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Yactuna VI: Pe3rome miiany ynpasjliHHS pU3MKAMHA

Pestome muiany yrpasninas pusukamu mozo npenapary TIOMEKC, kpem, 10 mr/r o 30 r B TyOi, 1o
1 TyOi B KapTOHHI Mayiii.

Le pestome murany ynpasiinas pusukamu (ITYP) nna npenapary Tiomeke, kpem, 10 mr/r. ¥V ITVP
JIETATI30BaHO BAXKJIMBI PU3UKH 1010 mpemnapaTy Tiomekc, kpem, 10 mMr/r Ta, omucaHo SK Il pU3HKH
MOXYTh OyTH MiHIMI30BaHi 1 SIK MOXHAa OTpHUMAarTd Oumble iHpopMalii MIOAO pPU3MKIB Ta
HeBH3Ha4YeHUX (PakTopiB (BiACYTHs 1HGOpMarlis) s npenapary Tiomekc, kpem, 10 Mr/r.

Kopotka xapakrepuctuka gikapcbkoro 3acody Tiomekc, kpem, 10 mr/r (KXJI3) ta IncTpykuis amns
MEIUYHOTO 3aCTOCYBaHHS Tperapary HagaloTh OCHOBHY 1H(OpPMAIIIO JUIsl CHEIIaiCTIB y Taimys3i
OXOpPOHHU 3/I0pOB’S Ta TMAalLli€HTIB HIOAO TOTO, SIK CIiJl 3aCTOCOBYBAaTH mpemapar TioMekc, Kpem,
10 mr/r.

Baxxnusi HOBI (hakTopu HeOe3nekn abo 3MiHM JI0 TTOTOYHOI Bepcii OyAyTh BKIIIOUEHI 0 OHOBJICHOTO
ITYP nns npenapary Tiomekc, kpem, 10 mr/T.

I. Jlikapchkuii 3aci0 Ta /151 40T0 BiH 32CTOCOBYETHCS

Tiomexkc, kpem, 10 Mr/r, mokazaHwmii:

- Ui MICIIEBOTO JIIKYBaHHS JIepMaToMiko3iB (mepmaroditii crom, MIKO3y KHCTeH pYK,
BHUCIBKOITOAIOHOTO JIMINAK0), BUKJIUKAHUX YYTJIUBUMH JI0 Tpenapary rpudkamu (aepmatoditaMu Ta
TPIKIHKAMH );

- U1l 3aCTOCYBAaHHS B HITTHOBOMY JIOKI TICJS KEPATOJIITHYHOI EKCTPakIlii MpU OHIXOMIKO3I,
CIPUYMHEHOMY JiepMaTo(diTaMH.

I1. Pu3uku, noB’s3aHi 3 JikapcbKUM 3aC000M Ta 3aX01H 11010 MiHiMi3auii yu
MOJAAJIbIIOI IeTadi3auii pU3UKIB

Baxnusi pusuku mozo npemnapaty Tiomekc, kpeM, 10 mr/r, pa3om 13 3axolaMu MO0 MiHIMi3aIlii
TaKUX PU3HKIB Ta 3aIPONOHOBAHUMU JOCIIDKEHHSIMH N7l OiBII JETATbHOTO BHUBYCHHS PU3UKIB
npenapary Tiomekc, kpeM, 10 Mr/T, BUKIIQZIEHO HIDKYE.

3axo/u 3 MiHIMI3allii pU3MKiB, BU3HAYCHI JUIS JTIKAPChKUX 3aC00iB, MOXKYTh BKIIOUATH:

e CremianbHy 1HGOpPMAaIliIO, TaKy SIK TIOMEPEIKEHHS, 3aCTEPSKCHHS Ta PEKOMEHAIlli o0
MPABUIILHOTO 3aCTOCYBaHHs, B [HCTpyKIIii 1715 MeaudHOTO 3acTocyBanHs Ta KXJI3, mpuzHadeHuX st
MAIi€HTIB Ta CICIIATICTIB Y TaTy31 OXOPOHH 3JI0POB’ S

e BaxxnuBa iH(opMartisi Ha yrmakoBIi JJiIKapcbKoro 3aco0y;

e Jlo3BoNIeHU# pO3Mip YIAKOBKH — KUIBKICTh JIIKAPCHKOTO 3ac00y B yIakoBIll 0OpaHa TaKUM YHHOM,
abu 3a0e3neynTH PaBUIIbHE 3aCTOCYBAHHS IIpEnaparty;

e Kareropis BiAmycKy JKapchbKOro 3aco0y — METOJ OTPUMAaHHS JIKapChKOTO 3aco0y MaIli€HTOM
(To6TO0, 3 200 6€3 perenTy), IKUil MO)Ke MIHIMI3yBaTH OB’ s3aH1 3 HUM PU3HKH.

Bci pa3oM 11i 3aX0/11 CTaHOBIATH PYTUHHI 3aX0/IU 3 MiHIMI3allii pU3HKIB.

Ha nonmarok 10 mux 3aXo/iB MOCTIHHO 30MPAETHCS Ta PETYISIPHO aHAI3Y€EThCS 1H(POPMAITisS TIPO
noOiuHi peakuii, Bkiovyaroun omiHKy PSUR (perynsipHO OHOBIIOBAaHOTO 3BITY 3 Oe€3MleKHu) Ta
JISITBHICTD 3 BUSIBJICHHSI CUTHAJIB 3 O€3MeKH JIiKapchKoro 3acoly, abu, 3a moTpeOu, MoxkHa Oyiio
3acTocyBaTy HeraiHi 3axonu. Lli 3axoau € pyTHHHOIO AiSUTBHICTIO 3 (papMaKOHATIIs Y.

II.A Cniicok Ba:KJIMBMX PU3HKIB Ta BiACYTHBHOI iHpopmanii



BaxxnuBi pusuku 115 mpemnapary Tiomeke, kpeM, 10 Mr/T — 1ie pu3uKH, sKi HOTpeOyOTh CeialbHOT
JISUTBHOCTI 3 YNPaBIIHHSA HUMH Ui NTOAAIBIIOTO JOCTiKEHHS abo MiHIMi3alil pu3uKy, adu 1ei
JiKapchKui 3acib Oysio 6€3meYHo 3aCTOCOBYBATH.

BaxxnuBi pu3uKku AUATHCA Ha 11eHTU(]IKOBaHI Ta MOTEHIIIHHI.

InenTudikoBani pu3uku — 11e paxTopu HEOE3NMEKH, IOJI0 AKUX ICHYIOTh JOCTAaTHI CBIIUCHHS 3B’ 3Ky
13 BUKOpUCTaHHAM npenapaty Tiomekc, kpem, 10 Mr/r.

[ToTenmiiHi pu3uku — 1e (akTopu HEOE3NEKH, II0JI0 SIKUX 3B 30K 3 BUKOPHUCTAHHSM I[HOTO
JIKapChKOTO 3aC00Y MOMIIUBHIA, BUXO/SIUY 3 HASBHUX JAHUX, aJie TAKWH 3B'SI30K I1I€ HE BCTAHOBIICHUI
1 morpeOye momanbmioi oIiHkU. BiacytHs iHdopmariis crocyerbes iHdopmariii momo Oe3mexu
JTIKapChKOTro 3aco0y, sika Ha JaHUHA MOMEHT BiJACYTHS 1 Mae OyTtu 3i0paHa (HampUKIAA, 100
JIOBFOCTPOKOBOT'O 3aCTOCYBaHHS Tpenapary).

BaxuBi i1eHTH(IKOBaHI PU3HKH °« -
BaxnBi NoTeHLIHHI pU3UKH e TlinepuyyTaMBicTh
BizncyTns ingopmais e 3acTOCYBaHHA IIiJ Yac BariTHOCTI Ta y IEpiof
TOyBaHHS TPYAIIO
e 3acTocyBaHHA y JiTeH

I1.B Pe3romMe BasKJIMBHUX PU3HKIB
Indopmartis 3 6e3mexu y 3anpornoHoBaHii iHpopMalii mpo JiKapcbKuii 3aci0 BianoBigae iHpopmarii
pedepeHTHOTrO JiKapChKOTo 3ac00y.

I1.C IlicasipeecTpauiiiHuii JiaH po3pooKu

II.C.1 [docuaigkeHHsi, TNpPOBeJdeHH SIKHX € YMOBOI, BH3HAYEHOK Yy
peecTpamiiHOMY MOCBiTYEHHI

JlocrikeHb, TPOBEICHHS SIKUX € YMOBOIO, BU3HAYCHOIO Y PEECTPAIITHOMY MTOCBITYeHH1, 00
crieniaJbHUM 3000B’sI3aHHAM 111010 penaparty Tiomekc, kpem, 10 mMr/t, Hemae.

I1.C.2 Inui gocaigxeHHs y micJasipeecTpaniiHoOMy IUIaHi po3po0Ku
Hemae Takux pocmipkeHb miofo npemnapaty Tiomekc, kpeM, 10 Mr/r, mpoBeieHHS SKuUX OH
BUMArajoch.
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