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CERTIFICATE OF QUALITY

Hatpio

MeTHanaparinpokenbensoar,

Hazga npoayxry: L-LIEET®, cupon, 2,5 Mr/S mit
Name of product: L-CET®, syrup, 2.5 mg/5 mi .
Cuna aii " JlerotleTnpu3nsy IUTiEPOXNOPHA — 2,50 MI/S Ma
Streneth: Levocetirizine Dihydrachloride — 2.50 mg/5s ml
Cepia Ne/ Batch No.: SLB4006 Posmip ynaxowku / Package size:. 100 mp/mi
Drakor Ne 113 ciom /-
Pecerp. Ne/ ATR.No.. FP/032§/24 Tun ynaxesxs / Pack type: Glass bottle No.1
Posmip cepiT/ Batch size: 1 000 nitpis/lizres | Mara purotosmenss / Mifg. date:  05.2024
Kin-15 ynaxonox / No. of packs: 16060 'TepMiH npuaaTHoeri / Exp, date: 04,2027
Kpaina / Market; UKR
| Pecerpauifive noceinvwenus Ne; TEPMIH Bl Beobmexennii
Registeation Certificate No.: UA/8612/02/01 unlimited validity
Ne n/in Haspa ananizy Crerpudivanin Pesynerary ananizy
Sr, No. Test name Specification Test result
Cmmic { BesGapnra nposopa B'mika pimmya 3 xapaxTepund | Binnosigae
1 | zamaxom,
Description Clear viscous liquid with the characteristic flavour. Complies
{nentudirauis '
JesoueTupusuny marinpoxiopan | Yack YIpUMYBAHHA THKY JCBOLETHDMSHAY mHTimpo- | Binmonizae

AopaLy Ha XpoMarorpaMak BAnpoGosyBapore Ta
CTAHIAPTHOIG POMIHIE, OTPHMAHMX DPY XimbKichomy
. BHSHAMEHH], MAIOTE CIIBHANATH,

| Hack yrpuneysansa niky natpino MeTHINapariapoxcy- | Bixnosinae:

Bemoaty Ta Hatpito fporifnaparinpoxcuermoary ma

Hatpio | XpoMaToTpamMax  BHEPOGORYBAHORD. Ta. CTAHIBPTHOTO
HpONiNNaparinpoKcHOoHIOAT PU3MMEE, OTPHMAHUX IipH KinbicHoMy BR3HaUemni,
MAKTE eniBnAraTy,
Identification
2 Levocetirizine Dihydrochloride In the Assay, the retention time of Levocetirizine Complies
Dihyd.rochlo_r_ide peak in-the cluomatopgrams obtained
with the sample soliition mmist match with the retention
time of Levocetirizine Dihydrochloride pesk in the
chromatograms obiained with the standard solution,
Sodium Methyl I the Assay, the retefiion time of Sodfum Methyl { Complies
Parahydroxybenzoate, Parahydroxybenzoate and ‘Sodiuin Propyl Parahy-
Sodium Propyl droxybenzoate in the chromatograms obtained with
Parahydroxybenzoate - the sample solution must match with the Tetention time
of Sodium Methy] Parabydroxybenzoate and Sodimm
Propy}  Parahydroxybenzoate in the chromatograms
obtained with the standard solution.
pH 3,5-53. ' 51
S et 351055, 5.1
FP/0326/24 Crop./Page Ne: 1 3/0f 3
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Xe o/ Ha3sa ananizy Criensdiragin PesynbTath ananizy
Sr. No. Test name Specification. Test resule
Onuopianicts Mack KO3, mo B- | He Ginbme RBOX IHIMBIYAbHIX Mac BIAXANMOTS- | Bia-1,5 % fo L1%
TATAIOTHEA 13 GaraToaosorux ¢1 Bia cepenmnoi Macw Ginsime K Ha 10 %, TIpu
kouTefinepin ULOMy KoAHa iN[MBiRyankHa Maca 403 He Mae
BIIXWAATHOS Bif Cepepubol Mack Gifbmie sx Ha
4 20 %.
Uniformity of mass of delivered Not more than two individua] velumes may deviate | 1.5 % t0 1.1 %
doses from multidose containers from average tass more than 10 %, None individuaf
volume may deviate from average mass more than
20%.
Tycriva Bix 1,150 no 1,350 r/ewmd, 1,254 ricp?
5| Density 1150 to 1.350 gfem’, 1.254 glom?
Cynpopigut poMimku Koxuot imenrndixosanol gomimmen — ne Gineure
0,5 %, He sussneno
Kexnol neinenrngixoranot gomimx — ge Ginpime
0.4 %. Himiose pisys spnsaneHns
6 CyMa nomimox — ye Ginnme 2,6 %. Hrpxye pisks BusEavenns
Related substances Identified impurity: NMT 0.5 %, i ND
: Unidentified impurity: NMT 0.4 %, BDL
Total impurities: NMT 2.0 %, BDI.
Kimbxicre susnavenns Bin 2,37 mr mo 2,63 Mr JEBOLETAPHI Y ;wﬁnpé); 2,488 Mr/S M
KIOPHIY B 5 MI Ipenapary
(95,0-105,0 % pin saspnenol ximkooti), (99,5 %)
Biz 9,0 Mr 0 11,0 wmr HATRIIO MenwAnaparinpoicit- | 9,54 wr/5 ma
63_}:30:1131 B 3 M/ HpenRapaty _
(90,0 — 110,0 % Bin 3anenenoi KiimbKocri), (93.4%)
Bin 0,90 mr ap' 1,1 mr narpiro nponitaaparigpokcs- | 0,989 Mr/s mn
Gezoaty B 5 M Tpenaparty ‘
(90,0 ~ 110,0 % nixn 22spnenoy KiNBERGeTH), (93,9 %)
7 .
Assay 2.37 mg to 2.63 mg of Levocelinzine Dihydrochlo- | 2,488 mg/s ml
z_-igic per 5ml
(95.0— 105.0 % of the Jabel claim). (99.5 %)
9.0 mg to 110 mg of Sodium Methyl Parahy- | 9.54 mg/S ml
droxybenzoate per 5 nif -
(90.0-110.0 % of the labél claim). (95.4 %)
090 mg to L1 mg of Sodium Propyl Parahy- } 0.989 mg/5 ml
droxybenzoate per § ml _ |
“(90.0 - 110.0 % of the labe] claim), 98.9 %)
Exanriomepna yuerota S-enantiomep (NeTHpusHAy): He Binpime 2,0 %. 0,030 %
8 Enantiomeric purity S-enantiomer (of Cetirizine): NMT 2.0 %. 0.030 %
FP/0326/24 Crop./Page Na: 2 s/of 3
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Ne nfn Hazna ananisy Cirenndixauin Peaynvrath anamizy
Sr. No. Test name _ Specification Test result
' MikpoGionoritna wicrota 3arankHa  Xinekicts aepoGHMX MIXpOOPramisMis
(TAMC) — He Ginstue 102 KY O/, _ <10 K¥O/un
| 3aranpua xinekicte Apimmwobmx Ta mTiceseRux.
rpubis (TYMC) - ne Ginpme 10! KVO/iL. <10 KYO/mn
Bincyrricts Escherichia coli 1 mu mpenapary, Bincytna
? Microbiological purity Total aerobic microbial count (T AMC)!
NMT 10? CFUMl, <10 CFU/ml

Total combined yeasts and maulds count tTYMC):
NMT 10" CFU/m.

Lscherichia coli must be absent per 1 ml.

<10 CFUAnI
Absent

BHCHOBOK: / CONCLUSION:

Ipoxyxr murorosneno, yraxosano 14 NpoanaiiaosaNo 3riano 3 BHMoraMA peccTpaliiioro mocnimienys,

The product is manufactured, packed an

Birnosiaae crannapram ta pumoram GMP,

it complies with GMP standards and requirements.

Jlitiensia na BUPOSHUITRO NiXAPCRIHY 3acoBin:
Licence for medical products production:

Hlum nixsepazyio,
Hactanopi 3 GMP, 3

I heseby certify that all the manufacluring
Ministry of health of Ukraine and with

e 8ol BipoGuuyi creail ng Wiel cepil roTont npoaykuii Gyau and
aTeepawRenii Mikicrepernom OXOPOHI 3R0POR A Yxpaiuy, [ 3 sliMoramu PEECTPRIIHHOTD A0CHE KpajHi fIPHIIFAICHAR,

stages of this batch of finished product have
the fequirements of the Markeling Authorisation

d analyzed as per requirements of Registration Certificate.

Cepradirar N 080/2023/GMP
Certificate No. 080/2023/GMP

Cepis AB M 598054
Batch AB No, 598054

ficieni B noBuilt BignoBANCCT 3 BAMOTAMU, 3A3HANEHUME B UBHHIR

been carried out in full compliance with the GMP requirements of the
file of the distination country.

ijix-gum!ir_ux o KS&B. naGoparopieso BE Hagansaux BKS Vnognonameﬂa ocoba 1
Analytical Chemisat QC Lab In-charge FOC Head Qualified Person
| T aiName: é’éﬁ‘mﬁq [ Y &L(thpcéz A, @meLUJM 75 \?ﬂc”mg&?ﬁ% /‘]
Minnuo/Signature: @ :(4 G-MW T Cramr, Zégﬁ@gﬁé(’@é/
Hata/Date: D306/ o/, e3f=aly (;9\5/{76:/,%” /
FP/326/24
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