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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
ITpoaykT: AsepBoii TabNEeTKH, MOKPBITbIE MJICHOUHOKH 000JI0UKOH, 5 MI

Batch No / : C2305257 Batch Quantity / 1040300 tab /
Cepust Ne O6bem cepun 1040300 Tab
Analytical Report No / : 890001664360 Date of Analysis / 1 26/05/2023
AHanutuuecknii otyer No Jlata ananuza

Date ot Manufacture / : 04/2023 Date of Expiry / 0 03/2026
Jlara npousBojcTBa ['open no

Analysis performed according ND: / Ananus nposegen no HJ: JITT-No(001333)-(PI'-RU)-251022

Page1of4/Crp. 1134

No Test / IlokaszaTennb

Result / PezyabTaThl

Specification / Hopma

1 | Description / Onucanne

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. / OpaybHble

JIBOSIKOBBITTYKJIbIE TaONETKH,
MOKPbITbIE  MJIEHOYHOH  000JI0UKOH
Oejoro 1BeTa, C OJIHOH CTOpPOHBI
TNajkneé, Ha  Jpyrod  CTOpPOHE

rpasupoBka «R 5». Ha nonepeunom
paspese siApo Oenoro uBera.

Oval, biconvex, white to off-white, film-
coated tablets plain on one side and engraved
with “R 57 on the other side. White to off-
white core on a cross-section. / OBajibHble
JIBOSIKOBBINYKJIbIE  TaOJETKH,  TIOKPbITbIE
NJAEHOYHOH 000J10UKONH O€sIoro Wu MouTH
0eJI0ro 1BETa, C O/IHON CTOPOHBI MajKHe, Ha
Apyroil cropone rpasupoBka «R 5». Ha
NoNepeyHoM paszpese syipo oT 6esioro a0
MoYTH OE0ro LBETA.

2 | Identification
Levocetirizine/
Unentnduxanns

J]CBOllCTle’BH H

Complies as prescribed /
CooTBETCTBYET TpeOOBAHUSIM

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 ynepxuBanusi
OCHOBHOrO  TMKa Ha  XpoMaTorpamme
HCMBITYEMOro pacTsopa JIOJKHO
COOTBETCTBOBATL  BPEMEHH  YJIEPIKUBAHUS
OCHOBHOIO  NHKa Ha  XpoMmMaTorpamme
pacTBopa CTaHJIAPTHOTO obpasua
JIEBOLICTHPH3HHA JIHTHAPOXJOpHAA (pasjed
«KonunuecTBeHHOE Orpe/iesieHuey).

3 | Average weight /
Cpennsist macca

133.12 mg /133,12 mr

4 | Disintegration /
Pacnapaemocrhb

04 min /04 mun

133.25 mg + 4% (between 127.92 and
138.58 mg)/

133,25 mr +4 % (o1 127.92 no 138,58 mr)

Not more than 15 min/
He Gosiee 15 mun

Remarks : The Product confirms to ND/
Ipumeuanune: Ipoaykr cootBeTcTBYET TpeboBaHMsIM H /]

Conclusion : APPROVED /
Zakmouenne: OJJOGPEHO

Prepared by /

= a/é/( T Checked by/ ),

[Tonrororneno: g&?/

ba>

[TpoBepeHo:

Approved by: Manager/Executive /
Onodpeno: Menejukep / PykoBoanTeb
% ) =

Date /
Jara:

/Q ~06-20).3

Date /

A ~O6~LOLY
Jlara: \A -0t oL

Date /

Jlara: ‘Gt
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg
[TponyxT: AjuiepBai TaONETKH, MOKPLITHIE TJICHOUHOH 000JI04KON, 5 MI

Batch No / : C2305257 Batch Quantity / : 1040300 tab /
Cepust Ne O0bem cepun 1040300 Tab
Analytical Report No / : 890001664360 Date of Analysis / : 26/05/2023
AHanutnueckuit otyet No Jlata ananuza

Date of Manufacture / : 04/2023 Date of Expiry / 0 03/2026
Jlata npousBoscTBa I"onen jo

Analysis performed according ND: / Ananm3s nposeaen no HJI: JITT-Ne(001333)-(PI-RU)-251022

Page 2 of 4/ Ctp. 2 13 4

5 | Dissolution / PacTBopenne Unit-1/Ta6mn.-1 97 % NLT 80% (Q) of label claim of levocetirizine
Uniia / Ta6na 102 % dlhzdrochlorlde after 20 min.. / He menee
80 % (Q) oT HOMMHAJILHOrO CcoJepKaHusl
Unit-3 / Ta6n.-3 100 % JEBOLETHPU3HHA  AMTHAPOXJIOpUAA uepe3
Unit-4 / Ta6n.-4 999, | 20
Unit-5/ Tabn.-5 102 %
Unit-6 / Tabn.-6 100 %

6 | Related Substances / Pojcrsennbie npumecu

Impurity A / Ilpumecs A

Not detected / He oGHapysKkeHa

Impurity B / [1pumecs B

0.01%/ 0,01%

Impurity C / I1pumecs C

Not detected / ne oGnapy»kena

Impurity D/ Ilpumecs D

Impurity E / [1pumecs E

Impurity F / [1pumecs F

Impurity RCT-3 / Tlpumech

RCT-3

Not detected / He obHapyxkena

0.04%/0,04%

Below LOD (LOD = 0.014 %) / Huxe
npenesia ooHapyxenus (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 conee 0,4 %

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

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

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

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

Remarks : The Product confirms to ND/
Ipumeuanne: [ponykt coorsercTByeT TpeboBatinsm HJl

Conclusion : APPROVED /
3axkmouenne: OJOBPEHO

Prepared by /
[Toprorosneno:

Checked by /

[Tposepeno: @@\

Approved by: Manager/Executive /
Onobpeno: MCHCLI)KG{_);B)’KOBOHH'I‘CI] b

Date /
Jlara:

I (’)“C)Q - 2(72% Date /

JlaTa:

Date /
Jara:
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CERTIFICATE OF ANALYSIS

CEPTHUOUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
Ilpoaykr: Annepaii TabaeTku, NOKPbIThIE MICHOUHOH 000N0UKOH, 5 MI"

Batch No / 0 C2305257 Batch Quantity / : 1040300 tab /
Cepust Ne O6beM cepun 1040300 Tad
Analytical Report No / : 890001664360 Date of Analysis / 1 26/05/2023
AHanuTuyecknit otuer Ne Jlara ananusza

Date of Manufacture / : 0472023 Date of Expiry / 0 03/2026
Jlata npousBojicTBa ["onen 1o

Analysis performed according ND: / Anasn3s nposenen no HJI{: JITT-Ne(001333)-(PI-RU)-251022
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Any individual unidentified
impurity / Jliobasi epnnnunas
HEUJICHTH (UL POBAHHAS
npHMech

BDL / perucrpatn

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

Total impurities /
CymMa npumeceii

0.1%/70,1%

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

Chiral purity / Xupansnas  |Less than LOQ (LOQ: 0.0425%) S-isomer - not more than 1.5 %
YHCTOTA Hipke npejena KoJauMyecTBEHHOTO S-nzomep - He Oonee 1,5 %
onpeaenenns (ITKO : 0,0425%)
8 | Loss on drying / IToreps B 1.6 % 1,6% Not more than 6.0 % / He 6onee 6,0 %
mMacce npH BbICyIHBAHNN
9 | Microbial enumeration tests* / Mukpo0ounonornueckas ynerora®
a) Total Aerobic Microbial Less than 10 CFU per 1 g Not more than 10° CFU per 1 g/
Count / O61iiee uuciio Menee 10 KOE B I 1 He 6onee 10° KOEB 1 1
A9POOHBIX MUKPOOPTaHU3MOB
b) Total Combined Yeast and Less than 10 CFU per 1 g/ Not more than 10* CFU per 1 g/
moulds count / Ob1uee uncio Menee 10 KOE B 1 1 He Gonee 10° KOE B 1 1
JIPOYKIKEBBIX 1 TMIIECHEBbIX
rpnoon
c) Escherichia Coli Absent in | gram / Shell be absent in 1 gram /
OtrcyrctBYEeT B | 1 OrcyrerBue B 1 1
10 | Uniformity of dosage units / 3.1/3,1 Acceptance value (AV) should not be more
OnnopoaHocTs 103HPOBAHHSI than 15.0. / Iokazaresb npuemiemMocTu
(AV) noxen ObITh He Oonee 15,0.
11 | Assay / Konnuecrsennoe 4.96 mg /4,96 mr Between 4.75 mg and 525 mg of

onpeacsenne

levocetirizine dihydrochloride per tablet. /
Or 4,75mMr po 5,25 Mr aeBoueTHpH3KHHA
JUTHJIPOXJIOpHJIa B TablieTKe.

Remarks : The Product confirms to ND/
Hpumeuanune: [poayxr coorsercryet Tpedoannam HJ|

A

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by /
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[Tposepeno:
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg
ITponykT: AniepBaii TabJETKH, MOKPBITHIE MJIEHOUHON 060J0UKOH, 5 MT

Batch No / : C2305257 Batch Quantity / : 1040300 tab /
Cepust Ne O0bem cepun 1040300 Tab
Analytical Report No / : 890001664360 Date of Analysis / : 26/05/2023
AHanuTHYeckuii otuet No JlaTa ananuza

Date of Manufacture / : 04/2023 Date of Expiry / 0372026
Jlara nipousBojicTBa ["osien no

Analysis performed according ND: / Anasu3 nposenen no HJT: JITT-Ne(001333)-(PI'-RU)-251022

Page 4 of 4/ Ctp. 4 m3 4

12 | Packaging / YnaxoBxa

10 tablets in (PA/AI/PVC) foil/aluminum foil blister. 1 blister and a patient
information leaflet in a carton pack. / ITo 10 Tabnerok B 6nucrep u3 (ITA/AJI/TIBX)
(onbru / amomunnesoii (onbru. ITo 1 GamcTepy BMecTe ¢ NMCTKOM-BKIAbILIEM B
nauKy KapTOHHYIO.

* 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 ceitificate of analysis. /

* TIpOBOAMTCS MPOU3BOMMTESIEM TIPH BBIMTYCKE NEPHOANUECKH (C MHTEPBAIOM OAHO MchbITaHue Ha 10 cepuii UM He
menee | paza B ron). Ilokxazatesnb MOXeT ObITh HE BKJIIOUEH B CepTH(PHKAT aHann3a PUPMBbI.

API name / HanmenoBanne ADC: Levocetirizine dihydrochloride / Jlesonietnpnsina auruapoxaopu
INN / MHH: Levocetirizine / JleBouetHpusnt

API manufacturer batch number / ACQHO000385

Howmep cepun nponspoaurenss ADC:

FP Manufacturer API Batch number / FCQAO00414

Homep cepun cybeTanuun

npoussoaureds I'J1d:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
IIponzsoanrtens ADPC, crpana: H-p Pennn’c Jlaboparopuc Jlita., Mnans

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Tpumeuanne: poaykt coorsetcTBYeT TpedoBanmsm HJJ 3akmouenne: OJOBPEHO
N
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