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ERTIFICATE OF ANALYSIS
CEPTHOHUMKAT AHAJIM3A

Product : Allerway Express, orally disintegrating tablets, 5 mg
[Tpomykr: Annepsoii Dxenpece, Tabierku, AUCIEPrUpyeMBIe B HONOCTH pra, 5 Mr

Batch No / 1 2112702 Batch Quantity / : 500,000 tab /
Cepus Ne Obbem cepui 500,000 Tab
Analytical Report No / : FP/21124 Date of Analysis / 1 17/06/2021
AHanuthueckuii oryer Ne Jara aHanusa

Date of Manufacture / : MAY 2021 Date of Expiry / : APR 2024
Jlata npousBoACcTBa Conen no

Analysis performed according ND / Ananu3 nposeaen no HJI: JIIT-006153-190320

Pagel of4/Crp.1u3 4

Ne

Test / Iloxa3aTean

Result / Pe3yabTaTnl

Specification / Hopma

1

Description / Onucanune

Round, white, flat, bevelled edged
tablets. / Kpyrmele miockue
TabNeTKN CO CKOIUEHHBIMH KpasMu
6eJoro 1BeTa.

Round, white to off-white, flat, bevelled
edged tablets. / Kpyrabie nnockue tabneTku
€O CKOLIEHHBIMH KpasMH, OT GeIoro A0 MOYUTH
6enoro uBera.

Identification.
Levocetririzine/
Mo IHHHOCTD.
JleBoLeTHpH3NH

a) By HPLC / BXX

b) ByUV/VYo-
CrieKTpodoToMeTpus

Complies as prescribed /
CooteeTcTBYET TpeGOBAHUAM

Complies as prescribed /

CoorBeTcTBYeT TpeGOBaHHAM test

The retention time of major peak in the
chromatogram of the test solution should
correspond to that in the chromatogram of the
Levocetririzine
standard solution ("Assay" section).

/ BpeMmsi yIepXWBaHHUS OCHOBHOIO MHKa Ha
Xpomarorpamme
JIOJDKHO
YIAEPXKUBaHUA
XpoMmarorpaMmme
ofpasua JEBOLETHPU3UHA IWTHIAPOXJIOpUIA
(paszen «KomuecTBEHHOE ONpeieneHuen).

dihydrochloride  reference

HCTIBITYEMOrO

COOTBETCTBOBATh

OCHOBHOI'0
pacTtBopa

pactBopa

BpEMeHH
nHKa  Ha
CTaHAAPTHOTO

The UV- absorption spectra obtained with the

solution and the Levocetririzine

dihydrochloride reference standard solution at
190 to 400 nm should have maximum at
23242 nm.

UCIIBITYEMOTO
CTaHAAPTHOTO
auruapoxyuopuna B obsacti ot 190 go 400
HM JOJDKHB! MMETh MAaKCHMYM TipH 23242 HM.

! Y®-cnektpsl
pacTBOopa W
o0pasua

TOTJIOLIEHH St
pacTBopa
NEBOLETHPH3HHA

Average weight /
Cpenunss macca

252.1 mg/
252.1 Mr

250.0 mg £ 5 % (237.5 mg to 262.5 mg) /
250,0 mr £ 5 % (ot 237,5 Mr 1o 262,5 mr)

Disintegration /

01 min 13 sec/

Not more than 3 min / He 6onee 3 muu

Pacnapaemoctnh 01 muH 13 cek
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpnmeuanne: IIpoaykT coorBeTcTBYET TpeboBanusaM HJJ 3akaovenne: OJJOBPEHO
Prepared by / =T Checked by / . Approved by: Manager/Executive / ‘
[MoaroToseHo: @ﬁ\\f‘:\l—' [posepeHo: 9@“‘/’\& Onobpeno: Menemxep / Pykosogurens 2‘),}’,
Date / 50 Date / Date / aleic b oenm
Jara: \g\oe\kc Hara; fc\\oG[ 29t Hara: 14 bk ‘ 202

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




'!.-'l, | 1 | .
‘=S HEBI™ A\ VY,
ERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIV3A

Product : Allerway Express, orally disintegrating tablets, 5 mg

Hpoaykr: Asepsaii Dkenpecce, TabieTkn, AMCHEPrHPYEMBIE B MONOCTH pTa, 5 Mr

Batch No / 1 2112702 Batch Quantity / : 500,000 tab /
Cepus Ne O06beM cepuit 500,000 Ta6
Analytical Report No / : FP/21124 Date of Analysis / 1 17/06/2021
AHanuTHueckuii oryer Ne Jlara aHanusa

Date of Manufacture / : MAY 2021 Date of Expiry / : APR 2024
Hlara npoussopcrsa TogeH no

Analysis performed according ND / Anaaus nposenen no HJI: JITI-006153-190320

Page2 of 4/Crp.2 u3 4

S | Fineness of dispersion / A smooth suspension has produced | A smooth suspension is produce which passes
Jucnepenocthb which passes through a sieve screen | through a sieve screen with a mesh aperture of
with a mesh aperture of 710 ym | 710 pm.  /  O6pasyercs  ogHOpoxHas
CYCNEH3Hs], TIPOXOAAILAsS CKBO3b CHTO C
pasmepom otBepcTHif 710 MKkM.

6 | Dissolution / PacTBopenue Unit-1/ Ta6n.-1 104 % | Not less than 80 % (Q) of label claim of
- C,1H,5CIN,0;:2HCI (levocetririzine
= s )
Unit-2 / Ta6u1.-2 02 dihydrochloride) in 30 min. / He menee 80 %
Unit-3 / Ta61.-3 103% |(Q) or HOMHHANBHOrO  COHEPXKAHUS
- C,H,5sCIN,05-2HCI (neBoueTupH3nHa
Unit-4 / Ta6n.-4 102 % IDUTUApOXIopun) yepes 30 MuH.
Unit-5 / Tabn.-5 102 %
Unit-6 / Tabin.-6 99 %
7 | Related Substances / PogcrBennble npumMecu
Method 1
Impurity-1 / [Tpumecs-1 0.005% Not more than 0.40 % / He Gonee 0,40 %
Impurity-2 / Ipumecs-2 0.039% Not more than 0.40 % / He Gonee 0,40 %
Impurity-3 / Ipumecs-3 Not Detected/ He oGHapyxeHa Not more than 0.40 % / He Gonee 0,40 %
Impurity-4 / [Tpumecs-4 0.026 % Not more than 0.40 % / He Gosnee 0,40 %
Impurity-5 / Ipumecs-5 0.042% Not more than 0.40 % / He 6onee 0,40 %
Impurity-7 / [Tpumecnb-7 Not Detected/ He o6HapyxeHa Not more than 0.40 % / He Gonee 0,40 %
Impurity-8 / ITpumecs-8 Not Detected/ He ob6HapyxeHa Not more than 0.40 % / He 6onee 0,40 %
Each unknown impurity / Not Detected/ He oOHapy»xeHa Not more than 0.40 % / He Gonee 0,40 %
EnvHuunas
HeHJIeHTHPULMPOBAHHAS
NIPUMECh
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeyanne: [Ipoaykr coorBercTByeT TpeGoBanuam HJJ 3axkniouenue; OJJOBPEHO
Prepared by / Checked by / X Approved by: Manager/Executive /
[Toprorosnexo: [TposepeHo: Cﬁ‘/__;‘)ﬁ":/ Onobpeno: Menemxep / Pykosoautens \?h}/
Date / o620 Date / Date / Aloe | oo
Hara: \Eﬁ\ \ Hara: ' q[o@l 1o Hara: o )/?

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 Il, Sahar, International Airport Road, Andheri (E), Mumbai - 400099, INDIA.
Tel. No. : 91-22-67370700 « Fax no. : 91-22-67370701  Website : www.athenadds.com
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ERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Allerway Express, orally disintegrating tablets, 5 mg
ITpoaykr: Asepssit Skenpece, TabneTkH, JHCNEPrupyeMbie B OJNOCTH PTa, 5 Mr

Batch No/ 2112702 Batch Quantity / : 500,000 tab /
Cepus Ne O6beM cepiu 500,000 Ta6
Analytical Report No / : FP/21124 Date of Analysis / : 17/06/2021
AHaymtudeckuit otuet No Jlara aHanusa

Date of Manufacture / : MAY 2021 Date of Expiry / : APR 2024
Jlara npoussojacTsa T'onen 1o

Analysis performed according ND / Ananus nposenen no HJI: JIIT-006153-190320

Page3 of 4/ Crp. 3 u3 4

Method 2
Impurity-6 / [Ipumecn-6

Not Detected/ He oOHapyxeHa

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

Total impurities / 0.112% Not more than 1.5 % / He Gonee 1,5 %
CymmMa npumeceit

8 | Chiral purity. Cogepkanne 99.4 % Not less than 98.0 % / He menee 98,0 %
R-n3omepa / Xupanbnas
yncrota. R-isomer

9 | Loss on drying / IToTeps B 333% Not more than 6.0 % / He 6onee 6,0 %

Macce NpH BLICYIIHBAHHH

10

Microbial enumeration tests / Mukpo6Hoiornueckas 4ucToTa

a) Total Aerobic Microbial
Count / OGuiee yncio
a’poOHBIX MUKPOOPraHU3MOB

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 / Obiee uncio
JIPOXOKEBBIX M TIECHEBBIX

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

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

rpubos
c) Escherichia Coli Absent in 1 gram / Shell be absent in 1 gram /
OrcyrcTByeT B 1 1 OtcyrctBHE B I T
11 | Uniformity of dosage units / The acceptance value (AV) should be not
OnnopogHocTb 79 more than 15.0 / ITokasatens npuemiaeMocTu
JA03HPOBAHUS ' (AV) nomxHo 6wITh He Gosee 15,0

Remarks : The Product confirms to ND/
IIpumeuanne: [IponykT coorBeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / N Checked by / do Approved by: Manager/Executive /
IMoxroroneHo: /1,105 IIpoBepeHo: \MSU/ Onobpeno: Menemkep / PykoBonurens W;
Date / Bl Date / Date / aloclacy

Hara: \3‘('6‘ o Hara: lq\06|u7/{ Hara: \ ‘\Q ‘ “r

ATHENA DRUG DELIVERY SOLUTIONS PVT. LTD.

H. O. : 602, 6th Floor, STAR HUB, Tower I, Sahar, International Airport Road, Andheri (E), Mumbai - 400099, INDIA.

CIN : U24230MH1995PTC0O94546

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

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

Tel. No. : 91-22-67370700 » Fax no. : 91-22-67370701 ¢ Website ;: www.athenadds.com



ERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Allerway Express, orally disintegrating tablets, 5 mg
[Tpoayicr: Annepsaii Dkenpece, TabneTkn, AMCNEPrUPyEMBIE B MONOCTH PTa, 5 MI
Batch No/ 1 2112702 Batch Quantity / : 500,000 tab /
Cepus Ne O6neM cepun 500,000 Tab
Analytical Report No / : FP/21124 Date of Analysis / : 17/06/2021
AHaJNUTHYECKHIT OTUeT Ne Jara ananusa
Date of Manufacture / : MAY 2021 Date of Expiry / : APR 2024
Jara npoussoactea Topex fo
Analysis performed according ND / Anann3s nposenen no HI: JITT1-006153-190320
Page4of4/Crp.4u34
12 | Assay / KonndecTBeHnHoe 4.96 mg / 4.96 mr 4,50 mg to 5.50 mg of C,H,sCIN,05-2HCI
onpeaeJieHHue (levocetirizine dihydrochloride) per tablet
(90.0% to 110.0% of label claim). /
Ot 4,50 mr mo 5,50 Mr C, H,sCIN,O5-2HCI
(neBoLETHPH3HHA JUTUAPOXJIOPUL) B
tabnerke (ot 90,0 % mo 110,0 % or
HOMHUHAJIBHOTO COAEPKAHHS).
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 | 1 or 3 blisters with patient information leaflet
patient information leaflet in a | in a carton pack. / ITo 10 TaGnetok B 6nuctep
carton pack. / Ilo 10 tabnetox B | u3 (IIA/An/IIBX) doneru / anomuHueBoi
6aucrep u3 (ITA/AJVIIBX) donbru | Gonbru, namuuuposantoit II3T/6ymaroii.
//amioMUHKEBOM ¢onery, | Ilo 1 uam 3 Gaucrepa ¢ vHCTpykumed Mo
namuHuposanHol  TIOT/Oymaroi. | npruMeHeHHIO B Ma4Ky KapTOHHYIO.
ITo 1 Gnuctepy ¢ uHCTpyKuMed Mo
NPHMEHEHUIO B AYKY KapTOHHY!IO.
14 | Labeling / Mapkuposka According to ND / B cootBerctsuu ¢ HI
15 | Storage conditions / At temperature below 25 °C. / IIpu Temneparype He Bbiite 25 °C.,
Xpanenne
16 | Shelf life / Cpox roanocTn 3 years /3 roga

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

Ipumeuanue: IlpogykT cooTBeTcTBYET TpeboBanusM H]J 3aknmouenune: OJOBPEHO

Prepared by / . Checked by / s de Approved by: Manager/Executive /

ITogrorosaeHo: (.- IlposepeHo: @“‘/ Onobpeno: Menenxep / Pykooautens Zq w
Date / .19 Date / Date / NALYSY,

Tines \9\o6 12024 T (11061224 ot V7 \o 2}

ATHENA DRUG DELIVERY SOLUTIONS PVT. LTD.
CIN : U24230MH1995PTC0O94546

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  Fax no. : 91-22-67370701 ¢ Website : www.athenadds.com




