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Pe3rome muany ynpasiainasa pusukamu s 3UPOMMH TtabiieTku, BKPHUTI IUIIBKOBOIO
000J10HKO010, 500 Mr (a3UTPOMILIMH)

Ile pestome turany ympasiinHs pusukamu (IIYP) mns mikapeskoro 3acoOy (JI3) 3MPOMUWH
Ta0JICTKH, BKPHTI IUTIBKOBOIO oOonoHKOI0, 500 mr. ITYP Hamae nmeranpHy iH(OpMAIliio 1010
BakuBuX pu3ukiB JI3 3MPOMMUMH TtabneTku, BKPUTI TUTIBKOBOIO 000J10HKOI0, 500 MT, K 111 pU3UKH
MOXKHa MiHIMI3yBaTH Ta SK OyAe BIJACTEXKyBaTHCSA NoJaibiia iHpopMalis MOJ0 PH3HUKIB Ta
HeBU3HAueHUX naHux (BiacyTHs iHpopmanis) JI3 3MPOMUH Ttabnerku, BKpUTI IUTIBKOBOIO
000y10HKO10, 500 MT.

st JI3 3MPOMUH Tabnerku, BKPUTI TUTIBKOBOO 000JI0HKOI0, SO0 MT, HasiBHA KOPOTKA XapaKTEPUCTHKA
nperapaty (KXII) Ta iHCTpYKITist o715l MEMYHOTO 3aCTOCYBAHHS, 110 HA/IAIOTh MEAWYHUM TIpaIliBHIKAM Ta
TnalieHTaM OCHOBHY iH(opmaltito sik ciig 3actocoByBatu JI3 3MPOMMH TabneTku, BKpUTI IJTIBKOBOIO

00050HKO!0, 500 M.

|. Jlikapcbkuii 3aci0 Ta ioro npu3HaYeHHs
JI3 BUPOMHUH Tabnerku, BKpUTI TUIIBKOBOK 000JI0HKOIO, 500 Mr, MICTUTH Ait04y PEYOBHHY
a3UTPOMILIMH Ta IPU3HAYEHUH IS IEPOPATIBHOTIO 3aCTOCYBAHHS.
Jlikapcekuii 3aci0 mpU3HAYeHUH [UIS JTIKYBaHHS TaKUX 1H(EKUIH, COpHUYMHEHUX OJHUM ab0 KUIbKOMa
YyTIIMBUMHU MIKPOOPTaHi3MaMu:

e OpOHXIT;

e HerocmiTaabHa MHEBMOHIS,

® CHUHYCHT;

e  (bapuHTIT/TOH3WIIT;

®  cepejHill OTHUT;

e iH(]eKIi MKipy Ta M’ SIKUX TKAHUH;

e HeyckiIagHeHi TeHiTanbHi iHQekuii, cnpuumHeni Chlamydia trachomatis ta Neisseria

gonorrhoeae.

1. Pu3sukm, acouiiioBaHi 3 JikapcbKUM 3ac000M Ta 3axoAu 3 MiHiMi3anii ado moaajabuoi
XapaTepucTHKH PU3HKIB

Baxmusi pusuku JI3 3UPOMMUH Tabnerku, BKpHUTI IJIIBKOBOKO 000sI0HKOI, 500 MT, pa3om i3
3ax0J[aMu JJI MiHIMI3aIlii TAKUX PU3HKIB Ta IPOIIOHOBAH1 JOCIIIKEHHS IS TOJATBIIIOT0O BUBYCHHS

pusukis JI3 3SUPOMMH TabneTku, BKPUTI IUTIBKOBOIO 000J0HKOI0, 500 MT, IpeICTaBICHO HIKYE.
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3axomamMu 3 MiHIMI3aIlll pU3UKIB, BUSABJICHHUX IS JIIKAPCHKOTO 3aC00Y, MOXKYTh OyTH:

e creuiajgbHa iHQOpPMAILIis, TaKa K 3aCTEPEKEHHS, 3a11001XKH1 3aX01 Ta MOPAIU 3 TPABUIBHOTO
3aCTOCYBaHHS B IHCTPYKIi It meaumdHoro 3actocyBanHs Ta KXII mis marieHTiB Ta
MEIUYHUX MPAIIBHUKIB;

® BAXJIMBI TOPAJIM HA YIAKOBIII JIKAPCHKOTO 3aC00Y;

® 3aTBEp/UKCHUI PO3MIpY MAKyBaHHS — KUIBKICTh JIKapChKOTO 3aC00y PO3PaXxOBYETHCS TAKHM
YUHOM, 1100 rapaHTyBaTH MPAaBHIbHE 3aCTOCYBaHHS JIIKAPCHKOTO 3aco0y;

® YMOBH BIJNYCKY JIIKAPCHKOTO 3aco0y — SK MaIli€eHT MOXKE OTpPUMAaTH JIKapChbKUH 3acid
(3a perrentom abo 6e3 perenty).

Pa3oM 111 3aX011 CTAHOBIISTH PYMUHHI 3AX00U MIHIMI3aYil pU3UKIE.

Kpim 1iux 3axo/iB, 311HCHIOETbCS MTOCTIMHUI MOHITOPUHT Ta aHai3 iHpopmaii npo nodiuHi peaxii,
BKJIFOYAIOYN OIIHKY PEryJspHO OHOBIIIOBAHMX 3BITIB 3 OE3IMEKH, I BIPOBAKCHHS HETaWHUX
3aXO0IiB y pa3i HEOOX1HOCTI.

i 3ax0/11 CTAaHOBISITH PYMUHHI 3aX00U 3 (PAPMAKOHANIADY.

VY pa3i HasgBHOCTI HEBU3HAYEHHMX JAHWX, [0 MOXYTb BIUIMHYTH Ha O€3lEYHe 3acTOCYBaHHS
JI3 3MPOMMWH Tabnetku, BKpUTI TUTIBKOBOIO 000510HKOF0, S00 MT, TX TIpeacTaBieHo Huk4e y «BincyTHs

iHbOpMaITis.

I1.A Ilepesik Bax/JIMBUX PU3HKIB Ta BiACYTHBOI iH(popmanii

Baxnusi puzuku JI3 3SMPOMMH Tabnetku, BKPUTI IITIBKOBOIO 000JI0HKOI0, 500 MT — 11€ pU3HKH, 1110
MOTpeOyIOTh CHEIlialbHUX 3aXOJIB 3 YIPaBIiHHS PU3UKAMH JUIsI TIOJAJBIIOTO JOCIIKEHHS a00
MiHIMi3aIil pU3UKIiB, MO0 JIKAPChKUMA 3aci0 MOXHA OyJIO «IIpU3HAYATH» Ta «IIPUUMATHY OE3MEUHO.
BaxuBi pu3nku MOXXyTh OyTH BUSBICHUMH a00 OTEHUIHHUME. BUsiBeH1 pu3uku — npobiaemu, s
SKHX ICHY€E JJOCTaTHE MiATBEPHKEHHS 1X B3aeM03B’ 3Ky 3 3actocyBaHHsM JI3 3SUPOMUH Ttabnerku,
BKPHTI TUTIBKOBOIO 000510HKO0, 500 Mr. [ToTeHmiiH1 pu3uKH — 11e MpoOIeMH, ISl SIKUX MOYKJIUBICTh
B3a€EMO3B’A3KY 13 3aCTOCYBaHHSAM IIbOTO JIIKAPCHKOTO 3ac00y MIiATBEP/KEHO Ha OCHOBI HAasBHUX
JIaHUX, aJle OCTATOYHO III€ HE BCTAHOBIIEHO Ta MOTPEOYE MOJANBIIOT OLIHKH.

Jlo BizncyTHBOI iHpOpMaLii HaNeXUTh iH(OpMaIlis 00 Oe3MeKH JIKapChKOro 3acoly, sikoi Hapasi

HEMae, Ta Ky I1e He0OX1THO BIJCTEKUTH (HAPUKIIAJI, TPUBAJIC 3aCTOCYBAHHSI JIIKAPCHKOTO 3aC00Y).
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Ta6mums. [lepenik BaXJIMBUX PU3HKIB Ta BIICYTHBOI iH(OpMartii

Bastcnuei eunagneni puzuku Bincyrai

Bastcnuei nomenuyiiini pusuku Bincyrai

Baswcnuea siocymus ingpopmayin | Bincytai

1.6 Pe3ioMe BaskIMBUX PU3HKIB
Jani oo 6e3meku, mpeacTaBieH B iHGopMarlii mpo JikapchKuil 3aci0, y3ropkeHi 3 peepeHTHUM

MIPENapaToM.

11.C Ilnan nmicasipeecTpauiifHuX 10c/iaKeHb e(DeKTUBHOCTI
11.B.1 /locnioxycenns, aKi € ymMo8ow peecCmpauiiiHo20 noceio4eHH
s JI3 3UPOMUH Ttabnetku, BKPUTI TUTIBKOBOIO 0007I0HKOI0, 500 M, HE BUMAara€eThCsl TOCTIIKEHb,

K1 € YMOBOIO PEECTPALIIITHOTO MOCBIAYEHHS a00 CTaHOBJIATH crielu}iuHi 30008’ I3aHHS.

11.B.2 Inwi 0ocnioxcenna naany nicaapeecmpauiiiHux 00Caio0MHcensb eqreKmueHocmi

s JI3 3MPOMMJH TabneTku, BKpUTI ITIBKOBOIO 000710HKOI0, SO0 MT, HE 3aIIaHOBAaHO MPOBEACHHS

HicIApeecTpaifHuX JT0CITiKEHb €()EeKTUBHOCTI.
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