IIJIAH YIIPABJIIHHSA PU3UKAMU

- YACTHUHA VI Bepcin 3.0 DLP: 31/03/2024
Clotrimazole

YACTHHA VI: PE3IOME IVIAHY YIIPABJIIHHA PUSNKAMUAU

Pe3rome miiany ynpasiiHHA pU3HKaAM#
JJIS JIIKAPCHKOTO0 3ac00y MiJl TOProBOK0 HA3BOIO
Kiuodan
(k1ompumason).

Lle pesrome mnany yrpasaiaas pusukamu (ITYP) pus nikapceekoro 3aco0y (JI13) Kinodan, cynmozuropii
arinajbHi o 100 mr (Kiodan).

VY IIYP mictutbes netanbHa iHGOpMallis mpo BakiuBi pusuku JI3 Ta 3axomu mono ix MmiHiMizariii.
Takox HalaHO peKOMEHAIIIT 0I0 OTPUMAHHS OUIBIIOT KITBKOCTI 1H(OpMAITii PO PU3UKU Ta BiJACYTHIO
iHdopmartito 3 6e3neku 3actocyBanss JI3 Kiogan.

B inctpyxkuii ms meauaroro 3actocyBanss (IM3) JI3 Kiodan mictuthes HeoOXinHa iHGoOpMaItis 1ist
MEIWYHHX MPAIiBHUKIB Ta MALi€HTIB 1010 HOTO 3aCTOCYBAHHS.

BaxxnuBi HOBI mpoOsiemMu 3 Oe3reku abo 3MiHM JI0 YHHHHUX OyAyTh BKItOYeHi B HOBI Bepcii ITYP
JI3 Knogan.

I. JIKAPCBKHMI 3ACIB TA JJISI YOT'O BIH 3ACTOCOBYETHCHI.

JI3 Kioan 3apeectpoBaHuii i 3aCTOCYBaHHS 32 TAKUMU OKa3aHHSAMU (CTUCIO):
o Inughexyii'y oinanyi cmamesux opeamis (6azinim), cnpuyuneHi cpudamu.

o Cynepingexuyii, cnpuyuneni baxmepismu, Yymiusumu 00 KIOMPUMA3ZOTY.

binsme inpopmanii nmpo JI3 Kiopan micturbes B IM3, sxky MokHa 3HaiTH Ha caiTi «/lepxkaBHOTO
peecTpy JiKapchbKUX 3ac001B YKpaiHu».

II. PU3UKHU, NOB’SA3AHI 13 3ACTOCYBAHHSIM JIIKAPCBKOI'O 3ACOBY, TA
3AX0/MA 3 IX MIHIMI3ALII ABO INOJAJIBIIIOTO BUBYEHHS.

Huxue 3a3naueni Baxiusi pusuku 11 JI3 Kuodgan ta 3axonu 3 ix MiHiMi3aIii.

Jaxogamu 3 miHiMizardi pusukis (3MP) g JI3 MoxyTh OyTH:

— iHopmauis B IM3 (3acTepexkeHHs, 3amoODKHI 3axoau, MOpaad MIOAO0 MPaBUIBHOTO
3aCTOCYBaHHS TOIIO);

— 1H¢opmauisg Ha ynakosui JI3;

— PO3Mip YyIaKOBKH, TOOTO KUIBKICTh JI3 B ymakoBiii;

— nmpaBoBuii craryc Biamycky JI3: «3a perentom».

Pazowm mi 3axomu cknanarote pymunni 3MP.

HonmatkoBo 1o 1ux pytuHHux 3MP Ge3nepepBHO Bi0yBaeThCs mpoliec 300py, 00poOKH Ta aHamizy
iHpopmanii npo Bunaaku nodiynux peakuiit (I1P) (B perynspHO OHOBIIOBAaHMX 3BiTax 3 Oe3neKu), 1o
JTa€ MOMUIMBICTH 31MCHUTH BIAMOBIAHI HeraiHi 3axoau. Lli 3axoam ckimanaroTh pymunty OisibHicCmb 3
gapmaronaznaoy.
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IIJIAH YIIPABJIIHHSA PU3UKAMU

YACTHHA V1 Bepcis 3.0 DLP: 31/03/2024

Clotrimazole

ILA. TIEPEJIIK BAJKJMBHUX PU3UKIB TA BIACYTHbOI IH®OPMAIIII.

Baxnusi pusuku JI3 Knopan — mne pusuku, s SKAX HEOOXiJHI CHemialbHI 3aXOAW MIOAO iX
YIIPaBJIIHHSA 3 METOIO MOJAIBIIIOT0 BUBYCHHS a00 MiHIMI3aIlil 1J1s1 O€31IeYHOT0 3aCTOCYBaHHS Mpemnapary.

BaxuBi puU3MKM MOXYTh OyTH BigHEeceHi a0 Kareropii igeHTH(ikoBaHMX a00 MOTEHIIMHUX.
loenmudpixosani puzuxu — 11e IpoOIEMU, VIS IKUX HASIBHI JIOCTATHI JI0Ka3H iX 3B’SI3KY 3 IHTpaBariHaIbHUM
3aCTOCYBaHHSAM KJIOTPUMA30Jly, IiI04Y0i PeYOBUHU mpenapary. [lomenyitini puzuxu — 1e npodiaemMu, ams
SKHX 3B'SI30K 13 IHTpaBariHaJIbHUM 3aCTOCYBaHHSIM KJIOTPHUMA30Jly € MOMJIMBUM (Ha OCHOBI HasBHUX
JAaHWX), OJHAK BiH II[¢ HE € BCTAHOBJICHUM 1 MOTPeOye MOAAIBIIOI OIIHKKA. Biocymus ingpopmayis — e
iHpopmanis 3 OGe3nexu JI3, sika HA CHOTONHI BIJICYTHS, ajle AKy MOTPiOHO 310paTu (HAmpHKIAJ, MpPU
JIOBrOTPUBAJIOMY 3acTocyBaHHi JI3).

Tabmuus. Ilepesik BaskJIMBHX PU3HKIB Ta BiACYTHBOI iHopmanii.

Baxausi 1. Peakuii rinep4yTauBOCTI.
inenTudikoBani
pU3NKH
Baxausi 1. Pwusuk BIIMBY Ha IUTI IPU 3aCTOCYBaHHI y MEPIIOMY TPUMECTpi
NOTEeHUiHI pU3nKN BariTHOCTI.
2. Pu3uK MOMUJIKOBOTO MPU3HAYECHHS.
3. PO3BHUTOK BTOPHHHOI PE3UCTEHTHOCTI.
4. Pu3uK BUNAJKOBOIO MEPOPATLHOTO 3aCTOCYBaHHS.
5. EkonoriuHe 3a0pyaHEHHS.
6. OpHOoYacHe 3aCTOCYBAaHHS 3 TAKPOJIIMYyCOM abo CIpOTIMyCOM.
7. OpHOowyacHe 3acTOCYBaHHS 3 JIATEKCHUMU KOHTpalEenTHBaMU
(npe3epBaTUBHU Ta Aiad)parmm).
BincyTns BincytHs.
ingopmanis

II.Lb. PE3IOME BAKJ/INBUX PU3UKIB.

Indopmariisi 3 OGe3meku IHTpaBariHaJbLHOTO 3acTocyBaHHs KioTpumaszony B IM3 JI3 Kiodan
MOBHICTIO Y3TOJKYETHCS 3 BINOBITHUMH JJAHUMH B KOPOTKii Xapakrepuctuli pepepentHoro JI3.

IL. B. ILJIAH HICJASAPEECTPAILIMHOIO PO3BUTKY.

II.LB.1. JdocaigkeHHs, siKi € 3000B’sI3aHHAM 3asiBHHKA.
He 3acmocosgno.
3asgBHUK HE MaB 3000B’3aHb 1110710 TPoBeAeHHs Aochimkens JI3 Kinodan y niciaspeectpaniitHoMy
nepiofii Ta He TUIaHYE 1X MPOBOJUTH 3a BJIACHOIO 1HILIaTHUBOIO.
I1.B.2. IHwi focaigkeHHs B NUIaHi micJasipeecTpaliiHOTro pO3BUTKY.
He 3acmocosHo.

Hemae HeoOxigHOCTI npoBoaAnTH iHIII nociimkeHHs JI3 Knodgan.
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