UNCONTROLLED COPY Issued on 12-06-2026

@e
Dr.Reddy’s ‘f‘e‘

CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
Hpoaykr: Annepaii TabneTkH, NOKPLITLIE TIEHOUHOH 000104KOH, 5 MI

Market / Poinox

: Russia / Poccus

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

Cepusa Ne + £2602965 Pasmep cepun 1040300 rab

Analytical Repourt No. / . 890001871182 Date of Ana’lysxs / . 14/03/2026
AnanurTayeckuii oruer Ne JlaTa anaauza

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

HaTa npoussoacrTsea T'oaen po

Mfg. License No. /

IIpouszsoacTBeHHAS : 59/RR/AP/97/F/R MA number: / Homep PY : JII-Ne(001333)-(PT-RU)
anueHsus Ne

Analysis performed according to ND No / Ananus nposeaen no HJL Ne: JIIT-Ne(001333)-(PI'-RU)-151123
Artworks of primary package approved: / Maxern! nepsuuHoii ynakoskn yreep:xaenst: 28.02.2023
Artworks of secondary package approved: / MakeTsl BTOpH4HOH ynakoBkH yrBepsaenbl: 28.02.2023

PL approved: / JIB yreepxaen: 28.01.2025

Page 1 of S/Crp. 1 m3 5

Ne

Test / lloka3zaTensn

Result / Pesynbrarsi

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. / OBsajbHbie
JIBOSKORBBITYKJIbIC TabAETKH, NOKPHITHIE
neHo4HoH obonoukoit 6enoro ugeTta, ¢
OOHOM CTOpOILI TJafKHe, 11a Apyroii
croponc  rpasuposka  «R o 5». lla
nonepeuiioM  paspese aapo  fenoro
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. / OBaJibHbie IBOSKOBBINYKJIbIE TaOIETKH,
TIOKPBITHIC  TUICHOYHOM 060s0ukoit  Genoro wiu
MOUTH 6eJI0ro UBETa, ¢ OAHONW CTOPOHLI IIaiKHE, Ha
apyroif  cropone  rpaBupoBka «R 5».  Ha
MONCPCYHOM  paspese aapo ot Benoro Ao noyTH
fcnoro uBeTa.

2 | Identification /
Naenrnduxanps
Levocetirizine /
JlesoueTupusuH

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 yaepxxuBanus
OCHOBHOTO MHKa 112 Xpomarorpamme
UCIBITYEMOTO PAacTBOPa COOTBETCTBYET
BPEMCHH YASPHKHBAHHS OCHOBHOTO MuKa
Ha XPOMaTOrpamMme pacisopa
CTAHNIAPTHOrO 06PAzIA IEROHETHPHANHA
JUTHAPOXTIOpHA.

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  yaepkuMBaHus ~ OCHOBHOTO MKa Ha
XPOMATOTPAMME HCIMBLITYEMOTO PacTBOPa JOJDKHO
COOTBETCTBOBATH BPEMEHH YACP)KHUBAHHUS
OCHOBHOrO TNHKa Ha XpoMaTorpaMme pacrsopa
CraHAAp THOIY 00pasua JICBOLE TUPH3UHA
quruapoxnopuna  (pasgen  «KonnuecTBeHHoe
OrnpenesieHue).

3 | Average weight /
Cpeanss macca

4 | Disintegration /
Pacnagaemocrth

132.95 mg /132,95 wmr

133.25 mg + 4% (between 127.92 and 138.58 mg) /
133,25 Mr+4 % (ot 127,92 510 138,58 mr)

2min/ 2 muH

5 | Dissolution / Pacreopenue

Unit-1/ Ta6a.-1 99 %
Unit-2 / Tabn.-2 95 %
Unit-3 / Ta6n.-3 97 %

Not more than 15 min / He 6onee 15 mun

NLT 80% (Q) of label claim of levocetirizine
dihydrochloride after 20 min. / He menee 80 % (Q)
OT HOMHHAIILHOIO COJEP)KaHMs JEBOLETHUPU3HHA
auruapoxnopuaa uepes 20 MUH.

Remarks : The Product confirms to ND/
Ipumcuanue: Ipoaykr coorsereTByCT TPeOoRanuam 11)]
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Dr. Reddy’s ‘;‘ CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIN3A

Product : Allerway film-coated tablets 5 mg
TMpoaykT: Ajiepeait TabaeTKH, NOKPHITHIE MIEHOUHON 000JI04KOH, 5 Mr

Market / Poinok : Russia / Poccus

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

Cepusn Ne # €2602965 Pasmep cepun * 1040300 Tab

Analytical Repovrt No./ . 890001871182 Date of Analysis / . 14/03/2026
AHaJETHUECKH oTyeT No JlaTa anajausa

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

Jarta npoussoacrsa Tonen 1o

Mfg. License No. /

TMpon3soacTBeHHAsA 1 59/RR/AP/9T/F/IR MA number: / Homep PY : JII-Ne(001333)-(PT-RU)

nuuensua No

Analysis performed according to ND No / Auasus nposeaen o HJL Ne: JITI-Ne(001333)-(PI'-RU)-151123
Artworks of primary package approved: / MaxeTbl nepsuuHoii ynakoskn yreepsaensi: 28.02.2023
Artworks of secondary package approved: / Makersl BropuuHoii ynakoskn yreepsaennl: 28.02.2023
PL approved: / JIB yrBepsaen: 28.01.2025

Page2 of 5/Ctp.2m35
Unit-4 / Tabun.-4 98 %
Unit-5 / Tabn.-5 9% %
Unit-6 / Tabn.-6 99 %
6 | Related Substances / PoacrseHHble npHMecH
Impurity A / Ilpumecs A Not detected / He obHapyxeHa Not more than 0.4 % / He 6onee 0,4 %
Impurity B / ITpumecs B Below LOQ (LOQ = 0.008 %) / Huxe Not more than 0.4 % / He 6onee 0,4 %

npejena KoAM4eCTBEHHOTO
onpenenenus (ITKO = 0,008 %)

Impurity C / ITpumecs C Not detected / ne oGHapysena Not more than 0.4 % / He Gonee 0,4 %
Impurity D / ITpumecs D 0.0045% / 0.0045% Not more than 0.4 % / He 6onee 0,4 %
Impurity E / ITpumecs E Below LOQ (LOQ = 0.023 %) / Huke Not more than 0.4 % / He 6onee 0,4 %

npezaena KojAHYeCTBEHHOTO
onpeaenenus (ITKO = 0,023 %)

Impurity F / ITpumecs F Not more than 0.4 % / He 6onee 0,4 %
Below LOD (LOD =0.014%) / Huxe

npenena obuapyxenus (IO = 0,014 %)

, Impurity RCT-3 / INpumecs RCT- Not more than 0.30 % / Ile Gonee 0,30 %

3 0.08% / 0,08%
Any  individual  unidentified Not more than 0.2 % / He 6usiee 0,2 %
impurity / Jhiobas emunnunas | Below BDL (BDL—- 0.05 %) / Hixe
| HeUIeHTUPHLMPOBAHHAS nopora peructpauuu (ITP =0,05 %)
| NpUMech
’ Total impurities / 0.1%/0,1% Not more than 1.5 % / He 6onee 1,5 %
| Cymma npumeceit
| Remarks : The Product confirms to ND/ Conclusion : APPROVED/
‘ M pumeyanue: [poaykr coorpercrpycet Tpebopanmam HJL 3axuwuenne: OJOLPEIIO
? Prepared by / ,| Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized person /
; ML];pQ\B@peHOZ . Ipoeepeno (AOK): Onobpeno: Obecrneuenue kauecTra/OTBETCTBEHHOE JIMLIO:
; § AT §]
| - | Date : 4 Date / , Date /
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Dr.Reddy’s ‘;‘:‘

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIN3A

Product : Allerway film-coated tablets 5 mg
Mpoayxr: Ansiepeail TabieTku, NOKPLIThIE MIEHOYHOH 0007104KOi, 5 Mr

Market / Prinox

: Russia / Poccus

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

Cepust Ne + €2602965 Paszmep cepuu * 1040300 Tab

Analytical Repovrt No./ . 890001871182 Date of Analysis / . 14/03/2026
AHAJIHTHYECKHH oTueT No Jlara anaausa

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

Jara npousBoacrsa T'oxen 1o

Mfg. License No. /

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

Analysis performed according to ND No / Ananus nposeaen nmo HJI Ne: JITI-Ne(001333)-(PI"-RU)-151123
Artworks of primary package approved: / Makers! nepsiu4Hoii ynakosku yTeepskaens:: 28.02.2023
Artworks of secondary package approved: / MakeTnl BTOPHYHOIT ynakopkn yreepskaensr: 28.02.2023
PL approved: / JIB yrsepsxaen: 28.01.2025
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7 | Chiral purity / Xupansuas
YHCTOTA

Below LOD (LOD =0.0138 %) / Hixe
npeaena obuapyxenus (IO =0,0138%)

S-isomer — not more than 1.5% /

S-uzomep — He Honee 1,5 %

8 | Loss on drying / Hotepsn B
Macce NPH BHICYIUMBAHUH

3.0%/3,0%

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

9 | Microbiological purity*/ Mukpo6uosiornueckasi yucrora®

a) Total Aerobic Microbial Count
/ Obuiee uncao a’pobHBIX
MUKPOOPraHU3MOB

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

Not more than 10° CFU/g /
He 6onee 10° KOE/r

b) The total number of yeast and
mold fungi / O6uiee uncno
JIPOMOKEBBIX M TIECHEBbIX
rpuboB

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

Not more than 10? CFU/g /
He 6onee 102 KOE/r

¢) Escherichia Coli

Absentin 1 gram/
OrcytcrByerB 1 1

Shell be absent in 1 gram /
OrcyrerBue B 1 1

10 | Uniformity of dosage units /
OAHOPOAHOCTH N03HPOBAHUS

39739

Acceptance value (AV) should not be more than
15.0. / Hokazateas npuemnemocty (AV) nomkeH
ObiTh He Gogiee 15,0.

11 | Assay/ KonnuyecrBenHoe
onpeaesieHHe

4.89 mg/ 4,89 mr

Between 4.75 mg and 5.25 mg of levocetirizine
dihydrochloride per tablet. / Ot 4,75 mr mo 5,25 mr
JIEBOLETHPH3HHA JIMTHAPOXIIOpK A B TabneTke.

12 | Package/ ¥Ynakoska

10 tablets in a (PVC/AI/PVC) foil /
aluminum foil blister. 3 blisters with
patient information leaflet in a carton
pack. / Tlo 10 rTabnerok B Gyucrep us3
(TDA/AJVTIBX) dossru / amomunmesoit
dombru. Tlo 3 Gaucrepa BMecte ¢

HMHCTpYKLMEH o NPUMEHEHHIO
(JIMCTKOM-BKAA/ILILIEM ) B nayky
KaPTOHHYIO.

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 wim 10
tabnerok B 6nucrep uz (ITA/AJI/TIBX) donsru /
amomuHueBoit onsru. ITo 1, 2 wnu 3 Gaucrepa
BMECTE C MHCTPYKLUHEH 10 NPUMEHEHHUIO (JINCTKOM-
BKJIAJBIIEM) B [AYKY KAPTOHHYIO.

Remarks : The Product confirms to ND/
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'
Dr.Reddy’s Q3¢

CERTIFICATE OF AN

ALYSIS

CEPTUDUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg

TpoayxT: Ansiepsaii TaGleTKH, TOKPHIThIE TNIGHOYHOH 0607104KOH, 5 Mr

Market / Puinox

: Russia / Poccus

Batch No. / . Batch Quantity / . 1040300 tab /
Cepun Ne + €2602965 Paszmep cepun 1040300 Tab
Analytical Repovrt No./ . 890001871182 Date of Analysis / . 14/03/2026
AnanurHiecKuil oryer Ne JlaTra anasusa

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

JlaTa npousBoacTBa

Ioaen a0

Mfg. License No. /
ITpousBoacTeenHas
JnueH3ug Ne

1 59/RR/AP/97/F/R

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

Analysis performed according to ND No / Ananu3s nposeaen no HJL Ne: JITE-Ne(001333)-(PT'-RU)-151123
Artworks of primary package approved: / MakeTsl nepsu4noii ynakoskn yreepsxaenn: 28.02.2023
Artworks of secondary package approved: / MaxeTbl BTOPH4YHOH YNaKOBKH yTBepxIeHbl: 28.02.2023

PL approved: / JIB yreepxaen: 28.01.2025
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13 | Labeling / MapkupoBka

Complies / CoorBercTByer

In accordance with Module 1, section 1.2.3 of the
submission dossier. / B COOTBETCTBHM ¢
yTBepKIEHHBIM MakeToM (cM. pazaen 1.3.2 moayns
1 perucrpauyOHHOrO I0CkE).

14 | Storage / XpaHenue

At temperature not more than 25 °C. / Ilpu remnepatype He Bbitue 25 °C.,

15 | Shelf life (storage) / Cpox
FOAHOCTH (XpAHEHHs)

3 yea

1s./ 3 ropa.

* 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.

* [IpOBOAMTCSA MPOU3BOAMTENEM MPH BBITYCKE NEPHOIHUECKH (C HHTEPBANIOM OIHO HcTibiTaHHe Ha 10 cepuit niu He Menee 1 pasa B rop).
INoxaszaTtens MOXKeT ObITh HE BKIIIOYEH B cepTUdHUKAT aHanu3a GUPMBL.

API name / Hanmenosanne ADC:

Levocetirizine dihydrochloride / JleBoueTupusnHa quruapoxiopu

INN / MHH:

Levocetirizine / Jlesouetnpusun

API manufacturer batch number / ACSH002990
Howmep cepun npoussoauntesist APC:
FP Manufacturer API Batch number / FCTA00016

Homep cepun cyGeranunm npousBoanTes
TJ1d:

API Manufactured by, address & country /
Mpunssoaniens ADC, anpec n cipana:

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 Pennu’c Jlaboparopuc Jinmuren INMoapazneneHne XMMHKOTEXHOIOTHUECKHX
onepaumii - I11, Yuacrox Ne 116, Kooneparusnonpombitaernsii komrexke Wpn

Bcenkarcepapa, H.J1A., bomapam(e), Joxunnapam(m), Caurapepan(auct.),

Tenanrana-502325, Unnus

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

HaumeHoBanue, agpec u HOMep JHLUEH3HH
N0 ATKH, OCYHIeCTBJIsIIOnIei
NPOHIBOACTRO/KOHTPOJL KAYECTBA/BBINYCK
| %) (1 )

Maukaokrupy Juerpukr

Dr. Reddy's Laboratories Ltd., Survey Ne 41 (Formulations Technical Operations —
Unit-I1I), 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 Pepau’c Jlaboparopuc Jlta., Yuacrox Ne 41, (ITpouzponcreeHHoe

noapazaenexue-1iI),
, Batynaum (B), Baryuaum (M), Meaian-Maskaixenpu
(D), wrar Tenanrana, Huwas (JTuuensus No S9/RR/AP/97/F/R)

bauynannu Bunnanx, bauynanan Mannan, Menuan

Remarks : The Product confirms to ND/

Tlpumeuanne: Ilponykr coorserctByer Tpebosanuam 111

Conclusion : APPROVED /
Jaxunouenne: OJJOLPEIO
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Onobpeno: Obecrieuerne xkauecTra/OTBETCTBEHHOE JIHLO:
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Dr. Reddy’s Q’O’ CERTIFICATE OF ANALYSIS

CEPTHMDHUKAT AHAIW3A

Product : Allerway film-coated tablets 5 mg
Hpoaykr: Asiepsaii TabneTkH, ITOKPBITbIE NAEHOUHOH obonoukoit, 5 mr

Market / Puinok : Russia / Poccus

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

Cepus Ne : 2602965 Pasmep cepuu 1040300 rab

Analytical Repourt No./ . 890001871182 Date of Analysis / . 14/03/2026
AHAJMTHYECKH# oTueT No Jlara ananusa

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

JaTa npou3BoaAcTBA Togen 1o

Mfg. License No. /

ITpousBoacTBeHHAS : 59/RR/AP/ST/F/IR MA number: / Homep PY : JIIT-Ne(001333)-(PT-RU)
Juensust Ne

Analysis performed according to ND No / Ananus nposeaen no HJ Ne: JITTI-Ne(001333)-(PI'-RU)-151123
Artworks of primary package approved: / MakeTsl nepBHYHO# ynaxosku yTeepsienn:: 28.02.2023
Artworks of secondary package approved: / MakeTb! BTOpH4HOii yNaKoBKHN yTBepiaeHbl: 28.02.2023
PL approved: / JIB yrBep:xaen: 28.01.2025

PageSof 5/Crp.5u3 s
Declaration of certification: « 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». /
ZakaioueHne o cooTeTcTBUN: «HacToAILMM st OATBEPIKAAI0, YTO MPHUBEACHHAS BbILIC HHQOPMALUS SBISETCS JIOCTOBEPHON H TOUHOM.
Dra cepua NPOIYKLMM NPOU3BeAeHa (BKAIOUas YakoBKY (MapKUPOBKY) M KOHTPOJb KauecTBa) Ha BhILIEYKa3aHHOH MPOH3BOACTBEHHON
miowanke (UIomaaKax) B NOAHOM COOTBETCTBMM ¢ TpeboBanusamu [IpaBun wagnexaiielf npon3BoACTBEHHOM npakTiky EBpasuiickoro
skoHoMuueckoro corosa (Ne GMP/EAEU/RU/01293-2024 ot 17 anpenst 2024 r.) v TpeOOBAHUSIMH KOHTPOJIst KaUeCTBa JIEKAPCTBEHHBIX
CPENCTB, a TAKKE B COOTBETCTBHH CO CrIeLM(DUKALMAMH, CONEPKAIMMUCH B PETHCTPALIHOHHOM JOChe CTPaHbi-MMNopTepa. 3arucH no
AIPOM3BOACTBY, YNIAKOBKE M aHAJIM3Y TIPOBEPEHDI, H YCTAHOBIIEHO X COOTBETCTBHE TpeGoBaHuaM I1paBun Haanexalueil pou3BOACTBEHHO
npakTuki EBpasuiickoro 3K0HOMH4ECKOro Cot03a.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumenanne: [Ipoaykr cooTBeTcTBYET TpeboRaHuam HJL Jacmonenne: OHOBPEHO
Prepared by / . | Lhecked by / Checked by (AQA)/ Approved by: Quality Assurance/Authurized person /
, 25 Tlpo gpeno: IMposepeno (AOK): Onobpeno: Obecneusnne kavectsa/OrBerciBEHHOE NULO!
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