CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJTIU3A

Product : Allerway Express, orally disintegrating tablets, 5 mg
[Ipoaykr: Annepsait Dxcnpecc, TabneTky, AucneprupyeMsie B MOIOCTH pra, 5 Mr

Batch No/ : 2312708 Batch Quantity / : 500,000 tab /
Cepus Ne O6beMm cepun 500,000 Tab
Analytical Report No / : FP/23428 Date of Analysis / 1 19/12/2023
AHanuTHueckuii otuet Ne Jata aHanuza

Date of Manufacture / : NOVEMBER 2023 Date of Expiry / : OCTOBER 2026
JlaTa npousBoacTBa ["ozmen 1o

Analysis performed according ND / Ananus nposeaen no HI: JITT-006153-190320 (amend Nel 11.11.2021 / uam. Nel

ot 11.11.2021)

Page 1 of 5/Crp.1u35

Ne Test / Iloka3zaTean

Result / PesyjabTaThl

Specification / Hopma

1 | Description / Onucanue

tablets. /  Kpyruble

OeJioro LBera.

Round, white, flat, bevelled edged
IJIOCKHE
TabJIETKH CO CKOIICHHBIMH KpasMu

Round, white to off-white, flat, bevelled
edged tablets. / Kpyrnble nnockue TabneTku
CO CKOLLIEHHbIMH KpasiMH, OT 6€JI0ro J10 MOUTH
OeJioro yBera.

2 | Identification.
Levocetirizine/
IMopiMHHOCTE.
JleBoueTHpH3HH

a) By HPLC / BXKX

b) ByUV/VY®-
CNEKTPOOTOMETPHS

Complies as prescribed

Complies as prescribed

/

CoortsercTByer TpeGoBaHHIM

/

CootBeTcTBYeT TpeGOBaHHAM

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 ynepxHBaHHS OCHOBHOrO MHKa Ha
XpOMAaTOrpaMMe  HCIBITYEMOTO  pacTBopa
JOJDKHO COOTBETCTBOBATh BpEMeHH
YAEPXKHBaHWS ~ OCHOBHOTO  [HKa Ha
XpOMAaTorpaMme  pacTBOpa  CTAHAAPTHOIO
obpasua JeBOLETHPH3HHA JHTHAPOXJIOPH/IA
(pasnen «KonuuecteHHoe onpeaeneHuey).

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. / Y®-cnekTpbl MOrIOLIEHUS
MCIIBITYEMOTO ~ pacTBOpa M pacTBopa
CTaHAapTHOro  obpas3ua  JeBOLETHPH3HHA
auruapoxyopuaa B obnactu ot 190 mo 400
HM JI0JIKHbI MMETb MAKCUMYM NpH 23242 HM.

3 | Average weight /
Cpennsisi Macca

251.4mg/
251.4 Mr

250.0 mg £ 5 % (237.5 mg to 262.5 mg) /
250,0 Mr £ 5 % (ot 237,5 Mr no 262,5 mr)

Remarks : The Product confirms to ND/
IIpumeuanne: Tpoaykr coorsercTyeT TpeGoBanusaM HJJ

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / ) Checked by / Yl Approved by: Manager/Executive / W
HOHFOTOBﬂeHO:@»\@)\/Lf;" [TpoBepeHo: /@ Onobpeno: Menemxep / Pyxosonmen%
Date / Date / Date / U

TlaTa: '251”\\%‘%'2-3 Jlara: 2% h Heotl Tlata: 28] 1’1'Q eYS

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
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJTU3A

Product : Allerway Express, orally disintegrating tablets, 5 mg
TMponykr: Annepsaii Dkenpece, TabETKH, AHCIIEPrUpYEMbIE B IOJOCTH PTa, S Mr

Batch No / 1 2312708 Batch Quantity / : 500,000 tab /
Cepus No O06beM cepun 500,000 Tad
Analytical Report No / : FP/23428 Date of Analysis / : 19/12/2023
Ananutnueckuii otuer No JlaTta aHanuza

Date of Manufacture / : NOVEMBER 2023 Date of Expiry / : OCTOBER 2026
Mara npoussoacTBa ["ozen 1o

Analysis performed according ND / Ananus nposeaen no HJI: JII1-006153-190320 (amend Nel 11.11.2021 / u3m. Nel
ot 11.11.2021)
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4 | Disintegration / 01 min 38 sec / Not more than 3 min / He 6onee 3 mun
Pacnagaemoctn 01 mun 38 cek
5 | Fineness of dispersion / A smooth suspension is produced A smooth suspension is produced which
JucnepcHocTh which passes through a sieve screen | passes through a sieve screen with a mesh
with a mesh aperture of 710 um. aperture  of 710 pm. /  O6pa3syercs

OJIHOPOJIHAsA CYCNEH3Hs, NMPOXOAAIIas CKBO3b
CHUTO ¢ pa3MepoM oTBepcTHit 710 Mkm.

6 | Dissolution / PacTBopenue Unit-1/ Ta6n.-1 101 % | Not less than 80 % (Q) of label claim of
; C,1H»5CIN,O5-2HCI (levocetirizine
= =, 0,
Unit-2./ T2 il dihydrochloride) in 30 min. / He menee 80 %
Unit-3 / Ta6n.-3 99 % (Q)  OoT  HOMMHANLHOrO  COJEpKAHHUS
Unitd 7 Tabn4 08 % C,1H,5CIN,O;-2HCI (neBoueTHpPH3HHA
JUrHpoxyiopua) yepes 30 MuH.
Unit-5 / Ta6n.-5 99%
Unit-6 / Ta6a.-6 99 %
7 | Related Substances / PoxcrBeHHbie npumecH
Method 1 Not Detected / He oGHapykeHa
Impurity-1 / [Tpumecs-1 Not more than 0.40 % / He 6onee 0,40 %
Impurity-2 / Ilpumecs-2 0.038 % Not more than 0.40 % / He 6onee 0,40 %
Impurity-3 / [Tpumecs-3 Not Detected / He oBHapyxena | Not more than 0.40 % / He 6onee 0,40 %
Impurity-4 / I[Tpumecs-4 Not Detected / He obHapyxena | Not more than 0.40 % / He 6onee 0,40 %
Impurity-5 / ITpumecs-5 0.036 % Not more than 0.40 % / He Gonee 0,40 %
Impurity-7 / [Ipumecs-7 Not detected / He obHapyxeHa Not more than 0.40 % / He 6onee 0,40 %
Impurity-8 / [1pumecs-8 Not detected / He oGHapyxkeHa Not more than 0.40 % / He 6onee 0,40 %
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [Ipoaykt coorBercTByeT TpeGoranusm HJJ 3axmouenne: OJJOBPEHO
Prepared by / — | Checked by / ﬁa\) ~de Approved by: Manager/Executive /
[ToaroToseHo: @,\@\t‘/——’ Mposepeno: =2 Opo6peno: Menemkep / PyKOBonHTenbj')}’f(/'
e
Date / Date/ Date /
Jara: 1}\\1\ 2025 Jara: = hat 2023 Hara: 2@\ "}‘ 1S

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




B ATHENA

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIU3A

Product : Allerway Express, orally disintegrating tablets, 5 mg
[Tponykr: Annepssii Dkcnpecc, TabNeTKH, AUCTIEPrUPYEMbIE B IONOCTH PTa, 5 MT

Batch No / 1 2312708 Batch Quantity / : 500,000 tab /
Cepus No Obnem cepuu 500,000 tab
Analytical Report No / : FP/23428 Date of Analysis / : 19/12/2023
AHanuTHyecknii otuer No JaTa ananuza

Date of Manufacture / : NOVEMBER 2023 Date of Expiry / . OCTOBER 2026
Jata npoussojcTsa I"onen no

Analysis performed according ND / Auaaus npoenen no HJI: JI[1-006153-190320 (amend Nel 11.11.2021 / u3m. Nel

ot 11.11.2021)

Page3 of 5/Ctp. 3 u3 5

Impurity-6 / TTpumecn-6

Each unknown impurity / 0.017 % Not more than 0.40 % / He Gonee 0,40 %
Ennnnynas

HenJleHTHHLHPOBAHHAS

NpUMeECh

Method 2 Not detected / He oGHapyxena

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

Total impurities / 0.091 % Not more than 1.5 % / He 6onee 1,5 %
Cymma npumeceii

8 | Chiral purity. Cogepxanue 99.4 % Not less than 98.0 % / He menee 98,0 %
R-u3omepa / Xupanbuas
yHcroTa. R-isomer

9 | Loss on drying / IToreps B 4.02 % Not more than 6.0 % / He 6onee 6,0 %

Macce NpH BBICYIIHBAHHH

10

Microbial enumeration tests /

Mukpobuonoruueckas YHCTOTA

a) Total Aerobic Microbial
Count / O61uee ynclo

a3p00HBIX MHKPOOPraHH3MOB

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

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

JAPOHGKEBLIX H MJIECHEBbLIX
rpuboB

b) Total Combined Yeast and
moulds count / O61uee umciio

Menee 100 KOE/r

Less than 100 CFU/g /

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

c) Escherichia Coli

Absent in 1 gram /
OtcyrctByerB 1 T

Shell be absent in 1 gram /
OtcyrctBue B I T

Remarks : The Product confirms to ND/
ITpumeuanue: [Iponykr cooreTcTBYET TpeboBanusM HJJ

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / o Checked by / T Approved by: Manager/Executive /

ITo, BJIEHO: t—| IlpoBepeHno: Onobpeno: Menemxkep / Pykosoautens z?’ . .
ArOTOBIIEH @@/ posep /é p p/Py } =

Date / Date / _ no2 Date /

Jlara: 232V 2003 Jlara: 221 ' Jara: 2% \"7‘? Dl

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




'y ATHENA

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Allerway Express, orally disintegrating tablets, 5 mg
TponykT: Asnepsaii Dkcnpece, TabNeTKH, AUCIEPrUpyeMbIe B IOJIOCTH PTa, S M

Batch No/ : 2312708 Batch Quantity / : 500,000 tab /
Cepus No O6bem cepuu 500,000 Tad
Analytical Report No / : FP/23428 Date of Analysis / 1 19/12/2023
AHalHuTHYeCKHH oTyeT No Jlara aHanuza

Date of Manufacture / : NOVEMBER 2023 Date of Expiry / : OCTOBER 2026
Hara npoussoacTea Toznen 1o

Analysis performed according ND / Ananu3s nposeaen no HJI: JITT-006153-190320 (amend Nel 11.11.2021 / uam. Nel

or 11.11.2021)

Page4of 5/Crp. 4u3 5

11 | Uniformity of dosage units / 3.6 The acceptance value (AV) should be less
Onnopoanocts than or equal to 15.0 / Tlokasatens
J03HPOBAHUSA npHemieMoctd (AV) nomkeH ObiTh He Oosee

1:5:0:
12 | Assay / KoiimuecTBeHHOe 5.01 mg/5.01 mr 4.50 mg to 5.50 mg of C,H,sCIN,O;-2HCI
onpeaeeHHe (100.2 %) (levocetirizine dihydrochloride) per tablet
(90.0% to 110.0% of label claim). /
Ot 4,50 mr po 5,50 mr C, H,5CIN,O5-2HCI
(neBoLeTHpPHU3NHA JUTHIPOXJIOPH) B
Tabnerke (or 90,0 % no 110,0 % or
HOMHHAJILHOI'O COJIePXKaHHS).
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 6aucTep
carton pack. / ITo 10 tabnerox B | n3 (ITA/An/TIBX) ¢onbru // amomMuHueBoit
Gnncrep us (IIA/AJI/TIBX) donbru | donbru, namunuposannoii [1T/Gymaroii.
/fantoMuHHEBOH donbru, | ITo 1 unu 3 Gnucrepa ¢ MHCTpyKUMed o
namuHupoBanHoi  [19T/6ymaroii. | npMMeHeHHIO B MauKy KapTOHHYIO.
[To 1 GnucTepy ¢ MHCTpYKUHEH Mo
NPHMEHEHHIO B Na4Ky KAPTOHHYHO.
14 | Labeling / MapkupoBka According to ND / B coorercteuu ¢ HJJ
15 | Storage conditions / At temperature below 25 °C. / [1pu temnepartype He Bbiiie 25 °C.
Xpanenue
16 | Shelf life / Cpok rognocTu 3 years / 3 rona

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

Ilpumeuanne: [Iponykr coorsercrByeT TpeGosanuam HJJ 3axawouenne: OJJOBPEHO

Prepared by / - Checked by / 2o ke Approved by: Manager/Executive /
Honroronneuo:@\@)\;/‘: [TposepeHo: C.?}/*/“ Opnobpeno: Menemkep / PykoBoauTenb M .
Date / Date / ; Date / .

Tlare: 23\\\2025| 200 29hajees | PR 9.2 (1 rens

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




'y ATHENA

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product : Allerway Express, orally disintegrating tablets, 5 mg
[lpoaykt: AnsepBaii Dkcnpecc, TabaeTkH, AMHCIEPrHpyEMbIE B ONIOCTH PTa, 5 Mr

Batch No / : 2312708 Batch Quantity / : 500,000 tab /
Cepus No Obbem cepuu 500,000 Tad
Analytical Report No / : FP/23428 Date of Analysis / 1 19/12/2023
AHanuTnueckuit otuer No Jlata aHanusa

Date of Manufacture / : NOVEMBER 2023 Date of Expiry / : OCTOBER 2026
Jlata npousBoacTea ToneH 1o

Analysis performed according ND / Ananus nposeaen no HJI: JIIT-006153-190320 (amend Nel 11.11.2021 / u3m. Nel
or 11.11.2021)

Page Sof 5/Crp.5u3 §

API name / HaumenoBanue ADC: Levocetirizine dihydrochloride / JleBouieTHpu3nHa Auruapoxaopua
INN / MHH: Levocetirizine / JleBouetupusun

API manufacturer batch number / 2LCD0531023

Homep cepun npousBoaurens AD®C:

FP Manufacturer API Batch number / RM23312

Homep cepun cyGeranuuu
npoussoaurens I'JId:

API Manufactured by & country / Symed Labs Ltd., India /

IIpoussoaurenb A®C, crpana: Caitmen Jlabe JItn., Huaus
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [Iponykr coorsetcTByeT Tpebosanusm HJJ 3akmouenne: OJOBPEHO

Prepared by / A Checked by / o de Approved by: Manager/Executive /
[ToaroroneHo: @\@L}{: [Tposepeno: ijﬂ%‘;‘_f——" Onobpeno: Menemkep / PyKOBOJmTeW .

Date / '2:-‘(\\'7»\'2.0'2_3 Date / 9_9];4,,9_9@3 Date / %\\W\ 7"‘52‘,}3

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




