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IHCTPYKIIA
JJIS1 MEUYHOI0 3aCTOCYBAHHSI |[BX)KUBAHHIO| Ipenapary

PAHITHIVH
(RANITIDINE)

Cknao:

diroua peuosuna: ranitidine;

1 TabGneTka MICTUTh PaHITHIMHY TiIPOXJIOPULY Yy NepepaxyBaHHi Ha paHiTHAUH 150 Mmr;

00NOMIDICHI peuosuny. TENaKTo3a (MICTUTh JJAKTO3W MOHOTIAPAT), HATPIIO KPOCKapMeno3a, KPEMHIIO TIOKCHT
KOJIOiqHUI O€3BOJHMI, MarHito creapat, rinpomenosa, Tutany aiokcun (E 171), Tponeosin 0.

Jlikapcbka ¢popma. TabiieTku, BKPUTI 000JI0HKOO.

dapmakoTepaneBTUYHA rpyna. 3aco0W JuIs JIKyBaHHS TENTHYHOI BHPAa3KU Ta ractpoezodareanbHOl
pedmrokcnoi xBopobu. Panituaun. Kog ATC A02B A02.

KuainivyHi XapakTepucTuKu.

Ilokazanna.

— IlenTrvHa BUpa3kau NUTyHKA 1 ABAaHAAISATHIANOI KUIIIKU, HE aconiioBana 3|i3| Helicobacter| pylori (y daszi
3arOCTPEHHS), BKJIIOYAIOYM BUPA3Ky, MOB’s3aHy 3 NPUHOMOM HECTEPOIAHUX MPOTH3ANAIbHUX  3aco0iB
(HIT33);

— (hyHKIIOHATBHA TUCTIETICIS;

— XPOHIYHUI racTPHUT 3 MiJBUILEHOIO KHCIOTOYTBOPIOIOYOIO (PYHKINEIO NITyHKA y CTaIil 3arOCTPEHHS;

|s13BH]|

— ractpoe3ogareanbHa pedIIoKCHa XBOp0oOa (IS MOJIETIIEHHs] CUMIITOMIB) a00 pedurtokc-e30(arir.

IIpomunokazanns. IlinBuieHa iHIWBiAyajdbHA YYTIMBICTH O PAHITUAMHY a00 10 IHIIMX KOMIIOHEHTIB
npenapary, IMpo3 MEeUiHKA 3 TTOPTOCUCTEMHOIO eHIle(aonaTiel0 B aHaMHE31; BariTHICTh, MEPioj TOyBaHHSI
TPYAIO, AUTSAYMH BIK 710 12 pOKIB.

Cnocio 3acmocysannn ma o0o3u. IlpuzHayaroTh JopociuM Ta OiTsM crapme 12 pokis. [lpuiimarorh
BHYTPILIHBO, HE PO3YKOBYIOUH, 3aIIMBAIOYH HEBEJIHMKOIO KUTHKICTIO BOAH, HE3AJICKHO BiJ] MPHHOMY DXKi.
llenmuuna supaskalsaszea| wnynka i 0sanaoyamunanoi kuwku, He acoyitioeana 3|is| Helicobacter| pylori (v
¢aszi 3acocmpenns). llpuznagarots mo 150 mr (1 Tabnerka) 2 pa3u Ha 100y a6o 300 mr (2 TabneTku) 1 pa3 Ha
no0y Ha Hi4 mpotaroM 4 TwkHIB. [Ipu Bupaskax, mo He 3apyOIOBalMCs, — MPOJOBXKEHHS JIKYBaHHS
MPOTSITOM HACTYMHUX 4 THXKHIB.

IIpoghinakmurxa nenmuunoi eupaskuu WIYHKA i O08AHAOYAMUNANOL KUWKU, ACOYIOBAHOI 3 NPULiOMOM
Hecmepoionux npomuzanaivHux 3acoois. Ilpuznagdarors mo 150 mr (1 Tabnerka) 2 pa3u Ha 100y Ha mepiof
tepamii HI133.

@ynuxyionanvra oucnencis. Ilpusnavarots o 150 mr (1 TabneTka) 2 pasu Ha 100y NPOTATOM 2-3 THXKHIB.
Xponiunuti eacmpum 3 NiOBUUWEHON KUCTOMOYMBOPIOIYO0I0 (DYHKYIEID WITYHKA Y cmaodii 3a20CmpeHHs.
[Ipusnauarots o 150 mr (1 Tabnetka) 2 pa3u Ha 100y NPOTAroM 2-4 THKHIB.

L'acmpoeszogaceanvha peghnroxcna xeopoba. JIns MONETIICHHS CUMITOMIB Tpu3HavyaoTh mo 150 mr (1
tabierka) 2 pa3u Ha 100y MPOTIroM 2 THXKHIB; IPU HEOOX1THOCTI KypC JTIKyBaHHS POJIOBXKYIOTb.

Jnst  TOBroTpuBanoro JIKyBaHHS Ta TP 3aroCTpeHHI ractpoe3odareanbHOl peduiroKCHOI  XBOpoOU
npusHavaoTh 1o 150 mr (1 Tabnerka) 2 pasu Ha 1100y ab6o 300 mr (2 tabnerku) 1 pa3 Ha 100y Ha Hiu
IPOTIrOM 8 THXKHIB; IPU HEOOXIAHOCTI KypC JIKYBaHHS IPOJOBKYIOTh 10 12 THXKHIB.

Hayienmu 3|i3| eupasicenoro|6uxazanoro, 8uciosnenow| nupkogow nedocmamuicmio (KIPEHC KPeaTHHIHY <

50 mu}/xB |). loOoBa 103a npemapaty A 1i€i kareropii namientiB — 1 tadbmetka (150 mr).
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Ho6iuni peaxuii.
Kapoianvni nopywennsn: Opagukapiis, Taxikap/is, eKCTPaCHCTOJs, aCHCTOIISA, aTPIOBEHTPUKYJISIPHA OJIOKaa.
Iopywenns 3 60Ky cucmemu Kpogi ma Aimgpamuynoi cucmemuy. JTEUKOTICHIS Ta TPOMOOIMTOTICHIS (3a3BUYAi
000pOTHI); arpaHyJIOIUTO3 a00 MaHIIUTOTICHIs, 1HO/I 3 TIMOIIIa3ier0 a00 armia3iero KiCTKOBOIO MO3KY.
Hesponoeiuni poznadu: ronoBHUH Olib, 3aI1aMOPOUYEHHS, COHJIUBICTh, MUMOBLIbHI pyXu (0OOPOTHI).
Ilopywenns 3 60Ky opeana 30py: 3aTyMaHEHHS 30py, OB ’si3aHe 3 OPYIICHHSM aKOMOJIAITIi.
LlInynxoso-kuwkosi poznadu: miapes, 3amop, Hy10Ta, OJTFOBaHHs, O0JI B )KUBOTIi, TOCTPUI TAHKPEATHT.
Po3znaou 3 60Ky ceuosudinbhoi cucmemu. TOCTPUHN IHTEPCTHLIATBHUN HEPPUT.
3minu 3 60Ky wiKipu i niOWKipHoi K1imKouHuy: MIKIPHUN BUCHUII, MyJIbTU(OpPMHA €pUTEMA, aJIoTIeLisl.
[lopywenns 3 60Ky OnopHO-pyxX080i cucmemu ma cROIYYHOI MKAHUHY. APTPANTii, MIaTii.
CyounHi po3naou. BacKyJIiT.
Tlopywenns 3 00Ky imyHHOI cucmemu: PeaKilii TIMEPUYTIUBOCTI (YpTHKapisi, aHTIOHEBPOTUYHUN HaAOPSK,
rapsdka, OpoHxocmnasm, aprepiajibHa TinoTeH3is, OUb Y rpyix), aHapiTaKTUIHUH LIOK.
Posznaou ecenamobiniapnoi cucmemu: CKOPOMHUHYINI 1 OOOpOTHI 3MIHM PIBHS OKpPEMHX J1a0OpaTOpPHHX
MOKA3HUKIB; TeNaTUT (IrernaToUeToIApHIMA, X0JeCcTaTHYHNI a00 3MIlIaHUH TenaTuT) 3 AKOBTAHHULEI0 ab0 6e3
Hel (3a3BUyail 000pOTHUHA).
Posznaou penpodykmuenoi cucmemu i MOIOYHUX 3a7103. OOOPOTHA IMIOTEHIIiS, 3HWKEHHS JiOifo,
TIHEKOMACTIsI 1 TajakTopesl.
Icuxiyni poznaou: 060POTHI MICUXIYHI PO3JIaau (TATIOIMHALLT, IE30pIEHTALTIs, CTaH PO3ryOJEHOCTI, TPUBOTH i
HECTIOKOI0, JCTPECis), HePEeBa)XKHO Y JITHIX MAIi€HTIB 1 TSHXKKOXBOPHUX.

Iepeoosysannsn. Cumnmomu: TOCUICHHS TOOIYHUX PEAKIIIH.
JliyeanHs: IPOBOAATH CHMITOMATUYHY 1 MIATPUMYIOUY TEPAIIito.

3acmocysannsa y nepioo eazimmocmi abo 2odysanua 2pyooro. llpemnapar mpoTHUIIOKa3aHUN y Tepion
BariTHOCTI. Y pa3l HEOOXIJHOCTI 3aCTOCYBaHHs Ipernapary Ha Nepiof JiKyBaHHS HEOOXiTHO MPUIIMHUTH

TOJTyBaHHS TPYAIIO.
|6orcusanms||6orcusarnmsi|

Himu. Jlitam BikoM crapiie 12 pokiB 3aCTOCYBaHHS Iperapary MOKa3aHO 3 METOK CKOPOYCHHS TEPMiHIB
JIKyBaHHS MENTHYHOI BHPa3KU LUTyHKA Ta JBaHAALSATHIIAIOI KUILIKH, JUI JIKyBaHHsS ractpoe3odarearbHOro
pedmrokcy, BKItoUaroun pedrrokc-e30¢arit, 1 11 MOJICTIICHHS CUMIITOMIB TacTpoe3odareanbHoi pedumroKCHOT
XBOpOOH.

Ocobnusocmi 3acmocysanns. 3|i3) 00epeXHICTIO 3aCTOCOBYIOTH Iperapar mpH roctpiii nopdipii| (B T.4. B
aHamHe3s1).

[IpemapaT MICTUTH JIaKTO3y, TOMY TAalli€HTH 3 PIAKICHUMH CIIaIKOBUMH (OpMaMH HENepeHOCHMOCTI
raJIakTO31, HEJAOCTATHICTIO JaKTa3W ab0 CHHAPOMOM TJIFOKO30-TaJJaKTO3HOT MalibabcopOIlii HE MOBHHHI
3aCTOCOBYBATH Mpemnapar.

PaHiTHIMH BUBOAMTHCS HUPKAMH, TOMY Y TAIIEHTIB 3 BUPAKEHOIO HUPKOBOIO HEJOCTATHICTIO HOTO PiBEHB Y
TUTa3Mi MiABUINEHUH (IUB. TO3yBaHHS I TAKUX MAIEHTIB y po3aut «Crocio 3acTocyBaHHS Ta T03W»).

Y XBOpHMX JITHBOTO BIKYy 3[i3] HOpYIIEHHAMH (YHKIii IE4iHKA ab0 HHUPOK MOXKIUBE TOPYIICHHS
(CTUTyTaHICTB|CITyTaTH|) CBITOMOCTI, 110 00YMOBITIOE| HEOOXITHICTh 3HIKCHHS J03H.

JlikyBaHHs IpenapaToM MOXe MAaCKyBaTH CUMITOMH KapLIMHOMH IIUTYHKA, TOMY MEpe]] TOYaTKOM JIKyBaHHS
CJIi] BUKJTIOUYMTH HASBHICTD 3JI0SAKICHUX HOBOYTBOPEHbD Y IITYHKY.

HeoOximHuit perynsipHuid Hars 3a namieHTaMu (0COOIMBO JIITHROTO BIKY Ta 3[i3| BKa3iBKaMH B aHaMHE31 Ha
NENTUYHY BUPA3Ky|sA3By| IUTyHKa /200 ABaHAAUATUIANOI KHIIKH), SKI MPUIMAIOTh PAHITHIUH| Pa3oM 3
HECTEPOiTHUMHU MTPOTHU3AMATILHIMH 3aCO00aMH |[KOIIITaMH|.

VY XBOpHX JITHBOTO BIiKY, OCi0 3 XpPOHIYHMMHU 3aXBOPIOBAHHSMU JIET€Hb, LIYKPOBUM AiabeToM abo y ocid 3
ocy1abJIeHUM IMyHITETOM CIIoCTepiraiacsl MiJABHUILEHA CXUIbHICTD IO PO3BUTKY MO3aJIKApHSIHOT THEBMOHII.
JlikyBaHHS TIpenapaToM BiJIMIHSIOT|CKACOBYIOTB| IIOCTYIIOBO Y€pe3 PU3UK PO3BUTKY CHHAPOMY «PHKOILIETY)
IpH Pi3KiK BiAMIHI.
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30amuicms éniueamu Ha WIGUOKICMb PeaKyii npu KepysanHi a6Mompancnopmom ado pooomi 3 inuwiumu
mexanizmamu. He BcTaHOBIIGHA|yCTaHOBJEHA|, OMHAK|oAHAK| cmig OyTH OOEpeXKHUMH TIPH BHUKOHAHHI
HNOTEHIITHO HeOe3NeYHUX BHJIB JiSUIBHOCTI, 10 BHMAararoTh IiJIBUILEHOI yBard 1 IIBUAKOCTI|IPYIKOCTI|
MICUXOMOTOPHUX pEaKIliif, OCKUIbKM IMpenapaTr MOKe€ CHPUYMHUTH|CIPUYUHATH| 3aIaMOpPOYEHHS Ta IHIMI
No014HI €PEeKTH.

B3aemooia 3 inwmumu nikapcokumu 3acovamu ma iHwi 6uou 63aEmoodii. PaHITHINH MOXE BIUTUBATH Ha
abcopOi11ito, MeTado0JTI3M Ta HUPKOBY €KCKPEIIi0 IHIINX JIIKAPCHKUX 3aCO0i1B.

PaHiTHIMH y TepaneBTUYHHX J103aX HE 3MIHIOE[3paKy€e| aKTUBHOCTI (pepMeHTHOI| cucteMu 1uroxpomy| P450
1 HE TIOTEHIIIOE JIIFO JIKAPCHKUX 3aC001B, M0 META0OMI3YIOTHCA IIEI0 CHCTEMOIO (JIia3enam, JiIoKaiH, (PeHITOTH,
MIPOTIPAHOJIOIN, TEOPUTIH TOIIO).

PaniTHMH, 3MIHIOFOYH KUCIIOTHICTH IIITYHKA, MOKE BILTUBATH HA 010JJOCTYIHICTh JESKHUX JIKAPCHKUX 3aCO0IB.
Ile mpu3BoauTH 200 0 MiABHINEHHS iX abcopOmii (Tpiazonam, Miga3ojam, TIIMI3HI) ad0 0 3HIKEHHS iX
abcopOiii (keToKOHA30J1, ITPaKOHA30J1, aTa3zaHaBip, rediTuHIO).

AHTauuau Ta Ccykpainb(aT| yHOBUIBHIOIOTH|CIIOBUIBHSAIOTH,CIIOBUIBHIOIOTE| aOCOpOLi0  paHITUIUHY |,
BHACITII0K|BHACITIZOK| YOTO 1HTEpBAJ MiXK MPUIHOMOM ITUX JIKApPCHKHUX 3aCO01B 1 paHITUIUHY Ma€ CTAHOBUTH HE
MeHIe 1-2 roauH.

PaniTuauH mpu 0HOYACHOMY 3aCTOCYBaHHI [BKMBaHHI| 3|13 KyMapuHOBUMH aHTHUKOAryJsTHTaMu (BaphapuH)
MOX€E 3MIHIOBATH|3paKyBaTH| HPOTPOMOIHOBHIA| yac (PEKOMEHIYETHCS MOHITOPUHI MPOTPOMOIHOBOTIO|
qacy).

Bucoki 103M  paHITHAMHY | MOXYThb  YNOBUIBHIOBATH|CIIOBUIBHATH|  €KCKpELiI0  MpOKaiHamiy|
Ta N-anetuinpokaiHamiy|, o TpU3BOIUT [IPU3BOANUTE| 10 TiIBUILEHHS X PIBHA Y
T1a3Mi KpOBI.

JlaHi npo B3aeMO/IiI0 MDK paHITHIUHOM| 1 aMOKCHLIMIIIHOM| 200 METPOH11a30J10M| BIJICYTHI|.

DdapMaKoJI0TiYHi BJACTHUBOCTI.

Dapmarxodunamixa. PaHITUIUH — IPOTUBUPA3KOBHIL 3aci0, aHTaroHict Hy ricTaMiHOBUX [peLienTopiB.
MexanisMm nii OOyMOBIIEHMI KOHKYpPEHTHMM iHTiIOyBaHHsM Hj ricTaMiHOBHX [penenTopiB MeMOpaH
napi€TadbHUX KIITHH CIM30BOi OOOJIOHKH IIITyHKA. 3HIDKYE 0a3aabHy 1 CTUMYJIBOBAHY CEKPEIII0 COJISTHOT
KHCJIOTH, 3MEHIIIYIOUH 00’ €M IILTYHKOBOTO COKY, BUKJIMKQHOTO TIOAPAa3HEHHIM OapopenenTopiB (pO3TATHEHHS
IUTyHKa), XapuOBUM HAaBaHTAKEHHSAM, MI€I0 TOPMOHIB 1 OIOT€HHUX CTUMYJSATOPIB (TaCTpUH, TiCTaMiH,
NEeHTaracTpuH, Kogein). PaHITUAMH 3MEHIIIy€ KUTBKICTh COJISIHOI KMCIIOTH Y IIITYHKOBOMY COKY, HE BIUIMBA€E Ha
KOHIIEHTpAIll}0 TaCTPUHY Y IJIa3Mi KPOBI, @ TAKOK MPOIYKIIIIO CIIU3Y.

PanitTunun He BIutMBae Ha GepPMEHTATUBHY| cucTemy rutoxpomy| P450 meuinkn.

Dapmakoxinemuxa. Tlicas mepopaisbHOTO 3aCTOCYBAaHHS PAHITHIWH HIBUAKO BCMOKTYETHCS y IUTYHKOBO-
KUIIKOBOMY TpakTi. bionoctymHicTs — 6mu3pko 50 %. MakcuManbHa KOHIIEHTpALlis B KPOBI JOCATAETHCS Yepes3

2-3 roguHM 1 cTaHOBUTH 478 Hr/MiI. HaCTKOBO METa0OMI3YEThCS B TIEUIHII IO N-okcuay (TOIOBHHIMA
MeTaboIT, 4 % A03H), S-OKCUAY 1 1€METUITIOETHC.
I[lepion HaniBBUBEIEHHSI (TIICIIS MPUMOMY BHYTPIIIIHBO) TPH HOPMAJILHOMY KITIPEHCI KpEaTHHIHY — 2-3

roguHu, npu 3HWKeHoMy (20-30 mu/xB) — 8-9 rogun. EKckperyeTbcsi HUpKaMu MpOTSroMm 24 TOIUH, Y
HE3MIHEHOMY BUIJIA BUBOIUTHCA 05u3bK0 30 % nepopalibHO MPUHHATOL JO3H.

[Iponukae dyepe3 rictoreMaTu4Hi Oap’epu, y T. 4. uepe3 IJIALlCHTapHUM, aje MOraHo — 4Yepe3 remaro-
eHnedaniynuii O6ap’ep. JlocTaTHBO|IOCUTH| 3HAuyIll KOHIEHTpALli BU3HAYAIOTHCS B TIPYJHOMY MOJIOILI.
[IBUAKICTD 1 CTYMiHBb €NIMIHAIIl MaJlo 3ajieXkaTh BiJ CTaHy MEYIHKHU 1 TOB’s3aHI B OCHOBHOMY 3 (PYHKIII€IO
HUPOK.

dapManeBTHYHI XapaKTePUCTHKH.
OcHhogHi ghizuko-ximiuni enacmugocmi: TaONEeTKU, BKPUTI 00OJIOHKOIO, BiJI 3KOBTOTO JIO OPAHKEBO-KOBTOTO
KOJIbOPY, 31 crerudiunumM 3amnaxoM. Ha monepeunomy po3pisi BUIHI JABa MIapy.

Tepmin npuoamnocmi. 3 poku.
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YMmoBu 30epiranns. 30epirati B OpUriHaiIbHIN yIakoBIi npu Temneparypi He Bumie 25 C.
30epiraTvl B HEIOCTYITHOMY JUIS JUITEH MICIIL.

YnaxkoBka. Tabnetku|rabneTku|, BKpUTI 000510HKOIO, 110 150 Mr Ne 10(10x1), Ne20 (Ne 10%2) y Gmicrepi B
KOPOOIIi.

Kareropis Bignmycky. 3a perentom.
Bupoouunk. TOB «®apmaneBTruHa KOMIaHis «310pOB’s».

Micue3naxomkennsi. Yipaina, 61013, m. Xapkis, Byin. [lleBuenka, 22.
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