
3ATBEPN}I{EHO
Harcas MinicrepcrBa oxopoHrr

rgopon'n Yxpaiun
12.06.17 Nb 640

Peecrpaqifi ue uocniAqeHHfl
J\b uA/1340/03/01

3MIHI4 BHECEHO
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THCTPyKUTq
AJrfl MeArrqHoro 3acrocyBaHHs "rrirapcrrcoro raco6y

(DAPMATEKC
(PHARMATEX)

Cwtad:
d inu a p eu o 6 uH ct "' 6eusanKoHiro xnoprz4 (benzalkonium choride) ;
1 cynosuropifi nariHansnufr (1,6 r) rr,ricruru 6ensanxouiro xropz4y i 8,9 rur;
donouicrcrui pevoauuu." ri4poxcunponinqenroJrosa, naniecuHreru-l.Hufr. rniqepz4 rnepanfi (ty'pe
Witepsol S 51)"

Jlinapcsrca S opnaa. Cynosuropii BariHanrsi.
Ocuoeui Qisurco-xiuivui enacmueocmi; cyrro3r4ropii 6inoro Konbopy, uaniHlprz.ruoi rpopnru: s
KoHycorroAi6nana xinuerra,

(D aprrrarcorep arreBTr.rqHa rpyrra.
KoHrpaqenrlr Br4 AJrt Naic{esoro 3 acro cyBaHux, IHrp ae arinanrHi KoHTparlel rkrBkr.
Koa ATX G02B B"

(D apnnx on o ziqni an acmue o c mL
Qapnar<oduuat4irca.
Eeugarxosiro xlopll4 Mae Bnacrrinocri i cneprtriqu4y, i aurucerrrr,rKa.
AxrueHa perroBklHa crtpI,rql4H.rre po3pr{B ueu6panu cfrepMaro3oi4a, [ecrpyxqix cneprraarosoiga
ni46ynaerrcx y ani craAii: cnorrarKy pyfiHyerrc-f, Ax{fyruK, a noriu - rolinrca"
EQer<runHicm saco6y napiroe 3aJrexHo ni4 roro, nacriru,ru .rirKo Br{KoHyrorrcx iHcrpyr<uil ruoao
3acrocyBaHHs,

He snrureae Ha carpo$iruy naixpoSnopy (:6epirarorbc.f, rarnqr<u [o4epueftua).
Ocxilmu Oaptraarerc He e fopMoHalrbHr4M flpelaparou, fioro BHKopr4craHHt He BnJIr{Bae Ha
MeHcrpyaJrcuuft quu, ni6i4o, QepuEnrnicrr.
EncnepunaeHTaJIbHI4MH 4ocri4xeuHflMvr BcraHoBJreHa aHTr4cenrr{rrHa axrveHicrr 6ensanrcouirc
xnopHAy:

c in vitro npenapar rlpo-flBJTse aKrueHicrr ruoAo s6yauarin iu(pexqift, rqo nepeAarorE,ct
crareBl{M IlJIqxoM, 3oKpeMa: Neisseriq gonorrhoeae, Chlamydia spp., Herpes simplex runy
2, BIJI, Trichomonas vaginalis, Staphylococcus aureus. llpore :aci6 ueaxrus:glufr ruoAo
Mycoplasma spp. i t'aae Husmy axrznuicrb rloAo Gardnerella vaginalis, Candida olbicans,
Haemophilus ducreyi ra Treponema pallidum,.

. or<perrri ,4ani in vivo cni4uarr rtpo Mox(nrrBy
3axBoploBaHb, ulo [epeAaroTbc.f, cTaTeBI,IM
upo Qinarra.{Hoi Aii neruae,

@apuarcorciuemurca.
E eug arxoHiro xnopa4 [paKTHqHo He BcMoKTyerbcr cJrrr3 oBoro o6o[ollxoro

e$exrnenicrr y n
IIJ]'XOM, aJIe ilp

li0f,AI0l,lJt



Kniuiqui xap aKTepHcrrrKH.
trIoxasauun.
Micqena rourpaqeuqix"
@apnrarexc - uicqeeuft xourpaqerrrr.rB (cneprraiqu4) 4rtr sano6iraung eariruocri, flKtrfr, src i irruri
MeroAI'I r<ourpaqenqii, .FIe BI{KJIro-rae u nonuicrro, E0errznnicrl cnepuiUnly 3aJrexr4Tt eiA
Aorpr4MalrHa iHcrpyrqii lnq MeAr.rqHoro 3acrocyBaHnx, Oapnaarer(c Mo)KHa 3acrocyBarr{ trK oKper\4o,
rar i pasona s iuruuMn gaco6aua KoHTparlelqii anr rrocvrreHHr KoHTparlenrzeHoi.4ii"
I-{eft rraero4 KoHTpallerrqii npusuau eunfi gttxncix xiHorc perpoAyKrr4BHoro eir<y. Oco6rrzso Aorlim,Ho
3 acro coByBarrz O apnr arercc :

o y pa3i ua.snnocri TuMrracoBux a6o nocrifiuzx rporr4noKa3aHb Ao 3acrocyBarrHt
nepopaJIbHLIX KoHrpaqenrunin a6o nuyrpirusronarroBoro 3aco6y (nnyrpiruuboMarKoBa
cnipanr);

. nicns uororin, y nepio4 roAyBaHHs rpyAAro, y nepio4 npeMeHonay3z;
o / pa:i Heo6xiAuocri enisoArasHofo sauo6irauHx eariruocri;
r flK 4onorti>rHuft saci6 Ao [epopanruoi r<onrpaqenqii y pffii rporycKy npufiorray ra6le'lrrz

-ILI ii upufiorvry uisHiure, niN norpi6uo (y rlboMy BrrraAKy neo6xiAuo AoAarKOBo
3acrocoByBarn CDapuareKc Ao xinqs MeHcrpyarbHoro qaxny);

r .sK Aononaixsuft saci6 upu 6ap'epuift rcourpaqeuqii (uixnona 4iaQparrrra, qepniralrriafi
ronuavox), trpll sacrocynanHi nHyrpiurHronaarxonoi ctiparri (oco6nzno i]pr4

AoBroTpLIBtlrIoMy oAHorracHonry npuftoiui Ae.srux npenaparin, Harrpr4KlraA Hecrepoi4nrzx
rrporu3 arraJrrnux s aco6in).

IIpomunorcu3flHvt*
Ileft nircapcrnufi gaci6 He cniA 3acrocoByB aru y pasi rinepuyrnrzsocri Ao 6eusanxoHiro xrropu4y ev6o

Aouonaixnnx perroBl4H, nariHiry, Br.rpa3Kr4 Ta rroApa3HeHH.fl cJrr{3oeoi o6oroHxz nixsn'ta utuilrrcu
MATKI4.

Bsnewodin s iuvuumu nircapcuxutwu sacodaMu rnfi inwi eudu esaemodiit.
Korr,r6inaqii, xxrrx cli4 yuzr<aru :

* trneAn.rHi npenaparu s sariuamnaM cnoco6oM eneAeHHs:
6y,ur-xr<e inr:panarinaJlbue rir<ynanur, iruronipno, inaxrvnye e[epMarorIHAHy airo N,ricqesoro
KOHrpar{erruBa)
* nrulrni saco6u:
qeft cneprrriuuA pyfi Hyerbc-f, MHJrbHr4Mr{

MHJrbHr4x posur,rHin, Tor\4y rrlo BoHr{,
peqoBrzHy"

[ocni4xeHsg cyvricuocri naixt eariHanruuM cyrro3rrropiervr ra JrareKcoM, [poBe,4eHe 3 pisHanu
TopfoBI,IMH MapKaMI{, He BLrflBLrro xo4Hr.rx guin SisuuHzx xapaKTeplrcrr4K rrporecroBaHrrx
npesepnarlrnin"

O co 6nue o cmi s acmo cy 6 fiHrutt.
Oapuarerc e e$exrunHuNt saco6oM rnr sano6iraHn.s eariruocri :a yuonu ftoro npaBanbHoro
BHKopI{oraHH.f, nia qac Ko)KHofo crareBoro aKry" llpore ueft MeroA roHrpaueuuii Aerlo
rlocryrlaerbcs. 3a e$er<rlreuicrro raKr.rM saco6a\,r KoHTparlenqii sx ropMoHaJrbHa KoHTparrenqis,
nuyrpirunsoMarKoBa cuipam,4ia$pamra, qepnircalrnufi xonna.{ox a6o npe3epBarr.n, Eserrznuiorr
cnepnriqv4in :nuxyerbcs rrpr.r HeAorprzMauui npaeul 3acrocyBaHH.s"
E$ercrraenicrb KoHTparlerrrrzBHoi aii cymeBo 3aJre)Karr niA pereJrbnoro .qorpr4MaHHf, npaBrzJr

BI{KopI{oraHH.fl, ToMy BaxJrrrBo .{irxo rorcHrrrr4 narlieHrqi, rK Kopr,rcryBaruc.s saco6ou, Ta

rlepeKoHartrcs.B ToMy, rqo BoHa Bce npaBr,rJmuo sposyvrina,
Oco6au, qxi He Moxyrb spo:yrtairu uu cupaftutrrLrnpaBurr3acrocyBaHH-rr, He
qefi :aci6 roHrpaqenqii.
Yuonn, srci cnia BHKoHyBarr4 npv 3acrocyBaHni (Dapnrarercy:

saco 6arrrn - seo6xilHo yHr{Karra 6y4s-xrof o BHKopr{cran:Hs

Hanirr y rr,riHivranrsux rimKocr-rrx, pyfiuyrom aKruBHy

kfirliAl

. cvlcreMarr{rrHo B c1laTLT cyrro3r4Topift rnv6orco y nixny nepeA Ko

216?5(



He3aJrexHo ni4 (pa:ra MeHorpyaJrbHoro ur4KJry;
' He BI'IKoprIoroByBitrrI MaJro AJrr Mr4T'r.rr crareBl4x opraHin sa 2 roguuu
ceKcy, ToMy u]o MrrJrbHa BoAa, Haeirl y ui:epuift xiJlbrocri, pyfinye aKrr.rBHy
napruepin MoxJIIrBe tintru gosHirrHe o6MusauHg reHiralift r{r4croro BoAoro;c Heo6xi4no ni4xnacra clpr4HrlroBaHHr r{r{croro BoAoro .sx raiui1ayM
yHrzKH yTr4 pr4 3 rz K y B r{M r4B aH H.s rrp eII ap aTy ;
' yHI{KarLr npufin'rauux BaHHr4, frJraBaHH.f, y no4orinti, 6aceftni i r"
KonTparlenrr4Ba Moxe 6yr:a uocn a6 newa;
' [punvlJvrrll 3acrocyBaHur @apuareKcy rIpI4 no-flni a6o noczlesiri cznanrouin ypilKeHHfl
crareBux opranin;

y pa3i nixynaHux iHrpanariHaJlbHlrMr.r saco6anaa npvrrullrrLr 3acrocyBaHnr @aprrrareKcy Ao

5]nu niryoannx. Ha qefi uepio4 norpi6uo olpatuinrunft cnoci6 rcoHrpaqenqii,
Ileri xoHrparIerITaBHI'Ifi :raci6 He 3axrrrqae ni4 iusercqift, ttlo ,r"p.Aarorbc.f, crareBr4M rrrJr.rrxoM(ncil), a6o ni4_e_ipycy inyHo4esiqzry JnoAr4Hr.r (BIII), ,qo ,np""uHs3 cu1npou Ha6yroro
inayHo4e$iuury (CHI[) 

"

3ac^mocyeaHHe y nepiod eazintuocmi a6o zodylqHHn zpyddro.
Kniui'rHi ra eniAenaiorori'rui 4ocri4NenHr He BLrflBLrilpr [osBri BaA po3BrrrKy, roB'f,saHux is
BI,INAA

AvNe #: 
t":fiffit"T'ffi3i.ffi'# 

MorroKo 6es 6y4r-xxuxurxi4l MoxJrLrBe"

3damuicmu 6rutu6amu ua taeudrcicma pearcqii' npu rcepyoauui olmompqHcnopmow a6o iuututtu
nexauisuamu.
FyAr-xxoro BITJIIIBy Ha s4atnicrr KepyBarr.i aBTorpaHcrroproM a6o nparlroBaru s iHtrrzlrz
uexauigrr,ranau He crrocrepiralocs 

"

Cnocif 3acmocyraHHtt rttr,E dosu.
B no4uru inrpan ariuaJrbuc) 

"

3acroconynarrz crlcreMarl4rlHo rrgpeA KoxHr,rM crareBr4M aKToM He3aJrelKHo eia $wu
MeHcTpyanbHoro qr,rKJry,

V nonoxenui lexaql{ Br}ecrl{ 1 eariHamuzft cynosuropift rru6oxo y nixny sa 5 xnaruH 4<l
cTaTeBOfO aKTy,

v pa:i rroBTopHoro crareBoro aKTy BBecrr{ rqe .AHH cyno:uropifi.
Tprananicrt KoHrparlerrunuoi Aii - 4 ro;iuuu.
EesnocepeAHbo Ao ra uicnr crareBoro aKTy Moxnzeuft riruxz sonuirunift ryaner resirarrifi qrr croro
Bororc (nzxnro.raro.rn Nazr rui saco6u).

nimu.
llp euap ar Oapu arerc He 3 acro coByB arr,r 4ir_au.

IfepedoeyeaHHn.
Bzna4nin [epeAo3yBaHHr rre BHsBreHo.

IIo6iaui peaxqit"
3 6orcy penpod)trcmueuoi' cucmeuu ma uonoqHux sanos
Pilxicui (>1/10000 ao <1/1000): cnep6ix, ni4.ryrra ne.riuHs a6o
a6o o6ox napruepie"
3 6orcy im:tuuoi' cucmenu
9acrora nenigoua: aneprirrHi rrporBa,

Ao ra 2 roiluuu nicrs
perroBr4Hy" [nr o6ox

sa 2 ro[uHu, ruo6

rr.e ToMy rqo )\ifl

MlCrIeBe rroApa3HeHH{ B oAHO|O

Tepadn npudnmruocrni, 3 poKrr.
He 3acrocoByBaru npelapar nicrg saxiH.reH s repruriHy nprzAarHoc
yuaronqi!

Li ! tr-t{rr-

"Iiafiornl.oPl.rl



Vntosu s6epiraHua"
36epiraru rpr4 reMreparypi He Brzrr{e 25 oc.36epirarz y HeAocrynHoMy ttw nheinaicqi.

Yuanonma. 5 cynoslnopiin y 6nicrepi, no 1 a6o 2 lticrepuy KaproHHifi xopo6qi.

Kareropir nignycry. Ees peqelra.

Bnpo6Hurc,
IHHOTEPA IIIy3I, @pan:qir/INNoTHERA cHouzy, France.

a ra aApeca ruicqt npoBaAr(eunq ftoro Ais.ul,uocli.
cic, Ba*oap-*op-cic, 4rr50, (Dpauqi-{/ Rue Rene chanterea.u,
isse, 41 150. France"

3assuurc"
JIAEOPATOPH IHHOT'EK IHTEPHACbIZOHAIIb, @pauIfixILABoRA.ToIRE INNOTECHINTERNATIONAI, France"

MicqeguaxoArr(enHs 3 asB Hr{Ka.
22 aeeqro Apicri4 Epifiarr, 94110 Apxefi, epanrfix/22 avenue Aristide Briand, 94110 Ar.cuerLl,France.

[ara ocraHHr,oro neperJrsfiy.
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