HNucTpykuus
110 MEeJMIUHCKOMY NPUMEHEHHI0 MEIULIMHCKOI0 U3/1e/Ius

HaumeHoBaHue MeJHMIMHCKOT0 U31eIUs
OIITUHOJI® UHTEHCUB, xamu riasuaslie, 10 M

CocTaB u onucaHue MeJIMIMHCKOT0 H3/1eJ1Hs

Cocmas

Hexcnanrenon — 2.0 %

Hatpus xnopun — 0.45 %

Hatpus ruanyponat — 0.15 %

Hunatpus ruapodocdar 6e3soaubiii — 0.09 %

Hatpus nuruapodocdara quruapar — 0.05 %

Bopa ouniiennas — go 100.0 %.

He conepxut koHCEpBaHTOB.

Buewmnuii 6uo

[Ipo3paunblii OecliBETHBINA PacTBOP.

Onucanue

OIITUHOJI® MHTEHCHB mnpencraBuser co0OM CTEPUIBHBIA HM30TOHMYECKHUIA
pacTBOp, CoAEepKallluil TMaJypOHOBYIO KHUCJIOTY B BHJI€ HAaTpusi THalypoHaTa U
JNEKCIIaHTEHOI.

Hatpus ruanypoHaT mo XMMHYECKOH CTPYKTYpE SIBIIIETCS COJIbIO THAIYypOHOBOM
KHUCJIOTBI, SIBIIIOIIEHCS NPUPOAHBIM YBJIAXKHSIOMIMM BellecTBOM. Monekyna
HaTpUs THAlypoHaTa o00ianaeT ocoObIMU (U3HKO-XMMHUUYECKHUMH CBOWCTBAMH, a
UMEHHO BBIPAKEHHOW CIIOCOOHOCTHIO CBA3BIBATH MOJIEKYJBI BOJBI U YACP>KUBAThH
UX Ha TIOBEPXHOCTH TJa3a. Takas OCOOCHHOCTb TIO3BOJIAET BEIIECTBY
00pa3oBBIBATh PAaBHOMEPHBIN, CTAOWMIBHBIA W yCTOWUYMBBIM 3aIIUTHBIA CJIOM Ha
POTOBHIIE IJ1a3a, HE BIUSIOIINI HA OCTPOTY 3pEHHUE.

JIeKCTIaHTeHO SABJISETCS MPOU3BOJHBIM MAHTOTEHOBOW KUCJIOTHI (BUTaMuUH BY),
KOTOpasi B CBOIO OYEPE]lb, COAEPKUTCS BO BCEX JKMBBIX OPraHU3MaX U PACTCHUSX.
JIeKCIaHTEHOJI  IOMOJIHUTENIBHO ~ YBJIAXKHSAET, CIIOCOOCTBYET 3a)KUBJICHHUIO U
BOCCTAHOBJICHHIO  TOBEPXHOCTM  TIJa3a, o00JafaeT  yXaXUBAOIUMU U
YCIIOKauBaKOIMMHA CBONCTBAMH, YCWIMBAeT BIIArOYyJEp>KUBAIOIINE CBOWCTBA
HATpUs THATypOHATA.

Boimmonnsas  (QyHkmumM — ecTecTBeHHOM  ciesel, OIITUHOJI® MHTEHCUB
CHOCOOCTBYET YCKOPEHUIO 3aKMUBIICHUS MMOBPEKICHUI U paH I1a3a Mmocie TpaBM U
XHPYPruYecKux onepamnuii, 3pHEeKTUBHO U OBICTPO CHUMAET CUMIITOMBI CHHJIPOMA
«CYXOro TJla3a» pa3IWYHOM CTENEHW BBIPAKEHHOCTU: YCTPAHSET OILYIICHHE
MHOPOJHOIO TENa, HOKEHHS, PE3U B I1a3aX, CIOCOOCTBYET CHATHIO YCTAJIOCTH IPH
MHTEHCHUBHOMN 3pUTEIBHON HArpy3ke, yCTpaHseT AUCKOM(OPT MpH HOLIEHUH BCEX
TUIIOB KOHTAKTHBIX JIMH3, MTOAIEPKUBAET 3I0POBOE COCTOSTHUE TJIa3.

OTCcyTCcTBHE KOHCEPBAaHTOB M HAJIMYME TAaKUX KOMIIOHEHTOB, KakK IPUPOJHBIE
YBJIQKHSAIOIINE BEILECTBA: FMAIYPOHOBas KHUCJIOTa (B BHJIE€ HATPUEBOW COJIM) U



JEKCIIAaHTEHOJI, 00ECIEYNBAIOT XOPOIIYI0 EPEHOCUMOCTh JaXe MPHU JIUTEIbHOM
IIPUMEHEHUH.

bnaronaps cnenuaibHO pa3pabOTaHHOMY MEXaHH3MY (IaKOHa, pacTBOP OCTAETCA
cTepuiibHbIM B TeueHue 180 aHeil (6 MecdleB) mociae NepBOro NpUMEHEHUs, IPH
STOM HE COAEPXKUT KOHcepBaHTOB. Jlo3upyrolmiee ycTpoWcTBO oOecreynBaeT
TOYHOCTh JO3MPOBaHUA U yA0OCTBO mpuMeHenus wusgemus OIITUHOJI®
NHTEHCHB. ®nakon coaepxut okono 450 karerns.

Haumenosanue (ob6o3nauenue) Hopmamueno2o OOKYMEHMA, 8 COOMEEMCmMEUlU ¢
KOMOPbIM NPOU3BEOeHO MEOUYUHCKOE uzoenue

Texuuueckuii daitn npoussoaureas PhD000564 2.

HanmeHoBaHue ¥ (WJIH) TOBApPHBI 3HAK OPraHU3aNMU-TIPOU3BOIUTES
OIITUHOJI® sBnsieTcs 3aperdCTPHPOBAHHBIM TOBApPHLIM 3HAKOM KOMIIAHUH
SAAPAH-T'AJIEHCKU JIABOPATOPUMU a.o. (XopBatus).

Ob6aacTh NpUMeHEHN ¥ HA3HAYEHNE MeIMIIUHCKOT 0 U3/1eJIsl
Od¢ranbmornorus.

OINTUHOJI® UHTEHCHB npeaHa3HaueH Ajs yCTPAHEHUs MPOOIEM CYXOCTH IJIa3
Pa3IMYHON CTENEHU BBIPAKEHHOCTH; ISl CTAOWIM3AlUK CIIE3HOU IJICHKHU, CMa3Ku
rjla3a M 3allUThl €ro TOBEPXHOCTH; JUIsl YCTpaHEeHHsI JuckoMdopTa B ciydae
MEXaHUYECKOTO pa3paKCHHS, BbI3BAHHOTO HOIIEHUEM KOHTAKTHBIX JIMH3 WJIU
JUArHOCTUYECKUM BMEIIATEICTBOM; CHATUSA YCTAJIOCTU TJa3 IPH JJIUTEIbHON
paboTe 3a KOMITBIOTEPOM.

OINTUHOJI® UHTEHCHUB npumeHsieTcs:

- moclie O(PTAIbMOJOTHYECKUX XUPYPTHUECKUX OIlepaluuid, a Takke MpH
NOBPEXKACHUSAX U TPAaBMaX POTOBHIIBI,

- IIPU HOIIIEHUH BCEX THIOB KOHTAKTHBIX JIUH3 JUIsl YCTPAHEHHs TUCKOM(OPTa;

- TIPYU CUHJIPOME «CYXOT0 Tia3a» (C CUMITOMaMU TUCKOMQOpTa, CyXOCTH, YyBCTBA
MHOPOJHOTO TEJa «IECKA B TJIa3ax», JKKEHHUS, pa3apaKeHus);

- 111 CHSITUS YCTAJIOCTH IJ1a3 PU MHTEHCUBHOM 3pUTENBHOM Harpys3Ke.

Nudopmanuss mno  MepaMm  NpPeAOCTOPOKHOCTH  (0e30macHOCTH) |
OrPAHMYEHHUSM INPHU UCIOJIb30BAHNH MEeIMINHCKOT0 U3/1e s

OIITUHOJI® MHTEHCHB MOHO HCIOJL30BATh IPM HOIIEHUHM BCEX THUIIOB
KOHTaKTHBIX JIMH3, HE CHUMAsl JIMH3BI.

IIpu onuoBpemennom npumeHenuu OIITHMHOJI® MHTEHCUB ¢ apyrumu
O TATBMOJIOTHYECKAMH TIpernapataMi HeoOXOIMMO COONIoAaTh WHTEpPBAl HE
meHee 15 munyT. ['ma3Hple Ma3u/Teaun TOJKHBI MPUMEHSTHCS TMOCTIE 3aKaIbIBAHUS
OIITUHOJI® UHTEHCUB.

[Tocne mpuMeHeHHs: pacTBOpPa BO3MOKHO CHUYKEHHE OCTPOTHI 3pEHHSI HA KOPOTKHUI
nepuoj,  IMO3TOMY  PEKOMEHIYETCS  BO3JAEp)KaTbCsi  OT  YNPABICHUS
aBTOTPAHCIIOPTOM, JOXKJABIINCH BOCCTAHOBIEHHUS OCTPOTHI 3PEHUSI.

IIpumenenue npu bepemennocmu u 8 nepuoo 1aKmayuu

MoxeT TpUMEHATHCS TPU OEPEMEHHOCTH U B MEPUO/T JTaKTALIUH.



HpOTI/IBOHOKaSaHI/Iﬂ JJIA IIPUMECHECHUSA
IloBbIICHHAS YYBCTBUTCIIBHOCTb K KOMIIOHCHTAM MCAWIMHCKOI'O U31CIIN.

HNudopmanus 0 cpoke U yCJIOBHAX XPAHEHUSI MEAMLIMHCKOI0 U3/1e U
Cpok xpanenus

2 ropa.

[Tocne BckpbITUA (PIIaKOHA UCIIONIB30BATh B T€UEHHE 6 MECALIEB.

He npuMeHsTh 110 UCTEYEHNH CPOKA TOAHOCTH.

Ycnosusa xpanenus

XpaHuTh pu TeMIiepaType He Bbilie 25 °C B HEAOCTYITHOM JUJIs IETeil MecTe.

JonoanuTtenbHasi uHpopManus, HeoOXoAuMasi NPU  HUCHOJIb30BAHUU
MeIUIUHCKOT 0 U3/1eJusl

Cnocob npumenenus

[To 1-2 kamnu 3akambIBalOT B KaXAblM TJIa3 HECKOJBKO pa3 B J€Hb, IpHU
HEOOXOAUMOCTH BO3MOXKHO Oo0Jiee 4YacToe HCIoJIb30BaHue. JIIuTeapHOCTh
IPUMEHEHMs He OTpaHUYeHa.

Vkasanus no npumenenuio

1. CHumHUTE 3anUTHBIM Konmadok ¢ ¢uakoHa. CrapailiTech HE KacaTbCs
OTKPBITOr0 KOHYHKA KareabHuIbl (iakoHa (puc. 1).

2. [TomecTuTe yka3aTeabHBIH M CpEeHUN TAIbIBI HA AHO (ylakoHa, a OOJIBIION
naJel] Ha Kpyriyio IUTACTUHY B BEpXHEH 4acTu ¢uakoHa (puc. 2).

3. [lepen nepBbIM UCTIONIb30BaHUEM (iIaKOHA IEPEBEPHUTE €r0 KOHYMKOM BHH3
U 2-3 pa3za HOKMHUTE Ha HAKUMHYIO TUIACTUHY OOJIBIIIUM MAaJbIEM JI0 TOSBICHUS
nepBoii karm (puc. 3).

4, 3anpoKWHbTE TOJOBY HAa3ajll, yKa3aTeJIbHBIM MallblieM CBOOOIHON pYyKH
OCTOPO’KHO OTBEJAUTE HUKHEE BEKO BHHU3, MOCMOTpUTE HaBepX. [Io Bo3MOKHOCTH
nepxuTe GhJakoH BEPTHKAILHO.

5. Jlna 3akamblBaHHsS CpPEACTBA OJUH pa3 Haxkmute Ha (aakon (puc. 4).
bnaromaps crnenmanbHO pa3pabOTAHHOMY MeXaHW3My (JaKkoHa, MPU KaxIOM
HA)XaTUU BBIJEISAETCS OJIHA Karuisl. 3aKpoUTe I1a3a U MEIJIEHHO MTOBOJUTE TIa3aMHU
BO BCE CTOPOHBI, YTOOBI PACTBOP PAaBHOMEPHO PACIpEAENUICS MO MOBEPXHOCTH
riasa.

6. [ToBTOpUTE TIpOLIEAYPY AJIA BTOPOIO ria3a.

7. [Tocne kaxxaoro Ucmoib30BaHus (IaKoHa MPOCYIIUTE KOHYMK KareJIbHUIIBI
U 3aKpPOWTE €ro 3alIUTHBIM KOJIMTAYKOM.




[lo rurueHnuecKuM COOOpAXKEHUSIM KaXIbli (JIAKOH JOJKEH HCIOJIb30BATHCA
TOJILKO OJJHHUM YEJIOBEKOM.

Tlobounvie oeticmeus

He BbIsIBIICHBI.

CrepuibHo.

®DopMa BbINyCKA M YIIAKOBKA

[To 10 mn B miiacTUKOBOM (hjakoOHE, CHaOKEHHOM JO3UPYIOLIUM YCTPOMCTBOM U
3alIUTHON KPBILIKOM.

[To ogHOMY (h1aKOHY BMECTE ¢ MHCTPYKLMEH M0 MEAUIIMHCKOMY MPUMEHEHHUIO Ha
Ka3aXCKOM U PYCCKOM SI3bIKaX IMOMEIIAIOT B KAPTOHHYIO MMAUKY.

CaelieHHnsi 0 MPOM3BOANTEIE METHIIHHCKOTO MU31eJHUS U €ro YNOJHOMOYEeHHOM
npe/jAcTaBUTEIe

Haumenosanue, mopuouueckuti, (gpaxmuueckuil) aopec u KOHMAKmMHble OAHHbIE
(menegon, gpaxc, snekmporHas nouma) npou3eo0Umens:

SJPAH-T' AJIJEHCKU JIABOPATOPMUI a.o.

Csunno 20, 51000 Puexa, XopBatus

Ten.: +385 51 660 700

Anpec snextporHoi outsl: Jgl@jgl.hr

Haumenosanue u xonmaxmuvie danuvle (meneghon, haxc, 21eKmpoHHaAss nouma)
VNOJHOMOUEHHO20 NPeOCMAasumens NPouU3800UmMes, Opeanu3ayuu, NPUHUMawel
npemeH3uu (Npeonodcenus) no MeOUYUHCKOMY U30eluro om nompedoumenet u
OMBEMCMBEHHOU 30 NOCMPEeUCMPAYUOHHOE HAON00eHUe 3a 0e30NACHOCbIO
MeQUYUHCKo20 uzdeausi Ha meppumopuu Pecnyonuxu Kazaxcmamn:

TOO «JADRAN Kazakhstan» (S1JIPAH Kazaxcran)

Anpec: 050040, r. Anmatsl, yia. MapkoBa, oM 61/1, H.m. 122

Ten.: +7 (727) 313 20 51

Anpec snextporHoi outhl: Requlatory-KZ@jgl.ru

KauyecTBO JaHHOT0 MEeIMIIMHCKOTO0 U3/1eJUsl U MPOU3BOJACTBEHHbIE MOIIIHOCTH
komnanuu  SIJIPAH-TAJIEHCKUA JJIABOPATOPUI a.0., XopsBartus,
0TBEYAIOT BCeM MEKIYHAPOAHBIM CTAHAAPTAM KadecTBa, YTO MOATBEP:KIEHO
ceprupuxarom ISO 13485:2016 u nexuaapaumeii coorBercTBuss EC Ha
u3jieIue.

PacuindpoBka cHMBOJI0B, HCIIOJIb3YEMBbIX IPH MAPKUPOBKeE:

CumMBoJ Onucanue

[ BriOpocuts B ypHYy

M



mailto:jgl@jgl.hr
mailto:Regulatory-KZ@jgl.ru

DKOJIOrMYECKHH 3HAK «3eeHas TOYKa», YKa3bIBaeT HA BO3MOYKHOCTh BTOPHYHOM
repepaboTKH

éh 3HaK nepepaboTKH HEIUTIONO3HON MPOLYKIUH

PAP

/2\ 3HaK nepepadOTKU MOJUITHIICHA BBICOKOW TIJIOTHOCTH

PE-HD

JlaHHbIE O BBINYCKe WJIH TOCJEAHEM MepecMOTpe MHCTPYKIMH IO
MEJIUIMHCKOMY MPUMEHEHHIO: ...


https://ru.wikipedia.org/wiki/%D0%9F%D0%BE%D0%BB%D0%B8%D1%8D%D1%82%D0%B8%D0%BB%D0%B5%D0%BD

