CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Allerway Express, orally disintegrating tablets, 5 mg
ITpoaykT: Annepeaii Dxcnpece, TableTKH, AUCTIEPrUpyeMbI€ B IIOJIOCTH PTa, 5 M

Batch No / : 2512702 Batch Quantity / : 500,000 tab /
Cepust Ne O0bem cepun 500,000 Tab
Analytical Report No / : FP/26013 Date of Analysis / : 28/01/2026
Amnanurndeckuii otuyet No Jlata ananuza

Date of Manufacture / : 1272025 Date of Expiry / : 11/2028
JlaTa npou3BoACTBa T'onex 10

Analysis performed according ND / Anan3 mposenen no HJI: JITI-Ne(005613)-(PI'-RU)-290524

Page 1 of 5/Ctp.1u35

Ne Test / Iloka3zarean

Result / PesyabTaTsl

Specification / Hopma

1 | Description / Onucanue

Round, white, flat, bevelled edged
tablets. /
TabNETKM CO CKOLIEHHBIMH KpasMU
Oenoro LBETA.

Kpyraple  niockue

Round, white to off-white, flat, bevelled
edged tablets. / Kpyrable miockue TabneTku
CO CKOLIEHHBIMU KpasiMH, OT O6€eoro 40 nouTy
Genoro ugera.

2 | Identification.
Levocetirizine/
IloaIHHHOCTS.
JleBoueTHpH3HH

a) By HPLC /BDXX

b) ByUV/VY®-
cnektpodoTomMeTprs

Complies as prescribed /
CooTBeTcTBYET TPeOOBAHHAM

Complies as prescribed /
CootetcTByeT 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).

/ Bpemst ynep>KMBaHHS OCHOBHOTO MHKa Ha
XpoMaTorpaMme  HCTMBITYEMOIrO  pacTBopa
JOIKHO COOTBETCTBOBATh BpEMEHH
yaepKUBaHHs OCHOBHOTO rika Ha
XpoMaTorpaMme — pacTBopa  CTaHAAPTHOrO
obpaslia JIeBOLETHPU3UHA JMIUIPOXIOpHAA
(paznen «Konu4yecTBEHHOE ONpeleneHHey).

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. / VYO@-cnekTpbl MOMOWEHHUS
UCIILITYEMOTO  pacTBOpa W pacTBopa
cTaHfaptHoro odOpasua  JIEBOLIETHPH3HUHA

auruapoxsiopuaa B obnactu ot 190 no 400
HM JIOJKHBI MMETh MaKCHMYM NpH 23242 HM.

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

IIpumeuanue: [IponyxT cooTBeTcTBYET TpeOoBaHuaM HJJ Zaxmouenue: OJOBPEHO

Prepared by / O Checked by / Approved by: Manager/Executive / f _
[loarorosieno: @.\@\% [IpoBepeHo: /%/ Onobpeno: Menemkep / PykoBoaurenb f'-*'\_'f'f;.*:'_'__v_',‘_'_'_,
Date / Date / o102 0026 Date/ g \oydpoil

Jara: GS‘(O’L“Z—G% Jlara: ' Jara: © ﬂ

ATHENA DRUG DELIVERY SOLUTIONS PVT. LTD.
CIN : U24230MH1995PTCO94546

Plot No. A1 to A5, MIDC, Chemical Zone, Ambernath (West) 421501, Maharashtra. INDIA
Tel. : 0251 - 6613100 o 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
CEPTUOUKAT AHAJIM3A

Product : Allerway Express, orally disintegrating tablets, 5 mg
ITpoaykr: Aniepsaii Okcrpecc, TabNeTKH, IMCNIEPrUPYEMbIE B OJIOCTH PTa, 5 MI

Batch No / 1 2512702 Batch Quantity / : 500,000 tab /
Cepusa Ne O6beM cepun 500,000 Tab
Analytical Report No / : FP/26013 Date of Analysis / : 28/01/2026
AHanutHueckuii oTuet No Jlara aHanuza

Date of Manufacture / : 12/ 2025 Date of Expiry / : 1172028
JlaTa npou3BoACTBA ToneH 1o

Analysis performed according ND / Anann3 nposegen no H/L: JII-Ne(005613)~(PI'-RU)-290524
Page 2 of 5/Crp.2 m3 5

3 | Average weight / 2512 mg/ 250.0 mg + 5 % (237.5 mg to 262.5 mg) /
Cpeanssa macca 251.2 mr 250,0 mr+ 5 % (ot 237,5 mr 10 262,5 mr)
4 | Disintegration / 01 min 38 sec/ Not more than 3 min / He Gonee 3 mun
Pacnanaemocth 01 muH 38 cex
5 | Fineness of dispersion / A smooth suspension is produced A smooth suspension is produced which
JucnepcHoCTD which passes through a sieve screen | passes through a sieve screen with a mesh
with a mesh aperture of 710 pm. aperture of 710pum. /  O6pasyercs
OZIHOPO/JHAsl CYCNEH3Hs, MPOXOJAilas CKBO3b
CHTO C pa3zMepoM oTBepcTHi 710 MKM.
6 | Dissolution / PacTBopenne Unit-1/ Tabn.-1 102 % | Not less than 80 % (Q) of label claim of
- C21H2sCIN>O3-2HCI (levocetirizine
= - 0,
nit2S et oS g dihydrochloride) in 30 min. / He menee 80 %
Unit-3 / Tabn.-3 102% |[(Q) or  HOMUHaNBHOrO  COAEpIKaHHA
Unitd / Ta6n.-4 104 % C21H,5CIN205-2HCI (neBolLeTHPU3UHA
quruapoxsopua) yepes 30 MuH.
Unit-5 / Tabn.-5 101 %
Unit-6 / Tabn.-6 101 %
7 | Related Substances / PoncrBeHHBIe IPHMECH
Method 1 0.019 %
Impurity-1 / ITpumecs-1 Not more than 0.40 % / He 6onee 0,40 %
Impurity-2 / [Ipumecs-2 0.040 % Not more than 0.40 % / He 6onee 0,40 %
Impurity-3 / Ilpumecs-3 Not Detected / e o6Hapyxena | Not more than 0.40 % / He 6onee 0,40 %
Impurity-4 / Ilpumecs-4 0.053 % Not more than 0.40 % / He 6onee 0,40 %
Impurity-5 / Ipumeck-3 0.057% Not more than 0.40 % / He 6onee 0,40 %
r———————————————————— 7 —————— o~ |
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [Ipoaykr coorBeTcTByeT TpeboBanusam H/ Zakmouenne: OJOBPEHO

Approved by: Manager/Executive / ‘j »

Prepared by / Checked by /
g.’r- Ono6peno: Menenxep / PykosoauTens
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Allerway Express, orally disintegrating tablets, 5 mg
Tponykr: Aiepssii Dkcnipece, TaGIeTKH, AUCTIEPTHPYEMbIE B MIOJIOCTH PTa, 5 ML

Batch No / : 2512702 Batch Quantity / : 500,000 tab /
Cepus Ne O6BeM cepuu 500,000 tab
Analytical Report No / : FP/26013 Date of Analysis / 1 28/01/2026
Ananutudeckuit oryet Ne JlaTa aHanuza

Date of Manufacture / : 12/2025 Date of Expiry / : 11/2028
JlaTa npoM3BOACTBA "ozieH 10

Analysis performed according ND / Auajnu3 nposeeH no HJI: JIT-Ne(005613)-(PI'-RU)-290524

Page 3 of 5/ Crp. 3 m3 5

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

Impurity-7 / ITpumecn-7

Not detected / He oGnapyikeHa

Impurity-8 / [Ipumecs-8

Not detected / He o6HapyxeHa

Not more than 0.40 % / He 6onee 0.40 %

Each unknown impurity /| Below LOQ (LOQ=10.012%)/ | Not more than 0.40 % / He 6onee 0,40 %
EnunuyHas Hinke npezena KOTHYECTBEHHOTO

HeuJIeHTHU(PULIMPOBAHHASA onpenenenus (IIKO = 0.012%)

npuMech

Method 2 Not detected / He o6HapyeHa

Impurity-6 / IIpumece-6

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

mMacce pH BLICYIIHBAHUHN

Total impurities / 0.169 % Not more than 1.5 % / He Gonee 1,5 %
CymMa npuMeceit

8 | Chiral purity. Conepxxanue 99.6 % Not less than 98.0 % / He menee 98,0 %
R-u3omepa / XupanbHas
ypncrora. R-isomer

9 | Loss on drying / IloTeps B 343 % Not more than 6.0 % / He Gosnee 6,0 %

10 | Microbial enumeration tests / Mukpo0nosorn4eckas 4ncroTa

a) Total Aerobic Microbial
Count / O61ee 4mcio
a3pOGHBIX 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 / O61iee yuco
JIPO3GOKEBBIX M TJIECHEBBIX
rpuboB

Less than 100 CFU/g/
Menee 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 /
OrcytcTBUEe B 1 T

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [IpoayKT COOTBETCTBYET TPeGOBAHUAM HAO 3akaouenune: OJOBPEHO
Prepared by / 75 Checked by / Approved by: Manager/Executive / %I S
[ToaroToBneHo: @\mw [IpoBepeHo: "gff Ono6peno: Menemkep / PykoBoaurens
-
Date / Date / o570 2pork Date/ o4 \of peonr
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Product : Allerway Express, orally disintegrating tablets, 5 mg
[TpoaykT: Aniepsaii Dkcnpecc, TabNeTKy, JUCHePrypyeMble B MIOJIOCTH PTa, 5 MI
Batch No / 12512702 Batch Quantity / : 500,000 tab /
Cepus Ne O6BeM cepuu 500,000 Tab
Analytical Report No / : FP/26013 Date of Analysis / . 28/01/2026
AHanutuueckmii otuet Ne Jlata anasinza
Date of Manufacture / 1 12/ 2025 Date of Expiry / 1 11/2028
Jlata mpou3BoACTBa ToneH mo
Analysis performed according ND / Ananus nposenes no H/L: JITT-Ne(005613)-(PT'-RU)-290524
Page 4 of 5/Ctp.4mu3 5
11 | Uniformity of dosage units / 2.2 The acceptance value (AV) should be less
OnHopoaHocTh than or equal to 15.0 / [Iloka3sarensb
JI03HPOBaHUS npuemsemoctu (AV) nomken 6biTb He Gonee
15,0.
12 | Assay / KosinuecTBeHHOE - 492 mg/4.92 mr 450 mg to 5.50 mg of CxnHasCIN,O3-2HCI
onpejeJieHHe (98.4 %) (Ievocetirizine dihydrochloride) per tablet
(90.0% to 110.0% of label claim). /
Or 4,50 mr g0 5,50 mr C21H2sCIN2O3-2HCI
(JleBOLIETUPU3UHA JUTHIPOXJIOPHUA) B
tabnetke (ot 90,0 % no 110,0 % or
HOMHMHAJILHOTO COACPIKAHUS).
13 | Packaging / YnakoBka 10 tablets in (PA/AI/PVC) |10 tablets in (PA/AlI/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 Ta6netok B 6nmcTep
carton pack. / Tlo 10 Tabnerok B | u3 (ITA/An/IIBX) donbru // amoMuHueBo#H
6muctep u3 (ITA/AJVIIBX) donbru | donbru, namunuposanHoi [19T/6ymaroi.
//anroMuHKEBOH donbry, | IMo 1 wnu 3 Gnucrepa ¢ WHCTpYyKuue# no
namuuupoBaHHoit  [IOT/6ymaroii. | MpUMEHEHHIO B aUKy KapTOHHYIO.
ITo 1 GrucTepy ¢ HMHCTPYKUHMEH MO
NPUMEHEHHIO B MAYKy KapTOHHYIO.
14 | Labeling / MapkupoBka According to ND / B coorsercTBun ¢ HJ|
15 | Storage conditions / At temperature below 25 °C. / Ilpu Temniepatype He sbime 25 °C.
Xpanenue
16 | Shelf life / Cpok rognocTx 3 years /3 rona

Remarks : The Product confirms to ND/
ITIpameuanne: [Tpoxykr cooTBeTcTByeT Tpebosanusm HJI

Conclusion : APPROVED /
3akaouenne: OJOBPEHO

Prepared by / Checked by / '4 Approved by: Manager/Executive / \1 )
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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A

Product : Allerway Express, orally disintegrating tablets, 5 mg
[MponykT: Aniepsaii Dxcnpecc, TabNeTKH, AUCNEPrUpyeMble B NOIOCTH PTa, 5 MI

Batch No / : 2512702 Batch Quantity / : 500,000 tab /
Cepus Ne O6BeM cepuu 500,000 Tab
Analytical Report No / : FP/26013 Date of Analysis / : 28/01/2026
AHanutiueckui otuyer Ne JlaTa aHanuza

Date of Manufacture / : 12/2025 Date of Expiry / 1 11/2028
JlaTa npou3BoACTBA T'open 1o

Analysis performed according ND / Anann3s nposejen no H/L: JI1-Ne(005613)-(PT"-RU)-290524
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API name / HanmenoBanune A®C:

Levocetirizine dihydrochloride / JlepouerHpusnta IMruApoxaopH

INN / MHH:

Levocetirizine / JleBoueTMpH3HH :

Homep cepun cy0cTanuuu
npoussoaurens ['JID:

API manufacturer batch number / 2L.CD0340625
Homep cepun nponspoantens ADPC:
FP Manufacturer API Batch number /

RM25167

API Manufactured by & country /
Hpouszsonurens ADC, cTpana:

Symed Labs Ltd., India /
Caiimen JIabe JItn., Muaus

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

Hpumeuanue: [Ipoaykr cootBeTcTBYeT TpeboBanusam HJL 3axmouenne: OJJOBPEHO

Prepared by / | Checked by /
IToAroTosneHo: @S\&\ ;—- IIpoBepeHo:

Approved by: Manager/Executive / (J' N
'Q- OnoGpeno: Menemwkep / Pykosoautens 1! r
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