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IHCTPYKIIA
AJISl MEAUYHOI0 32CTOCYBAHHS JiKAPChKOI0 3ac00y

MEJTA®
(PELTA)

Cknao:

oiroua peuosuna: pantoprazole;

1 ¢nakon MicTHTP NaHTONMpa3oly HATPilO CeckBirigpary 45,12 Mr, 1o eKBiBaJICHTHO
nanTomnpasony 40 mr;

oonomidgicHi peyosunu.: manitoi (E 421), HaTpiro UTpaT, HATPIIO T1IPOKCHI.

Jlikapcbka dgopma. [Topomok st po3uuHy s iH €KITIH.
Ocnogni ghizuxo-ximiuni enacmugocmi: 6inmuit abo maibxe 611K T10(1T1I30BaHUN TOPOIIOK.
Po3Benenuii po3unH — npo30pHil po3uuH Bix 6€30apBHOTO 0 KOBTYBATOTO KOJIBOPY.

dapmakoTepaneBTHYHA rpyna. 3aco0u IS JIKyBaHHS KHCIIOTO3QJICKHUX 3aXBOPIOBAHbB.
[ari6itopu nporonnoi mommu. [Tantonpazon. Kon ATX A02B C02.

Dapmakono2iuni enracmueocmi.

Dapmaroounamika.

Mexanizm 0ii. Tlantompaszon — 3aMilieHH O€H3WMina3oi, KUK 1HTIOye CEKpelilo COJNSIHOT
KHCJIOTH Y IUTYHKY HIISXOM CIIeU(iqHO1 OI0KaAM TPOTOHHHUX TTOMII MMapieTAIbHUX KIIITHH.
ITanTonpazon TpanchOpMyeThCs B aKTUBHY (OPMY Y KUCIIOTHOMY CEpEeOBUILIl B MapieTalbHUX
KiithHax, ne inrioye ¢gepment H'-K'-ATda3y, 10610 OiI0Kye KiHIIEBHMI eTarm BUPOOJIEHHS
COJISIHOT KUCJIOTH Y IUTYHKY. IHriOyBaHHS € J10303aJIe)KHUM Ta CTOCYEThCA SIK 0a3albHOI, TaK 1
CTUMYJIBOBAHOI CEKpellii KUCIOTH. Y OUIBIIOCTI MAIIEHTIB CAMITOMH 3HUKAIOTh MPOTATOM 2-X
THD)KHIB. 3aCTOCYBaHHSI MaHTOIPa30idy, K 1 iHMHUX iHTiOiTOpiB mpoToHHOi mommu (IIIIT) Ta
1Hri101TOpiB H2-penenTopiB, 3HUKY€E KUCIOTHICTh Y HUTYHKY 1, TAKMM YHHOM, 301IbIIIY€E CEKPELi0
racTpUHy MPONOPLIMHO 10 3MEHIIEHHS KHUCIOTHOCTI. 30ULIbIIEHHS CeKpelii TacTpuHy €
00opoTHUM. OCKIIBKH MAHTONPa30J1 3B’A3ye (EPMEHT 103a KIITHUHHUM PELENTOPOM, BiH MOXKE
1Hri0yBaTH CEKpEeIi0 COJITHOI KHUCIOTH HE3aJeKHO BiJl CTUMYIALI] 1HIIMMH pEYOBUHAMU
(aeTunxomiH, TicTaMiH, racTpuH). EdexkT mnpu mnepopanbHOMY Ta BHYTPIIIHBOBEHHOMY
3aCTOCYBaHHI IpenapaTy 0JIHaKOBHH.

3acTocyBaHHsI MAaHTOMNPAa30dy 30UIbIIye PIBEHb racTpuHy Hatiie. [Ipy KopoTKOCTpOKOBOMY
3aCTOCYBaHHI BiH y OUIBIIOCTI BMIAAKIB HE MEPEBUIILYE BEPXHbOI MeXi HOpMHU. Y pasi
JIOBFOTPHUBAIIOr0 JIIKYBaHHS PiBEHb TACTPMHY y OLIBIIOCTI BMMAAKIB 3pocTae BiBiui. Moro
HaJMipHE 30UTBIICHHS BUHUKAE JIHIIE y TOOJAMHOKHUX BHUIAJKaxX. Sk HacHioK, iHOAI Tpu
JIOBrOTPUBAJIOMY JIIKYBaHHI CIIOCTEPIraeThes caabke abo momipHE 30UIBIICHHS CIIeH(IIHIX
eanokpunHux (ECL) xmituH y myHky (mogiObHo a0 ajeHomaroinHoi rimepmiasii). OpHak,
3TiJHO 3 MPOBEIEHUMHU Ha JAaHUIl MOMEHT JOCIHIKEHHSIMH, YTBOPEHHS KJIITHH-TIONEPETHUKIB
HEHPOCHJOKPUHHUX MYXJIHMH (aTUIOBA Tinepruiaszis) a0 HEHPOSHTOKPUHHUX MYyXJIUH LIUTYHKa,
SIK1 OyJ10 BUSIBJIEHO Y JIOCIIIJDKEHHSAX HA TBApUHAX, Y JIFOJICH HE CITOCTEPIraaocs.

3 orsiy Ha pe3ysbTaTH JIOCTIKEHb HAa TBapMHAX, HE MOYKHA MOBHICTIO BUKJIIOYUTH BIUIMB
JOBrOTpUBajoro (Oiibllle OAHOTO POKY) JIKYBaHHS MMaHTONPA30JI0M Ha €HJOKPHUHHI apaMeTpu
IUTOMOAIOHOT 3a7103H.



Ha Tmi nikyBaHHSI aHTUCEKPETOPHUMHM JIIKAPCHKUMHU 3ac00aMu piBE€Hb TaCTPUHY B CHPOBATIII
KpPOB1 3pOCTa€ y BIANOBiAb Ha 3HMKEHHS cekpelii kucinotu. KpiMm Toro, uepes 3HMKCHHS
KHCJIOTHOCTI IIUTYHKA MiABUIIYEThCA piBeHb XpoMmorpaHiny A (CgA). ITinsumenuii piBeabr CgA
MOJKE€ BIUIMBATU Ha Pe3yJibTaTH JOCTIDKEHb NMPH AIarHOCTHUI HEHPOEHJOKPHHHUX ITyXJIHH.
HasBHi omyOiikoBaHi AaHi cBiq4ath npo Te, 1o JikyBaHHs IIII1 cimig mpunuHUTH TpOTATOM
nepioay BiJg 5 qHIB 10 2 THKHIB 10 BUMiproBanb piBHA CgA. Lle nae 3mory piBHio CgA, sikuit
MoOxe OyTH XHOHO migBHIIEeHUM Micis JikyBaHHs IIII1, moBepHyTHCS B Jiara3oH HOPMaIbHUX
3HAYEHb.

Dapmakokinemuxa.

dapMaKkOKIHETUYHI BIACTHBOCTI HE 3MIHIOIOTHCS MICIIsE OJHOPA30BOT0 200 MOBTOPHOTO MPUHOMY
JikapchKoro 3aco0y. B miamazoni 103 Big 10 10 80 Mr (hapMakokiHeTHKa MTAHTOIPA30.1y B ILIa3Mi
KPOBI 3QJIMIIAETHCS JIIHIHHOIO SIK MIPU NMEPOPATHLHOMY MPHIOMI, TaK i IPU BHYTPIIIHBOBEHHOMY
BBEJICHHI.

Po3nodin. 3B’ s13yBaHHS MAHTOMPA30Ty 3 OLTKAMU CHPOBATKU CTAHOBUTH MpuoOIN3HO 98 %, 00’ eM
posnozainy — npu6ausno 0,15 n/kr.

biompancgopmayis. PedoBuHa MeTabOINI3yeThCS Maike BHKIIOYHO Y mediHii. OCHOBHUM
MeTa0OJIIYHUM IIIIXOM € JeMeTHIroBaHH: 3a gornomororo CYP2C19 3 noganpiioro cyabhaTHOO
KOHIOTaIli€0, 0 1HIINX META00YHNX NUIAXIB HAJIEKUTh OKUCHEHHS 3a gorroMororo CYP3A4.
Buseoennsa. Kinnesuit nepio HamiBBUBEIEHHS CTAHOBUTH NpUOIM3HO 1 roauHy, a KIipeHc —
0,1 n/ron/kr. Byno 3adikcoBaHO JeKiTbKa BUMNAJKIB 3aTPUMKH BUBCICHHS. BHaCTIIOK
crenu(piqyHOro 3B’S3yBaHHS IMMAHTOMPA30Iy 3 MPOTOHHHUMH TOMIIAMU TMaple€TAIbHUX KIIITUH
Nepio/1 HaMiBBUBEICHHS HE KOPEIIOE 3 HabaraTto JOBIIOK TPUBAICTIO Ail (1IHTi0yBaHHS ceKperii
KHUCJIOTH).

OcHoBHa YacTHHA METa0OJIITIB MAHTONPA30Iy BUBOIUTHCA 13 ceuero (mpubmuzHo 80 %), pemra
BHBOJUTHCS 3 KaJioM. OCHOBHHUM MeTa0OJITOM SK B CHPOBATIli KPOBi, TaK 1 B cedi €
JECMETHIITIAHTOIPA30J, KOH IOroBaHWU 31 cynbgartom. Ilepion HamiBBHBEICHHS OCHOBHOTO
Metabomity (mpubmuzHo 1,5 roauMHM) HeHabaraTo TMEpeBUILYE TepioJ HaIiBBUBEACHHS
MAHTOMPA30ITy.

Ocobnusi epynu nayienmis

Hoginvui memabonizamopu. Ilpubmzno 3 % €BpONMEHIIB MalOTh HHU3BbKY (QYHKIIOHAJTBHY
akTuBHICTh (pepmenTy CYP2C19, ix Ha3uBaroTh NOBUILHUMH MeTaloiizaTopamMu. B opranizmi
Takux oci0 MeTaboI1i13M NaHTOIPa30Jly, KUMOBIPHO, TOJIOBHUM YMHOM KaTaji3yeTbcs (pepMeHTOM
CYP3A4. Ilicns npuiiomy onHiei no3u 40 Mr maHTONpas3oiy CepeAHs IUIola, oOMexeHa
(bapMaKOKiHETUYHOK KPUBOK «KOHIEHTpallis B mia3Mi — gac» (AUC), Oyna npubiau3Ho y 6
pasiB OLIBIIOI0 Y HOBUIBHUX META00113aTOPIB, HIXK Y 0C10, sIKi MalOTh (PYHKI10OHAJIbHO aKTUBHUI
¢depment CYP2C19 (muBuaki merabonizatopu). CepenHs MiKOBa KOHIIEHTpallisl B IU1a3Mi KpPOBi
3pocia npubnusHo Ha 60 %. L1i pe3ynpTaTy HE BIUIMBAIOTH HA J1I03yBAaHHS MAHTONPA30ITy.
Hopywenns @yuxyii Hupox. PekOMeHIaliil WIOJ0 3HWXKEHHS JO3W TMpU MpU3HAYCHHI
MAHTOIPA30Jy Malli€eHTaM 31 3HWKEHOI0 (PyHKIIi€0 HUPOK (Y TOMY YMCIII Mali€eHTaM Ha Jiiaisi)
HeMae. SIK 1 B 30pOBUX JOOpPOBOJIBLIB, MEPIOJl HAMIBBUBEIACHHS MAHTOIPa3oly B HHUX €
KOpoTKuM. Jliani3yeThCsl JHIIE TyXKe HEBEIMKa KUIbKICTh MaHTompaszoiy. Ilompu Te, mo B
OCHOBHOT'O METa0oJIITy MOMIPHO TpUBAJIWN NEPiOA HaIIBBUBEACHHS (2—3 rolMHU), BUBEACHHS
BCE OJIHO € IMIBUJIKUM, TOMY KyMYJIALIi HE B1I0OYBA€ThCA.

lopywennsa ¢ynxyii neuinku. Xo4a y MalleHTIB 13 HUPo30M mediHku (kiacu A ta B 3a
Yaiingom — IT°10) mepion HamiBBUBeACHHS 3pocTae 10 7-9 roauH, a AUC 30inbiyerbes y 5—7
pa3iB, MaKCMMaJlbHA KOHIIEHTpaIllist B cHpoBaTili KPoBi (Cmax) 3017IBLIYETHCS JTUIIE HE3HAYHUM
YUHOM — Y 1,5 pa3a — MOpiBHSHO 3 TAKOIO Y 3/10POBUX JOOPOBOJIBIIIB.

THayieumu nimuvoeo 6ixy. Heznaune 3011b1meHHS AUC Ta Cmax Y 100pOBOJIBLIB JITHHOTO BIKY
MOPIBHSHO 3 MOJIOJIIMMH TOOPOBOJIBISIMH TaKOK HE MAa€ KIHIYHOTO 3HAYCHHS.

Jimu. Tlicns oIHOPa30BOTO BHYTPINTHROBEHHOTO BBENICHHS IMaHTOMpa3oiny B mo3ax 0,8 abo
1,6 mr/kr mitsam BikoMm Bix 2 mo 16 pokiB He Oyno 3adikCcOBaHO 3HAUYYIIOTO 3B 3Ky MiX
KJIIPEHCOM MaHTomnpa3ony i BikoM abo macor Tuta mamieHta. AUC Ta 06’eM po3mnoaity
BIJIMOBIAANIN JAHUM, OJIEP>KaHUM TIiJ] Yac TOCIIHKEHb 32 Y9aCTIO JOPOCTHUX.




KuiniuHi XapaKTepucTHKH.

Ilokazannusa.

- Pedmtokc-e3odarit.

- Bupaska nuryHka ta ABaHaJUATUIIAIO] KAIIKH.

- Cungpowm 3osutinrepa — EnticoHa Ta iHII TinepceKpeTopHI MaToNOTiYHi CTaH!.

Ilpomunokaszanns.
[TigBuIeHa 4yTJIMBICTh O aKTUBHOI PEYOBHHU, MOXITHUX OCH3UMITA30Jy Ta A0 OYAb-SIKOTO
KOMITOHEHTA Tpernapary.

B3aemooia 3 inmumu nikapcoKumu 3acovamu ma inwii 6uou 63acmooiil.

Jlixapcwki 3acobu, abcopodyin axux 3anexcums 6i0 pH. YHACTIIOK IIOBHOTO Ta JOBFOTPUBAIOTO
1HT10yBaHHS CEeKpelii COJITHOT KUCIOTH MAaHTOIPA30JI MOKE BIUTMBATH Ha aOCOpOIIito mpernaparis,
Ui SIKUX 3HaueHHS pH NUTyHKOBOTO COKY € BaXJIMBHM (PaKTOpOM iX O100CTYIHOCTI
(Hampukiaa, AEIKMX NPOTUTPUOKOBUX IIpernapaTiB, TAaKUX SK KETOKOHA30J, ITPaKOHA30JI,
MO0CAaKOHAa30J1, a00 1HIIMX MpenapaTiB, TAKUX SIK €PIIOTHHIO).

Ineioimopu npomeasu BIJ/I. He pekoMeHIYeThCS CYMICHE 3aCTOCYBaHHS ITAHTOIPA30Iy 3
iHridiTopamu mporeasu Bl (takumm sk artazaHaBip), aOcopOIisl SKHX 3aJICKHUTH Bij
BHYTPILIIHBOLIUTYHKOBOTO pH, Yepe3 cyTrTeBe 3HMXKEHHS iX O10JOCTYHMHOCTI (JIMB. PO3MIiI
«Oco0IHMBOCTI 3aCTOCYBAHHS).

Skuo cymicHoro 3actocyBaHHsi iHTiOiTOpiB mporeasu BIJI 3 IIIII He MoOXXHa YHUKHYTH,
PEKOMEHAYETHCS PETEIbHUIA KIIIHIYHUNA MOHITOPUHT (HAIpUKJIal, BIpyCHOTO HaBaHTaXeHHs). He
CIiJI TepeBUINyBaTU 1000BY 103y maHtompaszoiny 20 mr. Moske BHUHHKHYTH HEOOXiJIHICTh
KOpUTYBaHHS J103H iHT10iTOpiB mpoTteazu BLL.

Kymapunosi anmukoacynaumu (ghennpokymon i eapgapun).

CyMmicHe 3acTOCYBaHHsSI MAHTOINPa3oiy 3 BaphapuHoM ab0o (EHIPOKYMOHOM HE BIUIMBAJIO Ha
(bapmakokiHeTHKY BapdapuHy, (EeHOPOKYMOHY abo MiNKHApOAHUNM HOPMAali30BaHUN 1HJIIEKC
(MHI). Opanak moimomiisiiocs mpo miauiieHHss MHI ta nmogoBxkeHHs TpOoTpOMOIHOBOTO Yacy
y TAIli€HTiB, siKi cymicHO 3actocoByBaiu IIII1 ta Bapdapun abo dennpoxymon. IliaBuienus
MHI Ta momoBXeHHS MPOTPOMOIHOBOTO Yacy MOKE NMPHU3BECTH JO PO3BHUTKY IMATOJOTTYHOL
KpOBOTEUl Ta HaBITh JO JIETAIBHOTO HACHIAKy. Y pa3i Takoro CyMICHOTO 3acTOCYBaHHS
HeoOxiaHuii MoHiTOpHT MHI Ta npoTpomM0iHOBOrO Hacy.

Memompexcam. TloBinomisnocs,, 0 OJHOYACHE 3aCTOCYBAaHHS BHCOKHX 103 METOTpEKcaTy
(manpuknaza, 300 mr) ta IIII1 30u1bLIye piBEHb METOTpPEKCATy B KPOB1 Yy AESKUX MAalll€HTIB.
[TamienTam, sIKi 3aCTOCOBYIOTH BHUCOKI J03M METOTpEKcaTy, HallpUKJIaJ XBOPUM Ha pak abo
rcopias, peKOMEHAYEThCS TAMYACOBO MTPUITMHUTH JIKYBaHHS TTAHTOIIPA30JIOM.

Inwi 63aemo0ii. TlanTompazon 3HAYHOIO MIpOK METaboTI3yeThcs B TEUiHIl Yepe3 CHCTEMY
dbepmenTiB rutoxpomy P450. OcHOBHUH HIISX META00J13MY — JAEMETIIIFOBAHHS 32 JIOTIOMOT OO
CYP2C19, iHmi MeTtaOoniyHi NUISIXM BKIOYalOTh OKUCHEHHA (epmenTom CYP3A4.
JlocaikeHHsT 3 JIIKQpChbKUMM 3aco0aMu, SIKI TaKOX MeTaOoi3yloThCsl 3a JOMOMOIOI0 ITUX
HUIAXIB, TAaKUMHU SK KapOamasemiH, [iazenam, TIJiOeHKIamia, HipeaumiH Ta MepopajbHi
KOHTpPALIETITUBH, SIKI MICTSTh JIEBOHOPIEeCTPENd 1 E€TUHUIECTPaaion, HE BHUSBWIM KIIHIYHO
3HAYYIIHUX B3aEMOJIIH.

He mosxHa BUKITFOUAaTH B3aEMO/IIIO TAHTOIPA30ITy 3 IHIIUMH IIpenapaTaMu, ikl METa0oi3yIOThCS
gepes 110 K PEePMEHTHY CUCTEMY.

PesynpTaTi HU3KM JOCHIHKEHB OO MOXJIMBHX B3a€EMOIA BKa3yIOTh, IO MAHTOMPA30J HE
BIJTUBAE HA METa0OJi3M aKTHUBHHX PEUOBHH, IO MeTabomi3yroThcs 3a gomomororo CYP1A2
(manpuknaa, xodeiny, teodiriny), CYP2C9 (manpukian, nipokcukamy, ITUKIO(EHAKY,
Hanpokceny), CYP2D6 (nampuknan, meromnponony), CYP2E1l (mampuknan, eraHony), He
BIJIUBAE HA P-TJIIKOMPOTETH, 10 ACOLIIOETHCS 31 BECMOKTYBAHHSAM JUTOKCUHY.

He BusiBneHo B3aeMo/il 3 0JJHOYACHO MPU3HAYCHUMH aHTAIU/IaMU.

Takox Oymu mpoBeneH! AOCTIKEHHS B3a€EMOIIi MAHTOMPA30dy 3 OJHOYACHO MPU3HAYCHUMU
MEeBHUMHU aHTUO10TUKAaMU (KJIApUTPOMILIMH, METPOH1Ia30J1, aMOKCHUIHIIH). KiTiHIYHO 3HAYYIIHX
B3a€EMOJIII MK IMMU perapaTaMy He BUSIBIICHO.



JHixapcoxi 3acoou, wo ineioyrome abvo indyxyrome CYP2CI19. Tariditopu CYP2CI19, Taki sk
¢iryBOKCaMiH, MOXYTh 30UIbIIYBaTH CHUCTEMHHMH BIUIMB MaHTOIpa3oiy. Ciix po3riisiHyTH
HEOOX1IHICTh 3HIKEHHS JI03H MpeTapaTy JJIs MaIl€HTIB, K1 OTPUMYIOTh JOBIOTPUBAITY TEPAIIiIO
MAHTONPA30JIOM y BHCOKHX J03aX, Ta JUIA TALi€HTIB i3 MOPYIIECHHSAMH (QYHKILIi MEYiHKH.
[anykropu depmentiB, mo BiuBaloTh Ha CYP2C19 ta CYP3A4, Taki sk pudamiminuH Ta
3Bipo0iii 3Bruaitnuit (Hypericum perforatum), MmoxyTs 3HImKYBaTH 11a3MoBi kKonueHTpauii 111,
SIK1 METa0O0JII3yOThCS Yepe3 11l (PepMEHTHI CHCTEMH.

Ocoobnusocmi 3acmocy8anns.

3nosxicni Hogoymeopenns wiiynka. CAMIOTOMATHYHA BiAMOBIIb HA 3aCTOCYBAaHHS TAHTOIPA30IY
MOK€ MacKyBaTH CHUMIITOMH 3JIOSIKICHUX HOBOYTBOPEHb NUIYHKAa Ta BIATEPMIHOBYBaTH iX
niarHoCTUKY. [Ipy HasBHOCTI TPUBOKHUX CUMITOMIB (HANPHUKIIAJ, CYTTEBOI BTPATH MacH Tija,
nepioguvHoro OJroBaHHsA, nucdarii, 6Jr0BaHHS 13 KPOB 10, aHEMIi, MEJICHH ), @ TAKOX IPH 11031
a00 HasBHOCTI BUPA3KH IIUTYHKA MOTPIOHO BUKIIOYUTH HASIBHICTD 3JI0SAKICHOTO MPOLIECY.

SAkio cumMnToMH 30€piraloThCs MpH aJeKBAaTHOMY JIIKYBaHHI, HEOOX1IHO MPOBECTU JI0JIATKOBE
OOCTEXEHHS.

THopywennsn ¢ynuxkyii neuinku. IlamieHTam 13 TSHKKUMH TOPYIICHHAMH (YHKINT IEYiHKA
HEOOXiTHO PeryJIipHO KOHTPOJIIOBATH PiBEHb MEYIHKOBUX (PepMEHTIB. Y pasi MiABUILECHHS PiBHS
MEYIHKOBUX (PEPMEHTIB JIIKYBaHHS IMpenapaToM HEOOXiTHO MPUMUHUTH (IuB. po3ain «Crocid
3aCTOCYBAHHS Ta J103U»).

Ineioimopu npomeasu BI/I. He pexkoMeHAYEThCS CyMICHE 3aCTOCYBAaHHSI MAHTONPA30dy 3
iHridiTopamu mporeasu Bl (takumm sk artazaHaBip), aOCopOIisl SKHX 3AJICKHUTH Bij
BHYTPILIHBOLIUTYHKOBOTO pH, dYepe3 cyTTeBe 3HMKEHHS iX O0100CTYMHOCTI (IUB. PO3ALI
«B3aemois 3 IHIIUMU JIIKAPCHKUMH 3aCO0aMHM Ta 1HIII BUIN B3aEMOIIN»).

Ingpexyii’ winynkoso-kuwikoso2o mpaxkmy, cnpudureni Oaxmepiamu. JliKyBaHHS TMpenapaTtom
[enta® MoOXke HE3HAUHOIO MIpOI0 MiJABMIIUTH PU3MK BHHUKHEHHS ILTyHKOBO-KHIIKOBHX
indekuiil, cupuunHeHux Takumu OakTepismu, sk Salmonella i Campylobacter a6o C. Difficile.
Hampiu. Jlikapcekuii 3aci6 MicTHTh MeHIIe | MMoutb (23 Mr) HaTpit0 y KOXKHOMY (IakoHi, TOOTO
MPAaKTUYHO BIILHUHI BiJI HATPIIO.

l'inomaeniemis. Pimko crocrepiraiuch BHUIAJKKA TSDKKOI TIMMOMAarHieMii y TAaIli€HTIB, SKi
3actocoByBaiu II1I1, Taki sik maHTONPA30J1, MPOTATOM HE MEHILE TPhOX MICALIB, a B OUIBIIOCTI
BUIIQ/IKIB IPOTATOM POKY. MOKYTh HETTOMITHO BUHUKHYTH Ta 3aJUIIUTHCh HEBUSBICHUMH TaKi
Cepio3Hi KJIIHIYHI IPOSIBY TIIOMAarHieMii: BToMa, Te€TaHisl, Jeaipiil, Cyl1oMH, 3al1aMOpOUYECHHS Ta
IUTYHOYKOBA apuTMid. ['imoMarHieMiss MOKe MPUBE3TH 10 TIMOKaJbIleMIi Ta/abo rimokamieMii
(muB. po3min «lloGiyni peakmii») Y pa3i rinomarHiemii (i TimokaiblieMii, MOB’s3aHOI 3
TIOMAarHieMi€0) B OUIBIIOCTI BUITAJIKIB CTaH TMAIIEHTIB TOKpAN[yBaBCs IICJS 3aMiCHOL
KOPUT'YI0YOi Teparii npernaparaMy MarHito Ta npunuHeHHs npuiiomy III1.

[TamienTam, siki mOTpeOyIOTh JOBroTpUBaioOi Tepamii, ado mamieHTam, siki npuiimarots IT1I1
OJTHOYACHO 3 JMIOKCMHOM abo 3 mpernaparamMH, IO MOXYTb CIPUYMHUTH TiIOMarHi€eMio
(HampuKkiaz, 13 AlypeTUKaMH), OTPiOHO BU3HAYATH PIBEHb MArHito Mepej Mo4aTkoM JIKyBaHHS
IIIT Ta mepiogu4HO Mijg Yac JiKyBaHHS.

Ilepenomu xicmok. JloBrotpupaine jnikyBaHHs (Ouibiie 1 poky) Bucokumu gozamu ITIIT moxe
MOMIPHO 30UIBIIUTH PU3UK IEPEIOMYy CTErHa, 3aml’sicTd Ta XpeOTa, MEepeBaXHO Yy Malll€HTIB
JITHBOTO BIKY a00 TP HAsIBHOCTI 1HITUX (PAKTOPIB PU3UKY.

CrioctepexHi T0CIiPKEHHS BKa3ylOTh Ha Te, 1110 3acTocyBaHHs II1I1 Moxe 301IbIIUTH 3araabHHUMA
pusuk nepenomiB Ha 10—40 %. Jledki 3 HUX MOXYTb OyTH OOYMOBIIEHI 1HIIMMH (haKTOpamu
pu3uky. IlamieHTH 3 pPU3MKOM PpO3BUTKY OCTEONOPO3y IOBHHHI OTPUMYBATH JIIKYBaHHS
BIJIMIOB1/THO /IO TIFOYMX KJIIHIYHAX PEKOMEH/ Al Ta CIIOKUBATH JOCTATHIO KIJTBKICTh BiTaminy D
1 KaJIBLiIO.

ITiococmpuii wkipnuii uepsonuii eosuax. 3actocyBanHs IIII1 moB’s3yr0Th 13 AyXKe PiIKUMHU
BUIA/IKAMU PO3BHUTKY MIATOCTPOTO IIKIPHOTO YEPBOHOI'O BOBUYAKa. SIKIIO BUHUKAE ypa)KeHHS,
0cOo0IMBO Ha MUISHKAX, IO 3a3HAIOTh BIUIUBY COHSYHOTO CBiTJa, 1 1€ CYINPOBOKYETHCS
apTpajriero, MalieHTy HEOOX1AHO HETalHO 3BEPHYTHUCS 0 JIIKAps, AKUH po3riisiHe HeOoOX1IHICTh
NPUMKMHEHHS 3acTOCyBaHHs npenapary Ilenra®. BUHMKHEHHS MTiArocTporo MKipHOro YepBOHOTO



BOBYaKa y MaIli€HTIB i yac nonepeanboi Teparmii [T Mmoxke miaABUIIIUTH pU3UK HOTO PO3BUTKY
npu 3actocyBanHi iHmux III1.

Bnaue na pezynomamu nabopamoprux 00cniodicens

[Tigumennii piBeHb CgA MOXe BIUIMBATH Ha PE3yNbTAaTH AOCTIDKEHb TPH JIarHOCTHII
HeHpOeHIOKPHMHHMX MyxjuH. 1106 YHHKHYTH TaKoro BIUIMBY, JiKyBaHHs mpenapatoM Ilenra®
CIIiJi THMYAcCOBO IMPHUIMHUTH MpPUHANMHI 32 5 THIB 10 npoBeneHHs omiHku piBHS CgA (nuB.
po3nin «PapmakoguHamikay). Skmo piBHi CgA Ta racTpuHy HE IOBEPHYJMCS B JIiala3oH
HOpMAaJIbHUX 3HAUEHb IICJIs TOYaTKOBOTO BUMIPIOBAHHS, CJIiJ] TPOBECTH MOBTOPHI BUMIPIOBaHHS
yepe3 14 auiB micins Biamiau jgikyBaHHs ITTIT.

3acmocyeanns y nepioo eazimuocmi abo 200y8anHsL 2pyoor.

Bazimnicms. HasiBHI naHi 1010 3aCTOCYBaHHS MAHTOIPA30JIy BAariTHUM XiHKaM (TpUOIU3HO
300—-1000 moBiIOMJIEHB MPO pe3y/IbTaTH BariTHOCTI) BKa3ylOTh HA BIJICYTHICTh eMOpiOHATBHOT
abo (ero-/HEeOHATANTPHOI TOKCHYHOCTI TpenapaTy. Y Tpoleci IOCTi/KEHb Ha TBapHHAX
criocTepiraiacs penpoIyKTHBHA TOKCUYIHICTh. SIK 3an001KHUM 3aX1/1 CJIiJl YHUKATH 3aCTOCYBaHHS
npenapary [Tenta® BariTHUM XKiHKaM.

Ilepioo eo0ysanns epyooio. JlociiKeHHS Ha TBapUHAX TMOKA3aJIM €KCKPEIII0 MaHTOMpa3oiy B
rpyaHe MOJIOKO. HetocTaTHhO JaHUX 11010 EKCKPeIlii MaHTOMPa30Ily y TPYAHE MOJIOKO JFOAUHH,
OpoTe TPO TaKy eKCKpelilo MoBimoMisuioch. He MoOKHa BHKIIOYATH PU3UK  JUIS
HOBOHAPO/DKCHUX/HEMOBIIAT.  PillleHHS mNpo TpPUIIMHEHHS TOAYBaHHS rpyamio  abo
NpUNMHEHHs/yTPUMAHHS  BiJl JiKyBaHHA npemapatoM Ilenta® notpi6Ho npuiimatu 3
ypaxyBaHHIM KOPHUCTI BiJl TOAYBaHHS TPYJJII0 ISl AUTUHH 1 KOPHUCTI Bifl JTIKyBaHHS MPEIapaTom
IMenta® st sKinKy.

Depmunvricms. [lanTONpazon He MOpyryBaB GEepTUIBHICT y AOCHTIHKEHHAX HA TBApPUHAX.

30amuicms éniueamu Ha WEUOKICMb peaxyii npu KepysauHi agmompancnopmom abo iHumumu
Mexarnizmamu.

[TanTonpasoun He BITuBae ab0 Mae JTy)Ke He3HAYHUH BIUIMB Ha IIBUIKICTh PEAKIii MPH KepyBaHHI
aBTOTpPaHCHOPTOM abo0 iHIIMMH MexaHi3MaMu. HeoOxinHo Opatu 10 yBaru MOKJIUBUN PO3BUTOK
MOOIYHMX PEaKIIiid, TAKHUX K 3alaMOPOYCHHS Ta PO3Jaau 30py (IuB. po3ain «[1o0iuni peakii»).
VY Takux BUIaJKax HE CNiJl KepyBaTH aBTOTPAHCIIOPTOM a0o MPAIFOBATH 3 IHIIMMH MEXaHI3MaMH.

Cnoci6 3acmocysanna ma 0o3u.

[Ipenapat 3acTOCOBYIOTH 3a IPU3HAYEHHSM JIIKaps Ta M1 HAJICKHUM MEIUYHUM HATJISIIOM.
BHyTpillHEOBEHHE 3aCTOCYBaHHS Tpernapary PeKOMEHAYEThCS TIMBKH Y pa3i HEMOXKIMBOCTI
MEepPOPaAILHOTO 3aCTOCYBaHHA. € JaHl LI0J0 TPUBAJIOCTI BHYTPIIIHHOBEHHOTO JIIKYBaHHS 10 7
nHiB. ToMy, sIK TUTBKU CTa€ MOKIIMBUM MepOpaibHe 3aCTOCYBaHHS MAHTOMPA30Iy, 3AIHCHIOETHCS
Tepexij BiJ BHYTpIlIHEOBEHHOT0 BBeIeHHs npenapary Ilenta® 10 nepopanbHOro 3acTOCyBaHHS
MaHTomnpasoiy B 7031 40 mr.

Pegnioxc-ezopacim, supaska 06anaoyamunanoi KUWKU, 8UPA3KA WLYHKA

PexomenoBana 103a craHoBUTh 40 Mr nanTompasony (1 ¢raakon) Ha 700y BHYTPILIHBOBEHHO.
Jixysanns cunopomy 3onnineepa — Ennicona ma inwux 2inepcekpemopHux namon02iyHux
cmauie

Jlia TpuBayoro JiKyBaHHsS CHUHApoOMY 3oJuliHrepa — EiicoHa Ta 1HIIMX TiHepCEeKpeTOPHUX
NATONOTIYHUX CTaHIiB PEeKOMEHI0BAHA OYAaTKOBA 032 mpenapaty Ilenta® cranoButs 80 Mr Ha
n00y. 3a HEOOX1THOCTI 103y MOYKHA THTPYBATH, 301IbIIYyI0Ud 200 3MEHIITYIOYH, 3aJIEKHO Bif
MOKa3HHUKIB CEeKpellil KUCI0TH B HUTyHKY. Jlo3u, mo nepeBuiryots 80 Mr Ha 100y, HE0OXiIHO
PO3IITUTH Ha JBa BBEJACHHA. MOXIMBE THMYACOBE 30UTBINIEHHS 103U MAHTOMPA30Jy /10 OlIbIINe
160 mr, ane TpUBANICTh 3aCTOCYBaHHS IMOBHHHA OOMEXYBAaTHUCSA TIMBKH TEPIOIOM, SKUN
HEOOX1AHUM /ISl aIeKBATHOTO KOHTPOJIIO CEKPEIil KUCIOTH.

SIkmto HeoOXimHe INBUAKE 3MEHIIEHHS KHCIOTHOCTI, I OUIBIIOCTI MAIli€HTIB JOCHUTH
MOYaTKOBO1 103U 2 x 80 MT 17151 ocsirHEHHsT OaxkaHoro piBHs (<10 MExB/rox) mpoTsirom 1 roguHmy.



Iliocomosxa 0o 3acmocy8arHs.

[Topomok po3unHAoTh Yy 10 Mt 0,9 % po3uuHy XJIOpUAY HATPIiO, IO JAOAAETHCS y (IIAKOH.
OTpumaHuil pO3UYMH MOXKHa BBOAUTH Oe3mocepeaHbo abo micis Woro 3mimryBanHs 31 100 mu
0,9 % po3uuny xjopuay HaTpiro ado 5 % pO3YMHY TIIFOKO3U Y TJIACTHMKOBHX a00 CKIISTHHX
(dhnakoHax.

[Ticna po3BeneHHs XiMiyHa Ta (pi3MuHA CTaOUIBHICTH HpenapaTy 30epiraerbes mpoTsrom 12
roauH npu temrepatypi 25 °C. 3 Touku 30py MiKpoOi10JIOTI4HOI O€3MeKH PO3BEICHUN MpenapaT
HEOOXiTHO BUKOPUCTATH HETAIHO.

Jlikapchkuit 3aci6 ITenta® He Mo>Ha roTyBaTH 260 3MIllyBaTH 3 iHITMMH PO3YMHHUKAMH, OKPIM
3a3HAYCHUX BHIIIE.

BHyTpilmHp0BEeHHE BBEICHHS IIpenapaTy HeoOX1AHO MPOBOJIUTH IPOTATroM 2—15 XB.

®nakoH NMPU3HAYEHUH TUIBKU JJIs1 OJHOPA30BOTO BUKOPUCTAHHA. SQJIMIIKHM Ipernapary ado
npenapar, ($i3uKOo-XiMi4HI BJIACTUBOCTI SKOT'O 3MIHHJIUCH (30KpeMa 3MIHHMBCS KOJIIp, 3’ SIBUBCS
ocaj), HeoOX1qHO yTUIII3yBaTH BiAMOBITHO O BUMOT MiCIIEBOTO 3aKOHO/IaBCTBA.

Po3Benenuit po3unH nMoBUHEH OYTH MPO30pUM BiJ 0€30apBHOTO /10 )KOBTYBATOTO KOJIHOPY.
Ileuinkoea neoocmamuicme. IlamienTam 3 TSHKKUMH MOPYIICHHAMU (DYHKIIT MEYiHKH HE CIiJ
nepeBuiyBatu 10608y 103y 20 Mr (V2 pnakona npenapary Ilenta®, mopomok ay1s po3uuHy s
i’ exniit 40 mr) (muB. po3ain «OCOOIMBOCTI 3aCTOCYBAHHS»).

Huprosea Hnedocmamuicms. llamientn 3 mnopyuieHHAIMH (QYHKIIi HHUPOK HE NOTPeOyIOTh
KOPUT'YBaHHS JI03H.

Iayienmu nimuvo2o 6iky He NOTPEOYIOTh KOPUTYBAHHSI TO3H.

Himu.

[Tenta®™, mOpoOIIOK 7St PO3YUHY JUIS iH €KIIIH, HE PEKOMEHY€EThCS 3aCTOCOBYBATH JITSIM (BiKOM
no 18 pokiB), OCKiIbKM AaHi MOA0 Oe3meku Ta ePeKTUBHOCTI Mpemnapary id Iii€i BiKOBOi
Kareropii oomexeni. HasiBHi Ha manuii yac paHi onmcaHi B po3ain «DapMakoKiHETHKay, IPOTe
peKoMeHallii o0 J03yBaHHS HE MOXKYTh OyTH HaJaHi.

®

Ilepeoosysanns.

CumnToMU nepeo3yBaHHs HEBIJOMI.

Jlo3u 10 240 Mr IpH BHYTPIIIHBOBEHHOMY BBECHHI IPOTIATOM 2 XBUJIMH JJ00pe MEPEeHOCHIIUCS.
OCKIJIbKM TAHTONPA30J1 EKCTEHCUBHO 3B’ SI3y€ThCA 3 OUTKaMH, BIH HE HAJICXKUTD J0 Mpenaparis,
1110 JIEKO BUBOJIATHCS 3a JOITIOMOTI'OXO J11aji3y.

V pasi nepeno3yBaHHs 3 MOSIBOIO KIITHIYHUX O3HAK 1HTOKCHKAIIIT 3aCTOCOBYIOTh CHMIITOMAaTHYHY
Ta MiATpUMYIOUy Tepanito. PexoMenaaiil mono cnerudivyHoi Tepamnii HeMae.

I06iuni peaxuii.

BuHuKHEHHS MOOIYHMX peakiliii MOXKHa OulKyBaTu NMpuOIu3HO y 5 % nanientiB. HaituacTima
noOiyHa peakuis — TpomOoduediT y micui BBelneHHs. [liapes 1 ronoBHUI Oilb BHUHUKAIH
npuban3Ho y 1 % narieHris.

IToGiyHi peakiii 3a YaCTOTOI0 BUHUKHEHHS KJIAaCU(]IKYIOTh 32 TAKUMH KaTE€ropisiMU: AyKe 4acTo
(>1/10), wacto (>1/100 i <1/10), mHewacto (>1/1000 i <1/100), piaxo (=1/10000 i <1/1000), qyxe
pinko (<1/10000), gacToTa HeBiOMa (4acTOTa HE BU3HAYEHA 332 HASSBHUMH JaHUMH).

Jlist BCiX MOOIYHUX peakiiiid, mpo siKl MOBIAOMIISIIOCH IMiJl YaC MOCTMAPKETHHTOBOTO TEPIOy,
HEMOXJIMBO BU3HAYUTH YaCTOTY, TOMY BOHM 3a3HAYAIOTHCA 3 YACTOTOIO «4acTOTA HEBIAOMay.

VY Mexax KOXHOI Kareropii 4acTOTH NOOIYHI peakiii 3a3HayeHl B MOPSAIAKY 3MEHIIECHHS
CepHO3HOCTI.

3 b6oky Kposi ma nimgpamuynoi cucmemu

Pinko: arpaHynonuros.

Jlyxe piako: JIeWKoIeHis, TPOMOOIUTOIEH s, TaHIIUTOIIEHIS.

3 6oky imyHHoi cucmemu

Pinko: peakiii rinepuyTianBOCTi (BKJIIOYa0Un aHaPUIAKTHYHI peakiii, aHapUIaKTUYHUH 1110K).
Memabonizm ma po3naou oOMiHy peyouH



Pinxo: rimepmimigeMis 1 MiABUIEHHS PIBHS JIMIAIB (TPUTTIEPUAN, XOJIECTUPOI), 3MIHU Macu
TiNa.

YacToTra HeBiOMa: TIOHATPIEMIs, TiHoMarHieMist (IuB. po3aut «OcoOIUBOCTI 3aCTOCYBaHHS),
FiMOKaIbIEMIS, TiTOKATiEMIs .

Tcuxiuni poznaou

Heuacro: po3nanu chy.

Pinko: nenpecis (B TOMy YMCIIi 3arOCTPEHHS).

Jyxe pigko: ae3opieHTarist (B TOMY YHUCIi 3aTOCTPEHHS).

YactoTra HEBijoMa: TaIOIMHAIIA, CIUTYTaHICTh CBiAOMOCTI (0COOJMBO y TAIlI€HTIB 3i
CXHJIBHICTIO JIO TAKUX PO3JaJIiB, a TAKOXK 3arOCTPEHHS IIUX CUMITOMIB y pasi X MOMepeIHbOTro
ICHYBaHH).

3 60Ky Hep6osoi cucmemu

Heuwacro: ronoBHuii 6151b, 3a11aMOpPOYEHHS.

Pinko: po3naau cmaky.

YacToTa HeBioMa: rmapecTesisl.

3 6oky opeanis 30py

Pinko: nopyiieHHs 30py/3aTyMaHeHHS 30DY.

3 boky mpasnozo mpaxkmy

Yacro: nomninu 3 GyHIANBHUX 327103 (JOOPOSKICHI).

Heudacro: niapesi, Hynota, OJi0BaHHS, METEOPH3M, 3a110p, CYXiCTh y pOTi, a0J0MiHAIBHUH OL1b 1
auckoMdopT.

YacroTra HEBiIOMa: MIKPOCKOIIYHUI KOJIIT.

3 6oky eenamobiniapnoi cucmemu

Heuacro: migBuieHHs piBHSA MeuiHKOBUX (pepMeHTIB (Tpancaminas, y-I'T).

Pinko: migBUIIEHHS piBHS OUTIpYyOiHY.

YacroTa HeBiIoMa: YpasKeHHS T'eMaTOIHTIB, >KOBTSIHUIIS, TENAaTOLENIOIIPHA HEIOCTATHICTb.

3 60Ky wiKipu ma niOWKIpHUX MKAHUH

Heuacro: mkipHi BUCHITaHHS, €K3aHTEMa, CBEPOiK.

Pinko: kponuB’siHKa, aHT1I0HEBPOTHUYHHIA HAOPSIK.

Yacrota HeBimoma: cuniapoMm CriBeHca — J[xoHcoHa, cunapom Jlaitenna, mynbrudopmHa
eputemMa, (OTOUYTIUBICTh, MEIUKAMEHTO3HA pEaKIilis 3 €e03WHO(DUIIEI0 Ta CHCTEMHUMHU
cumnromamu (DRESS), migroctpuii mkipHuil yepBoHMH BoBYaK (IUB. po3ain «OcoOIMBOCTI
3aCTOCYBAHHSI»).

3 60Ky KicmKko60-M 130801 cucmemu ma cnOIY4HOI MKAHUHU

Heuacro: nepenomu cterHa, 3am’scts, xpeodTa (auB. po3aiun «Oco0IMBOCTI 3aCTOCYBAHHS»).
Pinko: apTpainris, mianris.

YacToTa HeBioMa: crasM M s3iB2,

3 6oky HUpOK ma ce408UdinbHOI cucmemu

Yacrota HeBiAOMa: IHTEPCTUIIAJILHUNA HePpUT (3 MOXIMBUM PpO3BUTKOM HHPKOBOL
HEJIOCTaTHOCTI).

3 60Ky penpodyKmusHoi cucmemu ma MOJIOYHUX 34103

Pinko: rinekomacrtis.

3azanvHi poznaou

Yacro: TpoMO0G1ebiT y Miclli BBEIEHHS.

Heuacro: actenis, Broma, He31y>KaHHSI.

Pinko: migBUILIEHHS TeMIepaTypH Tiia, nepudepudni HaOpsKu.

! Tinokaneuiemis Ta/abo rimokamiemis MOXyTh OyTH TMOB’SI3aHi 3 BUHMKHEHHSM TilOMarsiemii (aus
po3in. «OCcoOIMBOCTI 3aCTOCYBaHHS»).

2 CniasM M’s13iB SIK HACJIJOK MOPYLIEHHS OaJlaHCy €JIEKTPOJIITIB.

Tepmin npuoamuocmi. 2 poku 3 1atu BUpoOHUNTBA in bulk.

[Ticnst po3unHeHHs JiKapchbKui 3aci0 MpUAATHUM JUIsl 3aCTOCYBAaHHS MPOTAroM 12 rofuH mpu
30epiranHi npu Temrneparypi 25 + 2 °C y nepeBepHyTOMY (IIaKOHi.

He 3actocoByBatu npenapar miciis 3akiHY€HHS TEPMIHY IPUAATHOCTI, 3a3HAYEHOT0 Ha YIaKOBIII.



YMmoBu 30epirannsi. 306epiraTi B OpUriHaJIbHIN ynmakoBIi mpu Temmepatypi He Bumie 25 °C.
30epiraTty y HEIOCTYITHOMY IS JIIT€HA MICIIi.

Ynakoska. [To 1 ¢hnakony y maur.

Kareropis Bigmycky. 3a perientom.

Bupoouuk. AT «®apmaky», Ykpaina

(BTOpuHHE TNaKyBaHHs, BHITyCK cepii 3 mpoxykuii in bulk ¢ipmu-BupoOnuka Jlemo C.A.

dapmacerorikan Ingactpi, I'perist).

Micue3Haxoa:KeHHs1 BAPOOHHUKA Ta MOro ajgpeca Micusi NPOBa/sKeHHS JislIbHOCTI.
VYkpaina, 04080, m. Kuis, Byn. Kupunisceka, 74.

JlaTa octannboro neperasny. 22.07.2024.



