IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

®APMATEKC
(PHARMATEX)
Cknao:
0itoua peuosuHdA: MipuCTaIKoHio xmopup (myristalkonium choride);
1 TabGneTka BariHa/mbHa MiCTUThH MipUCTaNIKOHIiIO xnopuny 20 Mr;

0ONoMIdCHI peyosuHU: HATPilo TigpoKapOOHAaT; KUCJIOTA JIMMOHHA 0e3BOMHA; KPEMHII0 JiOKCHUL
KOJIOIMHUY BOIHUY; I1EJII0/I03a MiKPOKPUCTAJliuHa; MarHilo cTeaparT; TaKTo3a, MOHOTIIpaT;
nomietunenrnikoab 6000 (makporon 6000).

JlikapcbKa (popma. TabneTKu BariHalbHi.

OcHOBHI (hi3uk0-XiMiuHi 81aCMUBOCMI: Kpyrii maocki TabiaeTKu 6iT0ro KOIb0py 3 HEBEIUKUM
OTBOPOM Y LI€HTPI.

®dapMakoTepaneBTHUYHA IpyIa.
KoHTpauenTtusu a1 MiCLieBOro 3aCTOCyBaHHA. [HTpaBariHasibHi KOHTPALeIITUBH.

Kom ATX G02B B.

dapmakonoeiuHi e1acmueocmi.
®apmakoduHamika.
MipucTankoHii0 XJIOPUT Ma€ BJIaCTUBOCTI i ClIepMiliuAy, i aHTUCEIITUKA.

AKTUBHa Pe4YOBMHA CIIPUYMHSIE PO3PUB MeMOpaHu cliepMaTo30ifa. [lecTpyKiis crepMaTo3oifa
BimOyBaeThCs y OBi CTafii: ClIoYaTKy PYMHYETHCS OKTYTHK, @ IIOTIM - T'OJIiBKa.

EdekTuBHicTh 3aco0y Bapitoe 3ayiexKHO Bifi TOr0, HACKiJIbKU YiTKO BUKOHYIOTHCS iHCTPYKIIii 1100
3aCTOCyBaHHS.

He BnnuBae Ha canpoditHy Mikpodnopy (36epirarotbcs nanuyku [logeprieina).

Ockinbku ®apMaTeKkC He € TOPMOHaIbBHUM IIpPernapaToM, HOTO 3aCTOCYBaHHS He BIJIMBA€E Ha
MEHCTPYaJIbHUM 1UKJI, 1i6igo, GepTUIbHICTS.



EKcIeprMeHTaIbHUMHU JOCTIiIXKeHHSIME BCTAaHOB/IEHA aHTHCENITUYHA aKTUBHICTh MipHCTAIKOHIIO
XTIOPUAY:

in vitro nmpemnapaT IPOSIB/ISi€ aKTUBHICTD 110710 30YAHUKIB iHGEKIIiH, 1110 TepegalnThCsa CTaTEBUM
mnsxoM, 3okpema: Neisseria gonorrhoeae, Chlamydia spp., Herpes simplex tumny 2, BIJI,
Trichomonas vaginalis, Staphylococcus aureus. [Ipote 3acib HeakTuBHUM 000 Mycoplasma spp. i
Ma€ HU3bKY akTuBHICTE mono Gardnerella vaginalis, Candida albicans, Haemophilus ducreyi Ta
Treponema pallidum;

OKpeMi fiaHi in vivo CBif4aTh PO MOXKINBY e()EeKTUBHICTh ¥ MPODiTaKTUIll AEIKUX
3aXBOPIOBAHbD, ITI0 NEPeHalTLCSI CTAaTEBUM IIJITXOM, ajie IPSIMHUX JO0Ka3iB ITi€l
npodinakTUYHOI fil HeMae.

dapmaxkoKiHemuxka.

MipHCcTanKOHi0 XJI0pU TPAKTHYHO HE BCMOKTYETHCST CIIM30BOI0 000JIOHKOIO ITiXBH.

KriniyHi xapaKTepHCTHKH.
Iloka3zauusa.
MicneBa KOHTPALEMITis.

dapmaTekc - MiclieBUHM KOHTPAIEITHBR (CIepMiliuf) s 3anobiraHHs BariTHOCTI, IKKH, 5K i
iHIITI MeTOOM KOHTpAaLeIIlil, He BUK/II0YaE 11 OBHICTI0. EQEeKTUBHICTE CIIepMilluay 3aneXKuTh
Bifl MOTpUMaHHS IHCTPYKIIii O MEIUYHOTO 3aCTOCYyBaHHSI. ®PapMaTeKC MOXKHA 3aCTOCOBYBATH
SIK OKpEeMO, TaK i pa3oM 3 iHmuMH 3acobaMu I MOCHIICHHS KOHTPALEITUBHOI [ii.

Lle#t MmeTOx KOHTpALENLil TpU3HaueHuN g BCiX XKIiHOK PeNpORyKTUBHOTO BiKy. OcOO/IMBO [OLITEHO
3acTtocoByBaTu apmaTekc:

y pasi HasIBHOCTi TUMYacoBUX ab0 MOCTIMHUX MPOTUIIOKA3aHb 10 3aCTOCYBAHHS IIEPOPATBHUX
KOHTPAIENTHUBIB a00 BHYTPIIIHLOMATKOBOTO 3ac00y (BHYTPIllTHROMATKOBA CITipaib);

IIiCJid IIOJIOTIB, y IIepiof rogyBaHHA IPYAAL0, YV IIepiof IpeMeHonays3y;

y pa3i HeoOxigHOCTI emi3oguYHOro 3anobiraHHs BariTHOCTI;

SIK MOTIOMiKHUY 3acib o mepopasbHOl KOHTpALeNIlil y pa3i mponycKy mpuiiomMy TabaeTky uu ii
IpuRoMy mi3Hilne, HiXK MOTPi6HO (Y IIbOMY BUIIAAKY HEOOXiIHO MOOaTKOBO 3aCTOCOBYBaTH ®apMaTeKc
0 KiHIISI MEHCTPYaIbHOTO IUKITY);

SIK ONTOMIiXKHUM 3acib mpu 6ap’epHil KoHTpamnemnii (mixpoBa giagparma, 1epBikKaabHUM KOBIIAYO0K),

IIPY 3aCTOCYyBaHHI BHYTPIIIHHOMATKOBOI CIipasi (0co0M1BO MIpX OOBTOTPUBAJIOMY OTHOYACHOMY
IpUKOMi IesSIKUX NpenapaTiB, HallpyUKyag HeCTEPOIJHUX NIPOTH3anaabHUX 3ac00iB).

IIpomunoka3aHHA.

Lle#t mikapchKu# 3acib He CIIif 3aCTOCOBYBATH y pa3i rinep4yTaUBOCTI A0 MipHUCTaIKOHIIO XJIOPULY



abo JIOHOMi}KHI/IX PEYOBHH, Bal"iHiTy, BHPA3KH Ta IIOAPA3HEHHSA CIIM30BOI 000JIOHKY ITiXBM Ta IMHUKU
MaTKH.

B3aemodisn 3 inwumu nikapcoKumu 3acobamu ma iHwi eudu e3aemodiii.

KowmbiHarii, SKux CjIifi yHUKaTH:

MeIWYHi IpenapaTy 3 BariHaaTbHUM CII0COO0M BBEIEHHS:

Oynb-gKe iHTpaBariHalbHe JTiKyBaHHS, iIMOBIpHO, iHAKTUBYE CIIePMaTOLUMAHY [il0 MiCIIeBOTO
KOHTpaIleNTHBa;

MUJILHI 3ac00u:

el cepMiluy PyRHY€ETbCS MUIBHUMU 3ac00aMy - HEOOXiIHO YHUKATH OyOb-KOTO BUKOPUCTAHHS
MUJIBHUX PO3YUHIB, TOMY L0 BOHU, HABiTh Y MiHIMa/lIbHUX KiJIbKOCTAX, PyHHYIOTh aKTUBHY PEYOBUHY.

HocnigXeHHsST CYyMiCHOCTi Mi BaTiHa/lbHOIO TabJIETKOIO Ta JTATEKCOM, NTPOBefieHe 3 PiSHUMU
TOPTOBUMU MapKaMy, He BUSIBUJIO KOTHUX 3MiH (i3WYHUX XapaKTePUCTUK IPOTECTOBAaHUX
[Ipe3epBaTHUBIB.

Oco06.1ueocmi 3acmocyeaHHs1.

dapmatekc € epeKTUBHUM 3ac000M [151 3am00iraHHs BaTiTHOCTi 3a YMOBU HOTO IIPaBUIIBHOTO
BMKOPHUCTAHHS IIiJl 4aC KOKHOI'0 CTaTeBOro akTy. [IpoTe 1eif MeTOn KOHTpaLeNIil Aem[o
TIOCTYIIAETHCSA 3a ePEeKTUBHICTIO TaKUM 3acob6aM KOHTpaleNIlil K ropMOHaJibHa KOHTpaLenIlis,
BHYTPIIITHbOMATKOBA CITipanb, Aiadparma, IepBikanbHUM KOBITAY0OK a00 nmpe3epBaTuB. EGQeKTUBHICTD
CIIEPMIIUIB 3HUXKYETHCSA IIPU HEJOTPUMAaHHI IIPaBUJT 3aCTOCYBaHHS.

EdekTuBHICTh KOHTPALIETITUBHOI [Iii CYTTEBO 3a/Ie3KUTh Bifl PETENILHOTO JOTPUMAaHHS ITPABUIT
BUKOPUCTAHHS, TOMY BaXKJIMBO YiTKO IOSCHUTH TAIliEHTIi, SK KOPUCTYBATUCS 3aco60M Ta
IIepEKOHATHCS B TOMY, 1[0 BOHA BCE IIPABUJIbHO 3PO3yMifa.

Oco6aM, sKi He MOXKYTb 3PO3yMiTH YU CIPUUHSATH ITPABUII 3aCTOCYBAHHS, HE CJIil BUKOPHUCTOBYBATH
e 3aci6 KoHTparemii.

YMoOBH, fKi CITif BAKOHYBaTH IIPU 3aCcTOCyBaHHI PapMaTekcy:

. CHCTeMaTHYHO BBOOUTH TabGJIETKY BariHaIbHY TITHOOKO Yy HiXBY Iepe KOKHUM CTaTeBUM
aKTOM He3aJIeXKHO Bif a3y MEHCTPYAJbHOTO LHUKITY;

. He BUKOPHUCTOBYBATU MUJIO AJII MUTTS CTaTeBUX OPraHiB 3a 2 TOOUHU [0 Ta 2 TOOUHU IiCNA
CEKCY, TOMY 11J0 MUJIbHA BOJa, HaBiTh y Mi3epHill KiTbKOCTI, pyiHy€ aKTUBHY pedoBuHy. [j1s1 000X
IIapTHEPiB MOXKJIMBE TiTbKK 30BHIIIHE 0OMHUBAHHS T'eHiTaIill YHCTOI BOIOIO;

. HeoOXiIHO BiIKIaCTU CIPUHIIOBAHHS YXUCTOIO BOMOIO SIK MiHIMyM Ha 2 TOOUHY, 11100 YHUKHYTHU
PU3UKYy BUMHUBAHHS [Ipenapary;

. VHUKATH IPUYMaHHS BaHHHY, TJIaBaHHS Y BOHOMMi, 6aceiHi i T. 1., TOMY IO Aist
KOHTpallenThBa Moxe OyTu mocnabieHa;



. IMIPUTIMHUTY 3aCTOCYBaHHS PapMaTeKCy Ipu MosBi ab0 IOCUIeHHI CUMIITOMIB ypaKeHHS
CTaTeBUX OPraHiB;

. y pasi NiKyBaHHS iHTpaBariHaJbHUMU 3ac00aMy IPUIUHUATU 3aCTOCyBaHHA ®apMaTekCy [0
Kinug nikyBanHs. Ha et nepioq notpi6Ho obpatu iHImmit croci6 KoHTpalentil.

Le¥t KOHTpalLENTHBHUY 3aci0 He 3axXuIla€E Bix iH(EKIIiH, 110 MepefaloThCs CTAaTEBUM IIISTXOM
(ITICII), abo Big Bipycy imyHomedituty momgunu (BIJI), 1m0 cipuyYuHSI€ CUHAPOM Ha0yTOTO
imynomedinuty (CHI).

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHA 2py00i0.

KriniyHi Ta enifgeMiosioriyHi JOCTiAXKEeHHS He BUSBUIIU II0SIBU Bal PO3BUTKY, II0B’I3aHUX i3
BUIIQIKOBUM 3aCTOCYBaHHSM LIbOTO 3ac00y Ha paHHIX TepMiHaX BariTHOCTI.

Iyxe ManeHbKa KiJIbKiCTb IIpeliapaTy MOxKe IOTPAUTH Y MaTepPUHChKE MOJIOKO 6e3 Oymb-sIKuX
IIKIiJIMBUX HACIiKIB. ['ofyBaHHS IPYAL0 MOXKIIUBE.

30amuicmb enausamu Ha weudkKicmb peakuii npu KkepysaHHi asmompaHcnopmom abo
[HWUMU MexaHi3mamu.

Bymp-sIKOTO BIIJTMBY Ha 30ATHICTh KEPYBATH aBTOTPAHCIIOPTOM a00 IIpalioBaTH 3 iHITMMHI
MexaHi3MaMM He CIIOCTEePiramocs.

Cnoci6 3acmocyeaHHss ma do3u.
BBopguTH iHTpaBariHambHO.

3aCTOCOBYBATH CUCTEMATHUYHO Iepe KOXKHUM CTaTEBUM aKTOM He3alleXkHO Bif (ha3u
MEHCTPYaJIbHOT'O LIUKIIY.

3MOYNTH BariHalbHY TabIeTKy BOLOI0. Y TIOJI0XKEHH] JleXKayu BBECTH il ITUO0KO Y IMiXBY 3a 10
XBUJIMH [I0 CTATEBOT0 aKTYy.

Y pa3i mOBTOPHOTO CTAaTEBOT0 AKTy BBECTH Ile 1 TabIeTKy IOIaTKOBO.
TpuBasnicTs KOHTPALENTABHOI il - He MeHIle 3 TOOUH.

BesnocepenHbo MiCIs CTAaTEBOTO aKTy MOXK/IMBUM TiIbKYM 30BHIIIHIN TyasieT reHiTaslid 4YiCTOX BOLOK
(BMKJIIOUAOYM MUIILHI 3aco0u).

He xoBTatu!

Himu.

[Ipemapat ®apmMaTeKkC He 3aCTOCOBYBATU AiTIM.



Ilepedo3yeaHHsi.

BumnapkiB nepeno3yBaHHs He BUSIBIIEHO.

ITob6iyHi peakuii.

3 60Ky penpodykmueHoi cucmemu ma MOA0YHUX 3d/103

Pipkichi (=1/10000 mo <1/1000): cBepOixk, BinuyTTs medinHsg a0 MiclieBe mogpa3HeHHS B OOHOTO abo
000X ImapTHEePiB.

3 boky iMyHHOI cucmemu

YacTtoTa HeBiToMa: ajepriyHi NposBy.

Tepmin npudamuocmi. 3 POKH.

He 3acTocoByBaTH IIpemnapar Iicis 3aKiHYeHHsS TePMiHYy IPUAATHOCTI, 3a3HaY€HOT0 Ha YIaKOoBIIi!

YMmoBH 30epiraHHsi.

He notpebye cnenianbHux yMOB 30epiranHs. 36epiratv y HeIOCTYIIHOMY [JIs1 OiTeH MicIii.

YnakoBka. 12 Tab/1eTOK y IOJIMPOITiyIeHOBil Ty0i y KapTOHHI# KOpOOIIi.

Kareropis Bigmycky. be3 penernra.

BupoOHUK.

IHHOTEPA 1IY3I, ®paunis/INNOTHERA CHOUZY, France.

Micue3HaxoIKeHHsI BAPOOHHMKA Ta aJpeca MiCIsi NIPOBaJXKeHHs HOro JisyIbHOCTI.

Pro Pene IlanTepo, Illy3i-ciop-Cic, Bamoap-ciop-Cic, 41150, ®panirisi/Rue Rene Chantereau, Chouzy-
sur-Cisse, Valloire-sur-Cisse, 41150, France.



3asIBHHUK.

JIABOPATOPISI IHHOTEK IHTEPHACBMOHAJTB, ®paniis/LABORATOIRE INNOTECH
INTERNATIONAL, France.

Micue3HaxoakeHHsI 3asiBHHKA.

22 aBeHo Apicrig Bpivian, 94110 Apkeni, ®Opannisi/22 avenue Aristide Briand, 94110 Arcueil, France.



