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MHdopmauma ana naumeHTa - Nomanuaomma 3c.Ken®
JaHHas 6polutopa NOMOXKeT BaM NMOHATb, YTO AenaTb A0 Havana JieYeHus
npenapatom MomManmgommua Ic.Kel, Bo BpemMs Kypca M Noc/ie ero OKOHYaHus.

r

Balw nevawuit Bpay 3apeructpmpoBan Bac B lporpamme ynpaBieHUs prcKamu
/ TMporpamme npegynpexgeHnsa 6epemeHHoctu (MYP/TMNB).

MNpepoctepexkeHune:

o NMomanugommua 3c.Kem cTpyKTypHo 6amM30K K Taamgomuay. Tanmgomus
M3BECTEH CBOMM TEPATOreHHbIM 4EMCTBUEM HA YesIOBEKA; 3TO BelLeCcTBO
Bbi3blBaeT CEpPbe3Hble, OMacHble AJ1S }KM3HU BPOXKAEHHble AedeKThbl.
Mpu npueme Momanmagomma 3c.Kera Bo BpeMs 6epeMeHHOCTH
oXnpaeTca TepaTtoreHHbin 3ddeKT.

e M3BecTHO, 4YTO Momanugommg Ic.Ket NnpMBOAMA K BPOXKAEHHDBIM
AedeKTaM y XKMBOTHbIX; COOTBETCTBEHHO, OXKMAAETCA aHaJlorMyHoe
OeNCTBUE M Ha Nlogen.

KeHwuHbI:

Ansa Toro 4To6bl UCKNOYMUTL BCAKYIO BO3MOXKHOCTb BO3AENCTBMUA
Momanuaommg 3c.Kela Ha elye He poamBLierocs pebeHKa, Ball Jevalimi
Bpay 3ano/IHUT pernMcTpaumoHHyto (popMy B NporpamMme; Bpad NoATBeEPAMT,
4TO Bbl NpoMH(pOPMMPOBaHbI 0 TpeboBaHMM HE 6epemeHeTb BO Bpemsa Kypca
Tepanuu Momanugommg 3c.Kerom, a TaKKe Ha NPOTANKEHMM KaK MUHUMYM 4
HeZeslb Noc/ie NpeKpaweHusa npMema JaHHOro npenapara.

Momanuaomma 3c.Kel KaTeropuyecku NpoTMBONOKasaH:

- 6epeMeHHbIM XKeHLLMHAM;

- EHILMHAM, CNoCO6HbIM 3a6epeMeHEeTb - B TOM YMC/IE HE MIaHMUPYIOLLMM
6EpEMEHHOCTb - €C/IM TOJIbKO HE BbIMOJIHAIOTCA BCe YCN0BUA MporpaMMbl
npeaynpexaeHua 6epemMeHHOCTH.

My>K4YUHbI:

Momanuaomma Ic.Kel NpoHUKaEeT B MYKCKYlo cniepmy. CnepoBatesibHO, ANs
NaLUEHTOB-MYKUYMH HE3ALWMLLEHHBIE MHTUMHbIE OTHOLUEHMSA C KEHLMHOM,
CMoco6HOM 3a6epeMeHETb, COMPSXKEHbI C PUCKOM.

Llenb nporpaMmbl - MOMOYb JieyallemMy Bpady NporMHMOOPMMpPOBaTb Bac O
pUCKe, COomnpsxKeHHOM cC Tepanuel Momanmaomma dc.Kelom, a Takxke
npoc/ieanTb 3a TEM, YTO6bI Bbl 6bI/IM B Kypce BCEX Mep NpeAoCTOPOXKHOCTH,
KOTOpbl€ Bbl AOJIKHbI MPUHATbL Nepes Ha4yaoM Kyca Tepanuu, Bo Bpems Kypca
1 rnocsie Hero.

Bbl 4O/1IKHbI MOHATbL YC/I0BUA MPOrpammbl U MOATBEPAMTL COr/lacue Ha HUX -
3TO YyC/I0BME MOJIyYeHUs Tepanum npenapatom Momanmaommg Ic.Ken

~
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1. [NoKa3aHMa K NpUMEHEHUIO NpenapaTa

Momanuaommg 3c.Kel ucnonblyetca s neveHms B3pOC/ibiX C PAKOBbIM
3a60/1eBaHMEM THMMNA «MHOXKECTBEHHasa Mmnesioma» (MM). bonee nogpo6Has
MHOPMaLIMA O NOKa3aHMAX U CNOCcobax NPUMMEHEHUA npenapaTa U310XKeHa B
MHMOPMALIMOHHOM SIMCTKE AN1A NaLMeHTa.

2. Nomannagomma 3c.Ken n nHble BO3MOKHbIE
HeXenaTe/IbHble ABJEHUA

Kak 1 apyrue nekapctseHHble cpeacTBa, MomManmaomma dc.Ken moxeT
BbI3BaTb HeXesaTesibHble siBNeHMA. OQHAKO OHM HAGI4Al0TCA He Y BCEX.
HeKkoTopble HexenaTenbHble ABEHMA BCTPEYAlOTCA Yalwe, YeM Apyrue;
BO3MOXHbl 60/1ee cepbesHble U MeHee cepbesHble 3ddekTbl. ObpaTUTech K
Bpayy, Ha3Ha4yMBLUEMY MpenapaTt, Man K hapMaLeBTy, eCJIM XOTHUTE MOJYyUYUTb
60/1ble MHpOpMaLMK, a TaKKe 03HAKOMbTECh C MH(POPMALMOHHBIM JIMCTKOM
ANA nauyeHTa. bo/bLUIMHCTBO HeXenaTe bHbIX ABNEHWUIA HOCAT BPEMEHHbIN
XapaKTep; MX C IEFKOCTbI0 MOXHO NpeAoTBpaTUTb IM60 KynupoBaTb. Camoe
BarkHOE - 3HaTb, YEro caeayeT OXuaaTb U 0 YEM HEOBXOAMMO MOCTaBUTb B
M3BECTHOCTb Bpaya, NponMcaBLllero npenapaT. BaxkHo cTaBUTb B U3BECTHOCTb
Jlevalllero Bpa4a, €Cc/M y Bac NpoABAAOTCA N06ble HeXenatesbHble ABAEHUSA
BO BpemMsa Kypca Tepanuu npenapatom NMomanngommua dc.Ken.

Mepes KypcoM neyeHus npenapatom Momanmgomma 3c.Kel, a Takxe BO
BpeMsA Kypca Bbl perysispHo 6yzeTe caaBaTb KpoBb Ha aHanu3. Jenaetca 3710
Mo TOM NPUYMHE, YTO BaLLE JIEKAPCTBO MOXKET CHU3MTb KOJIMYECTBO KPOBSHbIX
Tenel, NomorawLmx 60poTbcs C MHGEKLMEN (6ebiX KPOBAHBIX Tesel), a
TaKXe KOJIMYeCTBO KJIETOK, MOMOralLmMx oCTaHaB/IMBaTb KPOBOTEYEHME
(TPOM6GOLMTOB).

Jlevalumi Bpay fOJ1KEH HanpaBMTb Bac Ha aHaJ/IM3bl KPOBM

Ha caegyluwmMx sTanax:

« [epep HayanoM Kypca nevyeHus

« Kaxagyto Hegeno Ha NpoTAXKEHMM NePBbIX BOCbMM HeAe b Tepanmu

» Kak MMHMMYM pa3 B MecsL, Nocsie nepBbiX BOCbMM HeAe b M A0 OKOHYaHUA
Kypca Momanuaomma Ic.Ked.

B cootBeTCcTBUM C pe3ysibTaTamu aHA/IM30B KPOBM Balll Jievalmii Bpayd MOXKeT
U3MEHMTb BaM 403y npenapaTa Momanmaomma dc.Kel , aMbo npekpaTmTb
neveHue. Jlevalmii Bpad MOXKET TaKKe M3MEHUTb J03Y MM NPEKpaTUTb
Tepanuio npenapaTom MCX0As M3 Ballero obLero COCTOAHMA 340POBbA.
Ecam BaM 4TO-/1M60 HENOHATHO, MONPOCUTE Jleyallero Bpaya M/u
c¢dapMaueBTa gaTb 4ONO/IHUTE/IbHbIE pa3bACHEHUS.



3. Ocobble Mepbl NPeaA0CTOPOXKHOCTU

-

lNpoTuBONOKa3saHuA:

MMnNepyYyBCTBUTENBHOCTb (annieprus) K Nomannaomug Ic.Keny uam K no6omMy
M3 AOMOJIHUTEJIbHBIX MHIPEANEHTOB, COAEPXKALUMXCA B NpenapaTe (OHU
nepeymcsieHnol B pasgene 6 MHHopMauMOHHOIO IMCTKA A1 NaUUEHTA).

JOHOPCTBO KPOBU M aHa/IM3bl KPOBU

He cpaBalTe JOHOPCKYIO KpoBb B nepuog Tepanvu Momanngommyg 3c.Ken, B
nepepbiBax MeXAY UMKIaMM Tepanuu, a TakKe B NepBeble 4 Heaenu nocie
npeKpaLleHma neveHums.

HeHuwmHbI:

» He ncnonb3yiTte AaHHbIM NpenapaT, eciv Bbl 6epeMeHHbl UM NaaHupyeTe
6epeMeHHocTb. Momanmaomma dc.Kel MoXKeT NpeacTaB/ATb Yrpo3sy Ans
nnona. CooTBETCTBEHHO, €CJ/IU Bbl - }KEHLUMHA C PENPOAYKTUBHOM
CMOCOGHOCTBIO, HE UCMO/Ib3YMTE AaHHbIM NpenapaTt 6e3 NpUMeHeHUs 2
HaJeXHbIX CPeACTB KOHTpaLenuuu.

» [locne 3aBeplueHUA Kypca NeKapCcTBa XAMTE Kak MUHUMYM 4 Heaenu,
npexJae 4em nblTaTbCA 3a6epemMeHeTb.

My?>K4YMHbI:

MomManmnaomma dc.Kel npoHMKaeT B cnepmy. MoaTomy:

o He MCMNoJib3yMTe AaHHOE JIEKAPCTBO, €CJ/IM Bbl HE MOXKETe MJIU He KesaeTe
MCMo/Ib30BaTb Npe3epBaTMB MpU KaxKA0OM MOJIOBOM KOHTaKTe C (hepTU/IbHOM
YKEHLUMHOM.

e He cAaBainTe JOHOPCKYI CNepMy BO BpeMS Kypca JIeYeHUs AaHHbIM
npenapaTtom, B NepepbiBax MEXAY LMK/IaMK Tepanmu, a TaKKe KaK
MMHUMYM 4 HeZeNb NMoc/ie NpeKpalleHusa npmema.

4. KeHLWHUHbI

4.1 KpuTepuu KeHluHbl, He obaajalolLeit penpoayKTMBHOM

cnoco6HocTbo (6ecnaiogHOM)

Baw nevawmit Bpay peLimnT, OTHOCUTECH JIM Bbl K KATEFOPUM KEHLUH, He

o61ajaloWwmnx penpoayKTMBHOM CNOCOGHOCTbIO (6€CcnoAHbIX), UCXOAA M3

cnepnyolmnx KpuTepmes:

« Bam He meHee 50 neT, U NpoLNIO HE MEHee rofa Co AHA Ballel nociaeHen
MEHCTpyaLmMm1 (ecsim y Bac NpeKkpaTManMCb MeHCTpyaLmm Ha doHe
NPOTUBOPAKOBOM TEpanum UK FPyAHOro BCKapM/IMBaHUA, y Bac
Nno-npeXKHemMy COXpaHAEeTCA LWaHC 3abepeMeHeTh);




» Y Bac CMHAPOM NpeXAeBPEMEHHOI0 UCTOLWEHUA AUYHUKOB,
NoATBEPHKAEHHbIN TMHEKOJ/IOrOM;

» Y Bac yganeHbl annonmesbl Tpybbl M 06a AMYHMKA (Bam Oblsia NpoBejeHa
ABYCTOPOHHAA CaNbNMHrooop3KTOMMA), M60 y BacC yJaneHa maTka (Bam
6blna NpoBeAeHa rMCTEPIKTOMMA);

« Y Bac reHotmn XY, cuHApOoM TepHepa (CeKcoreHHaa KapJ/IMKOBOCTb),
areHesmsa MaTKu.

4.2 YT0 BbI JOJIXKHbI AenaTb, €C/M Bbl - XeHLMHaA, He o6najatowas

penpoAyKTMBHOM CMOCOBHOCTbIO (6ecnsiogHas)

o /1na TOro 4to6bl UCKIOYMTb BCAKYIO BO3MOXXHOCTb BO3AENCTBUS
Momanuaommg 3c.Kela Ha elye He poaumBLierocs pebeHKa, Ball Jevallmi
Bpay 3ano/IHUT perncTpaumoHHyto opmy B Mporpamme U NoATBEpPAMT, UTO
Bbl HECMOCOGHbI 3a6epeMEHETD.

- Bam He cneayeT caaBaTh JOHOPCKYHO KPOBb B NEPMOL Kypca SieyeHuns, B
nepepbiBax MeXAy LMKIaMM Tepanum, a TakKe Ha NPOTSKEHUMU KaK
MMHMMYM 4 HeZe b Noc/e NpeKpaLeHMa Kypca JieYeHus.

4.3 YT0 BbI JOJIKHbI AenaTb, €C/iM Bbl - XeHLWMHa, o6aajatowias
penpoAyKTMBHOM CMOCOBHOCTbIO:

Bbl f0O/1KHbI MCNOJIb30BaTb OAUH BblCOKO3((EKTUBHBIM MeTo
KOHTpauenuun (a MMEHHO, BHYTPUMATOYHYI0 CnMpasib MU
BHYTPMMATO4HbIM NPOTMBO3a4aTOYHbIM MMMJIAHTAT),

A TAKXE pgononHuTenbHbiM 3¢pPEKTUBHDbIM 6apbepHbIM KOHTpaLenTue
(KOHAOM, AnadparMy, LWeeyHbIM KoJINayoK)

nepej HavyasomM U BO BpeMA Kypca JIeYeHus, a TakkKe B nepsble 4 Heae/n
nocne npekpaweHusa Tepanuu (ecam ToNbKO B KayecTBe MeToaa
npeaynpexaeHnsa 6epeMeHHOCTM He M36paHo NoJIHOEe BO3AEpPIKaHME OT
CEKCYaJIbHOM aKTUBHOCTU C MY}KYMHOM).

Balu nevawuit Bpay nocoBeTyeT BaM NoAXoAAME KOHTpALENTMBSI.

Bbl J01KHbI MPOMTM TECTMPOBaHME Ha 6EepeMEHHOCTb B paMKax HabloaeHUs y
BalLEro Jievallero Bpava (370 KacaeTcs U TeX PepTU/bHbIX KEHLMH, KOTopble
noATBEpP:KAaloT abCONOTHOE M NOCTOAHHOE BO3AEpIKaHMeE).

TecTbl 4O/IKHbI BbINONHATLCA Ha CAeAyoLWmMX dTanax:

» [lNepea HayanoM Kypca fiedeHus (nocsae npMmMeHeHMs KOHTpauenumm B
TeyeHue 4 Heaesb)

« Kaxgable 4 Hegenu B nepuog nevyeHus

- Bo Bpemsa nepepbiBOB MeXA4y UMKAaMM Tepanuu

« CnycTAa 4 HeZenn nocsie 3aBepLUEeHMA Kypca Tepanuu.



4.4 bepeMeHHOCTb:

He vcnosb3ylTe AaHHOE IEKAPCTBO, €CJ/IM Bbl 6epeMeHHbI MM NaHupyeTe
6epeMeHHoCTb. NMomanmngomua Ic.Kei MoXKeT NpeacTaBAAaTb yrposy ANd
nnoaa. CoOTBETCTBEHHO, €C/IM Bbl - KEHLIMHA C PENPOAYKTMBHbBIM
noTeHLUMaNIOM, He UCMOJIb3yMTE AaHHbIM Npenapat 6e3 NpUMeHeHMa
3(pHEKTUBHBIX CPEACTB KOHTpaLEeNuun.

Ecsn Bbl 3abepeMeHenn B nepmoa neyeHusa npenapartom Nomanmaomusa
Jc.KeM, Bbl AO/IKHbI MPEKPATUTb JIEYEHUE M HE3AMEAJIUTE/NIBHO YBEAOMUTD
CBOEro Bpava.

CnepyeT xaaTb 601ee 4 HefeNb NOC/IE OKOHYaHMA Kypca Tepanmu AaHHbIM
npenaparoM, Npexze Yem MbiTaTbCA 3abepemeHeTb.

5. MyXYMHbI:

MomanmaomMmna dc.Kel npoHMKaeT B cnepmy. MosTomy:

Ecnv Bawa napTHepLua - }eHLMHa, CnocobHan 3abepeMeHeTb Uan
6epeMeHHas, Bbl JOJIKHbI M0JIb30BaTbCA Npe3epBaTMBOM B NEPUOS,
NledyeHunsa npenapatom Momanugomua 3c.Ken , a Takke nepsblie 4 Hegenu
nocsie NpeKpalleHusa eYeHus, Aaxe B TOM Cjyyae, eC/i1 Bbl MPOLUIX
XUPYPruyecKkyto cTepuimsanmio.

Ecnv Bawa naptHeplia 3abepemMeHena B Nep1os, Koraa Bbl MpMHUMaeTe
Momanuaomma Ic.Kel, m6o B nepBble 4 Heae M Noc/e 3aBeplUeHMA Kypca
NleyeHus, HemealeHHO coobLmuTe 06 3TOM Bpady. Bawa napTHepLia
AOJ/IXKHA TakXe HemeA/IeHHO YBeJOMUTb CBOEro Bpaya.

He caaBaliTe AOHOPCKYIO KPOBb, CEMEHHYH }KMAKOCTb MU CNEPMY B
nepuoj Kypca JiedyeHnsa (BKIYan nepepbiBbl MEXAY LUMKAaMKM Tepanum) m
Ha NPOTAXXEHUU KaK MUHUMYM 4 Hee b Noc/ie NpeKpalleHnsa Kypca
neyeHus npenapaTtomM NMomanmaomua dc.Ken.



6. MpakTnyeckoe ocyuwecTtssieHue NporpamMmsl
npeaynpexaeHns 6epeMeHHOCTM BO BPEMS Kypca
nedyeHma npenapatomM MNomanmaomua Ic.Keun

Ana nonyvyeHua Tepanum AOMXKHbI BbINOJIHATLCA C/ieAyolme yCa0BUA:

[V Nlevawmi Bpay, HasHaA4YMBLLIMIM Tepanuio, 3aperucTpupoBaH B Mporpamme
ynpaBJIEHUA PUCKaMMU;

[vi AnTeka, oTnycKawLuiaa BbiMMCaHHbIE JIEKapCTBa, 3apernMcTpMpoBaHa B
lNporpamme ynpassieHUA pUCKaMU;

[V levawmit Bpay 3apermMctpupoBas Bac B [lporpamme yrnpaBieHUs pUckamm
(NpeaBapnTENbHO PasbACHMB CYyTb NPOrpamMMmbl M MOJIyYMB OT BacC corsacue
Ha BCe ee ycJI0BMA)

- MauneHTtoB Mnaawe 18 neT perucTpupyroT ToJIbKO C cornacusa mx
3aKOHHOI0 OMeKyHa.

« Ecaum Bbl - eHlmHa, o6nagatowas penpoAyKTMBHOM CMNOCOGHOCTbIO, Ball
Jlevalmi Bpad A0JIKEH YAOCTOBEPUTLCS B CIEAYIOLLEM:

[VI3a 4 Hegenu Ao Havasia IevYeHMsa Bbl Ha4aIM M0J1b30BaTbCA OAHUM
BbICOKO3((PEKTUBHBIM NPOTMBO3a4aTOYHbIM cpeacTBoM, A TAKIKE
AOMO/IHUTENBHBIM 3D PEKTUBHBIM 6GapbepPHbIM METOZOM (€C/IM TONIbKO He
NoATBEPXKAAETCA €XXeMECAYHO MOJIHOE MU HEMpepbIBHOE CEKCyaslbHoe
BO3/JepKaHue).

[V UMeeTcs oTpMuaTeibHbIM TECT HA 6epeMEHHOCTE HA MOMEHT BblZauM
peuenTa (C YyBCTBUTE/IbHOCTbIO HE MeHee 25 MME/mn). PesynbTaThl Tecta
AOJIKHBI 6bITb NpeAcTaBieHbl BMECTe C pelenTom. Jlata pesynbTaTtos
TecTa J0/1KHa ObITb HE paHee YeM 3a 3 AHA [0 BblJauu peuenTa. B naeane
TeCT Ha 6epeMeHHOCTb, BbIMMCKA peLenTa U OTNyCK npenaparta 40JIXKHbl
NPOUCXOAMTb B OAMH M TOT e AeHb. OTnyck npenapata Momanngomuz
Jc.Kew SK-Pharma keHuwuHe, o6najatolei penpoayKTMBHOM
CMOCOGHOCTbBIO, JO/IKEH NMPOM3OMTH B TEUYEHUE 7 AHEMN CO AHS BbIMUCKM
peuenTa, nNo nNpeacTaBA€HUM OTPULLATE/IbHOrO pesy/bTaTta TecTa Ha
6epeMeHHOCTb, MPOBEAEHHOI0 NoA MeAMLMHCKMM Hab0AEHMEM.
CkaszaHHOe KacaeTcs U Tex PepTHJIbHbIX KEHLUWH, KOTOpble
noATBEPXKAAlT abCoONOTHOE M MOCTOAHHOE BO34EpPIKaHMe.

o Ecau Bbl - My3K4YMHA, M Balla NapTHeEpLIA - XEeHLWMHa, obnajgatoLlas
penpoyKTMBHOM CMOCOGHOCTbLIO, Balll JievYallui Bpay [JoJIXKeH
YAOCTOBEPUTLCA B CAEAYIOLEM:

[V Bbl ucnonb3yeTe nNpesepBaTUB B NEPUOA JI€YEHUA NpenapaTom
MomManmnaomma dc.Kel , a TakKe nepsble 4 Hege M nocsie NpexkpalleHus
NlevyeHus - faxe B TOM CJlyyae, eC/iv Bbl MPOLLIN XMPYPrUYeCKYIo
cTepuIM3aumio.



Bbl cnonb3lyeTe NpesepBaTUB B NEPUOA JI€YEHUA NpeENapaTomM
MomManmnaomma dc.Kel , a TakKe nepsble 4 HeAe M Nocsie NpeKkpaLLeHus
NeYyeHns - Jaxke B TOM CJlyyae, eCaum Bbl NPOLLIN XMPYPrUYECKYHO
cTepunausaLmio.

»  JXeHwwnHam, o61agaloWMM PENPOAYKTUBHOM CMOCOBHOCTbIO, peLenThl
MOryT BblAaBaTbCA MaKCMMYM M3 pacyeTa Tepanvu Ha 4 Hegenu; BCeM
OCTaJ/IbHbIM KaTeropmam naumMeHToB peuenTbl MOryT BblAaBaTbCA
MaKCMMasbHO Ha CpoK 12 Hepaenb.

Jna nonyvyeHua Kaxkaoro peuenta 6yJeT NPOBOAMTLCA NPOBEPKA Ha
COOTBETCTBUE BCEM BblLLENEPEYMC/IEHHBIM TPEGOBaHUAM. EC/in BbINOMHEHDI
He Bce BbillenepeymcieHHbIe YC/10BUSA, JIEKApPCTBO NPeAoCTaB/IEHO He
6yaer.

7. ACnekKTbl, KOTOpble cneayeT yunTbiBaTh B
CBA3M NpuMeHeHuem Momanmgomma 3c.Ken:
ANA NaumMeHToB, YJ1IeHOB CEMbU U UL,
OCYLIECTBAALWMNX YXOa

» He pasnambiBaiTe, He pacKpblBalTe M HE pa3KeBblBaMTE Kancy/ibl. Ecam
MOPOLLIOK M3 BCKPbITOM Kancy/ibl Momnan Ha KOXY, HEMEAJIEHHO TuiaTe/IbHO
NpoMoMTe BOAOM C MbIJIOM YYaCTOK, NOABEPrLIMICS BO3AENCTBMIO.

o MeanUMHCKUI NepcoHarn, nMUa, OCYLLECTBASAIOWME YXO4 U YJIeHbl CEMbMU
JIO/I3KHbl HOCUTb OZJHOPa30Bble NMepyaTKM NpM paboTe ¢ 6IMCTEPOM MU
Karcysion. Mocsie 3Toro ciefyer OCTOPOXKHO CHATb MepyYaTkM, He AomnycKas
KOHTaKTa C KOXEeM; nepyatku cieayet NOMECTUTb B repMETHUUHBIN
MJaCTUKOBBIM MELLOK U YTUIM3UPOBATb B COOTBETCTBUM C MHCTPYKLMEN.
PyKM HEO6XOAMMO TLLATE/IbHO BbIMbITb BOZOM C MbIJIOM.

o BbepeMeHHbIM eHLMHAM, KaK M KeHLWKWHAM, 40MYCKaWMM
BO3MOXHOCTb 6@peMeHHOCTH, He caegyeT npuKacaTbca K 6auctepy
WK Kancyne.

JaHHbIM NpenapaTt Ha3HayYeH BaM A1 IeYeHUs Balero 3aboseBaHusa. He
nepejaBainTe €ro Apyrum mMuam. ITO MOKET NPUYMHUTL UM Bpes, AarKe ec/u
BaM KaXeTCA, YTo Bbl CTPAZaeTe O4HMM U TEM Ke 3a60/1IEBAHUEM.
Hewncnonb3oBaHHbIE Kancy/ibl BO3BpaLlamTe B anTeky.



8. YBeaomMieHUA 0 6epeMeHHOCTU Ha (poHe
Kypca Tepanuu npenapatom lNomaamgomma
Jc.Ken AomKHbI 6bITb HanpaB/iEHbl B
caenyroume MHCTaHLMK:

* MMHUCTEpPCTBO 34paBoOOXpaHEHMs

B pasgene yBeioMNEHMA O NOBGOYHBIX ABJEHUSAX HA FTAaBHOM CTpaHuMLe
Be6-canTa MMH3apaBa no agpecy www.health.gov.il,

JIn60 no npAmoi ccolnike: https://sideeffects.health.gov.il/;

- B KomnaHuio K.S. KIM International (SK-Pharma) Ltd.:
He6naronpusaTtHbie ABNEHUA:

Mo an. noyte: report@sk-pharma.com

Mo TenedoHy: 03-6114543

Mo dakcy: 077-3181051

®dopMma permcTpaumum nayMeHTa B nporpaMme [o/1xKHa 6biTb OTNpaB/ieHa:
Mo an. noute: pomalidomide®@sk-pharma.com
Mo dakcy: 077-3181051

MpuBeAEHHbIE Bbille KOHTAKTHbIE AaHHbIe MOFYT TaKXe MCMoJ/1b30BaTbCA A
yBEIOM/IEHMA O NOGOYHBIX ABNEHUAX Ha DOHE TepanuM NpenapaTom
Momanuaomma dc.Ken .

Ana nonyyeHna [onoaAHUTENbHOM MH(OPMaLMM BHUMATE/IbHO U
NOJIHOCTbIO NPOYUTANTE MH(POPMALMOHHDBIM JIMCTOK ANA NAUMUEHTA,
npexae YeM MCcnosib3oBaTb JieKapcTBo. Ecam y Bac umetotcs
[lOMOJIHUTEIbHbIE BOMPOCHI, 06paTUTECH K Bpady MaM dhapMaLleBTy.

JlaHHasa 6polutopa U ee coaeprKaHue Gbl/Iv NPOBEPEHBI U YTBEPKAEHDI
MMHMUCTEPCTBOM 34paBOOXPaHEHUA B mae-2025-F


Bashar Mansour
Cross-Out
should be changes according with MoH approval


MHdopmaLms ana Bpaden, MeapaboTHMKOB, MNALMEHTOB U (hapMaLEeBTOB
06 1CNoJIb30BaHUM NEPCOHaJIbHbIX AaHHbIX - lfporpamMma ynpaBsiieHus
pPUCKaMM B CBA3M C NPUMEHeHHneM MMMyHomoaynaTopos! komnanmm K.S.
KIM International (SK-Pharma) Ltd

Komnanua K.S. KIM International (SK-Pharma) Ltd. (aanee: «K.S.Kim» nam
«Mbl») yBakaeT Balle MpaBo HA HEMPUKOCHOBEHHOCTb YaCTHOM KM3HU. Ham
BaXXHO, YTOObI Bbl UME/IM BO3MOXKHOCTb NMPUHMMATb OCO3HaHHbIE peLUeHUS
NPUMEHUTE/IBHO K MPUHAAexKawen BaM MHdopMauuu. B faHHOM JoKyMeHTe
Mbl JeTa/IbHO NepeymcasfemM, Kakyo MMEHHO MHMOPMaLIMIO O BaC Mbl
cobupaeMm, Kak Mbl ee 3alUmLLaeM U KaK UCMONb3yeM.

NHdopmMaLmsa, KOTOpYI Mbl cobupaem

«[lepcoHanbHaa MHdopMauma» - 3To MHDOPMaLMA, KOTOpasa OTHOCUTCA K
KOHKPETHOMY (PM13MYECKOMY MU IOPUANYHECKOMY NIMLY U NO3BOJIAET €ro
MAEeHTUPMLUMPOBATb, TaKasA KaK MMA, pamMuaua, agpec, a Takxe
MeauuMHCKaa uHdopmauusa. NepcoHanbHaa MHMPOPMALIMA, KOTOPYIO Mbl
cobupaeM, NocTynaeTt yepes 3anosiHeHUe GyMarKHOM MU 3/IEKTPOHHOM
(oHNaMH) perncTpaumoHHoM dopMbl AnA Mporpammel yNpaBaeHMs pUCKaMM.
BbnaHK 3anosiHAETCA NaUUEHTOM, Nevallmm

Bpayom unu dapmaueBToM. MHbOpmMaLmMa BKIOYAET, Cpean NpoYero, UM,
bamunmio, Homep y0CTOBEPEHUA IMHHOCTU (MU MHOM MAEHTUPUKALNOHHDIM
HOMep), AaTy POXKAEHMA, YNEHCTBO B 60/IbHUYHOM Kacce, COCTOsHME
3/10pOBbA U AMArHO3, CTaTyC 6epPeMEHHOCTH U/ UK PEPTUABHOCTH, TUN
NleYeHUa MU NPUHMMAEMbIX JIEKAPCTB, A3bIKOBblE NPeAnoYTEHUA, AaHHbIE O
poamTensax u/ MM onekyHax u/mau AaHHble 06 y4acTUK B yHEOHbIX
meponpuaTuax. NepcoHanbHaa MHDOPMaLMA, KOTOPYIO Mbl COBUPaEM Y
Bpayen, MeanepcoHana u/uam dapmaueBToB Yepes 3anoJIHEHHbIE UMK
dopMbl pernctpaumm B [lporpamme, BKAOYaeT UMA, damMuamio,
NPUHAA/EKHOCTb K YUPEXKAEHMIO, POJ, 3aHATUM, HOMEP JIMLLEH3UMU, HOMEP
TenedoHa 1 agpec 31eKTPOHHOM NoYTbl. Mbl COBMpaeM TaKKe
JO0MNOJIHUTE/IbHYI0 MEePCOHasIbHYI0 MH(OPMaLMIO, KoTopas byaeT
npefocTaB/ieHa NauMeHTamMm, BpadyaMm, mMeanepcoHasiom 1 papmaleBTamu B
JanbHeNwWweM - B pamkax naHa ynpaBneHus puckamu. Mbl cobrpaem m
Nto6yI0 AONOSIHUTENBHYI0 NEPCOHAJIbHYI0 MHPOPMaLMIO, MPeoCTaBAAEMYHO
BaMM B HacTosLLee BpeMA MM B JasibHelweM. Bonpoc o Tom, npefoctaBnsaTb
I HaM Ty MUJIM UHYI0 KOHKPETHYI0 MH(OPMaLMIO, peLllaeTca BaMM Ha
Z[06POBOJIbHOM OCHOBE. B TO ke BpeMs, Mbl J0JIXKHbI COBMPATb U XPaHUTb Y
ce6s1 HEKOTOPYH YacTb U3 3TOM MHMbOPMaLMK B LeNAX COBMI0AeHNS
3aKoHoZAaTe/IbHbIX MU HOPMATUBHbIX TPEBGOBaHWM.

1 MMMyHOMOAY IMpPYIOLLME NIeKapCTBEHHble CpeACcTBa Ha ocHoBe MMKUAOB (IMiDs)
komnaHuu K.S. KIM International (SK-Pharma) Ltd.:(Lenalidomide-SK
/ Pomalidomide-SK)



Kaknm o6pa3omM Mbl Mcnosib3yeM MHDOpMaLMIo

Mbl He 6yzieM aenuTbcA Baller MHDOopMaUMen C KaKMMK 6bl TO HU Gblio
TPETbMMM NIMLLAMM 6E3 BaLLEro HEABYCMbICJIEHHOTO U AACHO Bblpa*KeHHOr o
cornacus - 3a UCKJIlOYEHUEM ClydaeB, Koraa mbl 06A3aHbl 3To caesiatb No
3aKOHY, B COOTBETCTBUM C HOPMATMBHbIMW aKkTaMM UJIM Ha OCHOBaHUM
CyAebHoro opaepa, paBHO Kak M C LieJiblo COTPYAHMYECTBa C
NpaBoOOXPaHMUTEJIbHbIMM OpraHamM.

naBHble Luenn cbopa M XpaHeHUA MHDOPMaLMKM O BaC CBA3aHbl C BalMM
y4yacTMeM B MporpaMmax ynpaBJ/ieHUA PUCKaMK - B COOTBETCTBUM C
3aKOHOAATE/IbHbIMMU M HOPMATMBHbIMW TPE6OBaHMAMM, ANS
YHKUMOHMPOBAHMA JAHHOM NPOrpamMMbl U A5 KOHTPOJIMPYEMOro OTMnycKa
JIeKapCTBa B paMKax YNOMsAHYTOM nporpaMmbl. Mbl 6yaemM fenTbCs JaHHOM
UHOpPMaLMEN C KOMMNETEHTHbIMM OpraHaMM C Liesiblo o6ecneyeHmns
COOTBETCTBUA AaHHbIM TPEOOBAHMAM.

Mbl Nonb3yemcs ycslyraMu CTOPOHHMX KOMMNaHWM Ha yCoBUAX cybnogapasa
ANA BbINOJIHEHMA paboTbl, CBA3aHHOM C NEPCOHasIbHOM MHpopMaLmen, B
YaCTHOCTH, ANA ydacTma B [Iporpamme ynpaBaeHMA PUCKOM MU 1A XpaHEHMS
nepcoHasibHOM MHMOPMaLMM Ha UX CepBEPAx, KOTOPbIMM OHWM YNPaBAAOT MO
HaweMy nopy4eHuio. Bce cybnogpagyumku, paboTarowme no Hawemy
NOPYyYEHMIO, JO/IKHbI ByAyT B3ATb Ha Ce6A 06A3aTe/IbCTBa KacaTesibHO
MCNo/sib30BaHMA MHDOPMaLMM, a TakkKe ob6sa3aTeNibCcTBa, Tpebyemble No
3aKOHY. Mbl MOXXeM nepejaTtb HalM 6a3bl AaHHbIX, CoAeprKallme BaLly
MHdOpMaUmIo, B Cyyae NpofakmM Hallero 6usHeca, NoJIHOCTbIO UK
YacTMYHO. ITO MOXKET NPOMU3OMTM KaK B NpoLiecce NeperoBopoB Mno noeogy
KyNaun-npojaxu, Tak 1 B npouecce JMKBUAALMM KOMMNaHuU. B To ke Bpems, B
TAKOM C/lyyae nosayyaresiv MHbopmaumm JOMKHbI ByayT B3ATb Ha cebA
06a3aTeNbCTBa MO 3almTe KOHMMAEHUMANbHOCTU U AEMCTBOBaTb B
COOTBETCTBUM C peNEBAHTHBIMM MPeANMCaHMAMMK, M3N0KEHHBIMU B AHHOM

JOKYMEHTE.




MpaBo Ha 03HaKOMJIeHMe U BHeCeHWe NornpaBoK

Bbl MMeeTe npaBo TpeboBaTb 03HAKOMJIEHUS C Ballel MHdOopMaLMeN,
npuvBeAeHMA ee B COOTBETCTBUE C aKTyasIbHbIMMU JAaHHBIMWU M UCNPaB/iIEHUA B
onpejeneHHblx cnyyasax. Ecam Bbl kenaete 310 caenartb, CBAXMTECH C HAMMK
no agpecy [pomalidomide@sk-pharma.com]. Ecin y Bac BO3HMKM BOMpPOCHI
KacaTe/IbHO MOJIMTMKM 3aLMTbl HEMPUKOCHOBEHHOCTU YaCTHOM KM3HU, eCn
Bbl HE COr1aCHbl Ha YC/10BMA, NPUBEAEHHbIE B JAHHOM JOKYMEHTe, 160
)KenaeTe CBA3aTbCA C HaMK Mo /I60MY pyromy Bomnpocy, obpaliamTech no
agpecy [pomalidomide@sk-pharma.com].

Al cornaceH/cornacHa Ha nepeayvy M 06paboTKy Moel JIMYHOM MHbOPMaLMK,
KaK YKa3aHo Bbllle B HACTOALLEM JJOKYMEHTE, a TaKKe B COOTBETCTBYHLLMX
permcTpaumoHHbIX opmax. A NOHMMal0, YTO IOpUAMYECKM He 0653aH/a
npeaocTaBAATb 3TY MH(OPMaLMIO; B TO Ke Bpems, 6e3 3Toro A He cMmory
nonyyatb npenapartbl IMiDs komnaHnmn K.S. KIM International (SK-Pharma) Ltd.

www.SK-Pharma.com
Ans nonyvyeHus A0NOJHUTENbHOM MHDOPMALIMKM BHUMATE/IbHO M MOJIHOCTbIO
npoYnTanTe MHMOOPMALIMOHHBIM IMCTOK A/1A NaUMeEHTa, Npexae Yem
ucnosb3oBaTb npenapar.

dopma permcrpaumm naumMeHTa B NporpaMme JoJsikHa 6biTb OTrnpaB/eHa:
Mo 3n. noyte: pomalidomide®@sk-pharma.com lNo dakcy: 077-3181051
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