NMEPENIK

NIKAPCbKUX 3ACOBIB LWOAO AKUX 3ABEPLUEHO PO3IrNA4 PEECTPALINHUX MATEPIANIB NMPO BHECEHHSA 3MIH A0

PEECTPALINHNX MATEPIANIB NPOTAroM Ali PEECTPALIMHOIO NOCBIAYEHHA HA NIKAPCbKI 3ACOBU, AKI 3APEECTPOBAHI

KOMOETEHTHUMUW OPTAHAMU CMONMYYEHUX LUTATIB AMEPUKW, LUBENLAPCbKOI KOH®ELEPALLT, ANOHII, ABCTPAII,

KAHAAW, NIKAPCbKNX 3ACOBIB, LLO 3A LLEHTPANIBOBAHOLO MNMPOLIEAYPOLO 3APEECTPOBAHI KOMMNETEHTHAM OPITAHOM
EBPOIMNENCBLKOIo CO3y

Ne Hassa Popma sunycky 3asBHUK Kpaina Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0YeHHs1
1. FAPOACUN® 9 | cycneHsia ans Mepk Wapn i LBeliuapis 06'eIHAHHA rOTOBOTO NPOAYKTY CWA/ Ctucnuin onuc 3miH C.1.4, II: Ba peyenmom UA/20128/01/01
BAKUMHA iH'ekyi, no 0,5 mn (1 Joywm IOEA (noBTOpHE cycneHayBaHHSA Ta Higepnangn / OHoBneHHs po3giny 5.1
MPOTU BIPYCY | posa); no 0,5 mn 6X 06'ejHaHHSA KiHLLEeBOro Ipnangis / "®apmakoguHamiyHi BlacTueocTi”
NANIIOMIA cycneHsii y chopMy/IbOBaHOTrO Gasky, Icnanis KopoTKoi XapakTepucTukn Ha
N ANHUN 9- nonepegHsL0 OTPUMAaHOrO 3 AiNbHULI BecT nikapcbkuii 3aci6, BignoBigHoO A0
BAJIEHTHA HanoBHEHOMY LUNPUL MOMHT), HANOBHEHHS LINPULLB pe3ynbTaTis 4-ro NPOMIKHOr0 3BIiTy

(PEKOMBIHAH
THA,
ALCOPBEOBAH
A)

(ckno) 3 obmexyBayemM
X0Ay NOpLUHSA
(cvnikoHizoBaHwiA
6pombyTMNoBNIA
enacrtomep i3
nokpuTTsiM FluroTec)
Ta KoBNavkom
(cvHTETUYHa i30NpeH-
6pombyTunosa
cymiw). Mo 1
nonepeaHL0
HanoBHEHOMY LINPULYY
3 2 rofikamut a6o no 10
nonepegHL0
HarnoBHEHUX LUNPULB
3 2 ronikamu ans
KOXHOTO Lnpuua B
KapTOHHI Kopo6uji 3
IHCTpYKLUjieto Ans
MeNYHOro
3acTocyBaHHS

(NepBWHHE NakyBaHHS),
TeCTyBaHHS Npv BUNYCKy AN
LUMPULIB, HANOBHEHUX Ha
ninbHuui Bakctep (nuwe
€HOO0TOKCUHN Ta CTEPUSIbHICTD):
Bakctep ®apmacbloTikan
ContowHe JINC, CLUA;
TecTyBaHHS Npvi BUNYCKy AN
LUMPULIB, HANOBHEHUX Ha
OinbHuUi Kapnoy, TecTyBaHHsA
npw BBE3EHHI (415 Wnpuuis,
OTpUMaHVX 3 AinbHuui Bect
MoiHT Ta AinbHULi BakcTep)?,
MapKyBaHHs1 Ta BTOPUHHE
nakyBaHHs, cepTudikauis Ta
BMNYyCK cepil:
2TecTyBaHHS Npy BBE3EHHI
BK/1I0YAE NMPOBEAEHHS BCiX
TecTiB nNpy BUMNYCKY cepii
KIHLLEBOrO NPOAYKTY
Mepk Wapn i Joym B.B.,
HigepnaHgu;
BMPOBHULTBO: hOPMY/IALLS,
HarnoBHEHHA Ta NepPBUHHE
nakyBaHHS LLUNPULB, TECTYBaHHS
npu Bunycky (KiHLeBoro
chopmybOBaHOroO 6asky Ta
LUMPWLIB, HANOBHEHUX Ha
AinbHUUi BecT MNoWHT Ta Ha

pocnipkeHHs V503-021 (MEA 004)
3 METOK OHOBJ/IEHHS iH(hopmaLi
Npo AOBroCcTPOKOBY €heKTUBHICTb
BakuuHW 9VHPV, sika BBOANTLCA
XiHKkam BikoM Big, 16 f0 26 pokis. A
TaK0X BHECEHO pefakLiiiHi npaBku
B po3ain 4.9 "MNo6iyHi peakyjii”.
PepakuiiiHi npaBku BHeCeHO 0
po3giny "MobiuHi peakwyi
IHCTPYKUi ANA MeguyHoro
3aCTOCyBaHHS NiKapcbKoro 3acoby.
TepMmiH BBEL,€HHS 3MiH - MPOTAroM
6 micsuis nicns 3aTBepAKeHHS.




mr/8,19 wr, no 10
TabneTtok y 6nicrepi;
no 2 ab6o 6 6nictepis y
KOpo6Li 3 KApTOHY

bulk: Talixo ®apmacbtoTikan Ko.,
Nta., AnoHis; BignosiganbHWi
3a KOHTPO/Ib AKOCTI, NEPBUHHE
Ta BTOPVHHE MakKyBaHHS i BUMYCK
cepii roToBOro NiKapcbKoro
3acoby: Jlabopatopii CepB'e
IHaacTpi, ®paHLis;
BifiNOBIAAIbHWIA 32 KOHTPO/Ib

y €Bponeiicbkili EKOHOMIUHIl 30Hi

(EE3) (EEA-QPPV).
3miHa agpecy, ae 34iACHI0ETLCA
OCHOBHa [isifIbHICTb 3
thapmakoHarnsgy.
3MiHa agpecy MiCLEe3HaxXOMKEHHS
macTep-haiiny cuctemu
dapmakoHarnsagy (MPC®) (Homep

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, Bionycky peecmpayjitiHo2o
3acoby ynakoska) nocsi04YeHHs1
AinbHuUi BakcTep), TecTyBaHHSA
CTabiNbHOCTI:
Mepk Wapn i Joym JIIC, CLUA;
BMPOGHULITBO: DOPMYALLS,
HanoBHEHHSA Ta NepBUHHE
nakyBaHHS LLUNPWLB, TECTYBaHHS
npy BUMycKy
(kiHUeBorocthopMybOBaHOrO
6anKy Ta LWNpULiB, HANOBHEHUX
Ha finbHULi Kapnoy),
TecTyBaHHs CTabiNIbHOCTI:
MC/, IHTepHewwHn FTMEX/IMC/,
Ipnangis (Kapnoy), Ipnaxgis;
MapKyBaHHs Ta BTOPUHHE
nakyBaHHS:
Posi ®apma IHgacTpian
Cepsicec, C.A., IcnaHis
2. NAHCYP®® 15 | Tabnetku, BKpUTI Ne PpaHLis BiNOBIgaNbHWIA 32 AnoHis / 3MiHa ynoBHOBaXeHOi 0cobu Ba peyernmom UA/16712/01/02
Mr/e,14 Mr NiBKOBOO Na6opatyap BUPOBHWLTBO, KOHTPO/Tb AKOCTI ®paHuisa / (BKKOYAOUM KOHTaKTHI faHi),
060/10HKO10, Mo 15 Ceps'e Ta BMMYCK cepii NpoAykuii in IpnaHgis BiANOBIAa/IbHOT 3a (hapmakoHarnsg,
mr/6,14 wr, no 10 bulk: Taixo ®apmacbtoTikan Ko., y €Bponeiicbkili EKOHOMIUHIl 30Hi
Tabnetok y 6nictepi; NTpa., AnoHis; BignosiganbHWi (EE3) (EEA-QPPV).
no 2 a6o 6 6nictepis y 3a KOHTPO/1b AKOCTI, NePBUHHE 3miHa agpecw, ae 34iiCHI0ETLCA
KOpOO6Lii 3 KApTOHY Ta BTOPVHHE NakyBaHHS i BUMYCK OCHOBHA JjiNIbHICTb 3
cepii roToBOro slikapcbkoro hapmakoHarnsgy.
3acoby: JlabopaTtopii CepB'e 3MiHa agpecu MicLe3HaxXoMKEHHs
IHpacTpi, PpaHuis; MacTtep-caiiny cuctemm
BiANOBIAa/IbHNIA 32 KOHTPO/b hapmakoHarnsgy (M®eCao) (Homep
SIKOCTi, NEPBMHHE Ta BTOPUHHE M®C® He 3miHMBCS).
nakyBaHHs i BUMycK cepii
rOTOBOrO /liKapCbKOro 3acoby:
Ceps'e (IpnaHgis) IHpacTpic
NTa, lpnaxgis
3. NAHCYP®® 20 | Tabnetku, BKpUTI Ne ®paHLis BiANOBIAa/IbHMI 3a AnoHis / 3MiHa ynoBHOBaXKeHOT 0cobm Ba peyenmom UA/16712/01/01
Mri8,19 Mr NNiBKOBOO Na6opatyap BVMPOGHMLTBO, KOHTPO/Ib SIKOCTI ®paHuia / (BK/TIOYAOYM KOHTaKTHI AaHi),
060/10HKO10, Mo 20 CepB'e Ta BMMYCK cepii mpoaykuii in IpnaHgais BiANOBIAa/IbHOT 32 hapmakoHarnsg,




Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, Bionycky peecmpayjitiHo2o
3acoby ynakoska) nocsi04YeHHs1

AKOCTI, NEPBVHHE Ta BTOPUHHE
nakyBaHHs i BUNycK cepii
roTOBOrO JliKapCbKOro 3acoby:
Ceps'e (IpnaHgis) IHaacTpic
Nta, lpnangis

M®C® He 3miHMBCS).




