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CERTIFICATE OF ANALYSIS

Product : Allerway film-coated tablets 5 mg

CEPTHUOUKAT AHAJIM3A

IlponykT: Annepsaii TabneTKN, NOKPBITHIE NJIEHOYHOMH 060/104KO0H, 5 MI

Batch No / : C2108999 Batch Quantity / © 1040300 tab /

Cepust Ne - O6beM cepuu 1040300 a6

Analytical Report No / : 890001537035 Date of Analysis / : 29/07/2021 |
AHanutnueckuit otuet Ne JlaTa aHanuza

Date of Manulactne / - 0772021 Date of Bxpiry / : 00/2023

Jlara nponzBojicTBa ToneH no

Analysis performed according ND: / Ananus nposeaen no HJI: JII1-004008-200820

Pagelof4/Crp. tuz 4

Ne Test / Iloxa3zaTennb

Result / PesyabTaThl

Specification / Hopma

1 | Description / Onncanne

2 | Identification.
Levocetirizine/
IMoanunnocTkb.
JleBouernpusun

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. / OBasibHbIE
J(BOSIKOBBLINTYKJIblE TaONeTKH,
NOKPBITBIE TJIEHOUHOH 0607104KOH
6enoro UBETa, C OAHOM CTOPOHBI
riajikue, Ha Ipyroi cTopoHe
rpaBupoBka «R 5». Ha nonepeynom
paspese sapo Henoro 1BeTa.

Complies as prescribed /

CooTBeTcTBYET TpeOOBaHHIM

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. / OBajibHbIE
JBOSIKOBBINYKJIBIC TabJETKU, [OKPLITHIE
MJEHOYHOH 000J104KOH 0€J10r0 WK NOYTH
6enoro 1BeTa, ¢ OJHOM CTOPOHBI TIanKue,
Ha Apyroi cropoHe rpaBupoBka «R 5». Ha
MOTIepevyHOM paspese siipo oT 6enoro 1o
nouTH 6enoro LBera.

| 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
OCHOBHOTMO IMKAa Ha  XpoMaTorpamme
UCTIBLITYEMOT O pacTBopa JOKHO
COOTBETCTBOBATh BPEMEHU YACPKHUBAHMS
OCHOBHOTO IMka Ha XpoMaTorpamme
pacTBOpa CTAaH/lapPTHOTO obpasua
NeBOUETHPU3UHA IMTHApOXaopKaa {pazaen
«KonuuecTBeHHoe onpeneseHney).

3 | Average weight /
Cpeansia macea

4 | Disintegration /
Pacnanaemoctsb

133.74 mg/ 133,74 mr

9 min/9 Mun

133.25 mg+4 % (127.92 to 138.58 mg)/ |
133,25 Mr +4 % (o1 127,92 no 138,58 mr)

Not more than 15 min/
He Gonee 15 mui

Rzmarks : The Product confirms tol_\JD_/

.

I pumeuanne: Ipoaykr cooTseTcTBYET TpeGoBaHusim HJ|

Conclusion : APPROVED /
3axmouenne: OXOBPEHO

Prepared by /
[ToarotoBneHo:
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X Checked by /

[1poBepeHo: of

Approved by: Manager
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg 1
[Tpoaykr: Adnepsaii TabneTkH, NOKPbITHIC IeHoUHON 000N0UKOoI, 5 MT B
Batch No / : C2108999 Batch Quantity / : 1040300 tab /

Cepust Ne O6beM cephn 1040300 Tab

Analytical Report No / : 890001537035 Date of Analysis / 1 29/07/2021

AnHamuTnueckuit otueT Ne Jarta aHannza

Dale of Manufacture / : 07/2021 Date of Expiry / : 06/2023

Jlara npoussojcTna Toaen no B

~Analysis performed according ND: / Ananus nposejien no HJ1: JITT-004008-200820

Page 2 of 4/ Crp. 2 n3 4

5 | Dissolution / PacTBopenHe Unit-1 / Tabn.-1 100% Not less than 80 % (Q) of label claim of |
= C121H,5CIN,05-2HCI (levocetirizine
o
Dol aC~Z fe dihydrochloride) in 20 min. / He meuee
Unit-3 / Tabn.-3 100% 80 % (Q) OT HOMMHANBHOIO COAEPKAHUS

C21H,sCIN,O3-2HCI (neBoueTHpH3NHA

Unit-4 / Tabn.-4 97%
AUTHAPOXJI0opHA) uepes 20 MuH.
Unit-5 / Tabn.-5 99%
Unit-6 / Tabn.-6 100%
6 | Related Substances / IlocTopoumnuc npuMecH
Impurity A / IIpumech A Not detected / He oGHapyxkeHa Not more than 0.4 % / He 6onee 0,4 %
Impurity B / IIpumecs B Not more than 0.4 %/ He Gonee 0,4 % |
0.01% /0,01%
Impurity C / Tlpumecs C Not detected / He oOHapy»KeHa Not more than 0.4 % / He 6onee 0,4 %
Impurity D / [Tpumecs D Less than LOQ (LOQ: 0.004%)Hwxe Not more than 0.4 % / He 6onee 0,4 %

npejiena KoJM4eCTBEHHOTO
onpeaenenus (TIKO : 0,004%)

| Impurity E / Tlpnmecs E 0.03 % /0.03% Not more than 0.4 % / He 6oaee 0,4 %

| Impurity F / [1pumecs F Not more than 0.4 % / He 6onee 0,4 %

Not detected / He oDHapyXeHa

| Impurity RCT-3 / Tpumech | Not more than 0.30 % / He 6onee 0,30 %
RCT-3 0.10% /0.10%
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
INpumeuanne: [poaykT cOOTBETCTBYET TpeOOBAHIIAM HI 3axsouenue: OJOBPEHO
pa)
Prepared by / L Checked by / Approved by: Manager

HORFOTOBHGHOiM ITposepeHo: 5 Ono6pend: Menenxkep -
B seetd) Qo feotiqg

Date / ' 99 Date/ Date /
Hata: 3| F<W Jara: A Jlara: S1-0)- Zo')/’
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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
[poaykt: Annepssi TabneTKHY, mmpm Ibie NeHOoYHOH 000/104KOil, 5 MT

Batch No / : C2108999 Ratch Quantity / : 1040300 tab /
Cepust Ne - O6beM cepum 1040300 Tab
Analytical Report No / : 890001537035 Date of Analysis / i 29/07/2021
Ananutndeckuit otuet Ne JHara ananusa

Date of Manufacture / : 07/2021 Date of Expiry / 1 06/2023
Jlata npousBopcsa ["onen 1o -

Analysis performed according ND: / Anauus uposeaen no HJI: JITI-004008-200820
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INpumeuanne: [poayxT cooTBeTe tmu Tpeboranusm HJ

Any individual unidentified |.
impurity / Jiobas caumHas BDL / perucrpaunn Not more than 0.2 % / He 6onee 0,2 %
HenJieHTupuurpoBaHHas
HPHUMECh
Total impurities / 0.1%/0,1% Not more than 1.5 % / He Gonee 1,5 %
CyMmMa npumeceit
7 | Chiral purity / Xupanbnas ‘Not detected / He 06HapyxkeHa | S-isomer - not more than 1.5 %
YHCTOTA S-u3omep - He Gonee 1,5 %
8 | Loss on drying / Ilotepsa B 1.5%/1,5% | Not more than 6.0 % / He 6onee 6,0 %
Macce NpH BhICYLIMBAHNH
9 | Microbial enumeration tests / MukpoGnojornyecKkas 4ucroTa o
a) Total Aerobic Microbial Less than 10 CFU/g/ Not more than 1000 CFU/g /
Count / Obuiee uucno Menee 10KOE/r He 6onee 1000 KOE/r
a3pOGHBIX MUKPOOPTaHU3MOB
b) Total Combined Yeast and Less than 10 CFU/g/ Not more than 100 CFU/g /
moulds count / O61uee uncino Metee 10 KOE/r He 6onee 100 KOE/r
JIPONOKEBLIX Y TIIIECHEBBIX
rpuboB
¢) Escherichia Coli Absentin 1 gram/ Shell be absent in 1 gram /
OrcyTcTBYeTB I T OrcytcTBUE B 1 T
10 | Uniformity of dosage units /| 2.712,7 | The acceptance value (AV) should be less
OaHOPOAHOCTh A03HPOBAHUS than or equal to 15.0 / Ilpuemounoe
snadenne (AV) momkHo ObITh He Oolfee
15,0.
11 | Assay / KonnuecrBennoe | " 4.96 mg /4,96 mr 4.75 mg to 5.25 mg of C3/HasCIN,05-2HCI |
onpeaejenne (levocetirizine dihydrochloride) per tablet. /
Ot 4,75 mr a0 5,25 mr C2HysCIN,O3 2HC|
(1eBoleTUPH3KMHA  [IMTHAPOXJOpHA) B
TadJIeTKe.
Remarks : The Product confirms to ND/ B Conclusion : APPROVED / T

3axmouenne: OJIOBPEHO

Prepared by / (g (hed\cd by / Apploved by: Manager
[MoaroroBneHo: V [TposepeHo: <7C unupum Mf HemKep o f@pM
Date / 8 S Date / Date/
o
Jara: @ }—@ Hara: Sherioey JaTa: 8 |— ,)"' w)/,
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CERTIFICATE OF ANALYSIS
CEPTH®HUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg ]
[poayicr: Auniepsoii TaGleTkH, NOKpPLIThIE NNEHOYHOH 060I0UKOH, 5 MT o
Batch No / : C2108999 Batch Quantity / : 1040300tab/
Cepust Ne Obbem cepin 1040300 Ta6
Analytical Report No / : 890001537035 Date of Analysis / : 29/07/2021 -
AHnanuTuueckuii oruer No Jlara ananuza
Date of Manufacture / : 07/2021 Dalc of Expiry / : 06/2023
Hara npoussoncrsa I'onen 110 -

| Analysis performed according ND: / Ananma nposejien no HJL: JITT-004008-200820 - -
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12 | Packaging / YnaxoBka

10 tablets in (PA/AI/PVC)
foil/aluminum foil blister. 3 blisters and
a patient information leaflet in a carton
pack. / ITo 10 Ta6nerok B 6mucrep u3
(ITA/AJI/TIBX) ¢donbru /
amoMuHNeBoi gonbrn. ITo 3 Gnucrepa
C HHCTPYKUHMEH 1O TNpUMEHEHHI0 B

7 or 10 tablets in (PA/AI/PVC)
foil/aluminum foil blister. 1, 2 or 3 blisters
and a patient information leaflet in a carton
pack. /Tlo 7 unn 10 Tabaetok B 6aucrep u3
(ITA/AJI/TIBX) donbru / amomuuMenoit
doneru. Tlo I, 2 wnm 3 6nucrepa c
MHCTPYKUMEH 110 NPUMEHEHWH) R nauky

1aYKy KapTOHHYIO. KapTOHHY!O.

13 | Labeling / Mapkuposka According to ND / B cootserctBun ¢ HJl

14 Storage conditions / At temperature below 25 °C. / Ilpn Temnepatype He Bbitue 25 °C. N
XpaHenue

15 | Shelf life / Cpok roanoctn 2 years /2 roga o

rRemarks : The Product confirms to ND/

ITpumenanne: INpoaykr cootsetcTByeT TpeboaHuam H/
>

Conclusion : APPROVED /
3akatuenne: OJJOBPEHO

Prepared by / W Checked by / Approved by: Manager
[oarorosneHo: ITposepeno: ?9 Onobpenio: Megetep “
_ -Pecu.n&gi) e ooy
Date / | Date / Date /
. - .- L0~
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