3ATBEPIKEHO
Haxka3z MinicTepcrBa oxoponn
300poB’s Ykpainu
104.07.2017  Ne __ 760
PeecTpaniitne nocBiquenns
Ne UA/1340/05/01

3MIHU BHECEHO
Haxa3s Minicrepctsa oxoponu
3A0pOB'SL YKpaiHa

CECL WHf e 7240

IHCTPYKIIIsSA
AJIS METHHOI'0 32CTOCY BAHHA JIIKAPCHKOTO0 3ac00y

PAPMATEKC
(PHARMATEX)
Crnao:
Oiloua pevosuna: MipUCTAIKOHIIO Xmopuy (myristalkonium choride);
1 Tabnerka BarinanbHa MicTHTE MipucTankomito xmopuay 20 Mr;

Oonomigici pevosuru: HaTPilo TiIPOKapOGOHAT; KUCIOTA JIMMOHHA 6e3Bo/IHA; KPEMHIIO JIOKCH[
KOJIOIMHUM BOJHMH; IENION03a MIKPOKPHCTATiYHA, MATHII0 cTeapar; JIaKTo3a, MOHOTiIpar;

nosierunenraikons 6000 (makporoa 6000).

Jlikapcexa dopma. Tabnerxu pariHambHi.
OcHoeni Qizuxo-ximiuni enacmueocmi: xkpyrii TabueTku Giloro KOJILOPY 3 OTBOPOM Y UEHTPI.

®apmakoTepaneBTHYHA IPyMa.
Kontpanentusy juis Miciesoro sactocypanss, [HTpaBariHanbHi KOHTpPaleITUBH.
Kom ATX G02B B.

Dapmaronoziuni enacmusocmi,
Dapmaxoounamixa.
MIpHCTaTKOHIIO XIOPH/ Mae BIACTHBOCTI i CHepMiIMLy, I aHTHCENTHKA,

AKTHBHA PEUOBHHA CIPHYMHSAE PO3PHB MeMOPAaHH CIepMaTosoima. JlecTpykiis CIIepMaTo30i/1a

BiNOyBaeThes y [IBi cTanil: crioyarky pyi#HyeTbest UKTYTUK, a HOTIM - TOJBKA.

Edexturicts 3acofy Bapitoe 3aeXHO BiJ TOTO, HACKIIBEKY YiTKO BHKOHYIOTECSI IHCTPYKIIT 111040

3aCTOCYBAHHS.
He BmBae Ha canpoditny mikpoduopy (36epiraroTses nanmdxu Jonepneiina).

Ocxinpxe dapmarekc He € rOPMOHAIBHEM PENAapaToM, HOr0 3aCTOCYBAHHS He BIUTHBAE Ha

MEHCTPYyalbuuil KL, J1i61710, hepTHIIBLHICTS.

EKCHGpHMeHTaHBHHMHIHOCHﬂDKeHHHMH BCTAaHOBJICHA aHTHCENTHYHA AKTHUBHICTH NﬂpHCTaﬂKOHhO

XJIOpUAay.

MipucTankoHiio XJI0pHA MPakTHYHO He BEMOKTYETHCS CIH30BOK0 000I0HKOIO MiXBH
]

® in vitro mpenapar NpOSBILE AKTHBHICTH w040 30yIHUKIB iHGEKUiH, MO HepefaroThes
CTAaTCBHM HNLIXOM, 30KpeMa: Neisseria gonorrhoeae, Chlamydia spp., Herpes simplex Tamy
2, BUI, Trichomonas vaginalis, Staphylococcus aureus. Ilpote 3aci6 HeakTHBHHN MO0
Mycoplasma spp. i mae nu3pKy aktusHicTs mono Gardnerella vaginalis, Candida albicans,
Haemophilus ducreyi ta Treponema pallidum;

® OKpeMi JaHi in Vivo cBiYaTh Ipo MOXKIMBY e(EKTHBHICTH Y npo@inarc’_i_‘;iuii'.,'.._J'_;iefi-{gfijx-_\_
3aXBOPIOBaHb, IO IMEPENAIOTBHCS CTATEBUM IUIIXOM, aje MpPSIMHX /H0KasiB u'i"'ei'\ 3
npodinakTHYHOT miT HeMae, i/ 3

Dapmaxoxinemuxa. i 3




Kniniyni xapakrepucernkn,

Hokasanna.

Micnesa koHTpanemmis.

Papmatexc - MicleBHi KOHTpaLenTHB (cepminmn) mis 3anoGiraHHs BariTHOCTI, KM, K i immi
MCTOMM KOHTpaUeNii, He BHMKIOuYAE ii IIOBHICTIO, E¢exrusHicTs cnepminmmy 3anexuts Bif
JOTPHMAHHS IHCTPYKUIT I MemHyHOTO 3acTOCyBanHsA. dapMmaTeKc MOXKIHA 3aCTOCOBYBATH SIK
OKPEMO, TaK i pa3oM 3 iHIIMMHU 3ac06aMu IS TTOCHIICHHS KOHTpALENITUBHOT [ii.

Ieit MeTon KOHTpaenLii pu3BadeHmit 115 BCIX MIHOK PENPONTYKTUBHOTO BiKy. OCOOIMBO JOLIIBHO
3acTocoByBaTH Papmarexc:

® y Dpasi HasgBHOCTI THMYacoBMX ab0 ITOCTIIHMX IPOTUIIOKA3aHb O 3aCTOCYBAHHS
TICPOPATILHUX KOHTPALENTUBIB a00 BHYTPIIHLOMATKOBOIO 3ac00y (BHYTPIITHEOMATKOBA
CllipaJip);

*  IiCII1 NONOTiB, ¥ Iepiof royBaHHs TPYIUIIO, ¥ TIEPIO IIPEMEHOIAY3H;

* Y pasi HeoOXiTHOCTI eMi30MHYHOTO 3am0GiramHs BariTHOCTI;

* K JOMOMDKHUH 3aci6 10 mepopatbHOi KOHTPaLenii y pasi IpoIycKy npuioMy TabIeTku
ud {1 mpuiiomy mismime, HiX mOTpiGHO (y uboMy BHIAAKY HEOOXiHO HOaTKOBO
3acTocoByBaT PapMaTeKc K0 KiHUL MEHCTPYATBHOTO LUKIY);

* K JonoMixHui 3aci6 mpwu Gap’epHiii KOHTpalenuii (mixsoBa miapparMa, mepsikampHuit
KOBIIAYOK), IIPH  3aCTOCYBAHHI  BHYTDIIIHBOMATKOBOL ciuipanmi  (ocobnuBo  mpu
AOBTOTPHBATIOMY OJ/IHOYACHOMY NPUHOMI NESKHX IIPENapaTiB, HAIPHKIAL HECTEPOIHIX
IIPOTU3AMATIBHEX 3aC00iB).

IIpomunoxazanus.
et nixapebkwuit 3aci6 me cimin 3aCTOCOBYBATH y Pasi MICPIyTIHBOCTI 10 MIPHCTAIKOHIIO XJIOPUIY

ab0 IOTMIOMDKHMX PEeUoBHH, BariHiTy, BUPA3KH Ta I0JPA3HEHHS CIIU30B0T 0GONOHKH MiXBH Ta MIHHKI
MaTKH.

Bsaemooin 3 inmiumu JUKapcskumu 3acobamu ma inuwii eudu 63aemodii.

Komb6inarii, sxux cig YHUKATH:

*+ MEJIYHI IPENapaTi 3 BATIHAILHAM CIIOCO00M BBE/ICHHS:

OyaAb-sike iHTpaBariHatbLHE NiKyBaHHS, iMOBipHO, imakTHBYe CIEPMATOIUAHY Jif0 MICIEBOTO
KOHTpPalEeNTHBA,

+ MUNBHI 3aco6u;

NeH CrepMiuuA pyHHYETECS MHUJIBHEME 33c06aMu - HEOOXI/IHO YHHKATH Gy/Ib-5KOTO BUKOPHCTAHHS
MHJIBHHX DPO3YHHIB, TOMY IO BOHH, HaBiTh Yy MiHIMAJIBHUX KiIBKOCTAX, PYHHYIOTH aKTHBHY
PEUOBHHY,

JloCIioKeHES  CyMICHOCTI MK BATiHATBHOIO TAGICTKOO Ta JIATCKCOM, IIPOBEAEHE 3 DISHUMH
TOPTOBUMH MapKamH, HE BHABUJIO KOOHUX 3MiH (i3HuHmHX XapaKTEePUCTHK IPOTECTOBAHMX
IIPE3EPBATHBIB.

Ocobnusocmi sacmocysannas,

Qapmarekc € eheKTUBHEM 3ac060M JUIT 3amoGiraHmHs BATiTHOCTI 32 YMOBH HOro IpaBHJIEHOTO
BAKODUCTAHHA IIiJT Yac KOXHOrO CTaTEROTO akty. Ilpore me# Merom KoHTpauenmii memro
IIOCTYIIA€TRCA 3a €(DEeKTHBHICTIO TAKHM 3acoGam KOHTpalenuii K ropMOHaJbHA KOHTPAIEMLis,
BHYTPIIIHBOMATKOBA CIIipals, niadparma, HepBiKaTbHHH KOBIAYOK a60 npesepBatuB. EdekTuBHiCcTE
CIICPMILHAIB 3HIKYETHCS [IPH HEOTPUMAHH] IPABHIT 3aCTOCYBAHHSL.

EdexrupHicrs xoHTpanenTusHOi it CYTTEBO 3QIEKHUTh Bl PETETBHOrO HOTIJHM%;Q;-;E}?@%H
BUKOPHCTaHHSA, TOMY BXKJIHMBO YITKO IIOSCHHUTH nagieHTui, SIK I(OpI/ICT_YBaTHC;f}” /gctbﬁozvrifg\'ﬁ%_\!
IIEPCKOHATHCS B TOMY, IO BOHA BCE IPABUJILHO 3pO3yMiNa. s ——
Oco6am, sixi He MOXYTE 3PO3YMITH YH CHPUMHSTH IIPABUIT 3aCTOCYBaHHS, HE CJIll];I_{'B%ﬁ-l(()ﬁﬁﬁt'(pﬁ,}fﬂa'rm \

1ei 3aci6 koHTpanenuii. 5| HTEPHACKHOHAJD” :/
YMOBHY, SKi ¢TI BAKOHYBATH IpH 3acrocysanni @apMaTexcy: . }\){ R e ;g‘é‘éﬁ_')l"{é;.«z
’ CHCTEMATHYHO BBOJNMTH TalJETKy BariHaNbHy TIHOOKO y IXBY Hepes KOXHHUM CTaTeBH i



aKTOM HE3aJIeXHO BT a3k MEHCTpPyanIsHOro UKITY,

. HC BUKOPHCTOBYBATH MUIIO [UISl MHTTS CTATEBHX OPIaHiB 3a 2 TOXHHE JI0 Ta 2 TOJMHH ITiCJIs
CCKCY, TOMY 110 MUIIBHA BOJA, HABiTh y Mi3epHilt KibKoCTi, py#Hye axTHBHY pedosuny. Jst 060x
NapTHEPIB MOMNUIMBE TITBKH 30BHIMIHE 0GMUBAHS TeHITaIill YHCTOIO BOMOIO;

. HeoOxinmo Bimgkmactu CHPHHITIOBAHHS YHCTOI0 BOJIOIO SIK MiHIMyM Ha 2 TOOUHH, 10O
YHUKHYTH PU3UKY BUMHBAHHS Ipemnapary;

. YHUKAaTH NOPUAMAHHSA BaHHH, ILIABAHHS y BoxmoWimi, Gaceiimi i T. m., TOMY 1IN0 His
KOHTparenTusa Moxe 6yTy rocnabiena;

. IIPUIMHHTH 3aCTOCYyBaHHS (apMarexcy IIpH HosBi a60 ITOCHIIEHH] CHMIITOMIB ypasKEeHHS
CTAaTEBHX OPraMiB;

. Y pasi JlikyBaHHS IHTpaBarinansHEMHA 3aco6amu IPUTHHKETH 3acToCyBanHs Dapmarekcy xo

KiHng nikysanas, Ha et nepioa HoTpibHo 06pat {Hmmi croci6 KOHTpAIeIIIii.

[left xoutpanentusuumii 3aci6 HE 3axwinae Bix iHbexuii, mo ICPENAIOTECI CTATEBUM MUITXOM
(IICI), aGo sin mipycy imyrozedinuty momuan (BUI), mo CIPHYHHSE CHHAPOM HaOyTOro
imyronedimary (CHIJI).

3acmocysanus y nepioo eazimnocmi abo 200y6anHs 2pyO0io.

Kniniyni ta emigemionoriumi MOCHIDKEHHS HE BHSIBIJIA TOSBU Ball PO3BHUTKY, IIOB’SI3aHUX i3
BHII/IKOBHM 3aCTOCYBAHHSAM LLOTO 3ac00y Ha PaHHIX TEpMiHaX BariTHOCTI,

Hyxe Manenbka Kinbkicrs HpeIapaTy MOKe IIOTPAlluTH y MaTEPHHCHKE MOJIOKO 6e3 Oynb-saKix
WIKIJUIMBHX HACTIAKIB, T OLYBaHHS I'PYJUII0 MOXKIIHBE.

3oammicme ennueamu na weuoKicms  peaxyii Npu Kepysamni asmompancnopmom abo inuumu
Mmexanizmamu,

Bynw-sgxoro BIUIUBY Ha 3JaTHICTH KEpPyBATH ABTOTPaHCIOpTOM abo TMpaIfoBaTH 3 IHIHMH
MeXaHi3MaMu He CIIOCTEPITaIOCH,

Cnocié 3acmocyeanua ma ooz,

Bsonutu inTpasarinammsgo.

3acTOCOBYBAaTH  CHCTEMATHYHO ISPl KOXHHM CTaTeBUM aKTOM HE3QlIeXHO Bif (hasu
MEHCTPYAILHOTO [HKITY,

3MOYMTH BarinapHY TabseTKy Boxoo. YV TONOXKEeHH] Texaun BBecTH if raaboKo y mixBy 3a 10
XBUJTHH JIO CTATEBOT'O aKTy.

¥ pasi nosropHoro craresoro aKkTy BBECTH 11i¢ 1 TabieTKy J0IaTKOBO.

Tpusanicts korTpanentusHo 1if - He MeHIe 3 romuH.

Besmocepenuso micnst craresoro AKTY MOMCTHBHM TIIBKH 30BHIIIHIM TyameT remiTamifi ymcroro
BOJIOIO (BHKJIIOUAIOYH MUJIBH] 3aco0mu).

He xosraru!

Himu.

IIpenapar ®apmarexc ne 3aCTOCOBYBATH JiTAM.

Ilepeoosysanns,
Buntankir nepenosysanns me sussieno.

Lo6iuni peaxuii.

3 6oxy penpodykmuenoi cucmemu ma monoun Ux 3an03
Pinkicui (>1/10000 mo <1/ 1000): ceepGix, Bimayrrs newinas aGo MiCI€BEe HOAPA3HEHHS B OJHOIO
abo obox napraepis. : %

3 6oky imynnol cucmemu 7% N
Yacrora nesinoma: arepriuni IIPOSIBH, [/ assoexTopIs \\ \\
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YIaKOBIIi !

YmoBu 30epiranns.
He notpe6ye cneniamsnux yMoB 36epiranus, 36epiratu Y HEIOCTYIIHOMY JUIS NiTei MicIi,

Ynaxoska. 12 ta6nerox y IIOJTNPOTIiIeHOBIH Ty6i y KapTommii KOpoOIi.
Kareropis sinmycky. Bes penenra,

Bupotnux.
THHOTEPA IIY3I, ®panuis/INNOTHERA CHOUZY, France.

Micnesnaxopxenns sBupo6uuxa ta aapeca Micus HpoBaKeHHs iforo AisIbpHOCTI.
Pro Pene Illantepo, [1Ly3i-crop-Cic, Bamoap-ciop-Cic, 41150, ®panmis/Rue Rene Chantereau,
Chouzy-sur-Cisse, Valloire-sur-Cisse, 41150, France.

3asBHUK.
JIABOPATOPISI IHHOTEK IHTEPHACBPTOHAHI), ®pannis/LABORATOIRE INNOTECH
INTERNATIONAL, France.

Micuesnaxomkenns sassruka. _
22 apento Apicrin Bpiian, 94110 Apxelt, ®parnin/22 avenue Aristide Briand, 94110 Arcueil,

France.

Hata ocrannnoro neperismy.




