CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Allerway Express, orally disintegrating tablets, 5 mg
[poaykr: Ajuiepsaii Dkcnpece, TabaeTky, JUcneprupyeMsie B MONOCTH PTa, 5 MT

Batch No / : 2312708 Batch Quantity / ;500,000 tab /
Cepus Ne Obbem cepnu 500,000 Tab
Analytical Report No / : FP/23428 Date of Analysis / 1 19/12/2023
AHaNTUTHYECKUH oTHeT Ne Jata aHanu3a

Date of Manufacture / : NOVEMBER 2023 Date of Expiry / : OCTOBER 2026
Jlata npou3BoJcTBa I'open no

Analysis performed according ND / Ananu3 npoeener mo HJI: JITI-006153-190320 (amend Nel 11.11.2021 / uzm. Nel
or 11.11.2021)

Ne

Test / IlokazaTenn

Page1of 5/Crp.1u35

Result / Pe3yabTaThl

Specification / Hopma

1

Description / Ouncanue

Round, white, flat, bevelled edged
JIOCKHE
TabNeTKH CO CKOIIEHHBIMHU KpasMH

tablets. / Kpyrabie

OeJoro 1BeTa.

Round, white to off-white, Tat, bevelled
edged tablets. / Kpyrnsle nnockue TtabneTku
CO CKOILIEHHBIMH KpasiMu, OT 6eJ10ro 10 NoYTH
Oejoro 1BeTA.

Identification.
Levocetirizine/
IToaTHHHOCTD.
JleBOLIETHPH3HH

a) By HPLC/B2XX

b) ByUV/VY®-
cnekTpodoToMeTpHs

Complies as prescribed /
CootBetcTByeT TpeOOBaHUAM

Complies as prescribed /
CoortBercTByeT TpeOOBaHUAM

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).

/ BpeMsi ynepKWBaHWsI OCHOBHOTO MUKa Ha
XpoMaTtorpaMMe  HCIBITYEMOTO  pacTBopa
JIOJDKHO COOTBETCTBOBATH BpeMeHHU
yIAepXKHBaHUS OCHOBHOTO IHKa Ha
XpoMmarorpaMMe  pacTBOpa  CTaHAapTHOrO
obpazua JIeBOLETHPU3UHA IHTHAPOXJIOPUAA
(pa3nen «KonuuecTBEHHOE ONMpPelENICHUER).

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®-cnekTpbl MOrJIOILEHHS
WCMBITYEMOTO ~ pacTBOpa M pacTBopa
CTaHAapTHOro ofpa3ua  JEeBOLETHPU3MHA
puruapoxaopuzaa B obnactu or 190 mo 400
HM JOJDKHBI UMETh MaKCUMYM npH 23242 HM.

Average weight /
Cpeansia Mmacca

2514 mg/
251.4 mr

250.0 mg £ 5 % (237.5 mg to 262.5 mg) /
250,0 Mmr+ 5 % (ot 237,5 Mr g0 262,5 mr)

Remarks : The Product confirms to ND/
IIpumeuanue: [Iponykr coorBeTcTBYeT TpeGoBanusam HJI

Conclusion ;: APPROVED /
3akmwouenne: OJOBPEHO

Prepared by / Checked by / Ynde Approved by: Manager/Executive /
IToaroroenexo: {;’ [IpoBepeHo: & OnobpeHo: Menemkep / PykoBogurens &4
P
/ p p J)y J..-(’"_‘ 1
Date / Date / 19243 Date /
Hara: Q-q'\ WJO’DQ"S Hara: 2 9) )2, Hara: V% \\'y\ yo>

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
CEPTUOHUKAT AHAJIU3A

Product : Allerway Express, orally disintegrating tablets, 5 mg

TpoayxT: Annepsait Dkcnpecc, TabAETKH, AUCIEPTUPYEMbIE B IOJOCTY PTa, 5 MI

Batch No/ : 2312708 Batch Quantity / : 500,000 tab /
Cepus Ne O0neM cephu 500,000 Tab
Analytical Report No / : FP/23428 Date of Analysis / 1 19/12/2023
AHanuTHUeCkui oTuer Ne Jara ananusa

Date of Manufacture / : NOVEMBER 2023 Date of Expiry / : OCTOBER 2026
Jara npoussoacTsa I'onen o

Analysis performed according ND / Ananns nposexen no HJI: JITI-006153-190320 (amend Nel 11.11.2021 / uam. Nel

or 11.11.2021)

Page2 of S/ Crp.2u3 §

4 | Disintegration /

01 min 38 sec /

Not more than 3 min / He Gonee 3 Mun

Pacnanaemocth 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. /  O6pasyercs
OJHOpOIHasH CYCMEH3Us, NPOXosiias CKBO3b
CUTO C pa3mMepoM oTBepcTHH 710 MxM,

6 | Dissolution / PacrBopenne

Unit-1/ Ta6xn.-1 101 %
Unit-2 / Ta6n.-2 97 %
Unit-3 / Tabn.-3 99 %
Unit-4 / Ta6n.-4 98 %
Unit-5 / Ta6n.-5 99%

Unit-6 / Ta6n.-6 99 %

Not less than 80 % (Q) of label claim of
C,,H,sCIN,0;-2HCI (levocetirizine
dihydrochloride) in 30 min. / He mMenee 80 %
(Q) oT  HOMMHAIBHOIO COZlepKaHUS
C, H,5CIN,0O5-2HCI (neBolueTHPU3NHA
JUTHAPOXJAOpUA) yepes 30 MUH.

7 | Related Substances / PogcTBeHHBIE TpHMecH

Method 1
Impurity-1 / [Tpumecs-1

Not Detected / He o6HapysxeHa

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

Impurity-2 / TIpumecs-2

0.038 %

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

Impurity-3 / Tlpumecs-3

Not Detected / e oOHapyxeHa

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

Impurity-4 / [Ipumecnb-4

Not Detected / He o6HapyxeHa

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

Impurity-5 / [Tpumecs-5

0.036 %

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

Impurity-7 / ITpumecs-7

Not detected / He oOHapyxeHa

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

Impurity-8 / ITpumecs-8

Not detected / He oOHapyxkeHa

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

Remarks : The Product confirms to ND/
IIpumeuanue: [TpoaykT cooTBeTCTBYET TpeOOBaHUAM H]I

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / “do Approved by: Manager/Executive / N

[ToaroroBieHo: @5\\9—\& IIposepeHo: @ Opo6peno: Menemxkep / PykoBoautensb ‘3(‘})’)0’6’ o
/ i =

Date / 2 Date / Date /

Jara: Q}\WA 5 Jlara: 27 ' “‘P% Hara: % &\0" q’o‘b

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
CEPTHOUKAT AHAJIM3A

Product : Allerway Express, orally disintegrating tablets, 5 mg
[Ipoaykr: Annepsaii Dxcnpecc, TablIETKH, AUCIEPIUPYEMBIE B MIONOCTH PTa, 5 MI

Batch No / : 2312708 Batch Quantity / : 500,000 tab /
Cepus Ne O6beM cepuu 500,000 Tab
Analytical Report No / : FP/23428 Date of Analysis / 1 19/12/2023
AHamutuyeckuil otyer Ne Jlata anajiuza

Date of Manufacture / : NOVEMBER 2023 Date of Expiry / : OCTOBER 2026
Jlata npon3BoACTBa T'onen oo

Analysis performed according ND / Auasu3 nposeaen no HI: JITT-006153-190320 (amend Nel 11.11.2021 / u3m. Nel
or 11.11.2021)

Page3 of 5/ Crp.3n3 5

Each unknown impurity / 0.017 % Not more than 0.40 % / He 6onee 0,40 %
Ennuuunas
HeuICHTH(ULIUPOBaHHAS
npUMech

Method 2 Not detected / He o6HapyxeHa
Impurity-6 / Ilpumecs-6 Not more than 0.40 % / He 6onee 0,40 %

Total impurities / 0.091 % Not more than 1.5 % / He 6oaee 1,5 %
Cymma nipumeceit

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

R-u3omepa / Xupaabnas
gucrorta. R-isomer

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

10 | Microbial enumeration tests / Mukpo6uoJioruieckas 1HcTOTa

a) Total Aerobic Microbial Less than 1000 CFU/g/ | Not more than 1000 CFU/g /
Count / O611iee YuciIo Menee 1000 KOE/r He 6ousee 1000 KOE/r
a3pOOHBIX MUKPOOPTaHH3MOB
b) Total Combined Yeast and Less than 100 CFU/g/ Not more than 100 CFU/g /
moulds count / O611iee YncIo Menee 100 KOE/r He Gonee 100 KOE/r
JPO}OKEBBIX U MIECHEBBIX
rpuboB
¢) Escherichia Coli Absent in 1 gram / Shell be absent in 1 gram /
OrcyrctByeTB 1 T OtcytctBHE B 1 T
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [Tpoaykrt coorBeTcTBYET TpeboBanusM HJI 3axmouenue: OJJOBPEHO
Prepared by / Checked by / snde Approved by: Manager/Executive /
IToxrotosnexo: @@}‘Q IIposepeHo: ;éu/ Onobpeno: Menemkep / Pykosojurens W
—
Date / , Date / Date /
Jara: 2“" VA%(LS JHara: 29) 1220253 Jara: ?/Q ‘ V)* 0’09

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 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

CEPTUDUKAT AHAJIM3A

Product : Allerway Express, orally disintegrating tablets, 5 mg
ITpoaykT: Amnepsaii Dxcnpecc, TabneTkH, AMCNEPripyemMble B ONOCTH PTa, S MI

Batch No/ : 2312708 Batch Quantity / : 500,000 tab /
Cepust Ne O06beM cepun 500,000 Tab
Analytical Report No / : FP/23428 Date of Analysis / : 19/12/2023
AHamutuueckui otueT Ne JHlara anajiuza

Date of Manufacture / : NOVEMBER 2023 Date of Expiry / : OCTOBER 2026
Jlara mpou3BoacTsea I"ozen no

Analysis performed according ND / Anasns nposegen mo HJI: JITT-006153-190320 (amend Nel 11.1 1.2021 / n3m. Nel |
ot 11.11.2021)

Page4of 5/ Crp.4u3 5

11 | Uniformity of dosage units / 3.6 The acceptance value (AV) should be less
OnaHoOpogHOCTD than or equal to 15.0 / [TIlokasatens
J03HPOBaHHA npuemneMoctd (AV) nomxeH ObiTh He Gonee

15,0.
12 | Assay / KonnuecrBenHoe 5.01 mg/5.01 mr 4.50 mg to 5.50 mg of C;H,sCIN,0;-2HCI
onpeesicHHE (100.2 %) (levocetirizine dihydrochloride) per tablet
(90.0% to 110.0% of label claim). /
Ot 4,50 mr no 5,50 mr CyH,5CIN,O4-2HCI
(neBoueTHpU3UHA IUTHAPOXIOPHL) B
tabnetke (ot 90,0 % no 110,0 % or
HOMHHAJILHOTO COJIEPHAaHNs).
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 Tabyerok B Gnucrep
carton pack. / Ilo 10 tabnerok B | n3 (IIA/AWTIBX) donbru // anoMuHHeBO#
6nucrtep us (ITIA/AJI/IIBX) doneru | ¢onbru, namuauposanHoii II9T/6ymaroi.
//anoMuHKEBOM donbru, | ITo 1 umu 3 Guuctepa ¢ UHCTpYKUMEH M0
namuHupoBaHHol  [I9T/Oymaroil. | NpEMEHEHHIO B NIAYKy KApTOHHYO.
Ilo 1 6aucTepy ¢ MHCTpyKUueH M0
IPHMEHEHHUIO B ITa4Ky KapTOHHYIO.
14 | Labeling / MapkupoBKa According to ND / B coorBetcTBun ¢ HJI
15 | Storage conditions / At temperature below 25 °C. / [Tpu Temnepatype He Bbiiue 25 °C.
XpaneHue
16 | Shelf life / Cpox roanoctun 3 years /3 roga

Remarks : The Product confirms to ND/
IIpumeuanue: [IpoaykT coorBeTcTByeT TpeboBaHusm HJI

Conclusion : APPROVED /
3akmoyenne; OJJOBPEHO

Prepared by / Checked by / s ode Approved by: Manager/Executive /

IToarorosieHo: @ ’\(_Q\L'C" [posepeno: 69“/ Ono6peno: Menemkep / PykosoauTens %
S

Date / ooy Date / 2021 Date / -

Jara: 2?-\‘ 5 Hara: 2, 9) 1’4 Jara: %hry‘ ’Vﬂ?

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
CEPTUDUKAT AHAJIM3A

Product : Allerway Express, orally disintegrating tablets, 5 mg

Ipoaykr: Annepssit Jxcnpecc, TabueTky, AUCEPTUPYEMbIe B MOJOCTH pTa, Swmr

Batch No/ : 2312708 Batch Quantity / : 500,000 tab /
Cepus Ne O6bem cepin 500,000 Tab
Analytical Report No / : FP/23428 Date of Analysis / 1 19/12/2023
AHaIUTHYECKHI oTHeT Ne JlaTta aHanu3za

Date of Manufacture / : NOVEMBER 2023 Date of Expiry / : OCTOBER 2026
Jlata npou3BojcTRa I'omen no

Analysis performed according ND / Anaaus nposeaen no HJI: JIT1-006153-190320 (amend Nel 11.11.2021 / u3m. Nel

or 11.11.2021)

Page 5 of 5/ Crp. Su3 §

“API name / HanmenoBanne ADC:

Levocetirizine dihydrochloride / JleBouerHpusuta AMTHAPOXIOPH]L

'INN / MHH:

Levocetirizine / JleBoueTupusvn

Homep cepuu cyOcTaHIRH
npousBoauteas I'JIP:

API manufacturer batch number / 2LCD0531023
Homep cepun npoussoaunresa ADC:
FP Manufacturer API Batch number / RM23312

API Manufactured by & country /

Symed Labs Ltd., India /
Caitmen Jla6c Jltn., Unnus

Ipoussoautenn APC, crpaHa:

Remarks : The Product confirms to ND/
ITpumeyanue: ITpoaykt coorBeTcTBYeT TpeGoBaHusaM HJL

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by / . Approved by: Manager/Executive /

IToaroToBJeHO: mc_ IMposepeHo: w Onobpeno: Meueiep / Pykosoaureib ‘?T {fﬂ’
— P

Date / Date / Date / B

Hara: 2‘4_\ WA 2077 Hara: Q/}) W—’ 2023 Jara: ()/5 \ ' M Mjf/

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




