XimiHa Ta Mikpobionoriuna naGoparopis

SYSTEM

Byn. Xabis, 4, Xap-Tys lnnycTpiantua 3oua A, Izpaine
{4 Habniya st. Har Tuv A Industrial Zone, Israel)

Ten: 972-2-5700733; dake: 972-2-5345257

Anpecar: Dan Pharm LTD

Anpeca: Byn. Xabaine, 34/6, beep-1llesa 8487433

Ten: 08-6274043
Daxc: 08-6274244
En.nourra: alexandra@danpharm.co.il

CEPTH®DIKAT AHAJI3ZY
No 48630-2

Hata orpumanssa:  02.11.2023

HoMep nocunanns: 132-645
Homep perictpauii: 60979

Hara Bukonanms:  02.11.2023

HalimeHnyBanns 3pazka Ilapris Bupotunk fara BHpoOHUITBA
IIpecto (Presto) Tenw 231038 Dan Pharm LTD 01.11.2023
Pezyanrarm:

Tui Tecty PesyabTaTt Oauanui Merox 3ayBaxmeHHn

i 3aranpHa KinkKiCTh 48poGHHX <10 Kononiltyreoptotona | Arentcrro no xoxTponto sa NPOXYKTaMi Ta JikaMy (2), (1)
MIKPOOPraniaMin onunua (CFUY/r (FDA) BakTepionoridse ananituune kepiBHuuTso
(BAM) I'naga 23

2 [Mnicusel rpudku <10 CFU/r FDA BAM I'nasa 23 (@), (1)
3 Tipinokoni rpubki <10 CFUIr FDA BAM T'zasa 23 @ (0
4 Eurepobakrepii HETATHRHHH CFU/r FDA BAM I'mana 23 (2)
3 Cunboruiina nanudka HEraTHBHHHA CFuU/fr FDA BAM I'naga 23 (2)
6 Crainekox 3010THCTHI - Koar.+ HeraTHBHuUk CFUMr FDA BAM I'nana 23 2)
7 pl 7.07 - USP 36, rasa 791 @. (D)

(1) HporecTosano B pamkax apTopuzanii Izpainkexoro arenrersa mo akpexnTamii naGoparopiii
(2) Tecr noropaen MinicTeperBoM 0Xopoun 3poposes Izpaina

Baatrs 3paska Bukonane: 3aMoOBHHKOM

YMOBH 30epiraHns Ta TPAHCHOPTYBAHHA 3paska: KiMHaTHa TemMmepaTypa
Jlaboparopis He ynoBHOB®keHa MPeACTABIATH AYMKY 3 NpHBOAY Ta/abo iHTepnpeTanito pesyanTaris Tecry.

3arepxaeno: [-p C. Cirasi (S. Sigawi), Meremxep naboparopii

IMigmuce:

Hata satBepmxennn 10/11/2023

*******************************Kiﬂeub CepTH(biKaTy**********************************

* System Laboratories apropu3zosana I3pailbCEKUM areHTCTBOM 110 aKpendrauii naboparopiii.

e [liichnil cepTudhixaT BHAAH TINBKH 174 BHKOPHCTOBYBaHHS KiienToM. He BUKOpHCTOBYeTECs nel aiin,
HaliMeHyBaHHS KOMNaHii a6o oiHOro 3 Horo cMmiBpofiTHHKIE.

* B 3BiTi 3a3HAYaETHCS TUIBKH HA TECTORAHMUIA Y6’ €KT.

*  Iei 3BiT Moxe OyTu ckoniloBaHni TiNEKU B OBHIHN GopMi I TINBKH 3 MECEMOBOL 3roJiH Mese/Kepa maboparopii.
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DAN PHARM Ltd.

P.O.B. 6287, Beer-Sheva, 84162

34/6 Ha’Bedil st., Be’er Sheva, Isracl (Beep-1llesa, I3paing)

Ten: +972-8-6235275/ Ten 2: +972-8-6274043 / daxc: +972-8-6274244/
En.nowra: mail@danpharm.co.il

CeprudikaT KOHTDOJISL TKOCTi NPOAVKTY

Koa nokymenry

QC4421-14

Hara

10.11.2023

JdaHHEIE 0 mapTHN:

HalimeHyBanHs IpOAYKTY

IIpecto (Presto) T'enn

TlapTia Ne

23103B

Ctpox npuaatHocTi

11/2026

PezyarTarn xonrpoaio skocTi:

ButaryeanHa S64
enakicts 1.0 rpm

ITapamerp I'paguunnii pises 3nagenus Crarye (3agosinbuioe/
He 3a10BinsHio€)
pH 6.0-8.0 7.05 3anoBiNEHKOE
B’askicrs npu 29.1°C 55000-78000 (Cp) 63120 (Cp) 3anoBiAsHIOE

CradinpHicTs

7 omiB npu 55°C

BincyTHicTs posimapysanns

3anosineHioe

7 AFIB IIpw KiMHaTHI}
Temnepatypi 15°C - 25°C

BincyTHicTs posmapysasus

3anoBinbHIOE

Mikpobionoriuna uncrora:

3anosinLHIOE

3aransHa KinekicTs acpoBHmx <10 Konorifyreoprorounx <10 CFU/r 3anoBineHIOE

MIXpOOpranisMin omuauLE {CFUYr

IMnicuasi rputkn <10 CFU/r <10 CFU/r JamoBineHIOE

Apinckosi rpudku <10 CFU/r <10 CFU/r 3a1oBiNbHIOE

ExTepobakrepil Bincyrne Bigcyrue 3aJ10BUIBHIOE

Cradinokok 30m0THCTHIA Bincyrhe Bigcyrhe 3ajoBiiibHIOE

CuHporgiiina nanuuka Bincytne Bincyrne 3anoBinLHIOE
Xapakrepucrukn:

Konip Henposopuii Binmijt 3an0BHIEHIOE

JoBHIIINIA BUg Tenenomibunii 3amorineH0E

3anax -Pocnunnui 3nerxa octpnii 3anosinercE

Etnkerka +

Bara-geto 25 .

akmovennn: BiimopigHO BHIE3a3HAUCHHUM pe3yNbTaTaM, Marepian NpoJyKTY 3aJ0BUIBHIOE 3aTBEpDKEHHM
CTAHJAPTHMM chOeluikaliiM.

Onekcanapa Icacga, xiMik
MenemKep 3 KOHTPOIIO gkoeTi
10/11/2023

Unen Denepauil nanat xomepuii Ispaina




