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OBLIASI XAPAKTEPHCTHKA J1 picAPCTSIHYBPBATHERAPL TR 0004

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

®apmarekc, 18,9 Mr, cynmno3uTopru BarnHAJIbHbBIE.

2. KAYMECTBEHHBINA U KOJTMYECTBEHHbBINA COCTAB

JleiicTByro11ee BEIECTBO: OCH3ATKOHUS XJIOPHI.

Kaxnapiii cynnoszuropuii conepxut 6enzankonus xyuopuaa 50 % Boauslil pactBop 37,8 Mmr, 4TO
COOTBETCTBYET OEH3IKOHUS Xjtopuay 18,9 mr.

[TonHbIi mepeyeHpb BCIIOMOTATENbHbBIX BEIIECTB MPUBEACH B pazjene 6.1.

3. JEKAPCTBEHHAS ®OPMA
Cynno3uTopuu BaruHajibHbIE.

Cynmo3utopuu 6e10ro 1BeTa, MUIUHAPUIECKON (HOPMBI ¢ KOHYCOOOpPa3HBIM KOHIIOM.

4. KIMHUYECKUE JAHHBIE

4.1. [loka3zanusi K NPUMEHEHUIO

MecTHas KOHTpauenuus.

JlexapcTBeHHbIl npenapar PapMaTeke MOKa3aH K IPUMEHEHMIO Y KEHIIWH PErnpOLyKTUBHOIO
BO3pacTa U 0COOCHHO:

o IIPY HaJUYHAM MPOTUBOINOKA3aHUM K INPUMEHEHUIO FOPMOHAIBHBIX KOHTPAUENTHBOB HIIU

BHYTPHUMATOYHOM KOHTpAIENIINH;

o B IIOCIIEPOJIOBOM TIEPHOJIE, B TEPHOJ TPYTHOTO BCKAPMIIMBAHUS M TOCJIE TPEPHIBAHHUS
OEpEeMEHHOCTH;

o B IIPEMEHOMAY3E;

o KoTrJa TpeOyeTcs SMM30AndecKast KOHTPAICTIIIHNS;

o B KQueCTBE JIOTIOJHHUTEIBHOTO METO/a KOHTpPALEHIMA MPH UCIIOIb30BaHUH BarMHAIBHOM

nuadparMel, IEpBUKAJIBHOTO  KOJMAyKa, IMpe3epBaTHBAa WIM  BHYTPHUMATOUYHBIX
KOHTPALIENITUBOB (0COOEHHO MpHU JJIUTEIBHOM NPUMEHEHUU HEKOTOPBIX JIEKAPCTBEHHBIX
IPenapaToB, TAKUX KaK HECTEPOUIHbIE TPOTUBOBOCHIAIUTEIbHBIE CPEJICTBA);

o B KauecTBE JOIOJIHUTEIBHOIO METO/a KOHTpALENLHN MPHU MPOMYCKE WM ONO3JaHUHM B
IIpUEME NEPOPATBHBIX TOPMOHAIBHBIX KOHTPALENTUBOB. B 3TOM cilydae pekoMeHayeTcs
coyeraTh 00a METO/1a KOHTPALEIIIMUA Ha MPOTSHKEHUN OCTABIIUXCS JTHEH MEHCTPYaIbHOTO

LUKJIA.
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OJIHAKO HE YCTPAHSET €ro MOJHOCTHIO.
D} dexTuBHOCTH MpemnapaTa 3aBUCUT OT COOTIOACHUS PEKOMEH AU 110 TPUMEHEHUIO.
4.2. Pe:kuM 103MPOBAHUSA U CIOCO0 MPUMEHEHM I

PexxuM 103upoBaHus

[IpumensaTs o 1 cynmo3uTopuio mepen KaXKAbIM IIOJIOBBIM aKTOM, HE3aBHUCHMO OT IepHoa
MEHCTPYAJIBHOI'O LIUKJIA.

Cnoco0 IIpuMeHeHus

JI1 BaruHaJIbHOTO IPUMEHEHUS.

Jlexxa Ha crIUHE, BBOJAT CYNITO3UTOPUIN IITyOOKO BO BJIAarajiuIie 3a S MUHYT JI0 KaX/JI0T0 TI0JI0BOTO

akrta. JlnurenbHOCTh AeicTBUA — 4 yaca.

[Tpy MOBTOPHBIX MOJIOBBIX aKTax HEOOXOAMMO BBOJIUTH HOBBIN CYIIIO3UTOPUH IEper KaxIbIM

IIOJIOBBIM aKTOM.

Tyanet Hapy»HBIX MOJOBBIX OPraHOB HEMOCPEACTBEHHO IIOCIIE MOJIOBOT0 aKTa BO3MOXKEH TOJIBKO

IIPOCTOM BOJOM.

4.3. [IpoTuBoONOKA3aHUS

o TUIIEPUYBCTBUTENBHOCTh K OEH3AJIKOHUS XJIOPHIY WIM K JIIOOOMY M3 BCIOMOTaTENIbHBIX
BEILIECTB, IEPEUUCIIEHHBIX B paznene 6.1;

o BarvHUT, U3bA3BICHHUE U pa3Jpa)KCHUE CIU3UCTON 000I0UKH BiIaralyila U MEeHKN MaTKH.

4.4. OcoOble yKa3aHUs U MepPbI NPETOCTOPOKHOCTH NPH MPUMEHEHUH

®dapmarekc sBisiercss 3QPEKTUBHBIM IMpenapaToM i MpPeAoXpaHeHus: OT OepeMEHHOCTH IpH

YCIJIOBUY €I0 NPAaBUIBHOTO IPUMEHEHUS ITPU KayKJOM I0JI0BOM akTe. OJJTHAKO CIEPMUIIM]IBI MOTYT

IIOKa3bIBaTh MEHBINYI0 A(PPEKTUBHOCTh IIO CPABHEHHUIO C TOPMOHAIBbHON KOHTpalenuuei,

BHYTPHMMATOYHBIMU  KOHTpAlleNTUBAaMH, JAuadparMoi, IEpBUKAJIbHBIM  KOJIIAYKOM WM

IIPE3EPBATUBOM.

D¢ heKTUBHOCTH KOHTPALICTIIIH 3aBUCUT OT COOJIIOACHNUS TPAaBUII IPUMEHEHHUS IIperapara.

Heo0xo01uMo co0aroaaTh CIeAVIOLIME YCIOBU:

o NPUMEHATHh Tpernapar NepeA  KaKABIM IOJIOBBIM aKTOM, HE3aBHCHMO OT IepHoja
MEHCTPYAJIBHOTO IUKJIA, TOMENIast CYMTO3UTOPHUI TIIyOOKO BO BJIaraliuiie;

o HE HMCITOJIb30BaTh MBUIO JUIS TyajeTa MOJOBBIX OPTaHOB Ui 000X MapTHEPOB 3a 2 yaca 110
MIOJIOBOTO aKTa M B TEUEHHE 2-X YacOB IOCIE IOJIOBOTO aKTa, TaK KaK MBUIO, JaXe B
OCTaTOYHBIX KOJIMYECTBAX, Pa3pyIlacT ACHCTBYIOIIEe BenlecTBO npemnapara Gapmarekc;

o TyaJIeT Hapy»KHBIX MOJIOBBIX OPTraHOB B YKa3aHHBIE CPOKH BO3MOKEH TOJIBKO MPOCTOM BOAON
JU1s1 000WX TapTHEPOB. BraranmuiiHoe opolieHue (CIpUHIICBAHNE) MOXKET TPUMEHATHCS HE

PAHBIIC YEM YCPE3 2 gaca mocie II0jJ0BOro aKTa,
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KynaThCsl B MOpe, OacceifHe U BojoeMax BO M30eKaHHe CHUKEHHS €ro KOHTPALEITUBHOTO
JIehCcTBHS,

. npu HEOOXOAMMOCTH JICUEHHUsS MpenapaTtaMu JUisi BarHHAIBLHOTO MPHUMEHEHUS CIEAyeT
BPEMEHHO MPEKPATUTh HCIOJIb30BaHHE IMpenapara PapmaTekc A0 OKOHYAHHUS Kypca
JICYCHHUS.

JlaHHbBII METO KOHTPALSHIIMH HE 3allliIIaeT OT MH(EKIUil, IepeatoXcs MOJI0BBIM ITyTeM HIH

BBI3BAaHHBIX BUPYCOM HUMMYHOAEQHIMTA YeloBeKa. EAMHCTBEHHBIM METOJO0M KOHTpAleMHIHH,

KOTOPBI 3aIUIIACT OT 3aPAXKECHUS STUMU 3a00JIEBAHUSMH TIPH ITOJIOBOM aKTe, SBIISETCSI MYKCKOU

WJIM J)KEHCKUH TIpe3epBaTuB (IIpU MPaBUILHOM MPUMEHEHHUH ).

4.5. B3aummopaeiicTBHe ¢ [PYrMMH JIEKAPCTBEHHbIMH MNpenapaTtamMu W JApyrue BHAbI

B3alMOeliCTBUSA

. m000€ CpelncTBO, MPUMEHSEMOE HMHTPABarMHAIBLHO, MOXET CHUXKATh CIIEPMUITUIHOE
JIEWCTBUE Mpenapara;

. JeiicTByromee BeniecTBO (OCH3AJIKOHMA XJIOPHI) pPa3pylIaeTcs MbBUIOM, MO3TOMY
3aIpellaeTcs UCIOoIb30BaHUE MbLIa ISl TyalleTa IOJOBBIX OPTaHOB, J1a)Ke B MUHUMAJIbHBIX
KOJIMYECTBAX.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD U JAKTALMS

bepeMeHHOCTh

[Ipemapar sBisieTcsl KOHTpPALENTHBOM, BO BpeMsi OEpeMEHHOCTHM He MpuMeHsercs. B

KJIIMHUYECKHUX, SIUJIEMUOJIOTUYECKUX MCCIEIOBAHUSIX TMpPU CIydyalHOM MPUMEHEHHHU 3TOrO

CIEpMHUIIAA HA PAaHHUX CPOKax OEpEeMEHHOCTH HE OBbLIO BBISIBICHO BO3HHUKHOBEHHS IMOPOKOB

pa3BUTHS IJIOJA.

Jlakranus

[IpoHUKHOBEHHE B MAaTEPUHCKOE MOJIOKO BO3MOXKHO B KpaiiHe He3HAUUTEIIBHOM KOJMYECTBE 0e3

KaKuX-TH00 M3BECTHBIX HETATHUBHBIX MociencTBuid. Ilpemapar MoXeT MPUMEHSTHCS B MEPUOT

TPYAHOTO BCKAPMIIMBAHHS.

4.7. BausiHue Ha CMOCOOHOCTH YNPABJATHL TPAHCMOPTHBLIMH CPeACTBAMH M PadoTaTh €

MeXaHNU3MaMH

Her panHBIX 00 OTpUIIATENHPHOM BIMSHUM Tpenapara Ha CHOCOOHOCTh  YIPABIATH

TPAHCTIOPTHBIMU CPEACTBAMHU U APYTUMU MEXaHU3MaMH.

4.8. HexkennaTeibHbIe peakunuu

AJiepruyeckue peakiuu, KOHTaKTHBIN JepMaTUT, 3yl U ¥OKCHHUE BO BJIArajullle U/ Wid OJIOBOM

YJIeHEe apTHEepa, 00JIE3HEHHOE MOYCHUCITYCKaHUE.

B ciyyae ux BO3HUKHOBEHUSI HEOOXOAMMO IPEKPATUTh MpUMEHeHue npemnapara Gapmarexc.
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BaxxHo coo0m1aTh 0 mMo103peBacMbIX HEXKENIATEIbHBIX PEAKIUAX MTOCIIE PErHCTPaIH Ipernapara ¢
[EeNbI0 O0ECIeueHusT HEMPEepPhIBHOIO MOHUTOPWUHTA COOTHOIIEHHUS «IOJIb3a — PUCK»
JIEKapCTBEHHOTO Tpernapara. MeIuIMHCKUM paOOTHUKAM PEKOMEHIYETCSl COOOIIaTh O JIFOOBIX
M0JI03PEBAEMBIX HEXKENATEIbHBIX PEaKIMsIX JIEKapCTBEHHOTO IMpenapara 4yepe3 HalMOHaJbHbIE
CUCTEMBl COOOIICHHUS O HEXKENATEeIbHBIX PEAKIUIX TOCYJapCTB - WICHOB EBpasuiickoro
HKOHOMHYECKOTO COI03a.

Poccuiickas @enepanus:

®denepanpHas cnyx0a mo Haa30py B chepe 3npaBooxpanenus (PocsnpaBHanzop)

109012 r. Mocksa, CnaBsiHckas muiomaib, 1. 4, ctp.1

Ten.: +7 800 550 99 03 — ropsiuas nuHUA

DnekTpoHHas rmovra: pharm@roszdravnadzor.gov.ru

https://www.roszdravnadzor.gov.ru

Pecniybnuka benapycs:

VII «IlenTp 3KcnepTU3 U UCHBITAHUHN B 3PaBOOXPAHECHU)
220037 r. Musnck, ToBapuieckuii nep., 2-a

Tenedon ornena dpapmakonanzopa: +375 (17) 242-00-29
®axc: +375 (17) 242-00-29

DnekTpoHHas novrta: repl@rceth.by, receth@rceth.by
https://www.rceth.by

Pecny6nuka Kazaxcran:

PecnyOnukaHckoe TocyAapCcTBEHHOE MNpEANpUsTHEe Ha TMpaBe XO3SIMCTBEHHOTO BelEHUs
"HarmoHanbHbId IIEHTP SKCIEPTU3Bl JIEKAPCTBEHHBIX CPEACTB M MEIUIMHCKUX W3ACIHil"
Komurera MemuIimHCKOTO M (apMareBTUIeCKOro KOHTPoJss MUHHCTEPCTBA 3ApaBOOXPAHECHUS
Pecniy6nuku Kazaxcran

010000 r. Acrana, paiton baiikonbp, yia. Amanrenau Mmanosa, .13

Ten.: +7 (7172) 235 135

OnexTponHas noyra: farm@dari.kz

http://www.ndda.kz

Ksiprezckas Pecry6imka:
JlemapraMeHT JI€KapCTBEHHBIX CPEACTB M MEIULMHCKUX U3MeIud Inpu MuHHCTEpCTBE

3npaBooxpaneHust Kelpreizckoit PecriyOmmiku


http://www.roszdravnadzor.gov.ru/
http://www.ndda.kz/
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720044 r. buikexk, yi. 3-s 1uHuUA, 25

Ten.: 0800 800 26 26
OnexTtponHas noyra: dlsmi@pharm.kg

http://www.pharm.kg

4.9. Ilepeno3npoBka

Ciy4au nepeo3upoBKU HE OTMEUCHBI.

5. PAPMAKOJIOTHYECKUE CBOMCTBA

5.1. ®apmakoauHAMHYeCKHe CBOICTBA

®dapMakoTeparneBTUUYECKass TpyIa: Jpyrue CpelcTBa, MPUMEHSIEMble B THHEKOJOTHU;
KOHTPALIETITUBBI JIJIs1 MECTHOTO MPUMEHEHUS; MHTpaBarHaJIbHbIE KOHTPALICTITUBBI.

Koxg ATX: GO2BB

benzankoHuss  XJOpUA  SIBISIETCS ~ OJHOBPEMEHHO  CIEPMHUIUAOM W AHTHUCENTHKOM.
CrnepmunuiHoe JeicTBre 00YCIOBICHO CHOCOOHOCTBIO JCMCTBYIOIIErO BEIIECTBA pa3pyliaTh
MeMOpaHbl CIIEPMATO30MI0B (CHayajga >KTYTHKOB, 3aTéM TOJIOBOK), YTO TNPHUBOJUT K
HEBO3MOKHOCTH OIUIOOTBOPEHUS SULEKIIETKN MOBPEXKACHHBIM CIIEPMATO30UIOM.

DddexT pazBuBaeTcs yepe3 S MUH MOCIIE BBEACHHSI CYNTIO3UTOPHS BO BIarajuiie.

[Ipenapat He BAHsET HA HOPMAIbHYIO MUKPO(DIOpY BIaraiuina (B TOM YUCIIE Ha JTaKTOOAIUILIIE).
®dapMaTekc He [BIISETCS TOPMOHAIBHBIM MPENapaToM U HE BIUSAET HA MEHCTPYaIbHbBIN LMK,
Tuoua0 U HepTUIHHOCTD.

Benzankonus xyiopua 00JagaeT aHTUCENTHYECKOW aKTUBHOCTBIO. [n Vitro TipenapaT akTHBEH B
otHomienuu Neisseria gonorrhoeae, Chlamydia spp., Herpes simplex tun 2, Trichomonas
vaginalis, Staphylococcus aureus.

He oxasbiBaer nelictBusi Ha Mycoplasma spp. M TIpOSIBISET HU3KYIO aKTUBHOCTh B OTHOIICHUU
Gardnerella vaginalis, Candida albicans, Haemophilus ducreyi n Treponema pallidum.

5.2 ®apmakoKkuHeTHYECKHE CBOMCTBA

AbGcopbuus

AOcopOuust OCH3aJIKOHHUS XJIOPHAA CIW3UCTOW OO0OJIOUKOW Biaramuiia o4yeHb Huzka. C
MOBEPXHOCTH CIM3UCTON OOOJIOYKH TperapaT YJaIsSeTcs MPOCThIM MPOMBIBAHHEM BOJOW U C

HOpMaJIbHBIMU (1)I/I3I/IOJIOFI/I‘-I€CKI/IMI/I BBIACIICHUAMU.

6. PAPMALIEBTHYECKUE CBOMCTBA
6.1. IlepeyeHb BCIOMOraTe/IbHBIX BelIECTB

l'unposoza (TuAPOKCUTTPOTHIIIEILTION03),
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6.2. HecoBMecTUMOCTH

He npumenumo.

6.3. Cpok rogHocTH (CPOK XpaHeHHs )

3 roxa.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NPH XPAHEHUH

XpaHuTb 1pu TEMIiepatype He Boiie 25 °C.

6.5. Xapakrep ¥ coaepkaHue NePBUYHON YIIAKOBKHU

ITo 5 cynno3uropues B cTpull U3 [I1BX miueHku, TOKPHITON MOJIUATUIEHOM HU3KOW IJIOTHOCTH.

| wnmu 2 crpuna ¢ MHCTPYKUMEH MO MEAUIMHCKOMY MPUMEHEHHMIO (JIMCTKOM-BKJIAJABIIIEM) B
KApTOHHOM MauKe.

6.6. OcoOble Mepbl MNPEIOCTOPOKHOCTH TPH YHUYTOKEHHUHM HMCHOJb30BAHHOIO
JIEKAPCTBEHHOI'0 Mpenapara UiH 0TX0/10B, MOJYYEHHBIX 0c/Ie IPUMEHeHHs Npenapara u
Apyrue MaHUIYJISINMHU ¢ pernapaToM

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAHMOHHOI'O YAOCTOBEPEHUA

®paHuus

Jlaboparopust UuHOTEK IHTEpHACHOHATL

22, aBeHto Apuctun bpuan, 94110 Apkeii, ®pannus

7.1. llpencraBuTeb ep:KaTeis PperiCTPALMOHHOIO yI0ocTOBepeHnsi Ha Teppuropuu Coro3a

IIperen3uun norpeduTesIel HAOPABIATS 10 AJIPECY:

Poccniickas @enepanvs

000 «<MHHOTEK»

115035 r. MockBa, CagoBHUYECKast HabepexxHasi, 1. 71
Ten.: +7 800 250 17 38

DnexTpoHHas noyra: innotech@innotech.ru

Pecny6onmka benapychb

IIpencraBurensctBo AOYT «Laboratoire Innotech International» (®paniy3ckas Pecny6inka) B
Pecniybnuke benapych

220007 r. MuHck, ya. JIeBkoBa, 43, oduc 313

Ten./akc: +375 17 336 05 99

OnexTpoHHas noyra: innotech.belarus@innothera.com
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Pecny6nuka Kazaxcran

[IpencraBurensctBo Jlabopatopun «WuHoTek Wurepnacuonans C.A.C.» B PecnyOnuke
Kazaxcran

050000 r. Anmatsel, bocranapikckuii paiton, Mukpopaiion Hyp Anaray, ynuna Ocemray, iom S3A
Ten.: +7 727 339 58 46

OnexTponHas noyra: innotech.kazakhstan@innothera.com

Ksiprezckas PecryGnmka

OcOO0O «ITpomo cepBucy»

720001 r. bumkek, yn. Ucanosa, 79, oduc 802
Ten.: +996 555 979 039

DnekTpoHHas rmovra: innotech.kyrgyzstan@innothera.com

8. HOMEP PETHCTPAIIMOHHOI'O YIOCTOBEPEHMUSA

9. IATA TIEPBUYHOM PETUCTPAILIMM (IIOATBEPXIEHUE PETMCTPAIINW,
INEPEPETUCTPALIUS)

JlaTa nepBo perucTpanuu:

10. JATA IEPECMOTPA TEKCTA

OOmrast XxapakTepHCTUKa JIEKAPCTBEHHOro mpenapara PapMaTekc JOCTyIHAa Ha O(UIHATbHOM
caiite EBpa3miickoro sKOHOMHYECKOT0 COI032 B HMH()OPMAIIMOHHO-KOMMYHHUKAIIHOHHON CETH

"Untepuer" https://eec.eacunion.org.
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