NMEPENIK

NIKAPCbKUNX 3ACOBIB LWOA0 AKX 3ABEPLUEHO PO3rNA4 PEECTPALINHNX MATEPIANIB NPO BHECEHHSA 3MIH A0

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

KOMMNETEHTHMMW OPTAHAMW CMONYYEHUX LUTATIB AMEPUKW, BETMKOI BPUTAHII, LUBENLAPCbBKOI KOH®EAEPALII,

ANOHII, ABCTPANII, KAHAAWN, NIKAPCbKUX 3ACOBIB, LLO 3A LLEEHTPANI3OBAHOLO MNPOLIEAYPOKO 3APEECTPOBAHI
KOMMNETEHTHM OPIrAHOM €BPOMENCBKOIO COKO3Y

Ne Hassa MixHapoo Hassa Koo dopma sunycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Homep
n/n JliKapcbKo20 Ha ditoyoi ATX (nikapcbka ¢hopma, npoyedypa Bionycky peecmpayitiHo2o
3acoby HerlameH | pe4yoBUHU yrnakoska) nocsioYeHHs
mosaHa
Hassa*
1. FAPOACNN® Papilloma Bipyc JO7BMO cycneHsia ans Mepk Wapn i LBeliuapis 06'ejHaHHA CLUA/ 3minmn B.Il.b.1.c, Il 3a UA/20128/01/01
9 BAKUMHA virus naniziomu 1 iH'ekuin, no 0,5 mn (1 Ooym IAEA roTOBOro HigepnaHgn BBeneHHs peuyenmom
nPOTU (human noanHnt nosa); no 0,5 mn M6X NPOAYKTY, [ lpnaHgis/ BMpO6HUKa Merck
BIPYCY types 6, L1 6inok cycnexsii'y HarnoBHEHHA, Icnanis Sharp & Dohme
NANIIOMA 11, 16,18, | Tuny 62°; nonepeaHLo nepBuHHE LLC, USA, 2778
NOANHN 9- 31, 33, 45, Bipyc HanoBHEHOMY LUNPUL nakyBaHHs South East Side
BANIEHTHA 52, 58) naninomm (ckno) 3 obmexysayem Lnpuuis, Highway, Elkton,
(PEKOMBIHA noanHnt X0y NOopLUHSA TeCTyBaHHs npu Virginia 22827, USA
HTHA, L1 6inok (cnnikoHizoBaHwiA BUNYCKY AN BiAMNOBIAaHbLOro 3a
AACOPBOBA ny 1123 ; 6pomMbGyTUNOBHIA LnpuLis BMPOGHULITBO:
HA) Bipyc enacrtomep i3 (cTepunbHICTb hopmynsuis,
naniziomu nokputTsiM FluroTec) Ta bakTepiasbHi TeCTyBaHHs npu
NIOANHN! Ta KOBMayKoM €HA0TOKCUHN): BUNYCKY: KiHLLeBUIA
L1 6inok (CMHTETUYHA i30MNpeH- CimTpa HOC chopMy/IbOBaHWi
Tmny 16%3; 6pom6GyTUHIoBa NNC, CWA Gask.
Bipyc cymiw). Mo 1 TakoX BHECEHHs
naninomu nonepegHbL0 TeCTyBaHHs npu pefakuiiH1X nNpaBok
NOANHN! HanoBHEHOMY LINpULY BUMYCKY ANS [0 BXe
L1 6inok 3 2 rofikamu a6o no 10 Lnpuuis, 3aTBepKeHunX
Tvny 182%; nonepeaHbLo TeCTyBaHHS npu BUPOGHWKiB, a came
Bipyc HaMoBHEHMUX LUNPULiB BBE3€eHHI (415 KOpUryBaHHs
naninomm 3 2 ronkamu ans Lwnpuuis)a, HanmcaHHs PyHKLRA.
noanHnt KOXHOrO wwnpuua B MapKyBaHHA Ta
L1 6inok KapTOHHiI Kopobui 3 BTOpPUHHE
™ny 31%3; iHCTpYKLUieto Ans nakyBaHHS,
Bipyc MeANYHOro cepTugikalis Ta
naninomu 3aCTOCYyBaHHSA BUMYCK cepii:
NIOANHN! aTecTyBaHHSA
L1 6inok npv BBE3EHHI
Tuny 33%3; BK/THOYAE
Bipyc npoBefeHHs
naniziomu BCiX TeCTiB npu
noanHnt BUNYyCKy cepil
L1 6inok KiHLLeBOro
Tmny 45%3; NPOAYKTY




Ne Hassa MixxHapoo Hassa Koo ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina Ymosu Howmep
n/n JliKapcbKO20 Ha ditoyoi ATX (nikapcbka ¢hopma, npoyedypa Bionycky peecmpayitiHo2zo
3acoby HernameH | pe4yosUHU yrnakoska) nocsioyeHHs
mosaHa
Hassa*
Bipyc Mepk Wapn i
naniziomu Joywm B.B.,
NIOANHN! Higepnangn
L1 6inok
™Mny 5223 ; BMPOGHMNLTBO:
Bipyc hopmynauis,
naninomu TeCTyBaHHS npu
NOANHN! BUNYCKY:
L1 6inok KIHL,EBWIA
Tny 58%* chopMy IbOBaHM
i bank:
'Bipyc Mepk Wapn i
naninomm Hoym NINC,
noguHn=B CWA
nn.
211 6inok BMPOGHMLTBO:
y BUrNagi dhopmynauis,
Bipyconogi HanoBHEHHSA Ta
BHMX nepBUHHE
4acTok, nakyBaHHs
Lo Lnpuuis,
npoAaykKyto TeCTyBaHHS npu
TbCA B BUMYyCKY
KiTUHax (kiHUeBoro
OpiXoXiB cchopmMyIbOBaHO
(Saccharo ro 6anky Ta
myces LnpuuiB),
cerevisiae TeCTyBaHHs
CANADE cTabinbHoCTI:
3C-5 Mepk Wapn i
(wTtam Hoym NINC,
1895)) 3a CLIA
TEXHONOTI
€10 BUPOGHMNLITBO:
pekombiHa dhopmynauis,
HTHOT HanoBHEHHA Ta
AHK. nepBuHHE
*Ancop6os nakyBaHHs
aHWin Ha Lnpuuis,
af'loBaHTi TeCTyBaHHS npu
amopdHor BUMYyCKY
o] (kiHUeBoro
QTIOMIHI0 chopMy/IbOBaHO




Ne Hassa MixxHapoo Hassa Koo ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina Ymosu Howmep
n/n JliKapcbKO20 Ha ditoyoi ATX (nikapcbka ¢hopma, npoyedypa Bionycky peecmpayitiHo2zo
3acoby HernameH | pe4yosUHU yrnakoska) nocsioyeHHs
mosaHa
Hassa*
rigpokcund ro 6anky Ta
ocdhar npuuis),
cynbaty TeCTyBaHHs
(0,5 mr Al). cTabinbHOCTI:
MCA
IHTEepHeLHN
rmM6X/MCA
IpnaHgis
(Kapnoy),
IpnaHgjsa
MapKyBaHHs Ta
BTOPWHHE
nakyBaHHS:
Posi ®apma
IHpacTpian
Cepsicec, C.A.,
Icnanis
ENNOKC Bromfenac | 6pomceH [S01BC1 Kpanni O4Hi, PO34¥H, TOB «BAYLU YkpaiHa BUPOGHMLTBO 3MiHu | TNy - 3MiHK 3a UA/18429/01/01
aky 1 0,9 mMr/Mnno5mny XEJC», nikapcbkoro oAo peyenmom
HaTpito nnawuyi 3 YkpaiHa 3acoby, 6e3nekn/echeKTUBHO
CeckBiriap KpanesbHuueto, no 1 nepBuHHE Ta cTi Ta
ar nAswWwui 3 BTOPVHHE hapmakoHarnsgy.
KpanesnbHULE y nakyBaHHsl, BeegeHHs1 a60 3MiHM
KapTOHHI Kopo6Lyi KOHTPO/b cepil, [0 y3arasibHeHux
BWMYCK Cepil: AaHuX nNpo cuctemy
Ap. F'epxapg, thapmakoHarnagy
MaHH XeM.- (BBEAEHHSA
hapm. Pabpuk y3arasibHeHux
v6X, [aHuX Npo cuctemy
HimeuuunHa; hapmakoHarnagy,
AiNbHUUS, Ha 3MiHa
AKil YNOBHOBaXeHOT
npoBOANTLCA ocobwu,
cTepunisauis: BiANOBiAa/IbHOI 3a
BB® 3/iliCHEeHHS
CrepunizeiHe hapmakoHarnagy;
epsic 'M6X, KOHTaKTHOT 0cobu 3
HimevunHa; thapmakoHarnagy
iaeHTndikaLis 3asBHMKA 415
HaTpito cynbity 3[iICHEHHSA

Ta KiJibKiCHe

hapmakoHarnsgy B




Ne
n/n

Hassa
JliKapcbKO20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4yosuUHU

Koo
ATX

dopma sUMYCKY
(nikapcbka ¢hopma,
yrnakoska)

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

Peecmpayitina
npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2zo
nocsioYeHHs

BU3HAYEHHS:
I'BA d®apma
'm6X,
HimeuunHa

YkpaiHi, SKLLO0 BOHa
BiAMIHHA Bif
YNOBHOBaXXEHOT
ocobu,
BiANOBIAA/ILHOT 3a
3[iiCHEHHSA
chapmakoHarnsgy
(BKOYaOUn
KOHTaKTHI AaHi)
Ta/abo 3MiHW y
pO3MiLLEeHHI MacTep-
tharina cuctemmn
hapmakoHarnsgy)
(3rigHo Haka3y MO3
Bif 17.11.2016 Ne
1245). 3miHa
MiCLIe3HaXOKEHHS
macTep-haiina
cuctemu
chapmakoHarnsgy.
3miHa micus
3[iiCHEHHS
OCHOBHOI AisiNbHOCTI
3 thapmakoHarnsgy.

NoTEN

notenpep
Hony
etaboHar
Ta
To6pamiuy
H

S01C

Kpanni o4Hi,
cycneHsis, 0,5%/0,3%,
no 5 mn y naswui 3
KpanenbHuueto, no 1
nnswui 3
KpanesibHULEeo y
KapTOHHI Kopo6Lyi

TOB «BAYLU
XENC»

YkpaiHa

Brpo6HMLUTBO
NiKapcbkoro
3acoby,
nakyBaHHs,
MapKyBaHHS,
MixonepavuiiHui
KOHTPO/b,
aHaNiTUYHWIA,
MiKpOGiosorivHm
1 KOHTPO/b
NiKapcbkoro
3acoby Ta
eKCUMNIeHTIB,
LOCNIMKEHHS
cTabinbHOCTI.
BignosigansbHuii
3a BUNyckK cepii
na:

Bayw eHg Jlom6

CnonyyeHi
LWratn
Amepukmn

3MiHu | TNy - 3MiHK
oo
6e3nekn/ethekTUBHO
cTi Ta
chapmakoHarnsgy.
BBeneHHs1 a60 3MiHK
[0 y3arasibHeHux
[aHuX Npo cuctemy
thapmakoHarnsgy
(BBEAEHHA
y3arasibHeHux
[AaHvX Npo cuctemy
chapmakoHarnsgy,
3MiHa
YNOBHOBaXXEHOT
ocobwm,
BiANOBIAabLHOT 3a
3[iICHEHHSA
chapmakoHarnsgy;

3a
peyenmom

UA/18426/01/01




Ne Hassa MixxHapoo Hassa Koo ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina Ymosu Howmep
n/n JliKapcbKO20 Ha ditoyoi ATX (nikapcbka ¢hopma, npoyedypa Bionycky peecmpayitiHo2zo
3acoby HernameH | pe4yosUHU yrnakoska) nocsioyeHHs
mosaHa
Hassa*
IHKOpropeviTes, KOHTaKTHOT 0cobu 3
cnony4eHi hapmakoHarnagy
Wratn 3asBHUKa A1
Amepuky; 3[iiCHEHHS
AnbTepHaTVBHa thapmakoHarnsagy B
AiNbHUUS, Ha YKpaiHi, KL BOHa
AKIN BiAMIHHA Bif
npoBoAATLCA YNOBHOBaXeHOT
aHaniTUYHWIA, ocobu,

MiKpo6iosoriyHm
1 KOHTpO/b Ta
OOCTiIKEHHSR
CTabiNIbHOCTI:

Baywl eHg, Jlom6

IHKopnopeiTes,

CnonyueHi
Lratn
Amepuku;
Crepunizauis
KOMMOHEHTIB
YMNaKoBKW:
Icomegikc
OnepennHs,
IHK., CnonyueHi
LWtatn AMepukm

BiANOBiAA/IbHOT 3a
3[iiCHEHHS
hapmakoHarniagy
(CLGISEETRTY
KOHTaKTHI faHi)
Ta/abo 3MiHn y
PO3MilLEeHHI MacTep-
tpaiina cuctemu
dhapmakoHarnsagy)
(3rigHo Hakasy MO3
Big 17.11.2016 Ne
1245) 3miHa
MiCLle3HaXOKEHHS
macTep-thaiina
cucteMm
chapmakoHarnsgy.
3miHa micusa
3[iiCHEHHSA
OCHOBHOI AisiNIbHOCTI
3 hapMakoHarnagy.




