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CERTIFICATE OF ANALYSIS
CEPTHMOHUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg

TTpoayKT: Annepsail TaONETKH, LIOKPLITBLIE 11eHOUHOH 000510UKOoil, 5 M
: 2303758

Batch No /
Cepus Ne

Analytical Report No /
AHannutnueckuil otuet Ne

: 890001658028

' Batch Quantity /
Ob6bem cepuu

JlaTa ananuza

| Date of Analysis /

1040300 tab /
1040300 Tab

18/04/2023

Date of Manufacture /
JaTa npoussoacraa

: 03/2023

' Date of Expiry /
["open ao

: 0272026

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

uzM. Ne 1 o1 20.01.2022)

Ne | Test / ITokazaTenn

Page1of4/Cip. 1 n3 4

Result / Pesyn LTATDI

1 Descri_ption / Onncanme

Identification.
Levocetirizine/
IHoanuunocTs.
Jlesouerupnsuu

Average weight /
Cpeansisi Macca

Specification / Hopma

Oval, biconvex, white film-coated
tablets, plain on one side and with "R
5" debossed on the other side. White
core o1 a cross section. / OBanbHble
JIROAKORKINYK MKIE TAONETKH,
NOKPBITbIE MIEHOUHOH 0005104k
0enoro uBeTa, ¢ OAHOU CTOPOHbI
raaakue, Ha Apyroii cTopolie
rpaBupoBka «R 5». Ha monepeunom
paspese siapo 6enoro uBeTa.

Complies as prescribed /
CootrseTcTBYeT TPeOOBAHHUAM

132.20 mg / 132.20 mr

Oval, biconvex, white to off-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. / OsasibHbic
NROSKORKITYKITHIE  TAORETKHM,  NOKphITHE
nneHouHol 000JI0uKoH Oenoro unu nouTu
0enoro UBeTAa, ¢ OJIHOM CTOPOHBI rNajkue, Ha
Apyro#l ctopone rpasupoBka «R 5». Ha
norepevyHoM paszpese siIpo OT Oenoro Ao
nouTtH 6esoro LBeTa.

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 yaepxuaHus

| ocrHoBHOro NMKa Ha xpoMmarorpamme
| ucnbiITyemMoro pactsopa A0/MKHO

COOTBETCTBOBATL BPEMEHW YICPIKUBAHHSI
OCHOBHOTO NyKa Ha XpoMaTorpamme
pacTBopa cTaHAapTHOro obpasua
JIEBOLIETUPH3HHA INTHAPOXJIOpUAA (pa3sien
«KonunuecTBeHHOE OnpeacneHren ).

133.25 mg +4 % (127.92 to 138.58 mg) /

133,25 mr =4 % (o1 127,92 no 138,58 mr)

Remarks : The Product confirms to ND/
Ilpumeuanue: [poaykT cooTBeTcTBYET TpeGoBatmam FHJ|

P

Conclusion : APPROVED /
Zaxmouenune: OJOBPEHO

Prepared by /

o]

Checked by /

Approved by: Manager/Executive /

[Toarorosneno: W/ Ilposepeno: (@. Opobpeno: Menepxep / PykoBoanTenb >
-

Date / 19K, - Date/ o0y . Date / 0L xpR

Jlata: q 4 /’ﬁ% Jlara: F 902023 JlaTa: et A




[ 1)
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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

Product : Alferway film-coated tablets 5 mg
[Tpoaykt: Annepeoit TabACTKH, NOKPLITLIC NICHOUHOH 000104KOH, 5 M

u3m. Ne | or 20.01.2022)

Batch No/ : C2303758 Batch Quantity / 1040300 tab /

Cepus Ne Obbem cepun 1040300 Tab

Analytical Report No / : 890001658028 Date of Analysis / 18/04/2023 -
AHanutTHyeckuit oryet No Jara aHanu3za

Date of Manufacture / : 03/2023 Date of Expiry / : 02/2026

JlaTa npouzBoacTsa ["oneH po

Analysis performed according ND: / Ananus nposenen o HJI: JI[1-004008-200820 (amend N 1 from 20.01.2022 /

|

i Impurity C / [Tpumect C
Impurity D / T1pumecs D

Impurity E / Npumecs E

' Impurity F / [Tpumecs F

Impurity RCT-3 / Ilpumech
| RCT-3

Page2 of 4/ Crp. 2 u3z 4

Not more than 15 min/
He 6onee 15 Muu

Not less than 80 % (Q) of label claim of
| C21H2sCN;03-2HC (levocelirizine
| dihydrochloride) in 20 min / He menee 80 %
[(Q) or  HOMMHANLHOrO  comepXKalims
C21H25CIN2O3-2HCI (neBoueTHpH3nHA
ANTUApOXAopUA) uepe3 20 MUH,

4 | Disintegration / o 09 min /09 mu
Pacnagaemocts
5 | Dissolution / PacrBopenue Unit-1/ Ta6u.-1 98%
| Unit-2 / Ta6n.-2 94%
- Unit-3/ Ta6n.-3 98%
Unit-4 / Tabn.-4 98%
- Unit-5/ Ta6n.-5 97%
Unit-6/Tabn.-6 |  96%
6 | Related Substances / TTocroponnue npumecu
Impurity A / ITpumecs A Not detected / He oGHapyxeHa
Impurity B/ [pumecs B 0.02% /0,02%

Not detected / e obHapyxeHa

|Less than LOQ (LOQ: 0.004%) Hixe
npeﬂeﬂa KOJIMYECTBEHHOIO
onpeaenenns (ITKO : 0,004%)

0.04% /0,04%

Below LOD (LOD :0.014 %) / Huxe
npeaena obHapyxxenus (110 :0.014%)

0.07% /0.07%

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 6os1ee 0,4 %

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

Remarks : The Product confirms to ND/
IMpumenanne: [NpoaykT cootBeTcTBYET TpeGoBanmsam HJJ

)

.

Conclusion : APPROVED /
3axkmwouenne: OJOBPEHO

Prepared by / p {)ﬂ,ﬁb‘z Checked by / Approved by: Manager/Executive /
IoaroTosneHo: Cjé';ﬁ,’;// ITposepeto: Ono0peHo: MeHemkep / PykoBoanTesns 5
Date / 04 ~Qp) 2| Date/ Date / @ TPy ST
JlaTa: 9 ﬁ 22 Jara: [9od 2023 Jlata: "
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg
[TpoaykT: AniepBaii TabNETKH, NOKPLIThIE NEHOYHOH 060J1I04KOi, 5 MT

Jlat

Analysis performed according ND: / Ananus nposeaen no HJI: J111-004008-200820 (amend Ne | from 20.01.2022 /

HU3M

l

| Loss on drying / Iloreps B
[ Macce npu BLICYLIHBATIHE

a NpoM3BOJCTBA ["onex no

. Ne 1 ot 20.01.2022)

Batch No / . C2303758 Batch Quantity / 1040300 tab /

Cepus Ne Obbem cepun 1040300 Tabd

Analytical Report No / : 890001658028 | Date of Analysis / . 18/04/2023 |
AHanuTHueckuit otyer No 1 JlaTa aHanuza

Date of Manufacture / 0 03/2023 | Date of Expiry / ¢ 02/2026

Page 3 of 4/ C1p. 3 uz 4

Any individual unidentified | BDL / peructpaumnu
impurity / Jliobas eauHuunas
HenueHTH (MUY poBaHHas
pUMech

!
Total impurities / 10.1%/0,1%

Cymma npumeceii |

Not more than 0.2 % / He 60nego,2 %

Not more than 1.5 %/ He_6_0ﬂgl,5 %

[Less than LOQ (LOQ: 0.0425%)
HM)KC npeneﬂa KOJIMYECCTBEHHOTO
onpeaenennst (INKO : 0,0425%)

Chiral purity / Xupansnas
UHCTOTA

2.8%/2,8%

Microbial enumeration tests* / Muxkpo0ouojoryueckas yncrora®

a) Total Aerobic Microbial Less than 10 CFU/g /
Count / Ob1ee uucio Menee 10KOE/r
a3pPOOHbIX MUKPOOPTaHM3MOB

S-isomer - not more than 1.5 %
S-n3omep - He 6onee 1.5 %

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

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

b) Total Combined Yeast and
moulds count / Obuiee uncino
JPOJOKEBbIX M INECHEBBIX
rpndos

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

Not more than 100 CFU/g /
He 0osnee 100 KOE/r

[Remarks : The Product confirms to ND/
IMpumeuanue: [Ipoaykt coorseTcTBYeT Tpebosaniism HJ|

¢

Prepared by /
Ioarorosneno:

Checked by /
ITposepeno:

N 2
CEYZ

Conclusion : APPROVED /
3aknwuenne: OJOBPEHO

Approved by: Manager/Executive /
Ono6peno: Meneaxkep / Pykosoantens, S5

Ha

Date /

Date /

/ qPDA r 202 Jlata:

[ oY ~102

Ta:

Date /
Hara:

UG-0L ST
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Product : Allerway film-coated tablets
[ponyxT: Annepgaii tabaerku, nokps

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A

Smg

ITble NACHOUHOI 000N0UYKON, 5 MT

Batch No / 0 2303758 | Batch Quantity / 1040300 tab /

Cepus Ne Obbem cepuu 1040300 Tab

Analytical Report No / : 890001658028 Date of Analysis / 18/04/2023

AHanUTHYECKUH oTueT No Jlata ananuza

Date of Manufacture / : 03/2023 Date of Expiry / . 02/2026 T
Jlata npousBoacTea ['onen no

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

u3M. Ne 1 o1 20.01.2022)

Page 4 of 4/ Crp. 4 n3 4

¢) Escherichia Coli Absent in | gram / Shall be absent in 1 gram / ]
OrcyrerByer B | 1 OrcyrctBre B I T
10 | Uniformity of (_losage units /| 2.1/2,1 The acceptance value (/_\V) should be less
OaHopoanocTh 103upoBaHUs than or equal to 15.0 / TlpueMounoe 3nauenue
(AV) nomxuo ObITh He Honee 15,0.
11 | Assay / Kosunuec sennoe 5.00 mg/ 5,00 mi 1475 mg W 525 mg of CoHpsCIN.O5-2HC |
| onpejaenenue (levocetirizine dihydrochloride) per tablet. /
: Ot 4,75 mr po 5,25 mr CyH,sCIN,O3-2HCI
(neBoueTupu3nHa  ANTMAPOXIOPHU) B
TabneTke.
" _ ; ; -
| 12 | Packaging / ¥Ynakopka 10 tablets n (PA/AI/PVC) ; 7 or 10 tablets in  (PA/AI/PVC)
foil/aluminum toil blister. 3 blister | toil/aluminum foil blister. 1, 2 or 3 blisters
and a patient information leaflet in a | and a patient information leaflet in a carton
carton pack. / [lo 10 Tabnetok B | pack./TIlo 7 unu 10 Tabnetok B Gaucrep u3
oanctep n3 (INA/AJI/TIBX) donsru / | (TTA/AJVTIBX)  donbru /  anioMuHHEBOV
QAIOMITHHEBOIT (ponbru. Mo | onerun. Tlo 1, 2 wam 3 OGumcrepa ¢
3 6nucTepy ¢ MHCTpYKUMEH 1O | MHCTpYKUMEH [0 TPUMEHEHWIO B MNauky
MPUMEHEHHUIO B NAUYKY KapTOHHYIO. KapTOHHY!O.
13 | Labeling / MapkupoBka According to ND / B cootBerctBuu ¢ HJL N
14 | Storage conditions / At temperature below 25 °C. / I'lpu Temneparype He Boiiue 25 °C.
Xpanenue
15 | Shelf life / Cporz ro/lHOCTH 3years/3 roma - l
' * It is carried out by the manufacturer at release periodically (with an interval of one test for 10 series or at o
least 1 time per year). The indicator may not be included in the firm's certificate of analysis. / * [Ipn BbInycKce
JIEKapCTBEHHOI 0 NPenapaTa KOHTPOJ/Ib KAYECTBA 110 M0KA3ATENI0 NPOBOAHTCS ¢ HHTEPBAJIOM 04HO
HenbiTanue Ha 10 cepnﬁ, HJIN 01N pa3 B rof, B 3aBHCHMOCTII OT TOI0, 4TO HACTYNHUT paHbLLIe.
Remarks : The Product confirms to ND/ C(_)nclusion : APPROVED/ o
Ipumeuanne: INpoaykt cooTseTcTByeT TpeGosanuam HJJ 3akaouenne: OJOBPEHO
L) ') -
Prepared by / ﬂ()./)"" Checked by / Approved by: Manager/Executive /
ﬂourmosnemr%fé)// I1posepero: .ﬁ)—— Onobpeno: Menemxkep / Pykosoanten, >
7
Date / | CI~04 - 9 ) 3 Date / - Date / LGPy A3
Jara: 9 4 Hara: 1904 ~202=> JlaTa:




