IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

ATopunc®

(Atoris®)

Cknap:

Aitoya peyosmHa: 1 Tabnetka, BKpUTa niBKoBOK 060/10HKOK MiCTUTb 10 mr, 20 mr, 40 Mr atopBacTaTuHy Y BUTNIALI aTOpPBaCTaTUHY KasbLito;

[OMOMI>KHI PeYOBUHM:

10 mr, 20 Mr: NOBIJOH, HATPItO naypuncynbdar, KanbLito KapboHarT, Liento103a MiKpOKpUCTaliyHa, 1aKT03M MOHOTIAPaT, HAaTPIt0 KPOCKapMenosa, MarHito cteapar;
060/10HKa: Ta/IbK, CNUPT NoniBiHiNoBMIA, Makporon 3000, TutaHy giokeng (E 171);

40 Mr: NoBIfOH, HATPItO NaypuncynbgaTt, KaibLito kapboHart, Lentoo3a MiKpoKpUCTalivHa, 1akTo3M MOHOTIAPaT, HaTPiko KPOoCcKapmenosa, KPocnoBifoH, MarHito
cTeapar;

060/10HKa: rinpomenosa, Makporon 400, TutaHy aiokeng (E 171).

JlikapcbKa thopma. TabneTku, BKPUTI NTIBKOBOK 060/I0HKOHO.
OCHOBHI (pi3nKO-XiMiYHi BnacTWUBOCTI: 6ini, KPYrni, TPOXU BUMYKNi, BKPUTI NNIBKOBOK 060/IOHKOK) TabNeTKu.

dapmakoTepaneBTUYHa rpyna. IinoninigemiyHi 3acobu. IHri6iTopn FMI-KoA-peaykrasun. ATopsactaTtuH. Kog ATX C10A A05.

dapmMakosoriyHi BNacTmBoCTI.

PapmakognHamika.

MpenapaT MICTUTb aKTUBHY PEYOBUHY aTOpBacTaTUH. ATOPBACTATUH € CEIEKTUBHUM KOHKYPEeHTHUM iHri6iTopoM MMK-KoA-pefykTasn — )epMeHTy, L0 BU3HAYAE
LUBUAKICTb MepeTBOPeHHS 3-Ti4pOKCU-3-MeTUN-TIIOTapUsI-KOEH3UMY A Yy MeBaJIOHaT, L0 € MOmnepefHNUKOM CTeponiB, 30KpeMa XOnecTepuHy. Tpuraiuepuan Ta
X0MeCTepMH Yy nediHui BOYAOBYHOTHCA Y MOJMIEKYNIN MINOMPOTETHIB AyXe HW3bKOI WinbHocTi (JIMAHLL), HagxoasaTb A0 MnasMu KPoBi | TPaHCMNOPTYHOTLCS A0
nepuepuyHMX TKaHWH. JinonpoTeiH Hu3bKol winbHocTi (JIMTHLL) yTtBoptoetbca 3 JIMAHLLL i kaTabonisyeTbCs, rONOBHUM YMHOM, LLUIAXOM B33EMOZLIT 3
BUCoKoaiHHMMM peuenTopamu JIMTHLLL (JINMHLL,-peuenTopw).

ATOpBACTaTUH 3HMXKYE KOHLEHTpaLii X0necTepuHy y nnasmi KpoBi Ta NiNONPOTEIHY Yy CUPOBaTLi KPOBI LWNAXOM iHribyBaHHA TMK-KoA-pefykrasn, a 3rogqomM —
6IOCUHTE3Y XO/IECTEPUHY Y MeYiHLi, a TAKOX 30i/1bLUYE KifbKiCTb NeviHkoBuX peuenTopis JITTHLLL Ha noBepxHi KNiTWH, WO NPU3BOAUTL A0 NOCU/IEHHS 3aXOMIeHHS i
kaTaboniamy JIMTHLLL.

ATopBacTaTuH 3HMXYe yTBOpeHHs JIMHLLL Ta uncno yactuHok JIMHLLL. ATopBacTaTuH CNPUYNHIOE BUPAXKEHE | CTilKe NigBuLLeHHA akTuBHOCTI JITTHLL -peuenTopis
Yy MOEAHAHHI 3i CIPUATIMBUMW 3MiHAMW AKOCTI YacTMHOK JIMHLLL, wo uMpKyntorTb. ATopBacTaTvH e(ieKTUBHO 3HMXKYE piBeHb XonecTepuHy (XC) JIMHLL, y
nawieHTiB 3 FOMO3UIOTHOR CIMEHOO FinepXxonecTeprMHEMIELD, a Lie rpyna, sika He 3aBXAu pearyBasa Ha Tepanito rinoninigeMivyHnuMm 3acobamu.

Kpim BNAunBy Ha ninign nnasmu, atopsactaTvH Mae iHLWi epeKTy, AKi NOCUNIOKTL OT0 aHTUATEPOCKNEPOTUYHY fit0. BiH NpUrHivye CUHTE3 i30MPeHOILIB — PEHOBUH,
AKi Ait0Tb K (PaKTopy POCTY Ha nponidepauito KNiTUH rNagkux M’a3iB CyAuH, 3MEHLLYE B’S3KICTb N1a3MU 1 akTUBHICTb AeAKUX (PaKTopiB Koarynauil Ta arperauyii.
3aBAaKM Takil Ail BiH NOKpallye reMogmHamiky i cnpusie Hopmanisauii npouecis koarynsauii Kposi. Kpim Toro, iHri6itopu MMI-KoA-pegyKkrasun BnavMBatoTb Ha



meTaboni3m Makpodaris i, TaKMM YNHOM, MPUTHIYYIOTb TX aKTMBALLit0, L0 3MEHLLYE PU3MK PO3PUBY aTEPOCKIEPOTUYHMX BALLIOK.

byno poBefeHO, WO aTtopBacTaTMH 3HWXKYE KOHLEHTpauil 3araibHOro xonectepuHy (30-46 %), XC JIMHLL (41-61 %), anoninonpoteiHy B (34-50 %) Ta
Tpurniuepuais (14-33 %), cnpuumHiooum BapiabenbHe nigsuweHHs piBHa XC JIMNBLL Ta anoninonpoTeiHy A B Xofi AOCNI[KEHHS, B SKOMY BMBYaniacs
[0303a/1eXHICTb M0oro edekTy. Lli pe3ynbTaTi y3romKytoTbCs 3 AaHUMK LWOA0 XBOPUX 3 FETEPO3MTOTHOO CIMENHOK FiNepXonecTepMHEMIERD, HeCIMEMHMI hopMami
rinepxonecTepmHemii Ta 3miLLIAHO rinepninigeMieto, BKIKOYaKUM XBOPUX 3 IHCYNIHOHE3A/IEXXHMUM LyKPOBUM [iaGeTOoM.

Byno foBefeHo, L0 3HVXEHHS PiBHIB 3aranbHOro xonectepuHy, XC JINHLL, Ta anoninonpoTeiHy B 3MeHLIYe pUsNK CepLEeBO-CYANHHUX YCKNAAHEHb Ta CMEPTHICTb
Bif] CepLieBO-CYANHHUX 3aXBOPHOBaAHb.

dPapmakoKiHe TuKa.

AbcopbLLs

ATOpBaCTaTUH LUBUAKO abcopOyeTbCA NICsS NepopasibHOTO NPUIOMY | AOCATaE MaKCUMa/IbHOT KOHUEHTpauii y nnasMi yepe3 1-2 roguHu. PiBeHb MOrMHaHHA Ta
KOHLeHTpaLia atopBacTaTvHy B Mna3Mi KpOBi 3aneXWTb Bif 403M atopsacTaTuHy. BiogoCcTynHICTb atopBacTaTvHy Y (hopMi TabneTok B MOPIBHAHHI 3 PO3YMHOM
ctaHoBUTb 95 Ta 99 % BignoBigHO. A6CONOTHA GIOAOCTYMNHICTL aTopBacTaTMHY CTaHOBUTL NPUBAN3HO 12-14 %, a CMCTEMHA AOCTYMHICTb IHriOYHYOT aKTUBHOCTI
BigHOCHO TMI-KoA-peaykTasn — npnbnmnsHo 30 %. Husbka cuctemHa 6i040CTYMHICTb 3YMOB/IEHA MPECUCTEMHUM KIPEHCOM Y CNM30BiiA 060/10HLi LLITYHKOBOIO
TpakTy Ta 6ioTpaHc(opmMaLieto nif vyac NepBUHHOIO MPOXOKEHHS Yepes MeYiHKY.

Posnogin

CepefHiin 06’em po3nofiny atopBacTaTUHY JOPIBHIOE Npnbn3Ho 381 1. 3B8’A3yBaHHS 3 GifIKamy NaasMu KPOBI CTaHOBUTL > 98 %. KOHLEeHTpaLiiiHe CniBBIAHOLLIEHHS
KpoB/nnia3ma, Wo cTaHoBUTb NprnbnnsHo 0,25, BKasye Ha NoraHe NMPOHUKHEHHS npenapary B epuTpOLUTHI.

MeTtaboi3m

ATOpBaCcTaTUH 3HAYHOK MIpOK0 MeTaboMi3yeTbCA, YTBOPHOKOUM MPU LIbOMY OPTO- | NaparigpoKcuiboBaHi NOXifgHI Ta Pi3Hi NPOAYKTU b-OKUCHEHHS. In vitro opTo- i
naparigpoKcunboBaHi MeTaboniT! NPOSBASAIOTL IHFiOYHUY akTUBHICTL Woao M'MIT-KoA-peayKTtasu, ekBiBasieHTHY Al aTtopBacTaTuHy. IHribytoumii ehekT npenaparty
BifgHOCHO TMI-K0A-peayKTasun npnbamsHo Ha 70 % BU3HAYa€ETLCA aKTUBHICTHO LIMPKY/OKOUYMX MeTaboNiTiB.

BugineHHs

ATOpBacTaTUH Ta Oro MeTaboniTM rofoBHUM YMHOM BUBOAATLCA 3 XXOBYHKO MiCNA MeYiHKOBOI Ta/abo nosaneyviHKoBOT GioTpaHcgopmalii, O4HaK He 3a3HatoTb
LLTYHKOBO-NeYiHKOBOT peuupkynauii. CepefHiii nepiof HaniBBMBEEHHS aTOPBACTATMHY Y /IIOfeN CTaHOBUTL NPUGAU3HO 14 roguH. IHribytoya akTUBHICTb BiJHOCHO
FMI -KoA-peaykTa3n 36epiracTbcs npotarom 20-30 roAvH yepe3 MPUCYTHICTb aKTMBHWX MeTaboniTie. [licns nepopanbHOro npuiioMy npenapaTty 3 Ceveto
BUAINAETLCSH MEHLLIE HIXK 2 % [03u.

MNonynsawii XBopux

MauieH TV NiTHLOrO BiKy

KOHUeHTpauis aTopBacTaTUHy B nsa3mi KpoBi Y 340pOBUX NiTHIX 406POBO/bLIB (BIKOM > 65 POKiB) BULLA, HIXX Y MONOALINX, TOAI AK rinoninigemivHi eektn 6ynm
MOPIBHAHHMUMMW 3 TAKMMM, L0 CNOCTEPIranca y MoIoANX NayieHTiB.

LiTn

YABHUWI KNipeHC Npy NepopasibHOMY NPUInOMI aTopBacTaTUHY B AiTeil BUSBMBCA NOAIGHMM A0 KipeHCy B AOPOCNOT NHOAMHN NpY MacluTabyBaHHI aflOMETPUYHO 3a
Macoto Tifa, OCKiNbKN Maca Tina 6yna eanHOK 3HaYHOK KOBapiaTo B MONYNALiHINA GapMaKOKIHETUYHIN MoAeni aTopBacTaTuHY i3 faHUMWU, SKi BKIOYanu giTel 3
reTepo3nroTHO CiMEHOL rinepxonectepuHemieto (y Biui Big 6 o 17 pokis.

Ctatb

KoHLeHTpaLlis aTopeacTaTvHy B Nnasmi KpoBi Y XIiHOK BifPIi3HAETLCA Bif TaKoi y Y0MO0BIKiB (MakCManbHa KOHLEeHTpaLif y nnasmi KpoBi (Crgyx) BULLA NPUOIN3HO Ha

20 %, a nnowa nig kpmeoto (AUC) Hmxuya Ha 10 %). MNpoTe Ui po36iXXHOCTI He MatOTb K/IHIYHOrO 3HaYeHHS, a rinoninigeMivyHui eekT npenaparty y YooBIKiB Ta
YKIHOK Maixe 0HaKOBMA.




HupkoBa HeOCTATHICTb

3axBOPHOBaHHSA HMPOK He BM/IMBAE Ha KOHLEHTPaLit0 B N1a3Mi KPOBI UM rinoninigeMiyHi eoeKTn atopBacTaTMHy Ta MOro akTUBHUX MeTaboniTiB.

emopiani3. He3gaxkatoum Ha Te, WO 3@ Y4acTHO MAUiEHTIB 3 TEPMIHa/IbHOK CTAfi€l0 3aXBOPHOBAHHA HWPOK AOCNILKEHHS He MPOBOAWUIUCH, BBAXKAETLCH, LU0
remogiasnia He NiABULLYE 3HAYYLLMM YAHOM K/TipeHC npenapaTty, OCKi/IbK/M aTopBacTaTUH iIHTEHCUBHO 3B’A3YETLCA 3 BisIkamu Niasmu KpoBi.

MeyiHKOBa HeJOCTATHICTb

KoHLeHTpaLlig aTopeacTaTuHy Y nnasMi KpoBi MOMITHO NigBULLEHA Y NALIEHTIB 13 XPOHIYHOKO a/IKOr0/IbHOH XBOPOOOIO MeYiHKN. 3HaUYeHHSA NOKa3HUKIB Crgx T8 AUC

y 4 pasu BULLI Y NaLieHTIB i3 3aXBOPHOBaHHAM NeYviHKK Knacy A 3a Lwkanoto Yannga—I1’to.
Y nauieHTiB i3 3aXBOPIOBaHHAM NeviHKM Knacy B 3a wkanoto Yainnga—1’to 3HaueHH: NoKasHUKIB Crg Ta AUC NigBuLLyoTECA NpubansHo 16-kpatHo Ta 11-kpaTHo

BIAMOBIAHO (AMB. Po34iN «1POTUNOKA3aHHA).

KniHIYHI XapaKTePUCTUKWN.
lNoka3aHHA.
3anobiraHHs cepueBo-CyaMHHIM 3aXBOPHOBAHHAM
Jopocnum nauieHTam 6e3 KNiHIiYHO BUpPaXKeHoI iLueMivHoT xBopobu cepus (1XC), ane 3 aekinbkoma haktopamu pusnky IXC, TakuMu K NiTHIR BiK, THOTHOHONANIHHS,
apTepiasibHa rinepTeHsis, H13bKKIA piBeHb JITIBLL, abo HasBHICTb paHHbOT IXC y ciMeiiHOMY aHaMHe3i, npenapat nokasaHui 4ns:
- 3MEHLUEHHS PU3NKY BUHUKHEHHS IH(apKTy MioKapaa;
- 3MEeHLUEHHS PU3NKY BUHUKHEHHS IHCY/bTY;
- 3MEHLUEHHS PU3NKY BUHUKHEHHS CTEHOKapAiT Ta HEOOXIAHOCTI MPOBELEHHS NPOLEeLYp peBacKyiapu3alii miokapaa.
MayieHTaM 3 LLyKPOBUM [iabeToM 2-ro Tuny Ta 6e3 KNiHiYHO BUPaXKeHOT iLeMiYHOT XBOPo6M cepus, ane 3 AeKifbKoma hakTopamu pusnKy po3suTKy IXC, Takumm sk
peTMHONaTiA, anbbyMiHypis, TFOTIOHONANIHHA abo apTepiasibHa rinepTeHsis, npenapar NokasaHWm 4ns:
- 3MEHLUEHHS PU3NKY BUHUKHEHHS IH(apKTy MioKapaa;
- 3MeHLUEHHS PU3NKY BUHUKHEHHS IHCYNbTY.
MauieHTam 3 KNiHIYHO BUPaXEHOHD iLLEeMiIYHOI XBOPOO6OIO cepLs npenapaT nokasaHuii ans:
- 3MEHLUEHHS PU3NKY BUHUKHEHHS HeNeTalbHOro iH(hapKTy MioKapaa;
- 3MEeHLUEeHHS PU3NKY BUHUKHEHHS NIETa/IbHOrO Ta HE/IETa/IbHOTO IHCYNbTY;
- 3MeHLUeHHS pU3nKy HeobXigHOCTI NMPOBEAEHHSA NPOLIEAYP pPeBacKynapu3aLii Miokapaa;
- 3MeHLUEHHS pU3MKY HeoOXiAHOCTI rocniTanisawii y 38’53Ky i3 3aCTiiHOK CEPLIEBOHD HEOCTATHICTIO;
- 3MEHLUEHHS PU3NKY BUHUKHEHHS CTEHOKapAiT.
linepninigemis
- MepBMHHA rinepxonecTepuHeMist (reTepo3nroTHa cimeliHa i HeciMeiiHa) Ta 3MiwaHa aucninigemia (Tun lla Ta Ilb 3a knacudikauieto PpeapikcoHa). Ak
[OMOBHEHHA [0 [AIETW, W06 3MEHWMWTU MigBULLEHI PiBHI 3aranbHOro xonectepuHy (3XC), XonectepuHy NinonpoTeifis HU3bKoI winbHocTi (XC JITTHLL),
anoninonpoTeiHy B Ta Tpurniuepuais, a TakoxX ANs MigBULLEHHSA PIBHS XOECTEPUHY NINONPOTEIiB BUCOKOT LWinbHOCTI (XC JTTBLL).
- TinepTpurnigepugemis (Tun 1V 3a knacugikauieto dpegpikcoHa). AK LOMOBHEHHSA A0 AIETU ANA NiKYBaHHA NaLiEHTIB 3 MNiABULLEHUMW PIBHAMW TPUTILEPUAIB Y
cuposary,i.
- MepBuHHa aucbeTaninonpoTeiHemia (Tun Il 3a knacudikauieto ®peapikcoHa). [Ans NikyBaHHS NauieHTIB Y pasi, KON AOTPUMaHHSA AIETU € HeA0CTaTHbO
e(heKTUBHUM.
- "OMO3MroTHa CiMeilHa rinepxonecTepuHemis. [na 3MeHLeHHs 3aranbHOro xonectepmHy Ta XC JIMHLL, K A0NOBHEHHS A0 iHLWMX rinoninigeMidyHux MeToAis
nikyBaHH$ (Hanpuknag adepesy JINHLL,) abo AKL0 TaKi METOAW NMiKYyBaHHS HEOCTYMHI.



- eTepo3nroTHa CimMeitHa rinepxonecTepuHEMIS Y NaLieHTiB AUWTAY0ro Biky (Bikom 10-17 pokiB). AK AOMNOBHEHHS A0 AIETU ANS 3MEHLUeHHs piBHIB 3XC, XC
JINHLY, i anoninonpoTeiHy B y xnonuukiB-nigniTKiB Ta AiByaT nicns noyatky MeHcTpyauiid Bikom Big 10 o 17 pokis, AKLWO nicns BiAMOBIAHOT AieToTepanii
pe3ynbTaTy aHani3iB Taki:

a) xonectepuH JINMHL, 3annwaetsea = 190 mr/gn (3 4,91 mmons/n) abo
6) xonectepuH JIMHLL, = 160 mr/an (3 4,14 mmons/n) Ta:
y CiMeNHOMY aHaMHe3i HasiBHI paHHi cepLeBO-CyNHHI 3aXBOPHOBaHHSA abo
ABa abo 6GifbLue IHWMX (HaKTOPW PU3NKY PO3BUTKY CEPLEBO-CYAMHHUX 3aXBOPIOBaHb MPUCYTHI Y MaLjieHTa AUTAYOro BiKY.

IMpoTnnNoKasaHHA.
inepyyTnuBICTb A0 OyAb-AKOroiHrpefieHTa npenapary.
3axBOpOBaHHAX MeYviHKKM B rocTpili (hasi abo CTirike NifBULLEHHA (HEBIOMOIO reHe3y) piBHIB TpaHcaMiHa3 y cvpoBaTLi KpoBi B 3 pasu abo GinbLue.
MpenapaT NpPOTUMNOKa3aHWIi BariTHAM, XiHKam SiKi FOAYHTb MPYAAI, Ta XIiHKaM pernpogyKTUBHOIO BiKY, AKi He 3aCTOCOBYHOTb HaNeXHi MeTOAM KOHTpaLenwii
(amB. po3gin «3acTocyBaHHs y nepiog BariTHOCTI abo rofyBaHHSA rpyaaLo»).

B3aemogisi 3 iHLLIMMW NiKapcbKUMM 3ac06aMu Ta iHLi BUAW B3AEMOSIA.

BnavBe Ha aTOPBACTATMH NiKAPCbKMX 3aC00iB, IKi NPUIAMat0Tb 0AHOYACHO

ATOpBacTaTUH MeTaboNi3yeTbCA 3a LOMOMOroto umutoxpomy P450 3A4 (CY P3A4) Ta € cyb6CcTpaToM 415 TPAaHCNOPTHUX BiNKiB, HaNpUKAaz nevyiHKoBOro NepeHoCHMKa
OATPLB1. OgHo4acHWIA NpritoM nikapcbKmnx 3acobiB, siki € iHriGitopamm CYP3A4 a60 TpaHCMOPTHUMM GifikaMK, MOXE NPU3BECTM A0 NiABULLEHHA KOHLEHTpauii
aTopBacTaTuUHy B Masmi KpoBi Ta A0 306i/bLUEHHA PU3MKY Mionartii. Lled pusnK TakoX MOXKe 3poCTU NpW OLHOYACHOMY MPUIOMI aTOpBacTaTUHY 3 IHLIUMU
NiKapCbKMMK 3aco6amMm, AKIi MOXYTb CMIPUYMHUTK MIOMaTIo, TaKUMW K LMKIOCMOPUH, (ibpaTy, HIKOTMHOBA KMCoTa abo iHribitopu uutoxpomy P450 3A4
(Hanpvknag epMTPOMILMH, a30/1bHI NPOTUIPMOKOBI Npenapath) (AuB. po3ain «Oco6MBOCTI 3aCTOCYBaHHS»).

IHri6iTopn CYP3A4

Bigomo, wo noTyxHi iHriditopu CYP3A4 npu3BoAATb A0 3HAYHOrO NIABULLEHHA KOHLEHTpauii atopsacTaTuHy (ame. Tabnuuio 1 Ta fAeTasibHy iH(opMalito,
HaBefieHy Hk4e). Cnif 3a MOXX/IMBOCTI YHMKATK OIHOYACHOI 0 3aCTOCYBaHHS 3 NOTYXXHUMM iHriGiTopamn CY P3A4 (Hanpuknag 3 LMKNOCNOPUHOM, TENITPOMILMHOM,
KNapuTpoOMILMHOM, LenaBipaAvHOM, CTUPUMNEHTO/IOM, KETOKOHA30/10M, BOPUKOHA30/10M, ITPaKOHA30/10M, MOCaKOHA30/10M Ta iHribiTopamu npoteas BIJ1, y Tomy ymchi
PUTOHaBIPOM, JIOMiHABIPOM, aTa3aHaBipOM, IHAMHABIPOM, [JapyHaBipOM TOLL0). AKLWO HEMOX/IMBO YHWKHYTU O4HOYACHOrO 3aCTOCyBaHHA LMX npenapaTiB 3
aTopBacTaTUHOM, CNif PO3rNAHYTU MOX/MBICTb 3aCTOCYBaHHA MeHLIMX (NMOYaTKOBOT Ta MaKCUMaslbHOI) 403 aTopBacTaTUHy. TakoX PeKOMeHAYETbCA MPOBOAUTM
HaIeXXHUI KNIHIYHWIA MOHITOPUHT CTaHy NauieHTa (aue. Tabnuuto 1).

MomipHi iHri6iTopn CYP3A4 (Hanpuknag epuTPOMILMH, AWNTiaseM, BepanamMin Ta (1t0KOHA30/1) MOXYTb MifBULLYBaTN KOHLEHTpaLit0 aTtopBacTaTvHy B MniasMi
KpoBi (AnB. Tabnmuto 1). OgHoYacHe 3aCTOCYBaHHSA ePUTPOMILMHY Ta CTaTUHIB CYNPOBOMKYETLCA MiABULLEHHSM PU3MKY PO3BUTKY MionaTil. JlocnigpKeHHs B3aeMoaii
NIKapCbKMX npenapaTis Ana OLiHKM BMAMBY amiofapoHy UM Beparnamifly Ha atopBacTaTMH He NpoBoAuaMCh. Bigomo, o amiofapoH Ta Bepanamui NpuUrHivyoTh
akTMBHICTb CYP3A4, a 0TXe, 0fHOYaCHe NPU3HAYeHHS LUX MpenapaTiB 3 aTopBacTaTMHOM MOXe MpW3BECTU A0 36i/bLUEHHSA eKCro3uLii aTopeacTaTuHy. Takum
YMHOM, MPU OJHOYACHOMY 3aCTOCYBaHHI aTOpBacTaTUHY Ta LMX NOMIpHKX iHri6iTopiB CY P3A4 cnif po3rnsHyTU AOUINBHICTL NPU3HAYEHHS MEHLINX MaKCUMalbHUX
[03 aTopBacTaTuHy. TakoX PeKOMeHL0BaHO MPOBOANTY KNiHIYHWIA MOHITOPUHI CTaHy MauieHTa nicns noyvatky NikKyBaHHS iHri6iTopom abo nicns Kopekwuii noro fo3u.
CTumynaTopu CYP3A4

OfHouyacHUA NpuUIAOM aTopBacTaTvHy 3i CTUMynsTopamu umToxpomy P450 3A (Hanpuknag 3 edasipeHLOM, pudamniHoM, 3BipOOOEM) MOXE MPU3BECTU [0
HECTIAKOro 3HMXXEHHS KOHLIEHTpaLli/i aTopBacTaT/HY B Naa3Mi KpoBi. 3aBAsKM MeXaHi3My MOABIAHOT B3aEMOAIT pudamniHy (CTUMYytoBaHHA LuToxpomy P450 3A Ta




iHribyBaHHs ne4viHkoBoro nepeHocHnka OATPLB1) ofHOYacHWMIA NPUIAOM aTopBacTaTMHY Ta pugammiHy peKOMeHAOBaHWIA, OCKi/IbK/ NPUINOM aTopBacTaTUHY Yepes
BE/IMKMIA MPOMIKOK Yacy nicns pudamniHy noB’A3yeTbCA 3i 3HAYHMM 3HWKEHHAM KOHLEHTpaUii atopBacTaTMHy B Mnasmi KpoBi. OfHakK BNAvB pudamniHy Ha
KOHLeHTpaLiT aTopBacTaTUHy y KNiTUHaX MeYviHKX HEeBIZOMMIA, | 32 HEMOXIMBOCTI YHUKHYTU OLHOYACHOr0 NPUIAOMY CAif, YBaXHO CnocTepirati 3a e)eKTUBHICTIO
NiKyBaHHA NavieHTa.

A3 TPOMILMH

OpfHoYacHe npu3HaveHHs aTtopsactaTuHy (10 mr 1 pa3 Ha foby) Ta asuTpomiumHy (500 mr 1 pa3 Ha fo6y) He CynpOBOAKYBA/IOCA 3MIiHAMW KOHLEHTpauii
aTopsacTaTUHY Y nia3mi KpoBi.

IHriGiTOpPN TpaHCNOpPTHUX Ginkis

IHriGiTOPN TPaHCMOPTHUX OINKIB (HaNPUKIAaL LMKIOCMOPUH) 34aTHI MiABULLYBATU PiBEHb CWUCTEMHOI EKCMo3uuil atopsacTatuvHy (4ve. Tabnvuo 1). Brnnvs
MPUrHIYEHHA HaKOMUYyBa/lbHUX TPaAHCMOPTHMX OINKIB Ha KOHLEHTpaLito aTtopBacTaTMHY B KITMHAX MEeYiHKM HEBIAOMUA. HAKLLO0 YHUKHYTM OJHOYAaCHOro
MPU3HAYEHHA LMX NpenapaTiB HEMOX/IMBO, PEKOMEH0BAHO 3HVKEHHSA [031 Ta NPOBeLeHHSA KNIHIYHOrO MOHITOPUHTY ePeKTUBHOCTI aTopBacTaTuHy (4AMB. Tabnnuto
1).

"emdpi6po3nn/ noxigHi ibpUHOBOT KNCNOT U

3actocyBaHHs (hibpaTiB AK MOHOTeparii NoB’A3yl0Tb 3 PO3BUTKOM SBULL 3 BOKY M’A30BOi CUCTeMU, Y TOMY YuC/i pabaomionisy. PU3MK Takux NOAid Moxe 6yTu
NiABULLEHNA NpW OfHOYACHOMY MNPUIAOMI NOXigHWMX (DIGPUHOBOI KUCNOTWM Ta aTopBacTaTUHY. HAKLLO HEMOXIMBO YHWKHYTU OAHOYACHOr0 3acTOCyBaHHS, Cif
3aCTOCOBYBaTU HalHWK4YYy 03y aTopBacTaTUHy [ANS AOCATHEHHS TepaneBTUYHOT [03M Ta KOHTPOJIOBATU HAIEXHUM YMHOM CTaH MauieHTiB (4MB. po3gin
«OC06/1MBOCTI 3aCTOCYBAHHS).

EseTumib

3acTocyBaHHA €3eTUMIBY K MOHOTepanii NOB’A3Y0Thb 3 PO3BUTKOM ABULL, 3 60KY M’A30BOI CUCTEMMW, Y TOMY YncCAi pabaomionisy. TakuM YAHOM, NpU 0gHOYACHOMY
3acTOCyBaHHi e3eTMiby Ta aTopBacTaTUHy pU3MK PO3BUTKY LMX ABULL, 36i/1bLLYETHCSA. PEKOMEHLOBAHO NPOBOANTN HAIEXHWUIA KNiHIYHUIA MOHITOPUHT CTaHy Takux
nauieHTiB.

KonecTunon

KOHLeHTpaLlis aTtopeacTaTvHy B njasmi KpoBi 6yna HX4ow (NpnbansHo Ha 25 %) npu 0gHOYaCHOMY NPUIAOMI atopBacTaTvHy Ta Kosnectunony. Fpu Lbomy
rinoninigemiyHa fis KombiHauiT aTopBacTaTVHY Ta KONECTUNONY NepeBuLLYyBana epekT, SKMU 1ae MPUIAOM KOXHOTO0 3 LIMX NpenapaTiB OKPeMO.

dy3maosa KucnoTa

JocnimpkeHHs B3aeEMOZiT aTopBacTaTvHy Ta y3nA0BOI KMCNOTU He NPOBOAUANCH. AK i Y pasi 3aCTOCYBaHHS 3 IHLUUMMK CTaTUHAMMW, Y NOCTMAPKETUHIOBMIA Nepiog, npu
OAHOYaCHOMY NpuWInOMi aTtopsacTaTMHy Ta (hy3UOBOI KUCMOTK crnocTepiranncs sasuwa 3 60Ky M’A30BOI cuctemu (y TOMy uucni pabaomionis). MexaHisM L€l
B3aEMOZIT 3a/IMLIAETLCA HEBIZOMUM. [MaLieHTN NOTPebyroTh MUBHOMO Harnsa4y, MoXe 6yTv NOTPibHe TMMYaCcoBe NMPUMNUHEHHS NliKyBaHHSA aTOpPBacTaTUHOM.

KonxiyyH

Mpn ofHOYAaCHOMY 3aCTOCYBaHHI aTopBacTaTWHY 3 KOMXILMHOM NOBILOMAMOCA MPO BUMaLKM MionaTil, B TOMY 4Yuc/i pabhomionisy, ToMy cif 3 06epexHicTio
npur3HayaTy aTopBacTaTviH 3 KONXILUHOM.

Bnave aTopBacTaTUHY Ha NiKapcbKi 3aC06U, AKi MpUiAMaloTb 0HOYACHO

[nrokcuH

Mpy ogHOYaCHOMY 3aCTOCyBaHHI 6araTopasoBux 403 npenapaty Ta AUrOKCUHY PIBHOBaXXHI KOHLEHTpaLii AUTOKCUHY B nia3mi NigBuLLy0TbCs NpubnnsHo Ha 20 %.
Cnif, HaNeXHUM Y/HOM KOHTPO/KOBATY CTaH NaLieHTiB, AKi MPUAMAIOTb AUTOKCUH.

MepopasibHi KOHTpaLenTuBK

OfHoYaCHe 3aCTOCYBaHHS aTOpBAcTaTUHY 3 Nepopa/lbHUMI KOHTpaLenTBaMmn Npu3BoauI0 A0 MiABULLEHHS KOHLEHTpaLiT HOPeTUCTEPOHY Ta eTUHINeCTpasiony B
nnasmi Kposi. Lii nigBuLLeHHA cnig 6patu 4o ysarv npy BM6opi NepopasibHOro KOHTPaLenTuBY A1 XiHKW, AKa NpuiiMae aTopBacTaTuH.




BapdapuH
B KniHiYHOMY AOCNiMKEHHI Yy nauieHTiB, AKi NpoXoAunu [OBroTpuBasne NikyBaHHS BapdapuHOM, OAgHOYacHe 3acTocyBaHHsi 80 Mr aTopBacTaTUHY LOAEHHO 3
BaphapuHOM NPU3BOANIO O HEBEMKOro 3MeHLWeHHA (6amM3bKo 1,7 ceKyHAM) NPOTPOMOGIHOBOro Yacy MpoTArom nepwmx 4 AHiB Tepanii, ogHaK Lel MOKasHUK
MoBepTaBCs 40 HOPMU MPOTArOM HacTynHuX 15 AHIB NiKyBaHHS aTopBacTaTUHOM. Xo4a MOBIAOM/IANOCA NULLE MPO Ay>XKe PIAKICHI BUNaaKM KAIHIYHO 3HaYyLLmMX
aHTMKOArynsaHTHUX B3aEMOZIN, MepLl HXX noyatn Tepanito aTopBacTaTMHOM, NawieHTam, fKi NPUAMaKTb aHTUKOArynsaHTU KyMapuHy Ta OCUTb YacTO Ha novartky
Tepanii He06XiZHO BU3HAYMTM NPOTPOMOBIHOBUIA Yac ANs NiATBEPLKEHHS BILACYTHOCTI CYTTEBOT 3MiHM NOKa3HMKa. AK TiflbKK CTabiflbHUIA NPOTPOMOGIHOBMIA Yac 6y/o
3ahikcoBaHO, NOKa3HMK MOXHa KOHTPO/IOBATK 3 iHTepBafiamu, Ki 3a3BMYali peKOMEHAYITLCA ANA NaLieHTiB, WO NpUiAMatoTb aHTUKOArynsHTU KyMapuHy. Y pasi
NPUMNMHEHHS Tepanii abo 3MiHW [03W aTOpBacTaTUHY AaHy NpoLeaypy Cnij NOBTOPHOBATU. Y NaLieHTIB, AKI He NPUMany aHTUKoarynsHTK, Tepanis aTopacTaTUHOM
He By/ia MoB’A3aHa 3 KPOBOTEYOH abo 3i 3MiHamMu NMPOTPOM6BIHOBOI O Yacy.

Tabnuus 1
Bnnue nikapcbkmx 3aco6iB, SKi NPUAMatoTb 04HOYACHO, Ha (hapMaKOKiHETUKY aTopBacTaTuHy
OfHOYaCHO 3aCTOCOBYBaHI MpenapaTy Ta ATOpBacTaTtuH

eXXNM [03yBaHHSA iBBi
P AO3Y [o3a (mr) iﬂzsllp'HomeF%niHqui pekomeHpaLLii2

AKLWo ofHOYacHe
LinknocnopuH 5,2 mr/kr/po6y, ctabinbHa | 10 Mr 1 pa3 Ha [oby 8.7 BBE/EHHS

[lo3a BMPOOBX 28 AHIB ' aTtopsacTaTUHY
HeoOXxifHe, fgo3a  He
MOBUHHA MepeBuLLyBaTy
10 mr LLIOAHS.
PekomeHAYyeTbCA
KNIHIYHWA  MOHITOPUHT
CTaHy NayieHTiB.

TunpaHaeip 500mMr 2pasu Ha p[o6y/ | 40 mr 1 pa3 Ha [eHb,
puTOoHaBip 200 Mr 2 pa3u Ha foby, 8 aHiB | 10 Mmr pa3oBa pfo3a | 9.4

(314 no 21 peHb) BNPoLoBX 20 AHIB

TenanpeBip 750 Mr KOXHi 8 rofuH,

10 i 20 mMr pasosa f03a 7.9
AKLWo ofiHOYacHe
BBEEHHSA
aTtopsacTaTuHy

S HeoOXiaHe,
Jlonivagip 400 mr 2 pasn Ha  A06y/ 40 mr 1 pa3 Ha foby peKoMeHAYEThLCA

. 59
BMPOOBX 4 [HIB 3MEHLLNTM

NiATPUMYBa/bHI 403K
aTtopBacTaTUHY. Mpwn
A03yBaHHI noHag 20 mr
PEKOMeHIYETHCA

puToHaBip 100mr 2pasM Ha Aoby,
14 gHiB




NPOBOAUTM  KNIHIYHWIA
MOHITOPUHT CTaHy
KnapuTtpomiumH 500 mr 2 pa3n Ha foby, | 80 mr 1 pa3 Ha foby 45 nawieHTIB.
9 gHiB BNPOAOBX 8 AHIB ’
CaksiHaBip 400mMr 2pasu Ha pgoby/ AKLLO OLHOUACHE
puToHaBip 300 Mr 2 pasu Ha poby 5-7 40 Mr 1 pa3 Ha 406y BBeUJ'eHHFI A
[HIB, Ha 8 fieHb 36inbwKnTK Ao3y Ao 400 BMDOLOB 4 IHIB 3,9 aTO.qBaCTaTI/IH
mr, 4-18 pHiB, 4epe3 30 xB nicnd Heo%xi He y
npuitomy aTopBacTaTUHy DeKOM e.qH,CI,)}EITbCFI
3MEHLUNTY
NigTPUMYBaNbHI  [03U
aTopBacTaTuHy. Mpwn
[o3yBaHHI  noHag 40
[apyHasip 300mMr 2pasv Ha pgo6y/ | 10 mr 1 pa3 Ha foby 34
puToHaBip 100 Mr 2 pasu Ha o6y, 9 AHiB | BNPOAOBX 4 AHIB ’ mr PEKOMEHAYETLCA
ITpakoHa3on 200 mr 1 pa3 Ha Ao6y, NPOBOAUTM  KNiHIYHWUNA
40 mMr pa3oBa f03a 3,3 MOHITOPUHT CTaHy
4 pHi nawieHTiB.
docamnpeHasip 700 mr 2 pa3un Ha goby/
puToHasip 100mMr 2pasm Ha [oo6y, ;gp“g;é;;ﬁlaﬁsw 2,5
14 nHiB
docamnpeHaBip 1400mr 2pasu Ha | 10 mr 1 pa3 Ha foby 23
[o6y, 14 aHis BNPOOBX 4 [HIB '
HendiHasip 1250 mr 2pasn Ha pob6y, | 10 mr 1 pa3 Ha foby 174 CneunpivyHnx
14 fHiB BMNPOLOBX 28 AHIB ' peKkoMeH/aLii Hemae.
OfHoYacHWUA  npuiioMm
o . BE/IMKNX KiflbKOCTelA
MpevindpyTosmid cik® 240mn 1 pas Ha 40 Mr pa3oBsa fosa 1,37 rpenngpyToBOro  COKy

Aoty

Ta aTopBacTaTUHy He
PEKOMEH/YETHCA.




1

Micns iHiuitoBaHHA a60
KOpUryBaHH# [,03K
. annTiazemy
g'glg/l n:ia;sem 240mr 1 pas Ha ooy, 40 mr pasoBa f03a 151 PEKOMEH0BaHW
A BIAMOBIAHWIA  KNiHIYHWIA
MOHITOPUHT CTaHy
nawieHTIB.
PekomMeHayeTbCA
: 3HU3UTUM  MaKCUMa/IbHY
5 pT_'TiSOM'U'MH S00mr 4pasu Ha Roby, 10 mr pasosa gosa 1,33 fo3y Ta  MpoBOAUTH
A KNMIHIYHWA  MOHITOPUHT
CTaHy NayieHTiB
i CneunpivyHnx
Awmnogmnid 10 Mr, pa3oBsa f03a 80 mr pa3oBa f03a 1,18 DEKOMEHaLLili HeMae.
LnmetnagmH 300 Mr 4 pasu Ha pob6y, | 10 mr 1 pa3 Ha 1oby 1 CrieynivHnX
2 TXKHI BMPOLOBX 2 TUXHIB peKoMeH/aLii Hemae.
Konectunon 10r 2pasu Ha [o6y, | 40 mr 1 pa3 Ha foby 0.744 CneundivyHnx
28 TWXKHIB BNPOLOBX 28 TMXKHIB | PEKOMEH/aLii HEMaE.
. 3 .
CycneHsm aHTaLMAHOTO MPenaparty>, Wo | 44, - ¢ Da3 Ha 406y Cneu,mopquv%
MICTUTb MarHi Ta aloMiHilO rigpoKcua BNPO0BX 15 fHi 0,66 peKkoMeHaL i Hemae.
30 mn 4 pasu Ha foby, 17 AHiB
EcpasipeHs 600mr 1 pa3 Ha fo6y, | 10 Mr BnpogoBx 0.59 CnenmdivyHnx
14 pHiB 3 AHiB ’ PEKOMeH/aLlii HeMae.
Pudamnin 600 mr 1 pa3 Ha p,oﬁy, 7 [HiB 40 Mr pasosa fo3a 112 Cneu,mdpquv[)f
(npv ogHOYacCHOMY BBefEHHI) peKkoMeHzaLii Hemae.
Pudamnid 600 mr 1 pa3 Ha fo6y, 5 aHiB 40 Mr pazoBa 033 0,20 Cneu,mcbquva
(okpemuMK fo3amun) peKoMeHAaLin Hemae.
FeM0_|0|6po3vm 600 Mr 2 pasv Ha ooy, 40 Mr pasosa 103 135 Cneumopquv%
7 OHIB peKkoMeHaLii Hemae.
dJerq:)|6paT 160mr 1pa3 Ha pfoby, 40 Mr pasosa fo3a 103 Cneu,mdpquv[)s
7 OHIB peKkoMeHzaL i Hemae.
Bou,e_npeslp 800 mr 3pa3n Ha [oby, 40 Mr pazoBa 033 2.3 Cneu,mqanm_)E
7 OHIB peKoMeHZaLlin HeMae.

MoKa3HWK CMiBBI4HOLLEHHSA MiDK BUNAAKamu 3aCTOCYBaHHS KOMBiHaLiTnpenapaTiB 3 aTopBacTaTMHOM Ta MOHOTepanii aTopBacTaTMHOM.

[ns oTpumaHHs iHopmauii Npo KNiHiYHY 3HaYyLWicTb AUB. po3ainn «OcobnMBOCTI 3aCTOCYBaHHs» Ta «B3aeMOAis 3 iHWMMW NiKapCbKMMM 3acobamu Ta iHLLI BUAW B3aEMOSii».

MicTuTb ofnMH abo feKinbKa KOMMOHEHTIB, WO iHri6ytoTb CYP3 A4, i MOXYTb 30iNbLUMTU KOHLEHTPALiO NiKapCbkux 3aco6iB B MiasMmi KpoBi. BXuBaHHA OfHiel 240 M1 CKNAHKU
rpeingpyToBOro CoOKy TakoX Npu3Beso 40 3HWKeHHs Ha 20,4 % AUC aKTMBHOIO OPTOrigpoKcy MeTaboniTy. Bennka KinbKicTb rpeindpyToBoro coky (noHag 1,2 n Ha goby npoTarom 5 gHiB)
36inbwyBana AUC atopsacTatuHy B 2,5 pasu Ta AUC akTmBHMX iHri6iTopie TMK-KoA-pegykTasm (aTopBacTtaTvHy Ta meTtaboniTis) B 1,3 pasa.



MooAVHOKWIA 3pa3ok, B3ATMIA Yepes 8—16 rog nic/as NpuitoMy 1031 npenapary.

5 CynpoBOMKYETLCA 3HVKEHHAM KOHLEHTPaLiT aTopacTaTMHy y niasmi KpoBi npubansHo Ha 35 % ane npuv LboMy rinoninigemiyHa Ais atopsactaTuHy He 3MiHIOBasIach.

Bnnve atopBacTaTvHy Ha (hapMakOoKiHETMKY NiKapCbK1x 3aco6iB, AKi NpUiAMatoTb 0JHOYACHO

ATOpBacTaTuH

OpHOYacHO 3aCTOCOBYBaHWIA NiKapCbKMiA 3aCi6 Ta peXKum [03yBaHHS

Mpenapat/go3a (Mr)

CniBBigHOLIEHH
AUC!

a. ...
KniHiuHi pekomeHpaLlii

80 mr 1 pa3 Ha o6y

CneunpivyHnx

BNPOLOBX 4 [HIB

14 gHiB

. P X
BNPOLOBX 15 AHIB AnTynipuH, 600 Mr 1 pas Ha 00y pekomeHAau N HeMae.
PeKOMeHAYETbCS
80 mr 1 pa3 Ha foby | AurokcuH 0,25 mr 1 pa3s Ha Lo6y, 115 MPOBOAUTY KNiHIYHWIA
BNpoaoBx 10 AHiB 20 pHiB ’ MOHITOPUHT CTaHy
nawieHTIB.
MepopanbHi KOHTpauenTen 1 pas Ha CreynivHnX
40 mr 1 pa3 Ha foby | foby, 2 micaui 128 PeKoMeHaL,ii Hemae.
BNPOAOBX 22 AHIB — HOpPETUCTEPOH 1 Mr ’
— eTuHinecTpagion 35 MKr 1,19
80 mr 1 pa3 Ha foby 3 CneymndivyHnx
BMPO0BX 15 fHIB ®eHa3oH 600 mr ogHopasosa f03a 1,03 DEKOMEHALLil HeMac.
Tunpanxasip 500 Mr 2 pa3u Ha go6y/ CneumdivyHnx
10 mr 1 pa3 Ha goby | puToHasip 200 mMr 2 pa3u Ha o0y, 1,08 peKkomMeHAaLin Hemae.
7 oHIB
10 mr 1 pa3 Ha foby | ®ocamnpeHasip 1400 mr 2 pa3u Ha 073 CneumdivyHnx
BNPOLOBX 4 [HIB Ao6y, 14 fHis ’ peKoMeHaLii Hemae.
docamnpeHasip 700 Mr 2 pa3un Ha goby CneungivyHnx
10 wr 1 pas Ha 06y /putoHaBip 100 mr 2 pa3n Ha fo6y, 0,99 peKoMeHzaLliin HeMae.

1 Moka3HMK CMiBBiAHOLIEHHS MiX BUMaAKaMi 3aCTOCYBaHHS KOMGiHaLliTnpenapaTiB 3 aTopBacTaTMHOM Ta MOHOTEpanii aTopBacTaTUHOM.

Tabnuugs 2

2 aTopBacTaTWH He BM/MBAE Ha (PAPMaKOKIHETUKY aHTUMIPUHY, B3aEMOZIT 3 iHLLIMMU NiKapCLKUMM 3ac06amMi, L0 METaGonMi3yHoThCs 3a JOMOMOrOK TUX CaMMX i30MiUHKX LIUTOXPOMIB, He

OUiKYHOTbCA.

3 [pu ogHOYACHOMY 3aCTOCYBaHHI JEKiNbKOX [03 aTOPBacTaTMHY Ta (PEHA30HY 3MiHN KNipeHCY (heHa3oHY HesHauHi abo He BUSB/IEHI.

Oco6MBOCTI 3aCTOCYBaHHSA.
MopyLUeHHs QYHKLIT NeYiHKu

Mepen TMM SIK PO3MOYMHATI Tepanito npenapaTtoM, PEKOMEHAYETLCA OTPUMATY Pe3yNbTaTh aHai3iB W00 BU3HAYEHHSA NMOKA3HUKIB (PEPMEHTIB NMeYiHKM1 Ta NPOBOAUTH
aHaslisn nepiognyHo nicns Uboro. MawieHTam, y AKMX BUHMKaOTb CUMNTOMM, L0 CBIAYaTb NP0 YPaXKEHHS MeYviHKW, NOTPIOHO NPOBOAMTI aHanNi3 PYHKLIT MeYiHKN.
MauieHTaM, y SKUX MiABULLLYETLCA PiBeHb TpaHcaMiHa3, C/if KOHTPONOBATU (OYHKLIT MEeYIHKN AO0TW, JOKN aHOManii He OyayTb YCYHeHI. AKLO BiabyBa€eTbCs CTiliKe
NiABVLLEHHS PIBHIB CMPOBATKOBMX TpaHcamiHa3 y cuposatyi KpoBi B 3 un 6ifblle pa3n Bif BeEPXHbOI MeXi HopmasibHOro gianasoHy (ULN), pekomeHAyeTbCA
NPUNUHUTK NiKyBaHHA NpenapaTom (AvB. po3ain «obivHi peakuii»).



ATOpBaCTaTUH CNif 3 00epeXHICTIO NpM3HaYaTh NaLieHTam, AKi 3/10BXMBatOTb a/IKOrosieM Ta/abo MatoTb B aHaMHe3i 3aXBOPHOBAHHSA MeYiHKM.
3anobiraHHs iHCYNbTY LLASXOM Pi3KOro 3HMXKEHHS piBHIB xonecTepuHy (SPARCL)
Mosigomnanocs, Wo npv nicnsonepayinHoOMy aHanisi NiATUNIB IHCYbTY Y NauieHTiB 6e3 iwemiyHol xBopobu cepus (IXC) 3 HewoaaBHO NepeHeceHUM iHCY/IbTOM
abo TpaH3MTOPHOK iwemMiyHO aTakot (TIA) crocTepiraBcsi Gifbll BUCOKWUIA PiBEHb FeMOPariyHOro iHCynbTy NpW Npuitomi atopBacTaTuHy y gosi 80 mr B
MOPIBHSAHHI 3 rpynoto nnaue6o. MigsueHnii pusmk 6yB 0Co6AMBO Bif3HAUYeHWI Y NaUieHTIB i3 nonepeaHiM remopariyHuM iHCY/IbTOM ab0 NnakyHapHUM iH(hapKTOM
MifJ Yac BK/IOYEHHS Y JOCNIMKEeHHA. [N NauieHTiB 3 nonepeaHiM remopariyHumM iHCy/IbTOM abo NlakyHapHUM iH(apKToM H6anaHC pu3uKy Ta nepesar npu npuinoMi
atopBacTaTuHy y f03i 80 MI He BU3HAYeHWiA, TOMY nepes, NoYaTKOM NiKyBaHHA HEOOXIAHO peTe/lbHO NpoaHanizyBaTh NOTEHLIAHWIA PU3KK reMopariyHoro iHCynbTY.
CkeneTHi M’A3u
ATOpBacTaTuH, AK I iHWI iHri6iTopy TMK-KoA-pefyKTasun, B OKpeEMUX BUMaLKaX MOXe BM/IMBATU HA CKEIETHY MYCKYNatypy i CNPUYMHUTK Miasirito, MiO3uUT Ta
mionaTito, fKi MOXYyTb Mporpecyeatu A0 pabAomionisy — MOTEHUiNHO HebGe3neyHoro AN XXUTTA CTaHy, WO XapaKTepu3yeTbCs MOMITHO MifBULLEHUM BMICTOM
KpeaTuHkiHasn (KK) (> 10 pasis BuLLe 3a HOpMY), MiOrno6iHemieto Ta MiOrno6iHypieto, AKI MOXYTb NPU3BECTU [0 HUPKOBOT HELOCTATHOCTI. ICHYIOTb AyXe PiAKICHI
MOBIAOM/IEHHS NPO IMYHHY OrocepeiKoBaHy HeKpoTUYHY mionaTito (IMHM) nig yac abo nicns nikyeaHHA feskuMmn ctatuHamu. IMHM KniHIYHO XapaKTepu3yeThbes
CTIIKOK0 NMPOKCMMAa/IbHOK M’A30BOK0 CNabKiCTO Ta MigBULLEHMM BMICTOM KpeaTUHKIHA3W B CMpOBaTLi KpOBi, L0 36epiraloTbCA HE3BaXaruu Ha MPUMUHEHHS
NiKyBaHHA CTaTUHaMW.
[0 noyaTKy NiKyBaHHS
ATOpBaCcTaTUH C/if, 3 06epeXHICTIO NpM3HaYaTy NaLieHTaM 3i CXULHICTIO 0 PO3BMTKY pabaoMionisy. [1o noyaTKy NikKyBaHHS CTaTUHaMM Y NaLi€HTIB, CXUIbHUX A0
PO3BUTKY pabLomionisy, cnif Bu3HavaTv piseHb KK npu:
- MOPYLLEHHI (PYHKLIT HAPOK;
- riNOMYHKUIT LMTOBUAHOT 3a/103U;
- CMagKoBMX po3nafax mM’s30BOI CUCTEMU Y CiMeiHOMY ab0 0COOMCTOMY aHaMHES3I;
- MepeHeceHnx y MUHYIOMY BUMaKax TOKCMYHOIO BN/IMBY CTaTUHIB abo (hibpatiB Ha M’53K;
- nepeHeceHnX y MUHYIOMY 3aXBOPKOBaHHAX NeYiHKM Ta/abo 3M10BXUBAHHI a/IKOro/ieMm;
Mpwn NikyBaHHI NawieHTIB NiTHLOro BiKy (6inblwe 70 poKiB) HeOOXiAHICTb MPOBEAEHHA 03HAYEHUX 3axXOAiB CAif OUiHIOBATU 3 ypaxyBaHHSAM HasBHOCTI IHLUMX
(haKTOpIiB CXUILHOCTI A0 PO3BMTKY pabaomionisy.
MigBULLEHHI piBHA npenapaty y naasmi KpoBi MOX/MBe, 30KpeMa, Y pasi B3aeMogii (4vB. po3gin «B3aemogis 3 iHWMMK NiKapCbKUMK 3acobamy Ta iHLWWI BUAW
B3aEMO/i1») Ta 3aCTOCYBaHHA 0COG/IMBUM rpynamM nauieHTiB, y TOMY YMC/i NauieHTam 3i cnagkKoBMMM XBOpo6amu (AMB. po3ain «PapmMakoKiHETUKA.)
Y TakMx BMNafKax PeKOMEeHAOBaHO OLiHHOBATW CMiBBIAHOLIEHHS PU3MKIB Ta MOX/IMBOI KOPWUCTI Bif NiKyBaHHA Ta MPOBOAMTU KMIHIYHUA MOHITOPUHT CTaHy
nawieHTiB.
AKLWO A0 NoyaTKy NikyBaHHS piBeHb KK 3HayHO nigsumieHnin (nepesumitye BMH 6inblu HiX Y 5 pasiB), iKyBaHHSA NOYNHATL He CAif.
BumiptoBaHHSA piBHA KpeaTUHKIHA3M
PiBeHb KK He cnif BU3HayaTV Micns iHTEHCUBHUX (DI3MYHNX HaBaHTaXXeHb ab0 3a HasBHOCTI OY/[b-SKMX MOX/INBUX a/ibTEPHATUBHUX NPUUNH MigBuULLEHHSA piBHA KK,
OCKIi/IbKM Lie MOXE YCKNaAHUTN 06p06neHHs pe3ynbTaTiB. AKLO0 Ha BUXIAHOMY PiBHI CNOCTEPIraeTbCs 3HayHe nigsuiLeHHs KK (nepesuiieHHs BMH 6inblw HiX Yy 5
pasiB), TO Yepe3 5—7 AHiB HeOOXiAHO NPOBECTM NOBTOPHE BU3HAYEHHSA A1 MIATBEPIKEHHSA pe3y/bTaTy.
[Mig yac nikyBaHHs
- MayieHT NOBMHHI 3HATW MNP0 HeOOXiAHICTb HeramHo MOBIOMAATM MPO PO3BUTOK 60O Y M’A3aX, CYAOM 4u C€nabkocTi, 0COGNMBO KOMM BOHM
CYNPOBOMKYHOTHCA HE3AYXKaHHAM ab0 rapsykoro.

Y pasi NosiBY UUX CUMMATOMIB Mif Yac NiKyBaHHA aTopBacTaTMHOM He06XiaHO B13HauMTK pieHb KK y Lpboro nauieHTa. AKuLo piBeHb KK 3Ha4HO MigBuLLEHWIA
(nepesuiye BMH 6inbw HiXX y 5 pasiB), NiKyBaHHA C/if NPUNUHUTN.




- [OUINbHICTL NPUMMHEHHSA NIKYBaHHA C/iJ TaKOXX PO3rNAHYTU, AKLWO NigsuileHHS piBHA KK He cArae n’ATukpatHoro nepesuiieHHs BMH, ane cumntomu 3
60Ky M’SI3iB MatOTb TSXKUIA XapakTep Ta LWOAEeHHO CTarTb NPUYMHOKO HEMPUEMHMX BigYYTTIB.

[icna 3HUKHEHHA CMMNTOMIB Ta HopManisauil piBHA KK MOXXHa po3rfisHy TV MOX/IMBICTb BiJHOB/IEHHA NiKYBaHHA aTOPBACTaTUHOM YU MOYATKY /liKyBaHHS
a/ilbTepHaTUBHMM CTATUHOM 33 YMOBU 3aCTOCYBaHHA MIHIMa/IbHOI MOX/IMBOT J03M Npenapary Ta peTe/lbHOro Harfis4y 3a CTaHOM nauieHTa.
- JlikyBaHHS aTOpBacTaTUHOM HEO6XiAHO NPUMUHUTK, SIKLLO CNOCTEPIracTbecs KMAIHIYHO 3HauyLle niasuileHHs piHA KK (nepesuweHHs BMH 6inbw HixX y 10

pasiB) abo y pa3i BCTaHOB/IEHHSA fiarHo3y pabaomionisy (abo migo3pu Ha PO3BUTOK pabaomionisy).

OfHoYacHe 3aCTOCyBaHHS 3 IHLWIMMW TIKAPCbKMMUW NpenapaTamm
Pu3VK po3BUTKY pabfomionisy MigBULLYETLCA NPU OAHOYACHOMY 3aCTOCYBaHHI atopBacTaTVHY 3 AesKUMU NiKapCbKMMK npenapataMu, Wo MOXYTb 36iblUnTH
KOHLEHTpaLito aropsacTaTvHy B nnasmi Kposi. lMpuknagamu Takux npenapaTis € noTyxHi iHri6itopn CYP3A4 uu TpaHCMOPTHWUX OINKIB: LMKIOCMOPWH,
TENITPOMILUMH, KNapuUTPOMIUMH, AenaBipAuH, CTUPUNEHTO/, KETOKOHA30/1, BOPUKOHA30/1, ITpaKoHa30/1, NoCakoHa301 - Ta iHribitopu npoteas BIJ1, y Tomy uucni
PUTOHABIp, NoniHaBip, atasaHasip, IHAWHABIP, AapyHasip Towo. Mpy ogHOYaCHOMY 3aCTOCYBaHHI 3 remibpo3nnoM Ta iHWUMMK MOXiAHUMU (hiBPOBOT KMCNOTH,
epUTPOMILMHOM, HiaUMHOM Ta €3eTUMIGOM TaKOX 3pOCTae PU3NK BUHUKHEHHSI MioMNaTii. AKLLO MOXNMBO, CMif 3aCTOCOBYBATM iHLLI NiKapCbKi npenapatu (Lo He
B3aEMOJitOTb 3 aTOPBACTAaTMHOM) 3aMiCTb BULLE3rafaHuX.
AKLLIO Heo6XiAHO MPOBOAUTM OfLHOYACHe NiKYBaHHA aTopBacTaTVHOM Ta 3rafjaHumy npenaparamu, Chif PeTesibHO 3BXUTU KOPWUCTb Ta PU3UKKM X O4HOYACHOro
3aCTOCYBaHHSA. FKLLO NaLieHTW NPUAMatoTb liKapcbKi NpenapaTy, WO NiABMLLYHTb KOHLEHTPaLit0 aTopBacTaTUHY B M/1a3Mi KPOBi, PEKOMEHAYETLCA 3HMKYBATH 03y
aTopBacTaTUHy 0 MiHiManbHOI. Kpim Toro, y pasi 3acToCcyBaHHS NOTY>XHUX iHri6iTopie CY P3A4 cnif po3rnsiHyTU MOX/IUBICTb 3aCTOCYBaHHS MEHLLIOT MOYaTKOBOI
[031 aTopBacTaTVHY Ta MPOBOAUTM HANIEXXHWNIA KNIHIYHWIA MOHITOPUHT CTaHy LX NawieHTIiB (auB. po3ain «B3aeMogia 3 iHWMMK NiKapCbKUMM 3ac06aMu Ta iHLWI BUAW
B3aEMOLi»).
ATOpBaCcTaTUH He CNif 3aCTOCOBYBATW Pa3oM i3 CUCTEMHUMM NpenapaTaMu Qy3uanHOBOT KACIOTK ab0 NPOTAroM 7 AHIB MicNs NPUNUHEHHS NiKyBaHHS PY3UAMHOBOO
KUCoToto. MavieHTaMm, AN1a AKUX NiKyBaHHS (y31ANHOBOIO KUC/TOTOK BBAXKAETHCA BaXK/IMBUM, Tepanito ctaTuHamy MOTPIGHO NPUNUHUTK NPOTArOM BCbOr0 nepiogy
NiKyBaHHS Qy31ANHOBOK KUCNOTO. MoBigoMasnocs Npo pabaomionia (BKAoUaoum Aeski netanbHi BUNaaKn) y nawieHTiB, SKi 04HOYaCHO OTPUMYBanu (y3nanHOBY
KUCNOTY Ta CTaTUHU (4MB. po34in «B3aemMogia 3 iHWMMY NIKapCbKUMK 3acobamm Ta iHLLI BUAWM B3aEMOAIN»). MalieHTam cnif HeraiHO 3BepHYTUCA L0 Nikaps npu
BUHWKHEHHI 03HaK M’A30BOT C/1TabKOCTI, 60110 a60 Yy TIMBOCTI.
Tepanito cTaTUHaMW MOXKHa BIAHOBUTK Yepe3 7 AHIB NiCas NPUIOMY OCTaHHLOT A031 (PY3UANHOBOT KUCIOTH.
Y BUHATKOBUX BMMNajKax, KoM HeobxifHa Tpusana Tepanis Py3unAMHOBOK KUC/OTOK, Hanpuknag, AN NiKyBaHHS TSKKUX IH(EKLiA, MOXIMBICTb OLHOYACHOIO
3aCTOCYBaHHS atopBacTaTHy Ta Py3nAMHOBOT KACOTU CNijb PO3rSAaTN Yy KOXHOMY KOHKPETHOMY BUMNaAKy Ta NPOBOAWTY MNif, MOCTINHAM MeAUYHUM Har I940M.
IHTepcTULiaIbHE 3aXBOPHOBAHHA flereHb
Y pa3i 3acTOCyBaHHSI [esKMX CTaTWHIB MOBIJOMSANOCA MPO BMHATKOBI BUNALKW IHTEPCTULIa/IbHONO 3axXBOPHOBAHHA /NereHb, 0CO6/MBO NPV AOBroTpMBasiomMy
nikyBaHHI (auB. po3ain «Mob6ivHi peakyii»). OcobAMBOCTI NPOSBY MOXYTb BKIKOUATU AUCMHOE, CYXMIA KalleNb Ta MOripLIEHHS 3ara/lbHOro cTaHy 30poB’s (BTOMa,
BTpaTa mMacuv Tina Ta NigBULLEHHA Temnepatypu). AKWO € Mifo3pa, Lo Y nauieHTa po3BUBAETLCA IHTEPCTULia/IbHEe 3aXBOPHOBAHHA flIereHb, NiKyBaHHA CTAaTUHOM
HeoOXiAHO NPUNUHUTN.
LlykpoBuii fiabeT
[JesKi faHi cBigyaTb Npo Te, L0 CTAaTWHU AK Kiac MiABuLLYrOTb piBeHb HBALC Ta rnoKo3ny cmpoBsatLi KPoBi i Y AeAKUX NalieHTIB 3 BUCOKUM PUSNKOM BUHUKHEHHS
AiabeTy MOXYTb CIPUYMHATY TaKWil piBeHb rinepraikemil, Npy KoMy J0OpeYHUM € BifgnoBigHe NikyBaHHA fAiabeTy. OAHaK Lein pu3nK MepeBaXKyeTbCA 3HVKEHHAM
CYAMHHOIO PU3MKY BHACMIAOK 3aCTOCYBaHHS CTATWMHIB | TOMY He € MIACTaBOK ANS NPUMUHEHHS MiKyBaHHA cTaTvMHamu. 3rifHO 3 [epXXaBHWMMW CTaHZapTamu,
MOTPI6HO NPOBOAUTY KiHIUYHMIA Ta 6iOXiMIUHWIA MOHITOPVHT NALiEHTIB rPynn pu3nKy (piBeHb FOKO3M HaTLle Bif 5,6 40 6,9 Monb/n, iHAeKe macu Tina > 30 Kr/m2,
NiABWLLEHWI piBEHb TPUTNILEPUAIB, FiNEPTEH3IA).
[LONOMI>KHi peyOBUHM




[0 cknagy npenapaTy BXOAWTb NakKTo3a, TOMY MauieHTam 3 YPOLKEHOH HENepeHOCUMMICTIO ranakTo3u, CUHAPOMOM MasibabCcop6Lil rHoKO3N Ta rasaktosu,
He[OCTaTHICTIO NaKTasn Jlanna He cnij oro 3acTocoByBaTw.

3acTocyBaHHs y nepiog BariTHOCTI abo rofyBaHHSA rpyagato.

JKIHKV penpoayKTUBHOIO BiKy

Mg yac nikyBaHHA XIHKaM PenpoLyKTMBHOIO BiKYy Cif, 3aCTOCOBYBATU HANIEXHI 3aC00M KOHTpaLenuii (4nB. po3fin «poTunokasaHHa»). AKLLO Nif Yac NiKyBaHHA
aTopBacTaTUHOM MaLlieHTKa BMPILUWTL 3aBariTHITW, BOHa NOBMHHA NPUNMHUTK NPUIAOM NpenapaTy He Ni3Hille HiXK 3a Micslb 40 HAaCTaHHS 3aniaHOBaHOT BariTHOCTI.
BariTHiCTb

ATOpnCc® NpoTMUNOKasaHwWii Mif Yac BariTHOCTI, OCKifbKM He BCTaHOBNEHa 6e3neka NpuiioMy i HEMae KOHTPO/bOBAHMX [OC/IIKEHb 3aCTOCYBaHHS aTopBacTaTUHy
BariTHUM >XiHKaMm. Hagxogunu pigkicHI NOBIAOMEHHA NP0 BPOMKEHI aHOManii Micns BHYTPIWHLOYTPOOHOro BNAMBY iHri6iTopie MMK-KoA-peaykTasu.
JocnimpKeHHs Ha TBapuHaX NoKasanu TOKCUYHWIA BMIMB Ha PENPOAYKTUBHY (DYHKLLO.

JikyBaHHS aTOpBacTaTUHOM MOXE 3MEHLLNTY BHYTPILUHLOYTPOOHWIA piBEHb MEBA/IOHATY, HEOOXIAHWUIA ANs BGI0CMHTE3Y XONecTepUHY. ATEPOCKIEP03 — Lie XPOHIYHWIA
npouec, a omke, MepepBa B NpuioMi rinoninigemiyHMx npenapatis Mif 4ac BariTHOCTI He MOBMHHA MaTW 3HA4YHOrO BM/IMBY Ha pe3ynbTaTu AOBrOCTPOKOBOIO
NiKYBaHHA NMepBUHHOI rinepXxoecTeprHemMii.

ToMy aTOpBacTaTVH He MOBUHHI 3aCTOCOBYBATW BariTHI Ta XiHKM, AKi NNaHy0Th ab0 Nigo3pokTL BariTHICTb. JlikyBaHHS npenapaTtoM ATopuc® chif npunuHUTK Nig
yac BariTHOCTI abo [OKW He By/e BCTAHOB/EHO, LU0 XIHKa He BariTHa (auB. po3ain «poTUMNoKasaHHN»).

[Mepiof rogysaHHs rpyaaro

HeBifiomMo, UM NPOHMKae aTopBacTaTVH Ta MOro MeTaboniti y rpyaHe MOJIOKO NIKOAUHM, OfHaK BiOMO, L0 HEBE/IMKA KiflbKICTb aTopBacTaTuHy abo Moro MeTaboniTis
NoTpansse y MOOKO LypiB. OCKiNbKN iCHYE NOTEHLLINHUIA PU3VNK BUHUKHEHHS CEPI03HMX NMOBIYHUX edIeKTiB, XiHKW, L0 NpuiiMatoTb npenapat ATopuc®, NOBUHHI
MPUMUHUTY TOAYBaHHA rpyaato (AVB. po3ain «1poTUNOKa3aHHS:»).

ATopBacTaTH NPOTUMOKa3aHWIA Y Nepios rofyBaHHsA rpyALI0 (4MB. po3ain «poTUNoKasaHHs»).

PEPTUNLHICTb

Mpy gocnimkeHHi Ha TBapMHAaX aToOpBACTATUH He B/IMBaB Ha epTUNbHICTb CaMLiB UM caMULLb.

34aTHICTb BNAMBATY Ha WWBMAKICTb peakLii Nnpy KepyBaHHIi aBTOTPaHCNOPTOM abo iHWMMKU MeXaHi3mamu.

Hemae noBifoM/ieHb NPO BM/IMB aTOPBACTATUHY Ha 34aTHICTb KepyBaTy aBTOMOGINEM i BUKOPUCTOBYBATU TEXHIYHI NPUCTPOI. Afe Nif Yac 3acToCcyBaHHA npenapary
[eqKi NauieHTn MOXYTb Big4yBaTy 3anamMmopOYeHHs Ta CyaoMmM M’A3iB. ToMy Nif Yac NikyBaHHS cnif 6yTn 06epeXXHUMU Npy KepyBaHHI aBTOTPaHCNOPTOM abo po6oTi
3 IHLIMMKW MexaHi3Mamu.

Cniocib 3acTocyBaHHA Ta [03Mu.

Jo3yBaHHs

Jlo nouaTtky nikyBaHHA npenapatom ATopuc® cnifg BM3HAUUTK PiBEHb TiMepXonecTepuHeMii Ta KOHTPOMIOBATM [OTPUMAHHS BiAMOBIAHOT AIETU, (i3nUHI
HABAHTAKEHHS, 3MEHLLIEHHS MaCy Tifa y NaLieHTIB i3 0OXKMPiHHAM Ta NiKyBaHHS iHLLMX OCHOBHUX MeAU4HMX Npo6/ieM nallieHTis. Mpu npuiiomi npenapaty Atopuc®
NauieHT NOBMHEH LOTPUMYBATUCA CTaHAAPTHOT 4iETU, KA 3HUXKYE PiBEHb XONECTEPUHY .

inepninigemis i 3miwaHa gucninigemis

PekomeHA0BaHa NoYaTKOBa fi03a atopBacTaTHy cTaHoBUTL 10 Mr a6o 20 Mr 1 pa3 Ha go6y. [Ana nauieHTis, fKi NOTPe6YTb 3HAYHOI0 3HVKEHHS PIBHS XONECTEPUHY
NMHLL, (6inbL HiX Ha 45 %), Teparnito MOXHa po3noynHaTy i3 fo3ysaHHs 40 Mr 1 pa3 Ha Lo0y.



[iana3oH [o3yBaHHSA NiKapCbKOro 3acoby ctaHoBWTL Big 10 mMr go 80 mr 1 pa3 Ha go6y. MpenapaT MOXKHa NpPUAMaTV Pa3oBOK 030K Y Oyab-AKi roAnMHN Ta
He3aNieXXHOo Big npuitomy Dxi. MoyaTKoBy Ta NiATPMMYBa/bHY [03M NpenapaTy nigbuparoTsb iHAMBIAYanbHO, 3anexHo Bif piBHs XC JITHLL, mMeTn nikyBaHHA Ta
Bignosigi. Micna noyaTky NikyBaHHA Ta/abo Micna TUTPYBAHHA LO3W Mmpenapaty CAif KOHTPOOBATK PiBHI MINIAIB NPOTAroM 2—4 TWXKHIB Ta BIAMNOBIAHWM YMHOM
BiZIKOpUryBaTu L3y .

"eTepo3uroTHa ciMeitHa rinepxonecTepuHemis y nalieHTiB AUTa4oro Biky (Bikom Big 10 Ao 17 pokiB)

PekomeHA0BaHa NoYaTKoBa Aj03a atopBacTaTuHy cTaHoBMTb 10 Mr/go6y, 3BMYaitHuiA gianasoH 403 cTaHoBUTbL Big 10 Mr go 20 Mr nepopasibHO 1 pa3 Ha fo6y. [03u
npenapaty cnig nigéupatn iHAMBIAYanbHO BigNOBIAHO A0 PEKOMeH0BaHOI MeTu NiKyBaHHA. TepaneBTWYHa BiANOBiAb NPOABNAETLCA NPOTArOM 2—4 TUXKHIB Ta
NiATPMMYETLCA Nif Yac A0BroTpueanoi Tepanii. KopurysaHHs 03u cnif NPoBOANTU 3 iIHTepBasioM 4 TUXKHI abo BinbLue.

"OMO3MroTHa CiMeliHa rinepxonec TepuHeMis

[o3a atopBacTaTMHy A5 NauieHTiB 3 TOMO3MIOTHOK CIMENHOLO TinepxonecTepuHemieto cTaHoBMTL Big 10 mr go 80 Mr Ha o6y (auB. po3ain «PapmakognHaMiKa»).
ATOpBaCTaTUH C/ij, 3aCTOCOBYBATU AK AOMOBHEHHA [0 IHLUMX TinofinigeMiyHNX MeTOAIB NikyBaHHA (Hanpuknag agepes JIMHLLL) abo y pasi, AKWwo rinoninigemiyHi
MeTO/AM NiKyBaHHSA HeLOCTYIHI.

OpHoyvacHa rinofinigemMiyHa Tepanis

ATopnc® MOoXKHa NPUIAMAaTK 3 CEKBECTPAHTaMM XXOBYHMX KUCMOT. KoMGiHaLito iHriGiTopis TMIM-KoA-pefyKTasm (CTaTuHIB) Ta (ibpaTiB 3arasiom Cnif, 3acTOCOBYBaTU
3 06epexHicTIo (AMB. po3ainn «OcobMBOCTI 3aCTOCYBaHHSA», «B3aeMofist 3 IHLUMMY NiKapCbKMMK 3aC06aMM Ta iHLLI BUAM B3aEMOAIN»).

[opyLUEHHSt (PYHKLIT HUPOK

3axBOpOBaHHA HUPOK He BM/INBAE Hi Ha KOHLEHTPaLito B nnasmi KpoBi, Hi Ha 3HWKeHHA piBHA XC JITTHLL, npu 3acTocyBaHHI npenapary; 0TXXe, KOPUryBaHHS 403K
npenapary 419 NawieHTiB 3 NOpYLUEHHAM (DYHKLIT HAPOK He NOTpibHe (aMB. po3ginm «OcobnmMBOCTI 3aCTOCYBaHHA», «PapMakOKiHETUKa).

[MeyiHKOBa HEAOCTATHICTb

ATopnc® cnig 3acToCOBYBaTW 3 0GEPEXHICTIO NallieHTaM 3 MOPYLUEHHAMM (YHKLIT NeviHkK (AuB. po3ainnm «Oco6MBOCTI 3aCTOCYBaHHS», «PapMaKOKIHETUKE).
ATopnc® NpoTMNoKa3aHwWii NaLlieHTam i3 3aXBOPIOBaHHSM MeYiHKM B rocTpili hasi (AvB. po3ain «poTMnoKasaHHs»).

3acTOoCyBaHHA B KOMOIHALLIT 3 IHLUMMW NiKapCbKUMK 3aC00amu

Cnif yHMKaTK NiKyBaHHA NpenapaToM NauieHTiB, AKi NPUMatoTb LIMKIOCMOPMH abo iHribiTopn npoTeasn BIJT (TunpaHaBip + puToHaBip), abo iHribiTop npoTteasun
Bipycy renatuty C (Tenanpesip). Cnig 3 06epeXHiCT0 npusHayath nayieHTam 3 BIJ1, Wwo npuiimatoTb noniHagip + pUTOHaBIp, Ta 3aCTOCOBYBATU Y HaMHMKYIi
HeoOXiAHIM A03i. OANnd nauieHTis, WO NPUMMaloTb KNapuTPOMIUUH, iTpakoHaszon, abo Ans nauieHTiB 3 BIJ1, wo npuinmaroTb KOM6iHaLiT cakBiHaBip + pUTOHaBIp,
[apyHaBip + puToHaBip, hocamnpeHasip abo ocamnpeHasip + pUTOHABIP, TepaneBTUYHY 403y npenapary cnif 06mexuTn fo30t0 20 Mr, a TaKOX PEKOMEHAYETHCS
MPOBOANTY HaNeXHi KNiHIYHI 06CTEXeHHA ANs 3abe3neyveHHs 3aCTOCyBaHHA HaiMeHLIOT eeKTUBHOI 403K Npenapaty. [na nauieHTis, WO NpuiiMatoTb iHriGiTop
npoteasn BIJ1 HendiHaBip abo iHri6iTop npoteasu Bipycy renatuty C 6ouenpeBip, NiKyBaHHS MpenapaTtom chif 06Mexutun fo3ow o 40 Mr, a TakoX
PEKOMEHAYETbCA NPOBEAEHHS BIAMNOBIAHUX K/IHIYHUX OOCTEXEeHb A/ 3abe3rneyeHHs 3aCTOCYBaHHA HalMEHLUOT eqeKTUBHOI [03W npenapaty (4vB. po3ginu
«Oc0o6MBOCTI 3aCTOCYBaHHS» Ta «B3aemofisi 3 iHLLIMMM NiKapCbKMMKM 3aco6amu Ta iHLLI BUAN B3aEMOAIA»).

MauieH TV NiTHLOrO BiKY

[ns nauieHTiB BIKOM noHag 70 poKiB Npwv 3aCTOCyBaHHI PEKOMEHL0BaHMX 03 aTopBacTaTuHy e()eKTUBHICTb Ta 6e3neKy Tepanii Cnif OLiHKOBaTU 3 ypaxyBaHHAM
HasABHOCTI IHWNX (haKTOPiB CXMNbHOCTI 0 PO3BUTKY pabaomioniay.

aiTn.

"eTepo3uroTHa ciMeitHa rinepxonecTepuHeMmis

Tepanito AiTAM MOXYTb NPOBOANTU TiNbKW NiKapi, AKi MatoTb 40CBI NiKyBaHHSA rinepninigemii y Aitei; nayieHTam cnif perynspHo npoBo4UTY NOBTOPHWI KOHTPO/b
ANs OUiHKM Tepanii.



[ns nauieHTis BikoM Bif 10 pokiB pekOMeHAOBaHa MoyaTKoBa [03a aropsBacTaTvHy cTtaHoBuTb 10 mr abo 20 mr Ha foby. [lo3wn npenapaty chig nigovpatu
iHAMBIAYabHO. KOopuryBaHHS 031 CNif NPOBOAUTY 3 iHTEPBA/IOM 4 TWXKHI abo GifbLue.

IHpopMmaLis nNpo 6e3neky A1 NauieHTiB Wiel rpynu, aki oTpumyBann aos3u Ginbwe 20 mr, wo Bignosigae npubnusHo 0,5 Mr/kr, obmexeHa. Y BY3bKOMY
KOHTPO/IbOBAHOMY [OC/I[KEHHI He OYy/10 BUAB/IEHO 3HAYYLLOro BMAMBY MnpenapaTy Ha picT abo cTaTeBe [03piBaHHSA X/OMLiB ab0 Ha TPMBaNICTb MEHCTPYa/IbHOro
UMKy y gisyart (avB. po3ginm «obivHi peakuii» Ta «Crnoci6 3acTocyBaHHA Ta [03W»). [iByaT-nigfiTKiB CNif MPOKOHCYNbTYBATU WOAO MPUAHATHUX METOLIB
KOHTpaLenui’ NpoTArom nepiofy MikyBaHHSA NpenapaToMm (4MB. po3ain «3acToCyBaHHA Y Nepiog BariTHOCTI abo rofyBaHHSA rpyLato»).

ATOpBaCTaTMH He MOKa3aHWIn NpW NiKyBaHHI NauieHTiB Bikom 40 10 pokiB. [N nauieHTiB Li€i rpynu 6inbll AOLINbHOK MOXe BYTK iHLa hapmaleBTMYHa opma
/003yBaHHS.

[MoBigoMAAN0CA NPO AOCMIMKEHHA KNiIHIYHOT e(PEKTMBHOCTI 3aCTOCYBaHHA aTtopBacTaTuMHy B fo3ax Ao 80 mr/goby npotaroM 1 poKy nmauieHTaMm 3 rOMO3UroTHOH
CiIMEHOHO0 TinepxonecTepmHemieto, 10 AKOro 6yn1o BKNHOYEHO 8 NauieHTIB AUTAYOro BiKy (AMB. po3ain «IFOMO3MroTHa ciMeiHa rinepxonecTepuHeMis»).

Nepepno3yBaHHSA.

CneumdgivyHOro nikyBaHHA nepefo3yBaHHSA NpenapaTom Hemae. Y pasi nepefo3yBaHHA nauieHTa cnif NikyBaTu CUMNTOMaTUYHO Ta 38 He0OXifHOCTI 3aCTOCOBYBaTH
nigTpUMyBanbHi 3axoaun. Heo6XiHO NPOBECTU aHani3n (YHKLIT NeviHKM Ta KOHTpontoBatu piseHb KK y cmpoBaTLi KpoBi. Yepes BUCOKMIA CTYMiHb 3B’A3yBaHHS
npenapaty 3 6i/IkamMu Nia3Mm He Cifg 04iKyBaTh 3HA4YHOIO MiABULLEEHHA KIPeHCY npenapary 3a [0noMoror remogianiay.

Mo6iyHI peakuii.
Y 3B’A3KY 3 TUM, WO KNIHIYHI JOCMIIKEHHA NPOBOAATLCA B PI3HOMaHITHUX YMOBaX, YacTOTY BMHUKHEHHS HebaKaHWX peakLuiil, Lo CnocTepiratoTbCs Mig yac
KNIHIYHUX [OCNifKEHb NIKAPCbKOro 3acoby, He MOHa 6e3nocepefHb0 MOPIBHIOBAT 3 MOKAa3HWKaMK, OTPUMaHUMK Nif 4ac KAIHIYHUX AOCNI[KEHb IHLIOro
npenapary, Ta BOHWU MOXYTb He BiMnoBijaTh NOKa3H1KaM YacToTH, L0 COCTEPIratoTbCs Y KNiHIYHIA NpaKTULi.
3rigHo 3 iHhopMaLietd KNiHIYHUX A0CMIIKEHb, Y NaLieHTIB, AKi OTPUMYBan NiKyBaHHS aTOpBacTaTUHOM, HalyacTille crocTepiranvcs Taki HebaxkaHi peakLuiT, Lo
MPU3BOAMAN 4O NPUNUHEHHS 3aCTOCYBaHHA NpenapaTy Ta TPanisavcs 3 4acToTo, BULWOK (> 2 %) HXK y rpyni nnaue6o: mianris (0,7 %), piapes (0,5 %), HygoTa
(0,4 %), niaBnLleHHA piBHA anaHiHamiHoTpaHcgepasn (AT) (0,4 %) Ta neviHkoBux hepmeHTiB (0,4 %).
Haii6inbl YacTumm nobivHMMK peakuisMmn (= 2 % NopiBHAHO 3 NniaLebo) He3aneXHOo Bif NPUUUHK, Y NaUieHTIB, AKi OTpUMyBann Nnauebo y AoCHimpKeHHAX (N =
8755), 6ynu: HazoapuHriT (8,3 %), apTpasnris (6,9 %), piapes (6,8 %), 6inb y KiHUiBKax (6,0 %) Ta iH(eKLia cevoBmBigHUX WAAXIB (5,7 %).

Tabnuus 3
KniHivHi HebaxKaHi peakuii, WO BUHUKaNN Yy 2 % nauieHTiB Ta 6ifbLue, AKi OTPMMYyBan NiKyBaHHS Oy/b-AKOH 40300 aTOpPBacTaTUHY, Ta 3 4aCTOTOO, BULLOKD, HIXK Y
rpyni nnaue6o, He3anexHo Bif, MPUUNHHOIO 3B’A3KY (% navieHTiB).

He6axara peakujis ng:-ﬂm 10 mr 20mr [40wmr | 80mr Mnaue6o
_ N=3908 | N=188 | N=604 | N=4055 | N=7311
N=8755

HasogapuHrit 8,3 12,9 53 7 4,2 8,2
ApTpanris 6,9 8,9 11,7 10,6 4,3 6,5
[Hiapest 6,8 7,3 6,4 141 52 6,3

Bifb y KiHLiBKax 6 8,5 3,7 9,3 31 59
IHq)eK_u,m CeYvyoBMBILHUX 5.7 6.9 6.4 8 41 5.6
LNAXiB




Aucnencis 47 59 3,2 6 33 43
Hypnota 4 3,7 3,7 7,1 3,8 35
M’5130BO-CKeNeTHU 6inb | 3,8 52 3,2 51 2,3 3,6
M’A30Bi cnasmu 3,6 4,6 48 51 2,4 3

Mianris 35 3,6 59 8,4 2,7 31
be3coHHsA 3 2,8 11 53 2,8 2,9
;ﬁEMHronapMHreaanmm 23 3.9 16 28 07 21

[0 iHWKX HebaxxaHUX peakLii, Npo AKi NOBILOMAANOCA Nif Yac nnauebo-KOHTPOIbOBAHNX AOCNIAKEHb, HA/IEXATb:

3arasibHi NOPYLUEHHA: BIAYYTTSA He34Y>KaHHS, NipeKcis;

3 60Ky TpaBHOI CUCTEMN: LLTYHKOBO-KULLIKOBUI AUCKOMMOPT, BiApVXKKa, METEOPM3M, FenaTuT, XoNecTas;

3 6OKY CKeNneTHO-M’A30BOI CUCTEMU: M’S30BO-CKENETHUIA BiNb, NiABMLLEHA BTOM/IOBaHICTb M’A3iB, 6iNb Y LWIKT, HABPAK cyrnobis, TeHAMHoNaTis (iHOAI YCKnaaHeHa
PO3PUBOM CYXOXWNNIA);

3 60Ky MeTaboniaMy Ta xapyyBaHHs: MigBULLEHHA TpaHCaMiHa3, BigXWNeHHS Bif HOPMU (YHKLIOHaNbHUX NPO6 NeYviHKW, NiABULLEHHS PIBHA NYXXHOT (hochaTtasn B
KpOBI, NiABWLLEHHSA aKTUBHOCTI KPeaTUH(OCHOKIHA3W, rinepriikemis;

3 GOKY HEpBOBOI CUCTEMMU: KOLLUMAPHI CHOBULIHHS;

3 60Ky AMXaNlbHOT CUCTEMMW: HOCOBA KPOBOTEYR,;

3 GOKy LUKIpK Ta il NpUAaTKIB: KPOMUB’AHKA,;

3 60Ky OpraHis 30py: HEYiTKIiCTb 30pYy, MOPYLLEHHS 30pY;

3 6OKy opraHis cnyxy Ta piBHOBaru: Wym y ByXax;

3 60Ky cevyocTaTeBOl CUCTEMN: NTEAKOLMTOYPIS;

3 6OKY penpoAyKTUBHOT CUCTEMMU Ta MOIOYHMX 3a/103: FHEKOMACTIS.

YacToTy BUHMKHEHHS MOOGIYHMX peakuiii BU3HaYa M TakMMm 4YMHOM: 4Yacto (> 1/100, < 1/10); Heuyacto (> 1/1000, < 1/100); pigkicHi (> 1/10000, < 1/1000);
HaA3BUYainHO pigkicHi (< 1/10000).

MopyLueHHs (OYHKLiT HEPBOBOT CUCTEMMW: YacTO: TOMI0BHMIA 6GiNlb; HEYacTo: 3anaMOpOYeHHs, NnapecTesis, rinecrtesis, AUCres3is, amHe3is; PiAKICHI: nepudepuyHi
Helponaril.

MopyLeHHs (hyHKLT LLNYHKOBO-KMLLIKOBOrO TPAKTY: 4acTo: 3anop; HevacTo: NaHKPeaTuT, 6/10BaHHS.

MopyLueHHs (hyHKLIT CKeNeTHO-M’A30B0T CUCTEMU Ta CMoMyYHOT TKaHUHK: YacTo: 6inb y cyrnobax, 6i/b y CnvHI; piAKIiCHI: mionaris, Mio3uT, pabLomionis.

3ara/ibHi NopYLLEHHSA: HeYacTo: acTeHis, 6inb y rpyasx, nepugepnyHi HabpsAKK, CTOMIKOBAHICTD.

MopyLleHHs MeTaboniamy Ta xapuyBaHHsA: HEYacTo: rinornikemis, 36i/ibLUEHHA Macy Tifla, aHOPEKCIs.

MopyLueHHs (hYHKLIT NeYiHKM Ta MKO0BYHOIo Mixypa: HaA3BmnYaliHO PifKiCHi: NeYiHKoBa HeAOCTATHICTb.

MopyLUeHHs 3 60KY LIKIpK Ta CnoAy4YHOI TKaHWHW: HeYacTo: LWKIpHI BUCMNaHHSA, CBEPOIXK, anonewis; pigKiCHI: aHriOHEBPOTUYHNIA HabPSK, 6YNbO3HUIA aepMaTuT (y
TOMY YKC/i MyNbTU(OPMHA epuTeMa), CMHAPOM CTiBeHca — [XKOHCOHA Ta TOKCUYHWIA enifiepManibHUIA HEKPOTi3.

Posnaay 3 60Ky AnMxanbHOT CUCTEMU, OpraHiB rpyAHOT KNiTKW Ta cepefoCTIiHHA: YacTi: 6i/b y ropsi Ta ropTaHi.

Po3naau 3 60Ky cMCTeMM KPoBi Ta NiMmaTUUYHOT CUCTEMU: PIAKICHI: TPOMOOLMTONEHIS.



Po3naam 3 60Ky iIMyHHOT CUCTEMM: YaCTO: anepriyHi peakuii; Haa3BUYaNHO PiAKICHI: aHadinakcis.

Po3naau 3 60Ky opraHis 30py: He4YacTO: 3aTyMaHeHHs 30py.

3MiHKM pe3ynbTaTiB 1abopaTOPHMUX aHanNi3iB: YacTo: BiAXUNEeHHA pe3ynbTaTiB (hyHKLiOHabHUX NPO6 NeYviHKW, NiABULLEHHS aKTUBHOCTI KpeaTUH(OCHOKIHa3M KPOBI;
HeYyacTO: NO3UTUBHWIA Pe3yNbTaT aHasli3y Ha BMICT NIEMKOLMTIB Y Ceui.

AK | Npu 3acToCyBaHHI iHWKX iHri6iTopiB TMIT KoA-peayKTasu, y nauieHTiB, SKi NpuiAMan atopBacTaTuH, CNOCTepirann nigBULLEHHS aKTUBHOCTI TpaHcaMiHa3
CUpOBaTKN KPoBi. Lli 3MiHK 3a3BUYail Oynn cnabko BUPaXKEHUMW, TUMYacoBMMM Ta He NOTpebyBasiv BTPyYaHHs abo NikyBaHHS. KniHIYHO 3HauvyLle MigBuLLEeHHS
aKTMBHOCTI TpaHCamiHa3 CMPOBATKM KPOBi (MepeBULLEHHS BEPXHbLOT MeXi HOpMU GinbLu HiXK y 3 pasun) cnoctepirann y 0,8 % nauieHTiB, SKi NpuiiMany atopBacTaTyH.
Lle nigsuLeHHs Mano [0303a/1eXXHWIA XapakKTep Ta 6y/10 060pOTHUM Y BCiX NaLi€HTIB.

Y 2,5 % nauieHTiB, AKi npuiiMan aTtopBacTaTuH, CNOCTEPIran 3poCTaHHA aKTUBHOCTI KpeaTUHKIHA3M CUPOBATKM KPOBI, WO 6inbll HX Y 3 pasu nepesuLlyBana
BEPXHIO MeXy HopMu. Lle 36iraeTbCcs 3i CMOCTEPEXXEHHAMW NPW 3aCTOCYBaHHI IHLWIKMX iHri6iTopiB TMIT KoA-pefyKTasun y Xoai KniHiYHMX gocnipkeHs. Y 0,4 %
naLieHTiB, fKi OTPUMYBa/IM aTOpPBacTaTVH, CNOCTEPirasnesa PiBHi, L0 NepeBuLLYBaIv BEPXHIO MeXy HOpMM BinbLL HixX Y 10 pasis.

Mo6iyHI peakuii, AKi BUHUKAW Mif Yac KNiHIYHUX LOCNiMKEHb: IH(EKLi CeYOBMBIAHOMO TPaKTY, LIyKPOBUIA AiabeT, iIHCYNbT, NiABULLEHHS aKTUBHOCTI TpaHCaMiHa3
CUPOBATKM KPOBI (Mano [0303a/1eXHUI XapakTep Ta 6y/10 060pOTHMM Y BCiX NaLiEHTIB), 3pOCTaHHSA aKTUBHOCTI KpeaTWH-KiHa3n CUPOBATKM KPOBI, LlYKPOBWIA AiabeT.
JOCBif NicnspeecTpaLinHoro 3acTocyBaHHs

MpoTaroM nicnspeecTpauiiHOro 3acToCyBaHHS aTopBacTaTMHY OynM BUSIBMEHI HMK4e3as3HauyeHi HebakaHi peakuii. OCKiNbKM Npo Ui peakuii Hagxoamnm
NOBIAOM/IEHHS Ha A06POBINbHIN OCHOBI Bif NONYNAUIT HEBIAOMOI YMCENbHOCTI, He 3aBXAW MOXKHa [AOCTOBIPHO OUIHMTKM X 4acToTy abo BCTaHOBUTU
NPUYNHHO-HACNILKOBWIA 3B’ A30K i3 3aCTOCYBaHHAM npenapary.

[0 HebaxaHMX peakuiil, NOB’A3aHMX i3 NiKyBaHHAM aTOpBacTaTUHOM Ta 3apEECTpOBaHMX MICNA BUXOAY MpenapaTy Ha PUHOK, He3aleXHO Bif OLiHKM
NMPUYNHHO-HACNILKOBOIO 3B’A3KY, Ha/leXaTb: aHainakcis, aHrioHeBPOTUYHWNIA HABPSAK, 6yNbO3HI BUCUMNAHHA (Y TOMY YMC/li eKcydaTuBHa My/IbTUPOPMHa epuTemMa,
cnHapoM CriBeHCca—[PKOHCOHA Ta TOKCMYHWIA enigepmasibHUMiA HeKponi3), pabaomionis, Mio3wT, NiABMLLEHA BTOM/IOBAHICTb, PO3PUB CYXOXWNS, NeTalbHa Ta
He/neTaslbHa NeviHKoBa HeJOCTAaTHICTb, 3aNaMOpPOYeHHs, Aenpecis, nepudepruyHa HelmponaTisa Ta NaHKpeaTuT.

Hazxoaunu pigkicHI NOBIAOM/IEHHS NPO BUMAaAKW IMYHONOrIYHO ONOCepefKOBaHOT HEKPOTM3YHOUOT Mionartii, MOB’A3aHOI i3 3aCTOCYBaHHAM CTaTUHIB (AMB. pO3f4in
«OCc061MBOCTI 3aCTOCYBaHHS).

Hagxoamnu pigkicHi nicnspeecTpauiiHi NOBIAOMIEHHS NPO KOMHITMBHI po3naan (Hanpuknag 4YacTKoBa BTpaTa Nam’siTi, 3a0yAbKyBaTiCTb, aMHE3is, MOPYLUEHHS
nam’aTi, CryTaHIiCTb CBIAOMOCTI), MOB’A3aHi i3 3aCTOCYBaHHAM CTaTUHIB. Lli KOrHiTMBHI po3nagn 6ynn 3apeecTpoBaHi Npu 3acTOCYBaHHI BCiX CTATUHIB. 3arasiom
peakuii He BiAHOCU/IUCL A0 KaTeropii ceprio3HMX HebaxkaHUX peakuid Ta 6ynm 060pOTHUMU MICNS NPUNUHEHHS NPUIAOMY CTaTWUHIB, 3 Pi3HMM YacoM [0 NoyaTky
nposBsy cumnTomy (Bif 1 AHA [0 KiSIbKOX POKIB) Ta 3HUKHEHHA CUMMNTOMY (MefiaHa TPUBAIOCTI CTaHOBMMA 3 TUXKHI).

IMig yac 3acTOCyBaHHA JefKMX CTaTWHIB Oynun onucaHi Taki HebaxkaHi ABWLLA: PO3naf CTaTeBOi (YHKLIT; BUHATKOBI BUMaAKN IHTEPCTULIANIbHOI XBOPOOM /ereHsb,
0c06/1IMBO Nif, Yac JOBroCTPOKOBOIO /liKYBaHHS.

i Yyac NOCTMAPKETUHIOBMX CNOCTEPEXEHb MOBIAOMISN0CS MPO HMXKYe3a3HAYEHI NOOIYHI peakLi.

MopyLUeHHs hyHKLIT KPOBOHOCHOT Ta NiMhaTUYHOT CUCTEMU: TPOMOOLIMTOMEHIS.

MMopyLUeHHs OyHKUIT IMYHHOT CMCTeMK: anepriyHi peakuii, aHaginakcisa (y ToMy ymcni aHainakTUYHWI LWOK).

MMopyLueHHss MeTaboniamy Ta xapyyBaHHs: 30i/IbLUEHHS Macu Tifa.

[MopyLUeHHs (hyHKLIT HEPBOBOT CUCTEMMW: TONIOBHWIA 6iNb, riNecTesis, AUCressis.

Po3nafu WayHKOBO-KMLLKOBOrO TPakTY: 6inb Y XMUBOTI.

MopyLUeHHs hyHKLIT OpraHis cnyxy Ta nabipyHTy: WyM Yy ByXax.

LLikipa Ta nmifWwKipHa TKaHWHA: KPonuB’aHKa.

MopyLueHHs (hyHKLIT CKeneTHO-M’A30B0T CUCTEMU Ta CMONYYHOI TKaHUHW: apTparis, 6ifib y CrvHI.




3aranbHi nopyLeHHs: 6inb y rpyasx, nepuepuyHnin HabpsiK, He3aYy>KaHHS, BTOMa.

3MiHV pe3ynbTaTiB 1abopaTopHMX aHani3is: NiABULLEHHSA aKTUBHOCTI aflaHiH-aMiHOTpaHcgepasu, NiABULLEHHS aKTUBHOCTI KpeaTUH(OCHOKIHa31 KPOBI.

[iTn (Bikom 10-17 pokiB)

MoBigoMnanocs Wo nifg 4Yac KOHTPO/bOBAHOIO AOCNIMKEHHA 3a y4yacTO XOMUiB Ta AiBYaT MicNs noyaTky MeHCTpyalii, npodinb 6e3nekn Ta nepeHoCUMOCTI
aTopsacTaTuHy y Ao3i Big 10 mr o 20 Mr Ha go6y 6yB 3araioM nogibHum Ao npodinto nnauebo (ane. posainv «Cnocib 3acTocyBaHHA Ta [03U», «[iTh»).
3BITYBaHHS NPO Nif03ptOBaHI NOOIYHI peakLii.

3BiTyBaHHA NPO Nifo3ptoBaHi NOGIYHI peakLil nicna peecTpauil NiKapcbKoro 3acoby Mae Bennke 3HaveHHs. Lle fae 3mory npoBoauTy 6e3nepepBHe CMOCTEPEXKEHHS
CNiBBIAHOLLEHHA KOPUCTI Ta PU3NKIB, NOB’A3aHMX i3 3aCTOCYBaHHSAM NiKapCbKoro 3acoby. Cneuianictv y ranysi 0XOpPOHW 340POB’S NOBMHHI NodaBaTu iHhopMaLito
npo 6yab-AKi Migo3proBaHi NOBGIYHI peakyii 3a JOMOMOrOK HawioOHa/IbHOT CUCTEMW 3BITHOCTI.

TepMiH NpUAATHOCTI. 2 POKMK.

YMOoBW 36epiraHHs.
36epiraTi B OpuriHanbHiin ynakoBLi Npyn TemnepaTypi He Bulle 25 °C.
36epiratv B HeAOCTYMHOMY AN1s AiTel MicLi.

YnakoBKa.
10 mr, 20 mr: 10 TabneTok y 6nicTepi; no 3 abo no 9 6nicTepiB y KapTOHHI KOpooL,i.
40 mr: no 10 TabneTok y 6nictepi; no 1 a6o no 3, a6o no 9 65icTepiB y KAPTOHHIN KOPOOL.

KaTeropis Bignycky. 3a peLenTom.

B1po6GHUK.

KPKA, a.4., HoBo mecto/KRKA, d.d., Novo mesto.

Micue3HaxomkeHHS BUPOOHMKaA Ta afpeca Micusa NPoBafKeHHS MOro AisiNIbHOCTI.
LLImap’ewka yecta 6, 8501 HoBo mecTo, CnoseHis/Smarjeska cesta 6, 8501 Novo mesto, Slovenia.



