&) ATHEN

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Allerway Express, orally disintegrating tablets, 5 mg
ITponykt: Annepsaii Dkcrnpecc, TabNeTKH, JUCNeprupyeMble B MONOCTH pTa, S M

Batch No / 12312709 Batch Quantity / : 500,000 tab /
Cepus Ne O6beM cepuu 500,000 Tad
Analytical Report No / : FP/23429 Date of Analysis / 0 21/12/2023
AHanUTHYeCKHI oTyeT Ne JlaTa aHanuza

Date of Manufacture / : NOVEMBER 2023 Date of Expiry / : OCTOBER 2026
Hara npou3BosacTBa I'opex no

or 11.11.2021)

Analysis performed according ND / Ananu3 nposeaen mo H/L: JII1-006153-190320 (amend Nel 11.11.2021 / n3m. Nel

Page 1 of 5/Crp. 1 35

No Test / [TokaszaTean

Result / Pe3yabTaThl

Specification / Hopma

1 | Description / Onucanue

Round, white, flat, bevelled
tablets. /  Kpyrabie

OeJioro upera.

MJIOCKHE
TaOJETKH CO CKOLLEHHBIMH KpasiMH

edged | Round, white to off-white, flat, bevelled
edged tablets. / Kpyrnble nnockue Tabnetku
CO CKOILIIEHHBIMH KpasiMH, OT 6eJloro 10 mouTH

0eJioro LBeTa.

2 | Identification.
Levocetirizine/
IToIHHHOCTDb.
JleBoLeTHPH3HH

a) By HPLC /B2XX

b) ByUV/VO-
CMEeKTPOOTOMETPHUS

Complies as prescribed

Complies as prescribed

CootseTcTByeT TpeboBaHUIM

CootseTcTBYeT 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).

/ BpeMs ynepskHUBaHHS OCHOBHOTO MHKa Ha
XpoMaTorpaMMe  HCIMBITYEMOro  pacTBopa
JIOJKHO COOTBETCTBOBATh BPEMEHH
yAepiKHBaHHsI OCHOBHOTO nHKa Ha
XpoMarorpaMMe  pacTBopa  CTaHJapTHOro
obpasua NeBOLETHPU3MHA JMIHAPOXIOpPHIA
(pazaen «KonuuecTBeHHOE OMpeAe/IEHHEY).

/ 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®-cnekTpel MOMIOLIECHHMS
UCMBITYEMOr0 ~ pacTBoOpa M pacTBopa
cTaHjapTHoro  o0pa3ua  JeBOLEeTHPU3MHA

auruapoxnopuaa B obnactd ot 190 oo 400
HM JIOJDKHBI MMETb MAKCUMYM MpH 23242 HM.

3 | Average weight /
Cpeausist Macca

250.3 mg/
250.3 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/
Ipumeuanne: [Tponykt coorBercTByeT Tpeboanusam HJJ

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / tﬂ/ Checked by / ﬁ@ Approved by: Manager/Executive / —
HOJ:[FOTOBHEHO:GL\@«/ ITpoBepeHo: © Opobpeno: Menemxep / PykoBoaurens

Date / Date / Date /

Jara: OGIC[ ,?’CLQ’ Mara: GS]O\ ) M Jara: \O (O( lZOLM‘

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, Internaiional 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 AHAJIM3A

Product : Allerway Express, orally disintegrating tablets, 5 mg
[poaykr: Asnepsail Okcnpecce, TabneTky, [Ucneprupyemble B MoJA0CTH pTa, 5 Mr

Batch No / 12312709 Batch Quantity / : 500,000 tab /
Cepus Ne OobbeM cepun 500,000 tab
Analytical Report No / : FP/23429 Date of Analysis / 1 21/12/2023
AHanuTHyecknit oTyeT Ne Iara ananu3za

Date of Manufacture / : NOVEMBER 2023 Date of Expiry / : OCTOBER 2026
Jlata npousBojicTBa ["omeH no

Analysis performed according ND / Ananus nposeaen no HJI: JII1-006153-190320 (amend Nel 11.11.2021 / u3m. Nel

ot 11.11.2021)

Page2 of S/Crp.2u3 5

4 | Disintegration /

PacnagaemocTthb

01 min 08 sec /
01 mun 08 cex

Not more than 3 min / He 6onee 3 MuH

5 | Fineness of dispersion /

JHcnepcHOCTD

A smooth suspension is produced

which passes through a sieve screen

with a mesh aperture of 710 pwm.

A smooth suspension is produced which
passes through a sieve screen with a mesh
aperture of 710um. /  OG6pasyetcs
OJIHOPOJIHASI CYCTIEH3HsI, NPOXOsIiias CKBO3b
CHTO € pa3zMepoM oTBepcTHH 710 MKM.

6 | Dissolution / PacTBopeHHe

Unit-1/ Ta6n.-1 99 %
Unit-2 / Ta6n.-2 99 %
Unit-3 / Ta6n.-3 101 %
Unit-4 / Ta6n.-4 99 %
Unit-5 / Ta6n.-5 98 %
Unit-6 / Ta6x.-6 98 %

Not less than 80 % (Q) of label claim of
C;H35CIN,O5-2HCI (levocetirizine
dihydrochloride) in 30 min. / He menee 80 %
(Q) or  HOMHMHAJIBHOTO  COAEPKAHHS
C,H,5CIN,05-2HCI (neroleTHPH3HHA
aurujapoxyopun) yepes 30 MuH.

7 | Related Substances / PoacTBeHHBIE npHMecH

Method 1
Impurity-1

/ [Tpumeck-1

Not Detected / He oOHapyskeHa

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

Impurity-2 / TIpumech-2

0.035 %

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

Impurity-3 / [Ipumecs-3

Not Detected / He obHapyskeHa

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

Impurity-4 / [Ipumecs-4

Not Detected / He obHapysxeHa

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

Impurity-5 / [Tpumece-5

0.034 %

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

Impurity-7 / TTpumecn-7

Not detected / He oOHapyeHa

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

Impurity-8 / [Tpumecs-8

Not detected / He oOHapykeHa

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

Remarks : The Product confirms to ND/
[pumeuanue: [poaykr coorseTcTBYeT Tpeboanusam HI

Conclusion : APPROVED /
3akmwouenne: OJOBPEHO

Prepared by /

Approved by: Manager/Executive / /

) Checked by / v : ) }47’
[ToaroTorneHo: W— ﬂpOBepeﬂo:w OnobGpeno: Menemxkep / PykoBoauTens \'Jﬁ
/
Date / Date / Date / 2
Tlara otlo | 2024 Tare ©8)0V12224 e (o |o|2004

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




B ATHENA

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product : Allerway Express, orally disintegrating tablets, 5 mg
[Tponykr: Annepsii Dkcnpecc, TabNETKH, TUCTIEPTHPYEMbIE B MOJIOCTH PTa, 5 MI'

Batch No/ : 2312709 Batch Quantity / : 500,000 tab /

Cepus No O6bem cepuu 500,000 tab

Analytical Report No / : FP/23429 Date of Analysis / : 21/12/2023
AHanutHyeckuii otTueT Ne Jlara aHanuza

Date of Manufacture / : NOVEMBER 2023 Date of Expiry / : OCTOBER 2026

Jlata npou3BojcTBa ["onen no

Analysis performed according ND / Anaaus npoBeaen no H/: JITT-006153-190320 (amend Nel 11.11.2021 / u3m. Nel

or 11.11.2021)

Page3 of 5/Crp.3u3 5

Each unknown impurity / 0.017 % Not more than 0.40 % / He 6onee 0,40 %
Eaunuunas
HeueHTH(ULMpPOBaHHAs
npUMech

Method 2 Not detected / He oOHapykeHa
Impurity-6 / [pumech-6 Not more than 0.40 % / He 6onee 0,40 %

Total impurities / 0.086 % Not more than 1.5 % / He 6onee 1,5 %
CymMma npumecei

8 | Chiral purity. Cogepaxanue 99.5 % Not less than 98.0 % / He menee 98,0 %

R-u3omepa / Xupaasnas
uyncroTa. R-isomer

9 | Loss on drying / IToreps B 4.08 % Not more than 6.0 % / He 6onee 6,0 %
Macce MpPH BbICYLUHBAHHH

10 | Microbial enumeration tests / Mukpo0unoJsioruieckasi 4ucToTa

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

Count / Ob1uee ynucno Menee 1000 KOE/r He 6onee 1000 KOE/r

a3poOHBIX MHKPOOPTaHH3MOB

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

moulds count / Obuiee uncno Menee 100 KOE/r He 6onee 100 KOE/r

JPOAOKEBBIX M [JICCHEBbIX

rpuboB

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

OtcyrctByer B 1 1 OtcytctBHe B I T

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [TpoaykT cooTBeTcTBYET TpeboanuaM HJI 3akmodenne: OJOBPEHO
Prepared by / ' Checked by / é@d - Approved by: Manager/Executive / Pl T e
[MoaroroBneHo: @l)/ [lposepeno: “Z=——— Onobpeno: Menekep / PykoBoauresns k\/
Date / Date / \ Date /
Tare ot\ot\ 2og- Tara 90 | nozy T \©lo1 | 2004

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



B/ ATHENA

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

Product : Allerway Express, orally disintegrating tablets, S mg
[Tponykt: Annepsdii Dxcnpecc, TabNETKH, AUCIeprupyeMsle B NOJOCTH pTa, 5 Mr

Batch No / : 2312709 Batch Quantity / ;500,000 tab /
Cepus No Obbem cepuH 500,000 tab
Analytical Report No / : FP/23429 Date of Analysis / 1 21/12/2023
AHanuTHUYeCKHi oTyeT No IlaTta ananuza

Date of Manufacture / : NOVEMBER 2023 Date of Expiry / . OCTOBER 2026
JlaTa mpon3BO/ICTBA [ojieH 1o

Analysis performed according ND / Ananu3 nposeaen no HJI: JI[1-006153-190320 (amend Nel 11.11.2021 / u3zm. Nel

or 11.11.2021)

Page 4 of 5/Crp.4u3 5§

11 | Uniformity of dosage units / 2.2 The acceptance value (AV) should be less
OaHOpPOAHOCTD than or equal to 150 / TIloka3sarens
NO3HPOBAHHS npuemnemoctd (AV) nomxkeH ObiTh He Donee

15,0.
12 | Assay / KosinyecTBeHHOe 4,95 mg/4.95mMr 4.50 mg to 5.50 mg of C;H,sCIN,O; 2HCI
onpejesieHHe (99.0 %) (levocetirizine dihydrochloride) per tablet
(90.0% to 110.0% of label claim). /
Ot 4,50 Mmr go 5,50 mr C;HysCIN,O5-2HCI
(neBoueTHPHU3IHMHA JIUTHIPOXTIOPH) B
tabnetke (ot 90,0 % mo 110,0 % ot
HOMHHAJIBHOTO COJEPHKAHUA).
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 Tabnerok B Gnucrep
carton pack. / TTo 10 Tabnetok B | u3 (ITA/An/TIBX) donbru // amomuHueBOi
6aucrep u3 (ITA/AJI/TIBX) doabru | donbru, namunuposantoii [1IT/6ymaroii.
/fantoMHHHEBOI donbru, | [To 1 unu 3 OGnuctepa ¢ HHCTpYKLUMeHd no
JaMuHWpoBaHHoi  TIDT/6ymaroii. | NpUMEHEHHIO B MAYKY KAPTOHHYHO.
[To 1 Gnuctepy ¢ MHCTpyKUMeH MO
MPUMEHEHHIO B TAYKY KAPTOHHYIO.
14 | Labeling / MapkupoBKa According to ND / B coorserctBuu ¢ HJI
15 | Storage conditions / At temperature below 25 °C. / [1pu Temneparype He Bbiwie 25 °C.
Xpanenne
16 | Shelf life / Cpox rognocTu 3 years /3 rona

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

IMpumeuanne: [Tpoaykr coorBetcTByeT TpeGoBaHusaM HJI 3akaouenne: OJOBPEHO

Prepared by / N Checked by / w il Approved by: Manager/Executive / : \ =
[loaroroenexo: —\\QX/"’U/ [IpoBepeHo: @/éé”/' Ono6peno: Menemxep / PykoBoaurenb wi%/
Date / ¢ : Date / Date /

Jara: o4 o loo24- Hara: ity Jlara: \oe |eo2

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




ATHENA

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product : Allerway Express, orally disintegrating tablets, 5 mg
[Tpoaykr: Annepsaii Dkcnpecc, TabNeTKH, JUcHeprupyeMble B MONOCTH pTa, 5 Mr

Batch No / 12312709 Batch Quantity / 1 500,000 tab /
Cepus Ne Q0neM cepuu 500,000 Tad
Analytical Report No / : FP/23429 Date of Analysis / 1 21/12/2023
AHanutHyeckui otyet Ne Jlara ananuza

Date of Manufacture / : NOVEMBER 2023 Date of Expiry / : OCTOBER 2026
Jarta npousBojacTea [ogen no

Analysis performed according ND / Ananus npoBeaen mo HJL: JII1-006153-190320 (amend Nel 11.11.2021 / n3m. Nel
or11.11.2021)

Page Sof 5/ Crp.5u3 S

API name / HaumenoBauue ADC: Levocetirizine dihydrochloride / JleBonieTHpH3HHA AHTHAPOXIOPHI
INN / MHH: Levocetirizine / JIeBoLETHPH3HH
API manufacturer batch number / 2LCD0531023
Howmep cepun npoussoautens APC:
FP Manufacturer API Batch number / RM23312
Howmep cepun cybetanunn
npousBoguTes I'JID:
API Manufactured by & country / Symed Labs Ltd., India /
Ilponssoautens ADC, crpana: Caiimen Jlabe JITa., MUuaus
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [ponykr coorBetcTByeT TpeboBanusam HJI 3akmouenne: OJOBPEHO
Prepared by / Checked by / . Approved by: Manager/Executive / ) FY =
HOJ]I:[)TOTOBJICHOZ LQ/ IIposepeno: & Opnobpeno: Menexkep / PykoBoauTens wf F

(R

Date / Date / )

Ezﬁf & e\o\ \ 2028~ Tanee edlol| 102y lara:  © lot| 2024

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



