IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

®APMATEKC

(PHARMATEX)

Cknao:
ditoua pevosuHa: Geusankoniwo xnopurn (benzalkonium choride);
100 r kpeMy BariHajbHOTO MiCTUThL GeH3aKOHi0 xnopuny 1,2 r;

donomidicHi pevoguHu: KMCJIOTA JTUMOHHA 0e3BOMHA, HATpilo rimpodocdar momexarigpar,
Ted03® 63 (Maxporon 300, Makporon 1500 i eTHIEHTTIKOMIO cTeapart), oJlis TaBaHI0Ba, BOA
OuMUIlleHa.

Jlikapcbka (popma. KpeMm BariHanbHUH.

OcHoB8HI (hi3uko-XiMiuHi 81acmuBocmi: Ginui MacITHUCTUH KPEM i3 3almaxoM JaBaH/Iu.

®dapMakKkoTepaneBTUYHa Irpyna.
KoHTpauenTuBu A1 MiClieBOro 3aCTOCyBaHHA. [HTpaBariHaibHi KOHTPALEIITUBH.

Kom ATX G02B B.

dPapmakono2iuHi e1acmueocmi.
®apmakoOuHamika.
BeH3ankoHio XJI0puUa Ma€ BIaCTUBOCTI 1 CliepMinuay, 1 aHTUCENTHKA.

AKTHBHA pe4yOBHMHA CIIPUYMHSIE PO3PUB MeMOpaHu criepMaTo30ifa. [lecTpyKIlisi criepMaTo30ifa
BimOyBa€ThCS y MBI CTaflii: CIIOYATKy PYUHYETHCS MKTYTHUK, @ IIOTIM - T'OJTiBKa.

EdekTuBHICTh 3ac00y Bapiloe 3a1e2KHO Bifl TOTO, HACKIIBKY YiTKO BUKOHYIOTHCS iHCTPYKIIil 1I0/I0
3aCTOCYBaHHS.

He BnnuBae Ha campoditHy Mikpodiopy (36epiratoThcs manuyku [JomepneinHa).

Ockinbku ®apMaTeKC He € TOPMOHaJIBHUM IIpernapaToM, H0T0 BUKOPUCTAHHS He BIJIMBA€ Ha
MEeHCTPYyaJbHUM 1UKJI, 1i6ino, GepTUNIbHICTS.



EKcIIeprMeHTaIbHUMHU JOCTIiIXKEHHSIME BCTAaHOB/IEHA aHTHCENTUYHA aKTUBHICTh OEH3aIKOHIIO
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 HeaKTUBHUY 11000 Mycoplasma spp. i
Ma€ HU3bKY aKTUBHICTH momo Gardnerella vaginalis, Candida albicans, Haemophilus ducreyi Ta
Treponema pallidum;

OKpeMi faHi in vivo CBif4aTh PO MOXKIUBY €(eKTUBHICTh Y MPOMiNaKTHUIll AeIKUX
3aXBOPIOBaHb, ITI0 MEPEHAIOTLCS CTAaTEBUM IIJISTXOM, ajie IPSIMUX JOKa3iB ITi€l
mpodiTaKTUYHOI Ail HeMae.

dapmakokiHemuxka.

BbeH3ankoHi0 XJIOPpHU IMPAKTUYHO HE BCMOKTYETECA CIIM30BOIO 000JTOHKOIO ITiXBH.

Kniniuni xapakKTepuCTHKH.
Iloka3anhns.
MicueBa KOHTpaLELis.

dapMaTekC — MiCIeBUl KOHTPAIIENTUB (CIIepMilluA) [ 3amo0iraHHs BariTHOCTI, SKUH, SIK

i iHmTi MeToou KOHTpallenIlil, He BUK/II0OYaE 11 MOBHICTI0. EQEeKTUBHICTL CIiepMiluay 3anexXuTh
Bifl MOTpUMaHHS IHCTPYKLil O MEUYHOTO 3aCTOCyBaHHS. PapMaTeKC MOXKHA 3aCTOCOBYBATH
SIK OKpeMo, Tak i pa3oM 3 iHmMMMHU 3acob6aMy KOHTpPAIENIii 71 TOCUIeHHS KOHTPALEIITUBHOI [il.

Lleit MeTO KOHTpAIEIili Ipu3HadeHnu OIs BCiX XKiHOK PelpPooyKTHBHOTO BiKy. OCcO0IMBO JOLIJIEHO
3actocoByBaTu dapmaTeKc:

y pa3i HasBHOCTi THMYacOBUX a00 MOCTiKHUX IPOTUIIOKa3aHb 0 3aCTOCYBaHHS II€pOPaIbHUX
KOHTPAlIEeNTHUBIB a00 BHYTPIITHLOMATKOBOTO 3ac00y (BHYTPilIHLOMATKOBA CIIipasib);

IIiC/Id IIOJIOTIB, y IIepiof rogyBaHHA IPYAAL0, Y IIepiof IpeMeHonays3y;

y pa3i HeoOxigHOCTI emi3ofuYHOro 3anobiraHHs BaTriTHOCTI;

SIK MOTIOMizKHUH 3acib o mepopasbHOI KOHTpAaLeNlil y pa3i IponycKy nmpuiiomMy TabaeTKy uu ii
IpUKOMY Mi3Hilne, HiXK MOTPi6HO (Y IIbOMY BUIIAAKY HEOOXiTHO MOOaTKOBO 3aCTOCOBYBaTH ®apMaTeKc
[0 KiHII MEHCTPYaIbHOTO IUKITY);

SIK TONTOMIiXKHUM 3aci0 mpu 6ap’epHil KoHTpanemniii (mixeoBa giagparma, 1epBikKaabHUM KOBIIAYO0K),

IIPY 3aCTOCYBaHHI BHYTPIIIHBOMATKOBOI cripasi (0co6IMBO MTPH HOBrOTPUBAIOMY OTHOYACHOMY
IpPHUoMi IesIKUX IpenapariB, HapUKIa[ HECTEPOITHUX IPOTU3aNaabHUX 3aC00iB).

IIpomunoka3saHnus.

Le# nikapchbKuit 3acib He CJIif 3aCTOCOBYBATH y pa3i rimepuyyTIUBOCTI 00 0€H3aNKOHi0 XyIopuny abo



OOIOMIKHHUX PEYOBHH, Bal"iHiTy, BHPA3KH Ta IIOOPA3HEHHA CII130BO1 000JIOHKH ITiXBY Ta ITUHUKH
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:

Ieil CIePMIIUT PYHHYETHCS MUIBHUMHE 3aco6amu - HE0OXiMHO YHUKATH OYIOb-TKOT0
BUKOPUCTAHHS MUJIPHUX PO3YHMHIB, TOMY 110 BOHY, HaBiTh Y MiHIMaJIbHUX KiJIbKOCTAX,
PYUHYIOTh aKTUBHY PEYOBUHY.

HocnigKeHHs CyMICHOCTL MiXK BariHaJlbHUM KPpeMOM Ta JIaTeKCOM, IIPOBeeHe 3 PI3HUMU TOPTrOBUMU
MapKaMH4, He BUSIBUJIO XKOOHUX 3MiH (i3WUYHUX XapaKTEPHUCTUK IPOTECTOBAHUX IIPE3EPBATHUBIB.

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 IOSCHUTH MAI[€HTII, SK KOPUCTYBATUCS 3aCO00M Ta
TIEPEKOHATHCS B TOMY, II[0 BOHA BCe MTPABUIBHO 3pO3yMirna.

OcobaMm, gKi He MOXKYTb 3PO3yMITH YU CIPUMHSTH ITPABUJT HOTO 3aCTOCYBaHHS, He CIIif
BUKOPUCTOBYBATH 1€l 3acib KOHTpalemnIil.

YMoOBH, fKi CITil BAKOHYBaTH IIPU 3acToCyBaHHI PapMaTekcy:

. CHCTeMAaTHYHO BBOOUTH 03U KPEMY I'TMO0KO y MiXBy Iepel KOXKHUM 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.

Lle¥t KOHTpalleNTHBHUY 3aci0 He 3axuIla€e Bix iHdeKIIil, 10 mepenaoTbcs cTaTeBuM msxoM (ITICII),

abo Bipg Bipycy iMmyHomediuuTy mogunu (BLJI), 110 cnpuyuHsie CHHAPOM HabyToro iMmyHomeQinuTy
(CHI).

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2py00r0.

KriniyHi Ta enmifeMiosioriyHi JOCTiAXKeHHS He BUSBUIIU IIOSIBY Bal PO3BUTKY, IIOB’I3aHUX i3
BUIIAJKOBUM 3aCTOCYBAHHSM IIhOT0 3aC00y Ha paHHiX TepMiHax BaTriTHOCTI.

Iyxe ManeHbKa KiJIbKiCTh IIperapaTy Moxe IOTPAIUTH Y MaTePUHChKE MOJIOKO 6e3 Oymb-sIKuX
IIKIIIMBUX HACIiAKIB. ['onyBaHHS IPYAAI0 MOXKIIMBE.

30amHicmb 8nausamu Ha weudKicmb peakuii npu KkepysaHHi aamompaHcnopmom abo
[HWUMU MexaHizmamu.

Bynb-sKOT0 BIIMBY Ha 3MATHICTH KEPyBaTH aBTOTPAHCIIOPTOM a0 MpalfoBaTH 3 iHIMKUMHU
MeXaHi3MaMu He CIIOCTepirasoch.

Cnoci6 3acmocyeaHHss ma do3u.
BBoguTu iHTpaBariHaibHO.

3aCTOCOBYBATH CHCTEMATUYHO ITepey KOXXKHUM CTaTEBUM aKTOM He3aJIexkHO Bif ¢pa3u
MEHCTPYaJIbHOTO LIUKJTY.

Y monoxeHHi 1eKayu BBECTU OfHY H03Yy BaTiHAIbHOTO KpeMy TJTUO0KO Y IiXBY, BUKOPUCTOBYIOYUU
amnyikaTop, Iepes CTaTEBUM aKTOM.

Y pasi mMoBTOPHOTO CTAaTEBOT'O AKTy BBECTH IIIe ONHY J03Y KPEeMY 3a MOIIOMOT00 aIlTikaTopa.
KoHTpallenTuBHa Oist 3aC00y IIOYMHAETHCSI MUTTEBO Ta TPUBAE He MeHie 10 romuH.

BesnocepenHbo 00 Ta MiC/ISA CTAaTEBOTO aKTy MOXKJIMBUM TiIbKY 30BHIIIHIN TyasjieT TeHiTajlid YuCTOI0
BOIOIO (BHKITIOYAIOYM MUJIbHI 3aCc00m).

Himu.

[IpenmapaTt ®apmMaTeKC 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 npudamHocmi. 3 POKH.

He 3acTocoByBaTH IIpemnapar Iicis 3aKiHYyeHHs TePMiHy IPUAATHOCTI, 3a3HaYE€HOT0 Ha YIaKOoBIIi!

YMmoBu 30epiraHHs.

36epiraTu mpu TeMmnepatypi He Buie 25 °C. 30epiraT¥ y HEAOCTYIIHOMY AJIS OiTeH MiCIIi.

VnakoBka. [1o 72 r kpeMy y Ty6i, 1 TyOa 3 annikaTopoM-I03aTOPOM Yy KapTOHHi# KOpPOOTIIi.

Kareropis Bigmycky. bes pelernra.

BupoOOHHUK.

IHHOTEPA I1Y3I, ®pannis/INNOTHERA CHOUZY, France.

Micue3HaxoKeHHsI BAPOOHHMKA Ta aJpeca MicCIsi IPOBaJXKeHHs HOro HisIbHOCTI.

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



3asIBHHUK.

JIABOPATOPIY IHHOTEK IHTEPHACBUOHAIJID, ®paniis/LABORATOIRE INNOTECH
INTERNATIONAL, France.

Micue3HaxoakeHHsI 3asiBHHKA.

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



