NMEPENIK

NIKAPCbKNX 3ACOBIB LWOA0 AKUX 3ABEPLLEHO PO3rNA4 PEECTPALINHNX MATEPIAJIIB NPO BHECEHHSA
3MIH 4,0 PEECTPALINHNX MATEPIAJIIB NPOTAIOM Ali PEECTPALINHONO NOCBIAYEHHSA HA NMIKAPCbKI
3ACOBMU, AKI SAPEECTPOBAHI KOMNETEHTHUMW OPIrAHAMU CMONYYEHNX LUTATIB AMEPUKN,
LUBEWLAPII, AMOHII, ABCTPANII, KAHAAWN, NNIKAPCbKUX 3ACOBIB, LLO 3A LLEHTPA/II3OBAHOIO

NMPOLEAYPOIO 3APEECTPOBAHI KOMNETEHTH/AM OPIFAHOM EBPOIMENCBLKOIrO COK3Y

Ne Ha3ssa snikapcbko20 dopma sunycky 3asasHuUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, Bionycky peecmpayiliHo2o
ynakoska) nocsi0o4YeHHs1
1. HYBIA)XUN® Tabnetku no 50 mr, no TOB «TeBa YkpaiHa BMPOGHMLIBTO CnonyyeHi 3MiHM LWoA0 6e3nekn y 3a peyernmom UA/16773/01/01
10 TabneTok y YkpaiHa» Hepo3schacosaHol Ltatn Amepukn IHCTPYKLi ANs MmeguyHoro
6nictepi, no 3 NPOAYKL,iT, KOHTPO/Ib (CwA)/ 3acTOCyBaHHS y po3ginax
6nicTepy B KOpPOOGL AKOCTI Xopsaris «3acTocyBaHHSA y nepiof
LlecbanoH IHk., BariTHoCTi abo rofyBaHHs
Cnonyueni WTatn rpyaato» Ta «lMobiyHi
Amepuku (CLLA); peakuii» - «The following
nepByHHE, BTOPUHHE changes have been
nakyBaHHs, 403BiN Ha proposed to align with Teva
BMNYyCK cepil CCSI 794/02/07/16: Under
MNIBA Xpsartcka 4.0.0., Section 4.2, Special
Xopsaris Warnings and Precautions
for Use - a new sub-heading
entitled «Growth Retardation
During Pregnancy and
Infancy». Under Section 4.8,
Adverse Effects, Post-
Marketing Experience
addition of various Adverse
Effects. A Takox BHeceHO
peaakuiiHi npaBku LWoA0
HanncaHHs TEKCTY iIHCTPYKU;T
ANsi MeguYHoro
3aCTOCyBaHHs.
2. HYBIOXUN® Tabnetku no 150 wr, TOB «TeBa YkpaiHa BMPOOHULIBTO CnonyJyeHi 3MiHM LWoao 6e3neku y 3a peyernmom UA/16773/01/02
no 10 TabneTok y YkpaiHa» Hepo3chacosaHol Ltatn Amepukun IHCTPYKLi ANs MmeguyHoro
6nicTepi, no 3 NpPOAYKLii, KOHTPO/Tb (CwA)y/ 3acToCyBaHHS y po3ginax
6nictepy B KOPO6L AKOCTI Xopsaris «3acTocyBaHHSA y nepiof
LlecbanoH IHk., BariTHoCTi abo rofyBaHHsA

CnonydeHi Wratn
Amepuku (CLLA);
nepByHHE, BTOPUHHE
nakyBaHHS, 403BiN Ha
BMNYyCK cepil
MJ1IBA XpBaTcka 4.0.0.,

rpyaato» Ta «MobiyHi
peaxuii» - «The following
changes have been
proposed to align with Teva
CCSI 794/02/07/16: Under
Section 4.2, Special
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Xopsaris

Warnings and Precautions
for Use - a new sub-heading
entitled «Growth Retardation

During Pregnancy and
Infancy». Under Section 4.8,
Adverse Effects, Post-
Marketing Experience
addition of various Adverse

Effects. A Takox BHeceHO

peAakuiiiHi npaskm LWoA0
HanmcaHHsa TeKCTY iHCTPYKLT
4Ns Megn4Horo
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HYBIDXUN®

Tabnetku no 250 wmr,
no 10 TabneTtok y
6nictepi, no 3
6nicTepy B KOpPOOL

TOB «TeBa
YKpaiHa»

YkpaiHa

BMPOGHMLBTO
Hepo3dracoBaHOl
NpoAyKLii, KOHTPOsIb
AKOCTI
LlecpanoH IHk.,
Cnonyueni WTtatn
Awmepuku (CLLUA);
nepBUHHE, BTOPUHHE
nakyBaHHs, [03BiN1 HA
BMNyCK cepil
MNIBA Xpsarcka A.0.0.,
Xopsaris

CnonyyeHi
LTatn AMepukm
(CLWA)/
XopBartis

3MiHY LWoA0 6e3nekn y
IHCTPYKUiT Ana MeguyHoro
3acTocyBaHHsA y po3ginax
«3acTocyBaHHS Yy nepiog,
BariTHOCTi abo rogyBaHHs

rpyaato» Ta «lMobiyHi
peakuji» - «The following
changes have been
proposed to align with Teva
CCsSI 794/02/07/16: Under
Section 4.2, Special
Warnings and Precautions
for Use - a new sub-heading
entitled «Growth Retardation

During Pregnancy and

Infancy». Under Section 4.8,
Adverse Effects, Post-
Marketing Experience

addition of various Adverse
Effects. A Takox BHeceHO
pefakuiiHi npaskm Woao

HanmcaHHsa TeKCTY iHCTPYKL,T

ANsi Megn4Horo
3aCTOCYBaHHS.
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