3ATBEPIKEHO
Haxa3z MinicrepeTBa 0X0pOHH |
340poB’s YKpaiHu |
30.06.17 Ne 732
Peecrpaniitne nocBigueHHs
Ne UA/1340/04/01

3MIHM BHECEHO
Haxa3 MiHicrepcha 0XOPOHH

opon Yxpainn
GOV 1N 7290

IHCTPYKIISA
AJISE MEIMYHOI0 34CTOCYBAHH JIIKAPCLKOro 3aco0y

®APMATEKC
(PHARMATEX)

Cknao:

oiroua pevosuna. GersankoHio xmopuy (benzalkonium choride); i
100 r xpeMy BariHaTBHOIO MiCTHTE GEH3AIKOHIIO XJ0puny 1,2 r; '
00nOMIdICHE pevo6uHY: KIACIIOTA TAMOHHA 6€3BOIHA, HATPIIO rmpO(bOC(baT nonexarigpar, Tegos® 6 B
(maxporon 300, maxporosn 1500 i eTHIEHITIKOMIO cTeapar), OJIis JIABAHAOBA, BOJA OUMIICHA.

Jdikapcbka dopma. KpeM Barinansauii.
Ocnoeni @isuxo-ximiuni enacmusocmi: 6inuil MacHIHACTHI KpeM 13 3araxom JaBaHIu.

DapmakeTepaneBTHYHA IPyIA. .
Kontpanentusu ans MicneBoro 3actocysants, IHTpaparinanbHi KOHTPAIEIITHBH. |
Koz ATX G02B B. |

Dapmaxonoziuni eracmueocmi.

Dapmaroounamira.

BeH3ankoniro XJI0puJ| Mae BIACTHBOCTI 1 CEPMIIIAY, i aHTHCENITHKA,

AKTHBHA DPEHYOBMHA CIPUYHHSE PO3PHB MeMOpaHu crepMaro3oima. JIecTpyKIid cIepMaTo3oina

BinOyBaeThCs y [IBi CTAil: CIOYATKY pyHHYETHCS MKTYTHK, @ TOTIM — TONiBKA.

EdexrupricTs 3ac06y Bapiioe 3aiexHo Bix TOTO, HACKITBKH YiTKO BHKOHYIOTHCS IHCTPYKIUI IIOZ

3aCTOCYBaHHS,

He smuusae na canpodiray mixpodnopy (36epirarorses nammaku Jomepieiina). '

Ockineku ®apMaTekc He € TOPMOHAILHHM IIperapatoM, HOTO BHKOPHCTAHHS HE BIIMBAEC HA

MEHCTPYalbHUH UK, 1i6i0, QepTHILHICTS.

ExcrepumMeHTAIPHUMU  TOCTIZKEHHSMM BCTAaHOBIEHA AHTUCENTHYHA AKTHBHICTH OGEH3aIKOHIIO

XJIOPHILY: i

* in Vvilro IpenapaT NposABILIE aKTHBHICTh 11010 30YAHUKIB IHEKIIiH, 110 IepenatoThHCs CTaTCBUM
OUIIXOM, 30Kpema: Neisseria gonorrhoeae, Chlamydia spp., Herpes simplex tumy 2, Bl
Trichomonas vaginalis, Staphylococcus aureus. Ilpore 3aci6 meakTusHuMIA mono Mycoplasma
Spp. 1 Mae HHM3bKy aKTUBHICTH mono Gardnerella vaginalis, Candida albicans, Haemophilus
ducreyi ta Treponema pallidum,
® OKpeMi [HaHi in Vivo CBiTUaTh MpPO MOXIHBY €(PEKTHBHICTE Y npocbmalcn;ﬁh JEsIKH

3aXBOPIOBAlb, 0 MEPEAAIOTECS CTATCBHM LULIXOM, ale IPIMUX 110Ka313/u1e:1 npocbm@K ‘—IHQ
Iii Hemae, 4 i

Dapmaxokinemuxa.

BeH3anKoniIo XI0pu MPakTHYHO He BCMOKTYETBCH CIIN30BOI0 060JOHKOIO mxBH\
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Kniniuni xapakrepuerukn.

Hokazannua,

Micuesa KoHTpamenis. !

PapmaTeKre — MiCTIeBHi KOHTpaenTHs (CIepMiIiL) st 3amoGiraHHs BaTiTHOCTI, SKAH, AK 1 iHImi

METOIN KOHTpa,uenuu He BUKIIOHAaE ii MOBHiCTIO. EQeKTuBHICTE cuepMiummy 3alexuTh Bif

JOTPUMAaHHS IHCprI(I_Ill JUISI MEIIHYHOIO 3aCcTOCyBaHHsA., PapMaTeke MOKHA 3aCTOCOBYBATH fIK OKPEMO,

TaK i pa3om 3 iHMMME 3a¢06aMI KOHTPAIENTIi VLT HOCH/IEHHS KOHTPALEIITHBHOT .

Lleit MeToL KOHTpAIEIITil IpU3HAYCHUI TS BCIX XKIHOK PEIPOLYKTHBHOIO Biky. OcoGIHBO ,IIOHIJ'H:HO

3acTocoByBaTH PapmaTexc: i
® Yy pasi HAasABHOCTI THMYACOBHX a00 MOCTIMHMX MPOTUIIOKA3AHb JI0 3aCTOCYBAHHS ePOPATHHILX

KOHTpaHeHII/IBlB ab0 BHYTPIITHEOMATKOBOTO 3a006y (BHYTPIIIHBOMATKOBA CIipalb);

*  IiCJIst MOJIOTIB, Y MEPioJ FOAYBAHHS IPYIO, Y IEPioz NPeMeHOTIaY3H;

* ¥ pasi HeoOXiTHOCTI eni30AuuHOro 3ano6iraHHs BariTHOCTI; :

* K TONOMDXHHH 3aci6 JI0 mepopaibHO] KOHTpaneniii y pasi MpomycKy mpHuifoMy TabneTky qH
11 mpuitomy minime, HiX MOTPibHO (y UBOMY BHIAAKy HEOGXiAHO HOXATKOBO 3aCT000ByBaTH
dapmatekc 110 KiHIT MEHCTPYaIBHOTO HHKITY);

* 4K JONOMDKHHE 3aci6 mpu Gap’epHili KoHTparemmii (n1x13013a niapparma, uemeaanHH
KOBIIAYOK), IIPY 3aCTOCYBaHHI BHYTPILIHHOMATKOBOT cITipaiti (0cOGIHBO TIpH ,HOBI‘OTpHBaJIOMy
OJHOYAaCHOMY HPHAOMI JEeAKHX NpelapariB, HANPHKIAA HECTEPOIMHHX HpOTH3aHaHBHHX
3aco0iB). ‘

Ilpomunokazanna.
Lleit nixapcpkuit 3aci6 He ciiff 38CTOCOBYBATH Y pasi HiNePUyTINBOCTI 10 GEH3AIKOHIIO XJIOpUAY a69
JIOTIOMIXXHUX PEYOBHH, BariHITy, BAPA3KH Ta IIOAPASHEHHSI CIIM30B0] OGOIOHKH IiXBH Ta IHHKHK MaTKH|

B3aemoodia 3 inmumu nikapcoxumu 3acobamu ma inwi eudu 63aemodiii. i
KombGinmanii, ssxux cnix yaukaTn:

+ MEJNYHI MPenapaTy 3 BariHalbHuM crioco60oM BBEIEHHS:

Oyab-ske inTpaBariHanbHe JiKyBaHHS, IMOBIPHO, IHAKTHBYE CIEpMAaTOLUHY [0 MicleBoro
KOHTpaIelITHERA,

+ MUIBHI 3aco6u:

Lel criepminm pynHyeTbc;I MHJIBHHMH 3ac00aMH — HEOOXIZHO YHHUKATH OYIb-SIKOIO BHKOpHCTaHHg
MHIILHEX PO3YHHIB, TOMY IO BOHH, HABITh y MiHIMANBHUX KiJIbKOCTSIX, PYHHYIOTh AKTHBHY PEUOBHHY.
JIOCTUKEHHS CyMiCHOCTI MiX BariHAJBHAM KPEMOM Ta JIATEKCOM, POBEACHE 3 Pi3HAMH TOProBUMH
MapKamH, HE BUSABHIIO KOJHHUX 3MiH (Qi3HYHHX XapaKTEPHCTHK MPOTECTOBAHHX IIPE3ePBATHBIB.

Ocobaugocmi zacmocysanna. 1
Qapmarexe € eheKTHBHMM 3aco60M I 3amoGiraHHs BATITHOCTI 3@ YMOBH HOr0 IIPABHILHOTQ
BHKOPHUCTAHHS IT]1 9ac KOXKHOTO cTareBoro akry. IlpoTe meit MeTon KOHTdeEl‘IH]l JIEIIO TIOCTYIAETHCS
34 CPEKTUBHICTIO TAKMM 3aC00aM KOHTPAIEMNIT K FOPMOHAEHA KOHTPALIEIIIIis, BHYTpHHHLOMaTKOBcL
cripanb, niadparma, NepBIKaTPHHN KOBHAa4ok a6o npeseppatuB. EQexTHBHICT CHepPMIIUIiB
SHHIKYETBHCA PU HEAOTPHUMAaHHI IPaBUJ 3aCTOCYBAHHSL.
EexrusaicTs KOHTpanenTHBHOI Jgif CYTTEBO 3AIEXHTh Bif PETeNHHOIO NOTPUMAHHSA IIPABHI
BHKOPUCTAaHHS, TOMY B&XUJIMBO UiTKO MOSCHHUTHM IAli€HTHi, SK KOPHCTYyBaTuca 3acoboM T4
IECPEKOHATUCS B TOMY, 1110 BOHA BCE IIPABIIBHO 3PO3yMiJa.
OcobaM, sxi He MOXYTh 3pO3yMiTHM 4K CHOpHUHATH NpaBHi HOTO 3aCTOCYBaHHS, HE CIif
BHKOPHCTOBYBATH leH 3aci® konTpanenmii.

YMOBH, sIKi CITiZl BUKOHYBATH IIPH 3aCTOCYBaHHI PapMaTekcy:

, CHCTEMaTHYHO BBOJUTH JO3HM KpeMy INHOOKO y MIXBy Iepel KOKHUM CTELTBBI’IME__EIKTOM
HE3AICXKHO Bl a3y MEHCTPYalbHOTO LHKIY; AN S
. HE BHKOPHCTOBYBUTH MHJIO JJIs MUTTS CTATEBHX OPraHiB 3a 2 TOAUHH 10 Ta 2 I‘OZ[I/IHI/I\[‘IIE 1
CEKCY, TOMY W0 MHIbHA BOJQ, HABITh y Mi3epHill KijbkocTi, pyliHye aKTHBHY. petoBl y 7 C
IIAPTHEPIB MOXKIIUBE TiTBKY 30BHIIIHE OOMUBAHHS T'EHITANIHM YMCTOIO BOLOIO; ‘




. HeoOXiHO BigkimacTu CHPHHIFOBAHHS YHCTOIO BOOIO AK MiHIMYM Ha 2 TOIMHH, 106 YHUKHYTH
PH3YIKY BUMHBaHHS PENApaTy; |
. YHUKATH NPUAMAHHS BaHHH, IUIABAHHS Y BOXONMI, 6acelini i T. 1., TOMY IO [{isl KOHTPALENTHBA
MOxe OyTH Hocnabiena; . ‘
. TIPUIHHUTY  3aCTOCyBaHHs (DapmaTekcy npu mosiBi a0 ITOCHICHHI CHMIITOMIB ypaXKeHHs
CTATEBHX OPraHiB; :
J Y pasi JiKyBaHHS iHTpaBariBaibHEME 33co6aMy IPUNIHATA 3aCTOCYyBaHHA DapMmarekcy z[o%‘
KiHug srikysarmss, Ha neit mepiog noTpi6Ho obpaTy iHmMIA coci6 KoHTpaemIii,
Le#t xonTpanenTusamit 3aci6 e 3aXHIIacE BiJ iHdexnil, mo IEPENAtOThCA CTATEBHUM IIIJITXOM (IHCHI),%
abo Bin Bipycy iMmyrOICDINMTY MOMHHK (BUI), mo cnpuumnse cunmpom HabyToro iMyHOmedinury|
(CHILD).

3acmocyeéanns y nepiod eazimnocmi abo 200y6auus 2py00io. |
Kniniuni ta emigemionoriumi JOCMKEHHS HEe BHSBMIIM IIOSIBH Baj PO3BHTKY, IIOB’S3aHMX 13!
BHIIAJKOBUM 3aCTOCYBAHHSM LEOTO 3ac00y Ha PAHHIX TEPMiHAX BATITHOCTI.
Hyxe Manenbka KinekicTs [IpCIAapaTy MOXE IIOTPAlIMTH Y MaTEePHHCBKE MOJIOKO 0e3 Oynb-sxux,
UIKiATUBUX HAacIiAKis, [ ONYBaHHS I'PYJUTIO MOK/IHBE, 5

30amnicme  ennueamu nHa weuoxicme peaxyli npu KepyGamwi asmMompancnopmom aéo IHUUMY |
MEXanizmamus,

Byzb-axoro BBy Ha 3partHicTs KEpyBaTH aBTOTPAHCIIOPTOM a00 IPAIFOBATH 3 IHUIMMHE MEXaHI3MaMH
HE CIIOCTePIranocs.

Crocib sacmocyeanns ma dozu.

BsomutH intpasarinansmo.

34CTOCOBYBATH CHCTEMATHYHO TICPCA KOXKHHM CTATEBUM aKTOM HE3ANEXKHO Bifl a3y MEHCTPYaIbHOTO |
THKITY.

Y nomoxeHHi nexaun BBecTH OZHY O3y BATiHANLHOrO KPeMy TITHOOKO y HiXBY, BUKOPHCTOBYIOYH
aILIKATOp, epe/T CTATEBUM aKTOM.

¥ pasi moBTopHoro craresoro aKTy BBCCTH IIC OAHY 103y KPeMy 3a JIOLOMOTIOIO alllikaTopa.
Kourpauenrusua nis 3aco6y nounnaerses Murreso Ta TpuBae He MeHme 10 roguw.,

Besnocepenso 1o Ta micns cratesoro aKTy MOXJIMBHH TUIBKH 30BHILIHIN TyaseT reHiTamiil YHCTOO
BOZIOIO (BHKITIOYAXOYH MUJILHI 3acodm).

Himu,

ITpenapar ®apmarexc ne 3aCTOCOBYBATH [iTAM.

Hlepeoosysanna.
Bunankis nepeno3ysanns ue BussieHo,

Hobiuni peaxuyii,
3 6oxy penpodyxmusnol cucmemu ma monounux 3a/103

Pinkicri (>1/10000 no <1/ 1000): cBepGix, BimayTTs meuinms abo Micuese MOJIPa3HEHHS B OJHOTO 260
060X mapTHepiB.

3 boky imynnoi cucmemu
Yacrora Hesinoma: anepriuni MIPOSIBH.

Tepmin npuoamnocmi. 3 DOKH.
He 3acrocoBypaTu IIpenapar micis 3aKiHdeHHs TepMiny OPUAATHOCTI, 3a3HAYEHOI0 HA yIIaKOBL( !

YmoBu 3Gepiranus. g
30epiratu npu Temueparypi e suie 25 °C. 36epiratu Y HEAOCTYITHOMY JIJIst aiTeﬁ___Mlcula o

Ymakoeka. ITo 72 r Kpemy y Ty6i, 1 TyGa 3 allJIIKATOPOM-[03aTOPOM y KapTOHHIH KOpoOm1 =

et i1




Kareropis Bigmycxky. Bes peuenra.

Bupo6uuk.
IHHOTEPA 111V 3I, ®pannis/INNOTHERA CHOUZY, France.

Micuesnaxomxenns Bupodnnka Ta aapeca Micust MPoBaJKeHHs HOro JisIbHOCTI,
Pro Pene Illanrepo, Ilysi-ciop-Cic, Bamoap-ciop-Cic, 41150, ®paxmis/Rue Rene Chantereau, Chouzy-
sur-Cisse, Valloire-sur-Cisse, 41150, France.

3asIBHUK.

JIABOPATOPIA IHHOTEK IHTEPHACBIOHAJID, ®panuis/LABORATOIRE INNOTECH
INTERNATIONAL, France.

MicuesnaxonxeHust 3asiBHHKA.
22 aBenro Apicrig Bpiitan, 94110 Apkelt, @pannis/22 avenue Aristide Briand, 94110 Arcueil, France.

Mata ocTannboro nepersy.




