NMEPENIK

NIKAPCbKNX 3ACOBIB LWOA0 AKUX 3ABEPLLEHO PO3rNA4 PEECTPALINHNX MATEPIAJIIB NPO BHECEHHSA
3MIH 4,0 PEECTPALINHNX MATEPIAJIIB NPOTAIOM Ali PEECTPALINHONO NOCBIAYEHHSA HA NMIKAPCbKI
3ACOBMU, AKI SAPEECTPOBAHI KOMNETEHTHUMW OPIrAHAMU CMONYYEHNX LUTATIB AMEPUKN,
LUBEWLAPII, AMOHII, ABCTPA/II, KAHAAWN, NIKAPCbKNX 3ACOBIB, WO 3A LEHTPAJII3OBAHOIO

NMPOLEAYPOIO 3APEECTPOBAHI KOMNETEHTH/AM OPTAHOM EBPOMENCLKOIrO COKO3Y

Ne Ha3ssa ®dopma sunycky 3asasHuUK Kpaina Bupo6HuUk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0o4YeHHs1
1. BAPIFATE®® Kancysm M siki no BepiHrep HimeuunHa BMPOGHUK, LU0 BiAMNOBIga€e 3a BUNYyCK HimeyunHa BHECEHHS 3MiH A0 3a peyernmom UA/16651/01/02
150 mr, no 10 IHrenbxaim cepii: peecTpaLiiiHix MmaTepianis:
Kancys M'skux y IHTEepHeLLHN BepiHrep IHrenbxainm ®apma M6X i 3MiHK |l TUNY Wwoao 6esneku
antomiHieBomy v6X Ko. KI, HimeuunHa

6nictepi, no 6
6nictepiB y
KapTOHHI Kopo6Lyi

BMPOGHWLITBO, YNakoBka Ta
KOHTPOb AKOCTI kancyn in bulk
(Hepo3sdpacoBaHoOi NpoAyKLiT
nikapcbKoro 3acoby):
KataneHT HimeuyunHa E6epbax
vM6X, HimeuunHa
nepBuHHe (6nicTepu) Ta BTOPUHHE
nakyBaHHs (KOpO6KK), MapKyBaHHS
(NepBMHHOrO Ta BTOPMHHOTO
naKyBaHHs!) Ta KOHTPO/1b SKOCTI
NiKapcbKoro 3acoby:
BepiHrep IHrenbxaiim ®apma Mv6X i
Ko. KI', HimeuyunHa
a/ibTepHaTVBHI AiNbHULUI ANns
BTOPWHHOTO NakyBaHHs Ta
MapKyBaHHS:
dapm/lor dapma JlogxkicTik FTM6X,
HimeuyunHa
LLTeremaHH JIbOHEepRnakyHreH yHa,
NoricTiwep Cepsic e. K., HimeuunHa
anbTepHaTMBHI nabopaTopii Ana
NPOBefEeHHs KOHTPOIO AKOCTI (3a
BUK/IFOYEHHSAM MIKpOGIio/10rivyHOT
UYNCTOTK):

A eHg Em LWtabTtect MM6X
(TabopaTopist KOHTPOSIKO AKOCTI Ta
TeCcTyBaHHS CTabifIbHOCTi),
HimeuunHa
HysicaH M6X, HimeuunHa
anbTepHaTMBHI nabopaTopii Ana
NpoBefIeHHS KOHTPOJIIO SIKOCTi 3a

- 3MiHM Y KOPOTKIiiA
XapaKkTepucTuLi Nikapcbkoro
3aco0by Ta iHCTpyKUii Ans
MeAMYHOro 3aCTOCYBaHHS y
3B A3KY i3 HOBUMM
KNiHIYHMW faHuMK Ta
AaHumun hapmMakoHarnagy
(3MiHM y po3gini «Mo6iyHi
peaxuii» Ta «Ocob6nBOCTI
3aCTOCYBaHHS»)




6nicTepi, no 6 abo
12 6nicTepiB y
KapTOHHI KopooLyi

BMPOGHWLTBO, YNakoBka Ta
KOHTpO/b AKOCTI kancys in bulk
(HeposdpacoBaHoi NpoayKLiT
nikapcbKoro 3acoby):
KaraneHT HimeuunHa E6epbax
'mM6X, HimeuunHa
nepBuHHe (6nicTepn) Ta BTOPUHHE
nakyBaHHs (KOPObku), MapKyBaHHS
(NepBMHHOTO Ta BTOPMHHOTO
naKyBaHHs!) Ta KOHTPO/1b SKOCTI
nikapcbkoro 3aco6y:
BepiHrep IHrenbxaiim ®apma M6X i
Ko. KI', HimeuunHa
anbTepHaTUBHI AiNbHULI Ans
BTOPWHHOTO NakyBaHHs Ta
MapKyBaHHS:
dapwm/lor ®apma JlogxicTik TM6X,
HimeuunHa
LLTeremaHH J/IbOHepnakyHreH yHa
Norictiwep Cepsic e. K., HimeuyunHa
anbTepHaTMBHI nabopaTopii Ana
NPOBeEHHS KOHTPOSIO AKOCTi (3a
BVIK/TIOYEHHAM MiKpOGionoriyHoT
UYNCTOTK):

A eHg Em LtabTtect MM6X
(NabopaTopist KOHTPO/IO AKOCTI Ta
TeCcTyBaHHA CTabifIbHOCTI),
HimeuunHa
HygicaH Mm6X, HimeyunHa
anbTepHaTMBHI nabopaTopii Ana
NpPOBELEHHS KOHTPOJTIO AKOCTI 3a
NnoKa3HUKOM MikpobiosioriyHa
yucroTa:

CIC IHcTuTyT ®peseHiyc MM6X,
Himeyunna
JNlabop J1+C Al, HimeuunHa

- 3MiHW Y KOPOTKIiiA
XapakTepucTuLi Nikapcbkoro
3acoby Ta iHCTpYKUiT Ans
MeAMYHOro 3aCTOCYBaHHS y
3B A3KY i3 HOBUMM
KNiHIYHMW faHuMK Ta
JaHuMn hapMakoHarnagy
(3MiHM y po3gini «Mo6iyHi
peakuji» Ta «OcobnnBOCTi
3aCTOCYBaHHS»)

Ne Hassa Popma sunycky 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢popma, Bionycky peecmpayiliHo2o
3acoby ynakoska) nocBi04YeHHs1
NnoKasHUKOM MikpobionoriyHa
yucrota:
CI'C IHcTuTyT ®peseHiyc TM6X,
HimeuunHa
JNlabop 1+C Al, HimeyumHa
2. BAPFATE®® Karncysm M siki no BepiHrep HimeuunHa BMPOGHMK, L0 Bignosigae 3a BUMYycK HimeyunHa BHECEHHS 3MiH A0 3a peyenmom UA/16651/01/01
100 mr, no 10 IHrenbxainm cepii: peecTpauiiiHux maTepianis:
Kancyn M'skux y IHTEpHeLWHN BepiHrep IHrenbxaiim ®apma Mv6X i 3MiHM |l TNy wogao 6e3nekn
antomiHieBomMy 6X Ko. KI, HimeuunHa




