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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATTU3A

Product : Allerway Express, orally disintegrating tablets, 5 mg
[Iponykr: AjiepBaii Skenpecc, TabneTki, AMCNEPrUpPyEMbIE B OJOCTH PTA, 5 MT

Batch No / 12412702 Batch Quantity / 1 500,000 tab /
Cepus Ne O06beM cepun 500,000 tab
Analytical Report No / : FP/24159 Date of Analysis / : 02/07/2024
AHanutuyeckuii oryeT No JlaTa ananm3za

Date of Manufacture / 1 05/2024 Date of Expiry / 1 04/2027
[ara npousBoacTsa TojieH 10

or 11.11.2021)

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

Pagel of 5/Ctp.1mu35

Ne Test / Ilokazarenn

Result / Pe3ynbTaThi

Specification / Hopma

1 | Description / Onucanue

Round, white, flat, bevelled edged
tablets. / Kpyrnele mmockue
Ta0NeTKH CO CKOIIEHHBIMH KpasMu
Oenoro 1Bera.

Round, white to off-white, flat, bevelled
edged tablets. / Kpyrnsie mmockne TabneTku
CO CKOILIEHHBIMH KpasiMH, OT 0€II0ro A0 MoYTH
6enoro nBera.

2 | Identification.
Levocetirizine/
IMoanuHHOCTS.
JleBonerupusuu

a) By HPLC/BDXX

b) ByUV/V®-
cuekrpudurumerpus

Complies as prescribed /
CooTBeTcTBYET TpeOOBaHUSIM

Complies as prescribed /
CoOTBETCTBYET TPeOOBAHHAM

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 ynmepKMBaHUS OCHOBHOTO MHKa Ha
XpoOMarorpaMMe  HUCIBITYEMOTO  pPacTBOpa
JOJDKHO COOTBETCTBOBATh BpeMeHH
yAEpKUBAHUS OCHOBHOTO muKa Ha
XpoMaTorpaMMe pacTBopa  CTaHAAPTHOTO
oOpa3ua NeBOUETUPH3NHA IUTHIPOXNOPHAA
(pazmen «KonuyecTBeHHOE ONpefieICHUEY).

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. / Y®-crnekTpbl TNOTIOMEHHS
HUCOBITYEMOr0  pacTBOpa W pacTBopa
CTaHmapTHoro  ofpaslila  /eBOLETHPU3HHA
aurujpoxyiopuaa B obnacru ot 190 mo 400
HM JOJDKHBI UMETh MAKCUMYM IpH 23242 HM.

3 | Average weight /
Cpennsisi Macca

251.0 mg/
251.0 Mr

250.0 mg=+5 % (237.5 mg to 262.5 mg) /
250,0 mr = 5 % (ot 237,5 Mr no 262,5 mr)

Remarks : The Product confirms to ND/
IIpnmeuanue: [TpogykT coorBeTcTBYET TpeboBauusaM HIT

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by /
[Moaroroeineuo: —§?

Checked by / & Approved by: Manager/Executive /
[TpogepeHo: @\@ == Onobpeno: Menenxep / Pykosoaures
/

Date/ 42 | oo 202
JHara:

Date / 03\ o?\%w Date /

Jara: Jlara:

oz[oF ot

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




ATHENA

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJTU3A

Product : Allerway Express, orally disintegrating tablets, 5 mg
Iponykr: Aniepsait Dkenpecc, TabieTKH, AUCIEPrHPYEMbIE B IOJOCTH PTa, 5 MI

Batch No/ 1 2412702 Batch Quantity / : 500,000 tab/
Cepusi No O6rem cepun 500,000 Tab
Analytical Report No / : FP/24159 Date of Analysis / : 02/07/2024
AHanutuyeckuii oryeT No Jara aHanuza

Date of Manufacture / : 05/2024 Date of Expiry / 1 04/2027
Jlata npousBoacTBa I'ogen no

ot 11.11.2021)

Analysis performed according ND / Ananu3z nposeaen mo HI: JIT1-006153-190320 (amend Nel 11.11.2021 / u3m. Nel

Page2 of 5/Ctp.2 3 §

4 | Disintegration /

01 min 03 sec /

Not more than 3 min / He Gonee 3 MuH

Pacnagaemocth 01 mun 03 cex
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 pm.

aperture of 710pum. / O6pa3syercs
OJHOPOIHAS CYCTIEH3HS, MPOXOAAIIAS CKBO3b
CUTO ¢ pazMepoM 0TBepcTUl 710 MKM.

6 | Dissolution / PacTBopenue

Unit-1/ Tab.-1 99 %
Unit-2 / Ta6n.-2 102 %
Unit-3 / Ta6i.-3 101 %
Unit-4 / Tabn.-4 99 %
Unit-5 / Tabn.-5 98 %
Unit-6 / Tabmn.-6 98 %

Not less than 80 % (Q) of label claim of
C,H,5CIN,O5-2HCI (levocetirizine
dihydrochloride) in 30 min. / He menee 80 %
(Q) or HOMHHaNBHOTO  COAEPXKAHMS
C, H,5CIN,05-2HCI (neBoueTHpU3MHA
Juruapoxjaopun) yepes 30 MuH.

7 | Related Substances / PoxcTBeHHbIE MpUMecH

Method 1
Impurity-1 / TIpumecs-1

Below LOQ (LOQ =10.012 %) /
Hwxe npenena KOIHUECTBEHHOTO
onpezaenedus (IIKO = 0.012%)

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

Impurity-2 / TIpumecs-2

0.048 %

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

Impurity-3 / [Tpumecs-3

Not Detected / He oOHapy»xeHa

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

Impurity-4 / Ilpumecs-4

Below LOQ (LOQ =0.012 %) /
Huxe npenena KomM4YecTBEHHOTO
onpeaeneHus (IIKO = 0.012%)

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

Impurity-5 / ITpumecsb-5 0.045 % Not more than 0.40 % / He Gonee 0,40 %
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanune: ITponykt cooTBeTcTBYET TpeboBaHusM HJI 3akaouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive / C\’;ﬂh
Ilonroroenexo: G- ITpoepeHO: @,‘ij Onobpeno: Menemxep / PykoBonutens
Date / . o Date / n Date / ‘
ara: O3l P > Jara: 03 \ o202 Jara: aj\ ok ‘W

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




ATHENA

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Product : Allerway Express, orally disintegrating tablets, 5 mg
IIponykt: Annepaii Dkcnpecc, TabeTku, JUCIEPrUPYEMbIe B OJIOCTH PTa, 5 MI

Batch No / 1 2412702 Batch Quantity / : 500,000 tab /
Cepus Ne O6neM cepun 500,000 Tab
Analytical Report No / : FP/24159 Date of Analysis / 1 02/07/2024
AHanutuueckuii otyeT Ne Jlata ananuza

Date of Manufacture / : 05/2024 Date of Expiry / 1 04/2027
JlaTta npoussoncTaa Togen mo

Analysis performed according ND / Anann3 nposeaen no HJI: JIT1-006153-190320 (amend Nel 11.11.2021 / usm. Nel
ot 11.11.2021)

Page 3 of 5/Crp.3 m3 5

Impurity-7 / llpumecs-7 Not detected / He o6HapyxeHa Not more than 0.40 % / He 60:ee 0,40 %

Impurity-8 / ITpumecs-8 Not detected / He o6HapyeHa Not more than 0.40 % / He 6onee 0,40 %

Each unknown impurity / 0.062% Not more than 0.40 % / He 6onee 0,40 %
Enunuynas

HEeUAEeHTHQHULIHPOBAHHAS

NPUMECH

Method 2 Not detected / He o6HapyxeHa

Impurity-6 / ITpumecs-6

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

Total impurities / 0.155% Not more than 1.5 % / He 6onee 1,5 %
CymMma npumecei

8 [ Chiral purity. Cogepsxanue 99.8 % Not less than 98.0 % / He menee 98,0 %
R-u3omepa / Xupansnasn
yucrora. R-isomer

9 | Loss on drying / Iloreps B 391 % Not more than 6.0 % / He 6onee 6,0 %
Macce NPH BbICYIIUBAHUM

10 | Microbial enumeration tests / MuxpoGuo/ioruyeckas 4ucToTa

a) Total Aerobic Microbial 07 CFU/g
Count / O611iee umcio

a3poOHBIX MUKPOOPIaHH3MOB

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

b) Total Combined Yeast and
moulds count / O61iee yucio
JPOMOKEBBIX U IIECHEBBIX
rpuboB

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

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

Remarks : The Product confirms to ND/
Ilpumeuanne: [IponykT cooTBeTCTBYET TpeGoBanusm HJJ

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive / W
IMoarortoBneno: -@4 IIposepeHo: (%\@AL.——-/ OnobpeHo: Menemxkep / Pykosonutens

Date / ,,2 D Date / Date / LW

Jara: 3o ¥ Jara: 03 \ 0 }\W Jara: o5 I Pl ,

ATHENA DRUG DELIVERY SOLUTIONS PVT. LTD.

CIN : U24230MH1995PTC094546

Piot 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

CEPTHOUKAT AHAJIM3A

Product : Allerway Express, orally disintegrating tablets, 5 mg
[Tpoaykt: Annepsai Dkcnpecc, TabneTKH, UCIEPrUPYEMBIE B MOJOCTH PTa, 5 Mr

Batch No/ : 2412702 Batch Quantity / : 500,000 tab /
Cepus Ne O6bem cepuu 500,000 Ta6
Analytical Report No / : FP/24159 Date of Analysis / 1 02/07/2024
AHaJuTHYeCKUii oTueT No Jata anayiuza

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2027
JaTa npou3BoJcTBa T'ogen oo

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

Page4of 5/Crp.4u35

c) Escherichia Coli

Absent in 1 gram /
OrtcyTcTBYeTB 1 T

Shell be absent in 1 gram /
OrcyTcTBHE B 1 T

11 | Uniformity of dosage units / 2.9 The acceptance value (AV) should be less
OpnopoasocTh than or equal to 150 / [Ilokazarens
JA03HPOBAaHHUS npuemiemMoctu (AV) nomxeH ObITh He Gonee

15,0.
12 | Assay / KonngecTrseHnnoe 4.92 mg/4.92 mr 4.50 mg to 5.50 mg of C,;H,sCIN,O5-2HCI
onpejeJicHHe (98.4 %) (levocetirizine dihydrochloride) per tablet
(90.0% to 110.0% of Ilabel claim). /
Or 4,50 Mmr go 5,50 Mmr C,; H,sCIN,O5-2HCI
(leBoLeTHPH3HUHA JUTHIPOXIIOPHU) B
tabnetke (or 90,0 % g0 110,0 % or
HOMMHARLHOTO COEPKAHHS).
13 | Packaging / Ynakoska 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 Guucrep
carton pack, / Tln 10 Tatnerox n | ur (TTIA/AT/TIBX) damwru // amoMunnernit
6muctep us (ITA/AJI/TIBX) donsru | ¢oneru, namuauposantoi [19T/6ymaroi.
/fanroMuHKEBOM donery, | Ilo 1 umu 3 Gnucrepa ¢ MHCTPYKUMEH 1O
JamMuHupoBaHHoi  [IOT/6ymaroii. | npUMeHeHHUIO B NauKy KapTOHHYIO.
ITo 1 6aucTepy ¢ MHCTpYKUHEH 1O
NPUMEHEHHIO B NaYKy KAPTOHHYHO.
14 | Labeling / MapkupoBKka According to ND / B cootrsetcTBuu ¢ HJ{
15 | Storage conditions / At temperature below 25 °C. / IIpu temnepatype He Bbiiue 25 °C.
XpaneHue

16 | Shelf life / Cpok rognoctn 3 years / 3 roga

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

IMpumeuanue: [poxykT cooTBeTcTBYET TpeboBaHusaM HJJ 3akmouenne: OJOBPEHO

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

Iloarorosneno: <S¢~ ITposepeno: o\— Onob6peno: Menemxep / PykoBoauTens

/
Date / : Date / Date / ,
03020 ‘oo o LA
ara: 3 I (}h . Jlara: 03\0‘:" JHara: Cj}( ﬂw

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
CEPTUOUKAT AHAJIU3A

Product : Allerway Express, orally disintegrating tablets, 5 mg
ITpoaykt: Annepsaii Dkcnpece, TabNeTKH, JUCIEPrUpPYEMbIE B IIOJIOCTH PTa, 5 MI

Batch No/ 1 2412702 Batch Quantity / ¢ 500,000 tab /
Cepus Ne ObbeM cepru 500,000 Tab
Analytical Report No / : FP/24159 Date of Analysis / 1 02/07/2024
AHanutnueckuit oruet Ne Jara ananuza

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2027
Jlata npousBoacTBa T'onen mo

Analysis performed according ND / Ananus nposeges mo HJ: JITT-006153-190320 (amend Nel 11.11.2021 / uzm. Nel
or 11.11.2021)

PageSof 5/Ctp.5u3z 5

API name / HaumenoBanne A®C: Levocetirizine dihydrochloride / JIeolieTupusnHa AUrHAPOXJIOPUL
INN / MHH: Levocetirizine / JleBoueTupu3uH

API manufacturer batch number / 21.CD0531023

Howmep cepuu npousBoautens A®C:

FP Manufacturer API Batch number / RM23312

Homep cepnn cyGecTaHmmn
npoussogurtens I'JIdD:

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

IIpousBoantear APC, crpana: Caiimen Jla6e Jltn., Ungus
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Tporykt coorBeTcTBYET TpeOoBaHUIM HJ| 3axmouenune;: QJJOBPEHO
Prepared by / Checked by / . Approved by: Manager/Executive / @K
Iloaroroenexo: "<f§- IIposepeHo: \Q\e— | Onobpeno: Meuemxkep / PykoBogurens

/

Date / 2 (e Date / on\o oo b | Date / e
Hara: o310 % Hara: 6\ + Hara: DS’ O/;H i

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



