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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIUM3A

Product : Allerway fitm-coated tablets 5 mg
[Tponykr: AnsnepBai TabJIeTKH, NOKPLITLIC LIEHOUHOH 000104KOH), 5 MT

Batch No / 0 €2302382 Batch Quantity / : 1040300 tab/

Cepus Ne O6bem cepyn 1040300 Tab

Analytical Report No / : 890001652559 Date of Analysis / . 28/03/2023 y
AHanuTudeckni otuet Ne Jara ananusza

Date of Manufacture / 1 02/2023 Date of Expiry / : 0172026

Jlata npon3BoacTBa Tonex no

Analysis performed according ND: / Anaau3 nposeaen no HJI: JIN-004008-200820 (amend No 1 from 20.01.2022/ |
u3M. Ne | o1 20.01.2022)

Page1of4/Crp. 1 uz 4 )

Ne
1

Test / TlokazaTean

Result / PesyabTaTbl

Specification / Hopma

Description / Onncanne

Oval, biconvex, white film-coated
tablets, plain on one side and with "R
5" debossed on the other side. White
core on a cross section. / OsanbHble
JBOSKORBITYKIIBIe TAONETKH,
NOKPLITBIE TIEHOUHOI 0D0NouKOH
Oenoro UBETa, C OJHOW CTOPOHbI
ryiajikye, Ha Ipyrot cTopoHe
rpasuposka «R 5». Ha nonepeynom
pazpese spo H6enoro useta.

Cpeansisa macca

2 | Identification. Complies as prescribed /
Levocetirizine/ CooTBETCTBYET TPCOOBAHHUSM
Tloannnuocrnb.

JleBoueTHpU3HH

3 | Average weight /

131.99 mg /131,99 mr

Oval, biconvex, white to oft-white film-
coated tablets, plain on one side and with "R
5" debossed on the other side. White to off-
white core on a cross section. / OBafbHble
JROAKORKINYKNRIE  TAORETKW,  AOKPLITHIE
MJaeHoYHOW 0obonouykoii 6enoro wiu noutu
©enoro uBeTa, ¢ OHOM CTOPOHBI rIaAKHe, Ha
npyro#t cropotie rpaBupoBka «R S». Ha
ponepetHoM paspese sApo OT 0enoro 1o
nouTH BeJoro 1BETA.

The retention time of the main peak in the
chromatogram of test solution should
comply with the retention time of the main
peak in the chromatogram of levocetirizine
dihydrochloride reference standard solution
(section "Assay"). / Bpems yaepxuBaHus
OCHOBHOTO N1Ka Ha XPOMaTOrpaMme
HCNBLITYEMOTO PacTBOPA 10/KHO
COOTBETCTBOBATh BPEMEHH Y/1€PIKUBAHUS
OCHOBHOI'O NUKa Ha XpOMaTOrpaMmMe
pacTBOpa CTaHAAPTHOrO oOpasua
JIEBOLIETUPH3KHA IUTHApOXnopKaa (pasaen
«KonuuecTBeHHOE onpeaeseHHe).

1133.25 mg x4 % (127.92 to 138.58 mg) /
133,25 mr 4 % (07 127,92 no 138,58 mr)

Remarks : The Product confirms to ND/
IMpumeuanue: lNpoaykT coorsercrsyeT Tpeboanusm HJJ

.

Conclusion : APPROVED /
Jaxmouenue: OJOBPEHO

Prepared by / é&&ﬂf/Checked by / Approved by: Manager/Executive /
ﬂonromsnem:% ITpoBepeHo: C% Oﬂ‘_ﬁB‘”” M:;—a:] l)bw’ Py l}ylm lllln b 6
Date / N Date / Date /

Jara: Qq % 9/0% Jlara: 2743'205 Mara; 2’?"03"2’0 Q’S
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Allerway tilm-coated tablets 5 mg
[TpoayKkT: Annepsaii TabaeTKH, NOKPLITHIC JIEHOUHO! 060s0UKOH, 5 MT

Batch No / 0 C2302382 Batch Quantity / 1040300 tab /

Cepus No Obbem cepun 1040300 Tab

Analytical Report No / : 890001652559 Date of Analysis / : 28/03/2023 T
AHanuTH4eCKui oTyeT Ne Hara aHanu3za

Date of Manufacture / : 02/2023 | Date of Expiry / . 0172026 : o
Jlara npou3zBojcTBa ['onen no

Analysis performed according ND: / Anaaus nposeaen no HJI: JIT1-004008-200820 (amend Ne 1 from 20.01.2022 /

n3m. Ne 1 o1 20.01.2022)

B Page2 of 4/ Crp. 2 3 4
Not more than 15 min/
He Gonee |5 mun

Not less than 80 % (Q) of label claim of
{ C21H5CIN,O5-2HCI (levocetirizine

| dihydrochloride) in 20 min. / I1e meHee 80 %

(Q) oT  HOMMHANBHOTO  coaepxXaHud

4 | Disintegration / 02 min/ 02 mun
Pacnapaemoctn
5 | Dissolution / PacTBopenne Unit-1/Tabn.-1 95%
| Unit-2/ Ta6n.-2 97%
 Unit3/Tabn-3 | 99%
Unit-4 / Tabn.-4 98%
Unit-5 / Tabn.-5 97%
Unit-6 / Tabn.-6 97%

6 | Related Substances / Illocroponuue npumecu
Impurity A / Ipumecs A Not detected / He obuapykeHa

Impurity B/ ﬁpnMe%—B Less than LOQ (LOQ: 0.008%) Huxe
npeaena KoJM4eCTBEHHOTO
onpeaenenus (IKO : 0,008%)

Impurity C / Hpumecs C Less than LOQ (LOQ: 0.030%) Huxe
npeaena KoJHUeCTBEHHOrO
onpenenenus (ITKO : 0,030%)

Impurity D / [pumecs D Not detected / He oOHapyxena
Impurity E / ITpumecs E 0.03% /0.03%
.lmpurity F / Tlpumeck F Below LOD (LOD :0.014 %) / Hike

npeaena obnapyxenus (110 :0.014%)

Cr1H25sCIN20O3-2HCI (neBoueTUpH3MHA

| anruapoxnopni) uepes 20 MuH.

Not more than 0.4 % / He 6onee 0,4 %
Not more than 0.4 % / He 6onee 0,4 %

Not more than 0.4 % / He 6onee 0,4 %

Not more than 0.4 % / He 6onee 0,4 %

Not more than 0.4 % / He 6onee 0,4 %

Not more than 0.4 % / He 6osee 0.4 %

Remarks :_The Product confirms to ND/

Conclusion : A]_’PROVED /

Hpumeuanue: Hpoaykr coorsercrayer Tpedosarusim HJL Zaxmouenne: OJOBPEHO
2
Prepared by / O/ﬂ’@ Checked by / Appl:_oved byv: Manager/Executive /
Moarotosneno: | V [NpoBepeno: O otpeno: Meneasep / Pygososinmeis
Date / 2) )32 Date / 29 Date /
:ZC[ . - 20 ~2.0
Hara: - | Hara: < Jlara: 2’% ~0Z= Z& :




Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS

Product : Allerway film-coated tablets 5 mg

IIpoaykT: Annepsaii TabNeTKH, MOKPLITLIE MICHOUYHON 000J0UKOi, 5 MT
bl b

CEPTHDOHUKAT AHAJIM3A

Batch No/ 0 C2302382 Batch Quantity / 1040300 tab /
Cepus Ne Ob6bem cepuu 1040300 Tab
Analytical Report No / : 890001652559 Date of Analysis / . 28/03/2023
Ananutuueckuit oruet Ne JlaTa aHanuza

Date of Manufacture / 1 02/2023 Date of Expiry / : 0172026

JlaTa npousBoacTBa

T'onen no

Analysis performed according ND: / Anasnn3s nposeaen no HJI: JIT1-004008-200820 (amend Ne 1 from 20.01.2022 /

usm. Ne 1 o1 20.01.2022)

Page 3 0of4/Crp. 3 w3 4

Impurity RCT-3 / Tlpumecs
RCT-3

Any individual unidentified
impurity / Jliobas eunnuHas
HEUJEHTU (UM POBAHHAS
npuMech

0.09% /0.09%

BDL / perucrpaumu

Not more than 0.30 % / He 6onee 0,30 %

| Not more than 0.2 % / He Gosee 0,2 %

| Total impurities /
! CyMmMa npumeceit

0.1%/0,1%

Not more than 1.5 % / He 6onee 15%

S-isomer - not more than 1.5 %

7 | Chiral purity / Xupanbnas
YHCTOTA

8 | Loss on drying / IloTeps B
mMacce MpH BLICYHIUBAHNH

Less than LOQ (LOQ: 0.0425%)

onpejesichans (T1KO 1 0,0425%)

Huoxke n peaena KOJUYECTBCHHOTO

S-uzomep - He Oonee 1,5 %

2.3%/2,3%

Not more than 6.0 % / He 6onee 6,0 %

a) Total Aerobic Microbial
Count / Obuiee yucio
a3pOOHBIX MHKPOOPIaHU3MOB

Microbial enumeration tests*

/ MukpoOuosioruueckas uacrora®

Less than 10 CFU/g/
Menee 10KOE/r

b) Total Combined Yeast and
moulds count / O6uiee uncno
APONOKEBBIX H I1JIECHEBbIX
rpudoB

Less than 10 CFU/g/
Menee 10 KOE/r

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

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

Remarks : The Product confirms to ND/
IIpumeuanue: [1poaykT cooTBeTcTBYET TpedoBanvsm HJJ

Vo,

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

Prepared by /

/p,ﬁf’ Checked by /
=
TloarorosaeHo: 7 [1posepeno:

7

Approved by: Manager/Executive /
Onogpeno: Meunelsep / P}f’ifgm)iti-i'l‘wlh

Date /
Hara:

Dg~3-202.4

Date /
Jata:

2%a3-202%¢

Date /
Jara: Q—% ._05_2/07/5
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u3M. Ne 1 o1 20.01.2022)

CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJIM3A
Product : Allerway [ilm-coated tablets 5 mg B -
[pofykT: AnnepBsil TAONCTKH, 1HOKPLITLIE TAEHOYHOH 00010UKOH, 5 M
Batch No / 1 C2302382 Batch Quantity / 1040300 tab /
Cepus Ne Obbem cepun 1040300 Tab
- Analytical Report No / : 890001652559 Date of Analysis / . 28/03/2023 - -
AHanntHueckuit otuer Ne Hara ananusa
Date of Manufacture / - 02/2023 Date of Expiry / : 0172026 o R
Hata nponssoacrsa ["omen no

Analysis performed ac_cording ND: / Anasnus _np_OB_eneH no HJI: JI1-004008-200820 (amend Ne | from 20.01.2022 /

Page40f4/Crp. 4 uz 4

—

Absent in 1 gram /
OtrcyTcTBYyeT B 1 T

Shall be absent in 1 gram /
OrcyTcTBUE B | T

c) Escherichia Coli
10 | Uniformity of dosage units /
Oa10poOAHOCTD 03N pPOBANNS
11 | Assay / KoanuecTBennoe
onpejesenne
12 Packaging / ¥nakonka
[
13 | Labeling / MapxupoBka
14 St_orage conditions /
Xpanenne
15 | Shelf life / Cpox roanocTn

3.6/3,6

494 mg/ 4,94 mr

The acc_e;;tance value (AV) should be less
than or equal to 15.0/ [Ipuemoutioe 3navenue
(AV) nomxHo 6b1Tb He Oonee 15,0.

4.75 1§1g_to 5.25 mg of CyHasCIN,O3 2HCI
(levocetirizine dihydrochloride) per tablet. /
Ot 4,75 mr no 5,25 mr C;HasCIN;O5-2HCI

foil/aluminum foil blister. 3 blister
and a patient information leaflet in a
carton pack. / Ilo 10 Tabnerox B
onuctep u3 (ITA/AJI/IIBX) ¢onbrn /
ANOMUHUEBOH doanri. 1o
3 6amctepy ¢ MHCTpyKuued no
MTPUMEHEHHIO B NAUKy KAPTOHHYIO.

According to ND /B cooTreTcTRHM ¢

(neBollEeTMPU3HHA JUTUAPOXJIOpUA) B
TabnerTke.
10 tablets in (PA/AI/PVC) |7 or 10 tablets in (PA7AI/PVC)

o)

s

foil/aluminum foil blister. 1.

pack. / I1o 7 unu 10 Tabnerok B Gnncrep u3
(IMA/AJI/TIBX)  ¢onbrn /  anomMuHUEBOM
doabru. ITlo 1, 2 wunn oJiucrepa ¢
WHCTPYKUHEH 1O MpPHMEHEHUIO B Mauky
KapTOHHY!O.

HJT

&)
D

At temperature below 25 °C. / Ilpu Temnepartype He Bbitie 25 °C.

3 years /3 roaa

[

|

|
|
|

or 3 blisters |
and a patient information leaflet in a carton |

* Itis carried out by the manufacturer at release periodically (with an interval of one test for 10 series or at

least 1 time per year). The indicator may not be included in the firm's certificate of analysis. / * Ilpn Bbinycke

JIEKADCTBCHHOIO MNpelapaTa KOHTPOJb KavecTBa N0 NoKa3aTesio NpoBoAMTCS ¢ HHTEPBAJIOM 01HO

nenbsitanne na 10 cepuii, IJTH OOIIH pa3 B o, B 3aBIICHMOCTH OT TOro, UTO HACTYNHUT PAaHblIE.

Remarks : The Product confirms to ND/
ITpumeuanne: [1poaykT cooTBeTcTBYET TpedoBaHuam HJJ

Conclusion : APPROVED /
3axkmouenue: OJJOBPEHO

72
Prepared by / / &1 Checked by / )
[Toarorosneno: ,}%{/ﬁ [poBepeHo: %
Date / N  Date /
Hara: 2(7,(8 ?ﬂé JlaTa: 27-08-2003

Approved by: Manager/Executive /
Onobpero: Mepgurep / PyK%n,‘ulw:u,

2 cr;.cz{s'b R~

-
w2 3-02.2.02.3

Jara:




