHapyskeHa

0.01%/0,01%
Below LOQ (LOQ = 0.023 %) / Hike

npeesa KoM4eCTBEHHOro
onpenesenus (ITKO = 0,023 %)

Below LOD (LOD =0.014%) / Huxe
npenena obHapysxkenus (10 = 0,014 %)

0.08% / 0,08%

Below BDL (BDL= 0.05 %) / Huxe
nopora peructpaumu (ITP =0,05 %)

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

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

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

Not more than 0.30 % / He 6onee 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 Gosee 1,5 %

Remarks : The Product confirms to ND/
Ipumeyanne: [Ipoaykr coorsercTeyer Tpebosanusm HJJ

Conclusion : APPROVED /
Jakmoyenue: OJJOGPEHO

Prepared by / ~ 1 Checked by / Checked by (AQA)/
4 f‘()“g\bp%lio: 4 Hponcpq\no (AOK):
A )

Approved by: Quality Assurance/Authorized person /
Onobpeno: Obecrieuenue kaueeTsd/OTBETCTBENHOE JTHUO!

V

, 2l
Date /.

o ot £ Date/ ./ o,
lIaTa:Q‘ 06-2024] Tara: [2-0é 2676

Date /

Jlara; R AR X 4
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Product : Allerway film-coated tablets 5 mg
TMpoayxr: Anniepsaii TabaeTKH, TOKPLITHIE TIEHOYHOH 060104KOH, 5 MP

CERTIFICATE OF ANALYSIS
CEPTUO®HUKAT AHAJIM3A

Market / Poinok : Russia / Poceust

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

Cepust Ne : 2602963 Pasmep cepuu * 1040300 tab

Analytical Repourt No./ . 890001871181 Date of Analysis / . 14/03/2026
AHajiuTHYeCKHH oTyeT No Jlara anannsa

Date of Manufacture / . 13/02/2026 Date of Expiry/ . 31/01/2029

Jara npousBoacTsa Fopen no

Mfg. License No. /

TpoussoacrsenHast : 59/RR/AP/9T/F/R MA number: / Homep PY : JITI-Ne(001333)-(PI'-RU)
JauueHzns Ne

Analysis performed according to ND No / Ananu3s nposeaen no HJ/A Ne: JITI-Ne(001333)-(PI'-RU)-151123
Artworks of primary package approved: / Makers! nepsinuHoii ynaxkosxn yreepsaennr: 28.02.2023
Artworks of secondary package approved: / Makersl BTOpHYHO#H yNaKoBKH yTBep:xaeHbl: 28.02.2023
PL approved: / JIB yrsep:xnen: 28.01.2025

Page3 of 5/Crp.3n35

7 | Chiral purity / Xupanbnas Below LOD (LOD =0.0138 %) / Hixe | S-isomer — not more than 1.5% /
— 0,
YHCTOTA npenena obuapyxenus (IO =0,0138%) S-msomep — e Gonee 1,5 %
8 | Loss on drying / IToTeps B 23%/23% Not more than 6.0 % / He 6ouee 6,0 %
macce npH BLICYIIHBAHHH
9 | Microbiological purity*/ MukpoOuosoruyeckast yncrora®
a) Total Aerobic Microbial Count Less than 10 CFU/g/ Not more than 10° CFU/g /
/ O61ee yucao a3podHbiX Menee 10 KOE/r He Gonee 10° KOE/r
MUKPOOPraHu3IMOB
b} The total number of yeast and Less than 10 CFU/g/ Not more than 107 CFU/g /
mold fungi / O6ee uncno Menee 10 KOE/r He 6onee 10> KOE/r
JPOMOKEBBIX M IIECHEBbBIX
rpubos
¢} Escherichia Coli Absentin 1 gram/ Shell be absent in 1 gram /
OrcyrctByerB 1 1 OrcytctBue B 1 1
10 | Uniformity of dosage units / 2.572,5 Acceptance value (AV) should not be more than
OaHOPOAHOCTD A03HPOBAHUSA 15.0. / Tokasaresns npuemaemoctu (AV) pomxeH
OwIThL He 6onee 15,0.
11 | Assay/ KosinyecrBeHnoe 495 mg /4,95 mr Between 4.75 mg and 5.25 mg of levocetirizine
onpegejeHne dihydrochloride per tablet. / Ot 4,75 mr o 5,25 mr
JIEBOLETHPH3UHA AMFMAPOXIIOPHAA B TablieTKe.
12 | Package/ YnaxoBka 10 tablets in a (PVC/AVPVC) 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. / ITo 7 wim 10
pack. / ITo 10 Tabnerok B Gsnucrep u3 | Tabaerok B Gnucrep u3 (ITA/AJUTIBX) donbru /
(TTA/AJUTIBX) donbru / amomunueBoit | amomunueBor dossru. ITo 1, 2 unm 3 Gaucrepa
doneru. Tlo 3 Onucrepa BMeEcTe C | BMECTE C MHCTPYKLHMEH MO NPUMEHEHHUIO (JINCTKOM-
MHCTPYKLUHe#H no NPUMEHEHHIO | BKJAJBIIEM) B TaYKy KAPTOHHYIO,
{(nUCTKOM-BKIIAAbILLEM ) B nauky
KAPTOHHYIO.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeyanne: [IpoaykT coorsercTByeT TpeboBanusm HJL 3akmwouenne: OJOBPEHO
Prepared by / ‘; (’} Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
Ho/zir/(‘)'ﬁp J]eHé)ngCﬁ-”’ “~" | TlposepeHo: HpOBep%HO (AOK): OnobpeHo: Obecneuenue kauectpa/OTBETCTBEHHOE JIMLIO!
f\ﬁ o, Jf;’%w ;// P ’/f); .
Date / g | DAtz af-gezd Date/ . .o, | Date/ o ol
Jara: / 2 Cﬁé’ 2 ‘:)ﬁ Hara: 7 JHara: ! 20k 2ot Hara: VYL Q
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Dr.Reddy’s Q;‘:‘

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg

Hpoaykr: Annepsaii TabNETKH, NOKPLITHIE ICHOYHOH 0605104KOH, 5 Mr

Market / Poinox : Russia / Poccus

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

Cepust Ne + (2602963 Pasmep cepuu * 1040300 Tab

Analytical RCpO}‘t No./ . 890001871181 Date of Analysis / . 14/03/2026
AnannTHyecKuii oTaer Ne JlaTa anaauza

Date of Manufacture / . 13/02/2026 Date of Expiry/ . 31/01/2029

JaTta npoussoacrea Foagen no

Mfg. License No. /

Tlpouseoacreennas : 59/RR/AP/9T/F/R MA number: / Homep PY : JITI-Ne(001333)-(PI'-RU)
JuueH3us Ne

Analysis performed according to ND No / Ananu3s nposeaen no HJI Ne: JITI-Ne(001333)-(PI'-RU)-151123
Artworks of primary package approved: / Makerb! nepBnuHoii ynakosxn yrsepxaensi: 28.02.2023
Artworks of secondary package approved: / Makerbl BTOPpHYHO# ynakoBKH yTBep:xaeHsl: 28.02.2023

PL approved: / JIB yreepxaen: 28.01.2025

Page4 of 5/Crp.4m35

13 | Labeling / Mapkuposka

Complies / Cooreercrryer In accordance with Module 1, section 1.2.3 of the
submission dossier. / B coorsercrBMu ¢
YTBEP)KACHHBIM MakeToM (cM. pazaen 1.3.2 mouyins
1 perucTpaumoHHOro n10Che).

14 | Storage / Xpanenune At temperature not more than 25 °C. / I1pu temneparype He Boie 25 °C,

TOAHOCTH (XpAHEHUsT)

15 | Shelf life (storage) / Cpox 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.

* ITpoBOIMTCS MPOH3BOAUTEIEM TP BbIITYCKE MEPUOANUECKH (C HHTEPBAIOM OJHO HCcHbITaHue Ha 10 cepuil UM He meHee 1 pasa B rox).
TokazaTeib MOXET ObITh HEe BKJIIOUEH B cepTHdHKAT aHannza GUPMBI.

API name / Hanmenosanne ADC:

Levocetirizine dihydrochloride / JleBouernpusnna nurunpoxiopun

INN / MHH:

Levocetirizine / Jlesouetnpusuu

API manufacturer batch number /
Homep cepun npounssoaurtens APC:

ACSH002460 & ACSH002990

FP Manufacturer API Batch number /
Homep cepnn cyGcTaHUHH TIPOH3BOANTEISI
I'JI®D:

FCSA01873 & FCTA00016

API Manufactured by, address & country /
IMpoussoaurens APC, 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 /
J-p Pennw’c Jlaboparopuc Jlumuren IoapaszieneHme XuMUKOTEXHONOFHUECKHX
onepaunii - III, Yuacrok Ne 116, KooneparusHonpombituneHHsii komrieke Hpu
Benkarecsapa, M. JI.A., bornapam(B), JxunHapaM(m), Canrapenau(amcr.),
Tenanrana-502325, Unnus

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

HaumenoBanmne, ajgpec 1 HOMep JHIICH3IHU
TUIOIHAAKH, OCYLeCTBJISIOIeH
NPOU3BOACTBO/KOHTPOJIb KAYeCTBA/BBINYCK
TrJad/

Dr. Reddy's Laboratories Ltd., Survey Ne 41 (Formulations Technical Operations —
Unit-11I), 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 Penan’c Jlaboparopuc Jlta., Yuacrok Ne 41, (Ilpoussoacreentoe
noapazaenenue-111), bauynannm Bumnamk, bauynamu Manpan, Menuan
Mankamwxrupu Juctpukr, bauynamnu (B), bauynamin (M), Menuan-Mankamxriapu
(), wrar Tenaurana, Muans (JInuensus Ne S9/RR/AP/97/F/R)

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
INpumenanne: IpoayxT coornerernycet TpeboBanmsM HJL Jaxmwouenne: OJOLPENO
Prepared by / ~. b Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
C/jlll > epeHOZ/ UpOBepeyo (AOK): Onobpeno: Obecnieuenne xavectsa/OTBETCTBEHHOE JULIO:
ate fyry pr o4y 4 Date/ - oy | Date/ , ol
}Z[aTa:w 6242 4 Jara: |2-06-2e26 Jara: Vot G ¢
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Dr.Reddy’s ‘ p‘ CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
Tpoayxr: Annepsoaii TabJIeTKH, NOKPbITHIE TieHOUHOH obostoukoi, 5 Mr

Market / PeiHok : Russia / Poccust

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

Cepust Ne : 2602963 Pasmep cepuu * 1040300 Tad

Analytical Repovrt No./ . 890001871181 Date of Analysis / . 14/03/2026
AnagauTHyecKuit oruer Ne JlaTa anajnausa

Date of Manufacture / . 13/02/2026 Date of Expiry / . 31/01/2029

JlaTa npou3BoacTBa Togen no

Mfg. License No. /

MpousBoacTBeHHast : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)
auneHsua Ne

Analysis performed according to ND No / Ananus nposegen o HJL Ne: JITI-Ne(001333)-(PI'-RU)-151123
Artworks of primary package approved: / MaxeTbl nepBiyHoii ynakosku yrsepsxaens:: 28.02.2023
Artworks of secondary package approved: / Makersl BTOpH4uHOH ynakosku yTeepxiaenst: 28.02.2023
PL approved: / JIB yrsepxnen: 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». /
3aximiouenne o coorsercTBun: «HacTosmmm s NoATBEPK A0, YTO NPUBEAEHHas Bhbllie HHPOPMaLUs SBISETCS AOCTOBEPHON U TOUHOM,
Dra cepus NpOAYKLIMM Npou3BeeHa (BKIIOUas ynakoBKy (MapKMpOBKY) M KOHTPOJb Ka4eCTBa) Ha BhILIEYKA3aHHON MPOU3IBOACTBEHHON
riolazke (MowaaKax) B NOAHOM COOTBETCTBHM ¢ TpeboBanusaMu [IpaBun Hauekalued nMpoH3BoACTBeHHON npakTiku Epazuiickoro
3KOHOMMYeckoro corsa (Ne GMP/EAEU/RU/01293-2024 ot 17 anpens 2024 r.) u TpebOBaHMSIMY KOHTPOJIS KAUECTBA JIEKAPCTBEHHbBIX
CPEJICTB, @ TAKXKe B COOTBETCTBHMH CO CrielM(BUKALMIMH, COIEPKAIMMHUCS B PErMCTPALMOHHOM JIOChE CTPaHbI-UMIIOpTEpa. 3anucu fo
TIPOU2BOJICTBY, YITAKOBKE U aHAJIH3Y MPOBEPEHBI, M YCTAHORIIEHO UX COOTBETCTBUE TpeboBanusaM [IpaBuit Hauiexallel por3BOACTBEHHON
npaxkTHky EBpasuiicKkoro aKOHOMHYECKOTo CO3a.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeuanue: poayxr coorsercroyet Tpebopanivam HJL 3axawuenne: OJJOLPEIO
Prepared by / ;‘/;7 Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized person /
257 lponeperno: Iposepeno (AOK): Opnobpeno: ObecricucHHe kauccTBa/OTBCTCTBCHHOC JIMLQ:
(Q N =~
Date /gy cepergengd Date/ j~ o o Date / .
Jara: (2 o6 o] JHara: ¥ Wdémw% Jara: A BN






