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HEPKABHA CJIYKFBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMEY ¥V KHIBCBKIA OBJIACTI

npos. CeiTmraaol Haaii, 3, m.Kuis, 02099, ten/barc: (044) 363-06-50
E-mail: dis ko@dls.gov.ua, Kox €JIPTIOY 37078774

BUCHOBOK
PO AKICTH BBE3EHOT0 B YKpainy JiKapchKoro sacody

22.08.2023 Ne 40686/23/10

ECIIA-POIIVH®

(naiiMenyBanns Alkaperkoro 3acoby IFIGHO 3 PLCCTPAUiiHM mocsinuentan)
MOPOLIOK A 0PaNbHOTO po3unHy no 3000 mr/maker, no 8 r nopouiky (3000 Mr girowol
pedoBHRM) Y Haxeri; WMo 1 NaKeTy B KAPTOKHiH YIAKOBLi

(hopsa BUNYCKY, Z03YBAHRA, BHA DAKYBAHHA NIKApLbKOro 3acedy)

Homep peecrpauiiisoro noceimsernns UA/14782/01/01 crpox zii pecerpaniitnoro nocsizyerns 01.01.2099

Cepia aixapeskoro 3acoby Ne 2122489 Kinexicts BBE3CHOID Aikapebkoro sacoby 3960
Bupobuuk Hingodapsy I'MOX, HiMeqyuua
{sajiMeHyRanHg BHpoOHIKA NiKapebkoro 30c00y, Kpatna MoXOmAEHRA)
Bsesero 8 Yrpainy ChniapHe YKpaiHCbKO-eCTONChKE MIANPHEMCTEO Y GropMi TOBApHCTBA
3 obnmerxeno0 BignoriganenicTio " Onrima-Papm, JITA", inenr. xon:
21642228

(HafiMenysarus Ta kog 3a EJPIIOY ropunuunoi ccobu abo npizsmine, iM's, no Guthkos! diznuaol
acobit - ninopieMus, Ti Micte NPpoXIBRHAT T3 peecTpatiifnidt HoMep 0BNIKOBOT RAPTRL MAATHHKA
NOJATKIR af0 Cepis T HOMED IACNIODTR)

HpoToxoa Bizyanbuore konrpoie i 17.08.2023 M 2569/9.

30  pCIYALTATAMN ACPAABHOrO KOHIPOMID BCTAHOBRGHO, IWNO nixapeexiil  3aci6  BaeseHo B YxpaiHy 3

AOTPHMARHAM BEMOT 32KOHOZABCTBE LHOTIO 3afeIneqeHna AKOCT AikapebRiX 3acoiB.
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LINDO indopharm
PHARM Gmon

CEPTH®IKAT SIKOCTI
CERTIFICATE OF ANALYSIS
Hassa uipoayxry/name of product Ecna-gpounn®, nopomorx mis OPANBHOTO
pozuuny mo 3000 mr/uaker, o 8 r B makeri, Ne
1/ Espa-focin®, powder for oral solution,
. |3000ig/packet, 8 ginpacketNel
Akrusricre/Activity 1 naker mictute bochominumy TPOMETAMO.TyY
5631,0 Mr, wo exsiBaNeHTHO dhochominuny
3000 mr/ 1 packet contains 5631,0 mg of
| fosfomycin trometamole (equivalent tosfomycin
) e l3000mg)
_Kpaina noxojpxenns/Country of origin [limeyunna/Germany
Pecerpaniitiuii Homep/Reg. Cert.No UA/14782/01/01
'Homep cepii/Batch No 12122489
Poawip cepii/Batch size 40023 ynaxonok/packs
Hara sapoBuuiirsa/Manuf. date 06/2023 |
Tepmin npuparnocti/Exp.date 06/2025
- Bupo6uux/Manufacturer Minnopapm  I'm6X, Himeuunna/Lindopharm
4 GmbH, Germany
Anpeca/Address Hoiimrpacce, 82, 40721 T'insaen, HiMeauuna/
_ _ | Ncustrasse, 82, 40721 Hilden, Germany
Bupobupga miuensig/Manuf, License No 1. DE NW 03 MIA 2022 0008
Ceptudikar HBII/GMP Certificate No DE NW _03 GMP_2022 0017
XAPAKTEPUCTUKW/ CHEIIMOIKALLS/ PE3VJIBTAT/
CHARACTERISTICS .t SPECIFICATION _RESULT
30BHIUHIH BUPIAA | Bimuit  aGo  wmadiwxe  Gimwmi, ‘Bignosinae/
(BizyansHO)/ Appedrance | rpaRynsoBaHm# nopomok,  6e3 ; Conforms
(visually) | cTopormix yactuHOK/ White to almost |
| white, granulated powder, without |
- | foreign particles
Aoenmuunicmy/ ldentity - | .
Dochominun TpoMeTamoyt/ | Ha sunycrx/Release: Binnosinac { Biznosinae |
Fosfomycin CTAIOHHOMY CTieKTpOBi/ complies | etanonHomy cuextposi/ |
1 Eur.Ph.2.2.24 | with reference spectrum complies with reference

| Brpodoesic mepminy npudamnocmi/ | spectrum
i shelf-life: He nepesipaeTbca/not

., o controlled | |
Qochomimun/ Fosfomyein Ha eunycr/Release: I1o3ntuaunis | lHoantneHui /positive
Eur.Ph.2.2.29 | /positive

- Bnpodoeac mepminy npudamnocmil
shelf-life: He nepesipsersea/not
| controlled

TIpozopuit a6Go cnabko | Bignosinae/
OlrVICCUenTHAY,  6¢3  Buaumoro | Conforms

Adrvebdarm
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| produets, cach

Lindopharm
¥1 GmbH
' XAPAKTEPUCTUKI/ CTIELIUDIKALIISY " PE3YJIBTAT/
CHARACTERISTICS SPECIFICATION ) | { RESULT
(Bizyansno)/ Appearance of ocamy  depes 45 o menst
ready-to-use solution uepemiityanesg/ Clear or slightly
(visually) opalescent, without visually
detectable sediment after 45 s of
— Sturing L
Bara HanoBueuns*/ Filling 8,0r/ g+ 5% 80r/g
weight * | |
I'epmernunicrs uakeruka® | I'opmernanail/ § ght ‘Bignosigae/
Sachet tightness * | Conforms
OZHOPIOHICTE N030BALHX Ha sunycrk/Release: Bigmosimwo 1O I BLonosigae/
oAHHKLE/ Uniformity of | BEMoOT €Bp.DapM. g0 piBHOMipHOCTI | Conforms
dosage units I Bmicty (CU)/ complies to Ph. Bur, |
Eur,Ph.2.2.24 requirements
Bnpodosxc mepminy npudammnocmi/ _
shelf-life: He nepesipsierses/not
e controlled 1
Bona/ Water 10,5 % 10,1%
Eur.Ph.2.5.12 .
Cyn yririd domiruxu/ Related substances (Bur.Ph.2.2.29)
(1,2~gurinpoxcinponin) <0,3 % < 0,03%
dboconosa kucnora '
(momimxa A/ (1,2-
Dihydroxypropyl)phosphonic
{acid (impurity A)
[2-{2-Awmibo-3-ripoxci-2- <0,3 % < 0,03%
(rizpoxciMernn) nponinar]-1-
rigpoxcinpomrin] goctonosa
KACA0Ta (nomika BY 2-[2-
Amino-3-hydroxy-2- |
(hydroxymethyl)propoxy]-1- :
hydroxypropyl|phosphonic | B
acid (impurity B) B ohHA & _
Tpomeramon dochopuoi <0,1 % L Tq oo rﬂé*ﬁ,& 1 <0,03%
KHCIIOTH MOHOehip S 7 o %% #
(aomimnxa C)/ Trometamol é‘ § ﬁw‘mﬁ? é%_'_’
| phosphoric acid monoester 3 Mﬂ‘m S OB 2
| impurity ) ) W8 Joa)f
| TpoMeramosroxci 1<0,1% - n @ ‘6‘ 0,07%
. _ % ot
bochominmm aumMep *"""oigua?o P
(HoMimka D)/ e
Trometamoyloxy fosfomycin
dimer (impurity D) | s
| HeBusnaueni, oxpemo/ Koxxua/each < 0,1 %/ Binmopiae/ |
Unspecified degradation | Conforms
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L__ " Lindopharm

XAPAKTEPUCTHKW [ CIIELJU®IK ALTIH/ N { PE3VIILTAT/
CHARACTERISTICS SPECIFICATION RESULT
Hesusnaueni, pazom Ha sunycx/Release: < 0,7 % 0,1%
/Impurities, total Bnpodoewc mepminy npudamnocmis |

shelflife: < 1,0 %

Kinsxicnusi ananis /Assay (Bur.Ph.2.2.29)

Qocdominuu B nakernxy/ | 3000,0 Mr/mg + 5 % 2990 5 Mr/mg
Fosfomycin per sachet |

MikpoGionoriana TAMC < 10° KYO/r (CBU/g) 1 <1000 KYO/r (CBU/g)
uncrora**/Microbiological TYMC <102 KVO/r (CBU/g) <10 KYO/r (CBU/g)
purjty** Escherichia coli Bigcyrsi B 1 1 Binnorigae/
Eur.Ph.5.1.14 (absent in | g) Conforms

* in-process xonmponv/ Test performed during In-Process Control (IPC} of finished product
manufacturing

**nepesipra GUKORYEMBCR OARt OOHIET cepil wopiyno/ Test performed on one batch per year
Hixreepmxenns BianoBigHocTi/Confirmation of compliance;

Hum 8 miarsepmxyro, mo g MapTis JIKapchkuxX 3acoBiB BUIOTOBNEHA T4 LIPOHIUAG TIepPeRIPKY
BIAMIOBIHO 10 iHCTPYKUiH CTOCOBHO 00Iry nKkapchbKux 3acobis. IHeTpy kUil 3amoBOMBHIIOTE
BAMOraM 3akody IIpo JKapehbki 3acobm (AMG) Ta INocramosu [IpO BUIOTOBNCHHA NIKAPCHKHX
3aC00IB Ta ALOYHX peYOBUH (AMWHY).

Hereby 1 confirm that this medicinal product batch. was manufactured gnd tested in accordance
with instructions on medicinal products turnover, The instructions comply with requirements of
the Medicinal Products Act (AMG) and Ordinance for the Manuficture of Medicinsl Products and.
active Substances (AMWHYV),

.........

Bupobuuyol Ilpaxruxu (GMP) eianosigansnoro OpraHy iHCmexuil, 4 TakoX Bizmopiano 710
cneuudikauin, mo mictaTses y peecTpaliiioMy Xocke, Bupobuuua JAOKYMEHTAIIINA, NPOTOKOIH
HIAKYBAHHA Ta IPOTOKOJI KOHTPOIIO SKOCT] IPOitntam IIEPEBIPKyY Ta BiIIOBIIA0TH YCTAHOBIEHAM
mapamerpam 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 fyll 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 Pydctice (GMP).

Ynosnosaxenalo¢gdbaf Qualified person:

(Signature, name, position)

2023 Lindopharm GmbH

: Postfach 5 60 « 40705 Hilden
Dr. MIChaEI Uhr Neustr, 82 « 40721 Hilden

Hara/Date:




