SATBEPKEHO
Haxa3 MinicrepcrBa oxoponn
300poB'st YKpaiuu
Bix 30.06.17 Ne 732
Peccrpaniiine nocsinyenus
Ne UA/1340/04/01

3MIHHU BHECEHO
Haxas Minicrepcrsa oxoponn

3tepos’s Yipaiun 27
6.0 LOR N 74

3asaBHuK, kpaia: JIABOPATOPISI IHHOTEK IHTEPHACBLHOHAJIb, dpanuis
LABORATOIRE INNOTECH INTERNATIONAL, France

Bupo6uux, kpaina: Bupo6ruk Biamosi nampamii 3a BTOPUHHE TIAKYBAHHs, KOHTPOJIb TA BHILyCK CEpii:
IHHOTEPA Y31, ®panuin

INNOTHERA CHOUZY, France
BupoGHnk Bixnosinansauii 3a BupoGHunTBO in bulk Ta [IEPBUHHE HAKYBaAHHS:

JIJABOPATOPIA INEMIHO, ®panuis
LABORATOIRES CHEMINEAU, France

3MIHU
AO IHCTPYKIII JJIs1 MEJMYHOI'O 3ACTOCYBAHHSI
JIKAPCBKOI'O 3ACOBY

PHARMATEX/
DPAPMATEKC

kpem sazinanvnuii 1,2 % no 72 2 y my6i, 3 anniKamopom-003amopom
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Micuesnaxomrenns supoduuka ta aapeca Micus  MicuesHaxolkeHHs BUPOOHUKA Ta ajpeca Miclid

H

HIPOBAICKeH IS Horo JisubroeTi, IPOBA/PKEHHS HOTO JUsIBHOCTI.

Pio Pene Mlanrepo, 41150 Ulysi ciop Cic, ‘Pro Penre [lantepo, Iys3i-crop-Cic, Bamoap- ;
Upamiis/Rue Rene Chantereau, 41150 Chouzy  erop-Cic, 41150, ®panuis/Rue Rene Chantereau,
}'sur Uisse, France. Chouzy-sur-Cisse, Valloire-sur-Cisse, 41150,

France.

Menemxep 3 peecrpanii
Hpencrasnunrao «Jlaboparopis InHOTEK
[uTepuachitonansy ;

O.M.Ilisuenxo




3ATBEPJ’)KEHO
Haxkas MinicrepcTBa 0X0poHR
310poB’st YKpaiuu
30.06.17 Ne 732
Peecrpaniiine mocsiguenns
Ne UA/1340/04/01

3MIHM BHECEHO
Haxa3 Minicrepcrsa oxoponn
3ropos's Y kpainn

CECT W0 20

IHCTPYKIIA

JJISI MEAHYHOI O 3acrocysaHHsl .niKapcmcoro 33006)’

DAPMATEKC
(PHARMATEX)

Cknao:

dfioua pevosuna; GEH3AIKOHIIO xnopun (benzalkonium choride);

100 r kpemy BariHaTBEHOrO MiCTHTE GeH3ANKOHIIO xnopuny 1,2 r;

D0NOMIJICH] pewosuHY: KUCIIOTA TUMOHHA GessonmHa, HaTpilo rigpodocdar noxexarigpar, Tehos® 63
(Maxporon 300, makporos 1500 i eTreHMTIKOMIO cTeapar), OJIid JIaBaHA0Ba, BOAa OYUINEHA.

Jdixapenbka popma. Kpem parinansauii.
Ocwosni ¢pisuxo-ximiuni enacmusocmi: 6inuit MacaIHHCTHH KpEM 13 3a1axoM JIaBaHJIH.

(I)apmalcOTepaneBanHa rpyua.

Kontpanentusu g Micuesoro 3aCTOCYBaHHs. IHTpaBariHabHI KOHTPAIEITHBH.
Kon ATX GO2B B.

Dapmakonoziuni eracmugocmii,
Dapmarodunamixa.
BEHIAIKOHIIO XIOPUJL Mae BIACTHBOCTI | CrepMilmay, | aHTHCEIITHKA, !
AKTHENA  PCYOBHHA CTPUYMHSE DO3PUB MEMOpaHu CIepMaTo30ima. Hectpykuis cnepMaTo3o'1';1?
BiaCyBacTres y ABi cTamil: CIIOUATKY PYHHYETLCS IDKTYTHK, a MTOTIM — TOJIBKA. |
EQexrtupnicts 3aco0y Bapiloe 3a1exHo Bia TOTo, HACKITBKY HITKO BHKOHYICTBCS IHCTPYKUIl 11010
3aCTOCYBaHH4. |
He snnusae wa canpodiray mikpodiropy (3Gepirarorses namraxs Honepneia).

Ockinpku dapMarexc He € TOPMOHAILHUM npenapatoM, HOro BHKOPHCTGHHS HE BIUIMBAEC Ha
MEHCTpYanbHUN UK, J1i6110, QepTHinbHicTb.

EXCHepUMEHTANBHIME  IOCTIIKEHHSME BCTAHOBJCHA AHTHCEITAUHA AKTABHICTL  Genzaixouio
XJIOpULy:

* inVitro Npenapar NpoasIie aKTHBHICTH 10/10 30y HUKIB iHDEKITiH, 10 ITepenaroThes CTATCBUM
UIIAXOM, 3oKpema: Neisseria gonorrhweae, Chiamydia spp., Herpes simplex vany 2, Bl
Trichomonas vaginalis, Staphylococcus aureus, Tlpore sacib neaxrusnuil mono Mycoplasma
spp. 1 Mae HU3LKY aKTUBHICTL woxo Gardnerella vaginalis, Candida albicans, Haemophilys
ducreyi ta Treponema pallidum, ,

® OKpeMi maHi in Vivo cBimYaTh Ipo MOXUTHBY e(DEKTHBHICTE ¥ HPQii?i;?f'?ii{ffiﬁ;%i\\ge}iKHi(
38XBOPIOBANE, IO IIEPEAAIOTHCSA CTATCBHM LULIXOM, &€ NPAMUX AOKasin Hiel npodiiaiyaugl
mii Hemae., S asoroPIa \

Papmaxoxinemuxa, Ly '
BenzanxoHiio XJIopHI IpakTHYHO He BCMOKTYETHCS CIM30BOIO 000JIOHKOIO Hi)'FBEIK"H("'
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Kainiuni xapakrepueruxn.

Hoxazanna,

Micuesa konTpanemnis. C

®apmarekec — MicneBuit KOHTPaUeNTHB (CHEpMINMA) st 3anobiraHHs BariTHOCTI, AKHH, fK i IHII]

METOM KOHTpANCINil, He BHKMOYae ii nosuicTio. EdexTuBHicTb CIIEPMILMIY 3aJ€XUTh BiX

ROTPHMAHHS IHCTPYKIIT I MEIHUHOTO 3acTocyBaHHs. PapMaTeKC MOXKHA 3aCTOCOBYBATH SIK OKPEMO,

TaK 1 pa3oM 3 IHIIUMU 3aC06aMHU KOHTpAUENIii UL IIOCUAEHHS KOHTpalenTUBHOT mii. ‘

Lleit meron KOHTpalenil NpusHadeHuii 1T BCIX KIHOK PENPOnYKTUBHOTO BiKy. OcoOIuBO HOIIIBHO

3acrocoBysaTtu Papmarexc: ‘
® Y pasi HASBHOCTI THMYACOBHX a00 NMOCTIMHUX IPOTHIOKA3AHD 10 3aCTOCYBAHHS NEPOPAILHHUX

KOHTPAICTITUBIB ab0 BHYTPiMIHBOMATKOBOTO 3206y (BHYTPIIIHEOMATKOBA CILipATE);

*  ICJIA IOJIOTIB, y MEepioj royBaHHs IPyAIIo, y IEepioJ] npeMeHonays3u;

* Y pasi HeoOXiAHOCTI eMi30AHYHOr0 3amo6iraHHs BariTHOCTI;

* K JonoMixuuit 3aci6 1o mepopansHol KoHTpaneniii Y pa3si IpomycKy puiioMy TabieTKy 4u
1l mpuifomy niswime, Hix DoTpi6HO (Y MBOMY BUNAJIKY HEOOXiIHO JONATKOBO 3aCTOCOBYBATH
Dapmarexc 10 KiHIs MEHCTPYa/IbHOTO ITHKIIY);

* K JNONOMDKHHE 3aci6 mpm Gap’epmiit KoHTparenuii (mixsosa niadparma, iepsixanbauii
KOBIAYOK), [IPH 3aCTOCYBAHH] BHYTPILIHHOMATKOBOT cnipaii (ocoGJIMBO pu JIOBTOTPHBAIIOMY
OIHOUACHOMY MpPHIOMI NEAKHX Mpenaparis, HAOpHIUIAN HECTEPOINHUX NPOTH3ANAILHHEX
3aco0iB). ‘

Ipomunoxazanna,
Lle#t nixapcekuit 3aci6 me ciig 3aCTOCOBYBATH y pasi rinepuyTiHBOCTI 40 GEH3AIKOHIIO XJIOPHIY aGQ
NOTIOMDKHHX PEYOBMH, BariHiTy, BHpasKy Ta NOAPa3sHEHHs CIU30BOI 0GOIOHKH NXBH Ta INMHKK MaTKH|

Bsacmooia 3 inmumu nikapcorumu 3acobamu ma inwi eudu 63aemodiil.

Kombinanil, sxux cnin yruxary;

T Mejuyni IpenapaTy 3 BAriHANLHUM CriocoloM BBCICHHS:

Oyne-1xe iHTpaBariHagbHe MiKyBaHHS, IMOBipHO, iHaxTHBYye CIEPMaTOLH/IHY M0  MICHEBOI0
KOHTPAIENTHBA;

+ MMJIBHI 3ac06u:

el CIepMilkN pyHHY€ETHCA MUIBHHMHU 3aC06aMH — HEOBXLIHO YHHKATH OYIE-IKOTO BHKOPUCTAHHS
MHJILHEX PO3YHHIB, TOMY IO BOHH, HABITh Y MiHIMANBHIX KLILKOCTAX, PYHHYIOTEH aKTHBHY PEHOBHHY.
JoCHmKen s, CyMICHOCTI MiXX BarinambHHM KPEMOM Td JIATEKCOM, [IPOBEACHE 3 PI3HUMH TOPIOBUMI
MApKRaMH, He BHABUIIO XOMHUX 3MIH QISUIHUX XapaKIePUCTHK MPOTECTOBANMX IIPE3CPBATHBIB.

Ocobaugocmi sacmocysanna. :
Qapmarexc € epekTHBHUM 3aco60M JUIM 3amMOGiraHEs BariTHOCTI 3a YMOBH HOIr0 IpaBHILHOrO
BAKOPHCTAHRS J1X 4aC KOXKHOTO CTareBoro akry. IlpoTe el meros KoHTpanenuil JIEIO [OCTYTIAEThCs
3a CPERTHBHICTIO TAKUM 3acobam KOHTPAUenil K ropMOHANLHIa KOHTpaLeruis, BH.yTpIHIHBOMe‘lTKOI'SEii
cipans, mladparma, uepBikaupnull  Kopmayox abo npesepBaTUB.  EQexTHBHICTH CHCleHHI[lE:}
SHIDKYETLOA [PpK HeLOTPHUMAHHI IPaBUIl 3aCTOCYBAHHA. |
EdexruBHicts koHTpamenTusHoi il CYTTEBO 3a€XHTh BiJl PETEIBLHOIO JOTPUMAHHS npasut
BUKODHCTaHHS, TOMY BaXUIMBO YiTKO IIOACHHTH IIAlliEHTHI, SK KOPHUCTYBATHCS 3ac060M Ta
LCPCKOHATHCA B TOMY, LI0 BOHA BCE LIPABHIIBHO 3p03yMia. N
Ocofam, axi se MOXYTH 3po3yMiTH YM CHpMMHSTH TIPaBHJI HOTO 3aCTOCYBaHH:A, HE CIL
BHKOPHCTOBYBaTH Itel 3aci® KowTpanenuii. ‘
YMOBH, SIKi CIIIX BHKOHYBATH IMPK 3actocypaHHi @apMmaTexcy:

. CUCTEMATHYHO BBOMUTH JO3H KpeMy TINMHOOKO Yy IXBy Mepex KOXKHHUM CTLaTeBHM , _am*oM;
HE3ATEKHO BiJ (asy MEHCTPYaIbHOTO MUKy, ot
. HC BUKOPDHCTOBYBATH MUJIO JUIS MUTTS CTATEBHX OPraHiB 3a 2 TONUHH 10 Ta 2 POXMHKN1IC/L1

CCKCy, TOMY IO MHJIbHA BOJA, HABiTh y Mi3epHiN KiNBKOCTI, pyiiHye aKTHBHY. peuoBUay: Tl 06ox

NIAPTHEPIB MOYXKIIMBE TiNBKH 30BHIUTHE OOMUBAHHS I'eHITANIH YHCTOIO BOLOIO; »



. HeOOXiHO BigKiiacTu CIIPHHIIOBAHHS YHCTOIO BOLOIO K MIHIMYM Ha 2 TOguHH, 1100 YHHKHYTH
PH3UKY BUMHBaHHA Nperiapary; '

. JHHUKATH IPHEMAHHA BAHHY, [UIABAHHS ¥ BOJO#MI, Gacelni i T. ., ToMy mo xis KOHTPaLENTHBA
Moxe OyTH mocabnena; . ‘ |
. UPHIHUTH  3acTocyBanms: Qapmarexcy TpH nosBi a0 IOCHICHHI CHMNTOMIB ypaxeHHS
CTAaTEeBHX OpraHis;

. Y Pasi JMiKyBaUHA (HTpABAriHANBHAMY 3ac00aMH IPHIIMHATH 3aCTOCYBAaHHSA Papmarekcy no
Kinng nikysanus. Ha neit nepiox noTpibuo obpary iHmMiA coci6 KOHTpauenuii.

Le#t xontpanenruennii 3aci6 ne 3axuuae pig iHQexii, mWo nepenaroTECa CTATEBHM LITIXOM (IH.CHI),
aGo six Bipycy IMyrozeditmry monnny (BIJD), w0 cnpuumnse cummpom HabyTOro iMyHomediuuty
(CHID).

3acmocysanns Y nepioo eazimnocmi abo 200y8auus 2py00io. ’ ;
Kniniuni Ta eninemionoriumi HOCITIIDKEHHS He BHSBUIH IIOSBH Bal PO3BHUTKY, IOB’I3aHUX i3
BHIIAIKOBUM 34CTOCYBAHHSM I[LOT'O 3ac00y Ha paHHIX TepMiHaX BariTHOCTI.

Hyxe Manenpka wimbxicts TIpelapaTty MOXKe NOTPaNHTH Yy MarepHHCHKE MOJIOKO 6es Oyab-stKux,
WIKIUTABEX HACHTIAKiB. I OAYBaHHIA I'PYIIII0 MOYK/IHBE.

30amuicme  ennusamu na weuoKicms  peaxyii npu Kepyeauwni asmomparcnopmom abo IHWUMY
mexanizmamu.

Byns-sxoro Brumisy ma sparmicrs KEpYBaTH aBTOTPaHCIOPTOM ab0 IPAIFOBATH 3 IHIIAMH MeXaHi3sMaMy
He crocTepiramocs.

Crocio 3ACMOCYSAHHA ma do3u.

Beonury iurpasarinansuo,

3acTOCOBYBATH cHCTeMAaTHIHO TICPCH KOXHUM CTATEBUM aKTOM HE3aJIeXHO Bix haszu MEHCTPYaJILLHOTO
[THKITY,

Y nonoxerni nexaun BBecTH OILY NO3Y BariHAILHOIO KPEeMY IIH60KO Y HiXBY, BUKOPHCTORYIOUH
AILIIKaTOP, [IEPET CTATEBHM AKTOM.

Y pasi nosToproro craresoro aKTy BBECTH IIC OJIHY 103y KPEMY 3a IOIIOMOTI0IO arutkaropa.
Kourpauenrusua nig 3aco6y [OYHHAETHCH MHTTEBO Ta TpuBae He MeHe 10 roguy.

Besnocepentro no ta micns craresoro 8KTY MOXMCIMBHH TUIBKH 30BHILUHIN TYasleT reHiTaNilt 9ucTolo
BOLIOIO (BUKIIOYAIOYH MHILHI 3acodn),

Limu.

Ipenapar ®apmarexc me 3aCTOCOBYBATH IiTaM.,

Ilepedosysanna,
Bunanxis nepenosysanms ne BHSBJICHO,

Lob6iuni pearyir,
3 Boicy PERPOOYKINUGHO! eucmeny R MORGUHYX 307073

Pipxicni (>1/10000 g0 <1/ 1000): cBepGix, BimuyTTa neuinns aGo MICLIEBE ITOJPA3HEHHS B OQHOTO 460
o6ox naprrepis,

3 6oky imynnot cucmemu
YacTora HeBimoMa: aJIEpriyxi mposswy.

Tepmin npudamnocmi, 3 POKH. .
He 3acrocoByraru Ipelapar mcis sakindenus TepMiny [IPHUNIATHOCTI, 3a3HAYEHOT0 HA yIaKoBIli!

YMoBu 36epiranns. o
36epiratu npu TeMueparypi e suine 25 °C, 36epiraTy y HeOCTYIHOMY UIs AiTeit MICH

Ynaxoska. ITo 72 r Kpemy y Ty6i, 1 Ty6a 3 annikaropoM-gosatopom y KapToumuii KGpOGm-.



Kareropist Biamycky. Bes peuenra.

Bupobtuuk.
IHHOTEPA 111V3], ®panuis/INNOTHERA CHOUZY, France.

Micnesnaxomrernsg BHPOOHHKA Ta agpeca Micus MPOBAMKeHHST HOTO JisJIbHOCTI.
Pro Pere [Uanrepo, Ilysi-ciop-Cic, Bamoap-crop-Cic, 41150, @pannis/Rue Rene Chantereau, Chouzy-
sur-Cisse, Valloire-sur-Cisse, 411 50, France.

3asiBHUK.

JIABOPATOPII THHOTEK IHTEPHACBIZOHAHI), Opannis/LABORATOIRE INNOTECH
INTERNATIONAL, France.

Micuesnaxomkenus sagpHnKa. u
22 amenro Apicrin Bpiitan, 94110 Apxkeii, Opanmis/22 avenue Aristide Briand, 94110 Arcueil, France.

Jara octanuboro neperasuy.




