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Ten. +38(0542) 77-46-10, paxe: 77-46-11
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CEPTH®IKAT JKOCTI
CERTIFICATE OF QUALITY
Ha3sa nponyxry:. L-LIET®, cirﬁ@n, 2.5 Mr/5 M o *
_Name of product: _ L-CET®, syrup,2.5mg/3ml e - l
{ Cralra i JlesouceTupnsnyy murinpoxnopna ~ 2,50 mr/5 ma
Strengths Levocetirizine Dihydrochloride ~ 2.50 mg/5 m | ]
Cepist Ne / Batch No.: SLB3006 Posmip yuaroskn / Package size: 60 mn/iml
- » . (Onakon No 113 cxkna /
L] - | ] &*. vl: A ! {l t r :
Peecrp ‘HN) f A.R.No B I’P/0059f2,3r q_l %ill v h}camcu / chfl{ type ) Glass bottle No.|
Po3nip cepii/ Batch size: 1 000 nitpis/litres | Jara Burorosnenus / Mfg. date;  01.2023
K=o ynakosox / No. of packs: 16 666 Tepaiu npunataocyi / Exp, dater 12,2025 i
Kpaiua / Market: UKR
Pef:m*pauiiine ﬂnd&i;wemm -Ne: ‘ TePMin Al HeoOMexeHni o
LRegistration Certificate No.: _I_JNSEIZKO?‘/O] unhimited validity _ 3
Ne ni/n Haspa anasisy Creuudixanis | PesyabTar anagisy
Sr. No, B Test name _ ~ Specification I Test result
Onue besbapaia npo3opa B'a3Kka piguua 3 xapaxTepuHus | Biinopixae
| 32X OM.
Deseription Clear viscous liquid with the characteristic flavour, Complics
Incnh'r;-:qiixaui‘n - - - B
JlepoucTupusnuy AHMIAPOXAOPHA | HacH YIDHMYBanHa DIKY JNCBOLUCTHPHZMMY anriapo- | Bignosinac
| X0PBAY Ha XpoMarorpamax BHNpOOOBYBAHOrO T2
CTAHAAPTHOrO POIYHHIB, OTPHMAHHX NPH KIMHKICHOMY
BU3HAYEHHI, MAlOTh CHIiBTIANATH.
Hatpito Uack yTpsMypanis niky Hatpiio MeTnanapariapoxcy- | Binnosinac
- MeTHNTIaparinpokcnbenszoar, Gensoaty Ta Hatpilo AponinmapariapoxcibensoaTy Ha
HATPHO xpomMatorpamax BHIPoOOBYBAHOro Ta CrAHIAPTHOIO
nporanapariaApoKeHbcH3oaT PO3UMHIB, OTPHMAHKX NIPH KiABKICHOMY BH3HAUCHHI,
MAIOTL CIIBRAAaTH, |
Identification
2 Levocetirizine Dihydrochloride In the Assay, the retention time of Levocetirizine | Complies
Dihydrochloride peak in the chromatograms obtained |
with the sample Solution must.anatch with the retention
ume of Levocetirizine Dihydrochloride peak i the
chromatograms obtained with the standard solution.
Sodium Methyl In. the ‘Assay, the retention time of Sodium Methyl | Complies
Parahydroxybenzoate, Parahydroxybenzoate and -Sodium Propyl Parahy-
Sodium Propy! droxybenzoate in the chromatograms obtained with
Parahydroxybenzoate the sample solution must match with the retention time
of Sodium Methyl Parahydroxybenzoate and Sodium
Propyl Parahydroxybenzoate in the chromatograms
obtained with the standard solution.
pH 135-55
3
pH 3.510 5.5,
FP/0059/23 _ * o
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- Ne n/un Hassa ANATI3Y C‘nelmtbi}cauiﬂ “ ! Peayinrary ﬁ'i'n;mi'sy
Sr. No. Test name Specification | Test result
Onuopianicts Maon 03, wo si- | 'He 'Ginbe gsox inansinyansunx Mac siaxuasiors- | Bin-2,6 % 10 3,2 %
TATA0THCH 13 BAraToNO308HX cs Bin cepentnol Macy Oinpite sk Ha 10 %, Ipn
| KOMTCHHEPIB ULOMY WOAHA IHAMBIAYalbHa Maca [A03 He Mae
BIAXUASTHCH Bil Cepellnbol Mach Olnmue Ax wHa |
20 %.
4 '
Uniformity of mass of delivered Not more than two individual volumes may deviate | -2.6 %to 3.2 %
doses from multidose containcers from average inass more than 10 %. Nore individual
volume may. deviate from average mass more than
20 %. |
| I'ycTHHa T Bjﬂ 1,150}16 1,350 r/eMm®, h i,fﬁ.ﬁ rfem® -
. Density 1,150 to 1.350 glom’. 1255 g/om? |
Cynposiani AOMiKH KOxHOT ineHTH(IKOBAHOT AOMIIKA — e Ginshic | Huxue pinng |
0,5 %. | BH3HAYCH NS
Kozxrot seigeutudixonanol goMiluki — He -Ginsiue | Hinkue pinns ;
0,4 %. BH3HAYCHHS |
6 Cyma xomimox — He Ginvme 2,0 %, Hinkue pinug
BH3HAUCHHS
Related substances Identified impurity: NMT 0,5 %. BDL
Unidentificd impurity: NMT 0.4 %. BDL
Total inipurities: NMT 2.0 %. BDL
Kinbxitne BHanaucHus Bin 2,37 Mr o 2,63 M JeBoueTHpHauiY anriapo- | 2,493 Mr/5. mn -
XNOPHAY B S M npenapaty
(95,0 - 105,0 % Bin 3asiBaCHOY KITLKOCTI ), (99,7 %)
Bix 9,0 mr no J'l 0 Mr sarpiio merrimapariapoxcu- | 9,61 Mi/5 an
Gensoaty B 5 Mn npenapaty
(90,0 — 110,0 % sig 3asBaenof Kinsxoceri), (96,1 %)
Bia 0,90 Mr mo 1,1 Mr satpito nponinnaparifipoxcu~ | 0,972 Mr/5 mi
Geusoary. 55 M npenapary. | |
(90,0 — 110,0 % Bij 3aaBaCHOT KINLKOCTI), | (97,2 %)
l e o | ‘
Assay 2.37 mg to 2,63 mg of Levocetirizine Dihydrochlo- | 2.493 mg/5-m]
ride per S m)
(95.0 ~ 105.0.% of the label claim): (99.7 %)
9.0 mg to 11,0 mg of Sodium Methyl Parahy- | 9.61 -mg/s mi.
droxybenzoate per S.ml |
(90,0 ~ 110.0 % of the label.claim), (96.1 %)
0.90 mg to 1.1 mg of ‘Sodinm Propyl Parahy- | 0.972 mg/5 ml
droxybenzoate per 5 ml |
(90.0 — 110.0 % of the label claim). (97.2 %)
EHalTIOMEepHA YHCTOTE S-cHanTIOMED (UCTHPHIHHY): He Ginsie 2,0 %, 0_:028 %
Enantiomeric purity S-enantiomer (of Cetirizine): NMT 2.0.%. 0.026 %
FP/0059/23 Crop./Page Ne: 2 3/of 3
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TOB «Jyeys Dapa

Yrpaina, 40020, sm.Cynin, sy Crpadina, 34
Tem.: +38(0542) 77-46-10, dare: 77-46-11

e-mail: plant@kusun.ua
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Ne n/n Hasea anamisy Crenndiranis PesynpraTi ananisy
Sr. No. Test name Specification Test resul
Mixpo6Gionoriung yicToTa 3araneHa  KINRKICTL  AepOBHMX  MikpoopramizMin
(TAMC) - ne 6insute 102 KYO/mn, < 10 KYO/mn
Jarannia KiARKICTL APLKAAOBHX T@ JUICCHEBIX
rpu6in (TYMC) - He Sinpiue 10! KYO/Ma. < 10 KYOAm
Bincyruicts Escherichia coli 8 1 Ma nipenapary: Bincyrus
g Microbiological purity Total aerobic microbial count (TAMC):
| NMT 102 CFU/ml. | < 10 CFU/ml
Total combined yeasts and moulds count (TYMC):
NMT 10! CFU/ml, | < 10 CFU/ml
Escherichia coli must be absent per | ml, Absent

BUCHOBOK: / CONCLUSION:

. JIPORYKT BHrOTORCHO, YIAKOBANO T MPOANANIZ0BANO 3TIAHO 3 BUMOTAMH PCECTPALIIIHOIO NOCBIAMEHHS,
The product is manufactured, packed and analyzed as per requirements of Registration Certificate,

Cepradixar Ne 009/2020/GMP

Bianosijae cranaapram ta sumoram GMP,
It complies with GMP standards and requircments.

JTiteH3is Ha sHpOOHNUTBO JikapeesKux 3acolbin:

Licence for medieal products production:

Ceplg AB-Ne 598054
Batch AB No, 598054

Certificate No. 009/2020/GMP

LM ninroepiry1o, 1o Bei nupoBanui-cranil s nici cepii rotosoi npoaykiil Gynu aniticneni B noskill niANOBIANOCTI 3 BIMOTANMN, 3A3NAUCHHMH R HIHNIT
uacranont 3 GMP, sarsepikeniil Minicrepersom-oxoponit 300pos's Yipainn, i 3 BrMoramn peccrpattiiinoro #oche kpainy npHsHayenns,

[ hereby certify that all the mamufacturing stages of this bateh of {inished product have been carried-out in full compliance with the GMP requirements of the
Ministry of health of Ukraine and with the requirements of the Marketing Authorisation file of the destination country.

XIMIK-aHamTHR
Analytical Chemist
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.,Ban. naGopatopieio BKSI

F QC Lab In-charge
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Havansunx BKA

1 QC Head
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Qualified Person
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