JIIEPJKABHA CJIVKBA 3 JTIKAPCBKHX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTHKAMMH Y KHIBCHKII OBJIACTI

nipos. Ceitmmunoi Hapi, 3, M.Knis, 02099, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €EIPTIOY 37078774

BUCHOBOK
PO AKiCTh BBE3EHOr0 B YKpaiHy JiKapcbKoro 3ac00y

15.10.2024 Ne 51904/24/10

ECHA-©OIIMH®

(HaliMenyBauHs TKapcEKOro 3acoby 3TifHO 3 peecTpauiifHiM MOCBIIUCHHAM)
TOPOIIOK JUI5l OPAILHOTO PO3HMHY 110 3000 mr/naket no 8 r nopomky (3000 mr airouoi
pedoBUHN) Y naKeTi; mo 1 nakeTy B KapTOHHI yHaKoBLi

(popMma BrTyCKY, HO3yBaHH:, BUA NAKYBaHHS NIKapCeKoTo 3acoby)

Homep pecerpaiiteoro nocsinuenms UA/14782/01/01 crpox aif peectpaiitsoro nocsiyens 01.01.2099

Cepis nikapcrkoro 3acofy Ne 2147595 KinbkicTs BBe3eHOTO Jlikapchkoro 3acoby 7200
BupobHuk Jlinpodbapm 'M6X, HiMeuuynna
(aliMeryBaHHs BHPOGHMKA JIIKAPCHKOTO 3ac06y, kpaiHa TOXOIKEHHS)
Beesero B Yrpainy CrijibHe YKPaiHChKO-eCTOHCbKE MANPHEMCTBO Y (popMi TOBAPUCTEA
3 06MeskeHoI0 BixmosiganshicTio "OnriMa-Papm, JITA", ixenr. xon:
21642228

(naitmenyBanns Ta kof 3a €PTIOY topuanyHol 0co6H abo Tpi3BHUILE, iM'S, 10 GaThkoBi (izHuHOT
ocobu - mixnpremMis, if Micue MIPOKMBAHHS T2 peecTpauiiiuyii HoMep 06NiKOBOT KapTKH MITATHIKA
roxatkie abo cepis Ta HOMEp MacropTa)

Iporokon Bisyanbuoro konrpoo six 10.10.2024 Ne 3081/1.

3a  pesynbTaTaMM  JEPXKABHOTO KOHTPONIO BCTAHOBIEHO, IO mixapcbkuil 3aci6 BBeseHo B YKpaiHy 3

JOTPUMAHHSM BUMOT 3aKOHOZABCTBA LIOAO 3a0e3NeeH s AKOCTI JIKapChKHX 3ac00iB.
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DO
PHARM

CEPTUDIKAT AKOCTI
CERTIFICATE OF ANALYSIS

Hazga npoayxry/name of product Ecna-gonna®, 1nopoumiok  Aai  OPanbHOro
pozuuny 110 3000 mr/naker, o 8 r & naxeri, Ne 1/

Espa-focin®, powder for oral solution,
3000mg/packet, § g in packet Ne 1
AxrTuBHICTB/Activity 1 maker wmictuts QochoMinuay TpoMETaMOILy
5631,0 mr, wo exsisanentno gochomivuny 3000
mr/ | packet contains 5631,0 mg of fosfomycin
trometamole (equivalent fosfomycin 3000 mg)

Kpaina noxospxenns/Country of origin Himewuwra/Germany

Peecrpaniitnni momep/Reg.Cert. No UA/14782/01/01

Howmep cepii/Batch No 2147595

Poswmip cepii/Batch size 71567 ynakosok/packs

Hara pupobunirrsa/Manuf, date 07/2024

Tepmin npunaruocti/Exp.date 07/2026

Bupobuux/Manufacturer Jinmopapm  I'm6X,  Himewuuna/Lindopharm
GmbH, Germany

Anpeca/Address Hoitmrrpacce, 82, 40721 T'inppen, Himewunna/

Neustrasse, 82, 40721 Hilden, Germany
Bupobnnua minensis/Manuf. License No DE NW 03 MIA 2022 0008

Ceprudikar HBTI/GMP Certificate No DE NW 03 GMP 2022 0017
XAPAKTEPUCTUKI/ CITEITH®IKALLITS/ PE3VJIBTAT/
CHARACTERISTICS SPECIFICATION RESULT
3opHiiHIE Buryax (Bizyansno)/ | Binwit abo Maibxe Oinnit, | Bixnosixae/
Appearance (visually) IparyIpOBaHUIT NOPOIIOK, Ges | Conforms

cTopoHHix wactuHox/ White to almost
white, granulated powder, without
foreign particles

Ioenmuunicms/ Identity

dochominni Tpomeramon/ | Ha eunyck/Release: Bianorinae Bianosinae/
Fosfomycin erasoHHOMY criekTpoBi/ complies with | Conforms
Eur.Ph.2.2.24 reference spectrum

Mdochominmn/ Fosfomyein Ha eunycrx/Release: Tlozwrnsunii Binnosixae/
Fur.Ph.2.2.29 /positive Conforms
30BHINIHI 03HAKH I'OTOROIO 10 Ipozopuit abo cnabro | Bignosinae/
BUKOPHCTAHHS PO3YHHY onanecuenTnni, 6es suaumoro ocaxy | Conforms
(BisyaapHO)/ Appearance of yepez 45 ¢ picas nepemilyBaHHA/

ready-to-use solution (visually) | Clear or slightly opalescent, without
visually detectable sediment after 45 s

of stirring
Bara nanoenenns ™ Filling 80r/g+5% 8,0rig
weight * ’ :
Iepmernunicrs nakeruxa®/ Iepmeryannil/ tight Bixrnosigae/

Sachet tightness * o - |-Conforms
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OmHOpiaHicTh H030BAHMX
ojrniy/ Uniformity of dosage
units

Eur.Ph.2.9.40

Ha sunycx/Release: Binnosimuo a0
BuMor €ep.dapm. 10 piBHOMIPHOCTI
sumicty (CU)Y complies to Ph. Eur.
requirements

Bianosinae/
Conforms

Bona/ Water
Eur.Ph.2.5.12

0,1 %

Cynymni domituxu/ Related substances (Eur.Ph.2.2.29)

(1.2-purigpoxcinporrin)
(pocorora kucnora
(momimka A)/ (1,2-
Dihydroxypropyl)phosphonic
acid (impurity A)

<0,3 %

< 0,03 %

[2-[2-Amino-3-rixpokci-2-
(rizpokciMernn) nuponinar]-1-
rigpoxcinponin] gocdonopa
xuenora (gomimxa B)/ 2-[2-
Amino-3-hydroxy-2-
(hydroxymethyl)propoxy]-1-
hydroxypropyl]phosphonic acid
(impurity B)

<03%

< 0,03 %

Tpomeramon dochopnoi
KHCII0TH MOHOe(Ip
(aomimxa C)/ Trometamol
phosphoric acid monoester
(impurity C)

<0,1 %

< 0,03 %

Tpomeramonokcei pochominun
aunep (nominixa D)/
Trometamoyloxy fosfomycin
dimer (impurity D)

<01 %

<003 %

Hepusnaueni, okpemo/
Unspecified degradation
products, each

Koxna/each < 0,1 %/

Binmosizae/
Conforms

Heruznaveni, pazom /
Impurities, total

Ha sunycr/Release: < 0,5 %

< 0,03 %

Kinvxicnutt ananiz /Assay

DochoMinyH B nakeTuky/
Fosfomyein per sachet

3000,0 mr/img £ 5 %

3008,0 Mr/mg

Mikpobionoriuna
yncrora**/Microbiological
purity**

TAMC < 10° KYO/r (CBU/g)

TYMC <10 KYO/r (CBU/g)
Escherichia coli igcyrui B 1 1 (absent
inlg

< 1000
(CBU/g)
<10 KYO/r (CBU/g)
Biamosizae/
Conforms

KYO/ir

¥ in-process konmpoaw/ Test performed during In-Process Control (IPC) of finished product

manufacturing

*nepesipra suxonyemoen 0as odnict cepii ugopivio/ Test performed on one batch per year
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Hizrsepmuxenns sinnopigmocri/Confirmation of compliance;

LuM s miareep/pKyo, WO U MapTis 1ikapesKux 3aco6in BUTOTORNEHA TA IPOHILNIA [TEPEBIPKY BIAIOBIHO
1o iHCTpyKUii cTOoCOBHO OBIry NiKapehbKHX 3aco6iB. IHCTPYKUIl 3a/(0BONBHSIOTE BUMOraM 3aKoHY 1po
mikapenbki sacobn (AMG) ta IToctanoss npo BHTOTOBNEHHS FiKApCHKHX 32c06iB Ta RIKOYHX PEHOBHH

(AMWHV),

Hereby I confirm that this medicinal product batch was manufactured and tested in accordance with
instructions on medicinal products turnover. The instructions comply with requirements of the Medicinal
Products Act (AMG) and Ordinance for the Manufacture of Medicinal Products and active Substances
{(AMWHV).

Oxpim 1p0To, 8 MATBEPKYIO, IO HasejieHa iHQOPMaNis € CHPaBKHLOW Ta npaswnsnoi. Cepix
HpOAYKTY Oyna BHIOTORNCHA (BKILOYAIOUM NAKYBAHHA/MAPKYBAHHS) T2 YEpeRipeHa 3a3HaueHUM BHLIC
IIPHEMCTROM-BHPOGHIKOM Y HOBHIN Bianmoeizuocti 3 Bumoramn mojao Harexuoi Bupo6umyol
Ipaxtuxky (GMP) BiAnoBiaNkHOrO Oprady IHCHEKHIl, a TakoX BLINOBiAHO N0 crenudikamii, mo
MICTATBCR Y peccTpauiifgoMy focke. BiupoGuuua RoKyMeHTallis, NPOTOKONHM NAKYBAHHS Ta NMPOTOKON
KOHTPOIIO KOCTI TIPOHIIM IEPEBIPKY Ta BITOBIIAIOTL YCTAHOBIEHUM napamerpaM GMP.

Besides, I confirm that the information presented is true and correct. The product batch has been
manufactured, packaged, labeled and tested by the above manufacturer in full compliance with
requirements of Good manufacturing Practice (GMP) of the relevant inspecting authority and in
compliance with specification in the registration dossier. Manufacturing documentation, packaging
protocols and quality control protocol are tested and comply with requirements of Good manufacturing
Practice (GMP).

Ynopsoaxera ocoba/ Qualified person:
Dr. Michael Uhr

Hara/Date: 23.08.2024

Lindopharm GmbH
Postfach 5 4( + 40705 Hilden
Neustr. 82 + 40721 Hilden
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