MEPENIK

NIKAPCbKNX 3ACOBIB LLOAO AKNX 3ABEPLLEHO PO3rNA4 PEECTPALINHNX MATEPIAMIB NMPO BHECEHHA 3MIH A0 PEECTPALINHUX

MATEPIANIB MPOTAroM Ali PEECTPALIAHOINO NOCBIAYEHHSA HA NIKAPCbKI 3ACOBU, AKI SAPEECTPOBAHI KOMMNETEHTHUMM

OPrAHAMW CMONYYEHUX LUTATIB AMEPUKW, LUBENLAPCbKOI KOH®EAEPALLT, AMOHII, ABCTPANII, KAHAAW, NIKAPCbKNX 3ACOBIB, LLIO

3A LEHTPA/II3OBAHOIO NPOLEAYPOK 3APEECTPOBAHI KOMNETEHTHUAM OPIFAHOM EBPOMENCBLKOIrO COK3Y

mr/1,5 mn; no 1,5 mn

IHBeCcTMeHTC Al

niKkapcbKoro 3acoby - acenTuyHa

Ne Hassa dopma sunycky 3asasHuUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n NiKapcbKo20 (nikapcbka gpopma, BiOnycKy peecmpayjiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
1. ANNbTPEHO™ nocwiioH, 0,05 %, no 45 TOB «BAYLU YkpaiHa Brvpo6HMUTBO, NaKyBaHHS, Cnony4eHi BiNOBIAHO 4O OHOBNEHUX 3a UA/18447/01/01
ryTy6i, no 1 1y6i B XEJIC» MapKyBaHHS1, BUNYyCK cepii Ta LWratn [aHnX JOBroTPUBAIOro peyenmom
KapTOHHIA KopoobLi [OCNiopKEHHs1 CTabiNbHOCTI: Amepukn/ [ocnigpkKeHHs cTabinbHOCTI
Bayiu Xenc KomnaHic IHk., KaHaga roTOBOro NiKapCbKOro
KaHapga; 3acoby TepMiH NpuaaTHOCTI
AnbTepHaTVBHa [iIbHULSA, HA L7191 TOPriBeNIbHUX YMNakoBOK
SIKili NPOBOAATLCA BUMYCK cepii 36iMbLUEHO 3 24 MicsUIB A0
Ta JocnifKeHHs cTabiNbHOCTI 36 micsauiB. BuwesasHayeHa
(Bunyck cepiit, BUpOGIEHNX 3MiHa nogaHa go
TiNbKM 415 KNiHIYHUX KOMNeTeHTHOro opraHy CLUA
[OCnigpKeHb): - Food and Drug
Bayw Xenc Amepukac IHk., Administration - sk gogaTok
CnonyueHi LWtatn Amepuku; [0 LLLOPIYHOrOo 3BITY
AnbnTepHaTUBHA AiflbHNLSA, HA (Amendment to Annual
AKili NpoBOAATLCSA Report: Reporting Period
MiKpPOGIOMOrivHI AOCNILKEHHS: from August 23, 2018
Macwndik Bio/labe, CnonyyeHi through August 22, 2019).
Ltatn Amepuku, BHeceHHs Takoi 3mMiHu [0
LinbHuus, Ha sKili npoBoAsATLCA Bi4NOBIAHOIO
BMNPOGYBaHHA PO3Mipy kpanenb peecTpauiiHoro 4OCbE B
eMy/1bCil Ta pO3Mipy 4acTok: CLA 3rigHo i3
MapTtukan TekHonomku Nabe, 3aKOHOAaBCTBOM [aHOi
CnonyueHi lWtatn Amepuku; KpaiHu 3gjiicHI0eTbCA 6e3
AnbTepHaTUBHI AiNbHUL, Ha BuAadi BignosigHMM
AKX NPOBOAATLCA KOMMETEHTHUM OpraHom
BMNPOBYBaHHA AOMOMIKHUX (FDA) okpemoro
peYoBUH: nigTBEpAHOrO JOKYMEHTA.
EnemeHT Maripiasic Takum YMHOM, TEPMIH
TekHonomku KaHaga IHK., npuaaTHOCTI NPOMOHYETLCSA
KaHaga; 36inbWNTK 3 24 MicsaUiB A0
EcOxiEc KaHapa IHk., KaHapa; 36 micAuiB BignoBigHO A0
EcxiEc Kanaga IHk., KaHaga; martepianis, Ha NigCTaBi AKX
Heodbapm Nabe IHk., KaHaga 3MiHV By BHECEHI Y
peecTpadiliHe JOCbe
KOMMETEHTHUM OpraHoM
FDA. BBeeHHSA 3MiH
NPOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHS.
2. CIBPABA po3uuH A8 iH'ekuiid, 284 | HosapTic OBepci3 LLiBeiuapis Bypo6HMLTBO CTEPUNIBHOIO ITania/ BUNPaBNEHHS TEXHIYHOI 3a UA/19037/01/01
HimeuunHa nomunku B MKA, a came: peyenmom




Ne Hassa dopma sunycky 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n NiKapcbKo20 (nikapcbka gpopma, BIiOnycKy peecmpayjiliHo2o
3acoby ynakoska) nocsio4YeHHs1
nigrotoska Ctepunisauis - - 3a3Ha4YeHHs NiKapcbKol

PO34MHyY y nonepesHbLO
HarnoBHEHOMY LUNPULL;
no 1 nonepegHLo
HanoBHEHOMY LUNPULi B
KapTOHHIiA KOpo6Li

hinbTpaLis, KOHTPOsb AKOCTI
(hi3UKO-XiMiYHWIA, BIONOTIYHNIA,
MiKpo6ionoriyHuii -
CTEPUNBHICTDL), NePBUHHE
nakyBaHHs):

KopzeH ®apma C.n.A, Migpo3ain
UP3, ITanis;
BTOPWHHE MaKyBaHHS:
KopaeH ®apma C.n.A., Itanis;
BUMYCK Cepili:
Hosaprtic ®apma 'm6X,
HimeuumnHa,

BUMYCK Cepili:

CaHpo3 'mM6X, ABCTpis;
KOHTPO/b AKOCTI (¢Pi3uko-
XiMiYHMIA):

Yenab C.p.n., Itanis

hOpMU Ha TUTYNIbHOMY
apKyLui;

[itova pepakuis:
METOAV KOHTPOJIO
AKOCTI NIKAPCbKOIo

3ACOBY
CIBPABA
no 1,5 M po3umHy y
nonepeAHbO HarNoBHEHOMY
Lwnpuui; no 1 nonepeaHLo
HanoBHEHOMY LWINpULi B
KapTOHHIiA Kopobui no 284
mr
MpornoHoBaHa pegakuis:
METOAV KOHTPOJIO
AKOCTI NIKAPCBbKOIo
3ACOBY
CIBPABA
PO34MH ANA iH'eKLid, 284
mr/1,5 mn no 1,5 mn
PO34MHY Yy nonepeaHbo
HanoBHeHOMy Lwnpu; no 1
nonepeAHbO HarNoBHEHOMY
LUINpULL B KAPTOHHI KOpo6L
- BUNPaB/EHHA 3a3HaYeHHsA
KOHUeHTpauii (mr/mn) Ta
yNaKkoBKM MikapCbKoro

3acoby B po3fini «cknag»




