NMEPENIK

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

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

KOMMNETEHTHAMW OPFAHAMW CNONYYEHUX WUTATIB AMEPUKW, LUBENLAPCBHKOI KOH®EAEPALLT, AMNOHII, ABCTPAII,

KAHAAWN, NIKAPCbKUX 3ACOBIB, WO 3A LLEHTPA/TIISOBAHOIO NPOLUEALYPOKO SAPEECTPOBAHI KOMMNETEHTHAM OPIrAHOM

EBPOMNENCbLKOIro CO3Y

Ne Hassa dopma sunycky (nikapcbka 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbK0o20 c¢hopma, ynakoska) Bgionycky | peecmpayiliHo2o
3acoby NocBi0YeHHs1
1 BISYNTA™ Kpansi o4Hi, po3uuH, 0,024 | TOB «BAYLU YKkpaiHa Brvpo6HMUTBO CronyuyeHi 3MiHu | Tuny: 3MiHun Wwopao 3a UA/18307/01/01
%; no 5 MmN y nasawui 3 XEJIC» nikapcbKoro 3acoby, LWratn 6e3nekn/edeKTMBHOCTI Ta peyenmom
KpanesibHuLer, no 1 nakyBaHHs, MapKyBaHHA, Amepukn thapmakoHarnsgy. BeegeHHs
NASWLi 3 KpanesbHULEK Y MiXXonepauinHmii ab0 3MiHM A0 y3arasibHeHNx
KapTOHHI Kopo6uj; no 2,5 KOHTPO/b, @aHA/TITUYHWA, JaHux rnpo cuctemy
MJ/TY NAAWLI 3 MiKpOGiONOrivHMIA hapmakoHarnagy (BBefeHHs
KpanensHuueto, no 1 KOHTPO/b /iKaPCLKOTO y3araslbHeHNX AaHux npo
NASAWLUi 3 KpanesbHULE Y 3acoby Ta eKCLMNIEHTIB, cuctemMy chapmakoHarnsay,
KapTOHHI Kopo6Li LOCniMKeHHR 3MiHa YNOBHOBaXeHOI 0cobw,
CTabiNbHOCTI. BiNOBiAaNbHOI 3a 3iliCHEHHS
BignoBiganbHuii 3a thapmakoHarnsaay; KOHTaKTHOI
BUMYyCK cepii /13: bayLwu 0co6m 3 thapmakoHarnsgy
eHg Jlomb 3asBHUKA A1 34iNCHEHHS
IHKOpnopeviTea, thapmakoHarnsgy B YkpaiHi,
CnonyuyeHi WTatu AKLLO BOHA BiAMiHHA Bif,
Amepuku; YNOBHOBaXEHOI 0cobu,
AnbTepHaTuBHa BiANOBiAaNbHOI 3a 3iliCHEHHS
AiNbHWULSA, Ha SIKIR thapmakoHarnsagy (Bkiyaroum
npoBOAMUTLCSA KOHTaKTHI faHi) Ta/abo 3MiHN y
aHaniTU4HUi, PO3MilLleHHi MacTep-thaiina
MiKpOGioNorivHMi cuctemMu dpapmakoHarnagy)
KOHTPO/b Ta (B.1.8. (a),IAHN), 3miHa
JOcCnioKeHHA YMOBHOBaXEHOT 0Co6YU
ctabinbHocTi: Bayw eHp, 3asBHUKa, BiANOBIAa/IbHOI 3a
Jlom6 IHKopnopeiiTes, hapmakoHarnsg.
CnonyuyeHi WTatu [Oitova pepakuisn: bapmiHa MaHHa
Amepuikn; CTepunizadis OnekcaHgpiBHa.
KOMMOHEHTIB YNaKOBKM: MponoHoBaHa peaakuisi:
Icomepikc OnepeiLmnHs, [MpokoneHko IpyHa MukonaisHa.
IHK., CnonyuyeHi LWtatu 3MiHa KOHTaKTHUX AaHnX
Amepukmn yMNoBHOB&aXeHOT 0cobu
3asBHUKa, BiANOBIAa/IbHOI 3a
dhapmakoHarnsg,.
2, nMc- TabneTku, BKPUTI dapmacaiiHc KaHapa BTOPVHHE NakKyBaHHS: Nutea/ AkicTb, 1B 3a UA/20635/01/01
AEDEPACI NAiBKOBOK 060/I0HKOIO MO IHK. JINTOBCbKO-HOpBE3bke KaHaga Line extension for 90 mg, 180 peyenmom




06010HKOK Y (h/1akoHax;

BUPOGHUK

bottle.

Ne Hassa ®opma sunycky (/ikapcbka 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n | siKkapcbko2o ¢hopma, ynakoska) Bionycky | peecmpayitiHo2o
3acoby nocsi04YeHHs1
POKC (TUMN | 90 mr, no 30 TabneTok, 3AT Hopdrauewm, Nintea mg & 360 mg by adding a new
DKEN) BKPUTKX M/TIBKOBOIO packaging format of 30's HDPE
06010HKOI0 Y (h1akoHax; BUPOGHUK bottle.
no 10 TabneTok, BKpUTUX Hepo3dacoBaHoi
NNiBKOBOK O60MOHKOI Y NpoAyKLUii, KOHTPOb
6nicTepi; no 3 6nictepn 'y SIKOCTi, MEPBUHHE Ta
Kopoo6uj BTOPWHHE NaKyBaHHS:
dapmacaiiHc IHk.,
KaHaga
BUPOGHUK,
BiANOBigaNbHUIA 3a
BWMNYCK Cepil, KOHTPO/Ib
AKOCTI, NEPBUHHE Ta
BTOPUHHE NakyBaHHS,
36epiraHHs,
AncTpnbyuito:
dapmacaiiHc IHkK.,
KaHapna
3. nMmc- TabneTku, BKPUTI dapmacaiHc KaHapa BTOPWHHE NakyBaHHs: NuTea/ AkicTb, 1B 3a UA/20635/01/02
AE®PEPACI NNiBKOBOK 060/10HKOO MO IHK. JINTOBCbKO-HOPBE3bKe KaHapga Line extension for 90 mg, 180 peyenmom
POKC (TUM | 180 mr, no 30 TabneTok, 3AT Hopdhauewm, Nlntea mg & 360 mg by adding a new
DKEN) BKPUTUX MJ/T1IBKOBOHO packaging format of 30's HDPE
0600HKOI0 Y (h/1akoHax; BUPOGHUK bottle.
no 10 TabneTok, BKpUTUX Hepo3gacoBaHoi
NNiBKOBOK 060/IOHKOIO Y NpoAyKLil, KOHTPOb
6nictepi; no 3 6nictepn y AKOCTI, MepPBUHHE Ta
Kopoo6L;ji BTOPVHHE NakKyBaHHSA:
dapmacaiiHc IHk.,
KaHapa
BUPOGHNK,
BiANOBiga/IbHWIA 3a
BUNYCK cepii, KOHTPOsb
AKOCTI, NEPBMHHE Ta
BTOPVHHE NakKyBaHHS,
36epiraHHs,
anctpubyuiio:
dapmacaiiHc IHkK.,
KaHaga
4. nMc- TabneTku, BKpUTI dapmacaiiHc KaHapa BTOPUHHE NaKyBaHHS: Nutea/ AkicTb, 1B 3a UA/20635/01/03
AE®EPACI NNiBKOBOK 060/I0HKOIO MO IHK. JINTOBCbKO-HOPBE3bKE KaHapa Line extension for 90 mg, 180 peyenmom
POKC (TUMN | 360 wmr, no 30 TabneTok, 3AT Hopdauewm, Nintea mg & 360 mg by adding a new
DXXEN) BKPUTUX M/1IBKOBOO packaging format of 30's HDPE




Ne Hassa ®opma sunycky (/ikapcbka 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n | siKkapcbko2o ¢hopma, ynakoska) Bionycky | peecmpayitiHo2o
3acoby nocsi04YeHHs1
no 10 TabneTok, BKpUTKX Hepo3dgacoBaHoi

N/1IBKOBOK 060/IOHKOIO Y
6nictepi; no 3 6nictepn y
Kopoo6uj

NPOAyKLil, KOHTPONb
AKOCTI, NEPBUHHE Ta
BTOPVHHE NakKyBaHHSA:
dapmacaiiHc IHK.,
KaHapa

BUPOGHUK,
BiANOBiga/IbHWIA 3a
BUNYCK cepii, KOHTPOsb
AKOCTI, NEPBUHHE Ta
BTOPVIHHE NaKyBaHHs,
36epiraHHs,
anctpubyuiio:
dapmacaiiHc IHk.,
Kanaga




