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HNHCTPYKIIUA
10 MeIUIHMHCKOMY TIPHMEHEHHIO JIEKapCTBEHHOT0 CPeICTBA
PoakkyTtan® (Roaccutane®)

COTJACOBAHO
MHHUCTEPCTBOM 3[IPABOOXPAHEHHS
PECITVBJIMKH BEJIAPYCh

HanmenoBaHue JICKAPCTBEHHOI'0 CPEACTBA Iprkas MuHUCTEPCTBA 3APABOOXPAHCI A
® Pecny6apxn Benapycs {5«
Poakkyrtan~ 10 mr xancyisl .-||§- ﬂﬂﬁ AL

PoaxkyTan® 20 Mr KancyJisl

MexIyHapoaHOe HENATEHTOBAHHOE HA3BAHHE
Uzotpernrounn (Isotretinoin)

JlekapcTBeHHasi hopma
Kancynsi

CocraB

OuHa xancyia 10 Mr coiepKuT:

Oeticmgyloujee geujecmeo. U30TPETHHOUH — 10 Mr;

8CHOMO2amenbHble Geujecmsa: BOCK IYEIHHBIA KenTblii — 7.68 Mr, coeBelXx 06000B Macio
THIPOTEHU3UPOBAHHOE — 7.68 M, COeBBIX GOGOB MAC/IO YaCTHYHO FHApOreHn3upoBanHoe — 30.72 Mr,
coeBbIX 6000B Maco padurmpoBanroe — 107.92 Mr;

obonouxa xancynwl. KenataH — 69.59-81.69 mr, rminepon 85% — 28.77-33.78 mr, cyxas cyOcTaHIus
Kapuon 83 — 7.42-8.71 mr (copburon — 2.00-3.05 mr, mammmTon — 0.15-0.35 mr, kpaxman
TH/IPOTEHHU3UPOBAHHEIN THuAponu3oBanubii — 4.53—6.18), turana gmoxcun (E171) — 1.09-1.28 wr,
xkenesa okcua kpacHeiid (E172) — 0.17-0.20 mr;

yepHula ONA HaHeCeHus HAONUCU HA Kancyne: IIEINIaK MoAuGHIMpPOBAHHBIA, XKele3a OKCHA YepHBIA
(E172), IpOIHIEHTIMKOb; A0IyCKAETCs UCTIOIB30BaHKe roToBbIX depHun Opacode Black S-1-17823.
Onna karcysia 20 MI CONEPKUT:

Oeticmgyiouee Geujecmeo. A30TPETHHOMH - 20 MT;

gChoMoOzameNbHble Geujecmeéq: BOCK UENHMHBIA kentelit — 15.36 Mr, coeBelXx 06060B Macio
THIPOTeHU3HPOBaHHOE — 15.36 MT, cOeBBIX 6OGOB Mac/Io YaCTHYHO THAPOTeHU3MpOBaHHOE — 61.44 Mr,
coeBBIX 6060B Maciio papunupoBanHoe — 215.84 Mmr;

obonouxa kancyner. xematud — 111.01-130.31 wmr, riunepon 85% — 45.85-53.82 wr, cyxas
cybcranmus Kapuon 83 — 11.83-13.89 mr (copbuton — 3.20-4.86 mr, marauTon — 0.24-0.56 wr,
KpaxMmall THAPOTreHH3MpPOBAHHEINA TUIPOIM30BaHHBIN — 7.22-9.86), turana muokcuna (E171) — 1.81-

2.13 mr, xenes3a okcua kpacHsi (E172) — 0.13-0.16 mr;
yepHuna 0N HAHeCeHUs HAONUCU Ha Kancyie: WeEIak MoAU(UIUPOBAaHHBIA, XXejle3a OKCHJ YEepHBIH
(E172), nponuIeHITIHKONB; JOIyCKAETCA CIOb30BaHie roToBBIX YepHIT Opacode Black S-1-17823.

Onucanne

Kancyner 10 m2: xancyner opanbHOU (opmel, aauHo# 8.3—10.7 MM, quametpoM 5.3-7.7 MM, KOpHYHEBO-
KPacHOTO IIBETa, HEMPO3pauHble; HA MOBEPXHOCTH KAICYJIB! HAIIHCh YepHBIMU depHHIamu «ROA 10»;
COJIEP)KUMOE KAaIlCYJIbI - OMHOPOHAS CYCIICH3HS OT JKENTOTO 0 TEMHO-XKENITOTr0 HBETA.

Kancynr 20 m2: Kancymsl oBanbHOW ¢opMbl, mmHOH 12.4-14.2 MM; muamerpoMm 7.3-9.1 MM, oxHa
TIOJIOBHHA KOPHYHEBO-KPACHOTO LBeTa, HENpo3pauHas, Apyras TojoBHHa Oenas, HENpo3payHad; Ha
TIOBEPXHOCTH KallCyJIbl HAAMKUCh YepHbIMA YepHHnaMu «ROA 20»; comgepxumMoe Karcybl - ONHOPOAHAA
CYCIICH3HUS OT YKEJITOr0 0 TEMHO-XKEIITOrO IBETA.
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dapmakoTepaneBTHYECKAs rpynna

CpeI[CTBa A ICYCHUS yrpeBOﬁ CBIIIK A CHUCTCMHOI'O HeﬁCTBHH. PCTI/IHOI/IIILI VI JICYCHHA yrpeBoﬁ
CBIIIH.

Kox ATX: D10BAO1

Roaccutane BY IMPU 2.0

Iokazauust K IPUMEHEHHIO

Tsoxensle QGopMmbl akHe (Takue Kak HOXYISIPHOE aKHe, KOHIVIOOATHBIE aKHE MM aKHe C pPHCKOM
oOpazoBaHusi pyOLOB), HE MMOAJAIOIIMECS YCTAaHOBIEHHOMY CTaHAAPTHOMY JE€YEHHUIO CHCTEMHBIMH
aHTUOMOTHKAaMU U MECTHOM Teparueq.

Crnoco6 npuMeHeHHs1 H J03HPOBKA

Poakkytan® momxeH OBITH Ha3HAYEH TOJBKO BPadoOM WM IO HabIIONEHHEM Bpada, KOTOPHIA 3HAKOM C
HCIOB30BAHHEM CHCTEMHBIX PETHHOMIOB IPHU JICYEHHH TSDKENBIX (OpM aKHE M OCBEIOMIIEH O pHCKaX
M30TPETHHOMHOBOM Tepamiu U 0 HEOOXOAUMBIX MEPONPHATHSX IO UX KOHTPOJIO.

CmanoapmHblii pexcum 003Upo6aHUA

Tepanestuueckas 3((GeKTUBHOCT Ipenapara Poakkyran®, a TakKe HEKOTOpble HEXelaTelbHbIe
peaKIHH SABISIOTCS J0303aBUCHMBIME U Pa3IMYaioTCs y BCeX HAlUMeHTOB. TakuM o0pa3oM, BO BpeMs
NedeHUs HEOOXOMMM HUHAMBUAYaIbHBIA TMonbop Mo3bl JledyeHuwe mpemapaToM Poakkyran® crenyer
Hayath ¢ 0.5 MI/Kr B CyTKH. Y GOIBIIMHCTBA MAOUEHTOB ONTHMalbHAdA fo3a cocTaBigeT 0.5-1.0 mr/kr
Macchl TeNna B CyTKH. B cilyyae o4eHb TsDKenoi (OpMBI aKHE MM TPYHKAIbHOM (HOPMBI aKHE MOXKET
IOHAOOUTHCS BoJiee BBHICOKas CYyTOYHas 103a, A0 2.0 MI/KI Macchl Tefa.

BBIIO [0Ka3aHO YBEJIHYEHHE YAaCTOTHl PEMHCCHU U NPEAOTBPALICHHs PEUUAWBOB NPU HCIIOIb30BAHHU
KypcoBo#t 7103bl B 120 MI/KT Maccel Tefla U OTCYTCTBHE JONOIHHTEIBHON CYIIECTBEHHOH IOJB3BI NIPH
npeBbIIeHHH JaHHoro ypoBHs (120-150 mr/kr maccwl Tena). TakuM 00pa3oM, MPOJOJDKHTENBHOCTH
TepanuH B KaXIOM KOHKPETHOM Ciydae 3aBHCHT OT NPHHHMAaeMOH CYTOYHOH no3bl. [lomaHOH pemuccHu
aKHe YacTo yaaeTcs JoOUThCS 3a 16-24 HelenH JeueHus.

Ho3uposanue 6 ocobuix ciyuanx
Ilayuenmvl penpoOyKmu6ro20 803pacma

Tecmul Ha bepemeHHOCMb

TecTsl Ha GepeMEHHOCTH Yy MAUMEHTOK DPEHPOIYKTHBHOIO BO3pacTa HEOOXOQUMO MPOBOJMTE IEpPEN
HAYATOM M B NIEPHOJ JIedeHus mpemnapatoM PoakkyTan®, a Takxe CIIYCTS ITh Helelb C MOMEHTA €ro
npexpamenus (cM. pasmen «Ocobble yKazauus u Mepvl NPeOOCMOPONCHOCMU NPU NPUMEHEHUU) —
IIpoepamma no npedynpedicoenuro bepemeHHOCMU).

Koumpayenyus

[lockonsky mpemapar Poakkyran®  o6jagaer  TepaTOreHHbIM — TOTEHIMANOM,  NALMEHTKaM
PEIPOAYKTHBHOTO BO3PACTa CIIEAYeT NPH/ePKHBAThCs [IporpaMMbl MO MpPeAyNPEXACHUIO GepeMEHHOCTH
(cM. pasmen «Ocobvie yKas3aHus u mepbi NPeOOCMOPOICHOCMU Npy npumenenuuy — IIpozpamma no
npeodynpescoeHuI0 bepemeHHoCmu).

[TaupeHTKaM pENpOLYKTHBHOTO BO3pacTa CJIEAyeT HCIOJIb30BaTh, IO MEHBIIEH Mepe, OAUH
BH@WM&% 1 Il KOHTpAleNIIHH, He 3aBHCUMBIH OT II0JIb30BaTeN), & IPEAIIOYTHTENBHO

MUHUCTEPCTBOM 31 -
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IBa JOMOJHAIOMHKX Jpyr JApyra MeToAa KOHTpAIIENLHH, 3aBUCHMBIX OT MOJb30BATE/LA (BKITEOYAS
GapbepHbIi MeTox). [[pOTHBO3a49aTOYHBIE MEPOIPHUSATHS IODKHBI IIPOBOJUTHCS Kak MUHAMYM 3a OJtHH
MecsI] 0 HayajJa ¥ Ha MPOTSDKEHWH BCEro NEpHoJa JICUCHMs IpenapaTtoM PoakkyTtan®, a Takxe, 10
MeHbIIeH Mepe, B TEYEHHE OJHOTO MecsAlla ¢ MOMEHTa €ro NMpPEeKpalleHUs, B TOM HHC/IC y MAlHEHTOK,
CTpajlaloluX aMeHopeelt (cM. pasgen «Ocobvie YKa3aHus U Mmepol npedoCmOpOICHOCMU  NpU
npumenenuuy — Ipoepamma no npedynpexicoeruto 6epemeHHoCmu,).

Ilayuenmel ¢ nouyeyHotl HEOOCMAMOYHOCMbIO

OMNBIT IPEMEHEHHUS IAHHOTO Npenapara y MaueHToB ¢ THKEIbIM TEUCHHEM T0YeYHOH HEA0CTaTOYHOCTH
O4eHB OrpaHHdeH (CM. paszien «Ocobble YKa3aHus u Mepbl NPedOCmOPOACHOCU NPU NPUMEHEHUUY). Tem
He MeHee, eCIM JledeHHe NpenapaToM PoakkyTan® Bce e NPOBOAMTCH, €ro CIEAyeT HAUUHATH C
cyTOYHOM 10361 10 MT, a 3aTeM HHAUBUAYATFHO KOPPEKTHPOBATH B 3aBUCHMOCTH OT €€ IIEPCHOCHMOCTH.

Iayuenmul ¢ HenepeHOCUMOCMbIO

B cirydae TsKenoi GOpMBI HENEPEHOCHMOCTH PEKOMEHIOBAHHOM J03BI TEPAITHIO CEMYET HavaTh ¢ Hosee
HHU3KOM J103BI, BCJIEACTBHME YErO IPOJODKUTENIEHOCTD JICYEHHS MOXKET YBEIMYHTHCA, a TAKKE MOXET
IIOBBICHTBCS PHCK pelMauBa. JIIs JOCTHXKEHWs HAWIydIIero Bo3MOXHOro sddexra B TakoM CIydae
CIIEIyET UCTIONIE30BaTh MAaKCUMAJILHO IIEPEHOCHMYIO 103Y.

Kombunuposannas mecmuas mepanus
OmHOBPEMEHHOE UCIONB30BAHHE APYTHX KEPATONHTHYECCKMX MM 3KCHOIMATHBHBIX CPEICTB NPH aKHE
wim YO doTtorepanuu He MOKa3aHo.

Jlemu

ITpenapar PoakxyTan® He mokasad st edeHus npenyGepraTaoro akue. IlpuveneHue y feTel Miame
12 neT He peKOMEHAYETCS.

Memood u npodonxcumenbHOCMb UCRONB30BAHUA (CROCOD RPUMEHEHUA)

Kancynsl ciieqyeT NpHHEMATh OAMH HIIH J1Ba pasa B ICHb BO BpeMsl €1Ibl.

B GOJIBIIMHCTBE CIIydaeB TIOJHOE pa3pelIeHe akHe IIPOMCXOAMT NOCNE OAHOKPATHOrO Kypea JieueHus. B
cllydyae BHIP@KEHHOTO pEUMANBA MOXET OBITh MPOBEACH IOBTOPHBIA Kype JIEUCHHsS IpENapaToM
Poakkyran® B Toll ke CyTOYHOH M KypcoBOM Jo3e, Kak M paHblle. IIoCKONMBKY yiydlIeHHE MOXET
TPOJIOIKATHCS BIUIOTH 10 .8 Helens Mocie OTMEHHI Npelnapara, MOBTOPHBIA Kype CIeAyeT HasHaYaTh HE
paHblile OKOHYaHHUs 3TOTO CPOKa.

IIpoTuBOMOKA3aHUA

Poakkytan® NpOTHBONOKa3aH NpH OEPEMEHHOCTH H KOPMJICHHH TPyAbIo (cM. pasgensl «Ocobwle
YKA3GHUA U Mepbl NpedOCmOPONCHOCMYU Npu npumeHeHuu» U «PepmuibHocmb, bepemeHHOCMb U
naKkmayuay).

PoakkyTtan® npoTHBONOKa3aH JKEHIIMHAM AETOPOXHOrO BO3pacTa 3a HCKIIOYEHHEM ClydaeB, KOra
BBLITIOJIHEHB! BCE YCIIOBHUS 110 TIPEAYIPEKIACHUIO OepeMEHHOCTH (CM. pasfensl «Jcobble yKasanus u mepol
NPedOCmMopoNCHOCIMU NPU NpUMEHEHUUY 1 «DepMUIbHOCMYb, bGepeMeRHOCMb U IAKMAYUY).
VI30TpeTHHOMH Takke NPOTHBONOKA3aH IpH AUIEPrHH Ha H30TPETMHOMH WM Ha JHoboe u3
BCTIOMOTATe/TEHBIX BEINECTB, YKA3aHHEIX B pasgene «CocTaBy. PoakkyTaH® CONEPXHT MAaclo COEBBIX
6060B, YaCTHYHO T'HAPOr€HU3MPOBAHHOE MACJIO COEBBIX 6060B ¥ IHAPOreHH3HPOBAHHOE MAC/I0 COCBBIX
60608. Takum 06paszom, PoakkyTan® NpOTUBOIIOKA3aH [AIMEHTAM C aJJIEPTHER Ha Macio COEBBIX 6000B.

COTJIACOBAHO
MUHUCTEPCTBOM 3[PABCOXPAHEHUS
PECIVBIUIY BEJAPYCE

l'[pmcaa M:Ax-mc*repm'ua EAPABOCXPaHEHUSA
Danaolloivenes 0.0
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PoaxkyTan® Tak:ke IIPOTHBOTIOKA3aH B CIIy4ae:

- TMIIEPYYBCTBUTEILHOCTH K AeHCTBYIOIEMY BEIIECTBY WIIH JII0OOMY BCIIOMOTAaTENEHOMY BEIIECTRY,
- [IEYEHOYHOH HEIOCTaTOYHOCTH;

- YCTaHOBJIEHHOT'O THIIEPBUTAMHUHO32a A

- CYHIICCTBEHHOT'O ITOBBIIIEHUS YPOBHS JIMIIUAOB KPOBH;

- OJIHOBPEMEHHOT0 IIpUeMa TETPALUKIUHOB.

Oco0ble ykazaHusi H MepBI NIPEIOCTOPOKHOCTH IPH NPHMEHEHHH

IIpenapar Poakxytan® o6nanaer cunpaeiM TEPATOI'EHHBIM IIOTEHIIUAJIOM.

B ciiyuae HacTymeHus GepeMEHHOCTH B NIEpHOJL IpUMeHeH s npenapara Poaxkyran® cymectsyer
Ype3BbIYaHO BBHICOKHI pUCK BOSHUKHOBEHUS CEPbE3HBIX U YTPOXKAIOIIMX KHU3HU IIOPOKOB
Pa3BUTHS IJT0a BHE 3aBUCUMOCTH OT JIO3MPOBKH M MPOJOJDKUTENBHOCTH JieueHus. [loTeHuuansHo
IIpenapar MOXeT OKa3bIBaTh OTPHUILIATEIbHOE BO3ACHCTBUE HA KaXKIBIH IO,

IIpuMeHenye npenapata PoakkyTan® fomyckaeTcs y KeHIIMH PENPOAYKTHBHOIO BO3pacTa B CIIydae
COOTBETCTBHUS yCJIOBUSIM [IporpamMMsl 110 NpeynpexJeHIIo OepeMeHHOCTH.

[TauueHTKY JO/DKHBI ObITH TIPOHH(GOPMHPOBAHEI O HEOGXOJUMOCTH CTPOTON NPOGUITaKTUKU
HACTYIUTEHHs OepeMEHHOCTH KaK B YCTHOM, TaK U B MIUCBMEHHOM dopMe.

IIporpamma no npeaynpe:xIeHHI0 0epeMeHHOCTH

Iayuenmka 0012CHA COOMBEMCMEOBAMb CNEOYIOULUM YCII0BUAM:

- Tlanuentka crpamaer TsoKenoi Gopmoit akHe (cM. paszpen «IIoKkazanus K npUMeHeHUIo»).
- IIpoBexnena oieHKa BO3MOXHOCTH HACTYIUIEHHS O€PEMEHHOCTH BPauoM.

- [lammeHTKa OCO3HAET PUCK TEPAaTOI€HHOrO NEHCTBHA Ipernapara.

- HaIII/IeHTKa YBEIOMIJICHA O PHCKE IJIA IJIOAA, BOSHHKAIOUIEM B Cl1y4ac HACTYIICHHUA
6epeMeHHOCTH B IICPHO/J X B TEUCHHUE OJHOT'O MECAILla C MOMCHTA IIPEKPAIICHN JICUCHHA
IIperapaToM PoaKI(YTaH®, H OCO3HaeT ero. B ciiy4yac BO3HHKHOBCHH PHCKA HACTYIJICHUA
GepeMeHHOCTH IIAaHHUEHTKA roToBa HEMCAJICHHO O6paTI/ITI>CSI K Bpauy.

- TlampeHTKa 0CO3HAET M MPUHUMAET HEOOXOAUMOCTh HENPEPHIBHOIO IPHMEHEHHUS
3¢ PeKTHBHOTO METO/Ia KOHTPALEIIHY B Te€Y€HHE OAHOTO MECAIA [I€PE] HAYalloM JICYEHH, BO
BpeMsI JIEYEHHsI ¥ B TEYCHUE OJJHOTO MeCsAIla C MOMEHTA IIPeKpalleHHs JICUEHHS IIPENapaToM
Poaxxyran®. Heo6X01uMO MCIIONBE30BATh, IO MEHbIIEH Mepe, OUH BHICOK0I()GEKTHBHEIH (T.¢.
METO/] KOHTPALTILIKH, HE 3aBUCUMBIH OT II0JIb30BATEII), & IPEANOYTHTENILHO IBa
JIOTIOJHAIOINMX JPYT APyra METOa KOHTPALENIIHH, 3aBUCHMBIX OT MOJIB30BaTENs (BKIIOYas
OapbepHBIA METON).

- TammenTKa J0KHA OBITH MPEAYIPEKISHA O BO3MOXKHOM OTCYTCTBHHU 3QPEKTHBHOCTH
UCIIONB3YEMOTO METOJa KOHTPALICIIIINH.

- B mo6oMm ciydae, mpu BEIOOpE MeTO1a KOHTpAIETIUK HEOOXOIMMO YYMTHIBATh, KaK THYHbIE
00CTOSATENLCTBA, TAK M CaMy IMal[HEHTKY, YTOOB! 00eCHeUnTh COOMOIEHHE HCIIOIB3YEMBIX MEP
Y IPaBUIBHOCTH BEJICHHS TEPAIHH.

- I[a;xe B ClIy4yac¢ aMCHOPEH MallHCHTKA JOJDKHA CJI€A0BATh HHCTPYKIUAM I obecreveHus
HaJCKHOU KOHTpaLCIIIIHH.

[laupenTka oo OBITH CIIOCOOHA HOCIEA0BATEIbHO U HaJIEXKHO IPUMEHATH
C O I'JI Aoy diddounte cpeacTaa.

MMHUCTEPCTBOM 30PABCOXPAHEHUA
PECITVBJIUIIY BEJIAPYCDH
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- TectHa 6€peMCHHOCTB, o pe3yabTaTaM KOTOpOTo JODKHO OBITH TMOATBCPKACHO €€
OTCYTCTBHE, HEOOX0IUMO IIPpOBOAUTH IOA HaOJIIOIEHUEM Bpada HC IMO3JHEEC, YCM 3a 11 Hepenp
A0 HavaJ1a JICUCHHUA.

- IlamueHTKa OCO3HAET HEOOX0AUMOCTH HpOBeﬂCHI/ISI TECTa Ha 6CpCMeHHOCTB nepen Ha4qajioM
JICYCHHUS, BO BpeMs JICUCHUS U CITyCTA IATh HCACTD C MOMEHTA €r0 NpEeKpallCHus U JacT
COIJIacHu€ Ha €ro BBIIIOJIHCHHUC.

- TTamuenTKa M0/DKHA HAUMHATH JICYEHHE NIPENapaToM Poaxkyran® TonbKo Ha 2-3 JIeHb
CIIEAYIOIET0 HOPMATBHOTO MEHCTPYaIbHOTO LHKIIA.

- TlamueHTKa OCO3HAET M MPHHHAMAET HEOOXOIUMOCTE 0643aTEIBHOIO €XEMECIIHOTO TOCEINEHHA
Bpaya.

- B cnyuae neueHHs penuanBa 3a001eBaHUs NAllMEHTKA JODKHA HEIPEPBIBHO HCIIOJIB30BATh TE
ke 3 PEeKTUBHBIE METOIbI KOHTPALIENIIHU B TEYCHHE OIHOTO MecALa Nepes HavyaoM JIeICHH,
BO BpeMs JIEUEHHA U B TEUCHHE OJHOTO MECAIa ¢ MOMEHTA MIPEKPAIIeHUs JIEYCHHS IPENapaToM
PoakkyTan®, a Takke IPOBOJUTE Te Xe JOCTOBEPHEIE TECTHI Ha GEPEMEHHOCTS.

- TlanmeHTKa JOJKHA B MOJIHOM MEpE OCO3HaBAaTh HEe0OX0IUMOCTh IIPHUMCHCHUA MEP
MIPENOCTOPOXXHOCTH H MOATBEPAUTH TOTOBHOCTh UCIIOJIb30BaHUA HaJACXKHBIX METOI0B
KOHTPpAILICTIITAHU, KOTOPLIE el OOBACHUI Bpad4.

JlanHBIe TpeOGOBAHUSA TAKXKe IPUMEHHUMBI K XEHIIMHAM, HE BEAYIIUM B JJaHHBIH MOMEHT
TIOJIOBYIO JKM3Hb, €CJIH TOJIBKO Y JIEYaInero Bpada HeT BECKMX MPHYMH M0J1araTh 00 OTCYTCTBHH
PUCKa HACTYIUIEHHSA GEpeMEHHOCTH. Mcronb30BaHue POTHBO3aYaTOUHBIX CPECTB 110
BBIIETIPUBEICHHBIM YKa3aHUSM B IEPHOJ JICUEHHs [IPEIapaToM Poakkyran® creayer
PEKOMEH/I0BATH JaXe TeM JKEHINHHAM, KOTOPhIE 0OBIYHO HE NPUMEHSIOT METOI0B
KOHTpAIEILHH 110 IPUIHHE OecIIo s (3a HCKIIOYCHHEM MAlIHeHTOK, IEPEHECIIMX
T'UCTEPIKTOMHIO) HIIH KOTOPBIE COOOINAOT, YTO HE BEAYT MOJIOBYIO XH3HB.

Jleuawquii epau 0ondiceH yoocmogepumsCa, ¥mo:

- Tlorenuman HaCTYIIJICHUA 6€p€MCHHOCTI/I OHEHUBAJICA B HHAUBHAYAIBHOM ITOPSAAKE AJIA KaXao#
IIalIUCHTKH.

- TlamueHTKa cTpajaeT Txenol GopMoii akHe (Y3eIKOBO-KHCTO3HEIE, KOHITIOOATHBIE aKHE HIIH
aKHe ¢ puMCKOM 00pa3oBaHus pyOIOB), HE MOAIOIIEHCA CTAaHIAPTHBIM BUaM TEPAITHH C
HCIIONB30BaHUEM OOIIHUX aHTHOMOTHKOB U MECTHOH TEPaITHH.

- Tlepen Hayanom jie4eHHs, BO BpeMs JI€UEHNS M CITyCTs IIATh HEleNIb C MOMEHTA €T0
TIpeKpalleHys I0TyYeH OTPULATEIBHBINA Pe3yIbTaT TecTa Ha 6epeMeHHOCTb. J[aThl 1
PE3yJILTATHI POBELAEHUS TeCTa Ha GepeMEHHOCTh JOJDKHEI OBITh 3aperiCTPUPOBAHBL.

- TlamueHTKa OCO3HAET HEOOXOIUMOCTH IIOCIEOBATEILHOTO ¥ IIPABUIBHOIO HCIIOIB30BaHUS
OJTHOTO BBICOK03((eXTUBHOTO (T.€. METOJA KOHTpPAIEIIUH, HE 3aBUCHMOTrO OT MOJb30BaTeILA),
a MPEAMOYTHTENFHO ABYX JOMONHSAIOMHUX APYT APYra METOAAa KOHTPALECTIIIUH, 3aBUCHUMBIX OT
nosb30BaTes (BKIKOYas GapbepHBIA METON), B TEUEHHE, IO MEHBIIEH Mepe, OJHOTO Mecsna
THIepe/l HAYaJIoM JIEUSHHUS, B IIEPHOJ JIEUCHU U B TEUEHHE, 10 MEHBLIECH Mepe, OTHOTO MecAIla ¢
MOMEHTA €70 MPEKpaIcHuUs.

- TMamuenTka cobmomaer TpeGoBaHus BHIIEYIOMAHYTOH [IporpaMMbI O MpeyNPEXACHUIO
6epPEMEHHOCTH ¥ MOATBEPXKIACT, UTO MOHUMAaeT HHGHOPMALUIO Ha TOJDKHOM YPOBHE.

- [ManueHTKa NpUHUMAET BBIICYNOMSIHYThIE TpeOOBaHHS.

B Cl1y4ac HaCTYIJICHHUA GCpCMCHHOCTH — HECMOTPS HA YKa3aHHBIE MCPBI npeaoCTOPOKHOCTH —
B IEPHAOJ JICHCHU NIpEHapaToM PO&KK}’TaH® HJIA B TCUYCH]

COTJACOBAHO
MUHKCTEPCTROM BAPAECOXFAHEHUSA}  5/17
PRCUVBIURY BENAPYCDH
Tpuxas MusucrepeTBa 3)IpaBOOX PAHEHMS
Pacnyfinuku Ha1apych
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IPEKpaliCHu CYHICCTBYCT BBICOKHH PHUCK BOZHHUKHOBCHHA TAKEIIBIX IIOPOKOB pa3BUTHA IITIOAA
(B 9acTHOCTH, CO CTOPOHBI LIEHTPANLHOM HEPBHOH CHCTEMBI, CEPIA U KPYITHBIX KPOBEHOCHBIX
COC}’I[OB). KpOMe TOI'0, YBEIIHYABACTCA PUCK BOSHUKHOBCHHA CaMOIIPOU3BOJIBHBIX BBIKHIBIIIICH.
B ClIy4da€ HaCTYIJICHHUA 6€peM€HHOCTH Bpady U NallUCHTKE HGOGXOHI/IMO 060y}IHTI;
IICJ'IGCOOGpaBHOCTB IIPpOOOJIDKCHUA 6epeMeHHOCTI/I.

- Kontpanennus

- TlameHTKH JOMIKHBI MOMYYUTh HCUEPIBIBAIONIYIO HH(POPMAIHIO 10 BOIIpOCaM
KOHTpaLENIHHU U OBITh OTIIPABJICHbI HA COOTBETCTBYIOLIEE KOHCYITHPOBAHKE, €CITH
OHH ellle HE HCITOJIB3YIOT 3 QeKTHBHBIE IPOTHBO3a4aTOYHBIE CPEACTBA.

- MuHUMAaTbHBIM TpeOOBaHUEM K MAIIMEHTKaM PEIPOXyKTHBHOIO BO3pacTa SBJISETCs
HCIIOb30BaHue, 110 MEHbIIEH Mepe, OJJHOTO BHICOKOIQGEKTUBHOIO (T.€. METOA
KOHTPALEITIIHH, HE 3aBUCHMOTO OT II0JIb30BATENI), a MPEANOYTHTENIBHO ABYX
JOMOJHSIONHX APYT APYyra MeTo/a KOHTpALENMH, 3aBUCHMBIX OT I10JIb30BaTels
(Bxirouas 6apbepHbIi MeTox). [IpoTHBO3aYaTOUHOE CPEICTBO HEOOXOAUMO
HCIIOJIB30BaTh B TEUCHHE, IO MEHbBINEH Mepe, OMHOTO MecsAla ¢ MOMEHTA MPEKPAICHHUS
nedenus npenapatoM Poakkyran®, B TOM 4uCIe y IALMEHTOK, CTPANAIOIINX aMEHOPEEH.

- Penent na npemapar PoakxyTan® MoxeT 65ITh BblIucaH Ha He Golee yeM Ha 30 qHed.

- Tecrbl Ha GepeMeHHOCTDb

CornacHO CyIIeCTBYIOIIEH PAKTHKE, TECT Ha OEPeMEHHOCTh C MEHHMAJIBHON YYBCTBHTEIBHOCTHIO
25 MME/M crieiyeT npoBOAMTH 0] HaOIIOJEHHEM Bpaya B IIEPBLIE TPH JHSI MEHCTPYaJIBHOTO
IUKJIa:

o [lepeo Hauanom neyeHus:

" B ne/six HCKIIOYEHHs BO3MOXHOTO HACTYIIIEHUs! OEPEMEHHOCTH II€PE/T HAYaIoM
HCIIOJIB30BAHM METOJOB KOHTPAIENIINYA PEKOMEHAYETCS BBIIIOTHUTE TECT Ha
GepeMeHHOCTD 101 HaOMIOACHUEM Bpaya, a TaKXXe 3apeTUCTPUPOBaTh ATy M Pe3ynbTar
€ro MPOBe/ICHUS. Y MalMEHTOK C HEPETYIAPHBIM MEHCTPYAIbHBIM [IUKJIOM BpeMs
IPOBEICHHS TeCTa Ha OEPEMEHHOCTD 3aBUCHT OT CEKCYalIbHOM aKTUBHOCTH, U €T0
Cliely€eT BBITOJIHATH IPUOIM3UTENBHO Yepe3 TPH Mecsla I0CIIE HE3AIUIIEHHOTO
H0JI0BOrO aKkTa. Jlewamuii Bpa4 J0JKEeH MPOUH(GOPMHUPOBATH NMAIIUEHTKY O METOMAX
KOHTpALEIIIHH.

» TecT Ha GepeMEHHOCTH JOJIKEH OBITH TAKXKe IPOBENEH 110]] HAGIIOICHHEM Bpaya HpH
OCMOTpE, BO BpeMsi KOTOPOTo IPONUCHBAIOT Mpenapat PoakkyTan®, Wi B TedeHHe Tpex
JHEl 0 TOCEIEHHU JICYAIero Bpaya, KOTOPEIA Ha3HAYKT JAHHOE JIEKApCTBEHHOE
CPEJICTBO H OTIOXEH JI0 TeX MOp, IOKa AlMEeHTKa He GyIeT HCIIONb30BaTh METOIbI
KOHTpALENIMH Ha IPOTSUKEHUH, TI0 MEHbLIEH Mepe, ofHoro Mecsia. Llens naHHoro
TecTa — YAOCTOBEPHTHCS, UTO MAlMEHTKa He GepeMeHHa Ha MOMEHT Havana JedeH s
npenaparoM Poakkytan®.

e B nepuoo neuenus:

» [lanueHTKa JO/DKHA IOcemarh Bpada Kaxaple 28 nueil. HeoOXoquMoCTh €XXeMECIYHOTO
TECTHPOBaHHs Ha GEPEMEHHOCTD ONpPEENIeTCs B COOTBETCTBUH C CYLIECTBYIOLIEH
MPAKTUKOM U C yYETOM CEKCyalbHOH aKTHBHOCTH, & TAKKe MPEeIIeCTBYIOIHNX
HapyLIeHUH MEHCTPYaIbHOTO UKIA (aHOMaJIbHBIE MEHCTPYallHH, 3aICPXKKa
MEHCTpYaluH, aMeHopes ). [Ipu HaTuuuu moxasaHuii, Tect Ha 66peMEHHOCTh
[IPOBOJIUTCS B JIeHb Ha3HAUECHHUA IIperapara PoakkyTan® uiIu 3a TpH HS O NOCELIEHUS
COTJACOBANG &
MUHUCTEPCTBOM 3PAECOXTAHEHUSA
PECIIVEIURY BEJIAPYVCE
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o [locne nevenus:

* CIycTs AT HeJlellb ¢ MOMEHTA IIPEKPAIleH s JICUSHHUs KEHITMHBI I0JDKHBI [IPOBECTH
IIOC/IE/THHUI TeCT Ha 6€PEMEHHOCTE, YTOOBI HCKJIIOYHTE BEPOSITHOCTH HACTYIICHUS
OepeMEHHOCTH.

Ozpauuuenuﬂ 6 HA3HAYEeHUU U OMNnyCcKe J1eKAPCMBEHHbBIX cpedcme:

- Hasnauenue npenapaTa PoakkyTan® y eHIUUH PEIPOIYKTHBHOTO BO3pacTa AODKHO
OrpaHMYHBATHCA KYPCOM JIeYeHus, paBHbIM 30 JHsM, a JUIA IPOJIOJDKEHAS Tepaliy TpedyeTcs
HOBBIH penent. Tect Ha 6epeMEHHOCTD, BBIIKMCKY PEIENTa U MOyYCHUE Ipenapara
PEKOMEHTyeTCsl IPOBOAUTE B OJIMH JIEHE.

- Boimauy npemapara Poakkytan® creiyeT ocyIiecTBISATh B TeUeHHE He Goliee CeMH IHEH ¢
MOMEHTa BBITACKH pELeNTa.

NudopmannoHHbIH MaTepHa

Yt06BI TOMOYH BpauaM, (apMalneBTaM U GONBHBIM H30€KaTh PHCKa BO3JCUCTBHUS penapara
PoakkyTar® Ha 1171071, KOMIIaHUA-IIPOM3BOJUTENE CO3aTa HHYOPMAIIMOHHBIH MaTeprall, KOTOPBIA
COJIEPXKHUT NpeNyNpEeKACHIE O TEPATOT€HHOCTH Ipenapara i yKa3aHHs 110 UCTIOJIb30BaHHIO
METOJIOB KOHTPAIEMNLHH [IEPE] HAUAIOM JICUeHHUs, a TAlKe NOTIEPKHBAET HEOOXOMUMOCTh
IIPOBEJICHUS TecTa Ha 6EpEMEHHOCTb.

Lna epaveu:

PyKoBOACTBO Ul Bpaya 110 Ha3HAYEHHUIO MAlMEeHTKaM IIpenapara PoakkyTan®

Jlna nayuenmox:
- Bpomropa o KoHTpauenuuu

- HudopMmanuonnas 6pormopa s MaUHeHToK «YTo He06X0MMMO 3HATH MAMUEHTKaM» ¢ GOpMOH
UH()OPMHPOBAHHOTO COTTIACHS JUIA JKEHIIMH

I papmayeemos.
- PYKOBOACTBO [Uis (hapMaLeBTa o OTIycKy Tpemnapara Poakkyran™

T[TonHy0o HHGOPMALIKIO O TEPATOTEHHOM PUCKE M 0043aTeNBHOM HCIIOIb30BaHUH HaIEe)XKHBIX
METOJ0B KOHTPALEIILMH, ONMUCaHHBIX B [IporpamMme 1o NpeaynpexIeHUI0 OEPEMEHHOCTH,
HEeOOXOMMO TIPEIOCTABIIATh KaK My)KYHHAM, TaK M XKCHIUHAM.

JonoJiHATeIbHbIE MephbI MIPEJ0CTOPOKHOCTH

TTaLHEeHTOB ClIeAyeT IPeayIPeXAaTh O TOM, 9To TpenapaT PoakkyTan® HU B KOeM ClTydae HElb3s
nepeaaBaTh JPyroMy YeJIOBEKY.

TTarueHThl, KOTOPHIE MOTYYarOT WITH KOTOPBIE HE3aX0Mro A0 3Toro (1 Mecdl) moryyaiy npenapar
PoaxkyTan®, He JOKHEI OBITH JOHOPOM KPOBH JULs GepeMEeHHO KEHIIIHHEI, BCIEICTBHE
BO3MOXXHOT'O PHCKa YTPO3HI IUIOLY.

[TarueHTEI MYXKCKOTO I10JIa

CyIecTByIOIME JAHHBIE CBUAETENBCTBYIOT O TOM, YTO Y JKEHIIUH SKCIO3ULHA penapara,
TMIOCTYNMBIIErO M3 CEMEHH M CEMEHHOM JXUIKOCTH MYK4HUH, MOyYaIOIUX H30TPETHHOMH,
HeJ0CTAaTOYHA JUIS NIOABIECHHS TEPaTOreHHBIX 3P (PEKTOB H30TPETHHOUHA.

Ilcuxuueckue Hapywenua ) ”
COTJACOBAHO
MUHHACTEPCTROM 2R ABOORF AHEHU
PECIIVENUILY BEJAPYCD 47

TRMCTARCTBA 2l PABOOXPAHEHU
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Hempeccus, arrpaBalysi CyIIECTBYIOIIEH IEHPECCHH, CTPax, arpeCCHBHEIE TEHIEHIMH, SMOIMOHATbHASL
NaGHIBHOCTE, CHMIITOMBI TICHXOIATHH U KpaiiHe pelKo coobmanochk O MOMBITKAX CYMIHAA W CYHIMIAX
IIPH JICYCHUM M30TPETHHOMHOM (cM. pasnen «Heowenamenvuvie peaxyuur»). Ocoboe BHEMaHHE JOJKHO
OBITH YJENEHO HALMEHTaM C JeNpeccHeil B aHaMHe3e, W BCE MNAIMEHTH JOJDKHBI HAXOIUTHCS MOX
HaONIONICHNEM Ul BBIABIICHMS IPU3HAKOB IENPECCUH M, HPH HEOOXOMMMOCTH, JODKHO HMPOBOAMTHCS
COOTBETCTBYIOIGE JleyeHHe. IlpeKpalieHHWs JedeHHs npenapatoM PoakkyTaH® MoxeT GbITh
HEIOCTATOYHO /I paspellleHHs] CUMITOMOB, U, TaKUM 00pa3oM, MOXeT HOTpeOOBaThCs IOCIELyIomasn
NCUXHMATPHYECKasl UIIH IICUXO0JIOTHYECKAs OIICHKA.

Hapywenua co cmoponst Kodcu u nOOKOMHCHBIX MKAHe

Muorna B Havase Je4eHHSA MOXKET OTMedaTrbcs oOocTpeHHe akHe. TeM He MeHee, OHO OOBIYHO
paspewiaercss B TedeHue 7-10 nqHEH HeNpephIBHOIO JICUEHHS M KOPPEKTHPOBKH 03B OOBIYHO HE
TpedyeTcs.

Cnenyer wu3lerarb CHJIBHOIO CONHEYHOIO CBeTa MIM yibTpaduosneToBoro wusmydeHus. Ilpu
HEOOXOIUMOCTH CJIEAYET HCIIONB30BAaTh COJHIE3AIIUTHBIM KpeM C BBICOKMM YPOBHEM 3alllUThl (IO
MeHsbInei Mepe, SPF 15).

Cnenyet uzberaTh arpeCCUBHOM XUMHUYECKOM JepMoabpazuy U Ja3epHOTO JIEUCHHS KOXKHU y ITAlUEHTOB BO
BpeMs JieueHHs npernapatoM Poaxkyran® u, mo MeHbIueii Mepe, crycTs 5-6 MecsleB MOCIe OKOHYAHHS
JIeYEHHs HU3-3a PUCKA MOBBIIIEHHOTO pyOIleBaHUs B aTUINYHBIX yJacTKaxX M, pexe, IOCTBOCIATUTENBHOR
THHEp- WM THIonurMeHTanuu. [lo MeHblnel mepe, B TeueHHe 6 MeCSIEB IOCIe OKOHYaHMs JIeYEeHHS
TNalMEHTHl, TpHHEIMaroEe PoakkyTan®, TOMKHBI H36eraTh BOCKOBOM SMIIALMHA M3-32 PHCKA OTCIOMKH
anMJEpMHca.

Crnenyet uzberath 0OJHOBPEMEHHOTO HCIIOJIB30BaHUs Mpenapara PoakkyTaH™ BMeCTe C KEpaTOIMTHKAMHU
MECTHOTO JIEHCTBHS WM SKC(HOIHATUBHBIMYU CPEACTBAMH IIPU aKHE, TaK KaK 3T0 MOXET YCUIIUTh MECTHOE
pazapaxenue (cM. pazzien «Bzaumoodeticmeue ¢ Opyeumu 1eKapcmeeHHbIMU CPEOCMBAMUN).

IMarmeHTs! JOKHBI OBITh HHGOPMUPOBaHbI 00 UCIOIB30BAHUH YBIAXKHIIOLIEN KOXKY Masy HIIM KpeMa, a
TaKxe Oanb3ama A ry0 ¢ Hadaja JIeYeHUS W BIOCIEICTBHH, TaK KaK H30TPETUHOUH OOBIYHO BBI3BIBACT
CYXOCTb KOXH H I'y0.

B MOCTMapKeTHMHIOBOM TMEpHOJE COOOINAJOCh O CEPhEe3HBIX KOXHBIX peakuusax (Hampumep,
nonuMopdHas sputeMa [[13], cuaapom CtuBerca — JxoncoHa [CCJl] U TOKCHYECKHH 3IHAEpMalIbHBIA
nexpomu3 [TOH]), cBsA3aHHEIX ¢ HCIONB30BaHMEM IpeniapaTa PoakkyTan®. J[aHHBIE OCIOKHEHHS MOTYT
OBITH CEPBE3HBIMU M OMACHBIMH MM XHU3HU. [loTeHIIMabHO OHHM MOTYT NPHUBECTH K IOCIHTAIH3ALMH,
HHBATHIHOCTH WM cMepTH. TOH oObuHO pa3BuBaeTcs B TeueHHe 4 HeAenb IOCIe Hadaua JICYEHHS.
OGBIYHO OH COMPOBOXAAETCS CHMIITOMaMH BUPYCHOHM HMH(QEKIMM, TaKMMH KaK JIHMXOpalKa, Kallelnb H
6oib B ropiie. MOryT HOSBIIATHCS GONE€3HEHHBIC SPUTEMHBIE TIOPAXEHUs, C TPAaHCPOpMALUEH B BONIBIPH

®

B TeyeHHe HeCKOJNbKkuX 4acoB. [Ipu momo3penuu Ha TOH - nedeHme mpenapaToM PoaKKyTaH® JOJDKHO
OBITH IPEPBAHO.

Hapywienus co cmopoHbl 0p2aH08 3peHUA

CyXOoCTh KOHBIOHKTHBBI IJla3, IIOMyTHEHHE POTOBHIBI, YXYMIIEHHE CYMEPEYHOIO 3pEHMs M KEpaTHT
OOBIYHO pa3pelIaroTCs MOCTe MPEeKpallleHUs JedeHus. B ciydae CyXOCTH KOHBIOHKTHBBI IJ1a3 MOXET
OBbITH IIOJIE3HBIM IPUMEHEHHE YBJIKHSIOMEH TI71a3HOH Ma3HM WM Iperapara MCKYCCTBEHHOM CIIE3BI.
MoxeT pa3sBHTbCS HEIEPEHOCHMOCTh KOHTAKTHBIX JIHH3, YTO J€NaeT HEOOXOAMMBIM HCIIOJIb30BAHHE
OYKOB BO BPEMS JICUECHUS.

Taioke coobmanocs 06 yXyAIIEHHH CYMEpPEeYHOro 3peHUs (CM. paszmen «BrusHue Ha cnocobHocmb

HOPMHBIX CPEOCME U YNPABLEHUS MeXAHU3MaMuy), Y HEKOTOPBIX MAlMEHTOB AaHHOE
MEHUCTEP Gy COBAHQ
PEC4:(§§,§M;?§M BOOXPA HEHY R 8117
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mposBneHne ObUTO BHe3anmHbIM. IlaMEHTBl ¢ Jano6amMu €O CTOPOHBI OPraHOB 3PEHHA  MOJDKHEL

®
o6paTuThca K odrameMonory mis obcnenosanus. IIpexpamenue JEUCHHS IpenapaToM Poakkyran
MOJKET OBITh IIENECO00Pa3HBIM.

Hapywienue cayxa

Coobmanock 0 HapyUIEHHH cilyXa [P MPUMCHEHWH IIpernapara PoakkyTan®. B HEKOTOpHIX CITydasx
HapylLIeHHe CIyXa OBUIO HeoOpaTHMBIM Jaxe IPH HpeKpauleHud Jedenus. Ecim Bo Bpems JCHCHHA
M30TPETHHOMHOM BO3HUKAeT HapyIIEHHWE CIyXa MM IOyM B yIIaX - JICYCHHC NpernapaToM PoakkyTtan®
JOJKHO OBITH HEMEIICHHO IIPEKPAIIEHO.

Hapywienua co cmoponbsl 0nopHo-06uzamensHozo annapama

[lpy 7ne4yeHHM WM3OTPETHHOMHOM, OCOOEHHO Y TeX, KTO 3aHHMAaeTCs HHTCHCHBHBIMH bu3nuecKUMH
Harpy3kamy, OBUTM 3aperHCTPHUPOBAHBI CIyYaH MHAITHM, apTpPaIrdd M IOBBINCHAC yPOBHA
KpeaTHH(MOCPOKMHA3E! B CHIBOPOTKE KPOBH (CM. pasfen «HeoicenamenoHole peakyuu).

[Moc/ie HECKOJBKUX JIET MCIONB30BAHMA OYEHb BBICOKHX 03 JUIA JIEYECHMs HApyIUCHHH KepaTHHU3ALMH
OABJIATNCH M3MEHEHHS B KOCTAX, TAKHE KaK IIpekAeBPEMEHHOE 3aMBIKaHHE 30HBI POCTa 3mudu3a,
THIEpOCTO3 U KATBIHHO3 CYXOXKHIHH U CBA30K. YPOBEHb 103, IPOIOIDKHTENBHOCTD JICIEHHs U 00Imas
KypcoBas [103a y TAKMX [al{HEHTOB CYIIECTBEHHO IPEBBIIIATNM PEKOMEHIOBAHHBIC UL JIEUCHHs aKHE.

Jo6poxkauecmeeHHaA 6Hympu1epenHas ZUNepmeH3un

BLUTH 3aperuCTpUPOBAHBI ClIydad JOOPOKaueCTBEHHOH BHYTPHUYEPEITHON IHIIEPTCH3MH, B TOM YHCIIC TIPH
OHOBPEMEHHOM  HCIOJIb30BAHWM  TETPALMKIMHOB  (CM.  pasmensl  «/Ipomugonoxasanua» |
«Bzaumooeticmeue ¢ Opy2umu 1eKapCMEEHHbIMU Npenapamamu U opy2ue 6uobl 83AUMO0UICMBUAY).
KiHUYecKie MposBIEHAS U CUMITTOMBI JOOPOKauYeCTBEHHOH BHYTPUUYEPEIHON TMIICPTEH3MH BKIIOYAI0T
B ce6s TONOBHYIO 00Jb, TOIIHOTY M PBOTY, 3pUTENIbHBIE HAPYIICHUS U OTEK 3PUTEIBHOTO HEpBA. [Tpu
pa3sBUTHM JOOPOKAYECTBEHHOM BHYTPHUYEPENHOH THIEPTEH3HH CIEAYeT HEMEMUICHHO MPeKpaTHTh

nedenue npenapatoM PoakkyTan®.

Hapywenusa co cmopoHsl nedeHu U Hceniessbl00Auux nymeu

depMeHTEI TIeUeHH CIEAYeT KOHTPOJIMPOBATH NEpei HAvalioM JICYCHHs, Yepe3 MeCdll Mocjie Havala
JedeHus M 3aTeM KaXable 3 Mecsana Wi o mokazaHusM. Coobmanock o ciydasx TPaH3UTOPHOrO H
06paTHMOro TOBBIIEHMS AKTUBHOCTH IEYCHOUHBIX TpaHCamMuHa3. Bo MHOTHX ciydasdx J[aHHBIC
M3MEHEHHUs He BBIXOJMJIHM 3a PaHUIBI HOPMBI H BO3BPAINAIMCh K HCXOTHBIM ITOKA3aTelAM B IpoIecce
nevenus. TeM He MeHee, ecy HaOmoOJaeTCs KIMHUYECKH 3HAYMMOE MOBBIICHHE YPOBHS TpaHCaMMHa3,
11e1ecoo6pa3Ho pacCMOTPETh YMEHBIICHHE J03b] HIIH IIPEKpalieHUE JICYCHHS.

Hapywenue ¢yynkyuu novex

Hapymenue GpyHKIMH MOYEK U TIOYEYHAs HEJOCTATOYHOCT HE OKA3BIBAIOT OTPHLATEIBHOTO BO3ACHCTBHS
Ha (papMaKOKHHETHKY H30TPETHHOMHA, T03ToMy PoakkyTan® MOXHO Ha3HAaYaTh IMAllMEHTaM C OYEIHOH
HEJOCTaTOYHOCTHIO. OJJHAKO, TAKUM MAllHeHTaM, peKOMEH/IyeTCs HauhHATh JIEYCHHE C MEHBIICH 03Bl K
TMOCTENIEHHO yBENMYMBATH €€ 10 MaKCHMAanbHO NEPeHOCHMOH (CM. pasien «Cnocob npumenenus u
003UpPOBKAY).

Memabonusm 1unuoos
CnemyeT OmNpefeauTh KOHLUEHTPAUHUIO JIUMKJIOB CBHIBOPOTKH KPOBH (3HaueHHs HATOIIAK) IO Havaja
nedeHus, yepes 1 Mecsn Mociie Havyaja, a 3aTeM Ka/ble 3 MecsIa WIH 10 MoKa3aHusaM. [1oBBIIEHHBIH
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YPOBCHB JIMIHIOB CHIBOPOTKH KPOBU HOPMAIHU3YETCS IIOCIE YMEHBIICHUS 0361 HIH OTMEHBI JICYEHHS, a
CHIDKEHME €TI0 MOXKET OBITh TaKXKe CIeJICTBUEM COOIIONEHMS JUETHI.

IIpuMeHeHre H30TPETMHOMHA CONPSDKEHO C IOBBIIICHHEM YPOBHS TPHIJIMUEPHAOB B IUlasme. I[lpu
OTCYTCTBHMM BO3MOXXHOCTH KOHTpOJIS YPOBHS TUIEPTPUITHLEPUJIEMHH HIH IOSBICHHH CHMIITOMOB
nankpeatura (cM. pasjen «Heowenamenvhvlie peakyuuy), NedeHne npenaparoM Poaxkyran® nomxHo
OBITH OCTAHOBJEHO. Y POBEHb TPUIIIHIEPHIOB cBbine 800 MI/ut win 9 MMOJIB/JI MOXKET COIPOBOXKAATHCS
PasBHTHEM OCTPOrO NAHKPEATHUTa, B TOM YHUCIIE C JETAIBHBIM HCXOIOM.

Ilpyn HasHaueHuH Ipemapara HaIHEHTaM C BBICOKOM CTENEHBIO PUCKA CIIEAYET TIIATEIBHO OLECHHTH
COOTHOIIEHHE BO3MOXHOM IIOJIB3bl M PHUCKAa. JOTO OTHOCHTCS K IIAalMEHTaM C caXapHbIM JuabeToM,
U30BITOYHBIM BECOM, TOBBILIEHHBIM IMOTpeOIeHHEM AalKOroJis, HapyIIeHHEeM JIUIIMIHOIO OOMEeHa WIIH
HacIeICTBEHHOH nucnunuaeMued. TakuMm manueHTaM pekoMeHayercst 0oJiee 4acThlif KOHTPOJIb YPOBHS
JMIMIOB  W/MIM  TJIOKO3BlI B KpOBH. JIaHHBIX O  CEPAEYHO-COCYTHUCTBIX  IOCIEICTBHIX
THIIEPTPUTIMLIEPHIEMHH, BEI3BaHHOM npemapaToM Poakkyran®, Her.

Roaccutane BY IMPU 2.0

Hapywenua co cmoponst scey0ouHo-KuuieHHo20 mpakma

[lpuMeHeHHEe H30TPETHHOMHA CONPSKEHO C BOCHAIUTENbHBIMH 3200JIeBaHUSMHU KHIIEYHHKA (B TOM
YKC/ie C PEeTHOHAPHBIM MIIEUTOM) Y IAIMEHTOB Oe3 KUUIEYHBIX pPacCTpOHCTB B aHaMHese. JleueHue
npenapatoM PoakkyTan® NOKHO OBITH HE3aMEITHTENHLHO MNPEKPAleHO y TMAMEHTOB C TKENOM
(remopparuyveckoii) popMoit Auapem.

Annepzuyueckue peakyuu

Omnucansl peakue ciaydyad aHapWIaKTHYECKMX peakUdd, B TOM YHCJIE IOC/IE MPEAIIECTBYIOMIErO
Hapy>XHOTO TIPAMEHEHHsS PETHHOHMIOB. B peakmx ciydasx coo0lasioch O KOXHBIX QUIEPrHYECKUX
peakuusx. BbUTH 3aperucTpUpOBaHBI TSXKENBbIE CIydYaW alIepPrH4ecKOoro BacKyJlIHMTa, YacTo C IypIypoH
(reMaTOMBI H KpacHbIE TIISATHA) KOHEYHOCTEH ¥ BHEKOXHBIMH MposBiIeHUAMH. llpu TsKembIx
aJIEprUYeCKUX peakuaX Heo0X0aMMO HEMEJIEHHOE TIPEKpaIlleH)e JICUEHU U TIATeNbHbIA KOHTPOIIb.

Henepenocumocmo ¢hpykmo3st
B cocTaB npenapata Poakkytan® BXoguT copOuToI1. [JaHHOE JIEKapCTBEHHOE CPEACTBO IIPOTUBONOKA3aHO
HAMEHTaM C PEAKON HaCIeICTBEHHOW HEMEPEHOCHMOCTEIO (PYKTO3BL.

®

Iayuenmeoi c 6b1cOKOU CMenenbIo pucKa

[ManueHTam ¢ caxapHbBIM AHa0ETOM, H3OBITOUYHBIM BECOM, ANKOTOJIM3MOM WM HapyIICHHUEM JIHIHIHOTO
MeTaboMM3Ma IpH PUMEHEHHH Tpenapata PoakkyTan® MoXeT MOHaNOOUTECS GoJee YacThlii KOHTPOIb
JIMOKJIOB CHIBOPOTKY KPOBU W/UITH YPOBEHD TTIFOKO3HI KPOBH.

ONUCHIBANUCH CIIyyad IIOBBIIIGHHOTO COJEpKaHWs TIMIOKO3bI KpOBH HATONAK, a Takxe ObLIH
3aperuCTPHUPOBAHBI HOBBIE CITydYad caxapHOro AuabeTa BO BpeMs JIeUeHHUs H30TPETHHOMHOM.

BzaumogaeiicTBHE ¢ APYrHMMH JIEKAPCTBEHHbBIMH NPENAPATAMH U APYrHe BHABI B3aHMO/eiiCTBHA
M3-3a BO3MOXKHOI'O YCHJIEHHS CHMITOMOB THIIEPBHTAMHHO3a A clefyeT u30eraTb OJHOBPEMEHHOIO
Ha3HAuYeHus npenapara Poakkyran® u ButaMuHa A.

ITocKONBKY TETPalMKIMHBI Tak)ke MOTYT BBI3BATh IIOBBILICHME BHYTPHUYEPENHOIO JaBJIEHHS
(moOpokauyecTBeHHass BHYTpUYEpENHAs TUIEPTEH3HA), MX I[PUMEHEHHE B COYETaHHH C IIPENapaToM
PoaxkyTan® nmpoTHBOIOKA3aHO.

MHHH((I}&}‘JIACOBAHO
PF&:]?TBOM BIIPAROOXPAHEHI/IH
Mpuee 1\2 IYBHuIy BEJIAPIV’CL
3 ng:;:;ﬁfg};?a*:;MpuBooxpaHeH"ﬂ -
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Cnenyer wusberarb OXHOBPEMEHHOIO HCIOJB30BAHUA IpemapaTa PoakkyTan® ¢ KepaTOIHTHKaMH
MECTHOTO JEHCTBHS HIH 5SKCOIMATHBHBIMH CpPEJCTBAMH, TaK KakK 3TO MOXET BBI3BATE MECTHOC
pasapaxenue (cM. paszien «Ocobble YKa3aHUs U MepblL NPeOOCMOPONCHOCMU NpU NPUMEHEHUUN).
TlepopaibHble TPOTHBO3AYAaTOUHEIE CPENCTBA: CM. pasfel  «DepmuibHOCH, GepemeHHOCMb U
JNAKMAYUAY .

®epTHIBLHOCTH, 0€PEMEHHOCTH Y JIAKTALHA
bepemennocms

BepeMeHHOCTD - 26COMI0THOE POTHBONOKA3aHNE [JIsi TePANHH NpenapaToM PoakkyTan® (cm.
pasaens! « lIpomusonokaszanua» u «Qcobble yKa3anusa U Mepbl npedOCMOpPONCHOCMU npU
npumenenuu»). JKeHIHHAM PeNPOIYKTHBHOT0 BO3PACTa CleJyeT NPHIePKUBATHLCS
IIporpamMmeI N0 NpeaynpexaeHnio GepemennocTH. Ecau 6epeMeHHOCTh BO3HHKAET, HECMOTPS
Ha NpeJocTepeKeHusl, BO BpeMs JIeUeHMs WJIH B Te4eHHe 0THOro Mecsla ¢ MOMEHTA ero
NpeKpallenns, CymMecTBYeT 04eHb GOJIbIIAs 0ONACHOCTb POXKICHHs PebeHKA ¢ Cephe3HbIMHA H
TSKEJIbIMH MOPOKAMH Pa3BHTHSA.

Puck ona pazeusarouezoca IMopuona/nnooa

Cpend BpOXIEHHBIX Ae(PEKTOB, CONPSIKEHHBIX C TNPUMEHEHHEM H30TPETHHOMHA, ONpPCICIAIOTCS
aHOMAIMH IEHTPATbHOM HEpBHOW cHCTeMbl (THapouedanus, TNOPOKH Pa3sBUTHA  MO3XKEUKa,
Mukpouedamms), AU3MOp(H3M JHIA, BOTYBS NAacTh, BHCIUHME AHOMAIMH yXa (OTCYTCTBHME YIIHOH
PAaKOBMHEI, MaleHBKHE BHELIHME CIYXOBBIE KaHANBl MM HMX OTCYTCIBHE), TIJIa3HBIC aAHOMAJMH
(MEKpO(TANEMHUS), CEPASIHO-COCYUCTHIE HAapyINeHUs (KOHOTPYHKaJbHBIC NOPOKH, TaKME Kak TETpala
®anno, TPaHCHO3UIHMA MATMCTPAIBHBIX COCYIOB, AC(EKTH NEPEropofok) H MATONOTHH THMYca H
MapalTOBUAHKIX XKele3. Cro/ia ke OTHOCAT YBEIMYECHHE YAaCTOTHI CITy4aeB CaMONPOU3BOIBHOTO abopra.
[Tpy BO3HUKHOBEHHH OEPEMEHHOCTH TEPAITHIO IPETIapaToM Poaxkyran® npexpainator. Crenyer
06CyaMTh LENecOO0pa3sHOCTh €€ COXPAaHEHHS C BPadoM, CHCUHATM3HPYIOMMMCS Ha TEPaTOJOrHH (em.
pasaen «QOcobble YKA3aHUA U Mepbl NPedoCMOPO’CHOCMU NpU NPUMEHEHUU» — IIpozpamma  no
npedynpexcoeHulo bepemMeHHOCMU).

Kopmnenue zpyovro
Tak Kak M30TPETHHOMH BBICOKO JTHIOGMUICH, BBUICICHHE €T0 C MOJIOKOM ABJIAETCA BECHMA BEPOATHBIM.
I1o aTOi IpUuKHe IpyeM Tpenapara PoakkyTtan® IPOTHBOIIOKa3aH B IEPHOJ TPYHOTO BCKapMITHBAHHA.

ITepopansrsie npomugozawamouHsie cpeocmsa

DdGdEeKTUBHOCTb HH3KHX 03 [POTeCTCPOHOB MOXET OBITh CHI)KEHA 3a CYET B3aHMONCHCTBHA C
HU30TPETHHOUHOM.

[To 3roif mpuYyMHE HE CJIEAYEeT HCMONB30BaTh IPEMapaThl, COJACpPXKAIIUE TOJBKO IPOTECTCPOH
(IpPOTHBO3aYaTOYHBIE CPEICTBA, HE COZIEPIKAIIHE ICTPOTeH).

BinsiHHe Ha crI0co0HOCTH YNPABJIATH TPAHCIIOPTHBIMH CPEACTBAMH H paboTaTh ¢ MeXaHH3MaMH

Bo BpeMs JcueHHMs H30TPSTHHOMHOM OBUI 3aperHCTPUPOBAH DS CIy4aeB yXYMUICHHS CYyMEPEIHOro
3pEeHHs, B PEIKHX CITydasX COXpaHsBINeeCs Jaxe MOCNe OKOHYaHHMs JeueHHs. Tak Kak B HEKOTOPBIX
CHTYaIMAX YXy[UIEHWE ObUIO BHE3ANHBIM, INAIMEHTHl JODKHBL OBITH OCBEIOMJICHBI o0 aToMt
NMOTEHIMATBHOR TIPO6IeMe M MM CleTyeT COBII0aTh 0CTOPOKHOCTD MPHU yTPABIEHUN aBTOMOGHIIEM HITH
paboTe c MEXaHU3MaMH.

COTJHACOBAHO
MUHHCTEPCTBOM 30PABCOXPAHEHUS
PECHVEAUIY BEJAPYVCH

Hpukas MusacrepcTsa 3404800
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B ouens pefkux caydasx cooOIagock 0 NpegoOMOPOYHOM COCTOSHUM, TOJOBOKPY/KEHHH H 3PHTEIbHBIX
Hapymenusx. [lanveHTs! 10mKHEI OBITH NpeayNpeXIeHbl O HEIONYCTUMOCTH YIIPABISTh aBTOMOOUIEM,
paboTaTh ¢ MEXaHU3MaMH HJIH 3aHHMAThCS FOOBIM JPYTHM BHIOM JEATEIBHOCTH C YIPO30H OMACHOCTH
MM CaMMM HJIH APYTHM JIOISAM B Cllydae MpOABJIEHHs NOZOOHBIX HEXENaTeIbHbIX PEaKIHid.
HexenarenbHble peakuun

HexkoTopble M3 HEXENaTENbHBIX pEaKUUH, CBS3aHHBIX C [PUEMOM HM30TPETHHOMHA, SBJIIOTCA
N0303aBUCUMBIMH. OOBIMHO HEXeJaTeNbHbIE peakuMd OOpaTUMbI IOCI€ H3MEHEHMs J03bl HIIH
IPEKPAICHUS JIEYEHHs, HO HEKOTOpblE MOTYT COXPAHHUTbCA M MOCTAE€ OKOHYAHHS JICYEHHS.
HuxenprBeieHHBIE CHMIITOMBI SBISIOTCSA HanOoJIee paclpoCTpaHeHHBIMH HEXellaTeIbHBIMA PeaKIUsIMH
U30TPETHHOMHA: CYyXOCTh KOXH, CYXOCTb CIH3UCTBIX O0OJOYEK, Harmpumep, ry0 (XeHIHT), CIU3UCTOM
00071049KH HOCa (3MHUCTAKCHUC) U TJ1a3 (KOHBIOHKTUBUT).

Hugexyuu

Ouens penko (<1/10000): HMupexuun  KOXKH W COM3MCTBIX  00OJNIOYEK,  BBI3BAHHBIE
rPaMITOJIOXKUTEILHBIMH GaKTEPHUIMH.

Hapywenus co cmopoHbl KpOBEHOCHOU U TUMBPAMuUYeckoi cucmem

Ouens yacto (>1/10): AHeMus, TOBBIIIEHHAs CKOpPOCTh oceIaHus SPUTPOLUTOB,
TpOMOOLIUTONEH S, TPOMOOLIUTO3.

Yacro (>1/100, <1/10): Heiitponenus.

Ouenb peaxo (<1/10000): JlumdaneHonarus.

Hapywenus co cmoponvt ummynnoii cucmemut

Penxo (=1/10000, <1/1000): KoxHple —annepruyeckue peakuuy, aHauIaKTUYECKHE peaKUuHu,
THIIEPYYBCTBUTEIBHOCTb.

Hapywenua obmena sewyecme u numanus

Ouens peako (<1/10000): CaxapHblii 11abeT, runepypuKemMus.

Hcuxuyeckue Hapyuenus

Peaxo (>1/10000, <1/1000): Jenpeccus, arrpaBalMg CyLUECTBYIOUIEH AENPECCHH, 3MOLMOHAIILHAS
NaGMIPHOCTD, CKIIOHHOCTH K arpeccHH, CTpax.

Ouens penko (<1/10000): PacctpoiicTBa nmoBeaeHUs, MNCUXOTUYECKHE CUMIITOMBEI, CyHLMJalIbHAs
HamnpaBJIeHHOCTb MBILUICHHU, MOMBITKY CYHIUAA, CYHLIMA.

Hapywenusa co cmoponul HepeHoil cucmemel
Yacro (=1/100, <1/10): I'onoeHas 60ib.

Ouensb peaxo (<1/10000): JloOpokauecTBeHHass ~ BHyTpHYEpeNHass  TUNEPTEH3Hs,  CYAOpOrH,
COHJIMBOCTb, FTOJIOBOKPY KEHHE.

Hapywenus co cmoponul op2anog 3penus

Ouensb yacto (>1/10): Bnedaput, KOHBIOHKTHBHMT, CyXOCTh IJ1a3, pa3[JpaK€HHE CJIH3UCTOH
000JI04KH riias.

Ouens penko (<1/10000): Hapyenus OCTpOTHI 3peHus, KaTapakTa, HapylleHue
LIBETOBOCTIPUATHA, HENEPEHOCUMOCTh KOHTAKTHBIX JIMH3, MOMYTHEHHE
pOrOBHILIbI, CHIDKEHHE OCTPOTbl CYMEPEYHOrO 3PEHHs, KEPaTHT, OTEeK
3pUTEJBHOIO HepBa (kak CHUMIITOM A00pOKaYeCTBEHHOM
BHYTPUYEPENTHOH THIEPTEH3HN), cBeTOOOS3HB, 3pUTEJIbHBIE
paccTpoicTBa.

OPOHbL YXA U GHYMPEHHE20 YXa

EPmionﬁ‘ Copa Ho
Moz, SCMVE Iy Rcoxe
Phikay Moty R g AHEHY
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Ouens peako (<1/10000): Hapymenns ciyxa, Wwiym B ymax (cM. paspen «OcoOvle ykasanua u
Mepbl nPed0CMOPONCHOCINY NPU NPUMEHEHUUY).

Roaccutane BY IMPU 2.0

Hapywenus co cmopombl cepOeyH0o-COCYyOUCmOot CUcmembl

Ouens peaxo (<1/10000): BackyniuT (HampuMep, TpaHylemaro3 BarHepa, —aieprudeckui
BaCKYJIMT).

Hapywenus co cmopoHul 0p2ano8 ObiXaHus
Yacro (>1/100, <1/10): HocoBoe KpoBoTeueHHe, CyXOCTh CIM3UCTONR HOCa, PHHO(apHHIHT.

Ouens peaxo (<1/10000): BponxocnasM (B YaCTHOCTH y MALHEHTOB ¢ acTMOH), ACHOHHS.

Hapywenus co cmoporul dHceny00uHo-KUMEYH020 mpaKma

Ouens peaxo (<1/10000): Konut, WIeHT, CyXOCTh B ropJe, XelyAOuHO-KHILIEYHOe KPOBOTEUEHHE,
reMopparuyeckHiil MOHOC M BOCTIATMTENbHbIE 3a00/€BaHKs KULIEUHHKA,
TOIIHOTA, MNaHkpeaTHT (cM. pasgen «Ocobvle ykazanus u Mepol
nPeodoCcmopOHCHOCIIU NPU NPUMEHEHUUY).

Hapywenus co cmopoHul 2enamobunuaphori cucmembl

Ouenb vacto (>1/10): IMoBbIIEHHBIN YPOBEHb TpaHcaMuHa3 (cM. pasaen «Ocobvie ykazanus u
Mepbl NPEAOCMOPONCHOCINY NPU NPUMEHEHUUY).

Ouenb penxo (<1/10000): Tlenarur.

Hapywenua co cmoponsl kooicu

Ouens vacto (=1/10): XelnuT, [nepMaTUT, CyXOCThb KOXKHM, JIOKAJIbHOE LIeNyLUCHHe, 3YA,
3pHUTEMATO3HAs CHIlb, XPYTIKOCTh KOXKH (PHCK CCa[IMH).

Penxo (>1/10000, <1/1000): Anonieuus.

Ouenb peaxo (<1/10000): MonHHEHOCHBIE YIpH, 060CTpeHHe aKHe (BCIBIIIKA aKHe), SpuTeMa (Ha

JMLE), OK3aHTEMa, M3MEHEHHE CTPYKTYPhl BOJIOC, THPCYTH3M,
JUCTpodust HOTTell, MApOHUXMA, PEAaKUMs CBETOUYBCTBUTEIBHOCTH,
NUOreHHas TIpaHy/ieMa, THUMEepIHIMEHTalus KOXH, TMOBBILIEHHOE
MOTOOT/ENECHHUE.

Hapywenus co cmopoHusl OnopHo-08u2amenvH020 annapama

Ouenp vacto (>1/10): Aptpanrus, Muanrds, Gonu B crMHE (OCOOGEHHO y MALUMEHTOB-
MOJPOCTKOB).
Ouens peaxo (<1/10000): ApTpUT, KaJbLIHUHO3 CBA3OK M  CYXOXWIIHHA, MpPeXISBPEMEHHOE

3aMBIKaHHUEC 30HBI pOCTa 31'11/1(1)1/133, JK30CTO3bI (I‘HHCpOCTO3bI), CHMW)KCHHUC
TUTOTHOCTH KOCTHOW TKAHU, TEHAUHHT.

Hapywenus co cmopoHbl nouex u Mouegbi800Auux nymet

Ouens peaxo (<1/10000): I'nmomepynonedpur.

Obwue HapyweHUus U peakyuu 6 Mecme 66€0EHUA

Ouens peaxo (<1/10000): ['paHyasuMOHHAs TKaHb (MOBBILIEHHOE 06pa3oBaHue), IUCKOMMOPT.

Hapywenus co cmoponul 1a60pamopHuix nokasameneu
Ouens yacto (>1/10): [MoBelllIeHHE  YPOBHSA  TPHIVIMUIEPHOOB  KPOBH,  YMCHBIICHHE
JIUITOTIPOTEHHOB BBICOKO# TUIOTHOCTH.

Yacro (>1/100, <1/10): [MoBbllieHHE YPOBHA XOJNECTEPHHA B KPOBH, TMOBBILIEHHE YPOBHA
IJIIOKO3BI B KPOBH, FeMaTypHs, TIPOTEHHY DU,

COTJACOBAHO
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l Ouens penko (<1/10000): IMoBpieHHsIH ypoBeHb KpeaTHH(OCHOKUHA3BI B KPOBH.

Yacmoma nedceramenvuvix AGNeHUT ObLIA PACCHUMAHA UCX005 U3 OOWeKNUHUYECKUX OaHHbIX 0 824
601bHbIX U U3 OAHHBIX, NOTYYEHHBIX NOCTE BbIX00A NPENAPAMA HA PHIHOK.

Onsim nocmpezucmpayuoHHo20 npUMeHeHUuA

B nocTperucrpannoHHbIH NEpHOA OBUIH 3apETHCTPHPOBAHBI CIyYad IIOJAMOP(HON 3PUTEMBI, CHHAPOMA
CruBenca-J[)OHCOHa M TOKCHYECKOI'O SMHUAEPMAIBHOIO HEKPOJIM3a, CBS3aHHBIE C HCIIOIb30BAHHEM
npenapata PoakkyTan® (cM. pazzaen «Ocobble yKa3aHHsS B MEpbI HPeTOCTOPOKHOCTH [IPH IIPUMEHEHUH »).
CooOmanock 0 Cepbe3HBIX CilIydasX paGJIOMHONN3a, 4YacTO IPUBOAAINMX K TOCIMHTAIM3ALMH, B
HEKOTOPBIX CJIy4asX C JIETAJIBHBIM HCXOAOM, OCOOEHHO y HAlMEHTOB, 3aHHMMAIOIIMXCS HHTEHCHBHOK
¢u3uyeckoi AeATENEHOCTBIO.

Ilepeno3npoBka

N30TpeTnHOMH ABNIAETCS NPOU3BOAHBIM BUTaMUHA A. XOTS OCTpas TOKCHYHOCTh H30TPETHHOMHA HU3Kasl,
IpU3HAKY THIIEPBUTAMUHO3a MOTYT [IOSIBUTHCS B ClIydae HEIpeIHAMEPEHHOH NepeI03UPOBKH.
CuUMITOMBI OCTPOM TOKCHYHOCTH BHTaMHMHA A BKIIOYAIOT B ce0s CHJIBHYIO T'OJIOBHYIO OOJIb, TOIIHOTY
WIX PBOTY, COHJHMBOCTb, pa3fpaXUTENbHOCTh W 3yA. [IpM3HaKu H CHMITOMBI CIIy4alHOH WM
HpeIHaMepeHHOM MepeIo3HpPOBKU H30TPETUHOMHOM, BEpPOSTHO, OyAyT cxoxumu. llpenmonaraercs, 4ro
JITAaHHBIE CAMIITOMBI SIBJISIFOTCS. OOPAaTUMBIMHU U paspelnaiorcs 0e3 JedeHus.

(I)apmalcozmnammca

Mexanusm oelicmeusn

N3oTpeTuHOMH, JEHCTBYIOIIEE BEIECTBO Mpemapara Poakkyran®, sBIsSeTcs CHHTETHYECKHM
CTEpEOU30MEPOM MOIUTPAHCPETUHOEBOM KUCIOTHI (TPETUHONHA).

TouHEI MeXaHW3M AeHCTBHS Ipemapata PoakkyTan® elne He BBLACHEH, OJHAKO YCTaHOBJIEHO, HTO
yIydlIeHHe KIHHAYECKOH KapTHUHBI THKENTBIX GOpM aKHE CBSI3aHO ¢ IOJIaBJICHUEM aKTUBHOCTH CalbHBIX
)Kelne3 M THCTOJIOTHYECKH TIIOATBEP)KACHHBIM YMEHBIIEHHEM HX pa3MepoB. Kpome Toro, noxazaHo
IIPOTHBOBOCIIATIMTENILHOE JICHCTBHE H30TPETHHOMHA Ha KOXY.

['unepkepato3 KIETOK SOUTENHS BOJIOCSHOM JTYKOBHLBI M CAIBHOM JKEJIE€3bl IIPUBOAUT K CIYIIMBAHUIO
KOPHEOLMTOB B IPOTOK JXeJIe3bl U K 3aKYMOpPKE MOCIIEIHEr0 KEPATUHOM U H30OBITKOM CAIBHOTO CEKpETa.
3a stUM cienyer oOpa3oBaHHE KOMENOHAa W B pANE CIYy4YaeB, NPUCOEAMHEHHE BOCHAIMTEIBHOIO
nponecca. Poakkyran mozapiser mponudepanuo ceOONUTOB M JEHCTBYET Ha aKkHe, BOCCTaHABIIMBas
HOpMalTBHBIN Tporece auddepeHIupoBKH KieTok. KoxxHoe cano — OCHOBHOM cyOcTpaT i pocTa
Propionibacterium  acnes, TO03TOMY yMEHbIIEHHE OOpa30BaHUs KOXHOIO cajla IOJaBjIsIeT
OaKkTepUaIbHYIO KOJIOHU3AIHUIO IIPOTOKA.

(I)apMaKOKPlHETHKa

HOCKOJ’IBK}’ KHHCTHUKa H30TPETHHOHMHA H €TI0 MeTab0JUTOB HOCHT JIMHEHHBIN XapakKTep, €ro
KOHICHTpAUMH B IIJIa3M€ B XOJC TCpalHH MOXHO IMPEACKasaTb Ha OCHOBAHHH HAHHBIX, ITOJTYHUCHHBIX
IIOCJIE pasOBOI'0 IIpu€Ma. OTO CBOWCTBO IIpenapara TAaKXE IOBOPHUT O TOM, YTO OH HE BIMACT Ha
AKTHUBHOCTD IICUYCHOYHBIX (i)epMeHTOB, y4aCTBYIOHIUX B MeTaboIu3Me JICKapCTBCHHBIX CPCIUCTB.

Bcacvieanue
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Beacssanne u3otpernHonna u3 JKKT BapbupyeT. AGcOmoTHas OHONOCTYMHOCTh M30TPETHHOWHA HE
olIpe/iesieHa, TTOCKOIbKyY GOPMBI BBITYCKa Npenapara [is BHYTPHBEHHOrO NPUMCHEHHA y 1EI0BCKa HET.
OnHaKo, OKCTPANONHpYs JaHHBE OKCIEPHMEHTATBHBIX MCCICOBaHMH Ha cobakax, MOXHO
NIPSANONOXKHUTE JOBONBHO HH3KYIO U BapHaGEeTbHYIO CHCTEMHYIO OMOTOCTYNHOCTS. Y GONBHBIX C aKHE
Cmax mnocie exenHesHoro npueMa 80 Mr H30TPETHHOMHA HATOIIAK COCTaBJIANA 310 vr/Mn (auamnasoH
188-473 Hr/mi) u ObU1a JOCTHTHYTA depe3 2-4 4.

IpieM M30TPETHHOWHA ¢ NHIICH YBEIHYMBACT GMOTOCTYNHOCTE B 2 pa3a IO CPaBHCHHIO ¢ MPHCMOM
HaTOMIAK.

Pacnpeoenenue

M30TpeTHHOMH B BBICOKOM cTemeHH (>99.9%) cBaA3bIBacTCs C O€MKaMH IIA3Mbl, TIaBHBIM obpazoM ¢
anpbymuHame. Takum o6pasoM, cBoGomHas ((hapMaKoJIOTHYECKH aKTHBHas) (pakuus Hpenapara B
konuuectBe MeHee 0.1% oT ero oOIIero KoOJIMYECTBA HAXOMUTCA B IIUPOKOM TEPANEBTHYCCKOM
Jara30He KOHIEHTPALMM.

VpoBeHb M30TPETHHOMHA B IIa3Me NpUMEPHO B 1.7 pa3s BbIIE TAaKOBOTO B KPOBM BCJIEACTBHE HU3KOTO
IIPOHHKHOBEHUS M30TPETHHOMHA B SPUTPOLIUTEL.

OGBeM pAacIpefeieHHs HM30TPETHHOMHA HE ONpPEHNeNeH, ITOCKONBKY JEKapCTBEHHOH (OpMBI Juid
BHYTPHBEHHOTO BBEJICHHS Y UCJIOBEKA HE CYIECTBYET.

Cimin.ss ©30TPETHHOMHA B KPOBH Y TIAIMEHTOB ¢ TKENBIM akHe, IPUHAMABIIMX mpenapar o 40 mr 2 pasa
B JIeHb, Kose6amuck oT 120 mo 200 Hr/m.

KoHueHTpanyu 4-0KCO-M30TPETHHOMHA, KpaliHe BaXXHOro MeTaboiuTa, y 3THX MalHEeHTOB IPEBBIIIATHA
KOHIIEHTpAIlMK N30TPETHHONHA 0oJiee YeM B JiBa pasa.

JlaHHBIX O TPOHMKHOBEHMH M30TPETHHOMHA B TKaHH y dYeNoBeka KpaiiHe mano. KoHIeHTpanuu
H30TPETHHONHA B 3MIHAEPMHUCE B 2 pa3a HUXKE, YEM B CBIBOPOTKE.

Memabonusm

[Tocne mHepOpalbHOrO BBENEHHS W30TPSTHHOMHA B IIasMe OOHapy)XXHBAIOTCA IIATh OCHOBHBIX
MeTaG0IHTOB:4-0KCO-H30TPETHHONH, TPETHHOMH (TOJHOCTBIO TpaHC-PEeTHHOEBas KHCNIOTa), 9-Ituc-
PETHHOEBas KHCJIOTa; 4-0KCO-TPETUHONH U 4-0KCO-9-I[HC-PETHHOEBAs KHCIIOTA.

U3 HUX y 4-OKCO-M30TPETHHOWHA CaMBIM BBICOKMH YpOBEHB KOHIIEHTpAllMH B IUIa3Me B PaBHOBECHOM
COCTOSIHHM M BBIIIE KOHIIEHTPAIWM B IUIa3Me HCXOHOro mpenapara. OOHapyKEeHBI H MEHEE 3HAaYHMMBIC
MeTaGONUTH, B TOM YHCJIE TIIOKYPOHHIBI, OJHAKO CTPYKTypa HE BCEX M3 HHMX ObUIa MOJHOCTHIO
YCTaHOBJICHA.

B pa3simuHBEIX TecTaX in Vitro MeTaGONMTBI HM30TPCTHHOMHA OOIaJaloT BBICOKOW OHOJIOrHYECKOU
AKTMBHOCTBIO. TakuM o6pa3oM, KivHMYeckre 3GdexTsl mnpemapata Moram Obl  OTPa3uTh
(bapMaKoIOrMYecKyr0 aKTHBHOCTD H30TPETHHOMHA H €TI0 METab0IUTOB.

KnuHuyeckoe ucclaeq0BaHHE, IIPOBEJCHHOE Ha 74 mMalHeHTaX, MPOAEMOHCTPHPOBAIO 3HAYUTENBHOE
CHIDKEHHE MCXOJHOTO YPOBHS BBIIEJNEHHs CEKpeTa CalbHBIX JKelle3 IPU MEepopalbHOM IpHeMe 4-0KCo-
U30TPETHHOMHA, TakuM oOOpa3oM, IOATBEpXKJas TO, 4YTO AKTHBHOCTh IMpenapara Poakkytan® B
3HAYMUTEJBHON CTENEHH 00YCIIOBIEHA 4-0KCO-U30TPETHHOMHOM. B TaHHOM HCCIIEOBaHHH NEPOPAIBHOE
BBEJCHHE 4-OKCO-U30TPETHHOMHA HE IIOBIMANO Ha BHYTPCHHHME KOHLCHTpPALMH H30TPETHHOMHA H
TpeTuHOMHA. TakuM 006pa3oM, MOXHO [PEINONIOXHTh, YTO AKTHBHOCT 4-OKCO-M30TPETHHOUHA
onocpenoBaHa 4-0KCO-TPETHHOMHOM.

TIoCKOJIBKY M30TPETHHOMH M TPETHHOMH (IIOJHTPaHCPETHHOEBAas KHMCIOTa) 0OpAaTHMO IIPEBPAINAKOTCA
OpYyr B Jpyra, MeTabojiM3M TDPETHHOMHA TECHO CBfA3aH C METabONM3MOM M30TPETHHOWHA. O

IPECUCTEMHOM METab0JIM3Me U30TPETHHONHA CBHIETENBCTBOBATN Nl HBIC(KAHIIRCRQ BUE §IYJOBAHHA
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Ha 10 mobposonbues. CormacHo omenke 20-30% 10351 W30TPETMHOWHA METabONM3HPYETCS IyTEM
uzomepusaniu. OCHOBBIBASCH Ha pe3ynbTaTax MCCIENOBaHMM Ha coDakaX, MOXHO IPEANOTIOKHTD
3HAYHUTENBHYIO POJIb IPECHCTEMHOrO MeTaboINu3Ma H Y JIIOJEH.

HUccnenoBanus MetabonmsMa in vitro NpoJEeMOHCTPUPOBATM BOBICYEHHOCTh HECKOJBKHX 3JH3UMOB
nuroxpoma P-450 B nponecc nmpeoGpa3oBaHHs H30TPETHHOWHA B 4-OKCO-M30TPETHHOMH, a TPETHHOMHA B
4-0KCO-TPETHHOMH. B 3TOM OTHOmIEHWH HH OfHA M3 HM30()OPM HE HrpaeT JOMHUHHPYIOMEH pPOJH.
Y4uThIBas IIMPOKYIO BOBJIEYEHHOCT S9H3MMOB LUTOXpoMa P-450, B3auUMO/IeHCTBHE ¢ H30TPETHHOMHOM H
ero MetaboJIUTaMH HE 0XKHUIACTC.

Boigeoenue

Ilocne mpuemMa BHYTpb, MEUYEHHOI'O DPaJAHOAKTHBHBIM H30TOIIOM H30TPETHHOMHA, B MOYE H Kalie
00HapyXHBaeTCs, INPHMEPHO, OJMHAKOBOE KOJIHMYECTBO H30TperuHouHa. CpelHee 3HaYEHHE
TEPMUHAJIBHOIO IEPUOJa MOJYBBIBEACHHS Ul HEM3MEHHOIO Ipernapara y IAIMeHTOB C aKHE II0Cie
IIEpOpaJIbHOrO BBEACHUs cocTaBisger 19 wacoB. TepMHMHanbHBI INepHOJ MOJIYBBIBEAEHHS 4-0KCO-
M30TpeTUHOUHA 0OJIble, B cpe/iHeM - 29 4acoB.

N30TpeTUHOMH OTHOCHTCA K IIPUPOJHBIM PETHHOWAAM. OHIOTCHHbIE KOHIEHTpPAIlMM PETHHOUIOB

BOCCTAaHABJIMBAKOTCA ITPUMEPHO 4EPE3 2 HECIH ITOCJIC OKOHYaHUs ITpHUEMa ITperiapara PO&KKyTaH®.

(Dapmaxoxuuemuka 8 0CODbIX KTUHUYEeCKUX ayuanx

HOCI(OJ'IBKy TIPUMCHEHNE U30TPCTHHONHA ITPOTHBOIIOKA3aHO IIPH MEYCHOYHOH HEOOCTAaTOYHOCTH, JaHHBIC
0 KHHCTHKE U30TPETHHOHWHA Y JaHHOH KaTeropuy nmalfucHTOB OTpaHHYCHBI. IToyeynas HEIOCTATOYHOCTH
HE IIPHBOJUT K COOTBECTCTBYIOLIEMY YMCHBIICHHIO IIA3MCHHOI'O KIIMPEHCA U30TPETUHONHA HUIIH 4-0Kco-
H30TPECTHHOUHA.

I{aHHble JOKJIMHAYECKHUX HCCJIeT0BAHNI

Mymazennocme
Pe3ynpTaThl MCCIENOBAHUN in-Vitro W in-vivo, MPOBOJMMBIX HA JXMBOTHBIX, HE BBIABHJIM IIPU3HAKOB
MYTareHHOCTH U30TPETUHOHHA.

Kapuuuozennocmb
Pe3y.III:TaTBI HUCCIIEIOBaHHH, IIPOBOAMMBIX Ha KpbICaX, HC BBIABHIM IIPH3HAKOB KapIHHOI'CHHOCTH
H30TPCTHHOHHA.

Penpooykmuenaa mokcuuHocmsp

Kax u ipyrue npou3BoAHbIe BATAMHUHA A, H30TPETUHOUH SBJISETCSA TEPATOT€HHBIM H SMOPHOTOKCHYHBIM,
YTO OBUIO AOKA3aHO B MCCIIEAOBAHUSAX, TIPOBOAMMBIX Ha )XUBOTHBIX (CM. pa3feisl «/Jpomusonokasanuay,
«Oco0ble yKa3aHusl ¥ MEPHI IIPEIOCTOPOXKHOCTH TIPU NPUMEHEHUU» U «J[o3uposanue 68 0cobblx
CAYUAAXN).

®opma BBINYCKA H YIIAKOBKA
Kancynst 10 mMr u 20 Mr
ITo 10 xancyn B 6muctep [IBX/TID/MIBAX/Al unu IIBX/TIBJX/Al nmu TIBX/AL

3 6muctepa BMecTe ¢ HHCTPYKIMEH IO IPUMEHEHHIO IOMEIIAIOT B KAPTOHHYIO IAuKy.

Cpok rogaocTn
3 jJona.
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HpenapaT HE CIenyeT UCIOIb30BaTh 10 HCTCUCHUH CpoKa rOJHOCTH, YKa3aHHOT'O Ha yIaKOBKC.

Ycji0BHS XpaHEHHHA
XpaHUTh mpH Temieparype He Boime 25 °C B 3alIMIEHHOM OT CBETa U BIIarM MECTE.
XpaHuTh B HEAOCTYIIHOM Ul ACTSH MECTE.

YcnoBusi 0TIycKa U3 anTeK
I[To penenry.

Baanenen PerucTpaniHoHHOro y10CTOBEPEHHA
®. Xodpdmann-JIs Pom JItx., lseiapus
F. Hoffmann-La Roche Ltd, Grenzacherstrasse 124, 4070 Basel, Switzerland

IIponssoaurenn
Karanent I'epmanuns D6epbax ['M6X, I'epmanus
Catalent Germany Eberbach GmbH, Gammelsbacherstrasse 2, 69412 Eberbach, Germany

B cryyae nocmasok u peanusayuu Ha meppumopuu Pecny6ruxu Benapyce npemensuu nompebumenei
nanpaesaame na aopec HOOO «Pow IIpooakmce Jlumumeon:

220073, r. Munck, 1-i 3aropoausii nep., 20, 8-i atax, kabuner 20.

Ten. (017) 256 23 08; dakc (017) 256 23 06.

Email: belarus.safety@roche.com

COTJIACOBAHO
MHHUCTEPCTBOM 3[PABOOXPAHEHUA
PECIIYBIIMICH BENAPVCD

ITpuxas MHHUCTEPCTBA 21DaEBOOXPAHEHUS
Pecnybauxy Benapych 1717
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