Ckian

Oito4a peyoBuHa: MipucTanKoHiio xnopup (myristalkonium choride);
1 TabneTKa BariHajbHA MICTUTh MipHUCTaNIKOHIO xnmopuny 20 Mmr;

OONOMIJICHI peyosuHU: HaTpPilo TimpoKapOoHAaT; KMCI0Ta TUMOHHa 0€3BOOHA;
KPEeMHiI0 MioKCcHO KOJIOIDHUM BOOHUM; 11eJ1I0JI03a MiKPOKPHUCTAaIiyHa; MarHiio
cTeaparT; JIaKTo3a, MOHoriapart; nomietunenriikonb 6000 (makporon 6000).

JIikapcbKa ¢opMma

TabneTku BariHambHi.

OCHOBHI (pi3uKo-XiMiuHIi 81acMuBoCcmi: KPyTJIi mnocKi TabneTku 6iy1oro
KOJIbOPY 3 HEBEJIUKUM OTBOPOM Yy LIEHTPI.

®apMakKoTepalneBTHUYHA Irpymna

KoHTpauenTtusu [jist MiCIIEBOIr0O 3aCTOCYBaHH. I[HTpaBariHaiabpHi

KOHTpPalEeIITuBHU.

Kom ATX GO2B B.

®dapMaKo/JI0riuyHi BJIaCTUBOCTI

dapmakoOuHaAMiKa.
MipucTasKOHIiIO XJIOPUL Ma€ BJIaCTUBOCTI 1 CIIepMilUay, 1 aHTUCEIITUKA.

AKTHBHa pe4yOBHUHA CIPUUYMHSE PO3PUB MeMOpaHU CliepMaTo3011a.
HecTpykuis ciepMaTo30ifa BifOyBa€eThCA y OBi CTafil: CIOYATKy PYUHYETHCS
OXKTYTHUK, a II0TIM - TOJIiBKa.



EdekTuBHICTE 3ac00y Bapito€ 3ayie3KHO Bif TOT0, HACKiIbKHN YiTKO
BUKOHYIOTHCS IHCTPYKIIil OO0 3aCTOCYBaHHS.

He BrinmuBa€e Ha canpodiTHy Mikpodopy (30epiratoTbCs Maaudku
HonmepneriHa).

Ockinbku PapMaTeKC He € TOPMOHAJIBHUM IIpenapaToM, MOro 3aCTOCYBaHHA
He BIIJINBA€ Ha MEHCTPYaJIbHUM IIUKIJI, 1i0imo, GepTUIbHIiCTS.

ExcriepuMeHTaIbHUMU OOCIIIXKEHHSAMN BCTAHOBJIEHA aHTUCENITUYHA
AKTUBHICTh MIPUCTAJIKOHIIO XJIOPUOY:

e ;in vitro mpernapaT OPOSBJIS€ aKTUBHICTD IIOA0 30yAHUKIB iH(MEKIIiH, 1110
IiepenarThCs CTaTEBUM LIIAX0M, 30KpeMa: Neisseria gonorrhoeae,
Chlamydia spp., Herpes simplex tTuny 2, BIJI, Trichomonas vaginalis,
Staphylococcus aureus. IIpoTe 3acib HeakTUBHUM I1ogo0 Mycoplasma
Spp. 1 Ma€e HU3bKY aKTUBHICTb 1040 Gardnerella vaginalis, Candida
albicans, Haemophilus ducreyi tTa Treponema pallidum;

e OKpe€eMi JaHi in vivo cBif4aTh PO MOXKJIMBY €(EeKTUBHICTD Y
IpodimakTUlll JeIKNX 3aXBOPIOBaHb, 1110 IepegaloThCs CTaTEBUM
IIIJISIXOM, aJjie IPSIMHUX JOoKa3iB ITi€el MPo@diIakKTUYHOL il HeEMaE.

dapMakoKiHemuKa.
MipucTanKoHiI0 XJIOPUI ITPAKTUYHO HE BCMOKTYETHCS CIIM30BOI0 000JIOHKOIO

IIIXBU.

IToxa3aHHSA

MicueBa KOHTpAaLlEeIIii.

dapMmaTeKkcC - MiClleBUM KOHTPALEeNnTUuB (cnepMilu) Ojisi 3anobiraHHsa
BariTHOCTI, SIKUM, SIK 1 iHIIII MEeTOAM KOHTPAIIEeIllil, He BUKJIIOYaE€ 11 ITIOBHICTIO.
EdeKTUBHICTh CIEpMILIUAY 3a/IeKUTh Bi JOTPUMAaHHS iHCTPYKIIl OI4
MeOUYHOI'0 3acToCcyBaHHs. PapMaTeKC MOXXHa 3aCTOCOBYBATU K OKPEMO,
TaK i pa3oM 3 iHIIMMH 3aco0aMu [OJisi TOCHUJIEHHS KOHTPAIleIITUBHOIL Mil.



Lleit MeTOn KOHTpALIEILil ITPU3HaYEeHUH [JI BCiX XKIiHOK PENPOOYKTUBHOIO
BiKy. OCco0/IMBO OOLINBHO 3acTOCOBYyBaTU ®apMaTeKC:

e y pa3i HasgBHOCTI TUMYaCOBUX ab0 IMOCTIMHUX IIPOTUIIOKA3aHb [0
3aCTOCYBaHHS MepopabHUX KOHTPAIENTHUBIB a00 BHYTPIIIHBOMATKOBOT O
3aco0y (BHYTPIiIIHbOMATKOBA CITipaslb);

e IIICJIA IIOJIOTIB, Y IEePiOA rogyBaHHA I'PYAOI0, Y IIEPiof IpeMeHoIlay3Hy;

e V pa3i HeOOXigHOCTI emi30AMYHOr0 3anobiraHHs BariTHOCTI;

e SIK MOTIOMIizKHMM 3acib Mo ImepopabHOl KOHTPAIEIIlil ¥ pa3i IIPoIycKy
IIpUHoMy TabIeTKHU 4H 11 IpuoMy Mi3Hillle, HiXK noTpidHO (y IIbOMY
BUNaJKy HeOOXimHO DOJaTKOBO 3acTocoByBaTu PapmMaTeKkcC OO KiHIA
MEHCTPYaJIbHOTI'O LTUKIIY);

e SIK JOMOMIiKHUU 3acib rmpu 6ap’epHili KOHTpallemlii (rmixBoBa giadgparma,
IIepPBiKaJIbHUU KOBIIAYOK), IPU 3aCTOCYBaHHI BHYTPIITHbOMATKOBOI1
cripari (0co0IMBO IIPU JOBTOTPUBAIOMY OGHOYACHOMY IIPUUOMI OEeSIKUX
IpernapariB, HalpuKJag HECTEPOIIHUX ITPOTHU3analbHUX 3ac0o0iB).

ITporunnoka3aHHs

Lle nmikapCcbKuM 3acib He CIIif 3aCTOCOBYBATH y Pa3i rinepyyTIUBOCTI OO
MipHCTaIKOHII0 XTopuay abo JOMOMiKHUX PEeYOBUH, BaTiHiTy, BUPA3KU Ta
IMOAPa3HEeHHs CJIN30BO1 OOOJIOHKHU ITiXBU Ta INHUKH MATKH.

B3aemofisi 3 iHIIIMMHY JTiKapCbKHMH 3aCo00aMu

KombiHalril, SKUX CJIil yHUKATH:

+ MeOu4Hi IIpeliapaTu 3 BariHaJILHUM CIIOCOO0OM BBEOEHHMA:

OyIb-sKe iHTpaBariHajbHE JIiKyBaHHS, iIMOBIpHO, iHAKTUBYE CIIEPMaTOLUOHY
[iI0 MiClIeBOIO KOHTpPAlLelITUBAa;

+ MUJIBbHI 3aco0u:




Ilel CIepMilug pyUHYETHCS MUJIbHUMHU 3aco0aMu - HeOOXimHO YHUKATHU OyIOb-
SIKOTO BUKOPUCTAaHHSI MUJILHUX PO3YMHIB, TOMY III0 BOHH, HaBiTh y
MiHIMaJIbHUX KIJIBKOCTSX, PYUHYIOTh aKTUBHY PEYOBUHY.

IocnigzKeHHsI CyMiCHOCTI MixK BariHa/JIbHOIO TaOJIETKOIO Ta JIaTEKCOM,
IIPOBEefEHE 3 PI3HUMM TOPrOBUMHU MapKaMU, He BUSBUJIO XKOOHUX 3MiH
(}izmyHUX XapaKTEepPUCTUK IPOTECTOBAHUX ITPEe3ePBaTHUBIB.

OcCo06/IMBOCTI 1010 3aCTOCYBaHHS

dapmaTekc € eheKTUBHUM 3aCO00M [1JIs1 3ario0iralHs BariTHOCTI 3a YMOBU
1OT0 IPaBUIBHOTO BUKOPUCTAHHSA Mif YaCc KOXKHOI0 CTaTeBOTO akKTy. [IpoTe
1lell MeTOI KOHTpAaLEIIIlil Aelllo MOCTYIMa€EThCs 3a e(peKTUBHICTIO TAaKUM
3acob0aM KOHTpaAIIEIIIil K TOpMOHalibHa KOHTPAIEeIllisi, BHyTPIiIlITHbOMaTKOBa
cripanb, miadparma, HepBiKaJbHUIN KOBIAYOK a00 Ipe3epBaTHUB.
EQeKkTuBHICTE CIEPMILIUAIB 3HUKYETHCS IPU HEJOTPUMaHHI IpaBuil
3aCTOCYBaHHS.

EQeKTuBHICTh KOHTPALIENTUBHOI [il CYTTEBO 3aJI€2KUTh Bill PETEJILHOTO
OOTPUMAHHS IIPaBUJI BUKOPUCTAHHS, TOMY BaXJIMBO YiTKO IIOSICHUTH
TIAlli€HTII, SIK KOPUCTYBaTUCS 3acOO0M Ta IIepeKOHATHUCs B TOMY, IO BOHa
BCe IIpaBUJIbHO 3pO3yMija.

OcobaM, sIKi He MOXYTh 3PO3YMIiTH UM CIPUUHSTU IIPaBUJl 3aCTOCYBaHHS, HE
CIIi BUKOPUCTOBYBATH Iiel 3aci0 KOHTpaIlenIil.

YMoBH, fKi CJIig BUKOHYBaATHU IIPU 3aCTOCyBaHHI PapMaTeKkCy:

e CHCTEMAaTHU4YHO BBOOUTHU TabJIeTKy BariHalbHYy I'IMOOKO y MiXBYy epen
KOXKHUM CTAaTE€BUM aKTOM He3aJIeXKHO Bifl pa3u MEHCTPYyaJIbHOTI' O LIUKILY;

e He BUKOPUCTOBYBATU MUJIO [OJIsI MUTTS CTATEBUX OPTraHiB 3a 2 rOOUHU [0
Ta 2 TOOVHU IIIC/ISA CEKCYy, TOMY 110 MUJIBHA BOAA, HaBiTh y Mi3epHi
KIiJIBKOCTi, pyHHY€E aKTUBHY Pe4OBUHY. [1719 000X mapTHEPiB MOXKJINBE
TiJIbKY 30BHIIIIHE OOMUBAHHS T'eHiTa/lIill YUCTOIO BOMOOIO;

e HeOOXiAHO BiAKJIACTU CHOPUHIIOBAHHS YHUCTOIO BOOOIO SIK MIiHIMyM Ha 2
roguHy, 100 YHUKHYTH PU3UKY BUMHUBAHHS IIpelnapary;



e YVHUKATH IIPUNMaHHS BaHHU, IIJIaBaHHS y BOOoUMi, OacelHi i T. M., TOMy
III0 [Iisl KOHTpallelIThuBa Moxe OyTu nocnabieHa;

e IPUINIMHUTHU 3acTOCyBaHHS PapmaTeKcy IIpu I0sIBi ab0 IMOCUIEHHI
CUMIITOMIB ypaXXeHHs CTaTeBUX OPTraHiB;

e y pa3i miKyBaHHS iHTpaBariHaIbHUMU 3ac00aMU MPUITUHUTHU
3acTtocyBaHHA PapMaTeKCy 00 KiHIlg JIiKyBaHHS. Ha 11eu nepioq
IMOTPiOHO 0OpaTH iHIINY CIIOCI0 KOHTpaLenIil.

ITelt KOHTpaLleNITUBHUM 3aci0 He 3axUIlla€ Bif iHGEKIIiN, 1110 ITepenalThCs
ctateBuM musxoM (ITICII), abo Big Bipycy imyHomedinuty mogunu (BIJI),
III0 CIIPUYUHSIE CUHAPOM HabOyToro imyHomedimuty (CHII).

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHA 2py0010.

KriHiyHI Ta enigeMiosoriyHi JOCIIiAKEeHH He BUSIBUJIU IIOSIBU BaZ PO3BUTKY,
IIOB’sI3aHUX i3 BUMIAJKOBUM 3aCTOCYBAHHSIM IILOTO 3ac00y Ha paHHIX
TepMiHaXxX BariTHOCTI.

IIy>Ke MajieHbKa KiIbKICTh IpelapaTy MOXKe IIOTPaluTy Y MaTEePUHChKE
MOJIOKO 0e3 OyIOb-aKUX MIKiOINBUX HaCIiaKiB. ['omyBaHHS IPyAOI0 MOXKIIMBE.

30amHicmb 8nausamu HA WBUOKICMb pedKuyil npu KepyeaHHi
asmompaHcnopmom abo iHWwuMu MexaHizmamu.

Bynp-KOT0 BILIMBY Ha 34aTHICTh KEPyBaTH aBTOTPaAHCIOPTOM abo
IIpalfoBaTy 3 IHIIMMMK MeXaHi3MaMU He CIIOCTePIrajiocCsk.

Cnoci0 3acTocyBaHHsS Ta J03H

BBoouTu iHTpaBariHajibHO.

3aCcTOCOBYBATH CUCTEMATUYHO Ieped KOXKHUM CTaTEBUM aKTOM He3aJIesKHO
Bif (ha3u MEHCTPYaJIbHOI'O IIUKITY.

3MOUUTH BariHajabHy TabJIeTKy BOOO0. Y MOJIOKEHHI Jieka4yu BBECTH 11
rnu6oKo y mixBy 3a 10 XBUIMH OO CTAaTEBOTO aKTy.



Y pa3i mOBTOPHOT'O CTAaTEBOTO aKTy BBeCTH Iile 1 TaGlIeTKy JOOaTKOBO.
TpuBaicTh KOHTPAIIEIITUBHOI [il - He MeHIlle 3 TOOuH.

Be3nocepenHbO IIiCIIg CTaTEBOIr0 aKTy MOXKJIMBUY TIJIbKU 30BHIIIHIN TyasneT
reHiTasiil YMCcTOo BOOOI0 (BUKI/TIOYAIOYHW MUJIBHI 3ac0o0u).

He xoBTaTu!
Himu.

[Ipennapat ®apMaTeKC He 3aCTOCOBYBaTHU OITSAM.

Ilepeno3yBaHHs

Bunagkis nmepenqo3yBaHHSA HE BUSBJIEHO.

ITo6iuni epexkTHn

3 60Ky penpoO0yKmueHoi cucmemMu mad MO/JA0YHUX 3d/103

PinkicHi (=1/10000 mo <1/1000): cBepOixk, BiguyTTsa nediHHs ab0 MiclieBe
IIOPAa3HEHHS B OOHOT0 abo 000X mapTHEPIB.

3 60Ky iMyHHOI cucmemu

YacToTa HeBifoOMa: aJIepriyHi IpPOsaBH.

TepMiH NpUIATHOCTI

3 POKH.

He 3acTocoByBaTH Ipemnapar [icjisd 3aKiH4YeHHA TEPMIHY IPUOAaTHOCTI,
3a3Ha4YeHOro Ha ynakoBIii!

VYMmoBHu 30epiranHs



He noTpeOye crnenianbHUX YMOB 30epiranusa. 36epiratu y HeOJOCTYIIHOMY OJIs
OiTeu MicCIii.

YnakoBKa

12 TabreToK y NOJIMPOIiJIeHOBiN Ty0i y KapTOHHIiN KOPOOLIi.

KaTeropis Bignycky

be3 pernenra.

BupooHHK

IHHOTEPA IIY3I, ®pauuis/INNOTHERA CHOUZY, France.

Angpeca

22 aBeHIo ApicTig bpinan, 94110 Apken, ®paHIiisi/22 avenue Aristide
Briand, 94110 Arcueil, France.



