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Yactuna VI: Pe3rome miiany ynpasjliHHS pU3MKAMHA

PestoMe TuiaHy yNpaBIiHHS pusukamu Iogo mpemnapary [JIIIIEPMHOBI CYIIO3WUTOPIL J1J1s
JIITEM, cynosuropii pextanshi no 1405 mr, mo 6 cynosutopiis y crpumi; mo 1 a6o 1o 2 crpumu y
nauli 3 KapToHy.

Le pe3tome mutany ynpasiinus pusukamu (ITYP) mis npenapaty [mitiepuHOBI Cymo3uTopii y1s IiTeH,
cyno3utopii pekrtanpHi mo 1405 mr. YV IIYP neranizoBaHO BaXKJIMBI PU3HMKH ILIOJ0 Mpenapary
['nmineprHOBI Cynmo3uTOpii AN AiTEH, Cyno3uTopii pektanbHi Mo 1405 Mr Ta, ONKUCAHO SK Il PU3HKH
MOXYTh OyTH MiHIMI30BaHi 1 SIK MOXHAa OTpUMard Oinbiie iHpopMalii MIOA0 pPU3MKIB Ta
HeBHM3Ha4YeHUX (hakTopiB (BIACYTHsI iH(OpMaITis) s mpernapaTy [ iiepruHoB1 Cymo3UTOPii 1S TITEH,
cymno3uTopii pextanpHi no 1405 wmr.

Kopotka xapakTepucTrka Jikapchkoro 3aco0y [minepuHOBI Cymo3uTopii sl AiTeH, CyMmo3uTopii
pextanpHi o 1405 mr (KXJI3) ta [HCTpyKIist [Isi MEIUYHOTO 3aCTOCYBAaHHS MpernapaTy HaJlaloTh
OCHOBHY 1H(OpMAIIIFO /ISl CIIEIIATICTIB y Tajy31 OXOPOHHU 3JI0POB’S Ta MAIIEHTIB MO0 TOTO, SIK CITi[T
3aCcTOCOBYBATH npenapart [ ninepruHoBi cyno3uTopii Ui JiTel, cyno3utopii pekranbHi mo 1405 mr.
Baxxnusi HOBI (hakTOopu HeOe3neku abo 3MIHU 10 TOTOYHOI Bepcii OyayTh BKJIIOUYEHI 10 OHOBJICHOTO
[TYP nns npenapary ['nninepruHoBi cyno3uTopii 1Ist aiTei, cyno3uTopii pekranbHi mo 1405 mr.

I. Jlikapcbkuii 3aci0 Ta 7151 4YOT0 BiH 3aCTOCOBYEThCS

I'minepuHoBi cyno3utopii mist mited, cymo3utopii pekranbHi mo 1405 mr, 3acTOCOBYIOTH JUIS
CUMIITOMAaTUYHOTO JIIKYBaHHSI 3aropiB pi3HOI eTiojorii (KOJM 3acCTOCYBaHHsI TEpPOPATbHUX
npenapaTiB HEMOXKIIMBE).

I1. Pu3uku, noB’si3aHi 3 JikapcbKUM 32C000M Ta 3aX0/1H 11010 MiHiMi3auii 4yu
MOJAAJIbIIOI IeTadi3anii pU3UKIB

BaxxnuBi pusuku 1mo0 npenapary [JinepruHoBI Cymo3uTopii IIst JiTeH, CYIO3UTOPii peKTaIbHI 1O
1405 mr, pazom i3 3ax0AaMH MO0 MiHIMi3allii TAKUX PU3UKIB Ta 3aIIPONOHOBAHUMU JTOCITIIKCHHSIMH
JUIs OUTBII JCTAJIBHOTO BHWBYCHHS PH3UKIB Tpemapary [JilepuHOBI Cymo3uTOpii Ui JiTEH,
CYMO3UTOpii peKTanbHi Mo 1405 Mr, BUKIIQJICHO HIDKYE.

3axoau 3 MiHIMI3alli1 pU3UKIB, BA3HAYEHI JIS JIIKAPCHKUX 3aC001B, MOXKYTh BKJIIOUYATH:

e CrnemianbHy iH(OpMaIio, Taky K MONEPEHKCHHS, 3aCTEPeXEHHS Ta PEKOMEHMalii 00
MPaBUIILHOTO 3aCTOCYBaHHS, B [HCTpyKIIii /y1st MeuuHOTO 3acTocyBanHs Ta KXJI3, mpusHaueHux st
NAIli€HTIB Ta CHEMIaJIiCTIB y rajly3i OXOPOHH 3710POB’s;

e BaxxniuBa iH(opMaliist Ha YIaKoBIIl JTIKAPCHKOTO 3aco0y;

e Jlo3BOJIEHUI pO3MIip YHAKOBKH — KUIBKICTh JIIKAPCHKOTO 3ac00y B YMAKOBIi 00paHa TAaKUM YHHOM,
abu 3a0e3MeunTy MpaBUIIbHE 3aCTOCYBaHHS Mpernapary;

o Kateropisi BiZIyCKy JIIKApPCHKOTO 3ac00y — METOJ] OTPUMaHHS JIIKAPCHKOTo 3aco0y Mali€eHTOM
(TobTO, 3 260 O3 penenty), SKui MOXKe MIHIMI3yBaTH MOB’s3aHi 3 HUM PU3UKH.

Bci pa3om 111 3aX0/11 CTAaHOBJISITH PYTUHHI 3aX0H 3 MiHIMI3allii pU3HKIB.

Ha nonatok mo nux 3aXofiB MOCTIHHO 30UPAETHCS Ta PETYISPHO aHANTI3Y€EThCS 1HGOPMAILTiS TTPO
no6iuHi peakii, Bkaoyatoun omiHky PSUR (perynspHo OHOBIIOBaHOTO 3BITY 3 O€3mekw) Ta
TiSUTBHICT 3 BUSIBICHHS CUTHAJIB 3 O€3MeKH JiKapchkoro 3acoly, abu, 3a moTpedu, MokHaA OyIo
3acTocyBaTH HeraitHi 3axoau. Li 3axoau € pyTHHHOIO AISUTHHICTIO 3 (hapMaKOHATIIs Y.

IILA Cnncoxk Ba)>XJIMBHX PU3MKIB TA BiACYTHHOI iHpopMamii



BaxnuBi pusuku nis npenapaty [mnepuHOBI cynmo3uTopii I MiTE€H, CYMO3UTOPii peKTalbHI MO
1405 Mr — 11e pu3uKH, AKi NOTPeOyIOTh CHENiaTbHOI TiSUTBHOCTI 3 YIIPABIiHHI HUMH JUIS IOAAJIBIIOTO
JIOCITIDKEHHS a00 MiHIMI3aIlli pu3uKy, abu 1ie# JTikapchKuii 3aciO Oyio 6e3rmeuHo 3acTOCOBYBaTH.
BaxxnuBi pu3uku AUIATHCS Ha 11eHTU(]IKOBaHI Ta MOTEHIIIHHI.

InentudikoBani pu3uku — 1ie paxrTopu HEOE3NEKH, 010 AKUX ICHYIOTh JOCTATHI CBIIUYCHHS 3B’ A3KY
13 BUKOpHUCTaHHSM Ipenapary [JinepuHoBl Cymo3uTopii i AiTeH, CyHO3UTOpii PEeKTalbHI IO
1405 wmr.

[orenuiitni pu3uku — 1e (GakTopu HEOE3MEKH, IIOAO0 SKHUX 3B 30K 3 BUKOPUCTAHHAM LIHOTO
JKapChKOTO 3aC00y MOXJIMBUM, BUXOSYH 3 HASBHHUX JIAHHX, aJie TAKUH 3B'SA30K I11€ HE BCTAHOBJICHUH
1 moTtpebye mopmanbiioi ouiHkH. BincyTHs iHdopmaris crocyerscs iHpopMmarii Mmoao Oe3nexu
JKApChKOTO 3aco0y, sKa Ha JaHUW MOMEHT BiICYTHA 1 mae OyTu 3i0paHa (HampuKiai, 100
JIOBFOCTPOKOBOT'O 3aCTOCYBaHHS Mpenapary).

BaxxnuBi ineHTH(iKOBaHI PUUKU 1. [NnepuyTnuBiCcTh
2. [Topymiennss 3 OOKy KHIIIEYHUKA: KHIIKOBQ|
KpOBOTEUa

BaxnuBi moTeHIiiHI pU3UKN - =

BiacyTtas inpopmarrist - -

I1.B Pe3roMe BasKJIMBHUX PU3HKIB
[adopmartis 3 6e3nexn y 3anmponoHoBaHii iHdopMariii mpo JikapcbKuii 3acid BiamoBigae iHdopmariii
pedepeHTHOTO JTIKapChKOTo 3ac00y.

I1.C IlicnspeecTpauiiiHuii MJ1aH po3podKu

II.C.1 [ochaimxeHHsi, TNpPOBeJeHHH fIKMX € YMOBOI, BH3HAYEHOW Y
peecTpaniifHOMy MOCBiTYeHHI

JlocnikeHb, MPOBEICHHS IKUX € YMOBOIO, BU3HAUEHOIO Y peeCcTpaliifHOMy IMOCBiAYEHH], 200
CrielialbHUM 3000B’sI3aHHAM MO0 mperapaTy [minepuHoBl cymo3uTopii ajis AiTeH, Cymo3uTopii
pektanbHi o 1405 mr, Hemae.

I1.C.2 Ini gocaigxeHHs y micJasipeecTpaiiHoMy IUIaHi po3po0Kku
Hemae takux nociiukeHp moo npenapary [ JIiIeprHOBI CyMoO3UTOPii 1Uist AiTeH, Cyno3UTOpii peKTaibHi
o 1405 Mr, mpoBeeHHS SKUX OH BUMAraioch.



	План управління ризиками   Гліцеринові супозиторії для дітей
	Версія 0.3 від 17.12.2018

