Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSI

S

CEPTUOHKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
IIpomykT: Amepsaii TabaeTKy, MOKPbIThIE MIEHOYHOR 000J104KOH, 5 M
Batch No / : C2311975 Batch Quantity / : 1040300 tab /
Cepns Ne O61bem ceprn 1040300 Tab
Analytical Report No / : 890001690856 Date of Analysis / : 30/09/2023
AHanuTuueckuit otueT Ne JlaTta ananuza
Date of Manufacture / : 09/2023 Date of Expiry / : 08/2026
JlaTa npou3BOACTBa Tonex no
Analysis performed according ND: / Auaau3s nposeaen no HJI: JITI-Ne(001333)-(PI'-RU)-251022
Page 1 of 4/ Crp. 1 n3 4
No Test / IlokazaTenn Result / Pe3yabTaThl Specification / Hopma
1 | Description / Onucanue Oval, biconvex, white film-coated | Oval, biconvex, white to off-white, film-
tablets, plain on one side and with "R | coated tablets plain on one side and engraved
5" debossed on the other side. White | with “R 5” on the other side. White to off-
core on a cross section. / OpajbHuble | white core on a cross-section. / OpanbHbie
JIBOSIKOBBITYKJIBIE TabJeTKH, | ABOAKOBBINYKJIbIC  TaOJETKH, TNOKPHITHIC
MOKPBITbIE  TJIEHOYHOM 060N0uKoil | ieHouHOH 0605109Kol 6eoro wiM nodtu
fenoro 1BeTa, C OJAHOH CTOPOHBI | 6enoro UBeTa, C OAHON CTOPOHEI IajKue, Ha
rnajgKde, Ha  Opyrod  cTopoHe | Apyroit cropoHe rpaBupoBka «R 5». Ha
rpaBupoBka «R 5». Ha momepeuHoM | nonmepeyHoM paspese aApo oT Oenoro Ao
paspese aapo 6eoro 1BeTa. nouTt 6eJoro 1BeTa.
2 | Identification Complies as prescribed / The retention time of the main peak in the
Levocetirizine/ CooTBeTcTBYET TpebOBaHUAM chromatogram of test solution should comply
with the retention time of the main peak in the
HUpenrudunxanus chromatogram of levocetirizine
JleBouernpusnu dihyglrochloride reference standard solution
(section “Assay”). / Bpemsi ynep>xuBaHuUs
OCHOBHOTO  MHKAa Ha  XpoMmarorpaMme
UCIIBITYEMOTO pacTBopa JIOTKHO
COOTBETCTBOBATL BPEMEHH  yIep>KUBaHUS
OCHOBHOTO TNMKa Ha  XpoMaTorpamme
pacTBopa CTaHJIJapTHOT'O obpasua
JeBOLIETUPH3MHA Anruapoxiopuaa (pasgen
«KonnuecTBeHHOE onpeieieHuey).
3 | Average weight / 132.56 mg / 132,56 mr 133.25 mg + 4% (between 127.92 and
Cpennsist Macca 138.58 mg)/
133,25 mr £4 % (o1 127,92 no 138,58 mr)

Remarks : The Product confirms to ND/
IIpumeuanue: [Ipoaykt coorBeTcTBYeT TpeboBaHusiM H/J

Conclusion : APPROVED /
3akmoueune: OJOBPEHO

t P
Prepared by / Checked by / 2 Approved by: Manager/Executive /
[loarorosineHo: M I1poBepeto: / Onobpeno: Menesukep / PykoBoantenb
Date / Date / ~ g 2 024| Date/
el 29 & 20.09. 2012
Hara: dog e Jlara: 7 ’( Jara: ﬁ




Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJIM3A

Product Allerway film-coated tablets SFg )
ITponykT: Amnepsaii TaGneTkH, MOKPbIThIE TNIEHOYHOIH 0601049KOH, 5 M

Batch No/ : C2311975 Batch Quantity / : 1040300 tab /
Cepus Ne O6beM cepun 1040300 Ta6
Analytical Report No / : 890001690856 Date of Analysis / : 30/09/2023
AHanutudeckui oruet No JlaTta ananuza

Date of Manufacture / : 09/2023 Date of Expiry / : 08/2026

JaTa MpoM3BOACTBA T'onex no

Analysis performed according ND: / Auanns nposeaen no H/I: JITT-Ne(001333)-(PI'-RU)-251022
Page2 of 4/ Crp. 2 n3 4

4 | Disintegration / 04 min/ 04 un | Not more than 15 min /
Pacnagaemoctb He 6onee 15 mun
5 | Dissolution / PacTrBopenne Unit-1/Tabn.-1 98% | NLT 80% (Q) of label claim of levocetirizine
Unitc2 / Tabn.2 7% dlhg/drochlorlde after 20 min.. / He menee
L 80 % (Q) OT HOMMHANBLHOTO COAEpXAHUS
Unit-3 / Ta6n.-3 98% JIEBOLETUPH3NHA JMIHAPOXJIOpUa uepes
Unit-4 / Ta6n.-4 ogo, | 20 MuH
Unit-5 / Tabn.-5 96%
Unit-6 / Tabxn.-6 97%
6 | Related Substances / PoagcTBeHHbIe IpHUMecH
Impurity A / TIpumecs A Not detected / He oGHapykeHa Not more than 0.4 % / He 6onee 0,4 %
Impurity B / [Ipumecs B Not more than 0.4 % / He 6onee 0,4 %
0.01% /0,01%
Impurity C/ TTpumecs C Not more than 0.4 % / He 6onee 0,4 %

Not detected / He obnapyxena

M 0, 0
Impurity D / TTpumecs D Not detected / ne oGHapyeHa Not more than 0.4 % / He 6onee 0,4 %
Impurity E / [Tpumecs E . Not more than 0.4 % / He 6onee 0,4 %
0.03% /0,03%
Impurity F / TIpumecs F Less than LOQ (LOQ: 0.047%) Hike [Not more than 0.4 % / He 6ounee 0,4 %
npeaena KoJHUYEeCTBEIIOro
onpeanenenus (IIKO : 0,047%)
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipnmeuanne: [Iponykt cooTBeTcTBYET TpeHoBaHUsAM H/J 3aknwuyenne: OJOBPEHO
~ o~
Prepared by / Checked by / ~“L | Approved by: Manager/Executive /
[lonroToBaeHo; M IlpoBepeHo: W OnobpeHo: Mw)/ Pyxosouaurens
Date / APERCIRYCT,Y Date / M - )24 Date / Qp.0%. W
Jlara: Jara: JlaTa:




Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
[MpoaykT: Annepaii TabNeTKH, NOKPLITbIE NJIEHOYHOH 06010UKOM, 5 MT

Batch No / : C2311975 Batch Quantity / : 1040300 tab / o
Cepust Ne O6beM cepun 1040300 Tab

Analytical Report No / : 890001690856 Date of Analysis / : 30/09/2023
Ananutnueckuii oruer Ne JlaTta aHanu3a

Date of Manufacture / 1 09/2023 Date of Expiry / : 08/2026

JlaTa 1pon3BOACTBA TofieH 10

Analysis performed according ND: / Ananns nposenen mo HJI: JITI-Ne(001333)-(PI-RU)-251022

Page 3 of 4/ Crp. 3uz 4

Impurity RCT-3 / Ilpumech
RCT-3

Any individual unidentified
impurity / Jliobas eauHn4Has
HeuACHTHUIMPOBaHHAs
npuMech

0.06% /0,06%

BDL / peructpain

Not more than 0.30 % / He 6onee 0,30 %

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

Total impurities /
CymmMa npumeceii

0.1%/0,1%

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

7 | Chiral purity / XupaavHas Below LOD (LOD = 0.0138%) / S-isomer - not more than 1.5 %
YHCTOTA Huxe npeaena obnapyxenus (I10 = | S-uzomep - ne 6onee 1,5 %
0.0138 %)
8 | Loss on drying / lloTeps B 2.7%12,7% Not more than 6.0 % / He 6onee 6,0 %
Macce NpH BbICYIIMBAHHH
9 | Microbial enumeration tests* / MHKpEﬁPlOJlOFH‘lCCKaﬂ yucrora*

"a) Total Aerobic Microbial
Count / Obuiee uncio
a3pOOHBIX MUKPOOPTaHU3MOB

Lessthan IOCFU perl g
Menee I0KOEB I T

Not more than 10° CFU per 1 g/
He 6onee 10° KOEB 1 1

b) Total Combined Yeast and
moulds count / Ob1ee uucio
JIPOMOKEBBIX M MJIECHEBBIX
rpuboB

Less than 10 CFU per 1 g/
Menee lOKOEBIT

Not more than 10° CFU per 1 g/
He 6onee 10° KOEB 1 T

c) Escherichia Coli

Absent in 1 gram /
OrtcyterByerB I 1

Shell be absent in 1 gram /
OrcyTtctBHE B 1 T

Remarks : The Product confirms to ND/
Ilpumeuanne: [IponykT cootBeTcTBYET Tpebosanusam HJI

o~

Conclusion : APPROVED /
3axnouenne: OJOBPEHO

Prepared by /

Checked by / Py
HpOBepeHmW

Approved by: Manager/Executive /

[Toarorosnexo: M Opnobpeno: Mengmxep / PykosoauTens
Date / V609102 Date / Qo998 Date / 009 W2
Hara: Jlara: 4 Jara: 2




Dr.Reddy’s €&

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
[lponykT: Annepsait TabneTk, NOKPHIThIE MIICHOYHON 060n0YKOH, 5 MI

Batch No / : C2311975 Batch Quantity / : 1040300 tab /
Cepus Ne O6beM cepun 1040300 Tab
Analytical Report No / : 890001690856 Date of Analysis / : 30/09/2023
AHayuTHyeckuit oruet Ne JlaTa aHanuza

Date of Manufacture / : 0972023 Date of Expiry / 1 08/2026

Jlata npou3BoacCTBa I'omen no

Analysis performed according ND: / Anajins nposeaen nmo HJ: JITT-Ne(001333)-(PT-RU)-251022

Page 4 of 4/ Crp. 4 u3 4

10 | Uniformity of dosage units / 3.0/3,0 Acceptance value (AV) should not be more
OaHopoaHOCTH A03HPOBAHHUSA than 15.0. / [TokazaTens npuemiieMocTH
(AV) nomxen 6b1Th He Gonee 15,0.
11 | Assay / KosinuecTBeHHOE 4.92 mg/ 4,92 mr Between 4.75 mg and 525 mg of
onpejeiieHne levocetirizine dihydrochloride per tablet. /

Or 4,775Mr po 5,25Mr IneBoleTHpU3NHA
JUIUIpOXIIOpHa B TableTKe.

12 | Packaging / YnakoBka 10 tablets in (PA/AI/PVC) foil/aluminum foil blister. 3 blisters and a patient
information leaflet in a carton pack. / ITo 10 Tabnerok B 6mucrep uz (I1A/AJI/TIBX)
doneru / antomunueBoit ¢poneru. Ilo 3 Gancrepa BMecTe ¢ TUCTKOM-BKIIAABILEM B
nayky KapTOHHYIO.

* 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. /

* T1poBOAMTCS MPOM3BOAMTENEM TIPH BEIMYCKE NEPHOANYECKU (C MHTEPBANOM OJHO MCIIbITaHME Ha 10 cepuii nin He
MeHee | pasa B ron). ITokaszaTens MoxeT ObITH He BKIIOYEH B cepTUduKaT aHanuza Gpupmel,

API name / HaumenoBanue ADC: Levocetirizine dihydrochloride / JleBonieTnpn3iHa AMrHAPOXIIOPHA
INN/MHH: Levocetirizine / JlepoLeTHpH3uH

API manufacturer batch number / ACQH001656

Howmep cepun npoussoauresa ADPC: - -

FP Manufacturer API Batch number / FCQAO01616

Homep cepuu cyGeTanunnu
nponzsoaurenst I'JID:

API Manufactured by & country/ Dr. Reddy's Laboratories Ltd., India /
[IIponssoaurtenn APC, crpana: H-p Pennn’c Jla6oparopuc Jlta., Mnaus

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanne: [IpoaykT coorBercTByeT TpeGoBanusm HJJ 3axaouenue: OJOBPEHO
N P

Prepared by / Checked by /ﬂ*’ »Approved by: Manager/Executive /
TosroroBneHo: M TTpoBepeHo: Ouo6peH0::w_1 / PykoBoanTenb
Date / Y 009 w12 Date / )2 Date / 20

- O - 0.09.
Hara: - Hara: 3 22 Hara: A 1




