3ATBEP/JKEHO
Haxkaz Minicreperna
OXOPOHM 3/I0pOB'st YKpainu
12.06.17 Ne 640
Peecrpaniiine nocBimuenns
NeUA/1340/03/01

3MIHU BHECEHO

Haxa3 Minicrepcra
__OXopouy 310poB's Yipainn
1387 dote N/ 05

3asBHUK, Kpaina; JlaGoparopin Innorex Inrepnackiionans, ®pannis
Laboratoire Innotech International, France
BupoGrux, xpaisa: Bupobrux sionosioansmuii 3t 6MOPUNHE NAKYBAHNA, KOHMPOIL MA BUNYCK Cepii:
Innorepa Ilysi, ®pannis
Innothera Chouzy, France
Bupobrux eionosioansnuii sa supobruymeo in bulk, nepeunne ma 8MOpuUHe
NAaKy6anHs, KOHmMpons cepii:
IOnirep Jliksin M anypexuypinr, ®pannis
Unither Liquid Manufacturing, France

3MIHU
AO IHCTPYKIIL JUIA MEAUYHOT O 3ACTOCYBAHHS
JIKAPCBLKOT'O 3ACOBY

PHARMATEX/
PAPMATEKC

Cynosumopii eazinanvni no 1 8,9 me, No 5(5x1), Ne 1 0(5x2) y 6nicmepax



B ITonepexns pegaxnis

Hopa pexaxuist

Pospin

«MicnesHaxomkeHns BHPOOHHKa Ta ajpeca
MicOs HpoBa/KeNHd Horo JisLILHOCTI.»

Pro Pewe Illantepo, 41150 [lysi ciop Cic,
®pannis/ Rue Rene Chantereau, 41150 Chouzy
sur Cisse, France

Poznin

«Micne3naxomkeHHs BUPOOHHKA Ta aapeca
MicCIIfl IPOBAIKEHHSA HOTO TiSTIBHOCTI )

Pro Pene Illantepo, Hlysi-crop-Cic, Basmoap-
ciop-Cie, 41150, @pannis/ Rue ene
Chantereau, Chouzy-sur-Cisse, Valloire-sur-
Cisse, 41150, France.

Menemxep 3 peecrparii
IpencrasaumnTro «JIaboparopis Iunorex
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3ATBEPI’KEHO
Haxka3z MinicreperBa 0XOpoHH
310poB’st YKkpaiHu
12.06.17 Ne _ 640
Peecrpaniiine mocBiquenns
Ne UA/1340/03/01

3MIHU BHECEHO
Haxas MinicrepcTBa 0X0poHH
. 3710poB’st YKpainu
1207 L0f8Nne /205

IHCTPYKUIA
JUIH MEJHYHOI0 3aCTOCYBAHHS JIIKAPCHKOIo 3ac00y

POAPMATEKC
(PHARMATEX)
Cknao:
Oitoua pewosuna: Gersankoniro xmopua (benzalkonium choride);
1 cynoswuropiit sarinansauit (1,6 r) MicTuts Genszankomniio xmopuay 18,9 mr;

Q0noMioicHi pewoeuny. TIIPOKCHIIPOMINILENION03a, HAMTIBCHHTETHYHIN TTIiIepHuy TBepaui (type
Witepsol S 51).

Jikapenka popma. Cymosuropii Barinanbyi.
OcHosni Qisuko-ximiuni enacmugsocmi: cymosutopii Gi10ro Koibopy, MHTHAPHIHOI (GOPME 3
KOHYCOIOZIOHUM KiHIIEM.,

®apMakoTeparneBTHYHA IPyIIa.
KoHrpanenTupn 11 MiciieBoro 3actocysanns, IHTpaparinagbii KOHTPAICIITHBH.
Kox ATX G02B B.

Dapmaronoziuni enacmueocmi.

DapmakoOunamira.

Bensankoniro xiopu Ma€ BIacTHBOCTI 1 crepMinumy, i AHTHUCEIITHKA.
AKTHBHA DEYOBMHA CIIPHUHHIE PO3PHB MEeMOpaHM CliepMaTo30iza. JlecTpyKis cliepmarosoina
BigOyBacThes y NBi cTaAil: criouaTky pyHHYETHCS IKTYTHK, 4 IOTIM — TOJTIBKA.

EdexrupricTs 3aco6y Bapiloe 3alexHO Bijl TOTO, HACKIIBKY YiTKO BHKOHYIOTHCS HCTPYKIITl OO0
3aCTOCYBAHHS,

He BrymBac na canpoditny mixpodiopy (36epirarorses mammuxu Jloaepiciina).

Ockinekn PapMaTeke He € TOPMOHANBHMM IIPENaparoM, HOro BUKOPHCTAHHA HE BIUIMBAE HA
MCHCTpYaIbHUH UKL, 116110, GepTHILHICTE.

ExClepUMEeHTaNBPHAMYE  JJOCJIPKEHHSIMA  BCTAHOBJIEHA AHTHUCENTHYHA AKTHBHICTE GEH3aIKOHIIO
XJIOPHLY:

® in vilro mpemapaTr IpPOSIBILE aKTHBHICTH IOx0 30YMHUKIB iH(EKIH, 10 mepenaroThes
CTAaTeBUM UUIIXOM, 30KpeMa: Neisseria gonorrhoeae, Chlamydia spp., Herpes simplex Tumy
2, BlJI, Trichomonas vaginalis, Staphylococcus aureus. ITpote 3acib HeakTHBHHH LIOO
Mycoplasma spp. i maec HU3BKY aktuBHicTL om0 Gardnerella vaginalis, Candida albicans,
Haemophilus ducreyi ta Treponema pallidum,

* OKpemi Jami in Vvivo cBigyaTh mpo MOXIHBY e()EKTHBHICTL Y Hpo.‘[l)._j_,%raik : _;F._.fgg;llcﬂx
3aXBOPIOBAHB, IO MEPENAIOTHCS CTATEBMM IWLIAXOM, ajle Mpgsux— Aokasis \uief
npodinakTHanol il Hemac,

Dapmaroxinemuxa.
BeHsankonito Xnmopus IpakTHYHO He BCMOKTYETLCS CIU30BO0 0GOJIOHKOIO 1
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Kainiuni xapakrepuceTukm,

Hokazanna.

Micuesa xonrpanemis.

PapmareKe — MicleBHH KOHTPALCITHAB (CepMIinnI) s 3an00iranis BariTHOCTI, Skui, K i immi
METOJIM KOHTpauenuii, He BuKmoyae ii IIOBHICTIO. EQEKTHBHICTE CHepMillMIy 3aleKUTh Bin
NOTPUMAHHS IHCTPYKIT JUIsT MEXYIHOTO0 3acTocyBanHs, PapMaTeKec MOMKHa 3aCTOCYBATH SK OKPEMO,
TaK i pa3oM 3 iHIHMY 3acoGamMu KOHTpPANENILii U1l ITOCUICHHS KOHTPAIeIITHBHOT JIii.

He#t MmeTox KoHTpanenii Npru3HadeHnit 171 BCix )KIHOK PEPOLyKTHBHOTO Biky. OcoBIIMBO JIOIINIBHO
3acTocoByBaTn PapmMaTeKc:

e y pasi HagBHOCTI TUMYAcOBMX a0 NOCTIMHHX NPOTUIOKA3aHL JO 34CTOCYBAHHS
IIePOPaTbHUX KOHTPALENTHBIB a00 BHYTPIITHBOMATKOBOTO 3ac00y (BHYTpIITHEOMATKOBE
cipab);

s  IIic)IA HOJOTiB, y epio TOAyBaHHS IPYIUTIO, Y IIEPio TPEMEHOIAY3H;

* y pasi HeoOXimHOCTI eni30uuHoro 3an06iraHHs BariTHOCT;

* SIK JIOMOMDKHUM 3aci6 10 mepopansHOT KOHTpAIleNilii y pasi mpomycky npuitomy TabieTku
9i 11 npuioMy mi3Hime, HDK moTpiGHO (Y HBOMY BHIIAAKY HEOOXIZHO JOMAaTKOBO
3acTocoByBaTH PapMaTeKe A0 KiHISE MEHCTPYaIbHOTO [IUKITY);

® K MONOMDKHHK 3aci6 mpu Gap’epmiit konTpatenii (mixBoBa Aladparma, HepBIKaIbHHN
KOBIIAYOK), IPH  3aCTOCYBaHHI  BHYTPIIHLOMATKoOBOi  cmipami  (0co0nuBO — DpH
JOBrOTPUBAJIOMY OAHOYACHOMY IIpHUHOMI ACAKHX IIPEIdpariB, HaIpHK/Ia] HECTEPOiqHUX
IPOTH3ATIAIBHUX 3aC00iB).

Ipomunoxazaunns.

et nixaperxuit 3aci6 He CITix 3acTOCOBYBaTH y pasi rinepay TIHBOCTI 10 OEH3aIKOHIIO XJIOpHIY 460
JOIOMDKHHX PEUOBHH, BAriHITY, BUPa3K¥ Ta MOJPa3HEHHs CIHM30BOI OOOJIOHKA IiXBH T4 MIMHKHU
MAaTKH.

Bzaemooia 3 inwiumu nikapcoxumu sacobamu ma inwi 6uou 63aemo0iil.

Kombinamii, sskux cjiix ynukaru:

+ MeAMYHI OpenapaTy 3 BAriHAILHUM c10co60M BBEICHHS:

Oynb-ake iHTpaBariHaybHE JIKyBaHHs, IMOBIpHO, IHAKTHBYE CICpMATOLUAHY JMiF0 MiCIEBOIO
KOHTpaIleITHRA,

+ MHJIBHI 3a¢00u:

Iel CriepMinuz pyHHY€ETECS MEVIBHIMH 3a¢00aMu — HEOOXI/IHO YHHKATH 6y (b-1KOTO BUKOPHCTAHHS
MUJIBHUX DO3YHHIB, TOMY IO BOHH, HABITh y MIHIMAIBHHX KINIBKOCTSX, PYHHYIOTH aKTHBHY
PEYOBHHY.

JlocImiKkeHNs CyMICHOCTI MiX BariHaJbHUM CYIO3HTOPIEM Ta JIATEKCOM, IPOBEJCHE 3 PI3HUMHU
TOPTOBHMH MAapKaMH, HE BHABHWIO JKOJIHHX 3MiH (I3HYHHX XapaKTePHCTHK IIPOTECTOBAHUX
IIpe3epBaTHBIB.

Ocobnusocmi 3acmocyeanna,
®apmarekc € eheKTHBHEM 3aco00M JUIs 3am06iradHs BariTHOCTI 38 YMOBH HOrO IPaBIIBHOTO
BUKOPHUCTAHHA IIiJi 4Yac KOXHOI'O CTaTeBOro akry. Ilpore med MeToj KOHTpaiemnii enro
NOCTYTIACTRCS 33 e(peKTMBchTIo TakuM 3aco0aM KOHTpaUenIil SK TOpMOHAaJIbHA KOHTpPAalelLis,
BHYTPiIIHBOMATKOBA CITipaik, Jiadparma, nepsixansHuil KoBIadok ato npesepsatus, EdexkrrsHicTs
CHEPMIIU/IIB 3HIDKYETHCS IIPU HEAOTPUMAHHI IIPABHII 3aCTOCYBAHHS.

EdexTuBHICTP KOHTPALENTHBHO! Mii CYTTEBO 34J€KHUTh BiJl PETENBHOrO JJIOTPUMAHHS IIPABUI
BHKOPHCTAHHA, TOMY BDKIMBO YiTKO MOSCHUTH TMAIi€HTIN, SK KOPHUCTYBATHUCA 3aco60M, Ta
IIEPEKOHATHCS B TOMY, 1[0 BOHA BCE IIPABIJIEHO 3p0O3yMiJa.

Ocobam, sKi He MOXYTH 3pO3YMITH Yl CHIPUMHATH IPABIII 3aCTOCYBAHHSL, HE CITJ
nei 3aci6é xoHTpareniil. / / :mhnrmup;;;
YMOBH, fKi CJIiJI BUKOHYBATH IIpK 3acTocyBanHi MapMarekcy: i (HHOTEK .
. CHCTEMATHYHO BBOJMTH CYIO3HTOPIH INIMGOKO y MiXBY MEpes KOMHE "é*tﬁféﬁimfwm{ ._f)

RpiT
Ppioprcrds




HE3aJIEIHO BiJl a3k MEHCTPYaILHOTO IUKILY;

. HC BUKOPHCTOBYBATH MHJIO JUIS MHTTS CTATEBUX OPTaHiB 3a 2 FOAWHY 0 Ta 2 TOMHUHYU IICIIs
COKCY, TOMY IO MUJIBHA BOJA, HABITH Y MisepHill KinbKoCTi, pyiiiye akTuBHY pedosuny. [t 060X
NapTHEPIB MOXJIMBE TiIBKY 30BHINIHE OOMMBAHHES FeHITAIN YHCTOIO BO/IOIO;

o HeoOXiIHO BimkyacTu CIPUHIFOBAHHS HYHUCTOI0 BOAOI0 AK MIiHIMYM Ha 2 TOOWHH, LI00
YHUKHYTH PU3UKY BEMMBAHHS [IPEIapary;

d YHUKATH IPUHMAHHS BaHHY, IUIABaHHS y Bojoiimi, Gacedtmi i T. m., TOMY IO Jis
KOHTpalenTusa Moxke OyTu mociabieHa;

. IPUITMHATH 3aCTOCYyBanHA DapMareKcy Npu mofBi abo IIOCWIEHHI CHMIITOMIB YpaXkeHHs
CTaTE€BUX OPTaHiB;

. Y pasi JiKyBaHHS {HTpaBariHAIBHUMH 3aCO6aMH IPUITUHATH 3acTocyBanHsI Dapmarekcy 10

KiHLs ikyBanns, Ha et mepion motpi6ro oOpaty IHMKH c110¢i6 KOHTpAIEeNIi],

Lle#l xoHTpanenTHBHUN 3aciC He 3axXWINAC BiJ IHGEKIIH, 10 MmepesaroThesl CTATEBHM IUISIXOM
(ITTICILI), abo Bix Bipycy iMyHOIehinuTy MOHHU (BUI), mo cupuumssie CHHIPOM HAGYTOro
imynonedinury (CHI).

3acmocyeanns y nepiod eazimnocmi abo 200y6anHs epyooi.

Kniniuni Ta enimemionmoriumi mocmimkeHHS He BHSBIUIM IIOSBH BaJ[ PO3BUTKY, IOB’S3aHHX I3
BANAAKOBHM 3aCTOCYBaHHIM OO 3ac00y Ha paHHIX TepMiHax BariTHOCTI.

Jyxe manenbka KUIBKICTh Mpemapaty moxe IOTPallUTH y MAaTEPHUHCHKE MOJIOKO 0e3 Oyab-aKux
IIKIUIMBAX HACIiAKIB. [0ty BAHIS IPY/III0 MOXKITHEE.

30ammuicme eénnusamu na weudxicme peaxyil npu xepysawui asmomparcnopmom abo iHuUMU
Mmexanizmamu,

Byne-sikoro BIMBY Ha 3matHicTs Kepysarh ABTOTPAHCIIOPTOM ab0 MpamioBaTH 3 IHIIMMH
MEXaHi3MaMH He CIIOCTEPIranocs.

Cnoci6 3acmocysanns ma dosu.

Broauts intpasarinansho.,

3aCTOCOBYBATH CHCTEMATHYHO Tepe]l KOXHHM CTATEBHM aKTOM HC3AIEKHO Bin dazn
MEHCTPYaJILHOTO IHKJIY,

Y nonoxenni nexaun BeecTH 1 BariHansHuit CYHO3UTOPiH rnuOOKO y MiXBY 3a 5 XBHIMH [0
CTaTEBOI'O aKTy,

Y pasi HOBTOPHOTO CTATEBOrO AKTY BBECTH L€ OJ(UH CYIIO3UTOPIH,

TpusanicTs KOHTpaNeNTHBHOL Aii — 4 rouIH.

Besnocepennbo 10 Ta eIt cTaTeBoro akTy MOXIMBHI TiIBKY 30BHIMIHIH TYaJIeT TeHITaTil YUCTOr0
BOZOIO (BUKJIIOUAIOYH MIIIBHI 3aC06H).

Himu.

IIpenapar @apmarexc He 3aCTOCOBYBATH i TSM.

Ilepeoosyeanna.
Bunajxis nepenosysanss He BHSBIIEHO.

Io6iuni peaxuii,

3 00Ky penpoOyKmMUGHOL CUCIMeEMU MA MOLOYHUX. 3AN03
Pinxicui (21/10000 no <1/1000): ceep6ix, BifayTTs meuinus a6o Micene MIOAPA3HEHHS B OJTHOTO
abo 06ox mapTHEpIB.

3 boxy imynnol cucmemu

HactoTa HeBimoMa: anepriuHi IposBH.

"ABOFATOPLA
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YMoBH 36epiranns.
36epiratu mpn TeMIepaTypi He Buiie 25 °C, 36epiratn y HeAOCTYITHOMY AJISL MiTel Micid,

Ynakosxka. 5 cynosuropiis y Guticrepi, 110 1 a6o 2 6rmicrepu y KapTOHHI¥ Kopo6iii.
Kareropis Biqnycxy. Bes peuernra.

Bupobuuxk,
IHHOTEPA IV 3I, ®pannis/INNOTHERA CHOUZY, France.

Micuesnaxopkenns BHPOOHHKA Ta ajipeca Micus OpoBaJKEeNHA HOr'0o iSAJAbHOCTI,
Pro Pene IMMantepo, Illysi-ciop-Cic, Bamoap-ciop-Cic, 41150, ®panuis/ Rue Rene Chantereau,
Chouzy-sur-Cisse, Valloire-sur-Cisse, 41150, France.

3asgBHUK,
JIABOPATOPIS IHHOTEK IHTEPHACbﬁOHAHB, @pannis/LABORATOIRE INNOTECH
INTERNATIONAL, France.

Micnesnaxomskenns 3agsnmka. "
22 agemo Apicrin Bpiitan, 94110 Apkelt, ®panmis/22 avenue Aristide Briand, 94110 Arcueil,
France,

Z[aTa OCTAHHBOI'Q nepernaany.
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