AEPIKABHA CIYKBA 3 JIKAPCBKEX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCBKIH OBJACTI

npos. Ceitmranoi Haail, 3, s.Kuig, 02099, Ten/daxe: (044) 363-(6-50
E-mail: dls.ko@dls.gov.ua, Koa EAPTIOV 37078774

BACHOBOK
PO AKICTh BBe3eHOIo B YKpaiHy Jikapcbkoro 3acody

26.11.2024 Ne 60381/24/10

POCPOPAJ

(naiisteHyBaHIL dixapekkora 3acoby Arizso 3 peecTpatiiistiz moCEi TMe AN}
CPARYJM I8 0paJsLHOro po3ynity, 3 r/naker; no 8§ r y nakeri; no 1 nakery y kaprouniii
nayuui

((hopMa sraycKy, ACIYBAMNA, BII RAKYBAHHR JiKAPCLKOTE 33c06Y)

Houep peeetpariiisoro nocsipuenns UA/13238/01/01 crpox aii pecctpauiiinore nocsinuenns 01.01.2099

Cepisa nixapcpkoro 3acofy Ne Z248A Kinexicts naesenoro aikapcrkoro zacoby 1430
BitpoSik JIabiaga ®@apmacerotikane, CJLVY., [cmanis
{HaftmeHyRANRA 8npodIKa NiKapesRerd 3aco0y, kpailHa NOXOLKCHHN)
Baesero & Yxpaiby CrinbHe YKpPaiHChKo-eCTORCHKE NIANPHEMCTRO ¥ (OPMI TOBAPHCTBA
3 obmemxeHo10 Bianopigaasuictio "Ontima-Papm, JITAY, inent. o
21642228

(rafistenyeanns Ta xoj1 ta €APTIOY sopwanynol ccofist abo npisentie, in's, no Gataxoai gizinmol
ocoBir - nigapHeMIE, T Miclle NPOXMBAREA Ta peecTpaliBIiT HoMep 06aiKoROT RAPTRI TATHIKA
NoAATKIE ad0 cepid Ta HOMCP NACMOpPTa)

Hporoxea Bizyaasnore xenrpomo six 18.11.2024 N 3600/5,

3a pe3yapTATAMH ASMKABHOIO KOHIPOI BCTAHOBICHO, W0 JHKapchbKuil 28ci@  Bee3eHo B Yrpainy 3
AOTPHMAHHAM RUMOF 3aKOHORZBCTEA MO0 340SIEYEHHT AKOCTT IIKUPCEKNX 3aC0Bin,

% - Osnsra €PLOMEHKO

{itinnc} {liluixan T npiikuvie)




Ceptudikar sikocTi

DOCOOPAJL rpany:iu uis 0pajibHOTo Pa3unHy, 3r/maKet

Kpaina BupodHuKa.: Icnanis

Peectpaniiine mocBiguennaNe: UA/13238/01/01
Cura gii/akmaBHicTb: dochominmH 3r

Jlikapcbka gopma.: TpaHyIIH Ui OPATBHOTO PO3YHHY
Po3mip Ta Tun nakysanHs.: 8r B nakeri (3 r pochominuHy), 1 makeT B KapTOHHIH KopoOLi.

Cepisi: Z248A

3aragnHa KinbkicTh B cepii: 12196 ynakosox

JlaTa BUroTOBJIeHHS: Oepesens 2023
Tepmin npuaaTHocri.: Gepesens 2026

Bupo6uuk gikapcbkoro 3acody:
Bupobuuk: Jlagiana ®apmaceioTtikainc, C.JLY.

Anpeca: K/Kazanosa, 27-31, KypGepa-na JIro6parar, 08757, bapcenona, Icnanis

Jlinensia 11 Beix BUPOGHMYMX AIILHAIb, BKIIOYAIOYH KOHTPOJIb AKOCTI::
Jlirtenzis 3348E Buiaana IcnaHChLKMM areHTCTBOM 3 JiKapchbKUX 32c00iB i MEIHYHHUX

BHPoOiB MiHicTepcTBa 0XOPOHH 310POB S, CONiaNbHUX CJIY2kK0 Ta PIBHONPABHOCTI
Kourpos nposenenuii v signosignocti 3 MKK no PIT Ne UA/13238/01/01

Kontpoan HJomycrumi Mmexi (3a3HaveHi B PesyanTaT
cneun dikanii)
Onuc (BizyanvHuii KOHMpPo) Binuit abo waibke OGinmuid rpanynsoBanmii | Bianosigae
IIOPOIIOK 0€3 I'PYIOK Ta CTOPOHHIX BKIIOYEHD
InenTndikanis : ‘HJac yTpuMyBaHHS OCHOBHOrO IIiKy Ha | Binnosigae
e  dochominuHy TpOMETaMONI | XpOMaTorpami  BHIIPOOYBaHOrO  PO3YHHY,
(BEPX) orpuManoro y BunpoOysaHHi «KinbkicHe
BU3HAUEHHSI» TIOBHHEH CIIIBIIQJAaTH 3 4YacoM
YTpUMYBaHHSI OCHOBHOTO iKYy Ha
xpomarorpadi po3urHHy HOPiBHAHHSA
e  dochoMiuMHy TPOMETAMONT ‘TndpayepBoHUiil criekTp BUIPOOyBaHOro Binnosinae
a49) PO3YHHY ITOBHHEH BiANOBIIaTH CHEKTPY
po60oYoro CTaHAAPTHOTO 3pas3Ky
OaHopigHicTL 1030BaHUX [ToBMHHO BUTPUMYBATH BUIIPOOYBaHHA BinmoBinae
opunnib (€sp. Dapm.2.9.40) ITpuiiManpHe yrcno (AV) < 15,0
BMicT Bogu (vemod Kapna-®iwepa) | He Ginpie mix 0,5% 0,1%
Brpara B maci npu He 6Ginbure mixk 0,5% 0,4%
BUCYHIYBaHHI
pH 3,0-6,0 3,6
Po3YHHHICTH MeHnnie Hix 2 XBHIIUHH Bianosigae
KinnkicHe BUZHAYEeHHA 95,0%-105,0%
(BEPX/IY) BiJl 3asBIIEHOT KiTbKOCTI 102,4%
(®ochomiuHHy TPOMETAMOIY)
CynposinHi xomimku (BEPX/IY):
o Jlomimka A He 6inpure mix 0,5% <0,05%
o Jlomimxka B He 6inpure wix 0,5% 0,12%
e Jomimka C He 6inpie Hix 0,3% <LoD
e Jlomimka D He 6umpme vixk 0,3% ° <LoD
o KoxHoi HeBH3HAYEHO] He 6inbie nix 0,1% <LoD
o lé(;\:;:l ;:M(ih;?:]f ) He 6inpme ik 1,5% 0,12%
‘{3\0 e o 2 (4 2.
L [ AL 'Z(nz((/




Ceptudikat sxocTi

GOCPOPAJL rpany.Iu Juis 0palbHOro pa3ynny, 3r/maker

Kpaina pupobunka.: Icnanis

Peectpaniiine moceiquennsNe: UA/13238/01/01

Cwuaa aii/akruBHicTh: docdominun 3r

Jlikapcbka ¢opma.: rpasyid Ul OpaJIbHOTO PO3UHHY

Po3mip Ta TN nakysanHs.: 8t B nakeTi (3 r pochominuny), 1 makeT B KapTOHHIH KOpOOLI.
Cepin: Z248A

3arajabHa KiabKicTh B cepii: 12196 ynakoBok

JlaTa BuroToBJeHHs: Gepesens 2023
Tepmin npugaTHocTi.: Gepesens 2026

Mixkpobiosoriyna yucrora:

3aransHa KilbKiCTh He 6inpmre mixk 10° KVO/1Ir 1 KYO/r
aepoOHUX MIKpOOpTaHi3MiB
(TAMC) He 6inpme 10° KYOQ/1r <1KVO/r

3aramsHa KUTBKICTE
JOPLKIKOBHX Ta MTICHIBHX ‘

rpu6is (TYMC) BiacyTtHicTs/1r BincyTHi
Escherichia coli

LoD — rpaanusuit (MiHIMaTEHHH) piBeHb YYTJINBOCTI

PesyasTar ananisy: s cepis signosinae Bumoram MK o PTT Ne UA/13238/01/01
Komenrapii: 30epiratu mpu Temuepatypi He 6inbie 30°C
3asnsa npo ceprudikaniro. "JanuM cepTrdikaToM NiATBEpIKYIO L0 BUIIEeBKaszaHa iHpopMalia €
JOCTOBipHOIO i TouHOI0. Lls1 cepist Oyiia BUroTOBIEHa, BKIOYAOYM MaKyBaHHs/MapKyBaHHS Ta KOHTPOJIb AKOCT,
Ha BUIEHA3BaHUX JIIBHMLAX Y MOBHIM BignosigHocti BumMoram GMP BHIaHHM MiCLEBHM PEryJIOIOYHM
OpraHoOM a TaKOX Y BillIOBiqHOCTI 3 cnienudikaiieto 1o Peectpauiiinoro nocke. IIpoTokonu BUpoOHUIITEA
cepii, maKyBaHHs Ta aHaNi3iB OyIu NepeBipeHi Ta BU3HAHI TaKUMH , IO BiANOBiAaTs BuMoram GMP"

Bixnosinansna ocoba 3a Bunyck cepii. Cristina Lopez,. YoenosaxeHa ocoba (abo aBTopusoBaHui
3aCTyNHUK YIIOBHOBaXXEHOI 0c0O0H)

Hionucanm: sacmynnux Ynosnosascenoi Ocobu Opanryck Xap’ep Banepo Bia
Jara mignucanus: 26 veppus 2023p

Hionuc (enexmponnuil)/
B63014856/26.06.2023/07:51:10+02:00




CERTIFICATE OF QUALITY

FOSFORAL, granules for oral solution, 3g/sachet

Country manufacturer.: Spain

Registration Certificate Ne: UA/13238/01/01

Strength/Potency: Fosfomycine 3g

Dosage form.: granules for oral solution

The size and type of packaging.: 8g in sachet (3g of Fosfomycin), 1 sachet in carton box.
Batch number: Z248A

Total quantity in batch: 12196 packs

Manufacturing date: March 2023

Expiry date.: March 2026

Manufacturer of the medicinal product
Site: Labiana Pharmaceuticals S.L..U
Adress: C/Casanova 27-31, Corbera de Llobregat, 08757 Barcelona, Spain

Manufacturing License for all manufacturing sites and site of quality control:
Manufacturing License 3348E _issue Spanish Agency for Medicines and Medical Devices of
the Ministry of Health, Social Services and Equality

Controls made in accordance with the methods of quality control of the RC Ne UA/13238/01/01

Controls Specified values (permissible limits) Results
Description (Visual inspection) White or almost white granulate without Jumps or Complies
particulates
Identification : :
¢ Fosfomycin tometamol Retention time of the main peak in a Complies
(HPLC) chromatogram of test solution obtained on Assay
testing matches the retention time peak in a
chromatogram of reference solution
¢ Fosfomycin tometamol ‘IR spectrum of the test solution shall meet with Complies
(IR) the reference standard spectrum
Uniformity of dosage until Shall meet the test Complies
(Eur. Ph. 2.9.40) Acceptance value AV < 15,0
Water content (Karl-Fischer) No more than 0,5% 0.1 %
Loss of drying No more than 0,5% 0.4 %
pH 3,0-6,0 3.6
Solubility LT 2 minutes Complies
Assay (HPLC/IR) 95,0%-105,0% 102.4 %
Fosfomycin tometamol from the declared quantity )
Impurities: (HPLC/IR)
e Impurity A No more than 0,5% LT 0.05 %
e Impurity B No more than 0,5% 0.12%
o Impurity C No more than 0,3% LT LoD
o Impurity D No more than 0,3% LT LoD
¢ Unknown individual No more than 0,1% LT LoD
. ﬁ?;?g;ﬁiﬁs No more than 1,5% 0.12%
Microbial contamination:
e Total number of aerobic No more than 10°CFU/1g 1 CFU/g
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CERTIFICATE OF QUALITY

FOSFORAL, granules for oral solution, 3g/sachet

Country manufacturer.: Spain
Registration Certificate Ne: UA/13238/01/01
Strength/Potency: Fosfomycine 3g

Dosage form.: granules for oral solution

The size and type of packaging.: 8g in sachet (3g of Fosfomycin), 1 sachet in carton box.
Batch number: Z248A

Total quantity in batch: 12196 packs

Manufacturing date; March 2023

Expiry date.: March 2026

count (TAMC)

Total number of yeast No more than 10°CFU/1g LT 1 CFU/g
and mold (TYMC)

Escherichia coli Absence/lg Absent

LoD — Limit of detection

The results of the analysis: This batch meets requirements of the Methods of Quality control of
Registration Certificate Ne UA/13238/01/01

Comments: store at temperature no more than 30°C

Certification statement. "I hereby certify that the above information is authentic and accurate. This batch
of product has been manufactured, including packaging/labelling and quality control at the above
mentioned site in full compliance with the GMP requirements of the local Regulatory Authority and also in
compliance with specification of the Registration Dossier. The batch processing, packaging and analysis
records have been reviewed and found in compliance with GMP"

Name and position of the person authorizing the batch release. Cristina Lopez, Qualified Person (Or
the authorized Deputy Qualified Person)

On behalf of Qualified Person, FRANCESC XAVIER VALERO VIA
Signature of the person authorizing the batch release.

Date of signature: June 26, 2023

FRANCESC Firmado digitalmente
or FRANCESC

XAVI ER )FzAVIER VALEROVIA/

VALERO VIA / 83014856

Fecha: 2023.06.26

B63014856  07:51:10 +02'00"
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