IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

®APMATEKC
(PHARMATEX)
Cknao:
ditoua peuosuHa: Geusankoniwo xnopusn (benzalkonium choride);
1 cynosuTopii Barinanbaui (1,6 ) MicTUTh OeH3anKoHilo xnopuny 18,9 mr;

0onoMidicHi peyosuHu: TIIPOKCUIIPOIIINILIESII0103a, HalliBCUHTETUYHUY TIilepuy TBepaui (type
Witepsol S 51).

JlikapcbKka ¢popma. CymosuTopii BariHambHi.

OcHOo8HI (pi3uKo-XiMiYHI 81aCMUBOCMI: CYO3UTOPil 6iNIOT0 KOIBOPY, HHTIHOPUYHOI GOPMHE 3
KOHYCOIIOMiOHUM KiHI[EM.

®apMaKoTepaneBTUYHA Irpymna.
KoHTpauenTusu [ MiCLieBOro 3aCTOCyBaHHA. [HTpaBariHaibHi KOHTPALeIITUBY.

Kon ATX G02B B.

®apmako102iuHi 8 1acmueocmi.
®apmakoduHamika.
BeH3ankoHio XJI0puUa Ma€ BIaCTUBOCTI 1 cliepMinuay, 1 aHTUCENTHKA.

AKTUBHA pe4yOBHMHA CIIPUUMHSIE PO3PUB MeMOpaHu criepMaTo30ifa. [ecTpyKIlis criepMaTo30ifa
BimOyBa€ThCS y MBI CTaflii: CIIOYATKy PYUHYETHCS MKTYTHUK, @ IIOTIM - T'OJTiBKa.

EdexTuBHicTh 3aco0y Bapiioe 3ayieKHO Bifi TOT0, HACKiJIbKY YiTKO BUKOHYIOTHCS iHCTPYKIii II[OA0
3dCTOCYBAHHI.

He BnnuBae Ha campoditHy Mikpodiopy (36epiraroThcs manuyku [JomeprenHa).

Ockineku ®apMaTeKkC He € TOPMOHAJIbHUM IIperiapaToM, K0r0 BUKOPUCTaHHS He BIIJIUBA€ Ha
MEHCTPYaJIbHUM 1UKJI, 1i6ino, GepTUNIbHICTS.

ExcrnepuMeHTaIbHUMHU JOCITIIXKEHHSIMU BCTAHOBJIEHA aHTUCETITUYHA aKTUBHICTb OeH3aJIKOHII0



XTIOPUAY:

e in vitro mpemapar NMposBIsS€ aKTUBHICTD 000 30YOHUKIB iHGEKIIiH, 110 IepefaloThCs CTaTEeBUM
HIIsIXoM, 30kpeMa: Neisseria gonorrhoeae, Chlamydia spp., Herpes simplex tuny 2, BIJI,
Trichomonas vaginalis, Staphylococcus aureus. ITpoTe 3aci6 HeakTuBHUY 1010 Mycoplasma
Spp. 1 Mae HU3bKY aKTUBHICTb 100 Gardnerella vaginalis, Candida albicans, Haemophilus
ducreyi Ta Treponema pallidum;

e OKpeMi [aHi in vivo CBig4aTh IIPO MOXKJIMBY €(EKTUBHICTh Y IPOQITaKTHUIll AEIKUX
3axBOPIOBaHb, 10 TIEPeJalThCs CTaTEBUM IIJITXOM, aje MPIMUX OoKa3iB 1iel mpodinaKTUYHOI
Oii HeMae.

dapmakoKiHemuxka.

BeH3ankoHiio XI10pua TPaKTUYHO HEe BCMOKTYETHCS CITM30BOI0 060I0HKOIO MiXBH.

Kniniuni xapakKTepuCTHKH.
Iloka3zanHs.
MicueBa KOHTpaLEMnIis.

dapmaTeKkc — MiclieBUl KOHTpPAIleNTUB (CriepMinum) s 3amo0iraHHs BariTHOCTI, IKUH, SK i
iHIIIi MeTOOM KOHTpAIleIllil, He BUK/II0YaE 11 MOBHICTIO. EQeKTUBHICTh CIIepMILUAY 3aIeKUTh
Bifl MOTpUMaHHS IHCTPYKIil O MEIAYHOT0 3aCToCyBaHHSI. PapMaTekCc MoXKe
3aCTOCOBYBATHUCH SK OKPEMO, TaK i pa3oM 3 iHIIUMHU 3aco0aMy KOHTPALEMIIil [jIf ITOCUJIeHHS
KOHTPALIENTUBHOI [Iii.

Lleit MeTO KOHTpAIEIil Ipu3HadeHu OIs BCiX KiHOK pelIpooyKTHBHOTO BiKy. OCO0IMBO JOLIIEHO
3actocoByBaTu dapmaTeKc:

y pa3i HasBHOCTi THMYacOBHUX a00 MOCTIKHUX IIPOTUIIOKa3aHb 0 3aCTOCYBaHHS II€pOPaIbHUX
KOHTpPAIeNTHBiB a00 BHYTPILTHEOMATKOBOI'0 3ac00y (BHYTPIllTHbOMATKOBA CITipasb);

IIiCJIA MOJIOTIB, Y IIepiofi TOMyBaHHS IPYALIO0, Y IIepiof IpeMeHoIays3y;

y pa3i HeoOXigHOCTI emi3ofuYHOro 3anobiraHHs BariTHOCTI;

SIK MOTIOMiKHUY 3acib o mepopasbHOI KOHTpALeNlil y pa3di IponycKy nmpuiiomMy TabaeTky uu ii
IpuRoOMYy Ii3Hilne, HiXK MOTPi6HO (Y IIbOMY BUIIAAKY HEOOXiHO IOOaTKOBO 3aCTOCOBYBaTH ®apMaTeKc
[0 KiHIIS MEHCTPYaIbHOTO IUKITY);

SIK [IONTOMIiXKHUM 3acib mpu 6ap’epHil KoHTpamnemntii (mixpoBa giagparma, 1epBiKaabHUM KOBIIAYO0K),

IIPY 3aCTOCYBaHHiI BHYTPIIIHBOMATKOBOI cIipasi (0cO6IMBO MPH HOBrOTPUBAJIOMY OTHOYACHOMY
IpPHUIoMi IesIKUX Ipenaparis, HapUKIa[ HECTEPOIHUX IPOTU3aNaabHUX 3aC00iB).

IIpomunoka3aHHA.

e nikapchbKuit 3acib He CJIif 3aCTOCOBYBATH y pa3i rinepyyTIUBOCTI 00 0€H3aNKOHi0 XJopuny abo
IOIMOMIKHUX PEYOBHH, BaTiHiTy, BUPA3KM Ta MOAPA3HEHHS CIU30BOi 000JIOHKY IiXBU Ta MUUKU



MaTKH.

B3aemodin 3 iHwumu nikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.
KowmbiHarii, SKuX CjIif yHUKATH:

MeInYHi IIpernapaTy 3 BariHAIbHUM CII0COOOM BBEJJEHHI:

Oynmb-siKe iHTpaBariHajbHe JTiKyBaHHS, iIMOBIpDHO, iIHAKTUBYE CIIEPMATOILUAHY Aif0 MiCIIEBOTO
KOHTPALENTUBA;

MUJILH] 3aC00u:

el CIepPMIIUL PYHHYETHCS MUTBHUMY 3aco0amMu — HEOOXigHO YHUKATH OyIb-sIKOTO
BUKOPUCTAHHS MUJIPHUX PO3YHMHIB, TOMY 110 BOHHU, HaBiTh Y MiHIMaJIbHUX KiJIbKOCTAX,
PYUHYIOTh aKTUBHY PEYOBUHY.

HocnipKeHHs1 CyMICHOCTI MiXK BariHaJIbHUM CYIIO3UTOPiEM Ta JIaTEKCOM, IPOBEJEHE 3 PI3HUMU
TOPTrOBMMU MapKaMHM, He BUSIBUJIO XKOJHUX 3MiH (Qi3MYHUX XapaKTEPUCTUK IIPOTECTOBAHUX
IIpe3epBaTUBIB.

Oco6.1ueocmi 3acmocy8aHHs1.

dapmaTekc € eeKTUBHUM 3aC000M 1151 3ar06iraHHs BariTHOCTI 3a YMOBH #0T0 IPaBUILHOT'O
BMKOPHUCTAHHS IIiJl 4aC KOKHOI'0 CTaTEBOr0 akTy. [IpoTe 1eil MeTon KOHTPaLeINIil Aemo
IIOCTYTIAETHCS 3a e(eKTUBHICTIO TaKUM 3acob6aM KOHTpAlleNIil SK ropMOHaabHa KOHTpAIEemNIlis,
BHYTPIITHbOMaTKOBA CITipasb, giadparma, 1epBikaabHUAN KOBIA4Y0OK ab0 mpe3epBaTuB. EQeKTUBHICTE
CIIepMILU[iB 3HUKYETHCS IPU HeIOTPUMaHHI IIpaBujl 3aCTOCYBaHHSA.

EdeKTUBHICTH KOHTPALIETITUBHOI [Iii CYTTEBO 3alIeKUTh Bifl pETEILHOTO JOTPUMAHHS TPABHUIT
BUKOPHUCTAHHS, TOMY BaXKJIMBO YiTKO IMOSCHUTH IMAIiEHTIIi, SK KOPUCTYBATHCS 3aCcOO0M, Ta
TIEPEKOHATHCS B TOMY, II[0 BOHA BCe MTPABUIBHO 3pO3yMirna.

Ocobam, sIKi He MOKYTh 3PO3YMITH YU CIIPUUHSTH ITPABUII 3aCTOCYBAHHS, HE CITifi BAKOPHUCTOBYBATH
11e¥ 3acib KOHTpallentii.

YMoOBH, fKi CITil BAKOHYBaTH IIPU 3acToCyBaHHI PapMaTekcy:

. CHCTeMAaTHYHO BBOOUTH CYIIO3UTOPiH TMUOOKO y MiXBy Mepern KOKHUM CTaTEBUM aKTOM
He3aJIeZKHO Bifl ha3u MEHCTPYAJIbHOTO IUKIIY;

. He BUKOPHUCTOBYBATU MUJIO AJII MUTTS CTaTeBUX OPraHiB 3a 2 TOAUHU [0 Ta 2 TOOUHY IiCNIA
CEKCY, TOMY 1110 MUJIbHA BOa, HaBiTh y Mi3epHill KiNbKOCTI, pyiHy€e aKTUBHY pedoBuny. [j1s 060X
TIapTHEPIB MOXKJIMBE TiJTbKU 30BHIIIHE 0OMUBAHHS I'€HiTalil YMCTOI BOMOIO;

. HeoOXiTHO BiIKJTaCTH CIPUHIIIOBAHHS YMCTOI BOMOIO SK MiHIMyM Ha 2 TOOUHM, 1100 YHUKHYTH
PU3KKY BUMHUBAHHS IIpernapary;

. VHUKATH IPUAMaHHS BaHHHY, IJIaBaHHS y BOHOMMi, 6aceiHi i T. 1., TOMY IO mist



KOHTpallelThBa Moxe OyTu mnocnaabrieHa;

. IPUIIMHUTH 3acTocyBaHHS ®apmaTekcy mpu mosiBi abo IOCUIeHHI CHMIITOMIB ypaXKeHHS
CTaTeBUX OPTaHiB;

. y pasi niKyBaHHS iHTpaBariHaJbHUMM 3ac00aMy IPUIUHUATU 3aCTOCyBaHHA ®apMaTeKCy [0
KiHIs JikyBaHHA. Ha 11e nepiog moTpi6HO 06paTH iHMIKK CTIOCI0 KOHTpALemITii.

Le¥t KOHTpalLlENTUBHUY 3aci0 He 3axuIla€E Bif iHQEKIIiH, 110 mepefaloThCs CTAaTEBUM IIISTXOM
(ITICII), abo Bim Bipycy imyHOmedinuty mopunu (BIJI), mo cipu4uHsie CHHAPOM HaOyTOro
imynomedinuty (CHI).

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHA 2py00io.

KitiniyHi Ta emnifeMioJIoriyHi JOCTiIXKeHHS He BUSIBUIIU [10BY Bal] PO3BUTKY, I10B’I3aHUX 13
BUIIAJKOBUM 3aCTOCYBaHHSIM IILOTO 3ac0o0y Ha paHHIX TepMiHaxX BariTHOCTI.

Iyxe ManeHbKa KiJIbKiCTh IIpeliapaTy MOXKe IIOTPAluTH Y MaTepPUHChKE MOJIOKO 6e3 Oymb-sIKuX
IIKiAIMBUX HACIiAKiB. ['ogyBaHHS IPYAAI0 MOXKIIMBE.

30amHicmb 8nausamu Ha weudKicmb peakuii npu KkepysaHHi agmompaHcnopmom abo
[HWUMU MexaHi3Mamu.

Bymp-IKOTO BIIJIMBY Ha 30AaTHICTh KePyBaTH aBTOTPAHCIOPTOM abo ImpalioBaTH 3 iHIIMMUI
MexaHi3MaMM He CIIOCTePiranocs.

Cnoci6 3acmocyeaHHss ma do3u.
BBoputu iHTpaBarianabHO.

3aCTOCOBYBaTU CHCTEMATUYHO Ilepef] KOXKHUM CTaTeBUM aKTOM He3aJlexkHO Bif pa3u
MEHCTPYaJIbHOTO LIUKITY.

Y nomnoxeHHi exka4yy BBeCTH 1 BariHaNbHUM CYIO3UTOPiN IMMO0KO Y MiXBY 3a 5 XBUJIMH [0 CTATEBOTO
aKTy.

Y pasi NOBTOPHOI'0 CTaTEBOr'0 aKTy BBECTH L[e OOUH CYIIO3UTOPIH.
TpuBamicTh KOHTPAIIENITUBHOI Oil — 4 TOOUHH.

Be3nocepenHbo [0 Ta MiCag CTAaTEBOr0 aKTy MOXKJIMBUM TiJIbKYU 30BHILIHIN TyasleT TeHiTalliil YUCTO
BOJIOIO (BHUKJIIOYAIOYM MUJIbHI 3aC00m).

Himu.

[Ipemapat ®apmMaTeKkCc He 3aCTOCOBYBATU OiTAM.



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 POKHU.

He 3acToCcoByBaTH IIpemnapar Iicis 3aKiHYeHHs TePMiHy IPUAATHOCTI, 3a3HaYE€HOT0 Ha YIaKOoBIIi!

YMmoBHu 30epiraHHs.

30epiratu npu TemnepaTtypi He Buie 25 °C. 30epiraTé y HeIOCTYITHOMY [JISI OiTeH MicCIii.

YnakoBKa. 5 Cyno3uTOpiiB y OmicTepi, mo 1 abo 2 6micTepy y KapTOHHi#H KOPOOII.

Kareropis Bignycky. bes perernra.

BupOOHHK.

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

Micue3HaxoIKeHHsI BAPOOHHKA Ta aJpeca MiCIlsi IPOBaIKeHHsI HOro HisyIbHOCTI.

P1o Pene IllanTepo, Ily3i-ciop-Cic, Bamoap-ciop-Cic, 41150, ®panuis/ Rue Rene Chantereau, Chouzy-
sur-Cisse, Valloire-sur-Cisse, 41150, France.



3asIBHHUK.

JIABOPATOPIY IHHOTEK IHTEPHACBUOHAIJID, ®pannis/LABORATOIRE INNOTECH
INTERNATIONAI, France.

Micue3HaxoakeHHsI 3asiBHHKA.

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



