CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAIJIM3A

CEPTUOWKAL AT

Product ; Allerway Express, orally disintegrating tablets, 5mg

TIpoaykr: Aie gait DKenpecc, TabneTkH, JMcneprupyemoic B [07I0CTH PTa, S MI
Batch No/ 1 2312706 Batch Quantity / - 500,000 tab/
> O6beM cepun 500,000 Tab
Date of Analysis / . 18/12/2023
Jlara aHanusa

Analytical Report No / - FP/23424

AHAJNTHHECKHH OTHET Ne

Date of Manufacture / - NOVEMBER 2023 Date of Expiry / . OCTOBER 2026
Jlata npou3BOACTEA - Topen 0 -

Analysis performed according ND / Ananus nposener no HJL: TT12006153-190320 (amend Nel 11.11.2021 / wam. Nel |
ot 11.11.2021)

Pa elofS/C‘rp.lnsS____

SR e
Ne Test / [lokazaresib ~ Result/ Pe3yanTaThl Specification / Hopma
1 | Description / Onucanue Round, white, flat, bevelled edged Round, white t0 off-white, flat, bevelled
tablets. /  Kpyrmbie nnockue | edged tablets. / Kpyraeie mjiockue TabneTKu
cabneTki CO CKOLIGHHBIMU KpasiMH O CKOILIEHHBIMU KpasMy, OT Genoro 0 No4TH
Genoro nBera. Geioro 1BeTa.
Identification. Complies as prescribed / The retention time of major peak in the
Levocetirizine/ CooTBETCTBYET TPEOOBAHUSM chromatogram of the test solution should
Tlos/INHHOCTD. correspond 1o that in the chromatogram of the
JleBoueTHpPU3NH Levocetirizine dihydrochloride reference

standard solution ("Assay" section).

/ Bpemsi yAepicHBaHH OCHOBHOIO MMHKa Ha
XpomaTorpamMmme HCTIBITYEMOro  pacTBopa
JIOIDKHO COOTBETCTBOBATH BpEMEHH
yAepKHBAHMA OCHOBHOTO rnuKa 1Ha
XpomaTorpamme pacTBOpa  CTAHAApTHOTO
obpazua JIeBOLETHPH3NHA AMPHAPOXIOpHIA
(paznen «ConnMuecTBEHHOE ONPENEIEH uen).

a) By HPLC / BOXX

Complies as prescribed / The UV- absorption spectra obtained with the
CooTBeTcTBYET TPeOOBAHMM test  solution and  the | evocetirizine
dihydrochloride reference standard solution at
190 to 400 nm should have maximum al
23242 nm. [/ Y®-cnekrpbl [1OryIoLeHns
HCMBITYEMOr0  pacTsopd W pacrBopa
crappapTioro  00pasia JIeBONETHPH3NHA
AMrnapoxnopuaa B o6nacti or 190 no 400
HM JIOJDKHBI UMETH MAKCHMYM [1PH 23242 HM.

b) ByUV/Y®-
cnekTpodoToMETPH

e

Average weight / 249.3 mg/ 250.0 mg+5 % (237.5 mgto 262.5 mg) /
Cpennsis macca 249.3 mr 250,0 mr £ 5 % (0T 237,5 Mr 10 262,5 MI')
B

Conclusion : APPROVED /
JaKj04YeHHe: OJIOBPEHO

Remarks : The Product confirms to ND/
IlpumevaHue: [TpozyKT COOTBETCTBYCT TpeGoBaHuAM HA

Approved by: Manager/Executive /

Prepared by / ' Checked by / Aﬂywk _
= Onobpeno: MeHekep / PyxoBoauTeb

HOILFOTOBHCHOZ@W TIpoBepeHo: )'*/

Date / Date /

e i s

ATHENA DRUG DELIVERY SOLUTIONS PVT. LTD.
CIN : U24230MH1995PTCOQ4546

Plot No. A1 to A5, MIDC, Chemical Zone, Ambernath (West) 421 501, Maharashtra, INDIA
Tel. : 0251 - 6613100 ° Fax.: 0251 - 6613101

H. O. : 602, 6th Floor, STAR HUB, Tower 11, Sahar, international Airport Road, Andheri (E), Mumbai - 400099, INDIA.
Tel. No. : 91-22-67370700 Fax no. : 91-22-67370701 © Website : www.athenadds.com




Product : Allerway Express, orally disinte
TpoaykT: Anepsai JKcnpece, Tadl

p p eTiCH, AMCneprup

Batch No/ . 2312706 Batch Quantity / - 500,000 tab /
Cepus Ne O6beM cepun 500,000 Tab
Analytical Report No / : FP/23424 Date of Analysis / . 18/12/2023
AHAJINTHHECKHH OTHET Ne Jlara aHajansa

Date of Manufacture / . NOVEMBER 2023 Date of Expiry / - OCTOBER 2026
Jlata 11pou3BOACTBA [open 10 -

or 11.11.2021)

4 Disintegraﬁon_/

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJI N3A

CEPTHA®VIRAL AL T22

grating tablets, 5mg

~— 0lmin30sec/

yemble B OJIOCTH PTa, SwMr

“Analysis performed according ND / Ananu3 np&&&?ﬁﬁﬁ-OOﬁBﬁ%ﬁO (amend Nel 11, 12021 / mam. Nel

Page 2 of 5/ Crp. 2 M35 -
Not more than 3 min / He 6oniee 3 MMH

01 mun 30 cex

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

PacniajsaeMocTh
5 | Fineness of dispersion /
JlucrepcHocTh

A smooth suspension is produced which
passes through a sieve screen with a mesh
aperture  of 710 um.  /  Obpazyercs
OIHOpOjIHAs CyCTeH3Hd, npoxosIas CKBo3b
CHTO C pasMepoM orepetHit 710 MKM.

Not less than 80% (Q) of label claim of

102% C21H25C1N203-2HC1 (levocetirizine
- dihydrochloride) in 30 min. / He menee 80 %
100% |(Q) ot HOMHUHAJIBHOTO  COAEpXNaAHUd

101% C,HasCIN,052HCI (neBoueTHpU3UHA
° | quruapoxJaopuj) Hepes 30 MuH.

Unit-1/ Ta6an.-1

Unit-2 / Ta6n.-2
Unit-3 / Ta6n.-3

~ Unit-4/ Tabn4

Unit-6 / Tabn.-6 104 %

Related Substances / PoACTBEHHbIE npyuMecH

Method 1
Impurity-1/ [Ipumeck-1

e
Dissolution / PacTBopenue

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

Not more than 0.40 % / He 60Hm
Not more than 0.40 % / He 6onee 0,40 %
Not more than 0.40 % / He Gonee 0,40 %
Not more than 0.40 % / He 6onee 0,40 %
Not more than 0.40 % / He 6onee 0,40 %

Impurity-2 / Tpumecnb-2 0.045 %

T

Impurity-3 / [Tpumeck-3

Not Detected / e obHapyxkeHa

Not Detected / He obHapyxeHa
0.042 %

Impurity-4 / [Ipumeck-4

Impurity-5 / TTpum ech-3

Impurity-7 / [Tpumechb-7

Not detected / He obHapyxeHa

Not more than 0.40

o, / He 6onee 0,40 %

Impurity-8 / [pumecsb-8 Not detected / e obHapyxkeHa

Conclusion : APPROVED /
3aK/a04eHue: OJOBPEHO

Remarks : The Product confirms to ND/
Ipameuanue: TTpoayKT COOTBETCTBYET TpeOoBaHUAM HA

Approved by: Manager/Executive /

Onobpeno: Menekep / PyKOBonHTenbzﬂyL‘ C

Date / %}\MM Date/ ' %\\7/\’1/09

Jlara:

Prepared by / o j Checked by / ~ do

ﬂonro*roanem@b'\@y [IposepeHoO: é/’/
Date /
Jara;

26 \ 1242023 Jara:

ATHENA DRUG DELIVERY SOLUTIONS PVT. LTD.
CIN : U24230MH1995PTCO94546

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 ll, 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

CEPTUOUKAT AHAJIM3A

Product ; Allerway Express, orally disintegrating tablets, 5 mg

-

| Tpojtyscr: Annepsoii Jkenpece, TabNeTKH, AUCICPrupyembic B MOJIOCTH pTa, 3 MP

| ot 11.11.2021)

Batch No/ : 2312706 Batch Quantity / : 500,000 tab /
Cepus Ne O6beM cepuk 500,000 Tab
Analytical Report No / : FP/23424 Date of Analysis / . 18/12/2023
Ananurideckuii otuer Ne JlaTa aHaM3a

Date of Manufacture / : NOVEMBER 2023 Date of Expiry / : OCTOBER 2026
Hara npousBoicTsa Tojen no

" Analysis performed according ND / Ananus HRIECE]O_H}I: JII-006153-190320 (amend_Nsﬁ_l.l 12021 /usm. Nel |

i

Each unknown impurity /]
Envnuunas
HeujeHTHPUINPOBaHHAs
pUMECh

" Not detected /Eﬁap—yncaa—mot_maeﬁén_o.% % / He 6onee 0,40 % |

Page3of 5/Crp.3m3S

Method 2
Impurity-6 / TIpumech-6

Not detected / He obnapyxeHa

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

Macce npH BLICYIIHBAHHH

10

a) Total Aerobic Microbial
Count / O6wmee uncio
a3pOBHBIX MUKPOOPTraHHU3MOB

Total impurities / 0.087 % Not more than 1.5 % / He 6onee 1,5 %
Cymma npumece#

8 | Chiral purity. Conepmamle_ 99.4 % Not less than 98.0 % / He menee 98,0 %
R-u3omepa / XupajibHast
uyucrora. R-isomer

9 | Loss on drying / Iloreps B 3.41 % Not more than 6.0 % / He Gonee 6,0 %

Microbial enumeration tests / MukpoGuoorayeckas qHUCTOTA

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

Not more than 1000 CFU/g/ «
He Gonee 1000 KOE/r

b) Total Combined Yeast and
moulds count / Obuiee yucio
JPOXKEBBIX U MIIECHEBBIX
rpuboB

Menee 100 KOE/r

Less than 100 CFU/g/

Not more than 100 CFU/g /
He 60onee 100 KOE/r

¢) Escherichia Coli Absent in 1 gram /

OtcyrtctByeT B 1 T

N
Shell be absent in 1 gram /
OrcyrcTBUe B 1T

Remarks : The Product confirms to ND/
Ipumeuanne: [IpoayKT COOTBETCTBYET tpe6osanusam HI

Conclusion : APPROVED /
3axouenue: OJOBPEHO

Prepared by / O Checked by / o Approved by: Manager/Executive /
T[TOATOTOBJIEHO; We—"| Iposepeto: @M o Onobpeto:; Menekep / PykoBoauTesb E—"
/
Date / Date / Date /
A \ no
Jlara: 26 \ \‘A Jlara: 2/,}' i Jlara: 2% \ M >

ATHENA DRUG DELIVERY SOLUTIONS PVT. LTD.

Plot No. A1 to A5, MID

H. O. : 602, 6th Fioor, STAR HUB,

Tel. No. : 91-22-67370700 » Fax no. :

CIN : U24230MH1995PTCO94546

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

Tower Ii, Sahar, international Airport Road, Andheri
91-22-67370701

C, Chemical Zone, Ambernath (West) 421501, Maharashtra, INDIA

(E), Mumbai - 400099, INDIA.

Website : www.athenadds.com



CERTIFICATE OF ANALYSIS

CEPTHUOUKAT AHAJIM3A

N ]

FProduct . Allerway Express, orally disintegrating tablets, 5 mg
Mpoaykr: Asiepsait kenpecc, TabneTKH, AMCIEprupyemble B MOJOCTH pTa, 5wr
Batch No / : 2312706 Batch Quantity / . 500,000 tab /
Cepusi Ne O6beM cepHi 500,000 Tab
Analytical Report No / : FP/23424 Date of Analysis / . 18/12/2023
AHanuTHyecknii otuer Ne JlaTa ananusa
Date of Manufacture / : NOVEMBER 2023 Date of Expiry / : OCTOBER 2026
Jlata npowssopcTea [Tomen o -
Analysis performed according ND / Anann3 nposeaen no HJL: JIT1-006153-190320 (amend Nel 11.11.2021 / u3m. Nel
ot 11.11.2021) |
I — S ) ~ Pagedof5/Crp.4um3S
11 | Uniformity of dosage units / 2.1 The acceptance value (AV) should be less
OaHOpOJHOCTD than or equal to 150 / Tlokasarens
JA03HPOBaHHUS npuemneMocTH (AV) JOMKEH ObITh He osiee
15,0.
12 | Assay / KosinuecTBeHHoOe 4.93 mg/4.93 mr 450 mg to 5.50 mg of C,H,5CIN,05-2HCI
onpeesicHue (98.6 %) (levocetirizine dihydrochloride) per tablet
(90.0% to 110.0% of label claim). /
Or 4,50 Mr po 5,50 Mr C,,H,5sCIN,O5-2HCI
(neBoueTHpU3MHa AUTUIPOXIOPHUIL) B
ra6nerke (ot 90,0 % mo 1100 % ot
HOMMHANBHOTO COAEPKAHUS).
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 TaGnerok B oavcrep
carton pack. / ITo 10 Tabnerox B | U3 (TTA/An/TIBX) ¢onbru // amoMHUHUEBON
gauctep u3 (ITA/AJI/IIBX) donbrut | donbr, namunuposanoit [19T/6ymaroii.
//antoMuHUEBOH donbry, | TTo 1 wm 3 GnucTepa ¢ HHCTpYKUUEH no
NaMAUHUPOBAHHOM [12T/6ymaroii. | TPUMEHEHUIO B MAHUKy KapTOHHYIO.
o 1 6aucrepy ¢ MHCTpYKUKeH TO
NPUMEHEHHUIO B NAUKY KAPTOHHYIO.
14 | Labeling / MapkupoBKa According to ND / B cooTBETCTBUH C HHA
15 | Storage conditions / At temperature below 25 °C. / TIpu TemnepaType HE BbILLC 25 °C.
XpaHenue
|i6 Shelf life / Cpok roqiHOCTH 3 years / 3 rona J
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeyanne: [IpoAyKT COOTBETCTBYCT tpebopanusiM H/L 3axmouenue: OJOBPEHO
Prepared by / A Checked by / Qf}" 1{0 Approved by: Manager/Executive / _
IMoaroToBJeHO: av— | [Tposepeno: S Ono6peno: Menemkep / Pykopoautes M '
(o=
Date / Date / . Date / 12\2-
Jlata: 26\\7/\7/07/5 Jlara: 2'}\\” 1925 JlaTa: 281 ==

ATHENA DRUG DELIVERY SOLUTIONS PVT. LTD.
CIN : U24230MH1995PTCO94546

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

H. O. : 602, 6th Floor,
Tel. No. : 91-22-67370700

STAR HUB, Tower ll, Sahar, International Airport
e Fax no. : 91-22-67370701 ¢

Road, Andheri (E), Mumbai - 400099, INDIA.
Website : www.athenadds.com



CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Allerway Express, orally disintegrating tablets, 5 mg
[Iponykt: Annepsait Oxcnpece, TabNeTkU, ANCTIEPrUPYEMBbIE B TOJOCTH PTa, 5 M

Batch No / : 2312706 Batch Quantity / : 500,000 tab / ]
Cepus Ne OO6neM cepuu 500,000 Tab
Analytical Report No / : FP/23424 Date of Analysis / . 18/12/2023 ]
AHanutudyeckuii otyet No Hara ananu3sa
Date of Manufacture / : NOVEMBER 2023 Date of Expiry / : OCTOBER 2026

| JlaTa npon3BoacTBa Tonen 10

Analysis performed according ND / Anasus nposenen no HJI: JITI-006153-190320 (amend Nel 11.11.2021 / uam. Nel
or 11.11.2021)

_ ) o - Page Sof S/Crp.5u3 §
API name / HanmenoBanne ADC: Levocetirizine dihydrochloride / JlepoueTrpusnHa AUTHAPOXIOPHL
INN / MHH: Levocetirizine / JleBoueTHpusuH
API manufacturer batch number / 2LCD0570822 & 21.CD0531023
Howmep cepun nponssoauteis ADPC:
FP Manufacturer API Batch number / RM22407 & RM23312
Homep cepnn cyOocTaHnuu
npoussoguress I'JI@D:
API Manufactured by & country / Symed Labs Ltd., India / a
Ipoussoaurens A®C, crpana: Caiimen Jlabe JIta., Muaus
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [IponykT coorBeTcTBYeT TpeboBanusam HJT 3axmouenne: OJJOBPEHO
Prepared by / () _ | Checked by / . Approved by: Manager/Executive /
IToarorosaeno: @’\@l/t{ IIposepeHo: é""/"p/ Ono6peno: Menemxkep / Pyxosoamenﬁﬁgf;/ ;
Date / Date / Date / e
Hara: 26 \ 1242023 Hara: 29' L Hara: %\ s =

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 1l, Sahar, International Airport Road, Andheri (E), Mumbai - 400099, INDIA.
Tel. No. : 91-22-67370700 ¢ Fax no. : 91-22-67370701 ¢ Website : www.athenadds.com



