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Yactuna VI: Pe3rome miiany ynpasjliHHS pU3MKAMHA

Pestome mnany ynpasninHsS pusukamu mojo npenapary JIAIIPOHEKCT, kpamii o4Hi, po3uuH,
50 Mkr/mit, o 2,5 M y ¢uiakoHi-KpanenbHulll, o 1 ¢rakoHy-KpamneiabHHIl y KapTOHHIH KOpoOiii.
Le pe3tome miany ynpasininns pusukamu (ITYP) st mpenapary JlanpoHekcer, kparuti o4Hi, po34uH,
50 Mxr/mi. Y TIVP neramizoBaHo BaKIMBI pu3WKH mofo mpernapaty JlanpoHekcer, kpamti ouHi,
po3uunH, 50 MKI/MJI Ta, OMHMCAHO SIK LI PU3UKU MOXXYTh OyTH MiHIMI30BaHi 1 SIK MOXXHa OTPHUMATH
Oinpiie iHGOpMAIi MOAO PHU3MKIB Ta HEBU3HAYCHUX (akTopiB (BiACYTHS iHOpMaris) s
npenapaty JlanpoHekcT, kpamii o4Hi, po3unH, 50 MKI/MII.

Kopotka xapakrepuctuka Jikapcbkoro 3aco0y JlampoHekct, kparum o4Hi, po3uuH, 50 MKr/mi
(KXJI3) ta [HCcTpyKIIist 47151 MEAUYHOTO 3aCTOCYBaHH IpenapaTy HaJaloTh OCHOBHY iH(OpMaIIito Juis
CIEIIAJIICTIB Y Traidy3l OXOPOHH 37I0pOB’S Ta MAIlIEHTIB MI0JI0 TOTO, K CJIiJT 3aCTOCOBYBATH Mperapar
JlanpoHexkcT, kparuti ouHi, po3uuH, 50 MKr/MII.

Baxxnusi HOBI (hakTOopu HeOe3nekn abo 3MIHU 0 TOTOYHOI Bepcii OyayTh BKIIOUYEHI 10 OHOBJICHOTO
ITYP nns npenapary JlanpoHeker, kparuti ouHi, po3unH, 50 MKI/miL.

I. Jlikapcbkuii 3aci0 Ta 7151 YOT0 BiH 3aCTOCOBYEThCS

JlanpoHexkcT, kpamuti o4Hi, po34yuH, 50 MKI/MII, 3aCTOCOBYIOTH [UIS 3HMKEHHS IIiJIBUIICHOTO
BHYTPIITHPOOYHOTO THUCKY Yy TAIEHTIB 3 BIAKPUTOKYTOBOIO TJAyKOMOIO Ta MIABUIICHUM
BHYTPIIIHBOOYHUM THCKOM.

3HWKEHHS TIIBUIIEHOTO BHYTPINIHHOOYHOTO THCKY Y TAIlI€EHTIB IUTSYOTO BIKY 3 IiIBUIIECHUM
BHYTPIIIHFOOYHUM THCKOM Ta JAUTAYOIO TIIAYKOMOIO.

I1. Pu3uku, moB’si3aHi 3 JiKapcbKUM 3aC000M Ta 3aX0AM LIOA0 MiHiMizamii um
MOJAAJIbIIOI IeTadi3auii pU3UKIB

Baxxnusi pusuku oo npenapary JlanmpoHexkcr, kparmti ouHi, po34uH, SO MKT/MII, pa3oM 13 3aX0/1aMu
10710 MiHIMIi3allii TaKuX PHU3UKIB Ta 3aMPONOHOBAHUMHU TOCHIIKEHHSIMHU JUIsI OUTBII JAETaTbHOTO
BHUBYCHHS pU3UKiB npenapary JlanpoHekct, kparmii ouHi, po3uuH, SO MKI/MJI, BUKJIAJIEHO HIDKYE.
3axo/u 3 MiHIMI3allii pU3MKiB, BU3HAYCHI JUIS JTIKAPChKUX 3aC00iB, MOXKYTh BKJIIOUATH:

e CremianbHy 1HGOpPMAaIlilo, TaKy SIK TIOMEPEIKEHHS, 3aCTEPSKCHHS Ta PEKOMEHMAIlli o0
MPABUIILHOTO 3aCTOCYBaHHs, B [HCTpyKIIii 1715 MeaundHOTO 3acTocyBanHs Ta KXJI3, mpuzHadeHuX J1st
MAIi€HTIB Ta CICIIATICTIB Y TaTy31 OXOPOHH 3JI0POB’s;

e BaxnuBa iH(opMartisi Ha yrmakoBIi JJiIKapchbKoro 3aco0y;

e Jlo3BoneHU# po3Mip YIAaKOBKH — KUIBKICTh JIIKAPCHKOTO 3ac00y B yIakoBIll 0OpaHa TaKUM YHHOM,
abu 3a0e3neynTH MPaBUIIbHE 3aCTOCYBAaHHS IIpenapary;

e Kareropis BiAmycky JKapchbKOTo 3aco0y — METOJ OTPUMAaHHS JIKapChKOTo 3aco0y MaIli€HTOM
(ToOTo0, 3 200 6€3 perenTy), IKUil MOYKe MIHIMI3yBaTH OB’ s3aH1 3 HUM PU3HKH.

Bci pa3oM 11i 3aX0/11 CTaHOBIATH PYTUHHI 3aX0/IU 3 MiHIMi3allii pU3HKIB.

Ha nonmarok 10 mux 3aXoiB MOCTIHHO 30MPAETHCS Ta PETYISIPHO aHAI3Y€EThCS 1H(POPMAITisS TIPO
noOivHi peakuii, Bkiovyaroun omiHKy PSUR (perynsipHO OHOBIIOBAaHOTO 3BITY 3 Oe€3MeKkH) Ta
JISIIBHICTD 3 BUSIBJICHHSI CUTHAJIIB 3 O€3MeKH JIiKapchKoro 3acoly, abu, 3a moTpeOu, MoxkHa Oyio
3acTocyBaTy HeraiHi 3axonu. Lli 3axou € pyTHHHOIO AISUTBHICTIO 3 (papMaKOHATsy.

II.A Cniicok Ba:KJIMBMX PU3HKIB Ta BiACYTHBHOI iHpopmanii



Baxnusi pusuku s npenapaty JlanpoHekcr, kparum ouHi, po3uuH, 50 MKI/MII — 1€ pU3HKH, SKI
noTpeOyIOTh CIENialbHOI AiSUTBHOCTI 3 YIPaBIiHHS HUMHU JUIS TOJANBIIOTO JOCTIKEHHS a0o
MiHIMi3aIlii pU3uKy, abu e JiKapchKuii 3acid 0ysio 6€3MmeYHo 3aCTOCOBYBATH.

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

InentudikoBani pusuku — 11e paxTopu HEOE3NMEKH, 010 AKUX ICHYIOTh JOCTAaTHI CBIIUYCHHS 3B’ A3KY
13 BUKOpucTaHHAM npenapaty JlanpoHekct, kpamii o4Hi, po3uuH, 50 MKI/MIL.

[ToTenmiriHi pu3uku — 1e (akTopu HEOE3NEKH, MO0 SIKUX 3B S30K 3 BUKOPUCTAHHSM I[HOTO
JIKapChKOTO 3aC00Y MOXIIUBHIA, BUXO/SIUY 3 HASBHUX JAHUX, aJie TAKUH 3B'S30K I1I€ HE BCTAHOBIICHUI
1 morpebye momanbmioi oIiHkKU. BiacyTHs iHdopmariis crocyerbes iH(opmariii momo Oe3mexu
JTIKapChKOTro 3aco0y, sika Ha JaHWH MOMEHT BiJACYTHS 1 Mae OyTtu 3i0paHa (HampUKIaa, 100
JIOBFOCTPOKOBOT'O 3aCTOCYBaHHS TIpenapary).

Baxusi i1eHTH(IKOBaHI PU3HKH - T'imepemist KOH IOHKTHBH

- 3MiHHM y BisSIX Ta MYIIKOBOMY BOJIOCCI TIOBIK
- Ilepiop6iTanpHi 3MiHH KOJIBOPY LIKIPH

- T'imepmirmenrauisi paiiy>kH0T 000JIOHKH

- T'epnernunnii kepatur

BaxinBi noTeHLIHHI pU3UKH - Kicro3uuit makynsapauii HaOpsik
- 3arocTpeHHs OpOHXiaTbHOI aCTMHU

BincyTths iHdopmartis - JloBrocTpokoBa  0Oe3meka  3acCTOCYBaHHS Y|
neAlaTpUYHIN MOmyIsii

- OyHa MEepEeHOCHUMICTh Y TIeIaTPUIHIN MOy

- OOwMmexeHl maHl IIOO B3aEMOAIN 3 I1HIIAMHA
JKapChbKUMHU 3aC00aMHU y JIOPOCIIUX Ta JITeH

- 3actocyBaHHs TiJ] Yac BariTHOCTI Ta y Tepioj
TOTyBaHHSI TPYIJIIO

I1.B Pe3romMe BasKJIMBHUX PU3HKIB
[adopmaris 3 6e3nexn y 3anmponoHoBaHii iHdopmMarlii mpo JikapchKuii 3acid Bignmorigae iHbopmariii
pedepeHTHOTO JTIKapChKOTo 3ac00y.

I1.C IlicnspeecTpauiiiHuii J1aH po3podKu

II.C.1 [dochaimxeHHsi, TNpPOBeJeHHH fIKMX € YMOBOK, BH3HAYEHOW Yy
peecTpaniifHOMy MOCBiTYeHHI

JlocnikeHb, MPOBEICHHS IKUX € YMOBOIO, BU3HAYEHOIO Y peeCTpaliifHOMY IOCBiAYEHH], 260
CrieliaJbHUM 3000B’s3aHHsAM ImoAo0 mpernapaty JlampoHekcr, kparun ouHi, po3dyuH, 50 MKr/mi,
HEMae.

I1.C.2 Inui gocaigxeHHs y micJasipeecTpaiiHoMy IUIaHi po3po0Ku
Hemae Takux pocmijpkeHp monao mnpemnapary JlampoHekcer, kparumi ouni, po3uuH, 50 MKr/mi,
HPOBEJICHHS SIKMX OM BUMarayioch.
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