CERTIFICATE OF ANALYSIS

CEPTHUOUKAT AHAJIU3A

Product : Allerway Express, orall

Tpoaykr: Annepssit Jxenpecc, Tabneriu, AMCIICPripyemMbie B MOJIOCTH pTa, 5 Mr

y disintegrating tablets, 5 mg

Batch No / : 2312703 Batch Quantity / 1 500,000 tab /
Cepust Ne O6svem cepun 500,000 ta6
Analytical Report No / : FP/23218 Date of Analysis / : 05/08/2023
AHanuTnyeckuit oryer Ne Jarta ananuza

Date of Manufacture / : JULY 2023 Date of Expiry / : JUNE 2026
Hara npoussoscrsa Tosex o

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

ot 11.11.2021)

N

Page1of 5/Crp.1u35

No Test / IlokazaTesn

Result / PesyabraTnt

Specification / Hopma

1 | Description / Onncanue

tablets. /  Kpyrmnsie

6enoro ugera.

Round, white, flat, bevelled edged
NJIOCKHE
TabJCTKM CO CKOLIEHHBIMH Kpasmu

Round, white to off-white, flat, bevelled
edged tablets. / Kpyrnbie mnockue taGnerku
CO CKOLIEHHBIMH KpasiMH, OT 6e10ro N0 NoyTH
Genoro usera.

2 | Identification.
Levocetirizine/
IMoasMHHOCTD.
JleBoueTnpunznu

a) By HPLC / BOXX

b) ByUV/Vo®-
cnekTpodoToMeTpus

Complies as prescribed /

Complies as prescribed /

CootsercTByer TpeGoBanusaM

CoorserctByeT TpeGoBaHusIM

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).

/ BpeMmsi ynepKMBaHHS OCHOBHOIO IHKA Ha
XpOMAaTOrpaMMe  HCILITYEMOro  pacTBOpa
JOJKHO COOTBETCTBOBATh BpEMEHH
yIepKUBaHUS OCHOBHOrO  IHKa  Ha
XpomMarorpaMMme  pacTBOpa  CTaHAAPTHOTO
obpasua seBoLeTHpH3MHA AUrHApoXaopua
(pasnen «Konnvecrsennoe on penejieHuey).

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®-cnextpsl noromenns
HCMIBITYEMOrO  pacTBopa M pacTBopa
CTannaptHoro  obpasua  sieBoLeTHpH3MHA
Auruapoxiopuna B obaactu or 190 no 400
HM JIOJDKHBI HIMETh MaKCHMYM TIpH 232+2 uw.

3 | Average weight / 252.1 mg/ 250.0 mg £ 5 % (237.5 mg to 262.5 mg) /
Cpeansas Maceca 252.1 mr 250,0 Mr+5 % (or 237,5 Mr 10 262,5 Mr)

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

Ipumeuanwue: [poaykr COOTBETCTBYET TpeOoBaHUsM HJI 3axmouenne: OJIOBPEHO

Prepared by / O Checked by /, / /,é.- Approved by: Manager/Executive /

Ioarorosneno: @9\(9)6/ Ilposepeno: @u =" Ounobpeno: Menemkep / Pykosoaurens - L e

Date / 0.2 | Date/ : Date / 0

Tuern: \ 6\0% | 2023 Nara: [b[ )% , o3 Hais: \Hogloo22

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

i i i Mumbai - 400099, INDIA.
. 0.:602, 6th Floor, STAR HUB, Tower |l, Sahar, International Airport Road,. Andheri (E),
"0 Tel. No. : 91-22-67370700 ¢ Fax no. : 91-22-67370701 » Website : www.athenadds.com



CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIU3A

Product : Allerway Express, orally disintegrating tablets, 5 mg
ponykr: Annepsoii Dxcnpecc, TabneTk, AUCIEPrHPYEMBIE B MIOJIOCTH PTa, 5 ML

Batch No / 1 2312703 Batch Quantity / : 500,000 tab /
Cepus Ne OGnbeM cepun 500,000 tab
Analytical Report No / : FP/23218 Date of Analysis / : 05/08/2023
AHanutudeckuii oTuet No Jara ananusa

Date of Manufacture / : JULY 2023 Date of Expiry / : JUNE 2026
Jara npoussoacrea I'osen jo

or 11.11.2021)

Analysis performed according ND / Ananu3 nposenen no HJI: JITI-006153-190320 (amend Nel 11.11.2021 / n3m. Nol

Page2 of 5/Crp.2 u3 5

4 | Disintegration /

02 min 27 sec/ Not more than 3 min/ He 6onee 3 Mmuu

PacnagaeMocts 02 muH 27 cex
S | Fineness of dispersion / A smooth suspension is produced A smooth suspension is produced which
HducnepcHocTh which passes through a sieve screen | passes through a sieve screen with a mesh

with a mesh aperture of 710 pm. aperture of 710pm. / O6pasyercs
ORHOPOJHAN CYCHEH3Hs, MPOXOAMAIIAs CKBO3b
CUTO C pasMepoM OTBepcTuit 710 MxM.

6 | Dissolution / PacTrBopenue

Unit-1/ Ta6n.-1 96 % | Not less than 80 % (Q) of label claim of

- C;1H,5CIN,O5-2HCI (levocetirizine
- N 0,

Unit-2/ Ta6n.-2 ?7% | dihydrochloride) in 30 min, / He setee 80 %

Unit-3 / Ta6.-3 96 % (Q) or HOMMHANBHOrO  CONEpPIKAHHS
: C,1H,sCIN,05-2HCI (neBoLeTHPU3MHA

Unit-4 / Ta6x.-4 % % AMTUAPOXIOpUA) uepe3 30 MUH.

Unit-5 / Ta6m.-5 96 %

Unit-6 / Ta6:.-6 96 %

7 | Related Substances / PoxcTBeHHbIe MpUMecH

Method 1
Impurity-1 / ITpumecs-1

Below LOQ (LOQ =0.0111 %) /
Hwxe npegena konuuectsensoro | Not more than 0.40 % / He Goxee 0,40 %
onpenenenus (ITKO = 0.0111%)

Impurity-2 / TIpumecs-2 0.056 % Not more than 0.40 % / He Gonee 0,40 %
Impurity-3 / IpumMecs-3 Not Detected / He obnapyxena | Not more than 0.40 % / He Gonee 0,40 %
Impurity-4 / [lpumece-4 0.013 % Not more than 0.40 % / He 6onee 0,40 %
Impurity-5 / IIpumecs-5 0.040 % Not more than 0.40 % / He Gonee 0,40 %

Impurity-7 / ITpumecs-7

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanne: IIpoaykt cooTBeTcTBYET TpeGoBaHuam H]J 3axarwuenne;: OJOBPEHO
Prepared by / O Checked by / ! J—ﬁf Approved by: Manager/Executive /
Ilonrorosnexo: 6&»\\9\%’ [IpoBepeno: @ Onobpeno: Menemxep / Pykosoautens \f', 7t
- o
Date / Date / ; Date /
oLk N
Hara: |6 \0% ‘9/0%3 Hara: 16 ( f' > Harta: ‘:H CB‘QD%

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. 0. : 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




CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIU3A

Product : Allerway Express, orally disintegrating tablets, 5 mg
[Tponyxt: Annepsaii Dkcrpece, Tabnerku, AMCTIEPrupyemble B IIOJIOCTH PTa, 5 M

Batch No/ : 2312703 Batch Quantity / : 500,000 tab /
Cepust Ne O6beM cepiu 500,000 Ta6
Analytical Report No / : FP/23218 Date of Analysis / . 05/08/2023
AHamutHueckuit otuer Ne Jara aHanuza

Date of Manufacture / : JULY 2023 Date of Expiry / : JUNE 2026
Mara npoussoacrsa losen no

Analysis performed according ND / Anann3s nposener o HJL: JII1-006153-190320 (amend Nel 11.11.2021 / uam. Nol
or 11.11.2021)

Page3 of 5/Crp.3u35

Impurity-8 / IIpumecs-8 Not detected / He oGHapysxeHa Not more than 0.40 % / He 6onee 0,40 %
Each unknown impurity / 0.054 % Not more than 0.40 % / He 6oxee 0,40 %
Envauunas
HEUICHTHULMPOBAHHAS
TpUMech
Method 2 0.034 %
Impurity-6 / ITpumecn-6 Not more than 0.40 % / He 6onee 0,40 %
Total impurities / 0.197 % Not more than 1.5 % / He 6onee 1,5 %
CymMa npumeceii

8 | Chiral purity. Conep:xanue 99.4 % Not less than 98.0 % / He meHee 98,0 %

R-uzomepa / Xupanbnas
yucrora. R-isomer

9 | Loss on drying / Iloteps B 331 % Not more than 6.0 % / He 6onee 6,0 %
mMacce IPH BbICYIIHBAHUH

10 | Microbial enumeration tests / MukpoGuosioruueckas YncTora

a) Total Aerobic Microbial Less than 1000 CFU/g / Not more than 1000 CFU/g /
Count / O61wee 4ucio Menee 1000 KOE/r He Gonee 1000 KOE/r
a3pOOHBIX MUKPOOPTraHU3MOB
b) Total Combined Yeast and Less than 100 CFU/g / Not more than 100 CFU/g /
moulds count / O61ee uncno Memnee 100 KOE/r He 6onee 100 KOE/r
JPOXOKEBBIX U MIECHEBBIX
rpu6oB
c) Escherichia Coli Absent in 1 gram / Shell be absent in 1 gram /
OrcyrctByer B 11 OrcyrctBue B 11
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: ITpoayKkT cooTBETCTBYET TpeGOBaHMAM HA 3axuouenne: OJJOBPEHO
Prepared by / (" _ | Checked by / \ ;_( Approved by: Manager/Executive /
IloarorosneHo: @\\9)\/"/ [Iposepeno: |~ Ono6peto: Menemxep / PykoBomuteis )‘ fyn L
Date / Date / n Date / , ]
Hara: |6 ‘D% \7’09)‘7) Hara: l6 (Og ‘W 3 Jarta: \:{—\0’8\9,0'2_5

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




CERTIFICATE OF ANALYSIS

CEPTHUOHKAT AHAJIM3A

Product : Allerway Express, orally disintegrating tablets, 5 mg

[poaykr: Annepsaii Dicnpecc, TabneTk, AHMCIEPrupyemMbl€ B NIONOCTH PTa, S M

Batch No/ : 2312703 Batch Quantity / : 500,000 tab /
Cepus Ne O6weM cepun 500,000 Ta6
Analytical Report No / : FP/23218 Date of Analysis / : 05/08/2023
AHanutuyeckuii oruer Ne Hara ananuza

Date of Manufacture / : JULY 2023 Date of Expiry / : JUNE 2026
Jlata npousBoacTBa lopen no

Analysis performed according ND / Anaiu3 nposesen mo HJ: JITI-006153-190320 (amend Nel 11.11.2021 / uam. Nel

or 11.11.2021)

Page4of 5/Crp.4m3 5
11 | Uniformity of dosage units / 2.4 The acceptance value (AV) should be less
OpgHopoaHoCTE than or equal to 150 / TIlokazarens
JO3UPOBAHHUS npuemneMoctd (AV) nomkeH ObITh He Gojiee
15,0.
12 | Assay / KonmyecTBeHHOE 5.06 mg/ 5.06 Mr 4.50 mg to 5.50 mg of C,H,sCIN,O,-2HCI
onpejeneHune (101.2 %) (levocetirizine dihydrochloride) per tablet
(90.0% to 110.0% of label claim). /
Or 4,50 MIr oo 5,50 Mrr C2|H25CIN203‘2HC1
(neBoueTHpUsHHa JUTHAPOXIIOPHU ) B
Tabserke (or 90,0 % mo 110,0 % or
HOMUHAJILHOTO COACPIKAHKS).
13 | Packaging / Ynakoska 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 Gnucrep
carton pack. / Ilo 10 rabnerok B | u3 (ITA/An/TIBX) donbru // amoMunuesoii
Onuctep m3 (ITA/AJV/IIBX) donsru onbru, namurnposannoit ITAT/Gymaroi.
/lamomMuHueBoOH donbru, | ITo 1 wmm 3 Gnucrepa ¢ UHCTpYKIMEH 1o
namuuupoBanHoli  IT9T/6ymaroii. | npuMeHenuio B mauky KapTOHHYIO.,
[To 1 6nucrepy ¢ uHCTpykuMeit no
MPHUMEHEHMUIO B MaYKy KAPTOHHYIO.
14 | Labeling / MapkupoBka According to ND /B coorsercrsun ¢ HJJ
15 | Storage conditions / At temperature below 25 °C. / TIpu Temnepatype He Bbiiue 25 °C.,
XpaHenne
16 | Shelf life / Cpox rognocTn 3 years /3 ropa

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

IIpumeyanne: ITpoayKT COOTBETCTBYET TpeGOBaHUSIM H 3akmouenune: OJJOBPEHO

Prepared by / ) Checkedby/ | s Approved by: Manager/Executive /

IToarorosneno: AN IIpogepeno: ( (:_ff F— Onobpeno: MeHemxep / Pykosogurens ?}Y"( C
(= -

Date / 0 Date / Date / b o

Jlarta: \6 \bg\(w 5 Iara: 6 (og / b Hara: \‘:HG? 5

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 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 AHAJIU3A

Product : Allerway Express, orally disintegrating tablets, 5 mg

ITponykr: Amnepsaii Dkenpecc, TabNeTKH, MCIIEPrUpyeMble B TOOCTH pra, S Mr

Batch No / 12312703 Batch Quantity / : 500,000 tab /
Cepus No O6weM cepun 500,000 a6
Analytical Report No / : FP/23218 Date of Analysis / : 05/08/2023
AHanuTHyeckuit otuer Ne Jara ananuza

Date of Manufacture / : JULY 2023 Date of Expiry / : JUNE 2026
Jlara npousBosicTea T'ogen no

Analysis performed according ND / Anasns nposeaen no HJT:

or 11.11.2021)

JITI-006153-190320 (amend Nel 11.11.2021 / u3M. Nel

Page 5 of 5/Crp.5m3 5

API name / HanmenoBanue ADC:

Levocetirizine dihydrochloride / Jlesouernpusuna aurnapoxnopun

INN / MHH:

Levocetirizine / JleBouetnpnaun

Homep cepnu cyGeranmuu
npoussoguTeis I'JID:

API manufacturer batch number / 2L.CD0490722
Homep cepun npoussoaurens ADC:
FP Manufacturer API Batch number / RM22275

API Manufactured by & country /
Iponssopurens ADC, crpaua;

Symed Labs Ltd., India /
Caiimen Jla6e Jlta., Unaus

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

IIpumeyanue: [MpoaykT COOTBETCTBYET TpeGoBaHusM HJT 3akmouenue: OJOBPEHO
om0 | Toaeprs: (7| g W o gt
I e T e e

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

i i i i - 400099, INDIA.
. 0.:602, 6th Floor, STAR HUB, Tower II, Sahar, International Airport Road._ Andheri (E), Mumbai .
"0 Tel. No. : 91-22-67370700 e Fax no. : 91-22-67370701 » Website : www.athenadds.com




