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NHCTpYKIUSA 110 IPUMEHEHUI0

NmmnanTtat ais nogkoxkaoro Beenenus CKYJIBIITPA™
(mosu-JI-Mosi0uHas KUCa0Ta) BO (piiakoHe



® HaszBanue Homep noxymenTa
= GALDERMA | i 1 py KIS 11O TIPUMEHEHHIO MEIHIIHHCKOTO MA-35583
W3EJUS CKYJIBITPA

MmrnanTat s noakoxkuoro seeaerns CKYJIBIITPA™ (nonu-JI-MooYHast KUCJIOTa) MPOU3BOICTBA
Q-Med AB (Kpto-Mea AB), lIserus

OIIMCAHUE MEJUIIUHCKOI'O U3JEJIUSA

Wmnnanrat s noakokHoro BBeneHHss Ckyasnrpa™ (monu-JI-MonodHas KHCIOTa) TMPEACTaBisieT
co0oi UMIUTaHTaT B GOpME CTEPUIILHOM CyCIIEH3UH, KOTOPasi BOCCTAHABIMBACTCSA U3 CTEPUIBHOTO CYXOI'0
MOpOIIKa MyTEM J0OaBICHUs] CTEPWIBLHOH BOIBI Ul HMHBEKUMHA. [laHHAs CyCHEeH3HWS COAEPKUT
MUKpodacTHlbl Tonu-JI-momnounot  kucnotsl (ITJIMK), xpuctamimdeckoil ¢GopMBl MOJMMOIOYHON
kucnoThl. [lonu-JI-Mmon04Has KUCIOTA ABISIETCS OMOCOBMECTUMBIM, OMOAETPAANPYEMbIM CUHTETHYECKUM
HOJIMMEPOM M3 CEMENCTBA anb(a-THAPOKCUKUCIIOT.

COCTAB UMIIJTIAHTATA CKVYJIBIITPA
Kaxnpiii ¢yiakoH CyX0oro mopouka colepxHur:

150 mr nonu-JI-MOII0O9HOM KHCITOTHI
90 Mr HaTpus KapOOKCUMETHIILIEITIONO3BI

127,5 Mr anuporeHHoro MaHHUTOJA

HEPBUYHASA YITAKOBKA

CTeKIsIHHBIN (IIaKOH: [Tpo3pavnblii OecIBETHBINM CTEKISTHHBIHA (1akoH Th |
EBp. ®apm./OCHIA

PesuHoBas nmpoOka: Kpacnas npoOka u3 6pomOyTrnkayuyka (Esp.
Dapm/DCILIA)

AnroMuHIEBas KPBIIIKa, CHA0KEHHAs Ceppblil NOTUIPONUICHOBBINA U ATFOMUHUEBBII

TUTACTUKOBBIM KOJIMauykoM prum-odd: Komadok Guumn-odpd

®OPMA BbIITYCKA

Nmmmarrar CkyJabpnTpa TOCTaBIseTCS B (OPME CYXOTro TMOPOIIKA, MPOMICAIIEr0 aceNTHUECKYIO
CTEPUJIM3YIONIYIO (PUIBTPALIMIO, B CTEPUIIBHBIX (DJIAKOHAX M3 IPO3PAYHOr0 CTEKJIa IPOJOJTOBATON
(hOpMBI C ATFOMHUHUEBBIM KOJIBIIOM C OJHOM CTOPOHBI, FTEPMETUYHO YKYITOPEHHBIX PE3UHOBOM MPOOKON U
3aKPBITHIX  Pa3BAJIBLIOBAHHBIM  AJTIOMUHUEBO-IUIACTUKOBBIM  KojimadukoM. [lopomok  CkyJasnrpa
BOCCTAHABJIMBAIOT MYyTEM JO0ABJICHUS 5 MJI CTCPUIBHOH BOJABI Ui HMHBEKIUN JUIS TONYyYCHUS
CTEpUIIBHOW allUPOT€HHOM CYCIIEH3UH.

KOMIUVIEKTHOCTD

®nakoH, copepxammuii umruiantaT CryasnTpa™ — 1 mir.
WNHcTpykius o npuMeHeHuto - 1 mr.

KapronHas ynakoBka ¢ 3TUKETKOH - 1 wiT.

IapaHTHpOBaHHBIE 00s3aTENbHBIC TTAPAMETPhI/XapaKTEPUCTUKN M3ACITHS

Oos3aTenbHblii napamerp/Xapakrepucruka | [IpeaejabHble 3HAUEHHSI

Onucanue JInopunuznpoBaHHbBIN TOPOMIOK OEI0T0 WIIH KEITOBATO-0€I0TO
I[BETa B IPO3PAYHOM CTEKIITHHOM (pIITaKOHE C KPaCHOI pe3HHOBOM
l'IpO6KOI>i ¥ QTFOMAHUEBBIM 00KUMHBIM KOJIITAYKOM C CECpBIM
KoJmaykoM Quum-opd.

OreHKa BOCCTAaHOBIICHHOTO MMIUIAHTaTa O6pazoBaHue XOPOIIO paclpeaeIEHHON CyCIIeH3UH C TEHOH
pH (BoccTaHOBIIEHHBIH pacTBOp) 5,9-7,2

Cpennsist macca coaepxkumoro (s 20 273,0-406,3

(makoHOB) (MI)

OHOPOHOCTH 1O Macce CooTBeTcTBYET
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HaszBanue Homep noxymenTa

HMHCTPYKIOMUS IO MIPUMEHEHHWIO ME/JMITUHCKOT' O MA-35583
N3JEJNSA CKYJIBIITPA

o GALDERMA

Oos3arenbHblil napamerp/Xapakrepucrtuka | IlpenensHble 3HaAYeHUsI

Conepxanue Bojsl (%) < 1,3 mpu BeIIIyCKe
< 2,0 K KOHIy CpOKa TOTHOCTH

CrepuibHO CrepuibHO

HEJEBOE HASHAYEHUE/TIOKA3AHUSA

Nvmnaaratr CKYJIBIITPA npumensieTcs as yBenndeHus: 00pEMa aTpohnIecKix yJ4acTKOB, B T. Y., IS
KOppeKInu JeeKTOB KOXKH, TaKWX KaK CKJIAIK{d, MOPIIMHEI, OOpO37pl, MIpaMbl W BO3PACTHHIE
U3MCHCHHUSL.

Nmmnantat CKYJIBIITPA Taxke mnpuromeH Uis KOPpeKIMH OONbIIMX OOBEMOB TPH TNPH3HAKAX
HMCTOHYCHHUS KUPOBOU TKAHHU JIHIA (JTUTIOATPOPHH).

TexHuka uHbeknuu: [nyOuHa wabeknuu u konmmdectBo mmimiantata CKYJIBIITPA 3aBucar or
TUTOIIAIA 30HBI KOPPEKIIUU M OKHJIaeMOro pe3yibTara. CienyeT u3deraTh rMIEPKOPPEKIINT, HO B CIIy4ae
TaKOBOM, 00MacTh HEOOXOOMMO TINATEIHPHO MAaCCHPOBATh I HAIEXKAIIET0 pacHpeIeICHI
umiutantata. Cum. paznen « MTHCTPYKIHWU 110 IPUMEHEHUWIO» nns nonoaHUTET-HONH HHPOPMAIIHH.

NPUHLUII IIPOLEYPBI

Wmmnantatr CKYJIBIITPA BBOAAT TIy0OKO B AepMy HMJIHM MOJKOKHBIN CJIOH, MCTIONB3YS Uy KanuOpa
26 G. [lmoTHOE TpaHyJIOMETPUUECKOE pACIpPEICICHHE MHKPOYACTHL, HHU3Kas CKOPOCTh MX
JerpafjaluMy U BSI3KOCTh, MOAXOAAIIAs KaK JUI BHYTPUKOXKHBIX, TAK Y NOJKOXHBIX MHBEKLIMMU
obecrieunBaroT uMIDIaHTaTy CkyJasnTpa™ ero MexaHM4YeCKMe CBOWCTBA M JJIUTEIBHOE
paccacelBaHME€, YTO TO3BOJISIET MCIOJb30BaThb JIaHHBIA MMIUIAHTAT ISl 3arOJHCHHUS
aTpo(PUUECKUX YJaCTKOB KOXKHU.

BUOJAETPAJALIUSA

Nmmmasratr CKYJIBIITPA cocrout u3 gactur [IJIMK, koTopsie OymyT MeasieHHO pa3pymaThCsl MOCIe
BBeacHus. VccnenoBanus in Vitr0 mpoaeMOHCTPUPOBAN CKOPOCTh pacnana oT 2% a0 10% uepes 24
Mecia. OCHOBHO# METa0OJIUT JIAKTAT BBIBOAUTCA U3 TKAHU I'TUKOJIUTUYCCKUM IIYTCM.

CormacHo kiIMHHYECKUM AaHHBIM d(dekt mocie BBenenus [IJIMK waumHaeT mocTeneHHO
CHUXaThcs uepe3 24 mecdana. [lo 1aHHBIM T'HCTONOTMYECKUX HCCIeAOBaHUM yepe3 12 mecsues
nocne BBeAeHus yactuubl [IJIMK npucyrcTByloT B Hccienyembix TKaHsx, dyepe3 30 mecsies
MOCJIE BBEJIEHUS B MCCIENYEMBIX TKaHAX OTCYyTcTBYIOT wyactuubel IIJIMK, uro wmoxer
CBUJICTEIILCTBOBATh O e¢ monHoi Omoxperpanmamuu (Vleggaar D & Bauer U 2004. J. Drugs
Dermatol. 3(5):542-547).

[Tocne BBeneHust ummianTat CkyapnTpa™ He MOIeKUT U3BICUEHUIO WU 3aMEHE.

IMPOTUBOIIOKA3AHUS

He wucnons3oBaTh B cilydyae OCTPBIX WM XPOHHYECKHX KOXHBIX 3a0oneBaHMl (MHOEKIUH HIIH
BocasieHus) B oOmactu koppekium wiu BOmm3u He€. Wmmmantar CKYJIBIITPA He nomkxen
MPUMEHATHCS Y TAIMEHTOB C aJlleprueil K KaKuM-ITM00 €ro KOMITOHEHTaM.

NPEJOCTEPEXEHUS
Nmmmartatr CKYJIBIITPA crienyetr BBOAUTH TOJIBKO TIyOOKO B IEPMY FUTH TIOAKOKHBIN CIIOH.

W30beraiite MOBEPXHOCTHBIX UHBEKIIHA, IPH KOTOPBIX BO3MOXHO TIOSBICHHE PAHHUX IMAITyJl WU y3€JIKOB
B MECTE BBEICHHUSA. DTO MOXKET CBHUACTEILCTBOBATH O HEMPABWJIBHOW TEXHHUKE BBITTOJTHCHHSI WHBEKITHIA
(TIOBEPXHOCTHOE BBEJCHHE MMILJIAHTATA, U30BITOUHOE KOJHUYECTBO BBEACHHOIO MPOAYKTa, HEMPABUIBHOE
ero npurotoBienue). Kpome Toro, MmaccupoBanue 00JacT BBEJICHUS Il PABHOMEPHOTO PacCIpe/IeIeHUs
MMILIAaHTaTa MOXKET TaK’K€ MUHUMU3UPOBATh BO3MOKHOCTD MOSIBJIEHUS MMAMYJl WU Y3EJIKOB.

®nakons! ¢ umiuianTatoM CKYJIBIITPA npeanazHadeHs! Juisl MPOBEACHUS OHON MPOTICAYPHI Y OAHOTO
MaIeHTa Bo n30exkaHne MUKpoOHOTo 3arpsizHeHus. He ucmonp3yiTe (1akoH MOBTOPHO U HE MTPOBOJIUTE
MOBTOPHYIO CTEPHIIM3AINIO (DIIaKOHA.
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W3EJUS CKYJIBITPA

[Tocne ucronb3oBaHus (IIaKOH ClEAyeT HEMEAJICHHO YHHUTOXHTh. He MCIoNb3yiTe MMIUIAaHTAT, €CIU
€ro yImakoBKa WiIH (DJIaKOH BCKPBITHI HITH TTOBPEXKICHBI.

Heobxomumo co0mromaTe OCTOPOKHOCTh BO M30€KaHWE BBEIACHHUS WMIUIAHTaTa B KPOBEHOCHBIE COCY/IBI.
BBenenue B KpOBEHOCHBIE COCY/IbI MOXET NMPHUBECTH K 3aKYIMOPKE COCY/a M BBI3BaTh MIIEMHUIO y4yacTKa
KOXH MM SMOOJIHMIO COCY/Ia.

He mpoBomute rumepkoppeknnio (dpe3MepHOE BBEJEHHE) yYacTKOB aTpo(uu, IMOCKOIBKY IIPOIIECC
BOCCTaHOBJICHUS MOTEPH OOBEMa MATKUX TKAaHEH MPOMCXOIHUT MOCTENEHHO, B TEUCHHUE HECKOIBKHX
Hezenb, o Mepe HacTymieHus 3¢ dekra or npumenenus umiuiantata CKYJIBIITPA.

Bceerna cmenuBaiiTe mOpomniok co CTEPUILHON BOJAON 111 HHBEKITUH.

Hns wapexknmii ummuiantata CKYJIBIITPA wucnonssyiite urnet 26G u 0JHOpa30BBIE CTEPHIIBHBIC
HITPUIIBL

MEPBI IPEJOCTOPOXHOCTH ITPU UCITOJIB30BAHUU

CrnemyeT cobmoaaTh CIeayromne MepPhI MPeI0CTOPOKHOCTH:

Nmmnantatr CKYJIBIITPA nomxeH UCMONB30BaTHCS MEIUIIMHCKUMU CHEIUAIUCTAMU, KOTOPhIE UMEIOT
OTIBIT KOPPEKIHU Ae(eKTOB MpH Mmotepe 00bEMa MITKHUX TKaHEH, Mocie TIIATeIbHOTO O3HAKOMIICHHUS C
00y4aroIUMH MaTepHaiaMu 1o padboTe ¢ UMIUIAHTATOM M IOJIHOM MHCTPYKLHUEH IO ero MPUMEHEHHIO.

B obnactu BBeneHUs HE NOIKHO OBITH NMPHU3HAKOB BocnaieHus win uHexkuuu. Ilepen npouexypoit eé
cienyet o0paboTaTh aHTHCETITUKOM.

Kak npu m100bIX HHBEKUUSX, NALUEHTHI, MOTYT UMETh PUCK Pa3BUTHsI 'éMaTOMbI MJIM KPOBOTOUUBOCTH B
MECTE BBEICHUS.

bezonacunocts umruiantata CKYJIBIITPA nist ucrions3oBaHusi BO BpeMsi OEpEMEHHOCTH, Y KOPMSIIHX
TPyZbIO WM y MallMeHTOB Mitajuie 18 et He ycTaHOBNIEHa.

UccnepoBanust B3aumonenicteuss umimiantata CKYJIBIITPA ¢ nekapcTBeHHbIMU —HpenapaTamy,
JIpYT'MMH BellecTBaMHU WM UMILTaHTaTaMu He TPOBOAMIHCE.

Crnenyer mpuHUMAaTh MephI IpenocTopokHocTH mpHu Beeaennn umiviantara CKYJIBIITPA B ygacTku ¢
TOHKOW KOXKEH, HaIpuMep, B IIEPHOPOUTATHHYIO 30HY.

Coo0rmianochk 0 TOBBIIIIEHHOM PHCKE Pa3BUTHS MMAITyll WK Y3€JIKOB B MEPHOPOUTAIBHON obOmactu (cM.
paznen «IloGounbie 3dexTb»). MHCTpYKIMM MO TEXHHKE NpPOBEICHUS HHBEKIHMH NPUBEICHB B
o0yyaromux MaTepranax 1o UMIJIaHTaTy.

ITockonbky OezomacHocts npumeneHuss umiuiantata CKYJIBIITPA y maumeHTOB ¢ MOBBILIEHHON
CKJIOHHOCTBIO K OOpa30BaHMIO KEJIOWJTHBIX M runeprpoduyecknx pyOIOB HE YCTaHOBIEHA, €ro He
CJIeJlyeT TPUMEHSTh y TAlMEHTOB C KEIOUIHBIMU U THIIEPTPOPUUECKHUMHU PyOllaMU B aHAMHE3€ HJIH C
NPEAPaCIIOIOKEHHOCTBIO K MX (OPMUPOBAHHIO.

Ecimn nocne npumenennss nMmiuiantata CKYJIBIITPA mnanpeHTy nnaHupyercss NMPOBEICHHE CEaHca
JIa3epHON Tepamnuy, XMMHYECKOTO MUIMHTA U JPYTUX 3CTETHYECKUX MPOLEAYp, CBSI3aHHBIX C AaKTHBHBIM
OTBETOM KOXH, TO CYIIECTBYET BO3MOYKHBIA PHCK BO3HHKHOBEHHS BOCIHAJIHUTEIBHON pEakIuu B MECTE
HaxXOXXJEHUSl MMIUIAHTaTa. DTO OTHOCHUTCS Takxke K TeMm ciydasMm, koraa uMmiviantar CKYJIBIITPA
BBOJAMTCSA J0 TIOJTHOT'O BOCCTAHOBIIEHUS KOKH TIOCJIE TaKOM MPOLEAYPHI.

[MaumeHT HOoKEH OBITH MPOUH(DOPMUPOBAH O HEOOXOIUMOCTH MHUHUMHU3UPOBATH BO3/ICHCTBHE COJIHIIA U
Y ®-nyueil Ha 30HBI BBEICHHSI IMIUIAHTATa 10 HCUE3HOBEHUS IIEPBOHAYAIBHOIO OTEKA U IIOKPACHEHUSI.
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MHOBOYHBIE D®®EKTbI

ITobounbpie >(dexTs B pe3ynpTaTe pa3TUYHbIX WHBEKIUH BKIIOYAlOT B ce0f KpaTKOBPEMEHHOE
KPOBOTEUCHHE B O00NACTH BBEICHHS WIJIBI WM TPEXOMANIYIO0 0O0Jb, JOKAIH30BAHHOE MOKPACHEHHUE,
3KXUMO3bI, FEMaTOMY WJIM JJaXKe JETKUN OTEK, KOTOPBIC, KaK MPaBUIIO, HCYE3alOT B TCUCHHE 2-6 THEH.

Ha ocHOBaHMM NaHHBIX, MOJIYUYEHHBIX B XOJ€ MOCTPETUCTPALMOHHOTO HAONIOJCHUS W KIMHUYECKUX
WCCIIEIOBAHNH, Y3€JIKH! TaKKe OBLIH 3apeTUCTPUPOBAHBI Kak MMOOOYHBIE 3(h(eKTHI.

B MecTe nHbeknuil ObUTM OTMEUYEHBI MOAKOKHBIC TAIYJIbl, HEBHIUMbIC, HO TAJILITUPYEMBIC, U BHIUMBIC
Y3€JIKH, BKJIIOYAs Y3EIKU B MIEPHOPOUTAILHOM 00JIACTH, WK YIUIOTHEHUS, KOTOPHIC MOTYT OBITh CBSI3aHBI
C TUTIEPKOPPEKIIUEH.

Huorpa Y3€JIKH COMMPOBOKAAIOTCA BOCHIAJICHUEM UM U3MCHEHUEM IMUT'MECHTAN KOXKH.

PanHee mosiBIieHHE TOJKOXKHBIX Y3€IKOB B MECTE MHBEKIMH (B T€UCHHE 3 - 6 HEIeNb MOCIC Teparvuu)
MOXXHO MHHHUMHU3UPOBATH, BBIMOJHSS PEKOMEHIAIMUA IO Pa3BEJCHUIO MPOJIYKTa U COOIIOAas TEXHUKY
MIPOBEICHMS MHBEKITHH (CM. pazael «lIpemocTepexeHus).

Coo01m1aioch 0 MO3AHEM IMOSBICHUU MOJKOXHBIX Y3€JIKOB B MECTE UHBEKIINH (B TeueHue 1 - 14 Mecsies
MOCJIC BBEACHMS ), KOTOPHIE MHOT/Ia COXPAHSIUCH B TEUCHUE 2 JIET.

B HekoTOphIX ciy4asx oOpa3oBaBIIMECS Y3€JIKM WM [O3AHHE TPaHyJEeMbl pa3peliaInch
CaMONPOM3BOJIIBHO HWJIM TIOCJIE€ MHOTOKPAaTHBIX MECTHBIX HHBEKLUUM KOPTHKOCTEPOUAOB WM HHBIX
NoJOOHBIX HUMIUIaHTaToOB. MHorma TpeboBamock XUPYyprudeckoe YyAajeHHUE VY3eNKOB, KOraa OHH
YBEJIMUMBAINCH B pa3Mepax, pa3BUBAINCH B TPYAHOAOCTYIIHBIX aHATOMUYECKUX 00JIaCTSIX (Hampumep, Ha
HIDKHEM BEKE) WJIM COXPaHsUTUCh MOCIe APYTHX MPOLERyp.

[pyrue peaxue HexenaTelbHbBIE SBICHHUS BKIIOUAIOT B ceds cleayromue: abciecc B MeCTe€ BBEICHHS,
WHQEKIHUA B MecTe BBEJCHHUS, B TOM 4YHCJE IEJUTIOJIHUT (BOCMAJCHUE MOAKOXHO-KHPOBOH KIETYATKU
nMna), craQuIOKOKKOBast HH(GEKIMs, TO3IHSS IpaHyJieMa, aJulepruuecKas peakiys, KpalluBHULA B MECTEe
BBEACHUS, TUnepTpodus wuim arpodust KOKH B MecT€ BBEICHHUS, AHTHOHEBPOTUYECKHUH OTeK,
TEeJICAHTUAIKTA3HH, CAPKOUI03 KOXKH, 00pa30BaHUE MPAMOB MM U3MEHEHHE ITUTMEHTAIIUN KOXKH.

O PA3BHTHH JIKOBbIX IIOE0OYHBIX 3®PEKTOB HIIH KAJTOBAX HA KAYECTBO
ITPOAYKTA HEOBXO/HMO YBE/JOMHUTH YIIOJITHOMOYEHHOI' O IIPE/ICTABHTEJIAI HA
TEPPUTOPHH P® OO0 «I'AJITEPMA» H/TH IIOCTABII[HKA.

HNHCTPYKIIUH ITO ITIPUMEHEHMHIO

WHCTpyKINy 10 TEXHUKE MPOBEICHUS] HHBEKIINH PUBEICHBI B 00YYarOIINX MaTepraax 1o HMIUIaHTaTYy.
BoccTaHoB/IeHHe Tiepe MPpUMeHeHUeM

Nvmnantat CKYJIBIITPA BOCCTaHaBIMBAIOT )1 TOCIEIYIONIETO IPUMEHEHHS CIIEAYIOIINM 00pa3oM:
1. CHumuTe KONMadoK C (IakoHa ¥ MPOTPUTE aHTUCETITUKOM PE3HMHOBYIO POOKyY. B cirydae HapymieHus
TePMETUYHOCTH (DIIaKOHA, MPOOKH WM Koimadka (iuumn-odd He cleayeT HCIONb30BaTh HMILIAHTAT;
HEOOXOJMMO CBSI3aThCSI C YIIOJIHOMOYEHHBIM IpencTaBuTeneM Ha Tepputopuu PO OO0 «"AJIIEPMA»
WJIM OCTABIIUKOM.

2. Bo3bpMuTe cTeprIIbHBINA OHOPA30BbIN 5 M mmpul (¢ pasmetkoit 1/10 i) u crepuiibHyto uriny 18 G u
MPUCOEIUHUTE UTITY K IITPHUILY.

3. Ot0epuTe MIIPULIEM 5 MJI CTEPUIIBHOMN BOJIBI JJIS1 UHBEKIIUH.

4. MenanieHHO 100aBbTE 5 MII BOJBI K CyXOMY TOPOIIKY, BBes urity 18 G yepe3 pe3suHOBYIO MPOOKY BO
(I1aKoH ¢ TIOMOIIBIO OJTHOKPATHOTO TIPOKOJIA.
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5. OcraBbTe MHHUMYM Ha 2 Yaca JJis MOJHOW THAPATAIlU; HE BCTPSIXUBAHTEe (PIakOH B TEYCHHE ITOTO
nepuona. Bo Bpems ruaparanmn uMipianTar CKYJIBIITPA MoxHO Xpanuth B XonomuibHUKE (2-8°C)
WIH B IOMENIeHnH pu Temnepatype 1o 30°C.

6. Korma wumInianTar roToB K HUHBCKIHUH, €TI0 OCTOPOKHO BCTPAXUBAIOT HCIIOCPEACTBCHHO IICPEO
HCIIOJIB30BAHUCM. BCTpﬂXHBaﬁTe q)HaKOH A0 TOJIy4YCHUA npo3paqH0171 OILHOPOI[HOﬁ CYCIICH3UH. MoxxHO
HCII0JIb30BATh HHpKYHHpHBIﬁ CMECUTCIIb UHOAUBUAYAJIBHO JISA KaXXI0TO (l)J'IaI(OHa. HMIutaaTat roToB K
HCIIOJIB30BAaHUIO.

BoccranopneHHbBIN UMILIAaHTAT JOJDKCH OBITH BBeI[éH B TEUCHHE 72 4acOB II0CJIC BOCCTAHOBJICHHUS.

Ecnu nMIranTaT He MCTIOB30BaH B TE€UEHHE 3TOTO BPEMEHH, ero clieayeT YHUITOXRHUTh. (cM. «OCOBBIE
YCJIOBUS XPAHEHU ).

7. HenocpencTBeHHO Tepe UCHOIb30BAaHUEM IMPOTPUTE AHTHCEIITUKOM PE3MHOBYIO MPOOKY (hIaKoHa,
3aTeM HUCHoJb3yiTe BrOpyto urny 18 G ans 3abopa HEOOXOAMMOIO KOJMYECTBA CYCICH3UH B
OJTHOPA30BbIN CTEPMIIBHBIN Hinpuil. He XpaHuTe BOCCTAaHOBJIEHHBIN UMILJIAHTAT B LITPHUIIE.

8. Ilepen BBeneHueM mMIUTaHTaTa cMeHuTe Urity 18 G Ha 26 G Ui BBeACHUS MMILIAHTATa TIyOOKO B
JIEpMY WJIU TIOJAKOXKHBIN CIIOH.

9. Uto0Ob1 HaOpaTh OCTATOYHOE COAECPKUMOE (PIIaKOHa, TOBTOPHUTE AEUCTBHUS ITYHKTOB 6-8.
10. YHU4TOXbTE (PIIaKOH HEMEUICHHO ITOCIIe OJHOKPATHOH MPOIEeTyphl/IPUMEHEHHUS y TIAI[EeHTA.
IIpumenenue

1. B caywyae mpuWHATHS pemIeHWs O TPUMEHEHWHM WMIUIAHTaTa y JAHHOTO IalHueHTa HeoOXOIuMO
MOJIYYUTh MMOJTHBIA MEJUIUHCKUNA aHAMHE3.

IMepen mpumenenmem wummiantata CKYJIBIITPA, nanueHT [A0MKEeH OBITh  MOJHOCTBIO
OpoMHQOPMHUPOBAaH O  TMOKa3aHWsIX, [MPOTHUBOIMOKA3aHUAK,  IPEJOCTEPEKEHHAX W Mepax
MIPEIOCTOPOKHOCTH TIPH WCIIONIB30BaHUH, MOOOYHBIX 3 dekTax M crmocobax MpUMEHEHHUS MMILIaHTaTa
CKVYJIBIITPA. Kaxneiii mnanueHT AO0MKEeH ObITh NPOWH(GOPMHPOBAH O TOM, YTO KOJHYECTBO
umiutantata CKYJIBIITPA u uucio npouenyp BBeICHUS MHBEKIUN OyAeT 3aBUCETh OT KIIMHUYECKOTO
COCTOSIHUSI TTALIEHTA U CTEIICHU BBIPAKEHHOCTH JIeeKTa 00IaCTH KOPPEKLIUH.

2. CobOuronaiite npaBuia o0e33apaxuBaHus U TurueHsl. OOpadoTaiite 06J1acTh HHBEKIMHA AaHTUCETITUKOM.

3. is BHYTPUKOXXHBIX M TIOAKOXKHBIX WMHBEKIIUH, TMepea BBEJICHUEM, IOPOIIOK HMMILIaHTaTa
CKVYJBIITPA He00X0OMMO BOCCTAHOBHUTHL C IIOMOIIBIO 5 MII BOABLI JUIS HHBEKIMI. MMIuranrar
CKYJIBIITPA BBOAUTCS TIYOOKO B IEpPMY WIIH TTOJIKOXKHBII CIIOM.

He BBOIMTH ¢ TOMOIIIBIO UIIT ¢ KaauOpoM meHee 26 G. He crubatp uriy.

J7s coxpaHeHUs OJHOPOIHOCTH CYCIIEH3UHU B TEUEHHUE NPOLIEAYPhl HEPUOJIMUECKH BCTPAXUBANTE IIIIPULL,
yTOOBI TIepeMeniaTh UMILTaHTaT. [lepen mepBoli WHBEKIMEH BEHITYCTUTE HECKOJIBKO Kallelh MMILIAaHTaTa
yepe3 MPHUCOENWHEHHYI0 Wriy KanmuOpoMm 26 G, 4TOOBI yAamuTh BO3AYX W YOEIUTHCS B OTCYTCTBHU
OsiokupoBanusi (3akynopku) uriel. Ecnm wrma 26 G 3a0iiokMpoBaiach WM 3aTylujiach B TEUYCHUE
MIPOLEAYPHI, MOXKET TOTpeOoBaTbes e€ 3amMeHa. B ciyuae OJOKMpPOBAHHS yNAIHTE WY, BBITYCTHUTE
HEeOOJIBIIOe KOJIMYECTBO WMIUIAHTATA, MPUCOSAMHUTE HOBYIO CTEpPWIIBHYIO UTiay 26 G, 3aTeM CHOBa
Beimyctute Heckolbko Kamenb CKYJIBIITPBI, uTo0n ynanmuth BO3AyX W IPOBEPUTH MPOMYCKHYIO
CITOCOOHOCTH UTJIBI.

Hdns  xontpons rinyounsr BBeneHuss ummmantata CKYJIBIITPA pacTsHuTe/OTTAHMTE KOXY B
HaIpaBJICHHUH, OOPATHOM BBEICHUIO, /Il (JOPMHUPOBAHHS YIIPYTOM MOBEPXHOCTH.

CrepunbHas urina 26 G BBOIUTCS B KOXKY KOCOYTOIBHBIM CPE30M BBEPX IO YIIIOM MpUOIH3uTeNpHO 30-
40 rpanycoB 10 AOCTHKEHUS! HEOOXOANMOM TITyOHHBI.

HpI/I NepeCcCUCHNHU WTJI0H rpaHUIbL ,I[CpMa/HO,I[KO)KHLIi;I clion omynaeTcda U3MCHCHHUEC B COIIPOTUBJIICHUN
Tkauu. Ecnu urna BBCJICHA I10J] OY€Hb MaJIbIM YTJIOM HWJIM €CJIM KOHCI UIJIbl HEAOCTATOYHO 3aFHY6HéH,
KOHCLl UTJIbI MOXCET HaXOAUTBCA B CCPCAMHHOM WM IMOBCPXHOCTHOM CJIOC HaHHJ’IJ’IﬂpHOﬁ ACPMBI, U
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KOCOYTOJIBHBIM Cpe3 WIJIBI MOKHO BHJIETh 4epe3 Koxy. Ecnm uMImaHTtat BBOAWTCS HETIIyOOKO, TO
00nacTh KOppeKIuu OnemHeeT cpa3y e WM BCKOpe IMociie MHBEKINU. B maHHOM ciydae Uriy ciieayer
BBIHYTh M OCTOPOXXHO MPOMAcCCHpOBATh NaHHYIO 30HY. Ecnmu OJemHOCTh HE mcuesna, He CleayeT
MIPOBOJIUTH MTOBTOPHYIO MHBEKIIUIO.

4. Tlocme mneporo npumenenus: ummiantata CKYJIBIITPA nomkHa OBITH AOCTUTHYTa JUIIB
MHUHMMaJbHasi Koppekiusa. [l NpUHATHS peleHHs O JONOJHHUTEIbHOM KOPPEeKLUUH HEeoOX0OuMO
IIPOBECTH OLICHKY MALMEHTa HE paHee YEM uYepe3 YeThIpe HEAENU Mocie nepeoi npouenypsl. Ha nepsoi
KOHCYJIbTallUM TalWeHT JOJDKeH OBITh NPOWHPOPMHUPOBAH O TOTCHUMATBHOH HEOOXOAMMOCTH
JIOTIOJTHATENBHBIX IPOLERYP.

5. Ilocne wHBEKIME Ha OOJIACTh KOPPEKIUHU CIEMyeT HANOXKUTh JEN (3aBEPHYTHIN B caldeTky, YTOOBI
n30ekKaTh MPSMOTO KOHTaKTa C KOXEH) JUIsl CHIDKEHHS PHCKa BO3MOXHOTO Pa3BUTHUS OTEKA W/WIN
KPOBOIIOATEKOB.

6. BaxxHO TIIATEIBHO IPOMACCHPOBAaTh 00JACTh(-HM) KOPPEKIHH, 4TOOBI PAaBHOMEPHO PAaCIIPEAC/IUTh
UMILIaHTAT (KCIIOIb30BaHUE TOAXOISIIETO KpeMa MOKET TOMOYb CHU3UTh TPEHUE O TIOBEPXHOCTH KOXKH
MIPU MacCUpPOBAHUH).

7. TlanueHty cieayer MepUOAMYeCKH MAacCHpPOBaTh OOJACTH BBEICHUS HMIUIAHTATA B TCUCHHUE IISITH
MHHYT IITh pa3 B J€Hb B TEUCHUE MATH AHEH MOCIIe IPOIEIYPhl, YTOOBI B PE3yJIbTaTe KOPPEKIHH JaHHAS
30Ha MpUOOpesIa eCTECTBCHHBIN BH/I.

8. Wwmmmaatar CKYJIBIITPA wMoxeT BU3yalu3WpOBaThCAd TMPH MPOBEICHUH YIIBTPa3ByKOBOTO
uccinenoanus 1 MPT. On ve Habnromaercs npu KT u peHTreHOBCKOM 00CIIeIOBaHUH.

YCJOBUA XPAHEHUS

INopomox wummnanrata CKYJIBIITPA crienyer XpaHUTh B 3alMIIEHHOM OT BIaru Mecte (Ipu
temneparype He 6omee 30°C). Ilocne BoccTanoBienns nmiutantaT CKYJIBIITPA MoXHO XpaHUTH HE
Oomnee 72 uvacoB B xonoawibHuke (2-8°C) mnu B momenieHun npu temneparype He 6oinee 30°C. He
3aMOpa’KUBATh.

CTEPWJIN3ALIUA
CTepubHOCT, TOTOBOTO HWMILIAHTATA JIOCTUTAeTCs 3a CYET aCENTHYECKOro MPOM3BOICTBEHHOTO
nporecca.

B CIYYAE HAPYHIEHHUA TI'EPMETHYHOCTH ®JIAKOHA, IIPOBKH HIIH KOJITIA9KA
DJIHIT-OOD HE CIIEAYET HCIIOJIB30BATh HMIUVIAHTAT; HEOBXO/TUMO CBA3ATBCA C
YIIO/IHOMOYEHHBIM HPE/[CTABUTE/IEM HA TEPPHTOPHU P® 000 «I'A//IEPMA»
HITH IIOCTABHTUKOM.

CPOKI'OJHOCTH
Cpok rogHoctr ummuiantara Ckynsenrpa™ cocraBnsieT 36 MecsIeB.

YTUIN3ALUA

[Tocne nmpuMeHeHHsI AAHHOTO MEIUIWHCKOTO W3NS, IIIPHLBL, Ul U (DIaKOHBI MOTYT IPEACTaBIISATh
OMOJIOTMYECKYI0O ONACHOCTb M SIBIISIIOTCS MOTEHUUAIbHO OHMOJIOTHYECKH ONACHBIMU MEAWIMHCKUMHU
orxogamu. OOpamaiiteck ¢ HUMH ¥ YTWIM3HPYHTE B COOTBETCTBUM C NPUHATON MEAMIUHCKON
MPAKTUKOW W [EHCTBYIOIIMMH 3aKOHAMH M TIOJIOKEHUSAMHU. Y THIIM3MPOBATh KaK OCOOBIE OTXOIBI
MIPOU3BOACTBA B YUPEKICHUH, UIMEIOILEM JINLIEH3UIO Ha TaHHBIA BUJ JEATENBHOCTH.

VYrunuzanus Ha TeppuTopuu Poccuiickoit demeparuu ocymiecTBiseTcss B coorBeTcTBuu ¢ CanllmH
2.1.7.2790-10 «CaHuTapHO-3IHIEMHUOJOTHYECKHE TpeOOBaHMs K OOpAlICHHUI0 C MEIUIUHCKUMHU
OTXOJaMu».

Knacc onmacHoct MEQUIIMHCKUX OTXOH0B — b.
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HMHCTPYKIOMUS IO MIPUMEHEHHWIO ME/JMITUHCKOT' O
N3JEJNSA CKYJIBIITPA

Homep noxymenTa

MA-35583

O¢uuuanbHbIA NPOU3BOAUTEb:

«Kpro-Men Ab» (Q-Med AB)
Seminariegatan 21, 752 28, Uppsala, Sweden

Jns monydyenns 6onee moapoOHON HHPOPMAIHK O JAHHOM H3JIEIHH O00paIiaiTech K yIIOJTHOMOYEHHOMY
MIPEACTaBUTEINIO Ha TeppuTopuu PD: O01mIecTBO ¢ orpaHUYeHHON OTBETCTBEHHOCTHIO «I"AJIJIEPMAY,

123112, r. Mocksa, BH.Tep.T. MyHULIMTNIANBHBIN okpyT [IpecHenckuil, mpoesn 1-it KpacHorsapaeickuit, 1.
15, atax/oduc 34/34.01

YITAKOBKA

®nakoH BMECTE ¢ MHCTPYKIUEH 1O IPUMEHEHUIO HAXOJIUTCSI B MAPKUPOBAHHON KApTOHHOU YIIaKOBKeE.

O0o03HaYeHNs HA YIIAKOBKe
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Bepcus: 3.0

Octopoxxuo! ObpaTuTecs K HHCTPYKIIUHU IO IPUMEHEHHTO

OObparuTech K MHCTPYKLMH 110 IPUMEHEHUIO

3anpeT Ha MOBTOPHOE NMPUMEHEHNE

BepxHsist rpaHina TeMIepaTypHOro AUana3oHa

CTepI/IJ'II/BaLII/ISI C IPUMCHCHUCM MCTOJ0B aCenTHYECKON 06pa60TKH
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CIIMCOK COOTBETCTBYIOIIMX CTAHIAPTOB

Cranaaprt Ha3zBanue

ISO 14644-1 YucThle MOMENICHUS! H COOTBETCTBYIOIINE HM KOHTPOIUPYEMbIE CPEIbI

ISO 10993-1 Bronoruueckas oneHka MeAMIMHCKUX n3aenuid. Yacts 1: OneHka u mpoBepka
B paMKax Ipolecca YIpaBIeHUs PUCKaMH

ISO 13408 AcenTHueckoe MPOU3BOACTBO MEAMIIMHCKUX M3IC/IHIH:

- Yacts 1: O6ume TpeboBaHus

- Yactp 2: Qunptpanus

- Yacts 3: JImodummzammst

- Yactp 4: OuncTka Ha MecTe

- Yacts 5: Crepunusanus Ha MecTe

- Yacts 6: Uzonupyromnme/6aprepHble TEXHOIOTHH

ISO 14155 KimmHnYeckre HCTBITaHus METUITMHCKUX TTPHOOPOB I JTroAcH - Hammexkamas
KIIMHAYECKask PaKTHKa

I1SO 14630 HeakTuBHBIE XUpyprudeckue UMIDTaHTATHI - O0Iue TpeOoBaHMs

ISO 15223-1 Wznemmns meawmmackre. CUMBOJIBI, TPUMEHSEMbIE NPH MapKAPOBAaHWUU Ha

MEIUIUHCKAX M3JENUSIX, STUKETKaX M B COIPOBOANUTEIBHON TOKyMEHTAIHH.
Yacts 1. OcHOBHBIE TpeOOBAHUS

SS-EN 556-2 Crepunuzanusi MEOUIMHCKUX W3Aennid - TpeGoBaHWA K MEAWIIMHCKAM
mnenmuam  kareropunn «CTEPUJIBHBIE» - UYacte 2: TpeboBaHus K
MEIUIMHCKUM H3/ENUsIM, 00paOOTaHHBIM B aCENITHYECKUX YCIOBHAX

SS-EN 1041 +Al WNudopmarus, npenocTapieHHas MPOU3BOIUTEIEM METUIIMHCKUX U3ICIUH

SS-EN 1SO 13485 MenaunuuHckre npubops! - CHCTEMBI yIpaBIeHUs KadyecTBOM - TpeOoBaHUs B
LEJSX PETYITHPOBAHUS

SS-EN 1SO 14971 Meauuunckue nznenus - [lpumeHeHne ynpapiaeHusl pUCKaMH K MEAUIIMHCKUM
U3ICTHIM

TAPAHTUMHBIE OBSI3ATEJILCTBA

Texundeckas pekomennaims «Keto-Men Ab» B ycTHOM U nmuckMeHHON (opMe pa3paboTaHa B Ka4eCTBE
MOMOILK [JIs1 BpayeH, UCMOJb3YIOIUX MPOAYKLHIO KOMIAHUU. JJaHHbIE PEKOMEHIALUHU HE PACIIHUPSIOT
OTpaHHWYEHHS TI0 TapaHTHM W HEe OCBOOOXKIAIOT Bpauyeil OT HEOOXOAMMOCTH IMPOBEPATH IMPOIYKITHIO
kommannn «Kero-Men Aby», uToOBI yOemWTBCS B TOM, YTO OHA MOAXOAHUT JUISI COOTBETCTBYIOIICH
nporeaypbl. Bpau mnpuHumaer Ha ceOS BeChb PHUCK M OTBETCTBEHHOCTHh 3a YIIEPO, BO3HUKAIONIUH
BCIIEJCTBUE HEMpaBWIbHOrO wucnoib3oBanust WMinenuss kommanuun «Keto-Mexg Ab». B ciyuae
oOHapyxeHHs AedeKkTa MaTepualia WM H3TOTOBJICHHS, OTBETCTBEHHOCTh kKommaHmu «Kpio-Men Ab»
orpaHUuYMBaeTcs, Mo ycMorpeHuro kommnanun «Keto-Men Ab», 3amenoit nedextHoro Mznmemus wim
BO3MeNIeHneM (akTHIeckoil croumoctu naedexkrHoro Wsmenwms. [l peanuzanmuu  yCIOBHHA ATOH
OTpaHMYEHHOW TrapaHTHH AedexTHble V3menwst HOMKHBI OBITh BO3BpamieHbl B Kommnanuio «Kbro-Men
Ab». Komnanmsa «Kpto-Men AB» HU mpu KakuxX OOCTOSITENBCTBAX HE HECET OTBETCTBEHHOCTH 3a
HETPSIMOH, CITy4aiHbIi WM BTOPUYHBIHA ymepo.

Komnanus «Ksto-Men Ab» 3asgBiseT 0 COOTBETCTBHH MEIWLMHCKOTO W3JENNS MPUBEICHHBIM BBIIIE
MEXKIYHApOJIHBIM M HAIMOHAJIBHBIM CTaHAApTaM M TapaHTHUPYeT, YTO MEJHMIMHCKOe H3jienue Oyjaer
COOTBETCTBOBATh CIEMU(HUKALMUSAM B TEUYEHHE BCEO CpPOKa TOJAHOCTA B TOM ciydYae, €cliu
TPAaHCIOPTUPOBKA, XPAaHEHWE U IPUMEHEHHE OCYLIECTBISIOTCA B  YCIOBHUAX, YCTAHOBICHHBIX
IIPOU3BOAUTEIIEM U ONMCAHHBIX B HHCTPYKIUU T10 IPUMEHEHUIO.

3a WCKIIOYEHHEM YKa3aHHBIX BhIIIe ciaydaeB kommaHus «Keio-Men Ab» He mpemocTaBiseT Apyron
SIBHOHM WJIM MPEATIONaraéMor rapaHTuy.
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