CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJTU3A

Product : Allerway Express, orally disintegrating tablets, 5 mg
IIponykr: Annepsaif Dxkcnpecc, TaGNETKH, AUCTIEPTHPYEMbIE B IOJIOCTH pra, 5 mr

Batch No/ : 2312705 Batch Quantity / : 500,000 tab /
Cepus Ne O6beM cepun 500,000 Ta6
Analytical Report No / : FP/23247 Date of Analysis / : 22/08/2023
AHanuTtnyeckuii oruet No Hara ananusa

Date of Manufacture / : JULY 2023 Date of Expiry / : JUNE 2026
Jata npoussoacTea T'onen no

Analysis performed according ND / Ananus nposeaen mo HJI: JITI-006153-190320 (amend Nel 11.11.2021 / u3m. Nel

ot 11.11.2021)

Page1 of 5/Crp. 1u35

Ne Test / Iloka3zaTean

Result / Pe3yabTaThl

Specification / Hopma

1 | Description / Onucanue

tablets. / Kpyrmsle n

OeJioro 1Bera.

Round, white, flat, bevelled edged

JIOCKHE

TabJIETKH CO CKOLIEHHBIMH KpasMH

Round, white to off-white, flat, bevelled
edged tablets. / Kpyrasle nnockue Tabnetku
CO CKOLIEHHBIMH KpasMH, OT 6€JI0ro 10 MOuTH
Oenoro ngera.

Identification.
Levocetirizine/
ITopnuuHOCTE.
JleBoneTHpH3HH

a) By HPLC /B9KX

b) ByUV/VY®-
CeKTpohOTOMETpPHSI

Complies as prescribed

Complies as prescribed

/

CootBeTcTByeT TpeGOBaHHAM

/

CootsercTByeT 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).

/ BpeMms ynepHBaHHS OCHOBHOrO IHKa Ha
XpOMarorpaMMe  MCHBITYEMOr0  pacTBopa
JOIKHO COOTBETCTBOBATh BPEMEHH
YACPKHBAHHA  OCHOBHOrO  MHKAa  Ha
XpoMaTrorpaMMe  pacTBOpa  CTaHAApPTHOrO
obpa3sua JeBOLETHPH3HHA IHTHAPOXJIOPHAA
(pasnen «KonuuecTBeHHOE ONpEaEIEHUEY).

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
232£2 nm. / VYO-cnekTpsl NOrmoLeHHs
HCMBITYEMOTO  pacTBopa W pacTBOpa
CTaHgapTHoro  ofpa3ua  JIeBOLETHPH3HHA
Juruapoxnopuaa B obmactd ot 190 mo 400
HM JIOJDKHBI HMETb MakCUMyM NpH 23242 Hwm.

3 | Average weight /
Cpeanss macca

251.5mg/
251.5 Mr

250.0 mg =5 % (237.5 mg to 262.5 mg) /
250,0 Mr £ 5 % (ot 237,5 Mr 10 262,5 Mr)

Remarks : The Product confirms to ND/
IIpameuanne: [Iponykr cootBeTcTBYET TpeboBanusam HJT

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / O Checked by / x Ao Approved by: Manager/Executive / _ 4‘“
[TogrorosneHo: @\gﬂ/’ ITpogepeHo: &' Onobpeno: Menemwxkep / Pykosomutens H:,

Date / Date / & Date/ | a1 2o

Thiii 26\08\202% Tara: 2€\09) 2022 Tore  LOLE l ¢

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




CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A

Product : Allerway Express, orally disintegrating tablets, 5 mg
Ipoaykr: Annepesii Dxcnpecc, Tab/eTKH, AHCIEPTHPYEMbIE B IOJOCTH PTa, 5 Mr

Batch No/ : 2312705 Batch Quantity / : 500,000 tab /
Cepus No O0beM cepun 500,000 Tab
Analytical Report No / : FP/23247 Date of Analysis / . 22/08/2023
AHanutuyeckuii otyet Ne Hlara aHanu3sa

Date of Manufacture / : JULY 2023 Date of Expiry / : JUNE 2026
Jata npousBozacTea l'omen no

Analysis performed according ND / Auaau3s nposeaen no HJI: JITT-006153-190320 (amend Nel 11.11.2021 / uam. Nel

or 11.11.2021)
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4 | Disintegration / 01 min 19 sec / Not more than 3 min / He Gonee 3 MuH
Pacnagaemocth 01 muH 19 cex
5 | Fineness of dispersion / A smooth suspension is produced A smooth suspension is produced which
JducnepcHoCTh which passes through a sieve screen | passes through a sieve screen with a mesh
with a mesh aperture of 710 pum. aperture of 710um. / OGpa3syercs
ONIHOPOJHAs CYCIEH3Hs, TPOXOJsALIas CKBO3b
CHTO ¢ pa3MepoM oTBepcTHit 710 MM,
6 | Dissolution / PacTBopenue Unit-1 / Ta6n.-1 99 % | Not less than 80 % (Q) of label claim of
: C,1H,5CIN,O5:2HCI (levocetirizine
= Sl 0,
Unit-2 / Tabn.-2 99% | dihydrochloride) in 30 min. / He mexee 80 %
Unit-3 / Ta6bn.-3 99 % (Q) or HOMHHAJNBHOrO  COIEPKAaHHS
- C,H55CIN,O5-2HCI (neBouEeTHPH3HHA
L o 0,
Unit-4 / Ta6u.-4 97 % AUTHAPOXJIOpHA) yepes 30 MuH.
Unit-5 / Tabn.-5 99 %
Unit-6 / Tabn.-6 98 %

Related Substances / PoacrBeHHbie npuMecH

Method 1
Impurity-1 / ITpumMecs-1

Below LOQ (LOQ=0.012 %) /
Huxe npenena komumyecTBEHHOTO

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

onpeaenenus (ITKO = 0.012%)

Impurity-2 / ITpumech-2

0.065 %

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

Impurity-3 / [Tpumecs-3

Not Detected / He obHapyskeHa

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

Impurity-4 / ITpumecs-4

Not Detected / He oGHapyxeHa

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

Impurity-5 / [Tpumecs-5

0.035 %

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

Impurity-7 / Ilpumecs-7

Not detected / He obHapyskeHa

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

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

IIpumeuanue: [Ipogykt cooTBeTcTBYET TpeboBaHusIM HJJ 3axmouenne: OJOBPEHO

Prepared by / O Checked by / - Approved by: Manager/Executive / i ’(C
[MToaroroBneHo: &g\@% [poBepeHo: ﬁ/ Onobpeno: Menemxep / PykoBoautens \E/
Date / Date / 25) Date/ , / |,c TR

Jara: QQ\OS \2023 Jara: 26)05) 2027 Hara: ¢ ’ 3 N

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




CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

Product : Allerway Express, orally disintegrating tablets, 5 mg
IIponykT: Annepsait Dkcnpecc, TabneTkH, AUCIEPrUpyeMble B MOJOCTH PTa, 5 Mr

Batch No / 1 2312705 Batch Quantity / : 500,000 tab /
Cepus No O6beM cepun 500,000 Tab
Analytical Report No / : FP/23247 Date of Analysis / 1 22/08/2023
AHanuTtrueckuii otueT Ne Jara aHanuza

Date of Manufacture / : JULY 2023 Date of Expiry / : JUNE 2026
JlaTta npou3BoacTBa T'ogen no

Analysis performed according ND / Ananus nposenen no HJI: JIT1-006153-190320 (amend Nel 11.11.2021 / u3m. Nel
or 11.11.2021)
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Impurity-8 / I[Tpumecs-8 Not detected / He o6HapyxeHa Not more than 0.40 % / He 6onee 0,40 %
Each unknown impurity /| Below LOQ(LOQ=0.05%)/ | Notmore than 0.40 % / He Goxnee 0,40 %
Enuanunas Huxe npenena konuyecTBeHHOrO

HeuJleHTU (PHLIHPOBaHHAs onpeaenexus (ITKO = 0.05%)

TIPUMECh

Method 2 Not detected / He 0OHapyxeHa

Impurity-6 / IIpumecsb-6 Not more than 0.40 % / He 6onee 0,40 %
Total impurities / 0.100 % Not more than 1.5 % / He Gonee 1,5 %

Cymma npumeceit

8 | Chiral purity. Copep:kanne 99.4% Not less than 98.0 % / He menee 98,0 %

R-u3omepa / Xupansnas
yucroTa. R-isomer

9 | Loss on drying / IToTeps B 3.84 % Not more than 6.0 % / He 6onee 6,0 %
Macce MPH BHICYLIHBAHHH

10 | Microbial enumeration tests / MHKpo6Ho/I0rH4YecKas YHCTOTA

a) Total Aerobic Microbial Less than 1000 CFU/g / Not more than 1000 CFU/g /

Count / Obuiee uucno Menee 1000 KOE/r He 6onee 1000 KOE/r

a’poOHBIX MUKPOOPTraHH3MOB

b) Total Combined Yeast and Less than 100 CFU/g/ Not more than 100 CFU/g /

moulds count / O61iee uucno Menee 100 KOE/r He 6onee 100 KOE/r

JIPOMOKEBBIX U TJIECHEBBIX

rpuboB

c) Escherichia Coli Absent in 1 gram / Shell be absent in 1 gram /

OrcyrctByerB 1 1 OrcyrctBHE B 1 T
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [TponykT cooTBeTcTBYeT TpeboBanusm HJJ 3axmouenne: OJJOBPEHO
Prepared by / - Checked by / o i Approved by: Manager/Executive / ( 'F i —
: : : e L B

INoaroTtoBneHo @\9\% IIpoBepeno ﬁ*/ OnoGpeno: Menenxep / PykoBoaurens 8
Date / Date / Date / ‘ 2|11
Hara: ‘26\03\2@5 JaTa: 26 "09‘ s Jara: b ’D'S '( -

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




CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIM3A

Product : Allerway Express, orally disintegrating tablets, 5 mg
[ponykt: Amiepsai Dxcnpecc, TabneTkH, IMCIepPrUpyeMBIe B MOJNOCTH PTa, 5 Mr

Batch No / 1 2312705 Batch Quantity / : 500,000 tab /
Cepust Ne Obvem cepun 500,000 Ta6
Analytical Report No / : FP/23247 Date of Analysis / : 22/08/2023
AHanuTHueckuii otyet Ne Jlara ananusa

Date of Manufacture / : JULY 2023 Date of Expiry / : JUNE 2026
Jara npousBoacTea TomeH no

Analysis performed according ND / Anann3s nposenen mo HJI: JITT-006153-190320 (amend Nel 11.11.2021 / uzm. Nel

or 11.11.2021)

Page4 of 5/Crp. 4u3 5

11 | Uniformity of dosage units / 2.8 The acceptance value (AV) should be less
OnHopoaHoCTh than or equal to 15.0 / Ilokazarens
[O3HPOBAHHS npHeMneMoctd (AV) nomxkeH GrITk He Gonee

15,0.
12 | Assay / KonnuecrBeHHOe 4.99 mg/4.99 mr 4.50 mg to 5.50 mg of C,H,sCIN,O;-2HCI
onpejesieHHe (99.8 %) (levocetirizine dihydrochloride) per tablet
(90.0% to 110.0% of label claim). /
Ot 4,50 Mr o 5,50 mr C;H,sCIN,O5-2HCI
(JleBOLEETHPH3HHA JUTHAPOXIIOPHA) B
tabnerke (or 90,0 % mo 110,0 % ot
HOMHHAJIBHOT'O COAePIKAHMS).
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 GiicTep
carton pack. / ITo 10 Tabnerok B | u3 (TTA/An/TIBX) ¢onbru // amoMHHHEBOH
6mucrep u3 (ITA/AJI/TIBX) donery | donbru, JaMmunuposanHoi [13T/6ymaroii.
/lanroMHHUEBOMH ¢onery, | ITo 1 unm 3 Guucrepa ¢ HHCTpyKuUHMEH MO
namMuHupoBaHHoH  [15T/6ymaroi. | NpMMEHEHHIO B TAYKy KAPTOHHYI.
[To 1 6nucTepy ¢ MHCTPYKLHEH IO
NpUMEHEHHIO B MUKy KapTOHHYIO.
14 | Labeling / MapkupoBka According to ND / B cootBetctBun ¢ H]|
15 | Storage conditions / At temperature below 25 °C. / IIpu Temnepatype He Bbiiue 25 °C.
XpaHeHne
16 | Shelf life / Cpox rognocru 3 years / 3 roga

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

ITpumeuanne: [Ipoaykr coorBercrByeT TpeboBanusam HJT 3axmwuenune: OJJOBPEHO

Prepared by / ) | Checked by / . Approved by: Manager/Executive / ( - ) f/[
TToAroTOBJIEHO: @-—\Q/L{f TIpoBepeHo: ﬁgﬂﬁ, Onobpeto: Menemxep / Pykosogutens | ¥/
Date / Date / Date/ _ /)oali-i~

Hara: %‘65\20’2/3 lara: 26\es |2V Tlata: 3F S ) o4 e =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 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
[lponykt: Anepssit Okcnpecc, TabneTkH, JUCTIEPrHPYEMBIE B IIOJOCTH PTa, 5 M

Batch No/ : 2312705 Batch Quantity / : 500,000 tab /
Cepus Ne ObbeM cepun 500,000 Tab
Analytical Report No / : FP/23247 Date of Analysis / : 22/08/2023
AHanutuueckuii otTuet Ne Jata ananuza

Date of Manufacture / : JULY 2023 Date of Expiry / : JUNE 2026
Jata npou3BoacTBa T'open po

Analysis performed according ND / Anann3s npoeenen no HJI: JITT-006153-190320 (amend Nel 11.11.2021 / u3m. Nel
or 11.11.2021)

PageSof 5/Crp. Su3 s

API name / HaumenoBanue A®C: Levocetirizine dihydrochloride / JleBouetnpusuna urnapoxaopu
INN / MHH: Levocetirizine / JIeBOLETHPH3HH

API manufacturer batch number / 2LCD0490722 & 2LCD0570822

Homep cepun npouzeoautens ADC:

FP Manufacturer API Batch number / RM22275 & RM22407

Howmep cepnn cyGcTaHuHH
npoussoaurens I'JI1M:

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

IIpoussoaurens A®C, crpana: Caiimen Jlabe JIta., Uupus
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: [Ipoaykr coorBeTcTBYeT TpeboBanusaM HJJ 3axmouenne: OJJOBPEHO
Prepared by / O Checked by / i Approved by: Manager/Executive / F it 1
[ToarorosneHo: @S\mt‘//: IIposepeno: d@"‘/ Onobpeno: Menenxep / PykoBogurens | \‘/ f
Date / Date / & Date/ . /[l gl
Jlata: ZQ\OS\ZOLB JlaTa: Zé‘ 9\’2}’&5 Hata: 7'~

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




