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CEPTHOIKAT SAKOCT]
CERTIFICATE OF QUALITY

Hussu sponyeerys
Name of produet:

L-TIET®, cupon, 2,5 MivS Mg
L-CET®, syrup, 2.5 mg/5 m)

Registration Certificate No.:

Cuuna niv: JeBoterupusmmy PUTiHpOXnOpHL ~ 2,50 Mr/5 ma
Strenpgth: Levocetirizine Dihvdrochloride — 2,50 mgfS ml
Cepis Ne / Batch No.: SLB4009 Posmip ymaroski / Package size: 60 Mn/ml
. Dmaxon Me 1 i3 cxa /
Peccrp. Ne/ A.R.No.: FP/0425/24 Tun ynaxomm.,/ Pack type: Glass bottle No. 1
Posmip cepil/ Batch size: 1 000 sirpin/litres | Hara suroronmera / Mfg. date:  07.2024
Kir-re ymaxono f No, of packs: 16 666 Tepmin npuparnoeri / Exp. datei 06,2027
Kpaina / Market; UKR
LPee:c"rpalu'l“me oCBiaen s Ne: UA/8612/02/01 TepMIM 1Y AeobMexeHuit

unlimited validity

_—

Ne n/m Hazpa axanizy Cueundicania Pesynvrary anamiay
Sr. No, Test name Specification Test result
Qrrae BesGapnia nposopa B'A3Ka piguEa 3 XapaxTepuuM | Bignosinae
] 3a0aX0M.
Description Clear viscous hiquid with the characieristic flavour, Complies
N Lenrndixanis T
JSeronetapusmay Burinpoxnopun | Yacw YIPVMYBAIHA MKY JCBOUSTHPUSIHY anrinpo- | Binnosixae
KIOPHRY Hd  XpOMATOIpaMax BHAPOGORYBAHOr T4
CTaRARPTHOTO POSHKHIE, OIPHMARI NIpH KimsxicHonmy
BH3HAYENH], MAOTE CITIBRARATH, A
Harpio Hacn yipsmgysanms niky Batpilo MeTRmmapariapoke- | Bimnosinae
METHANAparizpokcubensoar, BernouTy 1a Harpiro nponi.mapariﬂpoxcnﬁemoary Hi
HaTpi #POMaTOIpAMaX BMNPOGOBYBAHOIO TA CTaHmapTHOTro
MponintapariapoxcuGensoar PosumEiy, oTpEMAmMX MR KiTBKICHOMY BH3HAYCHH,
M&OTE COIBIARATH.
Identification
2 Levocetirizine Dihydrochloride In the Assay, the refention time of Levocetitizine Complies
Dihydrochloride peak in the chromatograms obtained
with the sample solution wmust match with the retention
time of Levocetirizine Dihydrachloride peak in the
chromatograms cbtained with the standard sohition,
Sodium Methyl In the Assay, the retention time of Sodium Methyl Complies
Parahydroxybenzoate, Parahydroxybenzoate snd Sodium Propyl Parahy-
Sodium Propy] droxybenzoate in the chromatograms obtained with
Parghydroxybenzoate the sample solution must match with the retention titne
of Sodium Methyl Parahydroxybenzoate end Sodinm
Propyl Parahydroxybenzoate in the chromatograms
obtained with the standard solution.
pH 3,553, 49
>l m 3.5 5.5, 49
FPiQ422/24 Crop./Page Ne: 1 s/0f 3
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Ne n/n Hasea anamizy Cremndixanin Pesyanrath ananizy |
Sr. No. Test name Specification Test result
Oauopingicrs Mack Koz, mo sy- He Ginsime geox [HAYBI XyanbHEX MAC BiMXHITHOTS- Bin-1,8 %m0 2,8 %
TATAKOTECH 13 BaraToH030EMx ¢f Bl cepemnsol mMack Gubime sk ma 10 %, Hpu
KOHTeHREpin UBOMY OKOEHA IHOMBIAYRNbHAE Macd 703 He Mae
BUNIRATHEA BiX cepeamsoi Mack’ Ginsime AK Ha
4 20 %.
Uniformity of mass of delivered Not more than two individual volumes may deviate | -1.8 % 102.8 %
doses from multidose containers from average mass more thin 10 %. None individual
volume may deviate from average mass mors than
20 %.
) ?ycr:ma Bin 1,150 no 1,350 r/ea?. 1,255 riem’
5 Density L150 t0 1.350 g/em’, 1.255 gfem?®
Cynposizn neminkn Konnoi inentithikoranol moMimkn — we Giabme
0.5 %. Himxowe piens pispavenss
Koxnel veinentndirosanol nomim — pe Ginslue
0,4 %, Hertcue pinHy BISHzueRs
6 Cyma omimox — me Ginsime 2,0 %. Hioscue pipad suspanens
Related substances Identified impurity: NMT 0.5 %. BDL,
Umnidentified impurity: NMT G.4 %, BDL
Total impurities: NMT 2.0 %, BDL
Kinnxicwe susnanennn Bir 2,37 mr mo 2,63 Mr JICBOUSTHPU3NHY aurinpo- | 2,511 mr/S ma
XIXOPHIY B 5 Mil npenapaty
95,0 — 105,0 % pin zazsnenol kiTeKOCTE). (100,4 %)
Bin 9,6 Mr o 11,0 mr BaTPilo MeTHINAParinpoke- | 9,46 MIYS
Gensoaty B 5 Ma npenapatry
(50,0 — 110,0 % »in sannmenct kirexoeri). (94,6 %)
Big 0,90 mr 20 1,1 Mr HATPio NponiATaparinpokc- | 0,984 Mr/S my
BGensoaty a 5 Mat nperrapaty
(90,0 - 110,0 % »in 2auznenol KUHKOGCTI), (98,4 %)
7 Agsay 2.37 mg 0 2.63 mg of Levocetirizine Dihydrochlo- | 2.511 mg/5 ml
ride per 5 ml
(95.0 - 105.0 % of the label claim). (106.4 %)
9.0 mg to 1.0 mg of Sodium Methyl Parahy- | 9.46 mg/5 ml
droxybenzoate per 5 ml
{90.0 ~ 116.0 % of the 1abel claim). {94.6 %)
0.90 mg to 1.1 mg of Sodium Propyl Parahy-| 0.984 mg/5 m]
droxybenzoate per 5 ml
(90.0 - 110.0 % of the label claim). (98.4 %)
Enanriomepna wncroTa S-enanTiomep (ueTepH3nAy): He Binbue 2,0 %. He Bimbneso
L & Enantiomeric purity S-enantiomer (of Cetirizine): NMT 2.0 %, ND |
FP/0422/24 Crop./Page Ne: 2 s/of 3
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Ne /i r Hasna awanisy Crienudiranis Pesyabratu ananisy ]
Sr. No. Test name Specification Test result
Migpoionoriuna uncrora 3araneda  xinbkicrs  aepobrmx Mikpoopraniamin
{TAMC) — pe Gigeie 102 KVO/, <10 KYOhn
Jarampha KbnxleTh mpbKIOBHX Ta miicenesmx
1pubin (TYMC) — ne Ginsme 10' KYO/an, <10 KYO/n
Bincyruicrs Escherichia coli s 1 mx npenapary. Binzeytna
? | Microbiological purity Total acrobic microbial count (TAMC):
NMT 10° CFU/ml. < 10 CFU/ml
Total combined yeasts and moulds count (TYMC):
NMT 10' CFU/m. <10 CFU/Mml
Escherichia coli must be absent per'i ml Absent ]

BHCHOBOK: / CONCLUSION:

Iponykr surotosneno, ynaxosano ta IPOAHARIIORAHO 3M{IHO 3 ByM
The product ig manufactured, packed and analyzed as per

Bianosinae crammapram ta BHMOram GMP,

It complies with GMP standards and requirements.

Hinensis na sppobunmmao TKapCLKHX 3ac06ia:

Licence for medical products production:

Laeys nimrsepmiyio, 1o aci DHPOOHRY] cTaml Ana nicy cepil roTosof npoayruii Sy anificuen o OGHIA Hanosinnect 3 BHMOFRMH,

requirements of Registration Certificate,

Cepradicar Ne 030/2023/GMP
Certificate No. 080/2023/GMP

Cepist AB Ni 598054
Baich ABNo, 598054

OTaMH PeecTpatiHaore nockinyenyy.

3AIHYCHHEMA B aHHEf .

uscTAoR] 3 GMP, aapepmseyis Minierepenon oxopoun 3f0pos’s Yipaiih, i 3 BumoraMu PEECTPAMIANOTO BOCKe KPATHI RPHIBAYEHHA.

I'hereby centify that all the manufacturing stages of this bateh of finished product
Minisiry of bealth of Ukmaine and with ghe requirements of the Marketing

XiMix-ananitig.
Analytical Chemist

%mmmm

IM*s/Name:

kave been carried out in
Authorisation file of the destination couniry,

fill compliance with the GMP requirements of the
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