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YACTHUHA VI. PE3IOME IUVIAHY YIIPABJIIHHA PUBUKAMUAU

Pe3ioMe niiany ynpaBJ/iiHHS pU3HKAMH
JJISL JIIKAPCBKOT0 3aC00Y il TOProBoOI0 HA3BOKO
Montyaap® Kinc
(monmenyxkacm)

Ile pestome many ynpasininas pusukamu (ITYP) nna nikapeekoro 3acoby (J13) Montyaap® Kinc,
TabJeTKH KyBaIbHi, 10 4 mr (Moutyaap® Kinc).

VY I1YP MmicTuthes netanpHa iHpopMallist Ipo BaXXIIMBI PU3UKH Ta 3aX0/IH 00 iX MiHiMi3alii. Takox
HAJaHO PEKOMEHJAIli MO0 OTPUMAHHS OLIbIIOT KUTBKOCTI iH(pOpMaIii Mpo PU3UKH Ta BIACYTHIO
indopmaniro 3 6e3nexu 3acrocysanns JI3 Monryaap® Kine.

B incTpykuii mns memuunoro sacrocysanus (IM3) JI3 Montyaap® Kine micturbes HeoOXximHa
iHpOpMarisg U1 MEIMYHUX MTPALiBHUKIB Ta MALI€HTIB I0JJ0 HOTO 3aCTOCYBAaHHSI.

BaxxnuBi HOBI Tipo0OsieMu 3 Oe3neku ado 3MiHU JI0 YHHHHUX OYIyTh BKJIFOUEHI B HOBY Bepciro ITYP
JI3 MonTyaap® Kixc.

I. JIKAPCBKHMM 3ACIB TA JIJISI YOT'O BIH 3ACTOCOBYEThCHI.

JI3 MonTynap® Kine ® 3apeectpopanuii uisl 3acTOCYBaHHS 33 TAKMMU IOKA3aHHAMH (CTHCIIO'):

- JI0IaTKOBE JIIKYBaHHS IpU OpOHXIaJbHIN acTMi Yy Malli€HTIB BIKOM BiJ 2 10 5 pOKIB 3
MEPCUCTYIOYOI0 aCTMOIO;

- aJbTEPHATUBHUI METOJ JIIKyBaHHs 3aMiCTh HM3bKHX JI03 IHTAJSALIMHUX KOPTHUKOCTEPOIMIB IS
TMaIi€HTIB BIKOM B1J 2 0 5 POKIB 13 IEPCUCTYIOYOI0 aCTMOIO;

- mpo¢igakTUKa aCTMHU, JOMIHYIOYMM KOMIIOHEHTOM SIKOi € OpOHXO0CIa3M, 1HIyKOBaHUH (Pi3HIHUM
HaBaHTAXCHHSM;

- MOJIETHIIEHHS CUMIITOMIB CE30HHOT'O Ta IIUIOPIYHOTO aJIepriyHOrO PUHITY.

Tpumitka. 'TloBHa iHpopMawis Mictursest y unnnii IM3 JI3 Montyaap® Kiac.

Binbire inpopmanii npo JI3 MonTtyaap® Kixe mictutses B fioro IM3, sKy MOKHa 3HaiiTH Ha caiTi
«/lepkaBHOTO peecTpy JIIKAPCHKUX 3aC001B YKpaiHU».

II. PU3UKU, ITIOB’A3AHI I3 3ACTOCYBAHHSAM JIIKAPCBKOI'O 3ACOBY, TA 3AXOIHN
3 IX MIHIMI3ALII ABO NMOJAJIBIIIOTO BUBUEHHSI.

Huxue 3a3naveni Baximsi pusuku s JI3 Monrtynap® Kine ta 3axoam 3 ix minimizarii.

3axomamu 3 MiHiMi3allii pusukiB (3MP) ans JI3 MoKyTh OyTH:

— iHdopmaris B IM3 (3acTepekeHHs, 3a001KHI 3aX0/I1, TOPAIH 11010 IPABIIBHOTO 3aCTOCYBaHHS
TOIIIO);

— 1H(opmauis Ha ynakosui JI3;

— pO3Mip yMaKoOBKH, TOOTO KijbKicThk JI3 B ymakosiii;

— TmpaBoBuii cTatyc Bigmycky JI3: «3a peuentomy.

Pazowm 111 3axo/tu CTaHOBIATH pymunii 3MP.

HonatkoBo 1m0 nux pyruHHux 3MP GesnepepBHO BimOyBaeThes mpoiiec 300py, 0OpoOKH Ta aHATI3Y
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iHpopmanii npo Bunanku nodiynux peaxuiit (I1P) B peryisipHo OHOBIIOBAaHMX 3BiTax 3 0€3MeKH, IO J1A€
MOXUIMBICTh 3[IHCHUTH BIJIOBIHI HeraiHi 3axonu. LI 3axoauM CTaHOBIATH pymuuH) OisIbHICMb 3
Gapmaxonazisioy.

ILLA. TEPEJIK BAXKJIMBUX PU3HKIB TA BIZICYTHBOI IH®OPMAIIIIL.

Baxxnusi pusuxu JI3 MonTyaap® Kine — e pusuku, Ui SKMX HeoOXifHI creniaabHi 3aX01u mo10

yOpaBIiHHS HUMH 3 METOIO IMOAAJBIIOr0 BUBYCHHS a00 MiHiMi3allii JUIsi O€3MeYHOro 3acTOCyBaHHS
npernapary.
BaxuBi puU3MKM MOXYTb OYTH BiJHECeHI 10 KaTeropii iaeHTH(IKOBaHHX ab0 MOTCHIIMHUX.
loenmudpixosani puszuxu — 11e MPoOOIEMHU, IS IKUX HasABHI IOCTaTHI JIOKa3M iX 3B’S3KY 13 EPOpaTbHUM
3aCTOCYBaHHAM MOHTENyKacTy, Aitouoi pedosunu JI3 Montyaap® Kinc. ITomenyitini pusuxu — ue
POOJIEMH, JIJIS SIKKX 3B'S30K 13 3aCTOCYBaHHSIM MOHTEIYKACTY € MOKJIIMBUM (Ha OCHOBI HasIBHUX JIaHUX),
OJTHAK BiH III€ HE € BCTAHOBJICHUM 1 MOTPEOY€ MOAAIBINOT OLIHKU. BiocymHusa ingpopmayis — 1ie indopmaris
3 6e3neku JI3, sika Ha 1el yac BiICYTHs, aje sKy MOTpiOHO 310paTu (HampHKiIal, MPH JOBrOTPUBATIOMY
3acrocyBanHi JI3).

Tabmuis. Ilepenik BaskJIMBUX PU3MKIB Ta BilcyTHHOI iHdopmamii.

Ba:xknusi BincyTHi.
inenTudikoBaHi pusMKn

Baxxausi BincytHi.
NOTEeHUiiHI pU3UKHU

Bincyrhs inpopmanis BincyTHs.

II.Lb. PE3IOME BAXKJ/INBUX PU3UKIB.

Indopmartiss 3 Gesneku 3actocyBanHs MoHtenykacty B IM3 JI3 Moutyaap® Kine mnosHicTio
Y3rOJKY€EThCS 3 BIINOBIAHUMHU JaHuMu B IM3 / kopoTkiii xapaktepuctuili pedepentaoro JI3.

II.B. TIJIAH OICJIIPEECTPAIIMHOI'O PO3BUTKY.
II.B.1. JlocaigxkeHHs, siki € 3000B’si3aHHSIM 3asiBHHKA.

He 3acmocosHho.

3asgBHMK He MaB 3000B’s3aHb I10J0 npoBeaeHHs pocuimkens JI3 Mouryaap® Kine y
HicspeecTpalifHOMy MepioJii Ta He IUTaHY€E 1X IPOBOJUTH 3a BJIACHOIO 1HILIaTHUBOIO.

I1.B.2. IHuwi gocigskeHHs B IUIaHi micjasipeecTpaniiiHOTO pO3BUTKY.

He 3acmocosno.

Hemae HeoOXximHocTi mpoBoauTH iHmn gocnimkenns JI3 Mounryaap® Kine.
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