CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Allerway Express, orally disintegrating lablets, 5 mg

ITpoaykr: Annepsaii Dkcnpece, TabneTku, JUCIEPTHpyeMble B MOJIOCTH PTa, 5 Mr

Batch No/ : 2212701 Batch Quantity / : 500,000 tab /

Cepuis Ne O6beM cepuu 500,000 Tab
| Analytical Report No / : FP/22320 _| Date of Analysis / . 22/10/2022

AHaJIMTHYECKHUH OTYeT Ne Jlata aHanu3a

Date of Manufacture / : SEP 2022 Date of Expiry / : AUG 2025

JlaTa Npou3BOJICTBA I'omeH no

Analysis performed according ND / Anasns nposegen o HJI; JITT-006153-190320 (amend Nel 11.11.2021 / uam. Nel
or 11.11.2021)

Page 1 of 4/ Crp. 1 u3 4

Ne

Test / Ilokazarein

Result / PezysnbTaTsi

Specification / Hopma

1

Description / Onucanue

Round, white, flat, bevelled edged

tablets, / Kpyrabie

IINIOCKHE

TabJIeTKH CO CKOIUIEHHBIMH KpasiMHu

0eJ1oro 1BeTa.

Round, white to off-white, flat, bevelled edged
tablets. / Kpyrnele mWIOCKMe TabneTku co
CKOILICHHBIMH KpasMH, OT O€JIoro A0 noyTu
0eIoro 1BeTA.

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 ynep)xuBaHHSI OCHOBHOTO MHKa Ha
XpomarorpaMme  HCMBITYEMOTO  pacTBOpa
JOJDKHO COOTBETCTBOBATh BpEMEHH
yAEpXUBAHHUS OCHOBHOTO nika  Ha
XpoMaTorpaMMe  pacTBOpa  CTaHOApPTHOTO
o0paslia JIeBOLETHPH3MHA AUTHAPOXIOpHIA
(paznmen «KonuuecTBeHHOE ONMPEAECICHHEY).

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. / Y®-cnekTpbl MOTJIOLIEHHS
HCIBITYEMOTO  pacTBOpa M pacTBOpa
CTaHAapTHOTO  ofpaslia  JIEBOLETHPU3MHA

auruapoxyopuza B obnactu ot 190 no 400 HM
JOJDKHBI HMETh MAaKCUMYM npy 23242 HM,

2 | Identification. Complies as prescribed /
Levocetirizine/ CootBercTByeT TpeOOBaHUIM
IopuuHOCTD.

JleBoneTHPH3HH
a) By HPLC/B32XX
l
b) ByUV/vo- SO uiErErive TR
CEKTPOPOTOMETPHUSA

3 | Average weight / 253.4 mg/

Cpenusisi Macca 253.4 mr

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

Remarks : The Product confirms to ND/
IIpumeuanne: [IponykT coorBeTcTBYET TpeGoBanusam HJI

Conclusion ;: APPROVED /
3akaouenne: OJOBPEHO

/1

Prepared by /
TMourorosineno: %(

-

Checked by /
Iposepeno: ———

Ainda

Approved by: Manager/Executive /  / V -
OnobpeHo: Menekep / PykoBoauTens o

Date /
Jlara:

22-Y10 |202 1~

Date /
Jlarta:

n2\\o| 2022~

Date /

Jlara: '2"/1”\ \© [0

ATHENA DRUG DELIVERY SOLUTIONS PVT. LTD.
CIN : U24230MH1995PTC0O94546
Plot No. A1 to A5, MIDC, Chemical Zone, Ambernath (West) 421501, Mahatashtra. 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
CEPTHOUKAT AHAJIM3A

[Product : Allerway Express, orally disintegrating tablets, 5 mg
Mpoaykr: Anncpsaii Dkcnpecc, TabieTky, AUCIEPrHpyeMble B MOJOCTH PTa, 5 MT

BatchNo / : 2212701 Batch Quantity / : 500,000 tab /
Ceputs No | O6bem cepuu 500,000 Tab
Analytical Repart-Na-/ —ER/22320 Pate-of-Analysis-/ - 2240/2022
AHaJIHTHYeCKUH oTdeT Ne Jlara aHanusa

Date of Manufacture / : SEP 2022 Date of Expiry / : AUG 2025
Jata npoussoacTsa T'oxen g0

Analysis performed according ND / Ananns nposenen o HJI: JI1-006153-190320 (amend Nel 11.11.2021 / n3m. Nel
ot 11.11.2021)
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4 | Disintegration / 0lmin 15 sec/ Not more than 3 min / He 6onec 3 mun
Pacnagaemoctn 01 muH 15 cex
5 | Fineness of dispersion / A smooth suspension is produced A smooth suspension is produced which passes
JucuepcHocThb which passes through a sieve screen | through a sieve screen with a mesh aperture of
with a mesh aperture of 710 pm. 710 um. /  O6pasyeTcs OHOpOIHAS

CYCHEH3HS, TMPOXOAAMAd CKBO3b CHTO C
pasmepom oteepctuit 710 mxm.

6 | Dissolution / PacrBopenke Unit-1/Ta6n.-1 i02% | Not less than 80 % (Q) of label claim of
. 15, C21H2sCIN,O3-2HCI (levocetirizine
= - C
SR [0S e dihydrochloride) in 30 min. / He m2nee 80 %
Unit-3 / Ta6n.-3 100% [(Q) oOT  HOMHHAIBKOrO  COAEPKAHMS |
T‘I-/Ta-ﬁfl_-—‘f > ™ —38—(%—"' C21H25CIN,O3-2HCI (nesoue'mpnsﬂHa
| 777" | murugpoxiopun) epes 30 MuH.
Unit-5 / Ta6n.-5 103 %
Unit-6 / Ta6n.-6 100 %
7 | Related Substances / PogcrBennblie mpumecu
Method 1 0.027 %
Impurity-1 / Ipumecn-1 Not more than 0.40 % / He 6onee 9,40 %
Impurity-2 / Ipimecs-2 0.007 % ' Not miore than 0.40 % / He Gonee 0,40 % |
Impurity-3 / [lpumecs-3 0.009 % Not more than 0.40 % / He 6onee 0,40 %
Impurity-4 / [Ipumecs-4 Not detected / He oOHapyxKeHa Not more than 0.40 % / He 6onee 0,40 %
Impurity-5 / ITpumecs-5 0.090 % Not more than 0.40 % / He 6onee 0,40 %
Impurity-7 / [Ipumecs-7 Not detected / He o6Hapy:keHa Not more than 0.40 % / He 6oxnee 0,40 %
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [TponykT cooTBeTCTBYET TpeboBanusm H]J 3axmouenue; OJJOBPEHO
Prepared by / Checked by / e Approved by: Manager/Executive / e ¥
IloaroTtosneno: & IIpoBepeHno: @‘:‘f—/ Opo6peno: Menemxep / PykoBojiiTes B T ;
Date / 25 Yo 1o Date/ o 2|16) 2002 Date / o) rovi-
Hara: Jara: ‘ Jara: qﬂ/\ : ‘

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 I, Sahar, International Airport Road, Andheri (E), Mumbar - 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

[Mpomykt: Asepnoif Dkenpece, TAONETKH, IHCTICPIHpyeMble B IIONOCTH PIa, 5mr

Batch No/ : 2212701 Batch Quantity / : 500,000 tab /
Cepitst Ne QO6beM cepuut 500,000 Tab6
Analytical REpGITNG 7 —PPaRe—— -Date-ofAnalysis/ —2 244002022
AHaNUTHYECKHI oTUeT Ne Jlara aHanusa
Date of Manufacture / : SEP 2022 Date of Expiry / : AUG 2025

| Jlara npou3BozcTsa Tonen 10

or 11.11.2021)

Analysis performed according ND / Auanu3 nposexen no HJL: JITE-006153-190320 (amend Nel 11.11.2021 / nam. Nel
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Impurity-8 / [Tpumecn-8

Not detected / He oGHapysKeHa

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

Each unknown impurity /
EnuHuunas
HEUAEHTUPHLIIPOBIHHAN

NpHUMECh

Not detected / He ofHapyxeHa

Not more than 9.49 % / He 6onee 0,40 %

Method 2
Impurity-6 / [Tpumecs-6

Not detected / He obnapyxeHa

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

Macce nNpH BbhICYIIHBaAHHH

Total impurities / 0.133 % Not more than 1.5 % / e 6om1ee 1,5 %
Cyunia npumecei /
8 | Chiral purity. Conepm'aﬁ-ue 99.6 % Not less than 98.0 % / He menee 98,0 %
R-n3zomepa / Xepaabnast
yucrora. R-isomer
9 | Loss on drying / Ilorepsi B 3.19% Not more than 6.0 % / He 6onee 6,0 %

10

Microbial enumeration tests / MuxpoGnoJjioruyeckast 4HCTOTA

a) Total Aerobic Micrebial
Count / Obuee urcno
a9pOBHLIX MHKPOOPraHH3MOB

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

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

b) Total Combined Yeast and
moulds count / O6Imee 4ucno
JAPONOKEBBIX U TUIECHEBBIX -
rpuboB

Less than 100 CFU/g/
Menee 100 KOE/r

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

¢) Escherichia Coli

Absent in 1 gram /
OrcyrctByers 1T

Shell be absent in 1 gram /
OrcyrcrBre B | T

[ Remarks : The Product confirms to ND/
IIpumeuanne: IIPOIYKT COOTBETCTBYET TPEGOBAHUAM HA

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive / 20T }--
[ToaroroBneyo: %q, [TposepeHo: Q’z\ lo| 202 Ono6pzero: Meseiep / Py.KOBO.FLHT(‘.‘JII( HJ
Date / \to | 22— Date / Ay inda_ Date / e

JHara: Lag \ Hara: Hara: ')))/\\D\ o

ATHENA DRUG DELIVERY SOLUTIONS PVT. LTD.
CIN : U24230MH1995PTCO94546

Plot No. A1 to A5, MIDC, Chemical Zone, Ambernath (West) 421501, Mahatashtra 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

CEPTUOUKAT AHAJIUM3A

[ Product : Allerway Express, orally disintegrating tablets, 5 mg
Mpoyir: Anepsait Dkenpece, Tabierky, JMCNEPrHpyembie B ONOCTH PTa, 5 Mr

BatchNo / 1 2212701 Batch Quantity / : 500,000 tab /
Cepi Ne O0BEM CEepHH 500,000 Tab
Anatytical-Repert-Ne- ~FP22330 Date-ot-Anabysis/—————22/10/2022
AnaJiutadyeckuit otyet No JlaTa aHayiu3a

Date of Manufacture / : SEP 2022 Date of Expiry / : AUG 2025
Jlata npon3BOJICTBa Tonmen o

Analysis performed according ND / Anann3 nposegen no H; JIT1-006153-190320 (amend Nel 11.11.2021 / u3m. Nel
or 11.11.2021)

Page 4 of 4/ Ctp. 4 u3 4

11 | Uniformity of dosage units / 2.9 The acceptance value (AV) should be less than
OgHOpOIHOCTH 103MPOBAHNSA or equal to 15.0 / TTokazaTens nmpuemMaeMOCTH
(AV) momkeH ObITh He Gonee 15,0,
12 | Assay / KoanuecTBeHHOe 4.96 mg / 4.96 mr 4.50 mg to 5.50 mg of Cz1H,sCIN2O3-2HCI
onpese/icHHe (99.2 %) (levocetirizine dihydrochloride) per tablet
(90.0% to 110.0% of label claim). /
Or 4,50 mMr o 5,50 Mr Cp1HsCIN,O3-2HCI
(eBoLETHPU3UHA JUTHIPOXIIOPUN) B
tabnerke (ot 90,0 % nmo 110,0 % or
HOMUHAJBEHOTO COZIePIKAHHS).
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. / Ilo 10 Tabnerox B 6mucTep
carton pack. / ITo 10 tabnerok B |u3 (IIA/An/TIBX) doneru // amomunueBoit
onucrep u3 (ITA/AJI/IIBX) ¢onsru | dhonsru, namunuposanuoit [I9T/Gymaroii.
//anroMUHHEBOH domory, | Ilo 1 wnm 3 Gnuctepa ¢ HHCTpyKuMeid Mo
namuHupoBanHoi  [TOT/Gymaroii. | npEMEHEHHIO B Na4YKy KapTOHHYIO.
Ilo 1 6muctepy ¢ MHCTPYKUMEH 1O
MPYMEHEHHIO B TAYKy KAPTOHHYIO.
14 | Labeling / MapkupoBka According to ND / B coorBercTBuu ¢ HJ{
15 | Storage conditions / At temperature below 25 °C. / ITpu TeMnepatype He Bbiie 25 °C.
Xpanenne
16 | Shelf life / Cpox rognocTH 3 years / 3 roga

Remarks : The Product confirms to ND/
IIpumeuanne: [Iponykt cooTBeTcTBYeT TpeGoBanusm HJI

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

4
L

Prepared by / Checked by / s Snde Approved by: Manager/Executive / Py’
MoarorosmneHo: IIposepeHo: s Onobpero: Menemxkep / Pykosoautenb' ./
Date / »\o |20~ Date/ 02)y\a| 102~ Date / —

Hara: s Hara: \ \ Hara: 'M/\\D\w

ATHENA DRUG DELIVERY SOLUTIONS PVT. LTD.
CIN : U24230MH1995PTCO94546

Plot No. A1 to A5, MIDC, Chemical Zone, Ambernath (West) 421501, Mahatashtra. INDIA
Tel. : 0251 - 6613100 * Fax.: 0251 - 6613101

H. O.: 602, 6th Floor, STAR HUB, Tower I, Sahar, International Airport Road, Andheri (E), Mumbai - 400098, INDIA,
Tel. No : 91-22-67370700 e Fax no. : 91-22-67370701 e Website : www.atheradds.com




