JAEPKABHA CJIYKBA 3 JIIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

npos. Hanii CeiTimusoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls kyiv@dls.gov.ua, Kog €JPIIOY 37079055

B CHOBOK
Npo SAKICTh BBE3€HOI0 B YKpaiHy JIKapChKOIo 3aco0y

18.01.2024 Ne 1824/24/2611

POCPOKOK

(mafiveHyBaHHS JTiKapCcHKOro 3aco0y 3TiHO 3 peecTPamiiiHIIM HOCBiTISHHIM)
TPaHYJIH [JJIsI OPAJIBHOI0 PO3YHHY 110 3 T, 10 8 I TpaHyJ1 y camie; mo 1 camle y KapTOHHiH
mavmi

(thopma BHIIyCcKy, 103yBaHHS, BIJI IAKYBaHHA JiKapcEKOIO 3ac00y)
Howmep peecrpaniitaoro mocsimgerrs UA/20101/01/01 crpox aii peectpaniiiroro mocsimuenns 05.07.2028
Cepis mikapchkoro 3acoby Ne ZS65A KinpkicTh BBe3eHOTO Jikapchkoro 3acoby 3000

Bupo6HIK Jlab1ana @apmackrotikaic, C.JLY ., Icranig

(HaiiMeHyBaHHS BIIPOOHIIKA TiKapcEKOr0 3aco0y, KpaiHa TOX0DKeHHS)

Baesero B VKpaiHy TOBAPHUCTBO 3 OBMEXEHOIO BI/IIIOBITAJIBHICTIO
"BYCT ®APMA", ixent. xox: 44107410

(maiiMeHyBaHHA Ta KoJ 3a €IPIIOV ropramrdHoi ocodm abo mpizeimie, iM'a, o 6aTEKOBI (izIrHOL
ocoDII - MMpHeMII, il Miclle IPOKIIBAHHSA Ta peecTpaliiiHiii Homep o61iKOBOI KApTKII IIATHIKA
ToJAaTKIB abo cepis Ta HoMep Iaclopra)

IIpotokoa Bisyansroro kontpo.aio Bix 18.01.2024 Ne 180/4.

3a pe3ynpTaTaMH JIepKABHOTO KOHTPOIO BCTAaHOBIEHO, IO JIKapchKmil 3acid BBe3eHO B YKpaiHy 3

JOTPHMAHHSM BIMOT 3aKOHOJABCTBA 1010 3a0e3IeTeHHS IKOCTI JTIKapChKIIX 3aco0iB.

Hagansauk Muxkomna XOJIOJIEHKO

(mmocaioBa ocoda opraHy JiepKaBHOT0 KOHTPOIIIO) (minmmic) (iHimiam1 Ta mpi3BIIIE)

ML.IL



i

HAEP>KABHA CJIYXFBA 3 JIIKAPCBKHUX 3ACOFBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npos. Hanii Ceitnnusoi, 3, 02099, ren. (044) 295-26-85
E-mail: dls kyiv@dls.gov.ua, Koa €IPTIOY 37079055

BUCHOBOK
npo AKiCTh BBe3eHOro B Y kpainy JiikapcbKoro 3acofy
21.12.2023 Ne 66676/23/26
DOCPOKOK

(HaliMeHYBaHHA NiKapCHKOTO 3aC06y 3MIAHO 3 PECCTPALIHHM NOCBITUCHHAM)
rpa’y/Id Qs OpadbLHOro po34uny no 3 r, no 8 r rpanya y came; no 1 came y kapToHHii
mavui

(dopma BHnycKy, 103yBaHHA, BUI NAaKyBaHHSA NikapceKoro 3acofy)
Homep peectpauiiinoro nocsinuenns UA/20101/01/01 crpok aii peectpauiitnoro nocsinuenns 05.07.2028
Cepisa nikapcskoro 3acoby Ne ZS65A KinskicTs BBesenoro nikapcukoro 3aco6y 1000

Bupo6HuK JlaGiana @apmaceiorikaic, C.J1.Y., Icnauis

(HaliMeHyBaHHA BUPOOHKKa Nikapcbkoro 3acoby, kpaiHa MOXOKEHHA)

BBe3eno B Vkpainy TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIIAJIBHICTHO
"BYCT ®APMA", inent. kon: 44107410

(nafimenysanns Ta koa 3a €JIPIIOY opuanuHoT ocobu a6o npisBHuIe, iM'A, No 6aTEKOBI
tizuuHoi 0co6H - miANpHEMLA, 1T MiCLle TPOXKHBAHHA Ta peccTpauifHui HoMep obnikonoi
KapTKH NNaTHUKa noaatkis abo cepis Ta HoMep nacnopra)

INpoToxon Bisyansxoro kourpomo sin 21.12.2023 Ne 4121/2.

3a pe3ynbTaraMd [JEPXKABHOrO KOHTPONKO BCTAHOBNEHO, WO Jikapcbkui 3aci6 BBeseHo B Ykpaiwy 3

AOTPHMAHHSM BHMOT 3aKOHONABCTBA 1010 3a6€3neYeHHA AKOCTI JliKap 3aco0is.
~
Hauanbuuk | ' Mukona XOJIOAEHKO
(nocanosa.ocoba aprany AepKABHOrO KOHTPOJIO) (nijnwmc) (iniuiaim Ta npizsuwe)




LABIANA Pharmaceuticals, S.L.U. E\ LABI ANA

CEPTU®IKAT CEPIi BUPOBHUKA
(B pamkax yroau npo B3aEMHe BU3HaHHS)

Homep ceptudikara: MRA23513
Kop ToBapy: 20002443
1. HasBa npoaykty ®OCPHOKOK, rpaHynun ana opanbHOro po34yunHy no 3r
2. Homep peecTpauiHOro nocsigyeHHs UA/20101/01/01
3. KpaiHa-imnopTep YKpaiHa
4. Cuna fii / akTuBHICTb 3 r/ ®ocgomiumrH
5. Nlikapcbka popma ["paHynu Ana opanbHOro po34yuHy B calle
6. Po3mMip i TN ynakoBKu 8 r/lcawe, 1 cawe/kapToHHa Kopobka
7. Homep naprii Z565A
8. KinbKicTb BignpasreHnx ynakoBoK 8 990 oanHuUb
9. KinbKicTb BUNYLLEHUX YNAaKOBOK 8 990 oanHUUb
10. [1aTa BUrOoTOBINEHHSA Jluctonapg 2023
11. TepMmiH npuaaTHOCTI Jluctonag 2026
12. Ha3ssa Ta agpeca BupobHuKka / JIABIAHA ®apmacebtoTikanc, C.J1.Y.
BUpoOHMYa OinbHUUSA / AiNbHUUA KOHTponto Byn. KacaHoBsa, 27-31, Kopbepa [e Jlbobperar,
AKOCTI bBapcenoHa, 08757, IcnaHisa
13. Homep niLeHsii Ha BUpOBHULTBO 3348E
14. Homep ceptudpikata GMP NCF/2272/001/CAT Bia 23.12.2022 p.
- 3riaHo 3 JoAaHUM OKpeMUM cepTudikaTom aHanis
15. PesynbTatn aHanisy 2?31 0502. A P P y
16. KomeHTapi / 3ayBaxeHHs N/A
17. 3aaBa npo cepTudikaito Lium g 3acsigyyto, WO HaBedeHa Bulle iHopmauia €

OOCTOBipHOKO Ta To4yHOW. Llio cepito npoaykty ©Gyno
BUroToBrieHo / BWpoONeHo, BKMNOYal4yu MNakyBaHHA /
MapKyBaHHA Ta KOHTPOMb SAKOCTi, Ha BULLE3a3Ha4eHUX
AinAHKax y MnoBHiKM BignosigHocTi Ao Bumor GMP
MICLIEBOro perynaropHoro oprady ta o crneuudikadin y
peecTpauiiHoMy [OCbE KpaiHu-imnopTtepa. 3anucu npo
cepiiHy 0b6po0bKy, nakysaHHA Ta aHani3 6ynu nepesipeHi
Ta BU3HaHI TakuMu, Lo BignosigaTs GMP

Mian. XaB’ep Banepo
YnoBHoBaXeHa ocoba

e, CPAHUMCK Y
T XABEP BAnEIF;lo BIA
BANEPO BIA/ B63014856

12.12.2023
B63014856 12:31:00+01'00"



(\LABIANA

PHARMACEUTICALS

Ceprudpikar aHanisy

23_10508

Mpoaykr: POCOPOKOK 3r

Kop cneuudikauii: CCEPF256/01
Nikapcbka chopma: Cawe

Jara eurotoBneHHs: nuctonag 2023 poky
Micue BupobHuurea: JIABIAHA dapmacotoTikanc, C.JLY.

[ara ananisy: 27/11/2023

Kop Toeapy: 20002443

Kop, Bulk 12000522

Homep cepii: Z565A

TepmiH gii: nuctonag 2026 poky

MapameTpu

Pesynbratu

Cneuucpikauis Mertop,

Onwc
Onuc (iHwe)
Konip

lpeHTudbikauis:
loeHTudpikauia ®ocdpomiumy (BEPX)

loeHTudpikauia Y

OpHopigHiCcTb 4030BaHUX OAWHULL
Bwmict Bogu (Kapn ®iwep)

Btpatu npu BUCYLLYBaHHI

pH

PosunHHicTb

KinbkicHe BusHaueHHa QocdomiupmHy

Tpomeramon (BEPX)

CynpoeigHi gomiwku (BEPX):
Homiwka A

Homiwka B

Homiwka C

Homiwka D

IHA. Hecneuwdo-Ha MaKc. ZoMilLKa
3aranbHa KinbKicTb [JOMILLOK

Mikpobionoriuna uuctoTa

3aranbHWUM XUTTE3AATHUNA
aepobHMiA NigpaxyHoK:

TAMC
TYMC
IHAMKaTOpPYW BUABNEHHS:

Escherichia coli

[ 'paHynn

bes rpyaouok abo uacTok.

[paHynu CCMPF004

bes rpyaouok abo uacTok.

binoro abo mainke binoro konbopy.  binoro abo maixe binoro konsopy.

CCMPF004

Yac yrpumanHa QocchomMiumHy Yac yrpumanHa ®ocdomiumHy
BiANOBiAa€e cCTaHAApPTHOMY PO3UMHY  BiAMNOBIAA€E CTaHAAPTHOMY PO3UMHY
3biratoTbca 3 eTanoHHUMKM cMyramm B 36iraioTbcd 3 €TanoHHUMK CMYramu B

CNeKTpi
BignosigHo po €® 2.9.40

0.1
0.4
3.7

Bignosigae

98.8

0,1

< 0,05

Huxkue Mexi BUABNeHHS
Huxkue Mexi BUABNeHHS
Huxkue Mexi BUABNEeHHS
0,1

1KYO /r
<1TKYO/r

BiacytHa

CneKTpi
BignosigHo po €® 2.9.40

He 6inbwe 0,5%
He 6inbwe 0,5%
3,0-6,0 CCMPF0O04

[MoBHicTO po3unMHeHWi <2 xB B 50 mn

Npu NepeMilyBaHHI CCMPFO04
95,0 - 105,0% CCMPFO04
CCMPFO04
He 6inbwe 0,5%
He binbwe 0,5%
He binbwe 0,3%
He binbwe 0,3%
He binbwe 0,10%
He binbwe 1,5%
CCMPFO19

He 6inbwe 1x10° KYO/r
He 6inbwe 1x102 KYO/r

BiacytHal1r

Ceptudikat BugaHo y Kop6epa [le Nlbobperar, 28 nuctonaga 2023p.

MeHepn Kep 3 KOHTPOJIHO AKOCTI

Jxoen Mpieto MNoHc
Cepis sunywieHa: 27 nucronaga 2023p.

Lle# pokymeHT 6yno cTBOpeHo B eNIeKTPOHHOMY BUrnaAi 1a gikcHuid 6e3 nignucy




LABIANA Pharmaceuticals, S.L.U. E\ I_ABIANA

MANUFACTURER'S BATCH CERTIFICATE
(under the Scope of a Mutual Recognition Agreement)

Number of certificate: MRAZ23513
Code of product: 20002443
1. Product Name Fosfococ 3g, granules for oral solution
2. Drug ldentification Number UA/20101/01/01
3. Importing Country Ukraine
4. Strength/ Potency 3 g/ Fosfomycin
5. Dosage form Granules for oral solution sachets
6. Package size and type 8g/sachet, 1 sachet/carton box
7. Batch number Z565A
8. Number of packs delivered 8.990 units
9. Released units 8.990 units
10. Manufacturing date November 2023
11. Expiry date November 2026
12. Manufacturer Name and address/ LABIANA Pharmaceuticals, S.L.U.
manufacturing site/ quality control site C/Casanova, 27-31, Corbera de Llobregat, Barcelona,
08757, Spain
13. Manufacturing Authorization Number  3348E
14. Number of Certificate of GMP NCF/2272/001/CAT dated 23/12/2022
15. Results of analysis According to the attached separate CoA 2310508
16. Comments / remarks N/A

17. Certification statement

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

Sgd. Xavier Valero
Qualified Person

Firmado
Signature: FRANCESC digitalmente por
XAVIER FRANCESC XAVIER
VALERO VIA /
VALERO VIA / gs3014856

B63014856 Fecha:2023.12.12
12:31:00 +01'00'



B\ LABIANA

PHARMACEUTICALS

Certificate of Analysis 23 10508

Product:FOSFOCOC 3G
Specification code: CCEPF256/01 Product code: 20002443
Dosage form: Sachet Bulk product code: 12000522
Manufacturing date: November 2023 Batch number: Z565A
Manufacturing site: LABIANA Pharmaceuticals S.L.U. Expiry date: November 2026
Analysis Date: 27/11/2023
Parameters Result Specifications Method
Appearance Granulate Granulate CCMPF004
Appearance (others) Without lumps or Without lumps or

partic. partic.
Colour White or off-white White or off-white

colour colour
Identification: CCMPFO004
Identif. Fosfomycin (HPLC) rt Fosfomycin rt Fosfomycin

coincides with std coincides with std
Identification IR Spectra coincides Spectra coincides

with std with std
Uniformity of dosage Complies Ph. Eur. Complies Ph. Eur.

2940 2940
Water content (KF) 0.1 NMT 0.5%
Loss on drying 04 NMT 0.5%
pH 37 30-6.0 CCMPF004
Solubility Complies Completely dissolved CCMPF004

<2min in 50ml under
stirring
Assay Fosfomycin Trometamol (HPLC) 98.8 95.0- 105.0% CCMPF004
Related substances (HPLC): CCMPF004
Impurity A 0.1 NMT 0.5%
Impurity B <0.05 NMT 0.5%
Impurity C LT LoD NMT 0.3%
Impurity D LT LoD NMT 0.3%
Ind. unknown imp. max. LT LoD NMT 0.10%
Total Impurities 0.1 NMT 1.5%
Follows next page ...
Page : [1/2]

This document has been generated electronically and is valid without signature




B\ LABIANA

PHARMACEUTICALS
Certificate of Analysis 23 10508

Product:FOSFOCOC 3G
Parameters Result Specifications Method
Microbiological purity CCMPF019
Total Viable aerobic counting:
TAMC 1 cfu/g NMT 1x103cfu/g
TYMC <1 cfulg NMT 1x102cfu/g
Detection indicators:
Escherichia coli Absence Absencel/1g

Certificate issued in Corbera de Llobregat, 28 of November, 2023

Quality Control Manager

Joel Prieto Pons
Batch approved on: 27 of November, 2023

Pag : [2/2]
This document has been generated electronically and is valid without signature



JNEPKABHA CJYIKBA 3 JIKAPCBKUX 3ACO l:)"l B
TA KOHTPOJIO 3A HAPKOTUKAMHM y m. KHEBIE
npon. Hagii Ceitanunol. 3, 02099, tes. (044) 295-26-83
E-mail: dis kyiv@ddis.gov.ua, Koa €APHIOY 37079055

BUCHOBOK
npo AKicTL BBE3eNoro B YKpainy JiKapebRoro 3acoly

21.10.2025 Ne 33051/25/2611

GOCPOKOK
(HalMeHYBAITI ATKAPCLKOTO 3acoTY 3rima 3 PECCTPATHNIA HOCBIANCHEANM)
! Ppaiydn LS 0PAIBIOYo posinny 1o 30, 10 8 rrpanya y came; so | eamey raprouniii
naani
(hopara BUUFCKY, 03y BAHUL BILL IOKYBAIS AikapeLkor sacoly)

Howep pecerpanifioro nocsiauenna UAZZ0T01/01/01 erpok ail PEECTPAIHNOTO HOCKIAT IR (05.07.2028

Cepis nixkapeskoro wacoby N C591A Kistbrictn saesenoro gikapenrero sucody 2828
BupoGiik Jlabiana Papmaceiorikanc, CJLY.. lenania

(rdiaeHyBats sHpOBHINKG HEPCHKOTO 3aCOBY. KPATHG RONQERSHHIN)

Bucieno B YKpainy Tosapucrso 3 odmexenow sinnosianbuicro "EYCT DPAPMA™,
e won: 44107410

(uainienysanns a ket s CHPTIOY wopumanoi ocodn A0 HPIRHC, 13O 110 GaThro
thisminoi acniin - miapseanst 11 MICUe BPOEDBII T pee i Hosep 00.aRe B
KAPTRN ARTUIEH TOATTRIR a50 Cepiy 1 IIOME] RactiopTa)

Hpurokoa sisyaiasnero owrpea sia 21.10.2028 X 3974/01 10-25/1.

a0 PeIyALTATAME  ACPWABHOIQ  ROUTPONO  BCTAHOBACHO. WO ;xix%pcwui’s sacid  ssescHo B Yepainy 3

AAIKAPCHKIX 3ac0BiB.

s

AOTPHMAHHIM BHMOI JIKOHOAABCTBA 1O 3a0UNeUCHISE HKOC

Miikosia XOJIO K

01RO Qi) (3B L SPTIBINAC)




A

JAEPKABHA CJHYXBA 3 JTIKAPCHLKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMM y m. KHEBI

npos. Hauii Ceirnuunol, 3, 02099, tea. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kog €IPIIOY 37079055

BHCHOBOK
PO SIKICTL BBE3eHOro B YKpainy MiKapeLroro 3acody
08.10.2025 Ne 50828/25/2611
POCOOKOK

(naliMenynanng aikapenkoro saeofy 3riuo 3 pecerpartifitm HOCRiUEHNM)
IpanyJyin st 0paasnoro posyuny no 3 r, no 8 v rpanya y came; no 1 came Y Kaprounuiit
naui

(QropMa BUIYCKY, JOBYBINNI, B IAKY BAHHS NIKAPERKOrO 3ac00Y)
Homep pecerpauisinoro nocainnenna UA/20101/01/01 erpox aii peectpauiiinoro nocsinuenis 05.07.2028
Cepis nikapcrkoro sacoby Ne C591A Kisskicts pnesenoro nikapenkoro sacoGy 4680

BupoGik Jlabiana @apmackiorikanc, C.ILY., Ienanis

(maiistenynartina supoGinka aikapeskoro 3acofy. kpaita ROXODKCHHN )

TOBAPUCTBO 3 OBMEXEHOIO BIAMOBILIAJILHICTIO
"BYCT ®APMA", ineur. on: 44107410

Bseseno B Vipainy

(Haiimenysanns a kot 38 CAPIIOY wopummanoi ocobu aGo npissuie, iM', no Garukosi diznunai
0cobH - ninnpuemus, 1 Micue NPOKIBAHHA Ta puupummum HOMEp OBAKOBOT KApTRI NAATHIKA
noaarkin a6o cepis Ta noMep nacnopra)

Mporokon viryankuoro konrponio sin 08.10.2025 Ne 3759/01.10-25/17.

3a  pesyastatamu ACPHKIRHOTO  KOHTPOMO  BCTAHORNCHO, WO AiKapcykuil  3uci®  ppeseno s Ypainy 3
ROTPUMAHHSIM Bumor JAKOHOAABCTEA WOA0 3a0eInNeYeHHs AKOCTI AT

PCbKUX 3acobin,

na XONOJIEH IKO

Muxo
(numm) (nmu.um Ti IPIBBULIC)




JIEPYKABHA CJYXKBA 3 JIKAPCHKUX 3ACOLIB
TA KOHTPOJIIO 3A HAPKOT NKAMMW v m. KHEBI
npos. Hauil Caitnuvrol, 3. 02099, ren. (044) 295-26-85
F-mail: dls.kyiv@dls.gov.ua, Kox EIPIIOY 37079055

BHCHOBOK
PO AKICTH BBE3EHOr0 B YKpainy JikapebKroro 3acoby

23.09.2025 Ne 46062/25/26

GOCHOKOK
(uaiiveny BaHEs JIKAPCHKONO 3acaly 2riAlo 3 pecerpaniiingm NOCBUIMCHHSAM)
rpauy.IH JUIst 0PATbHOTe PO3UHAY 1o 3 r; o 8 r rpanynay came; o 1 canre B KAPTOHHIL
avi
((hopma BrnYCKY, 03y BANHS, BAJL NEKYBANNA aiRapehLRoOro 3acody)

Howep peectpauiiinoro nocsinuens UA/201 01/01/01 erpox aif peectpauiitnoro nocsinienns 05.07.2028
Cepis sikapeskoro sacody Ne CS91A KisbkicTs BBO3CHOrO ikapewkoro sacody 4680

Bupobuuk JlaBiana Gapmacsiotikane, C.JLY., lenanis

(HalMCHY BAHS BUPOTHUKA JHIKAPCHIOT0 30CoBY. KPuiHa HOXOACHHS )

Beeseno B Yrpainy ToBapucTBO 3 00MEKEHOIO sianosinanpuicTio "BYCT ®APMAY,
inent. kon: 44107410
(wafivenysanns a ko 3a CAPTIOY foprannot ocodi albo npi3puIe. is'a, 10 GarLROBE
Qrizuof 0cobr - NEAPHEMUL, 1T M ICHC HPOACHBAHES Td pecerpaniinui vomep obairosol
KAPTKH IAATIAKA HOAATIIB al0 Cepist 18 HOMEP HACHOPTY)

TIpOTOKRO Bi3yAABLHOTO KOHTPOJIIO BiA 23.09.2025 N 3433/01.10-25/20.

5

Ja  pesyiLTaTaMil  ACPKARHOTO  KOHTPOMO  BCTAHOBACHO, 11O nikapebkuit 3acid  BBEseno B Yrpaiiy 3
T .
AOTPHMAHHAM BAVMOr 3aK0HO/IABCTE LLOAG 3abe3nedeHH m\'?’cﬂ/}n Kapebkux 3acodis.

Muxona XOJOJ

(iniiasu Ta npisnHne)

<HKO

Havanouuk

(nocuora 0coba ¢



LABIANA Pharmaceuticals, S.L.U.

LABIANA

CEPTUGIKAT CEPI BUPOBHUKA
(B pamKax yroav npo B3aEMHE BUSHaHHS)

Homep cepTudikara: MRA25476

Kogn ToBapy: 20002443

1. Hassa npogykry POCDOKOK, rpaHynu ans opasnbHOro poaumHy no 3r
2. Homep peecTpauiitHoro nocsinueHHs UA/20101/01/01

3. Kpaina-imnopTep YkpaiHa

4. Cuna pii / akTuBHicTL 3 r / dochomiumH

5. Nlikapcbka dopma Fparynu ona opansHoro poauuHy B callle

6. Poamip | Tun ynakosku 8 r/cawwe, 1 cawe/kapToHHa kopobka

7. Homep naprii C591A

8. KinekicTb 8ignpaenexnx ynakosok 12 188 oauHuLbL

©

. KinbkicTb BUNYLEHUX ynakoBoK
10. Aata BurotoBneHHn

11. TepMiH npugatHocTi

12. Hasea Ta agpeca supo6Huka /
BUpo6HUYa AiNbHUUS / BiNbHULA KOHTponto
aKocTi

13. Homep niueHsii Ha BUpoBHULTBO

14. Homep cepTudikata GMP
15. PesynbTaTit aHaniay

16. KomeHTapi / 3ayBaeHHs
17. 3asBa npo cepTudikauiio

Nipn. Anmyaexsa Mos
YnosHoBaxeHa ocoba

12 188 oguHuLb
Jlunenb 2025

Junens 2028

NABIAHA dapmacstoTikanc, C.J1.Y.

Byn. KacaHosa, 27-31, Kop6epa [e fbo6perar,
Bapcenona, 08757, Icnanis

3348E

NCF/2476/001/CAT Big 19.12.2024.

3rinHo 3 goAaHUM  okpeMuM  cepTUdikaTom aHaniay
25_06582

N/A

Lnm s 3aceiguyio, wo HasegeHa BULLle iHchopMmaUia e
AOCCTOBIPHOK Ta TouHow. Ll cepito npoaykTy 6yro
BUroTOBNEHO / BUPOBNEHO, BKMKOYAKOMM NaKyBaHHs /
MapKyBaHHsi Ta KOHTPONb SKOCTi, Ha BULIe3a3HaUYEHUX
AinsHKkax y NOBHIW BignosigHocTi go  sumor GMP
MICLIEBOro PerynsTopHOro oprany Ta 4o cneuudikaLin y
peecTpauiitHoMy aocbe KpaiHu-iMniopTepa. 3anucu npo
cepiiiHy 06poBky, nakyBaHHs Ta aHanis Gynu nepesipeHi
Ta BU3HaHi Takumu, Wo signosigaoTs GMP

Uudbposuit nignuc

Mignuc: AHIOPEA TEMUENPA  p{iPen TedUEsPA
POIPITEC POJIPITEC / B63014856
B63014856 22.07.2025

b o v owie by 2510

12:11:46+02'00'



LABIANA

PHARMACEUTICALS

Ceprudikar aHanisy

25_06582

MNpoaykt: ®OCHOKOK 3r

Koa cneuudikauii: CCEPF256/01

Rikapcbka dopma: Calle

DaTa BurotoBneHHs: fluneHb 2025 poky
Micue Bupo6umuTaa: JABIAHA dapmacsioTikanc, c.ny.

Data ananiay: 21/07/2025

Kog ToBapy: 20002443

Koa Bulk 12000701

Homep cepii: C591A

Tepwmin aii: Nunens 2028 poky

MNapameTtpu PesynbTatu Cneuudikauin MeTon
Onue panynu [panynu CCMPF004
Onuc (iHwe) Bes rpyfovok abo 4acTok. Bea rpyaovok abo YacTok.
Konip Binoro konbopy. Binoro a6o Matxe Binoro KOALOPY.
laeHTudikauin: CCMPF004
|aeHTUdikauis PocdomiumH (BEPX)  Hac yrpumanHs bochomiunHy Yac yTpumanHs ©ochoMilinHy
BiANOBIAAE CTaHAAPTHOMY PO3YMHY BiQNOBIAaE CTaHAAPTHOMY PO3HUHY

|aenTudikauis (4 Cniekrpy 36iraioTucs 3i craHaapTHuMu  Cnexrpu 36iraloTbcA 3i cTaHaapTHUMU
OAHOPIAHICTL [O30BAHUX OAUHULE Bianosiatxo go €4 2.9.40 BianosigHo go € 2.9.40

Bmict Boau (Kapn ®iwep) 0,1 He 6inbwe 0,5%

BTpaTit Npy BUCYLLYBaHHI 04 He Binbiue 0,5%

pH 37 3,0-6,0 CCMPF004
POSUUHHICTD MosHicTto PO3HMHAETECA <2 xB y 50 Mn MosHICTIO posqmnek}mﬁ <2 x8 B 50 Mn CCMPFO04

npw NepemiwysaxHi npu nepemillyBsaHHi

KinbkicHe Bu3Ha4yeHHst @ocdhoMilnHy o,

TpomeTamon (BEPX) 99,9 95,0 - 105,0% CCMPF004
Cynposiasi aomiwky (BEPX): CCMPF004
Rowiuka A 0,07 He Binblue 0,5%

Jomiwka B 0,09 He 6inbwwe 0,5%
[omiwka C < 0,05 He 6inbwe 0,3%

Dowiwka D < 0,05 He 6Binble 0,3%

HecneuudikosaHa MaxkcumarbHa g o

iHavBiayansHa foMillka <0.05 He GinbLe 0,10%

3arankHa KinsKicTs AOMILLOK 0,16 He Ginbwe 1,5%

Mikpo6ionoriuHa YncrtoTa CCMPF019
3aranbHUN KUTTE3IRATHUN

aepobHuil nigpaxyHok:

TAMC <1 He Ginbwe 1x10° KYO/r

TYMC <1 He Binblue 1x10° KYO/r

lHanKaTOPU BUABIIEHHSA!

Escherichia coli BincytHs BingcyTHs/1r

Ceptudikar sugaHo y Kopbepa fle Nbo6perart, 22 nunHa 2025p.

MeHeKep 3 KOHTPOIIO AKOCTI

I3abens Qopago

Liel AOKYMEHT BYFo CTBOPEHO B eNneKTpOHHOMY surnsai Ta pilicHui 6e3 nignucy

Cepis BunyweHa: 21 nunus 2025 poxky.




LABIANA Pharmaceuticals, S.L.U.

& LABIANA

MANUFACTURER'S BATCH CERTIFICATE
(under the Scope of a Mutual Recognition Agreement)

Number of certificate:
Code of product:

MRA25476
20002443

1. Product Name

. Drug Identification Number

Importing Country

. Strength/ Potency

. Package size and type

. Batch number

. Number of packs delivered

2
3
4
5. Dosage form
6
7
8
9

. Released units

10. Manufacturing date

11. Expiry date

12. Manufacturer Name and address/

manufacturing site/ quality control site

13. Manufacturing Authorization Number

14. Number of Certificate of GMP

16. Results of analysis

16. Comments / remarks

17. Certification statement

Sgd. Almudena Moya
Qualified Person (Or authorized Deputy QP)

Signature:

Fosfococ 3g, granules for oral solution
UA/20101/01/01

Ukraine

3 g/ Fosfomycin

Granules for oral solution sachets
8g/sachet, 1 sachet/carton box
C591A

12188 units

12188 units

July 2025

July 2028

LABIANA Pharmaceuticals, S.L.U.
C/Casanova, 27-31, Corbera de Llobregat, Barcelona,
08757, Spain

3348E
NCF/2476/001/CAT dated 19/12/2024

According to the attached separate CoA 25 06582
N/A

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

reviewed and found to be in compliance with GMP

Firmado digitalmente

ANDREIA TEIXEIRA o anDREIA TEIXEIRA

RODRIGUES /
B63014856

RODRIGUES / B63014856
Fecha: 2025.07.22
12:11:46 +02'00'



& LABIANA

PHARMACEUTICALS

OO A

Certificate of Analysis 25_ 06582

Product:FOSFOCOC 3G
Specification code: CCEPF256/01 Product code: 20002443
Dosage form: Sachet Bulk product code: 12000701
Manufacturing date: July 2025 Batch number: C591A
Manufacturing site: LABIANA Pharmaceuticals S.L.U. Expiry date: July 2028
Analysis Date: 21/07/2025
Parameters Result Specifications Method
Appearance Granulate Granulate CCMPF004
Appearance (others) Without lumps or Without lumps or

partic. partic.
Colour White White or off-white
Identification: CCMPF004
Identif. Fosfomycin (HPLC) rt Fosfomycin rt Fosfomycin

coincides with std coincides with std
Identification IR Spectra coincides Spectra coincides

with std with std
Uniformity of dosage Complies Ph. Eur. Complies Ph. Eur.

2.9.40 2.9.40
Water content (KF) 0.1 NMT 0.5%
Loss on drying 0.4 NMT 0.5%
pH 37 3.0-6.0 CCMPF004
Solubility Completely dissolved Completely dissolved CCMPF004

<2min in 50ml under <2min in 50ml under

stirring stirring
Assay Fosfomycin Trometamol (HPLC) 99.9 95.0 - 105.0% CCMPF004
Related substances (HPLC): CCMPF004
Impurity A 0.07 NMT 0.5%
Impurity B 0.09 NMT 0.5%
Impurity C <0.05 NMT 0.3%
Impurity D <0.05 NMT 0.3%
Ind. unknown imp. max. <0.05 NMT 0.10%
Total Impurities 0.16 NMT 1.5%
Microbiologicat purity CCMPFO019

Follows next page ...
Page : [1/2]

This document has been generated electronically and is valid without signature




& LABIANA

PHARMACEUTICALS

Certificate of Analysis 25 06582
Product:FOSFOCOC 3G
Parameters Result Specifications Method
Total Viable aerobic counting:
TAMC <1 NMT 1x103cfu/g
TYMC <1 NMT 1x102cfulg
Detection indicators:
Escherichia coli Absence Absence/1g

Certificate issued In Corbera de Llobregat, 22 of July, 2025

Quality Control Manager

P.o. Isabel Dorado
Batch approved on: 21 of July, 2025

Pag : [2/2]
This document has been generated electronically and is valid without signature



JNEPKABHA CJYIKBA 3 JIKAPCBKUX 3ACO l:)"l B
TA KOHTPOJIO 3A HAPKOTUKAMHM y m. KHEBIE
npon. Hagii Ceitanunol. 3, 02099, tes. (044) 295-26-83
E-mail: dis kyiv@ddis.gov.ua, Koa €APHIOY 37079055

BUCHOBOK
npo AKicTL BBE3eNoro B YKpainy JiKapebRoro 3acoly

21.10.2025 Ne 33051/25/2611

GOCPOKOK
(HalMeHYBAITI ATKAPCLKOTO 3acoTY 3rima 3 PECCTPATHNIA HOCBIANCHEANM)
! Ppaiydn LS 0PAIBIOYo posinny 1o 30, 10 8 rrpanya y came; so | eamey raprouniii
naani
(hopara BUUFCKY, 03y BAHUL BILL IOKYBAIS AikapeLkor sacoly)

Howep pecerpanifioro nocsiauenna UAZZ0T01/01/01 erpok ail PEECTPAIHNOTO HOCKIAT IR (05.07.2028

Cepis nixkapeskoro wacoby N C591A Kistbrictn saesenoro gikapenrero sucody 2828
BupoGiik Jlabiana Papmaceiorikanc, CJLY.. lenania

(rdiaeHyBats sHpOBHINKG HEPCHKOTO 3aCOBY. KPATHG RONQERSHHIN)

Bucieno B YKpainy Tosapucrso 3 odmexenow sinnosianbuicro "EYCT DPAPMA™,
e won: 44107410

(uainienysanns a ket s CHPTIOY wopumanoi ocodn A0 HPIRHC, 13O 110 GaThro
thisminoi acniin - miapseanst 11 MICUe BPOEDBII T pee i Hosep 00.aRe B
KAPTRN ARTUIEH TOATTRIR a50 Cepiy 1 IIOME] RactiopTa)

Hpurokoa sisyaiasnero owrpea sia 21.10.2028 X 3974/01 10-25/1.

a0 PeIyALTATAME  ACPWABHOIQ  ROUTPONO  BCTAHOBACHO. WO ;xix%pcwui’s sacid  ssescHo B Yepainy 3

AAIKAPCHKIX 3ac0BiB.

s

AOTPHMAHHIM BHMOI JIKOHOAABCTBA 1O 3a0UNeUCHISE HKOC

Miikosia XOJIO K

01RO Qi) (3B L SPTIBINAC)




A

JAEPKABHA CJHYXBA 3 JTIKAPCHLKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMM y m. KHEBI

npos. Hauii Ceirnuunol, 3, 02099, tea. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kog €IPIIOY 37079055

BHCHOBOK
PO SIKICTL BBE3eHOro B YKpainy MiKapeLroro 3acody
08.10.2025 Ne 50828/25/2611
POCOOKOK

(naliMenynanng aikapenkoro saeofy 3riuo 3 pecerpartifitm HOCRiUEHNM)
IpanyJyin st 0paasnoro posyuny no 3 r, no 8 v rpanya y came; no 1 came Y Kaprounuiit
naui

(QropMa BUIYCKY, JOBYBINNI, B IAKY BAHHS NIKAPERKOrO 3ac00Y)
Homep pecerpauisinoro nocainnenna UA/20101/01/01 erpox aii peectpauiiinoro nocsinuenis 05.07.2028
Cepis nikapcrkoro sacoby Ne C591A Kisskicts pnesenoro nikapenkoro sacoGy 4680

BupoGik Jlabiana @apmackiorikanc, C.ILY., Ienanis

(maiistenynartina supoGinka aikapeskoro 3acofy. kpaita ROXODKCHHN )

TOBAPUCTBO 3 OBMEXEHOIO BIAMOBILIAJILHICTIO
"BYCT ®APMA", ineur. on: 44107410

Bseseno B Vipainy

(Haiimenysanns a kot 38 CAPIIOY wopummanoi ocobu aGo npissuie, iM', no Garukosi diznunai
0cobH - ninnpuemus, 1 Micue NPOKIBAHHA Ta puupummum HOMEp OBAKOBOT KApTRI NAATHIKA
noaarkin a6o cepis Ta noMep nacnopra)

Mporokon viryankuoro konrponio sin 08.10.2025 Ne 3759/01.10-25/17.

3a  pesyastatamu ACPHKIRHOTO  KOHTPOMO  BCTAHORNCHO, WO AiKapcykuil  3uci®  ppeseno s Ypainy 3
ROTPUMAHHSIM Bumor JAKOHOAABCTEA WOA0 3a0eInNeYeHHs AKOCTI AT

PCbKUX 3acobin,

na XONOJIEH IKO

Muxo
(numm) (nmu.um Ti IPIBBULIC)




JIEPYKABHA CJYXKBA 3 JIKAPCHKUX 3ACOLIB
TA KOHTPOJIIO 3A HAPKOT NKAMMW v m. KHEBI
npos. Hauil Caitnuvrol, 3. 02099, ren. (044) 295-26-85
F-mail: dls.kyiv@dls.gov.ua, Kox EIPIIOY 37079055

BHCHOBOK
PO AKICTH BBE3EHOr0 B YKpainy JikapebKroro 3acoby

23.09.2025 Ne 46062/25/26

GOCHOKOK
(uaiiveny BaHEs JIKAPCHKONO 3acaly 2riAlo 3 pecerpaniiingm NOCBUIMCHHSAM)
rpauy.IH JUIst 0PATbHOTe PO3UHAY 1o 3 r; o 8 r rpanynay came; o 1 canre B KAPTOHHIL
avi
((hopma BrnYCKY, 03y BANHS, BAJL NEKYBANNA aiRapehLRoOro 3acody)

Howep peectpauiiinoro nocsinuens UA/201 01/01/01 erpox aif peectpauiitnoro nocsinienns 05.07.2028
Cepis sikapeskoro sacody Ne CS91A KisbkicTs BBO3CHOrO ikapewkoro sacody 4680

Bupobuuk JlaBiana Gapmacsiotikane, C.JLY., lenanis

(HalMCHY BAHS BUPOTHUKA JHIKAPCHIOT0 30CoBY. KPuiHa HOXOACHHS )

Beeseno B Yrpainy ToBapucTBO 3 00MEKEHOIO sianosinanpuicTio "BYCT ®APMAY,
inent. kon: 44107410
(wafivenysanns a ko 3a CAPTIOY foprannot ocodi albo npi3puIe. is'a, 10 GarLROBE
Qrizuof 0cobr - NEAPHEMUL, 1T M ICHC HPOACHBAHES Td pecerpaniinui vomep obairosol
KAPTKH IAATIAKA HOAATIIB al0 Cepist 18 HOMEP HACHOPTY)

TIpOTOKRO Bi3yAABLHOTO KOHTPOJIIO BiA 23.09.2025 N 3433/01.10-25/20.

5

Ja  pesyiLTaTaMil  ACPKARHOTO  KOHTPOMO  BCTAHOBACHO, 11O nikapebkuit 3acid  BBEseno B Yrpaiiy 3
T .
AOTPHMAHHAM BAVMOr 3aK0HO/IABCTE LLOAG 3abe3nedeHH m\'?’cﬂ/}n Kapebkux 3acodis.

Muxona XOJOJ

(iniiasu Ta npisnHne)

<HKO

Havanouuk

(nocuora 0coba ¢



LABIANA Pharmaceuticals, S.L.U.

LABIANA

CEPTUGIKAT CEPI BUPOBHUKA
(B pamKax yroav npo B3aEMHE BUSHaHHS)

Homep cepTudikara: MRA25476

Kogn ToBapy: 20002443

1. Hassa npogykry POCDOKOK, rpaHynu ans opasnbHOro poaumHy no 3r
2. Homep peecTpauiitHoro nocsinueHHs UA/20101/01/01

3. Kpaina-imnopTep YkpaiHa

4. Cuna pii / akTuBHicTL 3 r / dochomiumH

5. Nlikapcbka dopma Fparynu ona opansHoro poauuHy B callle

6. Poamip | Tun ynakosku 8 r/cawwe, 1 cawe/kapToHHa kopobka

7. Homep naprii C591A

8. KinekicTb 8ignpaenexnx ynakosok 12 188 oauHuLbL

©

. KinbkicTb BUNYLEHUX ynakoBoK
10. Aata BurotoBneHHn

11. TepMiH npugatHocTi

12. Hasea Ta agpeca supo6Huka /
BUpo6HUYa AiNbHUUS / BiNbHULA KOHTponto
aKocTi

13. Homep niueHsii Ha BUpoBHULTBO

14. Homep cepTudikata GMP
15. PesynbTaTit aHaniay

16. KomeHTapi / 3ayBaeHHs
17. 3asBa npo cepTudikauiio

Nipn. Anmyaexsa Mos
YnosHoBaxeHa ocoba

12 188 oguHuLb
Jlunenb 2025

Junens 2028

NABIAHA dapmacstoTikanc, C.J1.Y.

Byn. KacaHosa, 27-31, Kop6epa [e fbo6perar,
Bapcenona, 08757, Icnanis

3348E

NCF/2476/001/CAT Big 19.12.2024.

3rinHo 3 goAaHUM  okpeMuM  cepTUdikaTom aHaniay
25_06582

N/A

Lnm s 3aceiguyio, wo HasegeHa BULLle iHchopMmaUia e
AOCCTOBIPHOK Ta TouHow. Ll cepito npoaykTy 6yro
BUroTOBNEHO / BUPOBNEHO, BKMKOYAKOMM NaKyBaHHs /
MapKyBaHHsi Ta KOHTPONb SKOCTi, Ha BULIe3a3HaUYEHUX
AinsHKkax y NOBHIW BignosigHocTi go  sumor GMP
MICLIEBOro PerynsTopHOro oprany Ta 4o cneuudikaLin y
peecTpauiitHoMy aocbe KpaiHu-iMniopTepa. 3anucu npo
cepiiiHy 06poBky, nakyBaHHs Ta aHanis Gynu nepesipeHi
Ta BU3HaHi Takumu, Wo signosigaoTs GMP

Uudbposuit nignuc

Mignuc: AHIOPEA TEMUENPA  p{iPen TedUEsPA
POIPITEC POJIPITEC / B63014856
B63014856 22.07.2025

b o v owie by 2510

12:11:46+02'00'



LABIANA

PHARMACEUTICALS

Ceprudikar aHanisy

25_06582

MNpoaykt: ®OCHOKOK 3r

Koa cneuudikauii: CCEPF256/01

Rikapcbka dopma: Calle

DaTa BurotoBneHHs: fluneHb 2025 poky
Micue Bupo6umuTaa: JABIAHA dapmacsioTikanc, c.ny.

Data ananiay: 21/07/2025

Kog ToBapy: 20002443

Koa Bulk 12000701

Homep cepii: C591A

Tepwmin aii: Nunens 2028 poky

MNapameTtpu PesynbTatu Cneuudikauin MeTon
Onue panynu [panynu CCMPF004
Onuc (iHwe) Bes rpyfovok abo 4acTok. Bea rpyaovok abo YacTok.
Konip Binoro konbopy. Binoro a6o Matxe Binoro KOALOPY.
laeHTudikauin: CCMPF004
|aeHTUdikauis PocdomiumH (BEPX)  Hac yrpumanHs bochomiunHy Yac yTpumanHs ©ochoMilinHy
BiANOBIAAE CTaHAAPTHOMY PO3YMHY BiQNOBIAaE CTaHAAPTHOMY PO3HUHY

|aenTudikauis (4 Cniekrpy 36iraioTucs 3i craHaapTHuMu  Cnexrpu 36iraloTbcA 3i cTaHaapTHUMU
OAHOPIAHICTL [O30BAHUX OAUHULE Bianosiatxo go €4 2.9.40 BianosigHo go € 2.9.40

Bmict Boau (Kapn ®iwep) 0,1 He 6inbwe 0,5%

BTpaTit Npy BUCYLLYBaHHI 04 He Binbiue 0,5%

pH 37 3,0-6,0 CCMPF004
POSUUHHICTD MosHicTto PO3HMHAETECA <2 xB y 50 Mn MosHICTIO posqmnek}mﬁ <2 x8 B 50 Mn CCMPFO04

npw NepemiwysaxHi npu nepemillyBsaHHi

KinbkicHe Bu3Ha4yeHHst @ocdhoMilnHy o,

TpomeTamon (BEPX) 99,9 95,0 - 105,0% CCMPF004
Cynposiasi aomiwky (BEPX): CCMPF004
Rowiuka A 0,07 He Binblue 0,5%

Jomiwka B 0,09 He 6inbwwe 0,5%
[omiwka C < 0,05 He 6inbwe 0,3%

Dowiwka D < 0,05 He 6Binble 0,3%

HecneuudikosaHa MaxkcumarbHa g o

iHavBiayansHa foMillka <0.05 He GinbLe 0,10%

3arankHa KinsKicTs AOMILLOK 0,16 He Ginbwe 1,5%

Mikpo6ionoriuHa YncrtoTa CCMPF019
3aranbHUN KUTTE3IRATHUN

aepobHuil nigpaxyHok:

TAMC <1 He Ginbwe 1x10° KYO/r

TYMC <1 He Binblue 1x10° KYO/r

lHanKaTOPU BUABIIEHHSA!

Escherichia coli BincytHs BingcyTHs/1r

Ceptudikar sugaHo y Kopbepa fle Nbo6perart, 22 nunHa 2025p.

MeHeKep 3 KOHTPOIIO AKOCTI

I3abens Qopago

Liel AOKYMEHT BYFo CTBOPEHO B eNneKTpOHHOMY surnsai Ta pilicHui 6e3 nignucy

Cepis BunyweHa: 21 nunus 2025 poxky.




LABIANA Pharmaceuticals, S.L.U.

& LABIANA

MANUFACTURER'S BATCH CERTIFICATE
(under the Scope of a Mutual Recognition Agreement)

Number of certificate:
Code of product:

MRA25476
20002443

1. Product Name

. Drug Identification Number

Importing Country

. Strength/ Potency

. Package size and type

. Batch number

. Number of packs delivered

2
3
4
5. Dosage form
6
7
8
9

. Released units

10. Manufacturing date

11. Expiry date

12. Manufacturer Name and address/

manufacturing site/ quality control site

13. Manufacturing Authorization Number

14. Number of Certificate of GMP

16. Results of analysis

16. Comments / remarks

17. Certification statement

Sgd. Almudena Moya
Qualified Person (Or authorized Deputy QP)

Signature:

Fosfococ 3g, granules for oral solution
UA/20101/01/01

Ukraine

3 g/ Fosfomycin

Granules for oral solution sachets
8g/sachet, 1 sachet/carton box
C591A

12188 units

12188 units

July 2025

July 2028

LABIANA Pharmaceuticals, S.L.U.
C/Casanova, 27-31, Corbera de Llobregat, Barcelona,
08757, Spain

3348E
NCF/2476/001/CAT dated 19/12/2024

According to the attached separate CoA 25 06582
N/A

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

reviewed and found to be in compliance with GMP

Firmado digitalmente

ANDREIA TEIXEIRA o anDREIA TEIXEIRA

RODRIGUES /
B63014856

RODRIGUES / B63014856
Fecha: 2025.07.22
12:11:46 +02'00'



& LABIANA

PHARMACEUTICALS

OO A

Certificate of Analysis 25_ 06582

Product:FOSFOCOC 3G
Specification code: CCEPF256/01 Product code: 20002443
Dosage form: Sachet Bulk product code: 12000701
Manufacturing date: July 2025 Batch number: C591A
Manufacturing site: LABIANA Pharmaceuticals S.L.U. Expiry date: July 2028
Analysis Date: 21/07/2025
Parameters Result Specifications Method
Appearance Granulate Granulate CCMPF004
Appearance (others) Without lumps or Without lumps or

partic. partic.
Colour White White or off-white
Identification: CCMPF004
Identif. Fosfomycin (HPLC) rt Fosfomycin rt Fosfomycin

coincides with std coincides with std
Identification IR Spectra coincides Spectra coincides

with std with std
Uniformity of dosage Complies Ph. Eur. Complies Ph. Eur.

2.9.40 2.9.40
Water content (KF) 0.1 NMT 0.5%
Loss on drying 0.4 NMT 0.5%
pH 37 3.0-6.0 CCMPF004
Solubility Completely dissolved Completely dissolved CCMPF004

<2min in 50ml under <2min in 50ml under

stirring stirring
Assay Fosfomycin Trometamol (HPLC) 99.9 95.0 - 105.0% CCMPF004
Related substances (HPLC): CCMPF004
Impurity A 0.07 NMT 0.5%
Impurity B 0.09 NMT 0.5%
Impurity C <0.05 NMT 0.3%
Impurity D <0.05 NMT 0.3%
Ind. unknown imp. max. <0.05 NMT 0.10%
Total Impurities 0.16 NMT 1.5%
Microbiologicat purity CCMPFO019

Follows next page ...
Page : [1/2]

This document has been generated electronically and is valid without signature




& LABIANA

PHARMACEUTICALS

Certificate of Analysis 25 06582
Product:FOSFOCOC 3G
Parameters Result Specifications Method
Total Viable aerobic counting:
TAMC <1 NMT 1x103cfu/g
TYMC <1 NMT 1x102cfulg
Detection indicators:
Escherichia coli Absence Absence/1g

Certificate issued In Corbera de Llobregat, 22 of July, 2025

Quality Control Manager

P.o. Isabel Dorado
Batch approved on: 21 of July, 2025

Pag : [2/2]
This document has been generated electronically and is valid without signature



JNEPKABHA CJYIKBA 3 JIKAPCBKUX 3ACO l:)"l B
TA KOHTPOJIO 3A HAPKOTUKAMHM y m. KHEBIE
npon. Hagii Ceitanunol. 3, 02099, tes. (044) 295-26-83
E-mail: dis kyiv@ddis.gov.ua, Koa €APHIOY 37079055

BUCHOBOK
npo AKicTL BBE3eNoro B YKpainy JiKapebRoro 3acoly

21.10.2025 Ne 33051/25/2611

GOCPOKOK
(HalMeHYBAITI ATKAPCLKOTO 3acoTY 3rima 3 PECCTPATHNIA HOCBIANCHEANM)
! Ppaiydn LS 0PAIBIOYo posinny 1o 30, 10 8 rrpanya y came; so | eamey raprouniii
naani
(hopara BUUFCKY, 03y BAHUL BILL IOKYBAIS AikapeLkor sacoly)

Howep pecerpanifioro nocsiauenna UAZZ0T01/01/01 erpok ail PEECTPAIHNOTO HOCKIAT IR (05.07.2028

Cepis nixkapeskoro wacoby N C591A Kistbrictn saesenoro gikapenrero sucody 2828
BupoGiik Jlabiana Papmaceiorikanc, CJLY.. lenania

(rdiaeHyBats sHpOBHINKG HEPCHKOTO 3aCOBY. KPATHG RONQERSHHIN)

Bucieno B YKpainy Tosapucrso 3 odmexenow sinnosianbuicro "EYCT DPAPMA™,
e won: 44107410

(uainienysanns a ket s CHPTIOY wopumanoi ocodn A0 HPIRHC, 13O 110 GaThro
thisminoi acniin - miapseanst 11 MICUe BPOEDBII T pee i Hosep 00.aRe B
KAPTRN ARTUIEH TOATTRIR a50 Cepiy 1 IIOME] RactiopTa)

Hpurokoa sisyaiasnero owrpea sia 21.10.2028 X 3974/01 10-25/1.

a0 PeIyALTATAME  ACPWABHOIQ  ROUTPONO  BCTAHOBACHO. WO ;xix%pcwui’s sacid  ssescHo B Yepainy 3

AAIKAPCHKIX 3ac0BiB.

s

AOTPHMAHHIM BHMOI JIKOHOAABCTBA 1O 3a0UNeUCHISE HKOC

Miikosia XOJIO K

01RO Qi) (3B L SPTIBINAC)




A

JAEPKABHA CJHYXBA 3 JTIKAPCHLKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMM y m. KHEBI

npos. Hauii Ceirnuunol, 3, 02099, tea. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kog €IPIIOY 37079055

BHCHOBOK
PO SIKICTL BBE3eHOro B YKpainy MiKapeLroro 3acody
08.10.2025 Ne 50828/25/2611
POCOOKOK

(naliMenynanng aikapenkoro saeofy 3riuo 3 pecerpartifitm HOCRiUEHNM)
IpanyJyin st 0paasnoro posyuny no 3 r, no 8 v rpanya y came; no 1 came Y Kaprounuiit
naui

(QropMa BUIYCKY, JOBYBINNI, B IAKY BAHHS NIKAPERKOrO 3ac00Y)
Homep pecerpauisinoro nocainnenna UA/20101/01/01 erpox aii peectpauiiinoro nocsinuenis 05.07.2028
Cepis nikapcrkoro sacoby Ne C591A Kisskicts pnesenoro nikapenkoro sacoGy 4680

BupoGik Jlabiana @apmackiorikanc, C.ILY., Ienanis

(maiistenynartina supoGinka aikapeskoro 3acofy. kpaita ROXODKCHHN )

TOBAPUCTBO 3 OBMEXEHOIO BIAMOBILIAJILHICTIO
"BYCT ®APMA", ineur. on: 44107410

Bseseno B Vipainy

(Haiimenysanns a kot 38 CAPIIOY wopummanoi ocobu aGo npissuie, iM', no Garukosi diznunai
0cobH - ninnpuemus, 1 Micue NPOKIBAHHA Ta puupummum HOMEp OBAKOBOT KApTRI NAATHIKA
noaarkin a6o cepis Ta noMep nacnopra)

Mporokon viryankuoro konrponio sin 08.10.2025 Ne 3759/01.10-25/17.

3a  pesyastatamu ACPHKIRHOTO  KOHTPOMO  BCTAHORNCHO, WO AiKapcykuil  3uci®  ppeseno s Ypainy 3
ROTPUMAHHSIM Bumor JAKOHOAABCTEA WOA0 3a0eInNeYeHHs AKOCTI AT

PCbKUX 3acobin,

na XONOJIEH IKO

Muxo
(numm) (nmu.um Ti IPIBBULIC)




JIEPYKABHA CJYXKBA 3 JIKAPCHKUX 3ACOLIB
TA KOHTPOJIIO 3A HAPKOT NKAMMW v m. KHEBI
npos. Hauil Caitnuvrol, 3. 02099, ren. (044) 295-26-85
F-mail: dls.kyiv@dls.gov.ua, Kox EIPIIOY 37079055

BHCHOBOK
PO AKICTH BBE3EHOr0 B YKpainy JikapebKroro 3acoby

23.09.2025 Ne 46062/25/26

GOCHOKOK
(uaiiveny BaHEs JIKAPCHKONO 3acaly 2riAlo 3 pecerpaniiingm NOCBUIMCHHSAM)
rpauy.IH JUIst 0PATbHOTe PO3UHAY 1o 3 r; o 8 r rpanynay came; o 1 canre B KAPTOHHIL
avi
((hopma BrnYCKY, 03y BANHS, BAJL NEKYBANNA aiRapehLRoOro 3acody)

Howep peectpauiiinoro nocsinuens UA/201 01/01/01 erpox aif peectpauiitnoro nocsinienns 05.07.2028
Cepis sikapeskoro sacody Ne CS91A KisbkicTs BBO3CHOrO ikapewkoro sacody 4680

Bupobuuk JlaBiana Gapmacsiotikane, C.JLY., lenanis

(HalMCHY BAHS BUPOTHUKA JHIKAPCHIOT0 30CoBY. KPuiHa HOXOACHHS )

Beeseno B Yrpainy ToBapucTBO 3 00MEKEHOIO sianosinanpuicTio "BYCT ®APMAY,
inent. kon: 44107410
(wafivenysanns a ko 3a CAPTIOY foprannot ocodi albo npi3puIe. is'a, 10 GarLROBE
Qrizuof 0cobr - NEAPHEMUL, 1T M ICHC HPOACHBAHES Td pecerpaniinui vomep obairosol
KAPTKH IAATIAKA HOAATIIB al0 Cepist 18 HOMEP HACHOPTY)

TIpOTOKRO Bi3yAABLHOTO KOHTPOJIIO BiA 23.09.2025 N 3433/01.10-25/20.

5

Ja  pesyiLTaTaMil  ACPKARHOTO  KOHTPOMO  BCTAHOBACHO, 11O nikapebkuit 3acid  BBEseno B Yrpaiiy 3
T .
AOTPHMAHHAM BAVMOr 3aK0HO/IABCTE LLOAG 3abe3nedeHH m\'?’cﬂ/}n Kapebkux 3acodis.

Muxona XOJOJ

(iniiasu Ta npisnHne)

<HKO

Havanouuk

(nocuora 0coba ¢



LABIANA Pharmaceuticals, S.L.U.

LABIANA

CEPTUGIKAT CEPI BUPOBHUKA
(B pamKax yroav npo B3aEMHE BUSHaHHS)

Homep cepTudikara: MRA25476

Kogn ToBapy: 20002443

1. Hassa npogykry POCDOKOK, rpaHynu ans opasnbHOro poaumHy no 3r
2. Homep peecTpauiitHoro nocsinueHHs UA/20101/01/01

3. Kpaina-imnopTep YkpaiHa

4. Cuna pii / akTuBHicTL 3 r / dochomiumH

5. Nlikapcbka dopma Fparynu ona opansHoro poauuHy B callle

6. Poamip | Tun ynakosku 8 r/cawwe, 1 cawe/kapToHHa kopobka

7. Homep naprii C591A

8. KinekicTb 8ignpaenexnx ynakosok 12 188 oauHuLbL

©

. KinbkicTb BUNYLEHUX ynakoBoK
10. Aata BurotoBneHHn

11. TepMiH npugatHocTi

12. Hasea Ta agpeca supo6Huka /
BUpo6HUYa AiNbHUUS / BiNbHULA KOHTponto
aKocTi

13. Homep niueHsii Ha BUpoBHULTBO

14. Homep cepTudikata GMP
15. PesynbTaTit aHaniay

16. KomeHTapi / 3ayBaeHHs
17. 3asBa npo cepTudikauiio

Nipn. Anmyaexsa Mos
YnosHoBaxeHa ocoba

12 188 oguHuLb
Jlunenb 2025

Junens 2028

NABIAHA dapmacstoTikanc, C.J1.Y.

Byn. KacaHosa, 27-31, Kop6epa [e fbo6perar,
Bapcenona, 08757, Icnanis

3348E

NCF/2476/001/CAT Big 19.12.2024.

3rinHo 3 goAaHUM  okpeMuM  cepTUdikaTom aHaniay
25_06582

N/A

Lnm s 3aceiguyio, wo HasegeHa BULLle iHchopMmaUia e
AOCCTOBIPHOK Ta TouHow. Ll cepito npoaykTy 6yro
BUroTOBNEHO / BUPOBNEHO, BKMKOYAKOMM NaKyBaHHs /
MapKyBaHHsi Ta KOHTPONb SKOCTi, Ha BULIe3a3HaUYEHUX
AinsHKkax y NOBHIW BignosigHocTi go  sumor GMP
MICLIEBOro PerynsTopHOro oprany Ta 4o cneuudikaLin y
peecTpauiitHoMy aocbe KpaiHu-iMniopTepa. 3anucu npo
cepiiiHy 06poBky, nakyBaHHs Ta aHanis Gynu nepesipeHi
Ta BU3HaHi Takumu, Wo signosigaoTs GMP

Uudbposuit nignuc

Mignuc: AHIOPEA TEMUENPA  p{iPen TedUEsPA
POIPITEC POJIPITEC / B63014856
B63014856 22.07.2025

b o v owie by 2510

12:11:46+02'00'



LABIANA

PHARMACEUTICALS

Ceprudikar aHanisy

25_06582

MNpoaykt: ®OCHOKOK 3r

Koa cneuudikauii: CCEPF256/01

Rikapcbka dopma: Calle

DaTa BurotoBneHHs: fluneHb 2025 poky
Micue Bupo6umuTaa: JABIAHA dapmacsioTikanc, c.ny.

Data ananiay: 21/07/2025

Kog ToBapy: 20002443

Koa Bulk 12000701

Homep cepii: C591A

Tepwmin aii: Nunens 2028 poky

MNapameTtpu PesynbTatu Cneuudikauin MeTon
Onue panynu [panynu CCMPF004
Onuc (iHwe) Bes rpyfovok abo 4acTok. Bea rpyaovok abo YacTok.
Konip Binoro konbopy. Binoro a6o Matxe Binoro KOALOPY.
laeHTudikauin: CCMPF004
|aeHTUdikauis PocdomiumH (BEPX)  Hac yrpumanHs bochomiunHy Yac yTpumanHs ©ochoMilinHy
BiANOBIAAE CTaHAAPTHOMY PO3YMHY BiQNOBIAaE CTaHAAPTHOMY PO3HUHY

|aenTudikauis (4 Cniekrpy 36iraioTucs 3i craHaapTHuMu  Cnexrpu 36iraloTbcA 3i cTaHaapTHUMU
OAHOPIAHICTL [O30BAHUX OAUHULE Bianosiatxo go €4 2.9.40 BianosigHo go € 2.9.40

Bmict Boau (Kapn ®iwep) 0,1 He 6inbwe 0,5%

BTpaTit Npy BUCYLLYBaHHI 04 He Binbiue 0,5%

pH 37 3,0-6,0 CCMPF004
POSUUHHICTD MosHicTto PO3HMHAETECA <2 xB y 50 Mn MosHICTIO posqmnek}mﬁ <2 x8 B 50 Mn CCMPFO04

npw NepemiwysaxHi npu nepemillyBsaHHi

KinbkicHe Bu3Ha4yeHHst @ocdhoMilnHy o,

TpomeTamon (BEPX) 99,9 95,0 - 105,0% CCMPF004
Cynposiasi aomiwky (BEPX): CCMPF004
Rowiuka A 0,07 He Binblue 0,5%

Jomiwka B 0,09 He 6inbwwe 0,5%
[omiwka C < 0,05 He 6inbwe 0,3%

Dowiwka D < 0,05 He 6Binble 0,3%

HecneuudikosaHa MaxkcumarbHa g o

iHavBiayansHa foMillka <0.05 He GinbLe 0,10%

3arankHa KinsKicTs AOMILLOK 0,16 He Ginbwe 1,5%

Mikpo6ionoriuHa YncrtoTa CCMPF019
3aranbHUN KUTTE3IRATHUN

aepobHuil nigpaxyHok:

TAMC <1 He Ginbwe 1x10° KYO/r

TYMC <1 He Binblue 1x10° KYO/r

lHanKaTOPU BUABIIEHHSA!

Escherichia coli BincytHs BingcyTHs/1r

Ceptudikar sugaHo y Kopbepa fle Nbo6perart, 22 nunHa 2025p.

MeHeKep 3 KOHTPOIIO AKOCTI

I3abens Qopago

Liel AOKYMEHT BYFo CTBOPEHO B eNneKTpOHHOMY surnsai Ta pilicHui 6e3 nignucy

Cepis BunyweHa: 21 nunus 2025 poxky.




LABIANA Pharmaceuticals, S.L.U.

& LABIANA

MANUFACTURER'S BATCH CERTIFICATE
(under the Scope of a Mutual Recognition Agreement)

Number of certificate:
Code of product:

MRA25476
20002443

1. Product Name

. Drug Identification Number

Importing Country

. Strength/ Potency

. Package size and type

. Batch number

. Number of packs delivered

2
3
4
5. Dosage form
6
7
8
9

. Released units

10. Manufacturing date

11. Expiry date

12. Manufacturer Name and address/

manufacturing site/ quality control site

13. Manufacturing Authorization Number

14. Number of Certificate of GMP

16. Results of analysis

16. Comments / remarks

17. Certification statement

Sgd. Almudena Moya
Qualified Person (Or authorized Deputy QP)

Signature:

Fosfococ 3g, granules for oral solution
UA/20101/01/01

Ukraine

3 g/ Fosfomycin

Granules for oral solution sachets
8g/sachet, 1 sachet/carton box
C591A

12188 units

12188 units

July 2025

July 2028

LABIANA Pharmaceuticals, S.L.U.
C/Casanova, 27-31, Corbera de Llobregat, Barcelona,
08757, Spain

3348E
NCF/2476/001/CAT dated 19/12/2024

According to the attached separate CoA 25 06582
N/A

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

reviewed and found to be in compliance with GMP

Firmado digitalmente

ANDREIA TEIXEIRA o anDREIA TEIXEIRA

RODRIGUES /
B63014856

RODRIGUES / B63014856
Fecha: 2025.07.22
12:11:46 +02'00'



& LABIANA

PHARMACEUTICALS

OO A

Certificate of Analysis 25_ 06582

Product:FOSFOCOC 3G
Specification code: CCEPF256/01 Product code: 20002443
Dosage form: Sachet Bulk product code: 12000701
Manufacturing date: July 2025 Batch number: C591A
Manufacturing site: LABIANA Pharmaceuticals S.L.U. Expiry date: July 2028
Analysis Date: 21/07/2025
Parameters Result Specifications Method
Appearance Granulate Granulate CCMPF004
Appearance (others) Without lumps or Without lumps or

partic. partic.
Colour White White or off-white
Identification: CCMPF004
Identif. Fosfomycin (HPLC) rt Fosfomycin rt Fosfomycin

coincides with std coincides with std
Identification IR Spectra coincides Spectra coincides

with std with std
Uniformity of dosage Complies Ph. Eur. Complies Ph. Eur.

2.9.40 2.9.40
Water content (KF) 0.1 NMT 0.5%
Loss on drying 0.4 NMT 0.5%
pH 37 3.0-6.0 CCMPF004
Solubility Completely dissolved Completely dissolved CCMPF004

<2min in 50ml under <2min in 50ml under

stirring stirring
Assay Fosfomycin Trometamol (HPLC) 99.9 95.0 - 105.0% CCMPF004
Related substances (HPLC): CCMPF004
Impurity A 0.07 NMT 0.5%
Impurity B 0.09 NMT 0.5%
Impurity C <0.05 NMT 0.3%
Impurity D <0.05 NMT 0.3%
Ind. unknown imp. max. <0.05 NMT 0.10%
Total Impurities 0.16 NMT 1.5%
Microbiologicat purity CCMPFO019

Follows next page ...
Page : [1/2]

This document has been generated electronically and is valid without signature




& LABIANA

PHARMACEUTICALS

Certificate of Analysis 25 06582
Product:FOSFOCOC 3G
Parameters Result Specifications Method
Total Viable aerobic counting:
TAMC <1 NMT 1x103cfu/g
TYMC <1 NMT 1x102cfulg
Detection indicators:
Escherichia coli Absence Absence/1g

Certificate issued In Corbera de Llobregat, 22 of July, 2025

Quality Control Manager

P.o. Isabel Dorado
Batch approved on: 21 of July, 2025

Pag : [2/2]
This document has been generated electronically and is valid without signature



JTEPKABHA CJIYIKBA 3 JIKAPCHKHAX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTHKAMM y m. KHEBI

npos. Hanit Ceirtnuunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls kyiv@dls.gov.ua, Kox €IPIIOY 37079055

BHCHOBOK
npo AKicTL BBE3eHOro B Ykpaiuy JIiKapchKoro 3acoby
21.10.2024 Ne 54927/24/2.6
POCPOKOK

(uaiiMenyBaiHs nixapeLkoro 3acoly 3rinHo 3 peecTpaLiiHIM TTOCBIAYEHHIM)
rpanyu Ajis 0pAIbHOro po3duHy noe 3 r, no 8 r rpanya y came; no 1 camey KapTOHHIH
nauui
(popma BUILYCKY, O3YBAHHS, BUL NAKY BAHIA nixapebkoro 3acoly)

Homep peecrpautiiinoro nocsinuetins U A/20101/01/01 CT;SOK 2lif pecoTpaLifHOTO MOCBITYCHHS 05.07.2028

Cepis sikapeskoro 3acofy Ne AS60A : KinbkicTs BreseHoro Jikapeskoro sacoby 2000
Bupo6uuxk Jlabiana Papmacwrorikane, CJLY ., Icnauis
(uaiimenyparns BUpOBHMKA Nikapehkoro 3acoby, kpaina TIOXO/DKCHHR)
Breseo B Y kpaity ToBapucTBO 3 0OMEKCHOIO ginmosizaasnicTio "BYCT ®APMA",
imeni, xon: 44107410 N ' o

(uaitMeHy BaHHs T3 KO 32 CIPIIOY opuausHol ocobu abo npizsue, iM'a, 110 6aThKOBI

izvunoi 0cobH - RiANpUEML, il MicLie NPOXMBAHEA TA peecTpauifHui HoMeD aGaikopoi
KAPTKH [UIATHAKS NOATKIB a6o cepis Ta HOMEp NACTOPTa)

T1pOTOKOI Bi3yaNBHOro KOHTROIO BiA 21.10.2024 N 3620/5.

3a pesynpTataMH JISPKABHOTO  KOHTROMIO BCTAHOBJEHO, (10 Jikapebku#l 3aci6 BBE3CHO B VxpaiHy 3

J.IOTPHMaHHSlM BUMOT 32KOHOABCTBA UI0A0 3abesncucHs AkocTi Hikapehhx 3acofis.

Muxona XOJIOJAEHKO

(imindany Ta npiasae)

Hauanpaux

(nocazona 0c06a:9 Sp3K BHoro KOHTPOJIO) (riznuc)

AY’ Ler o 02 g (/

‘2"«4“, /{?/L’ 'Zrﬁf’?.(”((p)_/




LABIANA Pharmaceuticals, S.L.U. i& LAB lANA

CEPTUGIKAT CEPII BUPOBHWKA
(B pamkax yrogu npo B3acMHe BU3HaHHS)

Howmep cepTtudikaTa: MRA24487

Kog ToBapy: 20002443

1. HasBa npogykty dOCDOKOK, rpaHynu Ans opanbHOro posuuHy no 3r
2. Homep peecTpauiiiHoro noceifA4YeHHs UA/20101/01/01

3. Kpaina-imnoptep YkpaiHa

4. Cuna gii / akTUBHICTb 3 r / ®occhomilmnH

5. lNikapcbka popma MpaHynu Ans opanbHOro po34uHy B calle
6. Poamip i Tvn ynakoeku 8 r/cawe, 1 calwe/kapToHHa kopobka

7. Homep napTii A560A

8. KinbkicTb BianpasneHux ynakoBok 9 718 oonHULb

9. KinbkicTb BUMYLLEHUX YNAaKOBOK 9 718 oauHUUb

10. [laTa BUrOTOBMEHHSA BepeceHb 2024

11. TepMiH npuaaTHoCTI BepeceHb 2027

12. Haasa Ta aapeca BupobHuka / NABIAHA ®apmacstoTikanc, C.J1.Y.

BUpoBHUYa AinbHWLS / AiNbHULA KoHTpono Byn. KacaHoBa, 27-31, Kopbepa [le Jlbobperar,

AKOCTI

Bapcenoxa, 08757, Icnakis

13. Homep niueHsii Ha BUpOBHULITBO 3348E

14. Homep cepTudpikata GMP
15. PeasynbTaTu aHaniay

16. KomeHTapi / 3ayBaXeHHs
17. 3asiza npo cepTudikaito

Mian. Xas’ep Banepo
YnoBHoBaxeHa ocoba

, SPAHLINCK
Mignuc: XAB'EP

NCF/2272/001/CAT Big 23.12.2022 p.

3rigHO 3 AOAGHUM OKpeMUM cepTudikaTom aHanisy
24_07904

N/A

Lum s 3acsiguyto, Lo HasedeHa Buule iHtbopmaLis €
[oCTOBipHOIO Ta TouHolo. Lito cepito npoaykty 6yno
BUrOTOBNEHO / BUPOBNEHO, BKIOYAIOUU NaKyBaHHA /
MapKyBaHHs Ta KOHTPOMb SKOCT, Ha BUllEe3asHaqeHUX
pinsHKax y MOBHIA BIiANOBIAHOCTI O  BUMOT GMP
MiCLIeBOro perynstopHoro oprady 1a fo cneuudikauin y
peecTpaliiiHoMy A0Cke KpaiHu-iMnopTepa. 3anucu npo
cepiitHy 06pobky, nakyBaHHs Ta aHanis 6ynu nepesipeHi
Ta BU3HaHi Takumu, Wwo signosigaote GMP

Liucpposuit ninnuc
SPAHUWCK XAB'EP
BAJNEPO BIA

BAJIEPO BIA / B63014856

B63014856

[Nata:27.09.2024
14:04:19+02'00'



LABIANA

PHARMACEUTICALS

CepTtudpikaT aHanisy

24_07904

Mpoaykr: POCPOKOK 3r

Nikapcbka hopma: Calle

Iara aHanisy: 27/09/2024

Koga cneuudikauii: CCEPF256/01

[lata BurotoBneHHs: BepeceHb 2024poky
Micue Bupo6HuuTea: IABIAHA dapmackiotikanc, C.JLY.

Kog ToBapy: 20002443
Kon Bulk 12000494

Homep cepii: AB60A
TepMiH gii: BepeceHb 2027poky

Mapametpu PesynbTatu Crnieundpikauin MeTon
Onwuc paHynu MpaHynu CCMPF004
Oruc (iHwe) Bes rpynoyok abo ';laC'I;OK. vBea rpygouok abo 4acTok. |

Konip ' - . Binun Binoro abo malxe 6inoro KonLopy.
lneHTUdikauin: CCMPF004

IaenTudikauis docdomiumnd (BEPX)

laeHTudikauis I

OpHopigHicTb aosoéaHMx oqwﬁmub
BwicT Bogu (Kapn diwep)

BTpatut Npy BUCYLLYBaHH]

pH

PO34UHHICTb

KinbKicHe BU3Ha4eHHs dochomitnHy
Tpometamon (BEPX) '
CynposiagHi gomiwku (BEPX):
Oomiwka A

Oowmiwwka B

Howmituka C

Howmiwka D

JHA. Hecneuurd-Ha MaKc. AOMILLIKS
3arankHa KinbKicTs SOMILLIOK
MikpoGionoriuda YucToTa

3aranbHui XUTTE3AATHUIA
aepoBOHUI NigpPaxyHoK:

TAMC
TYMC
IHAUKaTOPYU BUABNEHHS:

Escherichia coli

Yac yTpumarHs GochomilinHy
Bignoeifae ctaHAapTHOMY PO3YUHY
36iraioTbca 3 eTarloHHUMKU CMyramu
B CMeKTpi

BianosigHo go €® 2.9.40
0,2
0,4
37

Bipnosigae

101,3

0,05

< 0,05

Hukue mexi BusaBneHHs
HM)kqe MeXi BUSABMNEHHS
<0,05

0,05

<1

<1

BigcytHsi

Yac yrpumaHnHs docdoMilnHy
BignoBigae cTaHaapTHOMY PO3UUHY

36iratoTbcs 3 €TaNOHHUMKN CMYramn B

cnekTpi

BignosigHo go €& 2.9.40
He Ginslue 0,5%

He 6inbwe 0,5%

3,0-6,0

MoBHICTIO po3unHeruit <2 x8 B 50 M
npw nepemitlyBaHHi

.95,0 - 105,0%

He 6inblwe 0,5%
He Ginbwe 0,5%
He Ginbwe 0,3%
He Ginbwe 0,3%
He Ginbuwe 0,10%
He Ginble 1,5%

'He Binbue 1x10° KYOIr
He Ginbiue 1x10% KYO/r

‘BincyTHa/1r

CCMPF0O04

CCMPF0O04

CCMPF0O04

CCMPF0O04

CCMPFO19

CepTudikar Bugaro y Kop6epa e Jlbobperart, 27 BepecHs 2024p.

MeHemxKep 3 KOHTPOMIO AKOCTi

€ma MapuHa Jleiira

Cepis BunyuieHa: 27 BepecHn 2024poky.

Liet AokyMeHT 6yno cTBOPeHO B eNneKTPOHHOMY BUFNALi Ta gincHui 6e3 nignucy



LABIANA Pharmaceuficals, S.L.U. m LABIANA

MANUFACTURER'S BATCH CERTIFICATE
(under the Scope of a Mutual Recognition Agreement)

Number of certificate: MRA24487

Code of product: 20002443

1. Product Name Fosfococ 3g, granules for oral solution
2. Drug !dentification Number UA/20101/01/01

3. Importing Country Ukraine

4. Strength/ Potency 3 g/ Fosfomycin

5. Dosage form ' Granules for oral sotution’ sachels
6. Package size and type 8g/sachet, 1 sachet/carton box

7. Batch number A560A

8. Number of packs delivered 9718 units

9. Released units 9718 units

10. Manufacturing date Septe‘mber 2024

11. Expiry daté September 2027

12. Manufacturer Name and address/ LABIANA Pharmaceuticals, S.L.U.-

manufacturing site/ quality control site  C/Casanova, 27-31, Corbera de Llobregat, Barcelona,
08757, Spain

13. Manufacturing Authorization Number ~ 3348E

14. Number of Certificate of GMP NCF/2272/001/CAT dated 23/12/2022
15. Results of analysis According to the éttached separate CoA 24_07904
16. Comments / remarks N/A

17. Certification statement

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

Sgd. Xavier Valero ‘
Qualified Person {Or authorized Deputy QP)

FRANCESC Firmado digitalmente

Signature:

XAVIER D VIR VALEROVIA
VALERO VIA / B63014856

Fecha; 2024.09.27

B63014856  14:04:19+0200



LABIANA

PHARMACEUTICALS
Il
VO A
Certificate of Analysis 24 07904

Product:FOSFOCOC 3G
Specification code: CCEPF256/01 Product code: 20002443
Dosage form: Sachet Bulk product code: 12000494
Manufacturing date: September 2024 Batch number: A560A
Manufacturing site: LABIANA Pharmaceuticals S.L.U. Expiry date: September 2027
Analysis Date: 27/09/2024
Parameters Result Specifications Method
Appearance Granulate Granulate CCMPF004
Appearance (othérs) Without lumps or Without lumps or

partic. partic.
Colour White White or almost

white colour

ldentification: CCMPF004
|dentif. Fosfomycin (HPLC) rt Fosfomycin rt Fosfomycin

coincides with std coincides with std
Identification IR Spectra coincides Spectra coincides

with std with std
Uniformity cf dosage Complies Ph. Eur. Complies Ph. Eur.

) ) 2.9.40 2.9.40 .
Water content (KF) 0.2 NMT 0.5%
Loss on drying 0.4 NMT 0.5%
pH ' 3.7 3.0-6.0 CCMPF004
Solubility. Complies Completely dissolved CCMPF004
<2min in 50ml under
- stirring
Assay Fosfomycin Trometamol (HPLC) 101.3 95.0 - 105.0% CCMPF004
Related substances (HPLC): CCMPF004
impurity A 0.05 NMT 0.5%
Impurity B <0.05 NMT 0.5%
Impurity C LT LoD NMT 0.3%
impurity D LT LoD NMT 0.3%
Ind. unknown imp. max. <0.05 NMT 0.10%
Total Impurities 0.05 NMT 1.5%
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LABIANA

PHARMACEUTICALS
Certificate of Analysis 24 07904

Product:FOSFOCOC 3G
Parameters Result Specifications Method
Microbiological purity CCMPF019
Total Viable aerobic counting:
TAMC <1 NMT 1x103cfu/g
TYMC <1 NMT 1x102cfu/g
Detection indicators:
Escherichia coli Absence Absence/1g

Certificate issued in Corbera de Liobregat, 27 of September, 2024

Quality Control Manager

Eva Marina Leiva

Batch approved on: 27 of September, 2024 "~ -
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