NMEPENIK

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

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

KOMOETEHTHUMW OPTAHAMU CMONMYYEHUX LUTATIB AMEPUKW, BEJIMKOI BPUTAHII, LUBENLAPCBHKOI KOH®EAEPALLI,

AMNOHII, ABCTPAJII, KAHAAWN, NIKAPCbKNX 3ACOBIB, O 3A LLEEHTPANI3OBAHOLO MNMPOLIEAYPOIO 3APEECTPOBAHI
KOMMETEHTHM OPIrAHOM €BPOMNENCBKOIO COKO3Y

Ne Hassa MixHapoo Ha3ssa Koo dopma sunycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa YmoBu Howmep
n/n JliKapcbK0o20 Ha ditoyoi ATX (nikapcbka ¢hopma, npoyeodypa Bionycky peecmpayjitiHo2o
3acoby HerameH | pe4yoBUHU yrnakosKa) MocBi0OYEeHHs
mosaHa
Hassa*
1. FAPOACUN® | Papilloma Bipyc JO7BMO cycneHsia gns Mepk Wapn i LLiBeiiuapi 06'egHaHHA CuwA/ B.lLa.l.z, 1B 3a UA/20128/01/01
9 BAKUWHA | virus nanisomu 1 iH'eKwii, no 0,5 mn (1 Ooym IAEA Fl rotosoro npogykty | Higepnanaw/ | To add Denarase | peyenmom
nPOTU (human nofnHn! no3a); no 0,5 mn rM6X (noBTOpHE Ipnanais/ as an alternative
BIPYCY t1y1FJ61566’18 L1 6”%25 . cycneHsii y cycrneHyBaHHA Ta {CAaHIS endonuclease to
MAMISIOMUN 31’ 33’ 45' E/imy ' nonepeaHbLo 06'eIHAHHSA Benzonase,
, 33, 45, pyc . A L .
NMOAVHN 9- | 57 5g) naninomu HaMnoBHEHOMY LLMPULL KiHLIEBOTO qualified for use in
BAJIEHTHA noauHut (ckno) 3 obmexyBavem cchopmyiboBaHor the HPV
(PEKOMBIHA L1 6inok X0y NOpLUHSA 0 6asky, purification
HTHA, nny 1123, (cvnikoHi3oBaHWiA OTPMMaHoro 3 process.
AlICOPBOBA Bipyc 6pOMBYTIMOBUIA LinbHULj BecT TepMiH BBeEHHS
HA) Ea}o'gaamf' enacrtomep i3 MoHT), 3MiH - IMNeHb
L1 60K nokputtam FluroTec) HamnoBHEHHS 2027.
TNy 162°; Ta KOBMaykom Lwnpumuis
Bipyc (CMHTETMYHA i30NpeH- (nepBuHHE
naninomu 6pombyTunosa naxkyBaHHs),
mO.ﬂ.l"lHVll cymiw). Mo 1 TEeCTyBaHHA npu
L1 6'”0'23. nonepesHL0 BUNYyCKy AN
TBVi]g;/clg‘ ' HanoBHEHOMY LUNPULY Lwnpuuis,
naninomm 3 2 rofikamu a6o no 10 HanoBHEHUX Ha
NOANHN" nonepegHL0 AinbHuui CimTpa
L1 6inok HarnoBHEHMX LUNPULIB (nuwe
TUny 31%°%; 3 2 ronkamm g8 €H0TOKCUHM Ta
Bipyc KOXHOrO LWnpuua B CTEPUSIbHICTD):
naniomm KapTOHHiIli Kopo6Lji 3 CimTpa tOC N/1C,
NOANHN . .
L1 6inok IHCTPYKLUie0 ana CLA
Tuny 332°: MeAMYHOro TecTyBaHHS npu
Bipyc 3aCTOCYyBaHHSA BUMYCKY AN15
naninomu Lnpuuis,
noanHnt HarnoBHEHVX Ha
L1 6i”0'§3. finbHuui Kapnoy,
;?33045‘ ' TecTyBaHHS npu
naninoMn BBE3€eHHi (419

nauHnt

wnpuuis,




Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Homep
n/n JliKapcbKo20 Ha ditoyoi ATX (nikapcbka chopma, npoyedypa Bionycky peecmpayjitiHo2o
3acoby HenameH | pe4yosUHU ynakoska) nocsioyeHHs1
mosaHa
Hassa*
L1 6inok oTpUMaHuX 3
ny 522%; ninbHUL BecT
Bipyc TMOAHT Ta AiNbHALL
naninomu Cimpa)?
nognHn* ’
L1 6ioK MapKyBaHHSA Ta
TNy 582 BTOPVHHE
nakyBaHHs,
'Bipyc cepTuddikaLlis Ta
naninomu BUMYCK Cepil:
TOAMHN=B 2 TecTyBaHHA npu
IZ_II_q.6in0K BBE3€eHHI BK/loUae
y BATNAZI npoBeAeHHs BCix
Bipyconog; TecTiB npu
B6HMX BUMYCKY cepil
4acTok, KiHL,eBOro
o nNpoayKTy
NpoAaykyto Mepk Lapn i
ThCA B Joym B.B.,
KMiTUHAX !
LPPKIDKIB HigepnaHan
(Saccharo BUPOGHULTBO:
myces dopmynauis,
cerevisiae HanNoBHEHHA Ta
CANADE nepBuHHE
3C-5 nakyBaHHs
(wtam :
1895)) 3a tUNpULIB,
TexHOmMori TECTyBaHHS npu
€10 BUMYCKY
pekombiHa (kiHueBoro
HTHOI cchopMyibOBaHOT
,3CI,HK. 0 Ganky Ta
A‘”'C,0p6°B Lnpuis,
aHuii Ha
aoBaHTi HAMOBHEHNX Ha
amopgHor AinbHUU BecT
o) MoIHT Ta Ha
aOMIHi0 ginbHuui CimTpa),
rifpokend TecTyBaHHs
gcq’fga cTabifIbHOCTI:
ynbghaty )
(0,5 wr Al). Mepk LWapn i

Joym NINC, CLWA
BYPOGHULTBO:




Ne
n/n

Hassa
JliKapcbKo20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Homep
peecmpayjitiHo2o
nocsi0YeHHs

dopmynauis,
HanoBHEHHA Ta
nepBuHHe
nakyBaHHs
npuis,
TecTyBaHHsA Npu
BUMYCKY
(KiHUeBoro
cdhopmynbLoBaHor
0 6asnky Ta
wnpuuis,
HanoBHEHWX Ha
ginbHuui Kapnoy),
TecTyBaHHS
CTabiNbHOCTI:
MC/J, IHTepHeLHN
M6X/MCL
IpnaHgis
(Kapnoy),
IpnaHgis
MapKyBaHHSA Ta
BTOPVHHE
nakyBaHHs:
Posi ®apma
IHpacTpian
Cepsicec, C.A.,
Icnanis




