P
@2’ CHEMO CEPTU®GIKAT AHATIZY
horatriestednfarme . __ - 0
Toprosa naaga: NPONKOTA
Mpoaykr: MPOTECTEPOH 100 mr x 2 GnicTepu x 15 M’aKUX XenaTUHOBUX kancyn MICTPAIT UA
Kpaina Ykpaika
Kon : 244722
Cepin "LF353358 Tepmin npugatHocTi nposykry ~ KsiteHs 2026
Bulk NMPOTECTEPOH 100 mr m'sxi kenaTmHoBi Kancynu, 2,8 mm NR EU 9000
Kog : 708734 __
Cepisi LF35335 Cropinka 1 3 1 J
TECTH AHASE‘;‘H'”" MESI NPUAHATTA | OauHny ) PESY/IbTAT
M’aKki menaTrHosi Kancynu csansHoi dopmu,
30BHIWHMA B KANCYAU PR116 Malixe Binoro konsopy, AOBXMHOK NpUbAn3HO Bianosinae
12 mm i WkpuHoo NpUBAMaHO 8 Mm
VAEHTUPIKALIA NPOTECTEPORY (4y-BEPX) PRI16 | € CIATIOBIAAE acy YrpUMANHA eTancHHOIO NO3UTUBHMI
CTaHAapTy
IAEHTU®GIKALIA NPOTECTEPOHY (YO-BEPX) PR116 Bianoeisae cnexTpy eTanoHHoro CTaHaapTy MNo3uTUBHMI
KI/TbKICHE BU3HAYEHHS NPOTECTEPORY 95,0-105,0% . . o
(BEPX) PR116 {cepenmHe 3HaveHHA OAHOPIAHOCTI A030BaAHKK 98,3%
04ukHLb, N=10)
10 kancyn AV < 15,0 10 kancyn
OLHOPIAHOCTI 1030BAHMX OAWHULb "~ PR116 30 kancyn AV £ 15,0 AV =10
Aianason: 0,75M-1,25M Bianosigae
TECT HA PO3PUB PR116 | N0 : 1 x8
Bci oamHuui < 15 xa
PO3NAAAHHA PR116 <30xs 8 xa
CynposigHi aomiurku { BEPX)
. HECI"IE!L!,Md)iKOBaHi HAWBIAYanbHi PR116 <£0,2% <0,1%
AOMILIKKW
*  Cyma aomiwoxk £1,0% <0,1%
MIKPOBIOAOTIYHA YMCTOTA* * ¥
* 3arafibHg KinbKicTe aepobHux 5102KVO/r He npoeofueca
MiKpoopraHismis (TAMC)
* 3aranbHa KinbKicTs APIKANKOBKX Ta <10t KYO/r He npoBopueca
nniceHesux rpubis {TYMC) MG0O5
*  Escherichia coli BigcyTha/r He npoeoaueca
*  Pseudomonags aeruginosa Bigcyrha/r He nposogueca
*  Staphylococcus qureus Bipcyraa/r He nposoaunsca
| * candida albicans BiacytHs/r _|_He nposo,n,mscs_]

** MikpoBHui ROHTPO/ib HE 3aCTOCOBYRABCA, GCKIALKY UA cepin He € aecaTolo cepicio

mTa BUTroTOBNEHHA : 26 KBITHA 2024 p

‘ fara ananisy: 24 TpasHA 2024

3aTBepaAMmeHo 3abesneyeHns Akocti/ Jata

Nabopatopiocc Neown ®apma, C.A.,

Binnakeinambpe,
JEOH - [cnaHin

3aTBEpAMeHo YNoBHOBaxeHo Ocoboto [/ Nara

layna ®eprandes /MIAMAC/ 25 numma 2024
Cinesia Mocado AUAMTAC/ 25/07/2024

Kanne Na Banaiva C/H, Moanirono IHaacTpian 24193, Hagatemuepa,
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@ CHEmO CEPTUDIKAT BIANOBIOHOCTI Cropitka 1 31

Laboratorios Ledn Farma

CepitHun ornsag 3anucis

ToprisensHa Hasea NPONIKOTA

NPOMECTEPOH 100 mr x 2 Gnictepu x 15 M’ AKNX KenaTMHOBUX Kancyn

FoToBwi NpoaykT: MICTPAN UA

Kpaika: YKPAIHA

Pecctpauiiine noceiguenns: UA/20296/01/01

Cepis LF35335B Koa npoayxry 244722
Eb_apmaueBTMqHa M'siki kenatuosi Cuna aii, aktmeHicTL Nporecrepon 100 mr
Nikapcbka gopma Kancyru

3aranbHa KinekicTs 10167 3aranbHa KinbkicTs 10152
YMakosaHUX ofuHUL b, YNaKkosoK BMMYLLEHUX OfnHULL YFaKoBOK
Aata surotorneHns 26 ksiTHA 2024 MpugaTtHwil go: KeiTeHb 2026

NabGoparopioc Jeon Papma, C.A.,
Kanne Na Bannina C/H, Moniroxo

Posmip cepii Bulk 2.800.000 kancyn BupobHuva ginaxka: IMpacTpian Hasaremxepa,
Binnakeinambpe, 24193, Icnanis

BupoGHuya niuenzin GMP ceprutpikar

TleoH Papma 4208E JNeon Dapma 4208/24

YnoeHoBaxeHa ocoba

LUum s nigteepaxyto, wo aasvavena iHthopmaLis & BoCTOBIPHOK Ta TouHOW. Bei hapmaueBTUuH iHrpesieHTy
Bynu ripoTecToBaHi Ta BunylieHi BIANOBIAHO A0 BU3HAYEHOT SKOCTI B AC3BONI Ha Npogax, YMHHIG Papmakonel
Ta TexHiunii yrogi. Us cepina npoaykTy Byna BUMOTOBNEHa, BKMKMAOYM naxyBaHHs/MapKyBaHHs Ta KOHTROMNb
AKOCTI Ha BULLE3a3HauYeHOMy Micli B NOBHIN BignoeigHocT 4o BuMor GMP MICLIEBMM perymoymm OpraHoMm i
BianoeigHo oo crevudikauiin y niyeHsii Ha Npoda kpalHu-iMnopTepa. Sanucu cepiiHol 06pobku, NakysaHus Ta
aHanizy Bynu nepesipedi Ta BM3HaHi Takumn, Lo BignosigaloTs GMP. flpykosaHuii nakysanbHUi maTepian
BiANoBiAae BUMoram uiedo ineHTMdikalii, BUKNaaeHUm Y peecTpaliiHoMy Aocke. BioxunenHs, skwo raxi €,
bynu noscHeHi, sanokymenToBaHi 1a 3aKpuTI.

Mianme ynosHoBaMeHoT ocoGu: Im'a: Hata:
ianncy Cineeia Mocago mignucy 25/07/2024

L Silvia Posado Pérez




