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KepiBHukam TepuTOpiaisfuX opramis

Hepxaikeaykou Y kpainu

PO3NOPAIKEHHSA

Ha niactasi MMOBiIOMJIEHHA MpO JNETaNnbHHHA BUMAAOK INCIA

cepii A21CB111B MepnugHoro iMyHoOioloriyHoro npemnapary |

HEXA (IHPAHPUKC™ ['EKCA), koM0iHOBaHA BAKIIHHA AJIA N
aadTepii, ApaBUA, KamOKa (aUeJIOIAPHHA  KOMIIOHEHT),

3aCTOCYBaHHA
INFANRIX™
podinakTHKH
enaTury B,

nojioMieliTy Ta 3axBoproBanHs, 36yaauxom sikoro € Haemophilus Influenzae

THny b, cycnensia (DTPa-HBV-IPV) ans in’exulii y oiHOpa3oB
KOMIJIEKTI 3 ABOMA roJIKaMH Ta nopomok Jgiodinizopannii (Hib)
y ¢uakoni, mo 3MillylOThes Mepel BHKOPHCTAHHAM,
GlaxoSmithKline Biologicals s.a., beawris (peecTpaniitne

y WHpHII Y
Ana in’exnim
BHPOOHHUTEA

OCBIAYEHHS

Ne 333/10-300200000), Ta y sianmosizHocti mo cr. 15 3akony Yxpainum "llpo

mikapceeki 3acobu”, IlonoxenHs mpo [depxaBHy ciyxOy YKpalHu
3acobiB, 3aTBepkeHoro YkasoM [Ipesunenra Yxpainu sin 03.04

m. 3.1.3 "Ilopsaky BeTaHOBNEHHS 3a60poHM (THMYAcoBOI 3a60POHH ) 1

00iry nmikapcekux 3aco0iB Ha TepuTopil YKpaiHu', 3aTBEpPIKEHOTO
Vkpaiau Big 22.11.2011 3a Ne 809, zapeectpoBanoro Minicrep
Vkpaium Big 30.01.2012 3a Ne 126/20439, "lacTpykuii mpo mop
SKOCTI iKapchKUX 3acoBiB mia yac onToBoi Ta po3apibHol Toprismi’
HakazoM MO3 Vkpainm Big 30.10.01 Ne 436, 3apeecTpoBaHOi N

3 JIIKAPCBKHUX
2011 Ne 440,
a IMTOHOBIIEHHSA
rakaszom MO3
BOM FOCTHIIT

SITOK KOHTPOJIIO
' |3aTBEp/KEHOI

{iHicTepCTBOM

foctunlii  Ykpairu sig 05.02.02 Ne 107/6395, 3i 3minamu, THMMYACOBO
3ABOPOHSIO  peanizaiiio  (TOpriBimo) Ta  3acTOCYBaHHA| MeIUYHOro
imyHoOionoriugoro  mpemapary INFANRIX™ HEXA (IHPAHPHKC™

IF'EKCA), komGiHoBaHa BaKIMHA Jas MNpodirakTHkd IHG
KAaOLIIOKA (aUeJIJISpHHIl  KOMNOHEHT), rematury B, moa
3aXBOPIOBAHHSA, 30yanuKom akoro € Haemophilus Influenzae Tun

m2 DepwrixenysGa Yipaism
Ned142-1.3/2.1/17-12 Big 28.02.2012

| RO DA

TI:) i,

npasu,
oMieJqiTy Ta
y b, cycnensis




(DTPa-HBV-IPV) aas in’ekuiii y o1H0pa30BOMY HINPHLI Y KOMILIEKTi 3 ABOMA
aMH Ta nopowox Jjioginizopanuii (Hib) aas in’exuiii y ¢aaxoni, mo
yIOThCS nepel BukopHcTaHusM, cepii A21CB111B, BupoOHuuTBa
oSmithKline Biologicals s.a., Beabrisi, 10 oxpemoro piinenns [lepkaBHoi
61 YKpaiHu 3 JiKapchKuX 3aco0iB.

Cy6’ekTaM TrocTojapioBaHHs, fKi 34iACHIOIOTE peanizauilo (TOpPTiBIIO),
iraHHSA Ta 3aCTOCYBaHHs JIiKapchKuX 3aco0iB, HEBLAKNANHO Micisl ofepXaHHA
ro po3MOPSKEHHs NEPEBIiPUTH HAABHICTh MeAM4HOro imMyHoGionoriunoro
npefapary INFANRIX™ HEXA (IHGAHPHKC™ I'EKCA), xomGinoBaHa
BakfiuHa nas npoditakTakn audTepii, npaBusd, KaULIIOKa (AHETIOISIPHHH
KOMJIOHEHT), renatuty B, mojiomieiTy Ta 3axBoploBaHHs, 30y THUKOM AKOI0 €
Haejnophilus Influenzae Tany b, cycneusia (DTPa-HBV-IPV) qas in’exuid y
OXHPpPA3IOBOMY WINPHUI Yy KOMILIEKTI 3 JABOMA TOJKAMH Ta [MOPOUIOK
atoginizoBannii (Hib) pns iw’exuiii y ¢aakoHi, 1Wo 3MimylThes nepel
BHKppucTaHHAM, cepii  A21CB111B, Bupofauutea  GlaxoSmithKiine
Biolpgicals s.a., beabris.

IIpu BuABJEHHI 3pa3KiB LbOTO MEAMYHOro iMyHOOIONONYHOrO Npenapary
BXKH[FY 3aXO01H 100 BUIyYEHHS Horo 3 o6iry IUIgxoM MOMIlleHHsS] B KQPaHTHH.
Cy6’ekTy rocrmoiapioBaHHA, IMPH BUABACHHI BKa3aHOTO  MEIWYHOIO
iMyHOOi0NOTiIHOTO npemnapary, HOBIIOMHUTH TEPUTOpialbBHUA  OpraH
Heplenikenyx6u Yxpaiau 3a MiclleM po3TallyBaHHA TIPO BXKHTI 3aXOAM IIOJO
BHKeraHHﬂ JaHOTO posnopsamxeHHs. [IpHM HACTYMHMX [IOCTaBKAX MEAM4HOTO
imyjo6ioforiyHoro mnpenapary ¢y0’ €KT rocrofAaptoBaHHA IIOBHHEH BXHUTH 3aXO/IB
IO, 3ano0iraHdd TNpUAOAHHIO, peanizallii Ta 3aCcTOCYBaHHIO IIpenapary,
HaB)I:IeHOFO B JAHOMY PO3IOPAIKEHHI.

KOHTpOns 33  BHKOHAHHAM  J@HOTO  PO3MOPS/UKEHHA  3MIHCHIOIOTH
TepyTopianbHi opranu Jepxikciyx6u YKpaiHu 3a MicLieM po3TalllyBaHHs.
HeBUKOHAHHS IaHOTO PO3IOPAMKEHHS TArHe 3a co0olo BiANOBIAANBHICTE
3rifiHO YHHHOTO 32aKOHOJABCTBA Y KpaiHu.

Komii jasoro po3nopaokeHHs HalpaBlIeHi:
JIT " Repsxapuuii excneptauit nentp MO3 Ykpainn";
TOB "T'naxcoCmiTK naitn @apmaceroTikaic Ykpaina'.

3acgpynnux Iorosu A.[J. 3axapaui

Kesngu KO. B., Ten.450 99 06




