CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

grating tablets, 5 mg
eMble B MONOCTH PTa, 5 MT
Batch Quantity / . 500,000 tab /
O0beM cepuut 500,000 Tab
Date of Analysis / . 18/12/2023
JlaTa ananusa

Product : Allerway Express, orally disinte
Tpoaykr: Asjaepsii JKenpecc, TabieTKH, Jucteprupy

Batch No/ : 2312707

Cepus Ne

Analytical Report No/

Ananuriueckuii oraeT Ne

Date of Manufacture / - NOVEMBER 2023 Date of Expiry /

| Jlara nponsBOACTBA - B Toaen 10 - -

Analysis performed according ND / Ana;u3 npoBefieH 1o HA: JII1-006153-190320 (amend Nel 11.1 1.2021 / u3m. Ne

or 11.11.2021)

: FP/23425

- OCTOBER 2026

B Page 2 of 5/ Crp. 2ms o

P—l l)isintegrati_mﬁ 01 min 30sec/ Not more than 3 min / He onee 3 mut
PacnajaemocTh 01 muH 30 cex
5 | Fineness of dispersion / A smooth suspension is produced A smooth suspension is produced which

passes through a sieve screen with a mesh
aperture  of 710 ym. /  OOGpasyercs
OJIHOPO/HAs CYCTieH3Us, NPOXOAILa CKBO3b
CHTO C pa3MepoM orsepetiit 710 MKM.

e
Not less than 80 % (Q) of label claim of
C3|IH25CIN3012HC1 (le\"oceﬂri]ﬂinﬂ
dihydrochloride) in 30 min. / He menee 80 %
(Q) oT HOMHHAJILHOTO cojiepKatus
6111{15(:11\1103-21 ICl (nesonerTupuznna
JIHTHPOXIOPHIL) Yepes 30 MuH.

JlucnepcHoOCTb which passes through a sieve screen
with a mesh aperture of 710 pm.

”?m Unit-1/ Ta6n.-1 97 %
Unit-2 / Tabn.-2 100 %
Unit-3 / Tabn.-3
" Unit4/ Tabn-4
Unit-5 / Tabn.-5

Unit-6 / TaGn.-6

7 | Related Substances / PoaicTBeHHbIE npumMecH

Method 1 Not Detected / He obHapyxeHa
Impurity-1/ [pumech-1 Not more than 0.40 % / He Gonee 0,40 %

W' mmo_AW
Not more than 0.40 % / He Gonee 0,40 %
Not more than 0.40 % / He Gonee 0,40 %
Not more than 0.40 % / He 60nee 0,40 %
Not more than 0.40 % / He Gonee 0,40 %
“Not more than 0.40 % / He Gosee 0,40 %

Tmpurity-3 / TIpnmece-3 Not Detected / He ofHapyxKena
Not Detected / He oGnapyxena

0.041 %

[ ———————
Impurity-4 / Tipumechb-4
[mpurity-5 / TIpumeck-5

Impurity-7 / [pumech-7 Not detected / He obHapysKeHa

Impurity-8 / [Ipumechb-8 Not detected / He obHapyxeHa

Remarks : The Product confirms to ND/ | Conclusion : APPROVED /
IIpumeuanne: IIpoayKT COOTBETCTBYET TPeOOBaHUAM HO 3aKJ/oueHHe: OJIOBPEHO
Prepared by / Checked by / . Approved by: Manager/Executive /
(@) v\Aﬂ——
T1oAroTOBJICHO: @ t— | IIpoBepeHo: Onobpeno: MeHemkep / PykoBOAUTENB
e T N Y

Date /
Jara;

Date / Date /
26\phooz | Tael 2212122 e 72\ Reon>
ATHENA DRUG DELIVERY SOLUTIONS PVT. LTD.
CIN: U24230MH1995PTCOQ4546

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 ANALYS

1S

CEPTUOUKAT AHAJIM3A

Product : Allerway Express, orally disintegrating tablets, 5 mg

or 11.11.2021)

[posykT: Asnepsaii DKerpece, TabaeTKH, AMCIEPIHPYEMbIC B TIOJIOCTH PTa, 5 Mr

Batch No / : 2312707 Batch Quantity / . 500,000 tab / T
Cepus Ne OGbeM cepui 500,000 Tab |
Analytical Report No / : FP/23425 Date of Analysis / + 18/12/2023

AnanuTiyecknit orueT Ne Jlata aHanM3a

Date of Manufacture / : NOVEMBER 2023 Date of Expiry / : OCTOBER 2026

Jlara npou3BOACTBA ToneH 10

Analysis performed according ND / AHaJIH3 IpoBe/IeH o HI: JI1-006153-190320 (amend Nel 11.1 12021 / mam. Nel

M_ ~ Test/IlokazaTeab __'__ Result / Pe3ynbTaThl _‘
1 | Description / Onucanne Round, white, flat, bevelled edged
tablets. / Kpyrasie IIOCKHE
TabNeTKH CO CKOLIEHHBIMU KpasMu

Oenoro 1BeTa.

2 | Identification. Complies as prescribed /
Levocetirizine/ CooTrBeTcTBYeT TPeOOBaHUAM
ToaJHHHOCTD.

JleBOUETHPH3HH

a) By HPLC/BOXX

Complies as prescribed /

~ Pa elof5/Crp.1u35
— Specification/Hopwa |
Round, white to off-white, flat, bevelled |
edged tablets. / Kpyrnbie miockue TabaeTKH
O CKOIIEHHBIMY KpasMH, OT 6eJI0ro 10 No4TH
OeJ10T0 LIBETA.

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

/ Bpems yaepxuBasus OCHOBHOro nuka Ha
XpOMATOrpaMMe  MCIIBITYEMOTO  pacTBopa
JOJKHO COOTBETCTBOBATD BPEMEHH
yAEpHKHBAHNS OCHOBHOTI'O nuka  Ha
xpomarorpamme  pacTsopa CTAHIAPTHOIO
obpasiia JIeBOLETHPH3HHA JUrHapoxXnopua
(pasnen «Konuyecrsenioe OINpeieNeHunen).

The UV- absorption spectra obtained with the

b) ByUV/Y®- CoOTBETCTBYET TPpeOOBAHNAM i irizi
cnekTpohOTOMETPHS YET TP te.st solutlc?n and the Levocetirizine
dihydrochloride reference standard solution at
190 to 400 nm should have maximum at
23242 nm. / Y®-cnexrpbi MOrIOWCHA
WCOBITYEMOTO  pacTeopa ¥ pacTsopa
cranjaprHoro  ofpasia  J€BOUETUpH3NHA
OUrUApOXIopHIa B o6nactu ot 190 mo 400
HM JOJDKHBI IMETh MAaKCHMYyM MpH 232+£2 HM.
3 | Average weight/ 251.6 mg/ 250.0 mg £ 5 % (237.5 mgto 262.5 mg)/
Cpeansig Macca 251.6 Mr 250,0 mr = 5 % (ot 237,5 mr 10 262,5 Mr) J
[
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [1IpoayKT COOTBETCTBYET tpeGosanusm HI| 3axmouenne: OJOBPEHO
| Prepared by / ™ Checked by / in do Approved by: Manager/Executive /
IToAroTOBNEHO: (\ @LL’: ITposepeno: Gz OnoGpeHno: Menexep / PykoBoauTelb Kz /_g_,,x
—
Date / M0 2 Date / Date / 2 2\ 12
Jata: 26\l > Jlara: 22 121292%% Mara: A '

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



CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Allerway Express, orally disintegrating tablets, 5 mg

Tpoaykr: Annepsoit kcnpece, TaBJIeTKH, JUCIEPrupyEmbie B IIOJIOCTH PTa, SMr

Batch No / : 2312707 Batch Quantity / : 500,000 tab /

Cepus Ne O6bem cepni 500,000 Tab

Analytical Report No / . FP/23425 Date of Analysis / : 18/12/2023

Ananitaueckuil otyeT Ne JlaTa ananusa

Date of Manufacture / : NOVEMBER 2023 Date of Expiry / : OCTOBER 2026

Jlara 11poH3BOACTBA TozeH 10 - B

or 11.11.2021)

| Analysis performedzcording ND / Anaaus nponeu—eﬂ mo H/I: JIT1-006153-190320

(amend Nel 11.11.2021 / u3m. Nel

Each unknown impurity /
EnnnuuHas
HenaeHTHQUIMpPOBaHHAS
npuMech

Not detected / He obHapyxxena 1

. _Page 3 of 5/Crp. 3 w3 S
Not more than 0.40 % / He 6onee 0,40 %

Method 2
Impurity-6 / [Tpumecs-6

Not detected / He obHapyxeHa

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

Total impurities / 0.085 % Not more than 1.5 % / He 6onee 1,5 %
Cymma npumeceit

8 | Chiral purity. Comepxkanne 99.5 % Not less than 98.0 % / He menee 98,0 %
R-n3zomepa / XupaabHast
gucrora. R-isomer

9 | Loss on drying / IloTepsi B 3.98 % Not more than 6.0 % / He Gonee 6,0 %
Macce npH BbICYIIHBAHHH

10 | Microbial enumeration tests / MHKpOGHOIOrHY€ECKas HHCTOTA

a) Total Aerobic Microbial
Count / Ob1iee YUCIo
a3pOoBHBIX MUKPOOPTaHH3MOB

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 / Ob1iiee 4ncio
JPOMOKEBBIX M TUIECHEBBIX
rpuboB

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

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

¢) Escherichia Coli

Absent in 1 gram /

OrcyrerByeT B 1 T

Shell be absent in 1 gram /
OrcyretBue B 11

Remarks : The Product confirms to ND/
Ipumeuanue: [IpoAYKT COOTBETCTBYET tpeboBarnam HJL

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by / O Checked by / rode Approved by: Manager/Executive / .
TToaroToBIIEHO: _—" [1posepeHo: C@“‘ Opnobpeno: Menemxep / PykoBoaurens h’f{

Date / Date / Date / oY

JlaTa: %\\q)%%& Hara: 99,”4% Jlara: B\\%\ )

ATHENA DRUG DELIVERY SOLUTIONS PVT. LTD.
CIN : U24230MH 1995PTCO94546

Plot No. A1 to A5, MIDC, Chemical Zone,

Tel. : 0251 - 6613100 * Fax.:

Tower |, Sahar, International Airport
Tel. No. : 91-22-67370700 ¢ Fax no. : 91-22-67370701

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

Ambernath (West) 421501, Maharashtra, INDIA

0251 - 6613101

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




CERTIFICATE OF ANALYSIS

CEPTUG®UKAT AHAJIM3A

Product : Allerway Express, orally disintegrating tablets, 5 mg

[pojyKr: Asnepsdii Dkenpece, rabneTkn, AMCneprupyemblie B I0JOCTH pTa, 5 Mr

Batch No / + 2312707 Batch Quantity / . 500,000 tab /

Cepus Ne O6beM cepiit 500,000 Tab

Analytical Report No / FP/23425 Date of Analysis / : 18/12/2023

Ananurideckuii oruer Ne JlaTa ananmsa

Date of Manufacture / NOVEMBER 2023 Date of Expiry / : OCTOBER 2026
[open 10

Jlara npon3BOACTBA

Analysis performed according ND / Ana/jiu3 nposex

or 11.11.2021)

~ |Tomewmo
en mo HJI: JI1-006153-190320 (amend Nel 11.11.2021 / u3m. Nel

Page 4 of 5/Crp. 4u33

m Uniformity of dosage units / 4.1 The acceptance value (AV) should be less—‘
OanopoaHoCcThL than or equal to 15.0 / TlokaszaTens
JA03HpOBAHUSA pPUEMNIEMOCTH (AV) nomken ObITh He Gosice

15,0.
12 | Assay / KosinuecTBeHHOE 5.04 mg / 5.04 mr 4.50 mg to 5.50 mg of C,H,sCIN,0O53-2HCI
ompeneeHue (100.8 %) (levocetirizine dihydrochloride) per tablet
(90.0% to 110.0% of label claim). /
Or 4,50 mr g0 5,50 Mr C; H,5CIN,052HCI
(nesoueTUPU3NHA AUTHAPOXIOPUL) B
tabnetke (ot 90,0 % 1o 110,0 % ot
HOMMHANBHOTO COACPKAHUS).
13 | Packaging / YnaxoBKa 10 tablets in  (PA/AV/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. / Ilo 10 Tabnerok B Gnuctep
carton pack. / ITo 10 TabueTox B | M3 (ITA/An/TIBX) Qonbru // anmoMUAHUEBOM
6muctep u3 (TIA/AJI/IIBX) donsr dosnbru, namunuposatHoii [19'1/6ymaroi.
/lamoMUHUEBON donbru, | [To 1 um 3 Gaucrepa C WHCTpyKUMEH MO
JlaMUHUPOBAaHHOM [19T/Gymaroii. | NPUMEHEHHIO B [AUKY KapTOHHYIO.
[lo 1 6aucTepy ¢ MHCTPYKLHEH MO
NPUMEHEHUIO B MAUKY KapTom{y}o._J—
e
14 | Labeling / MapKkHpOBKAa According to ND / B coOTBETCTBHH C HA
15 | Storage conditions / At temperature below 25 °C. / Tipu TeMneparype He BhILIC 25°C.
XpaneHue
16 | Shelf life / Cpok roaHocTH 3 years / 3 ropa

Remarks : The Product confirms to ND/
Tpumeyanne: [IpoayKT COOTBETCTBYCT tpe6osanuam HL

Conclusion : APPROVED /
3axmouenne: ONOBPEHO

Prepared by / o Checked by / < do Approved by: Manager/Executive /

[ToAroToBAEHO:! @?S\@\L_/—/-— [TpoBepeHo: géi‘“/' OnoGpeHo: Meneukep / PykOBOAUTEIE ‘X{y ’
Date / Date / 20211 Date / -2

Jlata: %\\?’\%?’5 Jara: }9%” Jara: %\\L\ s

H. O. : 602, 6th Floor, STAR HUB, To
Tel. No. : 91-22-67370700 » Fa

ATHENA DRUG DELIVERY SOLUTIONS PVT. LTD.
CIN : U24230MH1995PTCO94546

Plot No. A1 to A5, MIDC, Chemical Zone,
Tel. : 0251 - 6613100 * Fa

wer |l, Sahar, International Airport
X no. : 91-22-67370701 ¢

Ambernath (West) 421501, Maharashtra, INDIA
x.: 0251 - 6613101

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




CERTIFICATE OF ANALYSIS

CEPTU®HUKAT AHAJIM3A

Product : Allerway Express, orally disintegrating tablets, 5 mg

[Tpoaykr: Auiepsaii Dkenpecc, TabNeTKH, AMCHEPrupyemble B NIOJIOCTH PTa, SwMr

Batch No/ : 2312707 Batch Quantity / : 500,000 tab /
Cepus Ne O6beM cepiu 500,000 Tab
Analytical Report No / : FP/23425 Date of Analysis / : 18/12/2023
Ananutiyeckuii oruer No Jara aHanu3a

Date of Manufacture / : NOVEMBER 2023 Date of Expiry / : OCTOBER 2026
Jlata npou3Bo/CTBa TCogeH j10

Analysis performed according ND / Anasins nposenen no HJL: JIT1-006153-190320 (amend Nel 11.11.2021 / u3m. Nel

ot 11.11.2021)

PageSof 5/Crp.5m3 5

Homep cepun cyGcTaHIHH
npoussoaurens LJID:

API name / HaumeHoBanue A®C: Levocetirizine dihydrochloride / JlepoueTrpusuta HIHAPOXIOPHA
INN / MHH: Levocetirizine / JleBoueTHpU3uH

API manufacturer batch number / 2L.CD0531023

Homep cepuu nponssogureis ADC:

FP Manufacturer API Batch number / RM23312

API Manufactured by & country /
IIpousBoautesb A®C, crpana:

Symed Labs Ltd., India /
Caiimen JIa6c JIta.. Mnpus

Remarks : The Product confirms to ND/
Ipumeuanue: [Ipoxykr coorsercTayeT TpeGosanusimM HJ

Conclusion : APPROVED /
Zakmouenne: OJOBPEHO

Prepared by / . Checked by / 75}‘ de Approved by: Manager/Executive / ’%L
ITogroToBneHo: ITpoBepeHo: & i Onobpeno: Menemxep / PykoBoauTesb
)\ B @ﬁ\@)‘% pOBEp G ™ no6p p/ry ot __,
Date / Date / Date /
2 \ 2D
Hara: %\ \Q’\Q’OZ:B Hara: 9) 19"2974 Jlara: ()/%\ s )

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




