CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIU3A

Product : Allerway Express, orally disintegrating tablets, 5 mg
Hpoaykr: Ansepsaii Dxcnpece, TabNeTKH, AUcHe

Prupyembie B MOJIOCTH pTa, 5 Mr

[lara npousBojicTsa

Batch No / : 2312704 Batch Quantity / : 500,000 tab /
Cepus Ne Ob6neM cepun 500,000 Ta6
Analytical Report No / : FP/23244 Date of Analysis / : 21/08/2023
AHanutHueckuii oryeT Ne Jara a"arma

Date of Manufacture / : JULY 2023 Date of Expiry / : JUNE 2026

[onen no

Analysis performed according ND / Ananns n

posenen no HJL: JITI-006: 53-190320 (amend Nel 11.11.2021 / mam Nel

6enoro usera.

TabneTku co CKOIUCHHBIMH KpasiMU

ot 11.11.2021)
Page 1 of5/Crp.1m35
Ne Test / IlokaszaTenn Result / PesyasraTs Specification / Hopma
1 | Description / Onucanue Round, white, flat, bevelled edged | Round, white to off-white, flat, bevelled
tablets. / Kpyrnsle _ muiockue | edged tablets. / Kpyrnble miockue Tabnerku

€0 CKOLIEHHBIMH KPasiMH, OT GeIoro 0 MmouTu
6enoro nera.

2 | Identification.
Levocetirizine/
HopaunnocTn.
JleBomeTnupusui

a) By HPLC/BDXX

b) ByUV/Vo®-
CreKTpodoToMeTpIs

Complies as prescribed /
CoorBercTByeT TpeGoBaHMIM

Complies as prescribed /
CootsercrByet TpeGoBaHusIM

‘|zhromatogram of the test solution should

The retention time of major peak in the

correspond to that in the chromatogram of the
evocetirizine  dihydrochloride  reference
stendard solution ("Assay" section).

/ BpeMs ymepKHBAaHHS OCHOBHOTO NUKA Ha
ZpOMaTorpaMMe  HCNBITYEMOTO  pacTBOpa
JOJKHO COOTBETCTBOBATH BpPEMEHH
JEEPKUBAHUS ~ OCHOBHOTO nyka Ha
XpOMaTorpaMMe  pacTBopa  CTAHAAPTHOrO
00pasua JIeBOUETHPHIIHA JAHFHAPOXIOPHAA
{pasnen «Konuuecrsennoe on penesieHney).

The UV- absorption spectra obtained with the
test solution and the Levocetirizine
aihydrochloride reference standard solution at
190 to 400 nm should have maximum at
23242 nm. / V®-crexTpnl  nornoepns
NCHBITYEMOIO  pacTBopa M pacTBopa
CTAHAAPTHOTO  obpasua  KeBoLeTHpu3mia
aurufpoxyopnaa B odjacty or 190 mo 400
IIM JIOJIKHBI IIMETh MAKCUMYM TIpH 23242 Hu,

3 | Average weight /
Cpeausist macca

250.5 mg/
250.5 mr

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

=

Remarks : The Product confirms to ND/
Hpumeyanne: [TpogyKT cooTBeTCTBYET TpeboBanusM HJT

Conclusion : APPROVED /
3axmion

erzve: CTOBPEHO

Prepared by / O Checked by / Approved by: Manager/Executive / P
TToAroToBaeHo: &\@\/“/ T[TpoBepeHo: /%e( Onobpatio: Meuexep / Pykosomures @‘;ﬁ
Date / 2208|2022 | Date/ o203 Date/ 2

Jara: Jara: 23 Jlara: 25 \G g l?c

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.atheradds.com




CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

Product : Allerway Express, orally disintegrating tablets, 5 mg
Ipoayxr: Ansepsait Dkenpecc, Tabnerk, AMCNEPrHpyeMBbI€ B NOJIOCTH pTa, 5 Mr

Batch No / 1 2312704 Batch Quantity / : 500,000 tab /

Cepusi Ne O6nbeM cepun 500,000 Ta6

Analytical Report No / : FP/23244 Date of Analysis / 1 21/08/2023

AHanuTtiyeckuii oruer No Jlara aHanusa

Date of Manufacture / : JULY 2023 Date of Expiry / : JUNE 2026 o
Jara npousBojicTpa T'onen no

Analysis performed according ND / Anajus n

ot 11.11.2021)

poseaen mo HA: JIIT-006153-190320 (amend Nel 11.11.2021 / usm. Nel

Page2 of 5/Crp.2u3 5

4 | Disintegration /

01 min 20 sec/

Not more than 3 min / He 6onee 3 Mmun

Pacnagaemoctn 01 muH 20 cex
S | Fineness of dispersion / A smooth suspension is produced A smooth suspension is produced which
JAucnepcroctn which passes through a sieve screen | passes through a sieve screen with a mesh

with a mesh aperture of 710 pm.

aperture  of 710 pm. / OG6pasyercs
OJTHOPOJHAA CYCIEH3HUS, MPOXOAAIIAs CKBO3b
CUTO C pa3MepoM OTBepCTHif 710 MKM.

6 | Dissolution / PacrBopenne

Unit-1/ Ta6n.-1 99 %
Unit-2 / Ta6.-2 100 %
Unit-3 / Ta6n.-3 99 %
Unit-4 / Ta6n.-4 97 %
Unit-5 / Tabn.-5 100 %
Unit-6 / Ta6n.-6 97 %

Not less than 80 % (Q) of label claim of
C,1Hy5CIN,05:2HCI (levocetirizine
dihydrochloride) in 30 min. / He menee 80 %
(Q) or  HoMuHamBHOrO coJiepiKaHus
Cy,Hy5CIN,0O4-2HCI (neBoueTHpH3KMHA
Auruapoxnopua) yepes 30 MuH.

7 | Related Substances / Pogcrsennbie npumecu

Method 1
Impurity-1 / IIpumecs-1

Below LOQ (LOQ =0.012 %) /
Huxe npenesna konuyecTseHHOr0
onpenenenus (IIKO = 0.012%)

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

Impurity-2 / ITpumecs-2

0.063 %

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

Impurity-3 / Ilpumecs-3

Not Detected / He 06HapysxeHa

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

Impurity-4 / TIpumecs-4

Not Detected / He 06HapysxeHa

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

Impurity-5 / IIpumecs-5

0.037 %

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

Impurity-7 / IIpumecs-7

Not detected / He oGHapyxeHa

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

Remarks : The Product confirms to ND/
IIpumeuanue: [TpofyKT COOTBETCTBYET TpeGOBAHMAM HIO

Conclusion : APPROVED /
3akmouenue: OIOBPEHO

Prepared by / (O | Checked by / Approved by: Manager/Executive / "y
[Moarorosneno: (\ \QA{ IIpoBepeno: ’34/ Ono6peno: Menemxep / PykoBozirens U}’Pﬂ
Date / ‘ "o ate / p812023 Date /

Jara: ?’L\O%\%B Ta: 22) Hara: 7//5\02 'W 4

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
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

Product : Allerway Express, orally disintegrating tablets, 5 mg
[poamykr: Annepsaii Dkenpecc, TabneTky, ANCIEPrUpyeMbI€ B MONOCTH PTa, 5Mr

Batch No/ 1 2312704 Batch Quantity / : 500,000 tab /
Cepus Ne O61BeM cepun 500,000 Tab
Analytical Report No / : FP/23244 Date of Analysis / 1 21/08/2023
AHanutHueckuit otuet Ne Jlara aHanusa

Date of Manufacture / : JULY 2023 Date of Expiry / : JUNE 2026
JlaTa npou3BoACTBA T'omen 10

Analysis performed according ND / Anasus nposenen no HJT: JIT1-006153-190320 (amend Nel 11.11.2021 / u3m. Nel
or 11.11.2021)

Page3 of 5/Crp.3 m33

Impurity-8 / IIpumecs-8 Not detected / He obHapyxeHa Not more than 0.40 % / He 6onee 0,40 %
Fach unknown impurity / Below LOQ (LOQ =0.05 %) / Not more than 0.40 % / He Gonee 0,40 %
Enunuynas Huxe npepena kONMYECTBEHHOTO

HeuAeHTUQUIMPOBaHHAA onpenenenus (IIKO = 0.05%)

NpUMECh

Method 2 Not detected / He oOHapykeHa

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

CymMma npumecei

8 | Chiral purity. ConepxaHue 99.4 % Not less than 98.0 % / He menee 98,0 %
R-u3zomepa / XupanbHas
yncrora. R-isomer

9 | Loss on drying / Iloreps B 3.35% Not more than 6.0 % / He 6onee 6,0 %
Macce IPH BhICYLUMBAHMH

10 | Microbial enumeration tests / MukpoGnoJiornueckas YucToTa

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

Count / Ob1wee uucito Menee 1000 KOE/r He Gonee 1000 KOE/r

a3pOOHBIX MEKPOOPIraHM3MOB

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

moulds count / Ob1iee uucio Menee 100 KOE/r He 6onee 100 KOE/r

JPOXOKEBBIX H IIECHEBBIX

rpuboB

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

OtcyretByeTB 1T OrcyrctBue B 1 1
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Ipoxykt cooTBeTcTBYET TpeGoBanusm H/I Zaxmouenue: OJJOBPEHO
Prepared by / ) Checked by / Approved by: Manager/Executive / ( =
IloarotosieHo: @5\(93‘:/” IIpoBepeHo: % Ono6peno: Menemxkep / Pykosoautens H [
Date / Date / PYePRCt Date /
722108

Jara: 22} 00\202% Jara: - Jata: 25 / o3 ’ZO =

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
i ) . . , , - . INDIA
Tel. No. : 91-22-67370700 e Fax no. : 91-22-67370701 ¢ Website : www.(atLenadds.com




CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Allerway Express, orally disintegrating tablets, 5 mg
[Mpoaykr: Annepssii Dxenpecc, TabneTKH, AUCIEPrUpYEMbIE B IOJOCTH PTa, 5 MI

Batch No / : 2312704 Batch Quantity / : 500,000 tab /
Cepus Ne O0wemM cepuu 500,000 Tab
Analytical Report No / : FP/23244 Date of Analysis / : 21/08/2023
Ananutiyeckuit otyer Ne Harta ananuza

Date of Manufacture / : JULY 2023 Date of Expiry / : JUNE 2026
JlaTa npou3BOACTBA ToneH oo

Analysis performed according ND / Anann3 nposenen mo HJI: JITT-006153-190320 (amend Nel 11.11.2021 / uam. Nel

or 11.11.2021)

Page4 of S/ Crp. 4135

11 | Uniformity of dosage units / 1.2 The acceptance value (AV) should be less
OnHopoaHOCTL than or equal to 150 / Tloka3atenb
JA03HPOBAHHA npuemiieMocTd (AV) aomxeH ObiTh He Gonee

15,0.
12 | Assay / KonnuecTBenHoe 497 mg/4.97 mr 4.50 mg to 5.50 mg of C,H,sCIN,O;-2HCI
onpeneneHne (99.4 %) (levocetirizine dihydrochloride) per tablet
(90.0% to 110.0% of label claim). /
Ot 4,50 Mmr po 5,50 mr C;H,sCIN,0;-2HCI
(neBoreTHPU3VIHA IUTHAPOXJIOPU) B
tabnetke (ot 90,0 % mo 110,0 % or
HOMHHAJIBHOT'O COAEPXKAHUA).
13 | Packaging / YnaxoBka 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 Tabnetok B 6mcTEp
carton pack. / Tlo 10 tabnerok B | u3 (ITA/AWIIBX) doneru / amoMuHueBOH
6mucrep u3 (IIA/AJI/IIBX) donsru | donsru, namuauposanHoit IIDT/Gymaroii.
//amoMuHHEBOH ¢onery, | ITo 1 wmu 3 Gnucrepa ¢ HHCTpYKUMEH MO
namuHupoBaHHO#  IIOT/Oymaroif. | MpUMEHEHHUIO B MAYKY KAPTOHHYIO,
ITo 1 6nucTepy ¢ MHCTPYKLHEH mO
NPUMEHEHHIO B a4Ky KapTOHHYIO.
14 | Labeling / MapkupoBka According to ND / B cootserctBuu ¢ HJ|
15 | Storage conditions / At temperature below 25 °C. / IIpu Temneparype He e 25 °C,
XpaHenune
16 | Shelf life / Cpok roasocTn 3 years / 3 roza

Remarks : The Product confirms to ND/
IIpumeuanue: ITpoaykr cootBeTcTBYET TpeGoBanuam HJ

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / N Checked by / Approved by: Manager/Executive / /JVJ
IMoarorosneno: 'y @ij IIposepeno: 64' Onobpeno: Menemxep / PyxoBoaurens 0 i
C/ -
Date / Date / 926810623 Date / .
Jlara: 9/0/\0% \7,0‘L3 Jata: 3) Jlara: 5 ’02 IW)

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 Fioor, 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

CEPTUDOUKAT AHAJIM3A

Product : Allerway Express, orally disintegrating tablets, 5 mg

IIpoaykT: Anepsaii Jxcnpece, TabIeTKH, IMCIEPrupyeMbIe B MONOCTH PTa, 5 MI

Batch No / : 2312704 Batch Quantity / : 500,000 tab /
Cepust Ne O6bem cepuu 500,000 Tab
Analytical Report No / : FP/23244 Date of Analysis / : 21/08/2023
AHanmutnueckuii oTueT Ne JlaTa aHann3za

Date of Manufacture / : JULY 2023 Date of Expiry / : JUNE 2026
JlaTa npou3BOJCTBA T'onen mo

Analysis performed according ND / Anasnns nposenen no HJI: JIT1-006153-190320 (amend Nel 11.11.2021 / n3m. Nel

or 11.11.2021)

PageSof S/Crp.Smu3$

API name / Hanmenoanue A®C:

Levocetirizine dihydrochloride / Jlesouerupu3susa JUruIpOXJIOpUL

INN / MHH:

Levocetirizine / JIeBoueTHpH3UH

Howmep cepun cyGeTanIuM
npon3soautens I'JId:

API manufacturer batch number / 2LCD0490722
Homep cepun npoussoauTess ADC:
FP Manufacturer API Batch number / RM22275

API Manufactured by & country /
Iponssogutens ADC, cTtpana:

Symed Labs Ltd., India /
Caiimeq JIa6c¢ JItn., Mnous

Remarks : The Product confirms to ND/
IIpumeuanne: ITpoxykt cooTBercTByeT TpeboBanusm HJI

Conclusion : APPROVED /
3axiaoyenue;: OJJOBPEHO

Prepared by / p/ Checked by / Approved by: Manager/Executive / W
IToaroToBieHo: @\@/ [TposepeHo: = OnoGpeno: Menemxep / PykoBoaurens
Date / Date / DY) I Date /
2.-3V08
Mara: QQ’\OQ ) i Hara: Ilara: 2= (D ] \’)/D 2>

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




