CERTIFICATE OF ANALYSIS

CEPTHUOUKAT AHAJIU3A

Product : Allerway Express, orally disintegrating tablets, 5 mg
TIponykr: Amepsaii Okcnpecc, TabeTKH, AUCTIEPTHPYEMBbIe B MOJOCTH PTa, 5 Mr

Batch No / : 2512701 Batch Quantity / : 500,000 tab /
Cepust No Obbem cepun 500,000 Tab
Analytical Report No / : FP/26011 Date of Analysis / 1 28/01/2026
Ananutrnyeckuii otyet No Jlata ananuza

Date of Manufacture / : 12/2025 Date of Expiry / : 11/2028
JlaTa mpousBoacTBa T'oneH o

Analysis performed according ND / Ananu3 nposenen no HJI: JITT-Ne(005613)-(PT'-RU)-290524

Page1l of 5/Crp.1u35

Ne Test / Ilokazarenn

Result / Pe3yabTaThl

Specification / Hopma

1 | Description / Onucanne

tab

Round, white, flat, bevelled edged

lets. / Kpyrasie  miockue

TabJIETKH CO CKOLUCHHBIMH KpasMH
Oenoro uBeTa.

Round, white to off-white, flat, bevelled
edged tablets. / Kpyrneie nnockue Tabnetku
CO CKOIIIEHHBIMU KpasiMH, OT GeJTOro 10 MoYTH
Oesoro 1BeTa.

2 | Identification.
Levocetirizine/
IloaJiHHHOCTD.
Jlesonerupniun

a) By HPLC/B3XX

b) ByUV/VY®d-
criekrpodoToMeTpus

Complies as prescribed /
CootsetcTBYeT TpeOOBaAHUAM

Complies as prescribed /
CoortseTcTBYyeT TpeOOBaHUIM

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 yaep>KUBaHWs OCHOBHOIO MHKa Ha
XpoMaTorpaMme  UCIBITYeMOro  pacTBopa
JIOJDKHO COOTBETCTBOBATD BpEeMEHH
YAep>KUBaHUS OCHOBHOTO nuka Ha
XpoOMaTorpaMMe  pacTBopa  CTAHAAPTHOrO
o0pa3ia JeBOLIETHPU3HHA JTHUIHAPOXJIOPHAA
(paznen «KonuuecTBeHHOE OrpeeNieHHe» ).

The UV- absorption spectra obtained with the
test solution and the Levocetirizine
dihydrochloride reference standard solution at
190 to 400 nm should have maximum at

23242 nm. / VY®-cnekTpel MNOrNOWIEHH
WCIILITYEeMOTO0 ~ pacTBopa W pacTBopa
cTaHmapTHOro obpaslia  JIeBOLETHPU3MHA

auruapoxiopuaa B obmactu ot 190 mo 400
HM JOJIKHBI HMETh MaKCUMYM mpy 23242 Hwm.

Remarks : The Product confirms to ND/
IIpumeuanne: [Iponyxr cooTBeTcTBYeT TpeboBaHusam HJJ

Conclusion : APPROVED /
3aknrouenne: OJOBPEHO

£AeRass Byl Checked by / Approved by: Manager/Executive / :

[MoaroToBneHo: @5\@@_ Tposepeno: .gq— OmoGpero: Mettemkep / PykoBomaTens \;:nw‘_
-.-——--— -—

Date / ' Date / Date / a\ o

Mo OUlodleeze |t ol Prs | D odlnise

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




CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Allerway Express, orally disintegrating tablets, 5 mg
[MpomykT: Aniepaii Dkcnpece, TabieTkH, UCHeprupyeMbie B IOJIOCTH PTa, 5 M

Batch No / : 2512701 Batch Quantity / : 500,000 tab /
Cepust No O0beM cepuu 500,000 tab
Analytical Report No / : FP/26011 Date of Analysis / . 28/01/2026
AHamatuueckuii ot4et Ne Hara ananuza

Date of Manufacture / : 12/2025 Date of Expiry / : 1172028
JlaTta npou3BoACTBA T'ogen oo

Analysis performed according ND / Ananns nposegen mo HJI: JITT-Ne(005613)-(PI'-RU)-290524

Page 2 of 5/Ctp.2 M35

3 | Average weight /
Cpenusst macca

2498 mg/
249.8 Mr

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

4 | Disintegration /

01 min 32 sec/

Not more than 3 min / He 6onee 3 Mun

with a mesh aperture of 710 pm.

PacnapaeMocTh 01 mun 32 cek
5 | Fineness of dispersion / A smooth suspension is produced A smooth suspension is produced which
JAucnepcHocTh which passes through a sieve screen | passes through a sieve screen with a mesh

aperture of 710pum. /  O6pasyercs
OJIHOPOAHAs CYCMEH3Us, NPOXOoAAlmas CKBO3b
CHUTO C pazmepom oTeepcTuil 710 MKM.

6 | Dissolution / PacTBopenne

Unit-1/ Tabn.-1 99 %
Unit-2 / Tabn.-2 97 %
Unit-3 / Tabn.-3 99 %
Unit-4 / Tabn.-4 99 %
Unit-5 / Tabn.-5 99 %
Unit-6 / Tabn.-6 97 %

Not less than 80 % (Q) of label claim of
C21H25CIN»03-2HCI (levocetirizine
dihydrochloride) in 30 min. / He menee 80 %
(Q) or  HOMHHAIBHOIO coepKaHus
C21H25CIN;O3-2HCI (neBoueTHpHU3UHA
auruapoxinopun) yepes 30 MuH.

7 | Related Substances / PoacTeeHHbIe MpUMeCH

Mcthod 1 0.022 %
Impurity-1 / Ilpumecs-1 Not more than 0.40 % / He 6onee 0,40 %
Impurity-2 / [Ipumecsb-2 0.041 % Not more than 0.40 % / He Gonee 0,40 %

Impurity-3 / IIpamecs-3

Not Detected / He oGHapyskeHa

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

Remarks : The Product confirms to ND/
Ipumeuanne: [Iponykt cooTBeTcTBYeT TpeboBanuam HJI

Impurity-4 / llpumecs-4 0.055 % Not more than 0.40 % / He 6onee 0,40 %
Impurity-5 / IIpumeck-5 0.052 % Not more than 0.40 % / He 6oaee 0,40 %

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / > | Checked by / Approved by: Manager/Executive /

[MoarorosneHo: @@,\; IMpoBepeHo: Onobpeno: Menemiep / PykoBoaureinb % _r_i"'j;‘f-._-
Date / Date / o3 nené |Date/ o q\cdpain-

Hara: ou lO 22026 Hara: "fd)—-[ Hara:

ATHENA DRUG DELIVERY SOLUTIONS PVT. LTD.
CIN  U24230MH1995PTC0O94546

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




CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Allerway Express, orally disintegrating tablets, 5 mg
ITponykT: Annepsait Dxcnpece, TabneTku, AUCTIEprupyeMble B OJOCTH pTa, 5 M

Batch No / 1 2512701 Batch Quantity / : 500,000 tab /
Cepus No Ob6bem cepuu 500,000 Tab
Analytical Report No / : FP/26011 Date of Analysis / 1 28/01/2026
AnHanutruueckuii otyeT No Jarta aHanusa

Date of Manufacture / : 12/2025 Date of Expiry / 1 11/2028
[ata npousBoncTea T'onen no

Analysis performed according ND / Auanu3 nposeaen no HJL: JITI-Ne(005613)-(PT-RU)-290524

Page 3 of 5/Crp.3 u3 5

Impurity-7 / [Tpumecs-7

Not detected / He o6HapyxkeHa

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

Impurity-8 / [Ipumecs-8

Not detected / He oOHapykeHa

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

Each unknown impurity /| Below LOQ (LOQ=0.012%)/ | Not more than 0.40 % / He 6onee 0,40 %
Enunuunas Hwxe npezaena KOJTHYECTBEHHOTO

HEHICHTHQHULHPOBaHHAs onpenenenus (TTIKO = 0.012%)

npuMech

Method 2 Not detected / He 0OHapyxkeHa

Impurity-6 / Ilpumecsb-6

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

Total impurities / 0.170 % Not more than 1.5 % / He 6onee 1,5 %
Cymma npumecei

8 | Chiral purity. Cogepxanune 99.5 % Not less than 98.0 % / He menee 98,0 %
R-u3zomepa / Xupansuas
uncToTa. R-isomer

9 | Loss on drying / [loteps B 3.69 % Not more than 6.0 % / He 6onee 6,0 %
Macce NpH BbICYIIHBAHHH

10 | Microbial enumeration tests / Mukpo6no/iornyeckasi Y1HCTOTA

a) Total Aerobic Microbial
Count / O611ee YKCI0
a3poGHBIX MHKPOOPTraHHU3MOB

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 / O61ce HKco
JIPOXOKEBBIX H TIECHEBBIX
rpuboB

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

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

c) Escherichia Coli

Absent in 1 gram /
OtcytctByeTB 1 T

Shell be absent in 1 gram /
OrcytctBue B 1 1

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Npumeuanne: [Ipoaykr cootBercTBYeT TpeboBanuam HJI 3axmouenne: OJIOBPEHO
Prepared by / /) | Checked by / Approved by: Manager/Executive /
IToarorosneHo: Q_GAK IIpoBepeHo: /ge;, Ono6peHo: Menemxep / Pykosoauresns )af’rf/
Date / Date / Date / A
28 ==\ 020
Hara: ol ‘ 0212025 Hara: 057 wf}m Hara: -1\

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 |l, 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

CEPTUOHKAT AHAJIU3A
Product : Allerway Express, orally disintegrating tablets, 5 mg
IIpomyxT: Annepsai Jkcnpecc, TabNETKH, AUCTIEPTHPYEMBIE B IIOJIOCTH PTa, S MI
Batch No / 2512701 Batch Quantity / : 500,000 tab /
Cepust Ne O61BeM cepuu 500,000 Tab
Analytical Report No / : FP/26011 Date of Analysis / : 28/01/2026
AHanutndeckuif oryet No JlaTa aHanmu3za
Date of Manufacture / 1 12/ 2025 Date of Expiry / : 1172028
Jata npousBoacTea I'onen no
Analysis performed according ND / Anasmu3s nposeaen no HJI: JI[1-Ne(005613)-(PI"-RU)-290524
Page 4 of 5/Crp.4m35
11 | Uniformity of dosage units / 1.8 The acceptance value (AV) should be less
OnHopoaHocTh than or equal to 15.0 / [Tloka3sarens
J03UpPOBAHHSA npuemniemMoctu (AV) JomkeH ObITh He Gonee
15,0.
12 | Assay / KosinuecTBenHoe 4.95 mg/4.95 mr 450 mg to 5.50 mg of CnHsCIN,O3-2HCI
ompeneJieHHe (99.0 %) (levocetirizine dihydrochloride) per tablet
(90.0% to 110.0% of label claim). /
OT 4,50 Mr ao 5,50 MI" C21H25C1N203‘2HC]
(neBoLEeTUPU3HHA JUTAPOXIIOPUN) B
tabnerke (or 90,0 % nmo 110,0 % or
HOMHUHAJILHOTO COAEPIKaHHs).
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. [ blisters with | 1 or 3 blisters with patient information leaflet
patient information leaflet in a | in a carton pack. / ITo 10 Tabaerok B 6nucTep
carton pack. / Ilo 10 tabnerok B | w3 (ITA/An/IIBX) ¢onbru // amomuHueBoh
6nucrep u3 (ITA/AJV/IIBX) donbru | ¢ponsru, namunuposansoi [T10T/6ymaroit.
//anioMUHHUEBOMN ¢donbry, | [To 1 uwnu 3 Gnuctepa ¢ HMHCTpYKUMEH MO
namuuuposaHHoi  TIOT/Gymaroii. | mpUMEHEHHIO B TAUKy KapTOHHYIO.
Ilo 1 6nucTepy ¢ uHCTpyKUMeH no
NPHMEHEHHIO B NAYKY KAPTOHHYIO.
14 | Labeling / MapkupoBxa According to ND / B cootBercteuu ¢ HJJ,
15 | Storage conditions / At temperature below 25 °C. / IIpu Temneparype He Bbilue 25 °C.
XpaHenne
16 | Shelf life / Cpok rognocTn 3 years / 3 ropa

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [Ipoxykr cooTBeTcTBYeT TpeboaHusam HJI 3akmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive / )ﬁ) i .
I[loarorossieHo: @S\U-‘/Qf" IIpoBepeHo: "g‘:" Ono6peno: Menemkep / PykosoauTtesns _ R —
Date / Date / Date/ o \s2r\noie-

prepuA
Hara: GCQ[ OZ‘M% Jlara: o ﬁ(ﬁ// Jara:

ATHENA DRUG DELIVERY SOLUTIONS PVT. LTD.

CIN : U24230MH1995PTCO94546

Piot 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
CEPTUOUKAT AHAJIN3A

Product : Allerway Express, orally disintegrating tablets, 5 mg
[IponyxT: Aytepsaii Okenpecc, TableTkH, AUCTIEprUpyeMble B ONIOCTH PTa, 5 MI

Batch No / 1 2512701 Batch Quantity / 1 500,000 tab /
Cepus Ne Ob6nem cepun 500,000 Tab
Analytical Report No / : FP/26011 Date of Analysis / 1 28/01/2026
AHanutrdeckuii otueT No JlaTta ananuza

Date of Manufacture / 1 12/2025 Date of Expiry / : 11/2028
JlaTa npousBoacTBa T'oneH o

Analysis performed according ND / Anann3 nposeaen mo HJI: JITT-Ne(005613)-(PI'-RU)-290524

PageSof 5/ Crp.5n3 5

API name / HaumenoBanue A®C: Levocetirizine dihydrochloride / JleBoueTupusiuna JUrHIpoXJi0pi
INN / MHH: Levocetirizine / JleBoueTupusut
API manufacturer batch number / 2LCD0340625

Homep cepun npousroantTens A®C:

FP Manufacturer API Batch number /

HomMmep cepun cyocTaHIuM RM25167
nponssoauteas I'JID:
API Manufactured by & country / Symed Labs Ltd., India /
IIponsBoaurtens ADC, crpana: Caiimen Jla6c JIta., Munus
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [IpoayxT coorBeTcTBYET TpeOoBaHusaM HJ| 3aknwuenne: OJIOBPEHO
Prepared by / N Checked by / Approved by: Manager/Executive / \; s e
IToarorosneHo: @,\@,\C/' IIposepeHo: /{é Ono6peHo: Menemkep / PykoBoauTens __' J
—
Date./ OLQ‘D'LQ'LG% Date./ mo')/['yo% Date( oA o 2ot
Jlara: JlaTa: 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 e 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



