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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg
IponykT: Annepsait TabneTku, NOKPbIThIE MIEHOUHOA 060104KOMH, 5 MT

Batch No / : C2300284 Batch Quantity / 1040300 tab /
Cepns No - ! : O06sem cepuu 1040300 Tad
Analytical Report No / : 890001640993 Date of Analysis / : 23/01/2023
AHanuTHuyeckuit oTyeT Ne Jlata ananusa

Date of Manufacture / :.12/2022 Date of Expiry / 11/2025
[ata npou3BoacTea I'open no '

n3m. Ne | ot 20.01.2022)

Analysis performed according ND: / Ananu3 nposenen nmo HJ: JIT1-004008-200820 (amend Ne 1 from 20.01.2022 /

Page 1 of4/Crp.1 m3 4

Ne Test / ITokazarenn Result / PesyabTaThi Specification / Hopma

1 | Description / Onucanne Oval, biconvex, white film-coated Oval, biconvex, white to off-white film-
tablets, plain on one side and with "R | coated tablets, plain on one side and with "R
5" debossed on the other side. White | 5" debossed on the other side. White to off-
core on a cross section. / OBanbHble | white core on a cross section. / OsanbHble
JBOSIKOBBINYKJIbIE TaONETKH, IBOSKOBbINYKJIbIE  TabNETKH,  NOKPLITHIE
NOKpPLIThbIE NJIEHOUHOH 0060J101KOH nIeHo4YHol obonoukoil Henoro wnu noytH
6enoro uBeTa, ¢ OAHOMN CTOPOHBI 6enoro 1BeTa, C 0AHOI CTOPOHBI rIafKHe, Ha
rnagkue, Ha 1pyroii CTopoHe Jpyroii cTtopoHe rpaBupoBka «R 5». Ha
rpaBHpoBka «R 5». Ha nonepeunom | nonepeyHoMm paspesze siupo oT Genoro no
paspese sapo benoro 1BeTa. noyTH Henoro LBeTa.

2 | Identification. Complies as prescribed / The retention time of the main peak in the
Levocetirizine/ CootBeTtcTBYET TpeboBaHUSIM chromatogram of test solution should comply
IonnHHOCTD. with the retention time of the main peak in the

_JleBoueTnpusnu chromatogram ~of levocetirizine
dihydrochloride reference standard solution
(section "Assay"). / Bpems ynepxkuBaHis
OCHOBHOTO MNHKa HA  Xpomartorpamme
UCMBITYEMOro pacTBopa JONKHO
COOTBETCTBOBATbH BPCMEHH  YACP/KWUBAHHS
OCHOBHOrO NMHKA Ha  XpomMarorpamme
pacTBopa CTAHRApTHOIO oOpasua
JIeBOLIETHPU3NHA ANTHAPOXTOpHAa (pa3znen
«KosnnyecTBeHHOE OnpeneneHuen).

3 | Average weight / 131.80 mg / 131,80 mr 13325 mg+ 4 % (127.92 t0 138.58 mg) /
Cpennss macca 133,25 Mr£4 % (o1 127.92 10 138.58 mr)

Remarks : The Product confirms to ND/
Tlpumeuanne: [TpoaykT cooTBeTcTBYET TpeGoBanuam HJI

Conclusion : APPROVED /
Zaknouenne: OJJOBPEHO

Prepared by /
]_lO,Ell'OTOBJ'lCHOZ' Q,

Checked by /

Approved by: Manager/Executive /

[1poBepetio: Qv\ﬁ Oa06peno: Mene kep i PyvRoBoTHTEe L
: S —— | frdoe) Ron flectuy
Date / Date / Date /
) -202:2 -
Tara: 25c) -3¢ Tlara 05-0(-2023 | Jlara: 2.X-0l-202273
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
ITponyxT: Annepsaii TabneTkH, MOKPBITbIE MIEHOUHOH 060NOUKOH, 5 M

Batch No / : C2300284 Batch Quantity / 1040300 tab /
Cepus Ne- Co e Obbem cepnn 1040300 126
Analytical Report No / ' 890001640993 Date of Analysis / : 23/01/2023
AHanuTuueckuii oryet No JlaTa aHanuza

-Date of Manufacture / :.12/2022 Date of Expiry / : 112025
Hara npousBoacTsa ' Tonen no

Analysis performed according ND: / Ananns nposegen no HJ/I: JIT1-004008-200820 (amend Ne 1 from 20.01.2022 /

u3Mm. Ne 1 o1 20.01.2022)
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4 | Disintegration /
Pacnapaemocts =

06 min /06 mun

Not more than 15 min/
He 6onee-15 MuH

5 | Dissolution / PacTBopenne Unit-1/Ta6n.-1 99%
(Stage - 1) Unit-2 / Tabsn.-2 90%
Unit-3 / Tabn.-3 100%

Unit-4 / Ta6n.-4 98%

Unit-5 / Tabn.-5 83%

Unit-6 / Tabn.-6 96%

(Stage — 2) Unit-7 / Tabn.-7 94%
Unit-8 / Tabn.-8 92%

Unit-9 / Ta6n.-9 95%
Unit-10/ Tabn.-10 95%"

Unit-11/Ta6n.-11 81%

Unit-12 / Tabn.-12 93%

Average 93%

Not less than 80 % (Q) of label claim of
C11H»5CIN>O5-2HCI (levocetirizine
dihydrochloride) in 20 min. / He menee 80 %
(Q) OT  HOMMHANLHOrO  COAEPIKAHHS
C21HasCIN,O3-2HCI (neBoueTHpU3UHa
auruapoxnaopun) yepes 20 MuH.

6 | Related Substances / [TocTopo

HHHE NpHMecH

Impurity A / Ilpumecs A

Not detected / He obHapyKeHa

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

Impurity B/ Ipumecs B

0.02% /0.02%

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

Impurity C/ ITpumecs C

Not detected / He odHapykeHa

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

Remarks : The Product confirms to ND/
IIpumeuanue: [poaykT coorBeTcTBYET TpeboaHHam HJT

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / - Checked by / Approved by: Manager/Executive /
[ToaroToBnexo: [TposepeHo: AN 7 Oaoopeno: Menekep / PykosoauTenb

: S celal g Rectht
Date / 0 Sef - Q - Date / Date /
Jata: 1 22 JaTa: 05-01~2025 JaTa: 2 £-0|-202.3
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CERTIFICATE OF ANALYSIS

CEPTHDOHUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg

IpoayxT: Annepeaii TabneTkH, MOKPbITbIE NAEHOUHON 060104KOMH, 5 MI

Batch No/ : C2300284 Batch Quantity / : 1040300 tab /
CepusNe - ' . Obsem cepun 1040300 Tab
Analytical Report No / - 890001640993 Date of Analysis / 1 23/01/2023
AHanuTtnyeckuii otyert Ne Hara ananuza

Date of Manufacture / :.12/2022. Date of Expiry / 11/2025

Hata npoussoactea

I'open no

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

u3M. Ne 1 o1 20.01.2022)
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Impurity D / Ilpumecs D

Impurity E / Tlpumecs E

Impurity F / ITpumecs F

RCT-3

Any individual unidentified
impurity / Jliobasg eanHuyHas
HeUAeHTHGULLIMpOBatiHas
NpUMech

0.02% /0.02%
Not detected / ne obHapyxeHa

Impurity RCT-3 / Tlpumecs | 0.06% /0.06%

BDL / peructpaunn

Not detected / He obHapyxeHa

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 0.30 % / He 6onee 0,30 %

Not more than 0.2 % / He 6onee 0,2 %

Total impurities /
Cymma npumeceii

0.1%/0.1%

Not more than 1.5 % / He 6onee 1,5 %

7 | Chiral purity / Xupaabnas
YHCTOTA

Less than LOQ (LOQ: 0.0425%)
Huske npeaena konuuecTBeHHOr O
onpenenenus (IKO : 0,0425%)

S-isomer - not more than 1.5 %
“S-n3omep - He Honee 1,5 %

8 | Loss on drying / Tloteps B
mMacce 1Py BbICYNIHBAHUH

24%/2.4%

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

9 | Microbial enumeration tests* / MukpoGnosiornyeckas uncrora*

a) Total Aerobic Microbial
Count / Obiee uncno
a3poOHbIX MUKPOOPTraHH3MOB

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

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

b) Total Combined Yeast and
moulds count / O6uwee yucno
L POOKEBBIX H NECHEBbLIX
rpudoB

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

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

Remarks : The Product contirms to ND/
INpumeuanne: [poaykT cootTseTcTBYET TpedoBannsam HJI

D

Conclusion : APPROVED /
3akmouenne: O OBPEHO

Prepared by /

e y Checked by /
[ToaroTosaeHo: ﬂpOBLpeiliz \,\ﬂ

Approved by: Manager/Executive /
Ono0peno; MLHL wkep / PygosoauTes

Ade= }?Qﬂ/ﬂ- Vo sty

Date / D s >202\g Date /

Jlara:
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg
[TponykT: AnnepBaii TabneTku, NOKPLITLIE NNEHOYHOH 060A0YKOH, 5 M

Batch No / : C2300284 Batch Quantity / 1040300 tab /
Cepus Ne - S - Ofvem cepun 1040300 Tab
Analytical Report No / : 890001640993 Date of Analysis / : 23/01/2023
AHanuTHyecknli oTueT Ne Jarta ananu3za

-Date of Manufacture / :.12/2022 Date.of Expiry / 11/2025
JlaTa nponsBoacTBa - Tonen 10

Analysis performed according ND: /AHaJm3 nposegen no H: JIT1-004008-200820 (amend Ne 1 from 20.01.2022 /

u3m. Ne 1 o1 20.01.2022)
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c) Escherichia Coli - Absent in 1 gram / Shall be absent in 1 gram /
OtcyTcTByeTB 1 T OrcyrctBe B I 1
10 | Uniformity of dosage units / 1.8/1,8 The acceptance value {AV) should be less
OnHopoaHocTb 103MpoOBanuUs than or equal to 15.0/ [1premouHoe 3Hauenue
(AV) nomkHo ObITh HE Donee 15,0.
11 | Assay / KonnuecrBeHnHoe 4.94 mg/ 4,94 wmr 4.75 mg to 5.25 mg of C»HasCIN,O5-2HCI
onpeaeeHue (levocetirizine dihydrochloride) per tablet. /
Ot 4,75 mr no 5,25 mr Cs Ha5CIN;O5-2HCI
(neBoueTHpH3UHA JUTHAPOXNOPHA) B
TabneTke.

12 | Packaging / YnaxkoBka 10 tablets in  (PA/AI/PVC) |7 or 10 tablets in (PA/AI/PVC)
foil/aluminum foil blister. 3 blister | foil/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. / Ilo 10 tabnetok B | pack./[lo 7 unu 10 Tadnetok B 6aucTep u3
6aucrep u3 (IIA/AJI/TIBX) donwru / | (TIA/AJ/TIBX)  doabrn /  anomMHHUEBOH
anoMyHueBod donbru. To | donbru. Ilo I. 2 wunu 3 6aucrepa c
30naucTepy € MHCTPYKUMEH MO | MHCTpYKUWeH MO NpHMEHEHWIO B TadkKy
NPUMEHEHHIO B NAYKY KApPTOHHYIO. KapTOHHY1O.

13 | Labeling / MapknpoBka According to ND / B coorsetcTBHn ¢ H]T

14 | Storage conditions / At temperature below 25 °C. / T1pu TemnepaType He Bbille 25 °C.

XpaHeHue
15 | Shelf life / Cpok ronHocTn _3 years /3 rona o

* It is carried out by the manufacturer at release periodically (with an interval of one test for 10 series or at
least I time per year). The indicator may not be included in the firm's certificate of analysis. / * Ipn Bbinycke

JEKAPCTBEHHOT 0 NpenapaTa KOHTPOJIb Ka4ecTBa MO NoKa3areio NPpoOBOAHTCSI € HHTEPBAJAOM O0AHO
HcenbiTaHue Ha 10 cepuﬁ, 1IUHI OANH pa3 B 1011, B 3aBHCHMOCTH OT TOI0, 4TO HACTYNIT pPaHblle.

Remarks : The Product confirms to ND/
Tpumeuanne: [poaykT cootseTcTBYeT TpeGoBanuam HJI
et |

Conclusion : APPROVED /
3aknmouenune: OJOBPEHO

Prepared by / OW{/ Checked by / Approved by: Manager/Executive /
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