ERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product : Allerway Express, orally disintegrating tablets, S mg
[TpoaykT: AnnepBait Dxkcnpece, TableTKH, MCNEPrUpyeMble B OIOCTH pTa, 5 Mr

Batch No / : 2412701 Batch Quantity / : 500,000 tab /
Cepust Ne O6beM cepun 500,000 tab
Analytical Report No / : FP/24124 Date of Analysis / : 14/05/2024
AHanuTHYeCcKHH oTyer Ne Jata aHanuza

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2027
Hara npoussoacTea l"ozen oo

Analysis performed according ND / Auanus nposeaen no HJI: JITT-006153-190320 (amend Nel 11.11.2021 / usm. Nel

ot 11.11.2021)

Page 1 of 5/Crp. 113 5

No Test / ITokazaTean

Result / PesyabTaThl Specification / Hopma

1 | Description / Onucanue

Round, white, flat, bevelled edged | Round, white to off-white, flat, bevelled
tablets. / Kpyrasle nnockue | edged tablets. / Kpyrabie nnockue Tabnetku
TabJETKH CO CKOLUIEHHBIMH KpasMH | CO CKOLUEHHBIMH KpasMH, OT 6EI0ro 10 MOYTH
Gesoro uperta. Genoro upera.

2 | Identification.
Levocetirizine/
IToaAJIHHHOCTD.
JleBoueTHpHu3uH

a) By HPLC/BDXX

b) ByUV/VY®-
crnekTpooToMeTpHs

Complies as prescribed / The retention time of major peak in the

CootBeTcTBYeT TpeboBaHUAM chromatogram of the test solution should
correspond to that in the chromatogram of the
Levocetirizine  dihydrochloride  reference
standard solution ("Assay" section).
/ Bpemsi ynep)cvBaHWs OCHOBHOTO TMHKa Ha
XpoMaTorpaMMe  MCMbITYEeMOro  pacTBopa
TIOJKHO COOTBETCTBOBATh BpEMEHH
YAEPXKHBAHHS ~ OCHOBHOMO  MWKa  Ha
XpoMaTorpaMMme  pacTBOpa  CTaHAAPTHOrO
obpasua NeBOLETHPH3HHA AUTHAPOXIOPH/A
(pazznen «KonnuecTBeHHOE ONpeesieHHey).

Complies as prescribed / The UV- absorption spectra obtained with the
Coorsercteyet TpeGoBaHHIM test solution and the Levocetirizine
dihydrochloride reference standard solution at
190 to 400 nm should have maximum at
23242 nm. [/ Y®-cnekTpsl MOIJOLLEHHUS
HCOBITYEMOrO0  pacTBOpa M pacTBopa
CTaHAapTHOro o0pasua  JIeBOUETHPU3MHA
auruapoxnopuaa B obsactu ot 190 mo 400
HM JOJDKHBI HMETb MAKCHMYM MpH 232+2 HM.

3 | Average weight / 2492 mg/ 250.0 mg £5 % (237.5 mgto 262.5 mg) /
Cpennsis Macca 249.2 Mr 250,0 Mmr £ 5 % (ot 237,5 Mr no 262,5 mr)
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeyanue: [Mpogykr coorBercTByeT TpeboBaHuaM HJJ 3akmouenue: OJJOBPEHO
Prepared by / Checked by / 302 Approved by: Manager/Executive / %
[TogrorosneHo: 7= [MpoBepeHo: & Onobpeno: Menekep / Pykosoaureb
Date / 2)03'|9J.9,£, Date / ooty Date / 65 ret v
Jlara: e Jlara: 22 03] Jara: L”—{ ‘
ATHENA DRUG DELIVERY SOLUTIONS PVT. LTD.

CIN : U24230MH1995PTC094546

Plot No. A1 to A5, MIDC, Chemical Zone, Ambernath (West) 421501, Maharashtra, INDIA

Tel. : 0251 - 6613100 » Fax : 0251 - 6613101

H. O.: 602, 6th Floor, STAR HUB, Tower I, Sahar, International Airport Road, Andheri (E), Mumbai - 400099, INDIA
Tel. No. : 91-22-67370700 » Fax no. : 91-22-67370701 » Website : www.athenadds.com




CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Product : Allerway Express, orally disintegrating tablets, 5 mg
[IpoaykT: Annepsaii Dxcnpecc, TabneTKH, IUCIEPrHPYEMbIE B MOJOCTH PTa, 5 MT

Batch No/ : 2412701 Batch Quantity / : 500,000 tab /
Cepus Ne O6bem cepuu 500,000 tad
Analytical Report No / : FP/24124 Date of Analysis / : 14/05/2024
AHanuTHuyeckuit otyer Ne Hara ananuza

Date of Manufacture / : 03/2024 Date of Expiry / 1 02/2027
Jara npoussozacrea ["ojen 1o

Analysis performed according ND / Ananus nposeaen no HJI: JIT1-006153-190320 (amend Nel 11.11.2021 / uzm. Nel

or 11.11.2021)

Page2 of 5/Crp.2u3 5

4 | Disintegration /
Pacnapaemocts

01 min 23 sec/
01 mun 23 cek

Not more than 3 min / He Gonee 3 mun

5 | Fineness of dispersion /

JucnepcHocts

A smooth suspension is produced
which passes through a sieve screen
with a mesh aperture of 710 um.

A smooth suspension is produced which
passes through a sieve screen with a mesh
aperture  of 710pum. /  O6pa3syercs
OZHOPOJHAS CYCNEH3Ms, MPOXOJslas CKBO3b
CHTO ¢ pasmepom oTBepcTHit 710 MKm.

6 | Dissolution / PacTBopenne

Unit-1 / Ta6.-1 99 % | Not less than 80 % (Q) of label claim of

- C,1H,5CIN,0O5-2HCI (levocetirizine
2 - 0,

Unit:2./ Tabm.2 B0 dihydrochloride) in 30 min. / He menee 80 %

Unit-3 / Taba.-3 97 % (Q) oT  HOMHMHaJILHONO  COJAEPXKAHHS
- C,,H;35sCIN,0O5-2HCI (neBoUeTHPH3HHA

Unit-4 / Ta6x.-4 i JAUTHAPOXJIOPH.) yepes 30 MUH.

Unit-5 / Ta6n.-5 97 %

Unit-6 / Ta6n.-6 99 %

7 | Related Substances / PoancTBeHHbIe npuMecH

Method 1

Impurity-1 / I[Tpumecs-1

Below LOQ (LOQ =0.012 %) /
Huxe npenena KoMHUeCTBEHHOTO
onpeaenenus (ITKO = 0.012%)

Not more than 0.40 % / He 6onee 0,40 %

Impurity-2 / [TpumMecs-2

0.036 %

Not more than 0.40 % / He Gonee 0,40 %

Impurity-3 / ITpumecs-3

Not Detected / He obHapykeHa

Not more than 0.40 % / He 6onee 0,40 %

Impurity-4 / [Tpumecs-4

Below LOQ (LOQ =0.012 %)/
Huke npenena Konu4ecTBEHHOrO
onpenenenus (ITKO = 0.012%)

Not more than 0.40 % / He 6onee 0,40 %

Impurity-5 / [lpumecs-5

0.043 %

Not more than 0.40 % / He 6oaee 0,40 %

Remarks : The Product confirms to ND/
IIpumeuanue: [Ipoaykt cooTBeTcTBYET Tpeboanuam HJJ

Conclusion : APPROVED /
3akmwuenue: OJJOBPEHO

Prepared by / Checked by / e Approved by: Manager/Executive /
[Toarorosneno: : [TpoBepeHo: Onobpeno: Menemxep / PykoBoautens
Date / , Date / Date /

2)ovi2eny 1
Jlara: 22 Jlara: Q’}L,Oﬂw Hara: ?’Llor ‘W s

ATHEN

A DRUG DELIVERY SOLUTIONS PVT. LTD.
CIN : U24230MH1995PTC094546

Plot No. A1 to A5, MIDC, Chemical Zone, Ambernath (West) 421501, Maharashtra, INDIA

Tel. : 0251 - 6613100 e Fax : 0251 - 6613101

H. O.:602, 6th Floor, STAR HUB, Tower Il, Sahar, International Airport Road, Andheri (E), Mumbai - 400099, INDIA
Tel. No. : 91-22-67370700 « Fax no. - 91-22-67370701 « Website : www.athenadds.com




CEPTUDUKAT AHAJIU3A

ERTIFICATE OF ANALYSIS

Product : Allerway Express, orally disintegrating tablets, 5 mg
IIpoaykT: Anepsait xcnpece, TabneTkH, AUCIEPrUpYEMbIE B MOJOCTH PTa, 5 Mr

Batch No/ : 2412701 Batch Quantity / 1 500,000 tab /
Cepus No Odbem cepun 500,000 Tad
Analytical Report No / : FP/24124 Date of Analysis / 1 14/05/2024
AHanuTH4yeckuii otyet No Jlata aHanuza

Date of Manufacture / 1 03/2024 Date of Expiry / 1 02/2027
JlaTa npousBoacTea I'ogeH o

Analysis performed according ND / Ananus nposeaen no HJI: JI1-006153-190320 (amend Nel 11.11.2021 / uzm. Nel
or 11.11.2021)

Page 3 of 5/Crp.3 w3 §

Impurity-7 / [Tpumecs-7

Not detected / He obHapyxeHa

Not more than 0.40 % / He 6onee 0,40 %

Impurity-8 / [1pumecs-8

Not detected / He oGHapyxeHa

Not more than 0.40 % / He 6onee 0,40 %

Each unknown impurity / Below LOQ (LOQ = 0.05 %) / Not more than 0.40 % / He 6onee 0,40 %
EnnHuyHas Huxe npenena Konu4ecTBEHHOro

HeuJeHTH()ULUHPOBaHHAS onpeaenenus (ITKO = 0.05%)

IIPUMECH

Method 2 Not detected / He oOHapyxeHa

Impurity-6 / I[Ipumecs-6

Not more than 0.40 % / He 6onee 0,40 %

Total impurities / 0.079 % Not more than 1.5 % / He Gonee 1,5 %
Cymma npumeceit

8 | Chiral purity. Coaepxanue 99.5 % Not less than 98.0 % / He meHee 98,0 %
R-u3omepa / Xupanbuas
yHcToTa. R-isomer

9 | Loss on drying / IloTeps B 4.14 % Not more than 6.0 % / He 6onee 6,0 %
Macce NPH BbICYLIHBAHHH

10 | Microbial enumeration tests / MUKpoGHO/IOrHYECKAA YHCTOTA

a) Total Aerobic Microbial
Count / O61iee yncno
a3pobHbIX MHKPOOPraHU3MOB

Less than 1000 CFU/g/
Menee 1000 KOE/r

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

b) Total Combined Yeast and
moulds count / OBuee yncio
.E[pO)'K)KEBbIX H MJIIECHEBLIX
rpuooB

Less than 100 CFU/g /
Menee 100 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

Remarks : The Product confirms to ND/
IIpumeuanne: [poaykT cooTBeTecTBYET Tpebopanuam HJJ

Conclusion : APPROVED /
3akawuenune: OJOBPEHO

Prepared by / Checked by / v Ja Approved by: Manager/Executive / W
Ilonrorosneno: /@(, [TpoBepeHo: = OpnobpeHo: Menemxkep / PykoBoauTens

Date / av)osirent Date / Date / _

Jlata: Jlara: X2 OT‘W'\ Jara: r2forhert

ATHENA DRUG DELIVERY SOLUTIONS PVT. LTD.
CIN : U24230MH1995PTC094546

Plot No. A1 to A5, MIDC, Chemical Zone, Ambernath (West) 421501, Maharashtra, INDIA

Tel. : 0251 - 6613100 * Fax : 0251 - 6613101

H. O.: 602, 6th Floor, STAR HUB, Tower II, Sahar, International Airport Road, Andheri (E), Mumbai - 400099, INDIA.
Tel. No. : 91-22-67370700 e Fax no. : 91-22-67370701 « Website : www.athenadds.com




ERTIFICATE OF ANALYSIS

CEPTHUOUKAT AHAJIU3A

Product : Allerway Express, orally disintegrating tablets, 5 mg
Ilponykr: Annepsaii Dkcnpece, Tabnerky, AucneprupyeMbie B MOJIOCTH PTa, S M

Batch No / 12412701 Batch Quantity / : 500,000 tab /
Cepus No O0beM cepun 500,000 Tab
Analytical Report No / : FP/24124 Date of Analysis / : 14/05/2024
AHanuTHuecKui otyeT No JlaTta aHanu3za

Date of Manufacture / : 03/2024 Date of Expiry / . 02/2027
Jlata npousBoacTBa TozeH 1o

Analysis performed according ND / Ananus nposeaen no HJI: JITT1-006153-190320 (amend Nel 11.11.2021 / usm. Nel

or 11.11.2021)

Paged4of 5/Crp.4u3 5

c) Escherichia Coli Absent in 1 gram / Shell be absent in 1 gram /
OtcyrctByeT B 1 1 OtcytctBHE B | T
11 | Uniformity of dosage units / 3.4 The acceptance value (AV) should be less
OnHoponHOCTHL than or equal to 15.0 / [lokasarens
JAO3HPOBAHHUS npuemaemoctu (AV) nomkeH ObITh He Gonee
15,0.
12 | Assay / KosinuecrBennoe 5.02 mg/5.02 mr 450 mg to 5.50 mg of C,H,sCIN,O;-2HCI
onpeje/ieHHe (100.4 %) (levocetirizine dihydrochloride) per tablet
(90.0% to 110.0% of label claim). /
Or 4,50 MI" 10 5,50 Mr C2|H25C]N203'2HC1
(neBoueTHpH3MHA JUIHAPOXJIOPHA) B
tabnetke (ot 90,0 % mo 110,0 % or
HOMHHAJIBHOI'O CO/IEPIKaHMU).
13 | Packaging / YnakoBka 10 tablets in  (PA/AI/PVC) |10 tablets in (PA/AI/PVC) foil//aluminum foil
foil/aluminum foil blister laminated |blister laminated with PET/paper.
with  PET/paper. 1 blisters with | I or 3 blisters with patient information leaflet
patient information leaflet in a|in a carton pack. / [To 10 Tabnetok B 6auctep
carton pack. / Ilo 10 tabnetok B | u3 (ITA/An/TIBX) conbru // amoMuHHEBO}
Onucrep us (IA/AJI/TIBX) donbru | dosnbru, namuuuposanHoii [1DT/6ymaroii.
//antoMHUHUEBO# donery, | ITo 1 uam 3 Gaucrepa ¢ WHCTpPYKUMEH 110
namuuupoBanHoil  [1DT/6ymaroii. | npUMEHEHHIO B Na4YKy KApTOHHYIO.
ITo 1 Gaucrepy ¢ MHCTpyKuMei mo
NPHMEHEHHIO B TAYKy KapTOHHYIO.
14 | Labeling / MapkupoBka According to ND / B cootsetcTei# ¢ H]J
15 | Storage conditions / At temperature below 25 °C. / [1pu Temnepatype He Bbille 25 °C.
XpaHnenue
16 | Shelf life / Cpok rognocTn 3 years /3 roza

Remarks : The Product confirms to ND/
IIpumeuanue: [Tpoaykt cooTBeTcTBYeT TpeboBanusaM HJI

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

Prepared by / Checked by / v A Approved by: Manager/Executive / @;y‘/—'
[ToarorosneHo: e IIpoBepeHo: & Opnobpeno: Menemxkep / PykoBoautens

Date / o240 r[gc} { Date / o )Y Date / i

Iara: Hara: 4 Hara: 7beor\

ATHE

A DRUG DELIVERY SOLUTIONS PVT. LTD.
CIN : U24230MH1995PTC094546

Plot No. A1 to A5, MIDC, Chemical Zone, Ambernath (West) 421501, Maharashtra, INDIA
Tel. : 0251 - 6613100  Fax : 0251 - 6613101

H. O.: 602, 6th Floor, STAR HUB, Tower Il, Sahar, International Airport Road, Andheri (E), Mumbai - 400099, INDIA.
Tel. No. : 91-22-67370700 e Fax no. : 91-22-67370701 » Website : www.athenadds.com




ERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product : Allerway Express, orally disintegrating tablets, S mg
Iponykr: Annepsaii Dxcnpecc, TabaeTku, AUCNEPrupyeMbie B IOJOCTH PTa, S Mr

Batch No/ 1 2412701 Batch Quantity / : 500,000 tab /
Cepus No O6beM cepuu 500,000 Tab
Analytical Report No / : FP/24124 Date of Analysis / : 14/05/2024
AHanuTtuuecknit otyet Ne Hara ananuza

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2027
Hara npousBoacTBa ['osieH o

Analysis performed according ND / Anasins nposeaen mo HJI: JITT-006153-190320 (amend Nel 11.11.2021 / u3m. Nol
ot 11.11.2021)

PageSof 5/Ctp. 5mu3 5

API name / HaumenoBaune AD®C: Levocetirizine dihydrochloride / JleoueTHpusuHa auruapoxniopu
INN / MHH: Levocetirizine / JIeBOLETHPH3HH

API manufacturer batch number / 2LCD0531023

Homep cepuu npoussoaurenas ADC:

FP Manufacturer API Batch number / RM23312

Howmep cepuu cyGeTanuun
npoussoautens LJID:

API Manufactured by & country / Symed Labs Ltd., India /
IIpoussoaurens A®PC, crpana: Caiimen Jlabe Jlta., Mnaus
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [Iponykt cootrercTBYeT TpeboBanusm HJT 3axmouenne: OJJOBPEHO
Prepared by / Checked by / . Approved by: Manager/Executive / @b
[Moarorosnexo: gcf ITpogepeno: @"/ s OnobpeHo: Menemxep / PykoBoaureib
Date / 22 Yo ¥]2004 Date/ o510 Date/ ) | p¢|zent
Jara: Jlara: Jara: ?/Ll l

ATHENA DRUG DELIVERY SOLUTIONS PVT. LTD.
CIN : U24230MH1995PTC094546

Plot No. A1 to A5, MIDC, Chemical Zone, Ambernath (West) 421501, Maharashtra, INDIA
Tel. : 0251 - 6613100 » Fax : 0251 - 6613101

H. O.: 602, 6th Floor, STAR HUB, Tower IlI, Sahar, International Airport Road, Andheri (E), Mumbai - 400099, INDIA.
Tel. No. : 91-22-67370700 » Fax no. : 91-22-67370701 » Website : www.athenadds.com




