NEPKABHA CJIVAKBA YKPATHHU 3 JIKAPCHKHUX 3ACOBIB
(Jepanikeayxda Ykpainu)
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Ha Ne BIJT

KepiBHHKaM cy0’¢KTiB rocnogapioBaHHs,
AKi 3aiiMal0ThCA peaJizanicio (Toprieacio),
36epiranHsaM i 3acTOCYBaHHAM JIKaAPCHKHX
3ac00iB

Kepienukam TepuTOpiaJibHHX  OpraHiB
Hepxkaikciyxom YkpaiHu

PO3NOPAJUKEHHA

Ha mizcTaBi NOBiIOMIEHHS IIpo JIeTANGHIH BHMAAOK NPH 3aCTOCYBaHHI cepii
J 4032-1 meauunoro imyHobionoriynoro npenapary IEHTAKCHAM / PENTAXIM
KoMOinoBaHa BakumHa Ajaa npodigaktuxu audrrepii, npasns, KalIIOKa
(auesONAPHUE KOMIOHEHT), NOJIOMIETITY Ta 3aXBOPIOBAHL, CHPHYHHEHHX
Haemophilus influenzae Thny b, cycnenzia anst in’ekniii y nomepegHbo
3anoBHenomy muopuni no 0,5 ma (3 npuxkpinjenow roaxow abo aBoMa
okpeMuaMH roJikamMu) Ta nopomok Hib y ckasnomy duiaxoni B Oaicrepi JIBX
Nel, supo6unnTea TOB "®apmeke rpyn" (jacysanns 3 dopmu "in bulk"
¢ipmu-pupoduuka sanofi pasteur S.A., ®pannis), Ykpaina (peectpaniiibe
noceimyenus Ne 845/11-300200000), ta y BinmosigHocTi A0 cT. 15 3akoHy Ykpaiau
"TIpo mikapceki 3acobu”, [Nonoxenns npo JlepkaBHy ciiy>x0y YKpaiHH 3 JIKapchbKHX
3ac00iB, 3arBepluxeHoro YkasoMm [lpesupenta Ykpaism Bin 08.04.2011 Ne 440,
n. 3.1.3 "Tlopsanky BcTaHOBNCHHS 3a00pOHN (THMYacoBOi 3a00POHH) Ta NOHOBIEHHS
0biry nikapcbkux 3acobiB Ha TepuTopii YkpaiHu", 3aTBepikeHoro Hakazom MO3
Vikpainm Bix 22.11.2011 3a Ne 809, sapeectpoBaHoro MiHicTepcTBOM HOCTHIIT
VYxpaium Bin 30.01.2012 3a Ne 126/20439, "ldcTpyknii mpo MOpsaaoK KOHTPONIIO
AKOCTI JikapchKhx 3acobiB mij yac ontoBoi Ta po3apibHoi Toprigii”, 3aTBepaXKeHOI
HakasoMm MO3 Vkpaiaum Big 30.10.01 Ne 436, 3apeecrpoBaHoi MIiHICTEpCTBOM
octulii Yxpainn Bim 05.02.02 Ne 107/6395, 31 3minamu, THMYACOBO
3ABOPOHSIO  peanizamio  (TOpriBaw) Ta  3aCTOCYBAHHS  MEAMYHOTO
imyHoOionoriugoro mnpenapatry IIEHTAKCHM / PENTAXIM KomdinoBana
BaKNUHA 1J npodinakTHku IudTepii, NpaBns, KaLLIOK3a (aueJoJsapHHi
KOMIIOHEHT), MNoJioMieaiTy Ta 3axBopioBaHb, cnpHunHeHuXx Haemophilus
influenzae Tuny b, Cyenensia ans in’exkuid y nmonepeAnso 3al10BHEHOMY IUNPHIL
no 0,5 ma (3 npukpinieHow roaxkow ato ABOMAa OKPEeMHMH IOJKaMH) Ta
nopowok Hib y ckasnomy duakoni B Gaicrepi IIBX Nel, cepii J4032-1,
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BupoOHHITEa TOB "®apmexe rpyn" (dacypauns 3 dopmu "in bulk" dipmu-
BHpoOHMKa sanofi pasteur S.A., ®panuis), Ykpaina, 10 oxpeMoro pilreHss
HepxaBHoi cayx0H YKkpainu 3 TiKapchKuX 3aco0iB.

Cy6’exram rocmojapioBaHis, sKi 3OiHCHIOOTH peaiizauilo  (Toprismo),
30epiraHHa Ta 3aCTOCYBaHHS IIpenapary, HEBLIKIAAHO IIiCHsS OJepKaHHS JAHOro
PO3NOPSIKEHHA TIEPEBIPHTH HAsBHICTE MEAHYHOrO iMyHOGlomoriYHOrO Npenapary
NMEHTAKCUM / PENTAXIM Koméinopana Bakuuua mis npodilakTHkH
AnGTepii, NpaBUfA, KaOLIOKa (AUETIONSAPHHI KOMMOHEHT), MoJioMieaiTy Ta
3aXBOPIOBaHb, cnpHuMHenux Haemophilus influenzae tuny b, Cycnensis gas
in’exniii y nonepeanbo 3amoBHenomy mmpuui no 0,5 ma (3 npukpingenorw
roJikoro abo ABOMa OKpeMHMH rojkamu) Ta nopowox Hib y cknanomy gaakoni
B Ouicrepi IIBX Nel, cepii J4032-1, BupoGuuura TOB "®apmere rpyn"
(bacysapns 3 ¢opmu "in bulk" ¢ipmu-Bupodounka sanofi pasteur S.A.,
®pannin), Ykpaina.

[Ipr BusBIEHHI 3pa3KiB HBOTO JIKAPCHKOTO 3aco0y BXKUTH 3aXO[d ILOJ0
BHJIYU€HHs HOro 3 00iry IIIsXxoM noMillleHHs: B KAPAHTHH.

Cy0O’ekTy TrocoopaploBaHHS, @pH  BHABJAEHH: BKa3aHOTO MEAHYHOTO
iMyHOO10JIOT1YHOTO npenapary, MOBIIOMHUTH TEPUTOPIAJIGHUMA opraH
HepratikcnyxOu YkpaiHu 3a MicleM po3TanryBadHs MPO BXHTI 3aX0iM IIOJO
BHKOHAaHHS [JaHOro posnopsmkeHHs. llpu HacTymHUX nocTaBkax MEIHYHOTO
iMyHOblonOrIMHOro TpenapaTy cy(’eKT IoCHOAapIOBaHHSA IIOBHHEH BXHMTH 3aXOJiB
00 3amobiraHHd NpUAOaHHIO, peallisalii Ta 3acTOCYBAHHIO IIpemapary,
HaBeJISHOTO B JAHOMY PO3MOPSKEHHI.

KonTpone 32  BUKOHAaHHIM  JaHOTO  PO3NOPSIDKSHHs  31HCHIOIOTH
TEpUTOPlaIbHI OpraHu Jdepkaikcinyx0u YKpaiHu 3a MicLieM po3TaillyBaHHe.

HeBHkoHaHHA JaHOro pO3NOPS/PKEHHA TATHE 3a COOOK BIJIOBIAAIBHICTH
3riIHO YMHHOI'O 3aKOHOJABCTBA Y KpalHU.

Komii gaHoro po3nopsapKeHHs HallpasleHi:
JI1 " Hepxapuuii excrieptauii nentp MO3 Vkpainuu";
TOB "dapmMmekc rpyn”, Ykpaiua.

Hepuuii 3acmynnux 'onosu Lb. /lemuenxo

[Hesuenko O.B., Ten.450 99 06



