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Levodropropizine

YACTHHA VI. PE3IOME IIVIAHY YIIPABJIIHHA PUBUKAMU

Pe3ioMe miiany ynpaBJliHHS PU3HKAMM JJIA JTiIKApCHKOT0 3ac00y
IPOIITYC®, cupon, 30 mr/5 M
(nesooponponizun)

Lle pesrome muany ympasainas pusukamu (IIVP) s nmikapeskoro 3aco6y (JI3) IponTyc®, cupon,
30 mr/5 mut (ITponryc®).

VY IIYP mictutbes netanbHa iHQOpMallis mpo BakiuBl pusuku JI3 Ta 3axomm mono ix miHiMizarlii.
Takox HalaHO peKOMEHAIIIT I0I0 OTPUMAHHS OUIBIIOT KITBKOCTI 1H(OpMAITii PO PU3UKU Ta BiJACYTHIO
inopmariro 3 6e3neku 3acrocyBanns JI3 Mponryc®.

B incTpykuii aus Meauunoro 3acrocyBanns (IM3) JI3 Mpontyce® micturhes Heobxinna indopmaris
Il MEIMYHUX TIPAIiBHUKIB Ta MALi€HTIB 010 HOTO 3aCTOCYBAaHHS.

Iadopmartiss mpo HOBI BaxkKMBi mpoOiieMu 3 Ge3neku abo 3MiHM IOIO BXXKE BIJOMHUX MpoOieM Oyze
BKIIHOYeHa B HOBI Bepcii ITYP JI3 Mponryc®.

I. JIKAPCBKHH 3ACIB TA JIJIsS1 YUOI'O BIH 3ACTOCOBYETHCHA

JI3 Mpontye ®3apeecTpoBanmii U1 3aCTOCYBAHHS 32 TAKMM TTOKA3AHHSIM (JIUB. HIDKYE):

Cumnmomamuyne JliKyGCZHHﬂ KAawjiro.

Binbure inpopmarii npo JI3 Mpontyc® mictuthes B IM3, sKy MOXKHa 3HAWTH Ha caifTi «JlepkaBHOTO
peecTpy JiKapChbKUX 3aC001B YKpaiHu».

II.  PA3UKH, ITOB’S3AHI I3 3ACTOCYBAHHSM JIIKAPCBKOI'O 3ACOBY, TA
3AX0/HA 3 IX MIHIMIBALII ABO ITOAJAJBIIOI XAPAKTEPUCTUKHU

BaxmBuX pU3HMKiB Ta BificyTHBOI iHpopmarii 1is JI3 MponTyc® He BusBIIEHO.

3axonamu 3 MiHiMizamii pusukis (3MP) s JI3 MOXKYTE OYTH:

e iHpopmania B IM3 (3actepekeHHs, 3amoOKHI 3aX0Jd, IMOPagd LIOJ0 MPaBUIBLHOTO
3aCTOCYBaHHA TOLIO);

e iH(popmMmarlisa Ha ynakosi JI3;

e PO3Mip YMaKOBKH, TOOTO KiIbKICTh JI3 B yImakoBIli;

e TIpaBOBUH cTaTyc Biamycky JI3: «3a pementom.

Pa3om 111 3axoau cTaHOBIATH pymunni 3MP.
HonatkoBo 10 1MX pyTMHHUX 3MP Ge3nepepBHO BiOyBaeThcs mporiec 300py, 0OpoOKH Ta aHalizy

1H(popMallii Ipo BUMAJKU MOOIYHUX peakiii, U0 1a€ MOXKIIUBICTh HETATHO BXXUTH BIAMOBIIHUX 3aXO/IIB.
L1i 3aX0a¥ CTAHOBIATD PYMUHHY OIANbHICMb 3 hapMaKoHazisaoy.
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IIJIAH YIIPABJIIHHA PU3UKAMU

Levodropropizine
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ILA. TEPEJIK BAXKJIUBUX PU3UKIB TA BIICYTHbOI IH®OPMAIIIL

BaknuBux pu3HKiB Ta BincyTHboi indopmanii s JI3 Mpontyc® He BUsABICHO.

BaxnuBi pu3uMKu — 1€ pU3MKH, U SIKUX HEOOXIIHI CemialbHi 3aX0Iu HIOAO0 YHPABIiHHSI HUMH 3
METOIO TMOJAJIBIIOr0 BUBYCHHs a00 MiHIMi3amii i Oe3rmeyHoro 3acTOCyBaHHS Ipemnapary. Baxmusi
PHU3UKU MOXYTh OYTH BiIHECEHI 10 KaTeropii ieHTu(ikoBaHUX a00 MOTEHUIHHUX. [0enmughikoeani puzuxu
— 11e mpoOIeMu, A IKUX HasiBHI JIOCTaTHI I0Ka3| iX 3B’s3Ky 13 3actocyBanusaM JI13. [lomenyitini pusuxu —
11e poOIEeMH, JUTS IKUX 3B’ SI30K 13 3acToCcyBaHHAM JI3 € MOXIIMBUM (Ha OCHOBI HasIBHUX JAaHHX ), OJHAK BiH
1€ HE € BCTAHOBJICHUM 1 TOTpeOY€ MOANbBINOI OMIHKU. BiocymHs inghopmayis — 1ie iHbopmariis 3 6e31meKu
JI3, sika Ha CbOTO/IHI BIICYTHS, alle SIKY MOTPiOHO 310paTu (HapHKIiIaz, Ipu JOBIOTPUBAIOMY 3aCTOCYBaHHI
J3).

Tabmuns.  Ilepesik Ba:kIMBHX PU3UKIB Ta BiAcyTHBOI iHGopmairii.

Baxuiusi BigcyTHi.
inenTudikoBani pusMKN

Baxuusi BigcyTHi.
MOTEeHUiHI pU3UKH

Bincyrus BigcyTHs.
inpopmanis

II.Lb. PE3IOME BAXKJ/IMBUX PU3UKIB

Hemae BaximuBUX 1€HTU(IKOBAHMX PU3MKIB, BaXJIMBUX IMOTEHUINHMX PU3MKIB a00 BiJCYTHBOI
inpopmarii qus JI3 Mpontyc®.

IL.LB. TLJIAH IMICJTSPEECTPAIIMHOIO PO3BUTKY

II.B.1. JlocaigaeHHs, 10 € YMOBAMH OTPUMAHHS PEECTPALIHOIO MOCBIAYCHHS

Hemae nocnipkeHb, 110 € YMOBAaMU OTPUMaHHS PEECTPALIHHOrO MOCBITYEHHS a00 crenudiuHuMH
30008’ s3aHHsAMY 3asBHUKA s JI3 TIponTyc®.

II.B.2. IHwmi gocaiizkeHHs B IUIaHI Mic/sipeecTPaUiiiHOr0 pO3BUTKY

He BuMaraetbes npoBeneHns qociimpkens 1 JI3 MiponTyc®.
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