OBIIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOTI'O ITPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOT O ITPEITAPATA
IManTtecent, 16 Mr/100 Mr, Cynmno3uTopuu BaruHaJIbHbIE

2. KAYECTBEHHBIN 1 KOJIMYECTBEHHBIA COCTAB
| cynmo3uTopuil COIEpKUT:

eticmeyrowue eewecmea. XIOpreKCHIUHA OWUMTIOKOHAT - 16 Mr, mekcnmantenon - 100 mr B
nepecuere Ha 100% BemiecTBo.
[TonHpbIi nepedeHb BCIIOMOraTeNbHBIX BEIIECTB CM. B pasjene 6.1.

3. JEKAPCTBEHHAS ®OPMA
Cynnos3uropuy BaruHaJbHBIE.

Cynmnosutopun 0enoro wuiu 0Oeloro ¢ CcepoBaThiM WM JKEATOBATHIM OTTEHKOM I[BETa,
TOoprien000pa3sHoi (GopMbl. JlomyckaeTcss HEOJHOPOAHOCTh OKPAackh B BUJE MPaMOPHOCTU U
HaJIM4YMe BOPOHKOOOPA3HOTO yriyOiaeHus.

4. KIMHUYECKHUE JAHHBIE

4.1. Iloka3zaHusi K IPUMEHEHHUIO

— OcTphple U XpOHUYECKUE BarMHUTHI.

— bakTepuanbHbII BaruHO3.

— Hecneunduueckue 3HI0/9K30LEPBULUTH (B TOM YHUCIIE B COYETAHWU C HUCTUHHOU 3po3uei
IEHKA MATKH).

— IIpodunaktuka MHEKINOHHO-BOCHATUTEIBHBIX OCIOKHEHUI B aKylIEepCTBE W TMHEKOJIOTIHH:
nepesl ONepaTUBHBIM  JICUEHHUEM TI'HHEKOJOTHYECKUX 3a00JIeBaHUN, pOAOpa3pelICHUEM,
MEIULIUHCKUM  TIpephlBaHUEM  OepeMEeHHOCTH, BHYTPHUMATOYHBIMH  0OCIIEI0BaHUAMU
(B TOM 4HCJI€ TUCTEPOCKONHH, TUCTEPOCAIBIIMHIOTPpa(UH), IEpE]] YCTAaHOBKON BHYTPUMATOYHOTO
KOHTpaLEITUBA.

— Jlns ynydinieHus pereHepanyu CIM3UCTOM OO0OJOYKM Biarajvilia M HIEMKM MaTKu Iocie
JNECTPYKTUBHBIX METOZIOB JICYCHUS (TmaTepMOKOaryJsu, KPUOAECTPYKIIMH,
Ja3epOJECTPYKIMHU), B TOCIEONEPALUOHHOM, IIOCIEPOJOBOM NIEPUOAX.

4.2. Pesxum 103MpOBaHus U €1IOCO0 NPUMEHEHUs!
JlexapctBenHnsblii npenapar [lanTecent oTmyckaercst 6€3 perenTa Bpaya.

PexxyuM n103upoBanus
[Ipenapar [lanTecent BBOAAT no 1 cynmo3utopuro 2 pasa B CyTku B TeueHue 7-10 qHei.

[Tpu HEOOXOAUMOCTH KYpC JICUCHUS MOKHO TIPOATUTH 10 20 nHei.

B cBs3u ¢ HU3KOH cHCTeMHOW abcopOIuell M3MEHEHUs PEeKUMa JO3UPOBAHMS y TAIUEHTOB C
HapylieHneM (yHKIMH MTeYeHH, TTOYEeK U MAIMEeHTOB MOXKUIIOTO BO3pacTa He TpeOyeTcs.

Oco0ble rpynnbl NAIMEHTOB

B cBs3u ¢ HU3KON cHCTeMHOW abcopOImell M3MEHEHUs PEeKUMa JO3UPOBAHMS y TAIUEHTOB C
HapylieHneM (QyHKIMH MeYeHH, TTOYEeK U MAlMeHTOB MOXKUIIOTO BO3pacTa He TpeOyeTcs.

Jlemu

JlaHHBIE 0 TPUMEHEHUU TIpernapara y JeTei OTCyTCTBYIOT.

Croco0 nmpuMeHeHus
J171 MHTpaBaruHAILHOTO IPUMEHEHUSI.




Ilepen mnpumeHeHumeM npenapara pPEKOMEHAYETCS IPOBECTH TMTHEHHYECKHE IPOLEeNypbl M
TIIATEJIBHO BBIMBITH pykH. Cynmo3utopuil ciaenyeT U3Bliedb M3 KOHTYPHOM YNAaKOBKH U BBECTH
rJ1yOOKO BO BIIarajuile.

4.3. [IpoTuBONOKA3aHMUS

['MnepyyBCTBUTENBHOCTh K JEHUCTBYIOLIEMY BELIECTBY WJIM K JIIOOOMY W3 BCIOMOTaTelbHbIX
BEIIECTB, IEPEUNCIICHHBIX B pazzene 6.1.

4.4. OcoOble yKka3aHusl M1 MepPbl PeJOCTOPOKHOCTH NPH NPUMEHEHUH
B nepuon iedeHuss peKoMeHIyeTcsl BO3JIEPKUBATHCS OT MOJIOBBIX KOHTAKTOB.

I[O " NTOCJIC TPUMCHCHUA NIpCriapaTta CJICAYCT BBIMBITh PYKH.

4.5. B3aumopeiicTBHMe ¢ JAPYrMMH JICKapCTBEHHBIMH MNpenapaTamMM W [pyrue BHABI
B3aMMOJAEeHCTBUSA

B kauecTBe Mepbl MpeIOCTOPOKHOCTA OTHOCUTEIFHO BO3MOXKHOTO B3aUMOJICUCTBHS (AHTAarOHU3M
WIM UWHAKTUBAIMs) He cleayeT MNpuMeHsTh [laHTecenT OOHOBpPEMEHHO C  JPyTUMHU
AQHTUCEINTUKAMH, BBOJMMBIMU UHTPaBarMHAJIBHO.

[Ipemapar IlanTecent He COBMECTHMM C JETEPreHTaMH, COJCPXKAIIUMU AHUOHHYIO TPYIIITY
(carmoHWHBI, HATPUS JIAypUICYIb(aT, HATPUS KAPOOKCHMETUIIICIIIION03a), U MBUIAMH, €CJIH OHHU
BBOJISITCSI HHTPaBaruHajbHO.

He pexoMmeHmyeTcss OJHOBpEMEHHOE TNPUMEHEHHUE C HOJCOJAEpXKAIIMMH Ipernaparamu,
UCIIOJIb3yEeMbIMU HHTPABAarMHAIBHO.

4.6. PepTHIBLHOCTDH, 0€PEMEHHOCTDH U JIAKTALMS

bepemennocmo u nakmayus

CrienanbHBIX KIMHUYECKUX HCCICJOBAaHMI IO NpHMEHeHMo mnpemnapara [laxtecent y OepeMeHHbBIX
KEHIWH U B IEPHOJ] TPYAHOTO BCKAPMIIMBAHUS HE TIPOBOIUIIOCH.

HccnenoBanust Ha 71a00OpaTOpHBIX JKMBOTHBIX HE TPOJEMOHCTPUPOBATM BPEIHOTO BO3ICHCTBHS
JIEKCIIAHTEHONA M XJIOPIeKCHJMHA Ha TeyeHHe OEpeMEHHOCTH, pa3BUTHE SMOpHUOHA, POIbI WIIH
nocIepoioBelil iepuoa. Ilpumenenne npu GepeMEHHOCTH U B TIEPHUOJ JIAKTALMK JOITYCTUMO B CITydae,
KOI'J]a O’KMIaeMast M0JIb3a PEBBIIIAET BO3MOXKHBIH PHCK.

4.7. Bausinme Ha CHOCOOHOCTH YNPABJSITH TPAHCHOPTHBIMH CpeICTBAaMHM H padorarbh ¢
MeXaHU3MaMu

[IpumeneHrne mpermapara HE BIHSIET HA CIOCOOHOCTh YIPABISATh AaBTOTPAHCIIOPTOM H
MOTEHLUATBHO OMACHBIMU MEXaHU3MaMHU.

4.8. HexkestaTesibHbIE peakiuu

Wudopmanus 0 HexenaTeIbHBIX PEaKIUsaX MPEeACTaBICHA B COOTBETCTBUH C CUCTEMHO-OPTaHHOM
KjJaccu(uKae M YacTOTOM BCTpedyaeMOCTH. YacToTa BCTPEYaeMOCTH OINpenessiach Mo
cnenyromen Kiaccubukamuu: odeHp vacto (>1/10), gacto (>1/100, Ho <1/10), Hewacto (>1/1000, HO
<1/100), pemxo (=1/10000, HO <1/1000), ouens pemko (<1/10000).

CucTeMHO-OpraHHbII Yacrora HexenarenbHble peakunu
KJace
HapyiieHust co CTOpOHbI Penko AJIepruyecKue peakiuu: Chlillb, 3yl, KPaIMBHULIA
UMMYHHON CHCTCMBL Ouenb peiko | TsbKeble alIepruuecKie Peakiuu U aHa)UIaKCHst
OO0ume paccTpoiicTBa u Heuacto PazipaxkeHre CIAM3UCTOW OOOJOYKH BIarajiuiia
HapylleHUs B  MECTeE (xKeHWe, 3yH), CYKPOBUYHBIE BBIIECIECHHS U3
BBEJICHUS BJIArajinia

Cooﬁmelme o n0003peeaeMbtx HedrcelamelbHblX peaKkuyuix

Baxwuo COO6H_IaTL 0 M[OoAO3pPCBACMBIX  HCKCIIATCIIBHBIX  PCAKOUAX  IIOCJIIC  PErucTpanuun
JICKApCTBCHHOT'O IMpefriapaTta € LECJIbIO obecrieucHus HCIMIPEPLIBHOI'O MOHHUTOPHHI'A COOTHOIICHHA
«IIOJIB3a-prUCK»  JICKAPCTBCHHOI'O IIpcIiaparta. MeauuuHCKUM pa6OTHI/IKaM PCKOMCHAYCTCA
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COO6HIaTI) 0 JM0OBIX moAO3pCBACMBIX HEKCIATCIbHBIX PCAKIUAX JICKAPCTBCHHOI'O IIpeliapara
4YCpe3 HAITMOHAJIbBHYIO CUCTEMY COO6H_ICHI/I$I O HCXKCJIAaTCIIbHBIX PCaKIUAX.

4.9. Ilepeno3npoBka
CooOrienuii o cmyyasx mepeo3upPOBKU HE MOCTYIANO.

5. DPAPMAKOJIOTMYECKHUE CBOMCTBA
5.1. ®apmakoaMHAMHYECKHE CBOMCTBA

Dapmarkomepanesmudeckas pynna: AHTHCENTUYECKHE W IPOTUBOMHMKPOOHBIE CpPEACTBAa Ui
NPUMEHEHUS B THMHEKOJIOIMM  (MCKIIoyas KOMOMHAIMM ¢ KOopTHKocTepouaamu). [Ipoune
MPOTUBOMHUKPOOHBIE M aHTUCENTUUECKUE CPEICTBA.

Koo ATX: GO1AX.

Barunanbueie cynno3uropuu [lanTecenT coxepkaT B CBOEM COCTaBe XJIOPIeKCHIUH U
JEKCIIaHTEHOIL.

XnoprekcuauH oOnagaer OaKkTepUIMIHBIM JEHCTBUEM B OTHOLIEHUU IPAaMIIOJOXKHUTENbHBIX MU
rpaMOTpULIATENIbHBIX OakTepuil (HE BIMAET Ha KHUCIOTOYCTOMYMBBIE (DOPMBI TOCIEIHUX):
Treponema pallidum, Chlamydia spp., Ureaplasma spp., Neisseria gonorrhoeae, Gardnerella
vaginalis, Bacteroides fragilis, mpocrelimmx (Trichomonas vaginalis), MUKpOOHBIX CITOp, BUPYCOB,
rpu6oB; ci1abo BIMSET Ha HEKOTOpbIE BHIbI MpoTess U mceBAoMoHan. CoxpaHseT aKTHBHOCTb
(HECKOJIbKO CHIKEHHYIO) B IPUCYTCTBUH KPOBH, THOSI.

JlekcriaHTeHos1 siBisieTcss npoBUTaMMHOM Bs. [Ipy MecTHOM mpHMEHEHMH CHOCOOCTBYET
pereHepanyy KOXXH U CIM3UCTBIX 000JI0YEK.

5.2. ®apmakoKnHeTHYeCKHE CBOMCTBA
dapMaKOKHHETHKA XJIOPreKCUIMHA U JEeKCIaHTeHOIa B COCTaBe BarHAIBHBIX CYIIIO3UTOPUEB HE
M3y4anach.

6. PAPMAIIEBTUYECKUE CBOMCTBA

6.1. IlepeyeHb BCIOMOTraTe/IbHBIX BELIECTB
Iomuetunenrmukois 1500, moaudTrneHraukoias 400.

6.2. HecoBmecTumMocTh
He npumenunmo.

6.3. Cpok rognocTu
2 roza.

6.4. Oco0ObIe MepbI MPEI0CTOPOKHOCTH NPU XPAHEHUH
XpaHuTh Ipu TeMreparype He Boie 15 °C.

6.5. Xapakrep u conep:kuMoe NepBUYHOI YIIAKOBKH

ITo 5 cynmo3uTopueB B KOHTYPHOH SUEHKOBOM yITaKoBKe U3 TIoMMepHBIX Matepraios (IIBX/T1D).

JIBe KOHTYpHBIE SYSHKOBBIE YIIAKOBKH BMECTE C MHCTPYKLIMEH 1O MPUMEHEHHUIO TIOMELIAIOT B MayKy U3
KapTOHa.

6.6. OcoOble Mepbl NMPEIOCTOPOKHOCTH MPU YHHUYTOKEHHHM HCIOJIH30BAHHOIO JIEKAPCTBEHHOI'O
npenapara Wid OTXOO0B, NMOJYYeHHBIX IOCJIe TPUMEHEHHsI JIEKAPCTBEHHOro Tpenapara Win
padoThI ¢ HUM

Her 0co0bIx TpeOoBaHMiA K yTHIU3AIIUHL.

7. AEPXKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUS

00O «Pybuxon», Pecyonuka benapycs, 210002, r. Butebek, yn. M. T'opbkoro, 625,

ten/daxc: +375 (212) 36-37-06, Ten.: +375 (212) 36-47-77,

e-mail: secretar@rubikon.by

8. HOMEP PETUCTPAIIMOHHOT' O YAOCTOBEPEHMUSI

Ne 18074
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9. TATA NEPBHYHOM PETMCTPAIIMMA (IIOATBEPXKJIEHUSA PETMCTPAIINMN,
IHEPEPETUCTPAIIN)

Jlara nepBuuHoil peructpanuu B Peciyonuke Apmenus: 07.11.2018

Jlata montBepskeHus peructpanuu B Pecyonuke Apmenusi: MM/ITTT*

10. JATA IIEPECMOTPA TEKCTA

MM/ITIT*

* pa3acit 3amnoJIHACTCA YIIOJIHOMOYCHHBIM OPraHOM TOCYyAapCTBA-4JICHA WM OCPIKATCICM
PEruCTPaiMOHHOr0 YAO0CTOBEPCHU A IMMOCJIC OI[O6peHI/I$I MOCJICAHCTO NBMCHCHHMUS.



