HNonatkoBa  iHdopmManis 1moao 3minu  B.1.10. po3MillleHa 3a  TOCU/IAHHSIM:
https://www.dec.gov.ua/materials/informacziva-shhodo-nadannya-regulyarno-onovlyuvanyh-
zvitiv-z-bezpeky/?role=applicant

II1a6s10H 3ano8HeHHs peecmpayitiHoi ¢popmu 045 3miHu B.1.10

PEECTPAIIIMHA ®OPMA
JIIKApCBKOro 3aco0y, 10 peecTparjiiHuX MaTepia/iiB Ha AKUI BHOCATHCSA 3MiHH

[arta rogaHHs
«___» 20 POKY No

A 3asBAI0, 110:

HeMae iHIIKUX 3MiH, KpiM THX, 1110 BKa3aHi y Lii peecTpaliliHiii (popmi (3a BUHSITKOM
THX, L]0 MICTSTBCS B iHIIUX peecTpaLiinHuX (popmax, sKi MoJarThCs MapasiebHo);

yci ymoBM (3rigHo 3 mogatkom 17 nmo Ilopsiiky), siKi BCTAHOB/EHi A/si 3MiH(K),
BUKOHYIOTBCS (SIKILO0 HeoOXi/IHO);

HeoOXigHi AoKymMeHTH (3rifHO 3 AogaTtkoM 17 go IlopsigKy), 1[0 CTOCYIOTHCS
3MiH(1), HaJ@HO.

3MiHu OyayTh BBejleHi (1To3HauTe HeobxizHe): *
3 HACTYTTHOTO BUPOOHUYOTO LIUK/TY/HAaCTYITHOT'O BUITYCKY,

JaTa

* Tinbku asst 3MiH Tuny Ib Ta 11, a TakoxK A/ agMiHiCTpaTUBHUX 3MiH (Tur [A) mpu BHeCeHHi iX 10
IHCTPYKL|il /711 MEeIMUHOI' O 3aCTOCYBaHHS Ta TeKCTY MapKyBaHHS YIIaKOBOK T'OTOBHUX JIIKAPCbKUX
3aco0iB.

Yci BHecku Oyzie criylaueHo BifTIOBiHO 0 BUMOT YMHHOI'O 3aKOHO/IaBCTRBa.

Sl rapaHTyrO [OCTOBipHICThH iH(opMallii, 1110 MiCTUTbCA y HaJaHUX peeCcTpaljiiHuX
MaTepiajiaX, Ta HeCy 3a Iie BiZIlIoBi/lanbHiCTh, TIepej0aueHy UNHHUM 3aKOHO/JaBCTBOM.
3rozfeH(Ha), 1IJ0 y pa3i HeHaJlJaHHS MaTepiasiB peecTpalliitHOTO [10ChE MPOTAroM 3
MICALIIB 3 JaTU HaAxomkeHHs n0 LleHTpy smcra-HaripaB/iieHHds MO3 3asBy mpo
BHECEHHS 3MiH /IO I[bOT0 JIiIKapChbKOTO0 3aco0y Oy/ie aHy/IbOBaHO.



https://www.dec.gov.ua/materials/informacziya-shhodo-nadannya-regulyarno-onovlyuvanyh-zvitiv-z-bezpeky/?role=applicant
https://www.dec.gov.ua/materials/informacziya-shhodo-nadannya-regulyarno-onovlyuvanyh-zvitiv-z-bezpeky/?role=applicant

OCHOBHMH Mi/ITHC
(mocapga)
(IT. 1. B.) « » 20 p.
Jpyrui mignuc
(IK1110 HEOOXi/IHO) (mocaza)
« » 20 p.
(I1. 1. B.)
Tumn 3MiH (1T03HauTe HEOOXizHe)
M Tur IA.,
Tun IA
Tun Ib
Twum 11
M Gesneka
TepMiHOBi 0OMe)keHHs1, TIOB's13aHi i3 Oe3MmeKoro
SIKICTh

hziniil

Ha3Ba /1ikapcbKoro 3aco0y

Jiroua(i) peuoBrHa(u)

Jlikapcbka ¢opma, g03a

Buj, po3Mip Ta KOMIVIEKTHICTh
yIaKOBKH

Homep(u) peecTpaniiHOro
MOCBifUeHHA

3aaBHUK

YnoBHoBa)keHa 0c00a, 110
BHUCTYIAE BiJi iMeHi 3aABHHKA

IIpumitku:
Y pasi 3min Tuny II i3 peectpatiitiHoi hopmMu BUIyUatoTh Mepeik 3MiH TUMy I, HaBeJjeHUI HIKYe.




Y pasi 3miH Tuny I BUayuaroTh Ti 3MiHU TUIY I, Ha 5IKi He MOLIMPIOETLCS peecTpaliiiiHa ¢opMa.

BubepiTh Bi/INOBi[HY 3MiHY 3 [T0/IaHOT'O HIKUE TIEPeTiKy Ta BK/IIOUUTh y rpady «Twur 3minu». s
BHECeHHs 3MiH, sIKi He riepe/i0aueHi y Kiacudikailii, 3assBHUK TTOBUHEH 3asiBUTH TaKy 3MiHY, sIK iHIITy 3MiHY
(«x») y BijTIOBIAHOMY pPO3ZLIi.

Tun 3miHu
B. 3MIHU ITIOA0 BE3ITEKUW/E®EKTUBHOCTI TA ®PAPMAKOHAIJIAAY
B.1.10. 3miHa yacToTH Ta/a00 TepMiHIiB MOJaHHA PeryJisipHO MIAH IE
OHOBJ/IIOBAHUX 3BiTiB 3 0e3meKH JIiKkapChbKHX 3ac00iB mn
3MiHM y Moay:ni 1 peectpaniHoro focke | ® | KopoTkuu ormsig o
3MiHU y MOy 2 peecTpaLliiHOro Aocke | © | Pe3tome q
3MiHU y MOAlyJli 3 peecTpaLiHOro Aocke | © | OHOBJIEHHS °
3MiHM y MOAY/i 4 peecTpaLiiHOTO 0Cke | O | [JomoBHEHHS
3MiHU Yy MOZlyJli 5 PeeCTPaLiiiHOTO I0ChE | O

1111 3MiHM (HazakTe TiepestiK 3MiH y CTUCiIN (opMi)
(3anoeHIOEMbCSA 3a HAssBHOCMI THWUX 3MiH)

3MiHM 1100 AKHMX MOAAEThCA sl peecTpaliiHa opma:

3MicT 3anpoONOHOBAHUX 3MIH: 3MiHa y uacmomi ma 0amax NOOAHHs pe2ysipHO
OHOB/M0BAHO20 36imy 3 6e3neKu

TouHa cdepa Aii, 00rpyHTYBaHHS 3aNPONOHOBAHUX 3MiH Ta K/1acudikanis
Hernepej0auyBaHUX 3MiH

3miHa y uacmomi ma 0amax noOaHHs pe2y/nsipHO OHOB/MH0BAHO20 38imYy 3 be3neku 015 AiKapCbKOo20
3acoby 8i0nosioHo 0o «European Union reference dates list» 3 memoo 00CsicHeHHSI MiHCHAPOOHOI
2apMoHi3zayii

,Z[ilotla pEJ.'[aKl.liﬂ (3a npuxnao e3asmo MHH omalizumab)

1pix 31/12/2022 - 11/03/2023

Hpumimka: Heo6xioHo ekazamu 3ameepddiceHy uacmomy nodanHs ma/abo damu nodavHst PO3B

ITponoHoBaHa pejaKijis



3 poku 31/12/2022 - 31/03/2023

Ipumimka: Heo6xioHo ekazamu nponoHogaHy 00 3ameepddiceHHs: uacmomy nodanHs ma/abo damu nodawust PO3b

YMoBu ais 3aaBiaenHs 3Mmiau B.1.10

3MiHa B 4acTOTi Ta/abo ZjaTax MOAAHHS PEryJ/IIpHO OHOBJIFOBAHOIO 3BiTy 3 Oe3IeKH
TOro/iKeHa 3 HalliOHa/IbLHUM KOMITETEHTHUM OpPraHOM.

JlokyMeHTalLlisa

1. TTocunaHHS Ha MOTO/KeHHSI KOMITeTEHTHUM OpraHOM 3MiH y 4acTOTi Ta/abo JjaTax
TIO/IAHHS PeryJ/IIPHO OHOB/IFOBAHMX 3BiTiB 3 Oe3MeKu TiKapCchKUX 3aco0iB.

2. TlepernsiHyTa yacToTa Ta/abo AaTy TOJaHHS Pery/IiPHO OHOB/TFOBAHUX 3BITiB 3
Oe3meKH JTiKapCbKUX 3aC00iB.

ITpumimka. L]s 3miHa 3acmocogyembCsl, Auwle AKWO NepioOuuHicmb NOOAHHS Pe2yAsIPHO OHOBAIOBAHUX
38imie 3 6e3neku 8iOpi3HAeEMbCS 8i0 nepioOuUHOCMi NOOAHHS, BU3HAUEHOI 3aKOHAOA8CMBOM YKpaiHu.



	РЕЄСТРАЦІЙНА ФОРМА лікарського засобу, до реєстраційних матеріалів на який вносяться зміни

