THCTPYKUISA
JUIS1 MEIUYHOT'0 32CTOCYBAHHS Npenapary

®APMATEKC
(PHARMATEX)

CxJ1ajt Jii KapebKoro 3acody:

Oiioua pevosuna: GensankoHiio xaopuay (benzalkonium choride);

1 cynosuropiii (1,6 r) micTuTh GeH3anKOH 10 XJ10pUay 18,9 Mr;

O0ONOMIXCHI peyosuHI. TiIPOKCHIIPOTIIIETION03a, Halli BOCMHTETHYHNUI Tiinepu/ Teepauii (type Witepsol S 51).

Jlikapcebka dpopma. Cynosutopii BariHanbHi.
Cyro3utopii 6U10r0 Kojibopy, LWHIHAPHYHOT (POPMHU 3 KOHYCOIOLi GHUM KIHLIEM i 3j1erka XBHISACTHMH GokaMu. MokIIMBa PUCYTHICTD 3anaxy IJi LEPHLiB.

Hasga i mi ce3naxokeHHsi BUPoGHMKA. 3aBoj InHOTepa Illy3i, Ppaniris.
Pio Pene Ilanrepo JI'Icib Bep - 41150, Iysi-ciop-Cic, ®panuis/Innothera Chouzy, France.
Rue Rene Chantereau L’Isle Vert - 41150 Chouzy-sur-Cisse.

Ha3sBa i Micliie3HaX0//KeHHS 3asiIBHHKA.
Jla6oparopis IHHOTEK IHTEPHACBIOHAJTB,
22 asento Apicrin Bpianz, BIT 32, 94111 Apkeii, ®panuis/LABORATOIRE INNOTECH INTERNATIONAL, 22 avenue Aristide Briand, BP 32, 94111 Arcueil cedex, France.

oapMaKOTepaﬂeBT"‘IHa rpyna.
KoHrTparienTusy Juisi MiCLIGBOTO 3aCTOCYBaHHs. [HTpaBariHaibHi KOHTPaleTHBH.
Kox ATC G02B B.

BensankoHio XJIOpHJI € YCTBCPTHHHUM aMOHieM, SIKHIl Ma€ BJIaCTHBOCTI Cl'leMilll/I}'ly Ta aHTUCCINITUKA. ﬁOFO KOHTpanenTuBHa }'ljSl 1oB’si3aHa 3i 3)IaTHiCTK) pyﬁHyBaTH MCMﬁpaHH C"CpMaTOS(i}'( is. [Ticns KOHTaKTy ]'[iFO‘{OT PCUOBHHH
Dapmatekcy 3 CriepMaTo30iiaMy BiOyBa€eThCs HeraiftHe iX 3HEPYXOMIICHHS 32 PAXYHOK CyTTEBOTO IIOPYIICHHS IIOBEPXHEBOIO HATATY MeMOpaHH CriepMaTo3da, BTpaTH JUKIYTHKA, JTi 3ucy MeMOPaHH roJiBKH criepMaro3oina 3 ii
PyJiiHYBaHHSM Ta y OJJIBIIOMY — Bi ApHBOM roiiBki. ITocuieHHs KOHTpauenTuBHOro edexry 3a06e3nedyerses MUIIXOM KOaryJisiii Ta 3ryieHHs dapMaTeKcoM LEpBIKaIbHOIO CIU3Y, TAKHMM YHHOM CTBOPKETBCS J10JaTKOBUI Gap’ep 10
TIONMaJIaHHA CAKYJIATY Y MOPOKHUHY MATKH.

l'[pcnapa'r Ma€ TaKOXK aHTHCCNTHYHY i l'[pOT"Mi Kp06Hy ]]iK) Ta 3HUKYE PU3HK 3apaKCHHA in]CKIIi SIMH, 1110 NIEPEIAOTHCA CTATCBUM IIUIAXOM, IPOTC HC BUKITHOYE #Oro MOBH CTHO.

He BrunBae Ha J1i6i 10 Ta GepTHIBHICTD.

Kontpauentusua epexruBHicTs BuMipioe thest Inexcom [Tepiist Ta KiiHiMHO 10BezeHo, wo s Papmarekcy Bid ckiajgae Menute 1. To6To 3a yMOBH HPaBHIILHOTO BUKOPHCTAHHS Ta AOTPUMAHHS yd X BUMOT 4acTOTa HeOaXaHo!
BAriTHOCTI CTAHOBUTH TIPUOIN3HO 1 % Ha pik.

TIpu BinmiHi 3acTocyBanns dapmaTekcy Mae 0G0pOTHHIT edekT.

3a pe3ynbTaTaMi YNCICHHUX JOCIIUKEHb BCTAHOBIICHO, 1110 NPENapaT He POHHMKAE Y TIa3My KPOBI Ta Ipy/IHe MOJIOKO (IPH 3aCTOCYBaHH B PEKOMEHJI0BAHHX J103aX) YHACJI JI0K Bi ICYTHOCTI aGCOpOLLii GEH3aIKOHIFO XJIOPHJLY CIIH30BOIO
o0os0HKo0 mixBu. Ll CBi4UTh 1IPO Te, 1O Jist PENapaTy € BUHATKOBO JIOKAIBHOIO.

Tloxa3anust 115t 32CTOCYBAHHSI.
Micuesa konrpareniis. Ieii 3acib koHTparemIii MO)kKHa 3aCTOCOBYBATH yd M »IHKaM PeNpolyKTHBHOIO BiKy. 3aci6 BHKOPHCTOBYEThCS SIK CAMOCTIIHO, TaK i B KOMOIHAIL i 3 iHIIMMH METOIAaMH, 1O TIOCHIIIO € iX KOHTPALIENTHBHY Jil0.
3acrocyBanns Papmarekcy 0co0IMBO JOLIbHE:
® ;K110 iCHYIOTb TUMYACOBI 41 NOCTiliHi MPOTHMOKA3aHHs JUIS IEPOPANIBHOI KOHTPALETILLT Y BHYTPIlIHBOMATKOBOI CTli paJti, HAIPUKJIA/ ITiC/1s TIOJIOT B, y MIEPiOJ TOBaHHS IPY/ULI0, TICIs ePEPUBAHHS BATITHOCTI Ta y Tepion
MCHOMAY3H;
® [1pu HEOOXiIHOCT] eMi30/MYHOr0 3an0GiraHHs BariTHOCT (Hepery spHe CTaTeBe JKUTTS);

TIPH 3aCTOCYBAHHI NIEPOPATBHOI KOHTPAICTIILIT, AKIIO i HKa 3a0y/a UM CTi3HUIIACh MPHUITHATH TabneTKy (Y bOMY BHNAJIKy MOTPIOHO 101aTKOBO 3acTocoByBaTH Mapmateke y Oyib-AK IH 1 IUKITY);

SIK IONOMDKHMIA 3aci0 npu Gap'epHi it konTpauenwii (mixsBosa Aiadparma) 4n HAsSBHOCTI BHYTPIIIHBOMATKOBOI CIIipaJli, 0COOIMBO IPH OJHOYACHOMY 3aCTOCYBAHH JCSKUX JiKiB (HAIPHKIAJ, HECTEPOT IHUX POTH3AMAIBHUX
3ac006iB).

IpoTHnoKasaHHs.
TlixBuLIeHa 4y TAUBICTb (aepriuni peakiii abo MoaApasHIOBAIbHA ) 10 KOMIIOHEHTIB IIperiapaTy, BaliH it, BAPa3KH Ta [MOAPA3HEHHs CIM30BA 0O0OJIOHKH Il XBH TA IIMIKH MATKH. HEeMOXKIIMBICTD PABUILHOTO BUKOPUCTAHHS BariHAIbHUX
Cyl'lOBl/lTOpi-l.B OCOGEMM 3 NOPYUICHHAMH HCHXiKH Ta 0C068M", K1 HC 10ITyCKaKTh 6y}Jb*ﬁKHX BTPpy4aHb Ha CTATCBUX OpraHax, 360 HECIPOMOKHUMH 3p03yNiTM Ta NOTrOAUTHUCH i3 UM TUIIOM KOHTpaLlC]'ILli.l-.

Haueskni 3axo01m 6e31eKH NpH 3aCTOCYyBaHHi.

EdexruHicTs KOHTpauenLil 3aneXuTh BiJl IPaBHILHOrO BUKOPHCTaHHs npenaparty. [lc/s crareBoro akTy Ta MpoTArom 2-X roJuH A0 Ta 2-X FOIMH IICIIs CTATEBOrO aKTy JIO0MYCKAE ThCs IPOBEICHHS 30BHIUIHLOI0 TyaleTy 3 BAKOPHCTAHHSIM
umcToi Boan abo 3acoly, AKHil He MICTUTH MHJIA Ta CyMi CHUI i3 MiclieBUMH KOHTpanenTnamMu dapmarekc (Hanpukiaa minauii 3aci6 ®apmarexc). CNpHHIIOBAHHSA MIXBU, @ TAKOXK MUTTS Y BaHHi a00 y BOJIOHMi MOXKIIMBE HE PaHi IIe Hik
yepe3 2 TOJIMHM Tii CJIs CTATEeBOTO aKTY, 3 METOK3aMo0IraHHs BUMHBAHHIO NPENapary BOJIOK.

TIpy 3aXBOPIOBAHHSIX TXBH CIIiJl THMYACOBO MPHITMHUTH 3aCTOCYBaHHs dapmaTeKcy 110 3aKiHYeHHs JIiKyBaHHs BariHaJbHUMHU JIIKapChKHMH 3aC00aMH.

Ocod.1uBi 3acTepexeHHs.
3acmocysanns y nepiod eazimuocmi apo 200yeanus zpyooio.

TIpenapar € KOHTPALEHITHBOM, I1iJ] 4aC BarirHOCTi HOro He Clijf BUKopucToByBaTH. [Ipy HacTaHHi BaritHOCTI Ha (hOHI KOHTpaLeNLii GeH3aIKOH IO XIOPUIOM BILIMBY Ha [epedir BarirHOCTi He BUSIBJICHO.
IIpenapar He MPOHUKAE Y MATEPHHCHKE MOJIOKO, HOTO MOJKHA 3aCTOCOBYBATH Y IE[ 0] TOyBaHHS IPYIII0.

30ammuicmy enueamu na wieuOKicmy peaxyii npu Kepy i 1p P abo poboni 3 inwumMu Mexanizmamu.
By1b-5KOr0 BILIMBY Ha 3/[aTHCTb KePyBaTH aBTOTPAHCIIOPTOM a0 MPAIoBATH 3iHIIMMH MEXaHi 3MaMH HEe CIIOCTEpIranocs.

JMimu.
Tpenapar PapMaTeKc He 3aCTOCOBYIOTb [HTSM.

Crocid 3acTocyBaHHs Ta 103H.

ButarTa cynosutopiii i3 3aXMcHOT ynakoBKH. Y MONOXKCHHI JIeXKauu BBECTH i skoMora raubmey mixsy. Cyno3suTop it pO3YHHIOETECS Yepes3 5 XBUIIMH Ta Jli€ NPOTAroM 4 TO/IMH, 3aXUIIA0YM HHKY Ha OJIMH CTATECBUH akT. Y pasi MOBTOPHOTO

CTaTEBOTO aKTy HEOOXiIHO BBECTH HOBHIH cymo3uTopiii Papmarekc. OcO6IMBOCTI 3aCTOCYBaHHS MOKA3aHi HIKYEC HA MATIOHKAX:

1.Cxema aHaToMii KiHKH.

2. AKyparHO BUTATHYTH CYIO3UTOPIH i3 3aXUCHOI YIIAKOBKH.

3. Jlarru.

4. Bsectu cynosuropiii sxomora rubuwe y mxsy. i
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KinbKicTh Cyno3uTopiis, iky MOYKHA BAKOPUCTATH HPOTATOM 100H, HEOOMEKEHa.

Iepeno3yBanus.
BMHa}JKiB TICPCI03yBaHH HC BUSABJICHO.

Io6iuni edpextn.

ITig gac 3acrocyBanus dapmaTeKcy 3rifHO 3 HOKA3aHHSIMH PU3HK PO3BUTKY NOOIYHUX e(eKTiB MiHIMAIBHUI, ajie Y MALIEHTIB 3 IIi JBUIICHOI0 Yy TIMBICTIO 10 KOMIIOHEHTIB IIPEIapaTy MOKYTh 3’ SBUTUCS aJICPriuHi peakiii, moApa3HEeHHs,
TIOKOJIFOBAHHSA, Bi}lquTil TCIlay M l.[i BBCJICHHS, @ TAKOXK KOHTAKTHHUI JICpMaTHT, CBCpG)K, ITC‘liHHS{ y mixBi 2160 CTaTCBOMY ‘lJ'ICHi TnapTHepa, 60ﬂ¥0‘liCTb l'li}:l 4ac CCUYOBHUITYCKAHHS. v BVI]’la}Z[KyYX BUHHUKHCHHSA CJ'li}l TIPHITMHUATH 3aCTOCYBAaHHA
3aco0y.

B3aemopist 3 iHINMMM J1iKAPCHKUMH 32C00aMHU T i1l BHIH B3aEMO if.
OjiHOYAaCHE 3aCTOCYBAHHs CyMo3uTOpiiB dapMaTeKe Ta iHIIMX BHYTPIIIHBOBATIHATBHUX 3aC001B HE PEKOMEH/TYETHCS.

BeH3aIKOHiI0 XJIOPH/L PYiiHY€ThCA MHIIOM, TOMY CyH03HTOpii PapMaTeKc He CyMiCHi 3 MHIIOM, HaBiTh y Mi3€pPHHX KiJIBKOCTSX.

TepmiH npUAATHOCTI. 3 POKH.
He 3acTocoByBaTH mpenapar micyist 3aKiHUeHHs TEPMiHY NPHIATHOCT i, 3a3HAYCHOTO HA yINaKoBIy!

‘YMmoBH 30epiranus.
36epiratu mpu Temmeparypl He Buiie 25 oC y HeJOCTYIHOMY ULt AITEH MicI.

‘YnakoBka. | 4u 2 GicTepy 110 5 Cyno3uTopiiB, y KapToHH it KOpooI.

Kareropis Bianycky. be3 peuenra.



