-Dr.Reddy’s Q':°

CERTIFICATE OF ANALYSIS

CEPTHDPUKAT AHAJIN3A

Product : Allerway film-coated tablets 5 mg
HpoaykT: Annepsaii TabneTKH, NOKPLITHIE NIEHOYHOH 000TOUKOf, 5 MT

Market / Peinok : Russia / Poccus

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

Cepus Ne 2005854 Pazmep cepun 1040300 Tab

Analytical Repoﬁrt No./ . 890001885238 Date of Analysis / . 22/05/2026
AHanHTHYECKHUH oTyeT Ne JlaTa ananusa

Date of Manufacture / . 15/04/2026 Date of Expiry / . 31/03/2029

JlaTa npousBoacTBa T'ogen o

Mfg. License No. /

IMponsBoacTBeHHAs 1 59/RR/AP/97/F/IR MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)
aunensus Ne

Analysis performed according to ND No / Anasnu3 nposegen no HJI Ne: JIII-Ne(001333)-(PT-RU)-151123
Artworks of primary package approved: / MakeTsl epBu4HOIl ynakoBkH yTeepskaens:: 28.02.2023
Artworks of secondary package approved: / MakeTsl BTOpu4HOii ynaKoBKku yTeepxaenb:: 28.02.2023
PL approved: / JIB yreepxiaen: 28.01.2025
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Ne

Test / IloxasaTens

Result / PesyasraTsi

Specification / Hopma

1 | Appearance / Onucanune

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. / OBsanbHble
JBOSIKOBBITYKJIblE TaONETKH, MOKPHITHIE
TJIEHOYHOM 060/10UKO# 6E10oro LBeETa, ¢
OJHON CTOpPOHBI TaAKHe, Ha Opyroi
cropone rpaBupoBka «R 5». Ha
MOMepedyHoM pazpeze  sapo  Genoro
L(BETA.

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. / OBajibHble OBOSKOBBINYKIBIE TAONETKH,
NOKPLITBIE TIIEHOYHOH 06omoukoi 6enxoro Hu
HouTH OeJyIoro LBETa, ¢ ONHOM CTOPOHEI [IAIKHE, Ha
Jpyroii  cropoHe rpaBupoBka «R 5». Ha
NOTIEpEYHOM pa3pese SApo OT Oenoro A0 MOYTH
Gernoro 11BeTa.

2 | Identification /
Naentnpuxauus
Levocetirizine /
JleBOoUETHPH3INH

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 yaepxuBarus
OCHOBHOIO [MKa Ha XpoMarorpamme
HCIIBITYEMOTO PacTBOpa COOTBETCTRBYET
BpPEMEHU YACPXKUBAHHS OCHOBHOTO MHKa
Ha XpoMaTorpamMmme pactBopa
CTaHAAPTHOTO 00pa3lia JEBOLEeTHPU3NHA
JUrHIpoxJIopuaa.

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  yOgepkuBaHMsS ~ OCHOBHOrO MHKa  Ha
XpOMAaTOrpamMMe HCIBITYEMOrO pPAacTBOpa JAOJKHO
COOTBETCTBOBATH BpEMEHH yaepPIKUBAHKS
OCHOBHOrO MHKa Ha XpOMaTorpaMMme pacTBOpa

CTaHAApTHOTO obpazua JIeBOLIETUPH3HHA
auruapoxmopupa  (pasmen  «KommuecteeHHoe
OMpeaeaecHUe).

3 | Average weight /
Cpeanss macca

133.63 mg/ 133,63 mr

133.25 mg + 4% (between 127.92 and 138.58 mg) /
133,25 mr£4 % (or 127,92 no 138,58 mr)

Ipumeuanne: ITponykr

cooTBeTcTBYET Tpeboranusm HJJ

4 | Disintegration / 04 min/ 04 Mun Not more than 15 min/ He 6onee 15 mun
PacnagaemocThb
5 | Dissolution / PacrBopenue Unit-1/ Ta6n.-1 98 % NLT 80% (Q) of label claim of levocetirizine
Uit/ Tan2 99 % dihydrochloride after 20 min. / He menee 80 % (Q)
Remarks : The Product confirms to ND/ Conclusion : APPROVED /

3aknwuenne: OJJOBPEHO

Ionp

Prepared by /
NIeHO;

L Checked by /

—

Checked by (AQA) /

HposyAOK):

Approved by: Quality Assurance/Authorized person /
Ono6peno: Obecneuenue kadectBa/OTBETCTBEHHOE JTHLO:

S/'

Jara:

Date/p D -05207&

Jlarta:

Date/ 99 050024

Date /
JaTa:

Date /zz'ﬂg_.m
Jlara:

a6 —xoNE
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-Dr.Reddy’s ‘.‘ CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

[Product : Allerway film-coated tablets 5 mg
IpoayxT: Annepsaii TaGNeTKH, IOKPHITIE MIIEHOYHOH 060IOYKOM, 5 MT

Market / Peinok : Russia / Poccus

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

Cepus Ne e Pa3mep cepun * 1040300 Tab

Analytical Repovrt No./ . 890001885238 Date of Analysis / . 22/05/2026
AHanuTHYecKuii oTYeT Ne Jara anananza

Date of Manufacture / : 15/04/2026 Date of Expiry / . 31/03/2029

JlaTa npousBoacTBa I'ogen no

Mfg, License No. /

IIponsBoacreeHHan : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)
JIMLEH3HS No

Analysis performed according to ND No / Ananus nposeaen mo HJ{ No: JITI-Ne(001333)-(PT-RU)-151123
Artworks of primary package approved: / MakeTsl nepBH4HOli ynaKoBkH yTeepxaenbl: 28.02.2023
Artworks of secondary package approved: / MakeTbl BTOpU4HOli yHAKOBKH yTBep:kaAeHbI: 28.02.2023
PL approved: / JIB yrBep:xkaen: 28.01.2025
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Unit-3 / Tabn.-3 94 % OT HOMHHAJILHOTO COAEPXKAHHUS JIEBOLETUPH3MHA
Unitd / Tacn 4 100% auruapoxiopuaa yepes 20 MHH.
Unit-5 / Tabn.-5 96 %
. Unit-6 / Ta6n.-6 94 %
6 | Related Substances / PoacTBennbie npumecu
Impurity A / IIpumecs A Not detected / ne oGHapy»xeHa Not more than 0.4 % / He 6onee 0,4 %
Impurity B / ITpumecs B Below LOQ (LOQ = 0.008 %) / Hmxe | Not more than 0.4 % / He 6onee 0,4 %
npenena KOJIHYECTBEHHOTO
onpenenenns (ITKO = 0,008 %)
Impurity C / Ipumecs C Not detected / He o6HapyskeHa Not more than 0.4 % / He 6onee 0,4 %
Impurity D / ITpumecs D 0.0044% / 0,0044% Not more than 0.4 % / He Gonee 0,4 %
Impurity E / ITpumecs E Below LOQ (LOQ = 0.023 %) / Huxe ["Not more than 0.4 % / He 6onee 0,4 %
npezaena KOJIM4ECTBEHHOTO
onpenenenus (ITKO = 0,023 %)
Impurity F / ITpumecs F Not detected / He oGHapyxena Not more than 0.4 % / He 6onee 0,4 %
Impurity RCT-3 / ITpumecs RCT- 0.08%/0,08% Not more than 0.30 % / He Gonee 0,30 %
3

Any individual  unidentified [Below BDL (BDL= 0.05 %) / Hmxe | Not more than 0.2 % / He 6onee 0,2 %
impurity / Jlro6as enuHn4Has |nopora perucrpauun (ITP =0,05 %)
HeuAeHTHHUIPOBaHHAS

npHMech
Total impurities / 0.1%/0,1 % Not more than 1.5 % / He 6onee 1,5 %
Cymma npumeceit
7 | Chiral purity / XupanbHasn Below LOD (LOD =0.0138 %) / Huwxe | S-isomer — not more than 1.5% /
YHUCTOTA npenena obHapyxenus (ITO =0,0138%) S-usomep — He Gonee 1,5 %
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: IIponykr cooTBeTCTBYET TpeboBanmam HJI 3axaoqenne: OJOBPEHO
Prepared by / > (PChecked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
I OBJICHO; ~p HO! Iporepewo (AOK): OnobpeHo: O6ecneyenne kayectBa/ OTBETCTBEHHOE JIMLIO:
‘ x
Date / ,Date / Date / 2024 | Date/ qa % N[
a5, 3 052006 205-
Jara: 22 = 2’026' ,I[a*ra:zz =20 Jlara: 2 2 Jlara:
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A

Product : Allerway film-coated tablets 5 mg
poayxT: Ansepsaii TabneTkH, NOKPHITHIE MIEHOUHON 060I0UKOH, 5 Mr

Market / Pernok : Russia / Poccust

Batch No. / Batch Quantity / 1040300 tab /
i C2 .

Cepus Ne GUABSES Pazmep cepun 1040300 tab

Analytical Report No. / . Date of Analysis /

AHaNUTHYECKHIT oTueT Ne | L JlaTa ananusa 8 22105/2005

Date of Manufacture / . Date of Expiry/

i pnwsss s : 15/04/2026 ToneH 10 : 31/03/2029

Mfg. License No. /

ITpousBoacTBeHHAR ¢ 59/RR/AP/97/F/IR MA number: / Homep PY : JIII-N2(001333)-(PT-RU)

JHUEeH3HsE N

Analysis performed according to ND No / Ananus nposegen mo HJ{ Ne: JITI-Ne(001333)-(PI'-RU)-151123
Artworks of primary package approved: / MaxeTsl nepBHYHONH ynakoBKH yTBepaeHbl: 28.02.2023
Artworks of secondary package approved: / MakeTbl BTOpHYHOH yIaKOBKH yTBepxaeHs: 28.02.2023
PL approved: / JIB yTeepsxaen: 28.01.2025
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8 | Loss on drying / Tloreps B
mMacce NpH BbICYIIUBAHUH

28%/ 2,8%

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

9 | Microbiological purity*/ MuxpoGuosoruyeckasi umcTora™

a) Total Aerobic Microbial Count
/ O6uiee YHCITO adspoBHBIX
MHKPOOPTaHH3MOB

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 / O61wee uncno
JPOXOKEBBIX U MIIECHEBBIX
rpuboB

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

Not more than 102 CFU/g /
He Gonee 102 KOE/r

c¢) Escherichia Coli

Absent in 1 gram /
OrtcyrcrayerB 1 1

Shell be absent in 1 gram /
OrcyrerBue B 1 1

onpegejieHne

10 | Uniformity of dosage units / 48 /4,8 Acceptance value (AV) should not be more than

OnxHOpOAHOCTH JO3MPOBAHHS 15.0. / Tokazarens npuemiemoctu (AV) nomxken
66ITh He Gouiee 15,0.

11 | Assay/ KoqnuecTBeHHOE 4,86 mg /4,86 mr Between 4.75 mg and 5.25 mg of levocetirizine

dihydrochloride per tablet. / Or 4,75 mr a0 5,25 mr
JIEBOLIETUPH3WHA AUTHIPOXIIOpHIA B TabJeTKe.

12 | Package/ YnakoBka

10 tablets in a (PVC/AI/PVC) foil /
aluminum foil blister. 3 blisters with
patient information leaflet in a carton
pack. / TTo 10 Tabnerok B Gnuctep M3
(ITA/AJVTIBX) donbru / anroMrHHEBOH
¢donern. Ilo 3 Onucrepa Bmecre C
WUHCTPYKLUEH no MPUMEHEHHIO
(JIMCTKOM-BKJTA[BILIEM ) B nauKy
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 unu 10
Tabnerok B Gauctep uz (IIA/AJU/IIBX) doneru /
amomunnesodt goneru. Ilo 1, 2 wmu 3 Gnmcrepa
BMECTE C MHCTPYKLIMEE 10 TPUMEHEHHEO (JIUCTKOM-
BKJIJIBIIIEM ) B TAUKY KaPTOHHYIO.

13 | Labeling / MapkupoBka

Complies / CooTBeTCTBYET

In accordance with Module 1, section 1.2.3 of the
submission dossier. / B cooTBeTcTBMHU C
YTBEpP>KACHHBIM MakeToM (cM. paznen 1.3.2 Mmomyns
1 perucTpaluoHHOro JO0Cke).

Remarks : The Product confirms to ND/
Ilpumeuanne: IIpoaykT cooTBeTCTBYET TpeboBauusam HJI

Conclusion : APPROVED /
3akawyenne: OJJOBPEHO

&

Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized person /
TOB. I1 0:,-J INporepepo (AOK): Onobpeno: Obecneuenue kauecrsa/ OTBETCTBEHHOE JIULIO:
B ealr> >
5 T
Date !22@”292  Date/ 9, ~05 9094 P! gop5-7526 Date / aa ol {
Jara: Jara: Hara: Hara:




Dr.Reddy’s

1

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg
IMpoaykr: Annepsaii TabneTky, NOKPbITHIE IUIIEHOYHOH 00004KOH, 5 Mr

I

Market / PoiHok : Russia / Poccus

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

Cepusi Ne £ 2002853 Pasmep cepun 1040300 a6

Analytical Report No. / . Date of Analysis /

AHaanTHYecKuii oTuyeT No ¢ BH0061 885058 Jlata ananauza 7 220512026

Date of Manufacture / . Date of Expiry /

P — : 15/04/2026 T aitei o : 31/03/2029

Mfg. License No. /

IIpon3BoacTBeHHas : 59/RR/AP/97/F/R MA number: / Homep PV : JIII-Ne(001333)-(PI-RU)
JiHueH3ns Ne

Analysis performed according to ND No / Ananus nposegen no HJI Ne: JITT-Ne(001333)-(PI'-RU)-151123
Artworks of primary package approved: / MakeTsl nepBu4HOil ynakoBkH yTeep:kaeHbi: 28.02.2023
Artworks of secondary package approved: / MakeTsl BTopn4Ho#i ynakoBKH yTeepsaensr: 28.02.2023
PL approved: / JIB yreep:aen: 28.01.2025

Page4 of 5/ Ctp.4u3 5

14

Storage / Xpanenne

At temperature not more than 25 °C. / ITpu Temnepatype He Boime 25 °C.

15 | Shelf life (storage)

rogHOCTH (XpaHEHHS)

/ Cpoxk

3 years.

/ 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 IPOM3BOJMTENEM NIPU BBINTYCKE MEPHOLMUECKH (C MHTEPBAIOM OJIHO HCTIbITaHue Ha 10 cepuit uiy ne Meree 1 pasa B rog).
IMoxkasaTen MOXKET GBITH HE BKIIIOUEH B CepTH(PHKAT aHanu3a (pupmbl.

API name / HaumenoBaune A®C:

Levocetirizine dihydrochloride / Jlepouernpusiba aurugpoxuopun

INN / MHH: Levocetirizine / JIeBoueTHpU3uH
API manufacturer batch number / ACSH002990
Homep cepnu npoussoantesisi ADC:
FP Manufacturer API Batch number /
FCTA00016

Homep cepnu cyGcraHuun npon3BoAUTENIA

TI'Jd:

API Manufactured by, address & country /
IIpounseoanTtens A®C, agpec u cTpaHa:

Dr. Reddy's Laboratories Limited, Chemical Technical Operations, Unit-III Plot No.
116, IDA Bollaram, Jinnaram Mandal, Medak District - 502 325, Telangana, India /
I-p Pennu’c Jlabopatopuc JInmuten INoapasneneHne XMMUKOTEXHOTIOrHYECKUX
onepauui - III, Yuacrok Ne 116, KoonepatupHomnpomeIiieHHbI# koMmnnekce pu
Benkarecsapa, U.JI.A., Bonnapam(s), Ixuunapam(m), Cavrapenau(aucr.),
Tenaurana-502325, Uupus

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

site /

HaunmenoBanue, aqpec U HOMep JUUEH3UH
JIOLAAKH, 0CYLIECTBJISAIO e
NMPOU3BOACTBO/KOHTPOJIL Ka4ecTBa/BhIMYCK

IJId /

FP

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) /

J-p Pepau’c JlaGoparopuc JIta., Yuacrok Ne 41, (ITpouzeoacTBeHHOE
noapaznenenue-III), Bauynamnmu Buinaok, bauynannu Mangan, Meayan
Mankamkrupy Juctpukt, bauynannu (B), Bauynammu (M), Memuan-Mankamkrupu
(1), wrat Tenaurana, Uuous (JIuuensus Ne 59/RR/AP/97/F/R)

Remarks : 'L he Product contirms to NLY/ Conclusion : APPROVED /

IIpumeyanmne: HponyKT cooTBeTcTBYeT TpeGosanuam HJJ 3akawuenune: OJJOBPEHO

Prepared by/ Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /

Ig BJIEH ITp €HO: Hposepe:io (AOK): Onobpeno: Obecneyenue kauecTsa/ OTBETCTBEHHOE JTULIO;
g;% V

Date /22/’03‘202-5 Date (99 o5 0006 Date /22,09,_ 2p24| Date/ s N

Jlara: Jlara: JHara: Jlata:




- Q%
Dr‘ Reddy S e CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

[Product : Allerway film-coated tablets 5 mg
IIpoaykT: AmiepBaii TaONETKH, MOKPHITHIC IEHOUHOH 000J04KOkH, 5 MI

Market / Peinok : Russia / Poccust

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

Cepus Ne 8 C2605859 Pasmep cepun " 1040300 ta6

Analytical Repovrt No./ . 890001885238 Date of Analysis / . 22/05/2026
AHanuTu4yecKuii oTyeT No JlaTa ananusa

Date of Manufacture / . 15/04/2026 Date of Expiry / . 31/03/2029

Jara npou3BoacTBa Togen no

Mfg. License No. /

ITIpon3BoacTBEeHHAS : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT'-RU)
JuueH3us No

Analysis performed according to ND No / Ananus nposeaen nmo HJI Ne: JITT-Ne(001333)-(PT-RU)-151123
Artworks of primary package approved: / Makers! nepBUYHOI ynakoBkH yTBepkaenbi: 28.02.2023
Artworks of secondary package approved: / MakeTnl BTOpHYHOH ynakoBkH yTeepaxaennr: 28.02.2023
PL approved: / JIB yreepsxkaen: 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». /

3akai04enHHe 0 cooTBeTcTBHH: «HacTosILIUM st TOATBEPIKAAD, YTO NPHBEACHHAS BbILLE MHPOPMALUS ABISETCS JOCTOBEPHOH
¥ TOUHOM. DTa CepHs NPOAYKIUH NPoU3BeneHa (BKIIFOYast yIakoBKY (MapKUPOBKY) M KOHTPOJIb Ka4eCTBa) Ha BhILIEYKa3aHHOH
TNPOU3BOJACTBEHHON IUIolaKke (IUIOAAKaX) B [MOJHOM COOTBETCTBMM C TpeboBanusivu I[lpaBun Haanexaruei
TIPOM3BO/ICTBEHHOM npakTHku EBpasuiickoro skoHoMuueckoro corosa (Ne GMP/EAEU/RU/01293-2024-ot- 17 anpens 2024
r.) M TpeOOBaHMAMH KOHTPOJSI KadyecTBa JIEKAPCTBEHHBIX CPEACTB, a TaKkKe B COOTBETCTBMH CO CreLM(UKALUIMH,
COZIEPXAILMMHUCS B PETHCTPALMOHHOM JIOChE CTPAHBI-UMIIOPTEpA. 3aMKCH 110 IPOU3BOACTBY, YIIAKOBKE U aHANIN3Y IPOBEPEHBL,
¥ YCTaHOBJEHO HMX COOTBETCTBHe TpeGoBaHusM [IpaBui Hajiexauledl NpOM3BOACTBEHHON mpakTHKH EBpasuiickoro

9KOHOMMUYECKOr'o COr03a».

Remarks : 'l'he Product contirms to NDY/ Conclusion : APPROVED /
T pumeuanne: [IponykT cooTBeTcTBYeT TpeHoparnuam HJI 3akarouenne: OJOBPEHO
Prepared by / = Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /

Ono6peno: Obecneyenne kauecTa/ OTBETCTBEHHOE JIMLO:

IMon BJIEHQ! I7 eHo: IMposepepo (AOK):
W ,@) = gﬁ& il

Date/22,05.‘2026~ Date@_oﬁz 202{ Date / 92905 -2526 Date / Lo o oL

Jara: Jara: Jara: Jlata:






