BOSNALIJEK
71000, Sarajevo, Jukicheva 53, Bosnia and Herzehovina
e telephone: +387 33 254 420; fax; +387 33 665 442

QUALITY CONTROL DEPARTMENT
CERTIFICATE OF QUALITY Xe 0254 dated $9.04.2024.,

PRODUCT NAME: LYSOBACT ®, compressed lozenges Xe30 (10x3) in blisters
ACTIVE SUBSTANCES: Lysozyme hydrocliloride 20 mg (NLT 720 000 UA FIP)
Pyridoxine hydrochioride 10 mg

REGISTRATION CERTIFICATE: Xe UA/2790/01/01 dated (1.06.2020.

BATCH NUMBER: 0254

NUMBER OF PACKAGES IN BATCH: 38 848

MANUFACTURING DATE: (02,2024,

EXPIRE DATE: 02.2029,

MANUFACTURING SITE AND QUALITY CONTROL SITE: Bosnalijek d.d.
ADDRESS: 71000, Sarajevo, Jukicheva, 53, Bosnia and Herzehovina
LICENCE: Ne 10-07,12-7-7488-1/21 dated 12.10.2021, valid tili 11.10.2026.

CERTIFICATE OF GMP COMPLIANCE: X2 061/2023/GMP valid till 30.03.2026,

COUNTRY OF DESTINATION: Ukraine

The quality control is performed in accordance with the specifications of Bosnalijek d.d._and MOC requirements

el

QUALITY RELEASE LIMITS RESULTS [
REQUIREMENTS '
1. Appearance Round white or off white compressed lozenges with smooth
surface with a dividing line on one side and diameter 8 min Conforms
2. Uniformity of mass Average mass of compressed lozenges (AM) o
200.0 mg + 5% (190.0 mg - 210.0 mg) 199,1 mg
Individual masses:
Not less than 18720 AM = 7.5% Conforms
Not more than 2720 AM & 15% Conforms
3. Identification A. Lysozyme hydrochloride Positive
Lysozyme hydrochloride irst identification: aj
Second identification: b)
a) Colour reaction
b) UV- spectrophotometric (see test.5)
Pyridoxine hydrochloride | B. Pyridoxine hydrochloride | Positive
First identification: a)
Second identification: b)
a) Colour reaction
b) HPLC (see test ) : -
4. Related Substances Individual related substances - not more than 0,20% <0,01%
Total related substances - not more than 0,50% <(},01%
51 Assay
Lysozyme hydrochloride | a) Not less than 720 000 FIP units of Lysozyme ,
hydrochloride/dosage unit 822680 FIPU
or
b) 20.00 mg = 5% (19.00 mg -~ 21.00 mg) of Lysozyme
hydrochloride/dosage unit 1993 mg
Pyridoxine hydrochloride | ¢) 10.00 mg + 5% (9.50 mg - 10.50 mg) of Pyridoxine
hydrochloride/dosage unit 9.77 mg
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6 Uniformity of dosage

Lysozyme hydrochloride 4,5
Complies to Ph.Eur, 2.9.40.

Pyridoxine hydrochloride | Acceptance value L1 < 15 3,0

71 Microbiological Purity Total aerobic microbial count (TAMC) - not more than 10%g 100/g

Total combined yeasts and moulds (TYMC) - not more than
10'g g
Absence:
Staphylococcus aureus / | g Absence
Pseudomonas aeruginosa / | g Absence

Results: product complies with specification of Bosnalijek d.d. and MQC requirements.

I hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
(including packaging / labeling) and quality control at the above mentioned site in full compliance with GMP
requirements of the local Regulatory Authority and with the specifications in the Marketing Authorisation of the
importing country to the investigated medical product. The batch processing, packaging and analysis records were

reviewed and found to be in compliance with GMP.

Release date of batch: 09.04.2024.

Data issue of certificate: 09.04.2024.




BOCHAJIEK

71000, Capacso, IOxivuesa 53, Bocis i I'epuerosuna,
Tefeon: +387 33 254 420; dakc: +387 33 665 442.

BIJAIJI KOHTPOJIIO AKOCTI
CEPTH®IKAT AKOCTI Ne 0254 ¢io 09.04.2024.

ITPEITAPAT: JIICOBAKT® nvooanuxu npecosani Ne30 (10x3) 6 éaicmepax

AIIOYT PEYOBHHH: nizoyumy ziopoxnopud 20 mz (ne menuie 720 000 OA FIP)
nipudokcuny 2iopoxnopud 10 mz

PEECTPAIIIHHE IHTOCBITYEHHA: Ne UA/2790/01/01 sio 01.06.2020.

HOMEP CEPII: 0254

KUIBKICTE YIIAKOBOK B CEPII: 38 848

JdATA BHPOBHHI[TBA: 02.2024.

TEPMIH NPHJATHOCTI: 02.2029.

AUIBHHIIA BHPOBHHIITBA TA KOHTPOJIKO AKOCTI: Bocnanex 0.0.

AAPECA: 71000, Capacso, FOxiueea, 53, Bocnin i I'epuezosuna.

JIIITEH3IA: Ne 10-07.12-7-7488-1/21 gio 12.10.2021. diiicna oo 11.10.2026.

CEPTH®DIKAT BIIIIOBI/THOCTI GMP: Ne061/2023/GMP oiticruii do 30.03.2026.

KPAIHA IIPH3HAYEHHA: Yipaina

Ananiz 3 akocmi nposedenuii y ¢ionogionocmi 0o cneyudpikauiii Bocnanex 0.0. ma sumoz MKA

1.| Onne Kpyrni neofsHuky npecorani giametpom 8 M Gistoro ado BiANIOBIZaE
Maibxe 61710ro Konbopy, 3 TIAAKOIO IOBEPXHELO, 3 JHIE
TIOJIiTY Ha OJHIH CTOpOHI

2.| OnHopiaHicTs MacH CepenHs Maca NEOOTHHKIB MpecoBanux (CM)
200.0 mr+ 5% (190.0 mr - 210.0 mr) 199,1 Mr
InnuBinyanbHi MacH:
He menure Hixk 18/20 CM + 7.5% Bi/lMIOBi/Tae
He 6ineiue i 2/20 CM £+ 15% BiJ[IIOBia€
3.| InenTudikauis A. JlizomuMy TigpoXIopHI MO3HTHBHA

JTi301MMYy TiApOXIIOpHA Iepwa idenmudgpixayia: a)

Hpyea idenmugpixayis: b)

a) KonwsopoBa peakuis

b) Y- cekrpodoromeTpis (cM. 1. 5)

[Tlipunokcuny B. [lipuaokcuny rigpoXmopug MO3HTHBHA
TiAPOXIOpHT Tlepwia ioenmudbixayin: a)
Lpyza idenmudbixayia: b)
a) Konboposa peakuis

b) BEPX (cM. 1. 5)

4.| CynpoeigHi toMilku InauBigyansHi cynpoBiHi AOMIIIKH - He OinbliIe Hixk - <0,01 %
0,20%
CyMa cympoBigHHX JOMINIOK - He Oinbiue Hixk 0,50% <0,01%

5| KinrbkicHe BU3HAYEHHS
JlizouuMy riapoxnopu
a) "e mMentre Hix 720 000 FIP ojiuHUIb JI1301HMY

TiApOXIOPHIY/D030BaHY OTHHHINO 822680 FIPU
abo
6) 20.00 mr =+ 5% (19.00 mMr — 21.00 mr) nizounmy 19,93 mr

TiIPOXIIOPH/TY/1030BaHY OJJHHHUIIO
[Tipuyoxcuny
TiAPOXIIOpHT c¢) 10.00 mr + 5% (9.50 Mr — 10.50 Mr) nipuIOKCHHY 9,77 mMr
TiIpOXIopHay/I030BaHy OJHHHIIIO

6| OpHopigHicTs

[A03YBAHHSI
JlizomuMy rinpoxmnopun Binnosinae Ph.Eur. 2.9.40. 4,5
[Tipugokcuny Kpurepii npuitnataocti L1 < 15 3,0

TiIPOXJIOPHA




7| Mixpo6ionoriuaa
YHCTOTA

3araibHa KisbKicTh acpobunx mikpoopranismis (TAMC) - He
Sinbiue wix 10%r

3aranbHa KiNLKICTh APDKIKOBHX Ta NTiceHeRHX pudin
(TYMC) - ne Ginbue nik 10'/r

Bidcymuicmu.:
Staphylococeus aureus / 1
Pseudomonas aeruginosa/ 1 r

100/r

O/r

BYICYTHICTH
BIJICYTHICTE

PesynwraTu: npenapat Binosijae creipdirauisy Bocxasnex 4.4, Ta Bumoram MEKS.

Hum s saceinuyio, wo HaseneHa sumie iHdopmauis € A0CTOBIpHOK Ta Tounom. Lo cepito npomykuii Gyio
BHPOO/IEHO (BKJIIOUAIOUM NAKYBAHHA/MAPKYBAHHA) Ta TPOBENEHO KOHTPONb 1 SKOCTI HA BHUINE3A3HAUEHIH
AiNbHALL y 1TOBHIH BiANoBiMHOCTI 3 BMoramun GMP, BCTaHOBNEHMME MiCIIEBUM PEryJISTOPHHM OPTraHOM, a TAKOK
BiAMOBiAHO 710 cnewydikaniii, WMo MicTaThes y peecTpauifiHOMy Joche KpalHH-iMIOpTEpE Ha Hpenapar s
ROCHIPKYBAHOTO JliKapebkoro 3acoby. TIpoTokony BHpoGHMUTEA, NaKyBanus Ta aHanizis Gyno NePerjisHyTo Ta

BCTAHOBIEHO Binopianicts GMP.

Hara Bunycxky cepii: 09.04.2024.
Mara sunycky ceprudixary: 09.04,.2024.

Creuiazict mo KOHTPONO AKOCTI/Y HOBHOBAKEHS 0C007
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