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Histac 150 mg & 300 mg (Ranitidine Tablets BP) _{6/ 7/%. .0/ L M

2. KornunuyecCTBeH U Ka4eCTBEH CLCTaB:

Bcaka Tabnetka cegbpxa Ranitidine Hydrochloride exksrBaneHTeH Ha
Ranitidine 150 mg wunu 300 mg.

3. llekapcTeeHa thopma

Punimupany TabneTku.

4. KrivuHWYHRK foaHHU

4.1. lNokazaHus

[oBpokayecTBeHn CTOMALUHN 5I3BU U 3B1 Ha ABaHaAECETONPLCTHUKE
PechnykceH esoctarut

ﬂpoqamnaKquHo nedvenne K neveHne Ha peungnsupallin racho-
LyoaeHanHy sssm

fNevyeHue Ha ractpuHoma (cuHgpom Ha Zollinger-Ellison), korato ca
HENPUIMOXUMU UHXMOUTOPUTE Ha MpoToHHaTa nomna (omenpasonosuTe
npenapari)

4.2. [03UPOBKa U HAaYUH Ha NpUnoxeHue

[Mpu ew3pacmnu

ObuyaiHarta fosa e 150 mg Asa MbT AHEBHO, NPUET CYTPUH U BEYED
(22:00). Moxe pa ce gaBa efmHuyHa fosa ot 300 mg npepwn CkH Ha

nauneHTn C ,u,yo,u,eHanHa nrin CTOMaU.IHa s3BU. JleyeHneto 06MKHOBEHO

npegu narane 3a CeH.

7




3a oBnagsBaHeTo Ha penyke e3odarnta rnpenopbynTenHara gosa e 150
mg ABa MbTy SHEBHO wuiu 300 mg npeaw ChH, B NPOAbIIKeHUE Ha 8
cegMuLiM, HO MOXe [ia NPOALITKYA Y NOBEYE BPEME, aKo € HeoDXoANMO (1o
MPeLeHKa Ha nexkaps.

lpu cundpom Ha Zollinger-Ellison (eacmpuroma)
O6ukHoBEHO ce uanonasat 300 mg Tpu NBTK Ha fEeH.

lpu nayuermu e HanpedHana ex3pacm (Had 70 s00uru)

IMpu naumeHTn ¢ HopMmanHa O6bOpevHa yHKLUMSA, [O3UTE PaHUTUANH ca
KakTo npu mnagute GonHu.

lpu deya

lMpenopbunTenHaTa fosa npu aeua Ha Bb3pacT oT 8-16 roanHn 3a neveHue
Ha aKTWBHa NenTuyHa s3Ba e 2- 4 mg/ kg TenecHa maca gsa nbTu Ha LEH,
KaTo MakcuMarnHarta AHeBHa fo3a € He noseye ot 300 mg PaHUTUANH,
pasnpeferneHa B iBa npuema.

EvbpeyHu yepexdaHusi

IMpu naumenTn ¢ TEXKO OBLOPEUHO yBpeXaaHe, nnasmMeHnTe HuBa Ha
NiekapcTBOTO Ce yBenuyasar. [lo3mpoBKaTta npy Takusa nauueHty e 150 mg
BEYep B NpoabIKeHue Ha 4-8 ceamuu. CohliaTta fo3a ce npunara u kato
noggbpKaLla.

Kpeamuruxoe riiupsHe mL/min | Lo3a ranitidine

<50 150 mg
>50 300 mg

PaunTuan+ ce oTcTpaHaBa ypes xemopuanuaa. ETo 3awo guanuaupadure
MaumeHTy crejBa Aa NPUeMaT paHuTuanH Creg Bcsika Ananmsa.

Hauunu Ha npunoXxeHue

Tabnerkata cnegsga Aa ce norefiHe usana ¢ A0CTaTbYHO KoNnu4ecTBO .

TeyHocT. [pu gelia TabneTkarta MoXe Aa ce pasTBOPY BbB Bop,a wnm‘ .g,a_,ce .
pasmayka. iy



4.3. lpoTUBOroKa3zaHus
CBPEXYYBCTBUTEINHOCT KbM PaHUTUAMH WU HAKOS OT ChCTaBkute Ha Histac.

YnoTtpebata Ha parnTuanH ce usbsrsa npu nauueHT ¢ HTepMnTrpalLlla
nopcupus.

Hanpegphana 6u6peyuna 1 YepHoapobHa HefoCTaTbYHOCT.

A.A. Crielnalinm NpeaynpexnaeHunst 1 crieluanyy npepnassu Mepku

JleueHneTo ¢ H, aHTaroHMcT ocurypsiea obnekyasaHe CUMITTOMUTE 1 TOBa
MoXe fa 3abaBn AnarHoCTULMPaHETOo Ha CToMaLUeH pak. 3aToea npw
cTOMallHa f3Ba, Npefn eBeHTYanHo NeYeHne ¢ paHnTuguH Tpabea Cbe
CLOTBETHY M3CNEeLBaHnsl CUIYPHO Aa e YCTaHOBM A06pOoKauecTBeHMS]
XapaxkTep Ha sizeaTa.

Mpy naumeHTu ¢ 6BEPEYHO YBPEXKAAHE Ce N3NCKBa HamarnsBaHe Ha 03aTa
B CbOTBETCTBNE C HUBOTO Ha KpeaTUHUHOBUS KIMPBHC (BUWX Tabnvuara no-
rope).

4.5. JiekapcrBeHM n Apyr1 B3auMogencTEUA

Panutuans He nHxubupa yepHopgpobHata uuroxpom P450-cebpaaHa
OKCUreHasHa cucTema CbC cMmeceHa byHKkUng. PaHUTUAWH He noTeHyumpa
LECTBUETO Ha NeKapcTea, KOUTO CE MHAKTUBMPAT C NOMOLLTE Ha To3u
eHaum. Takuea reKapcTsa ca. avasenam, siurHokant, QeHnTonH,
[ponpaHosion, BapgapuH.

KomBuHaumsiTa oT paHUTWAMHE U KETOKOHA30M crieasa ja ce usbsarea, Toit
KaTo pasrpaXkaaHeTo Ha KETOKOH&30rm Ce HamarsiBa npu no-Bucoko pH, Taka
ue ePeKTUBHYM MNasMeHy HUBa Ha KETOKOHa30S HE Ce [OCTUraT.

PaHuTyuanH Moxe ga nosuiliv nnasMmeHuTe HUBa u fa noteHumnpa
AMnornukemMmmyunnua ecbeKT Ha rnunnang. BB Bpb3Ka ¢ TOBa MOXe fia ce
HanoXu Kopekura Ha fo3arta Ha rmunisng.

PanhuTnanH Moxe fa Hamanu nrasMeHnTe HuBa 1 Ha TeonninH. ETo 3aiuo
Mpy NauueHTy, nonyyasaliy paHuTuaNH 1 TeounH €AHOBPEMEHHO . -
rraasmveHnTe HuBa Ha TeOMUNWH CriejBa fja ce MoHnTopupar. ‘




Mpy eHOBPEMEHHO NMPUNOXKEHKE Ha cyKpandaT v paHuTgnH HacTbnea
HaManeHune Ha abcopduuaTa Ha paHuTuLH. To3u edekT He Ce npoaBsaBa,
ako NPUNOXEHNETO Ha cykpandat crieaBa 2 yaca cfief, ToBa Ha paHUTUAWH.

HamanssaHe Ha BUoHanMYHoCTTa Ha paHuTuanH ce Habrtogasa npu
€[ HOBPEMEHHO MPUNOXEHNE Ha aHTHaLWAHN NeKkapcTsa.

Mpy NPUNOXKEHNETO Ha NO-BUCOKN J03UN PaHUTUANH MOXE fia Ce Nnony4u
HaMarnsBaHe Ha ekcKkpeuyaTa Ha npokanHamug u N-acetylprocainamide,
ABIDKALLO0 ce Ha uHxubupaHe Ha TybynHaTa cexkpeums.

EdbekTsT Ha ankoxomna MoXe Aa ce 3acunu npu ynotpebara Ha paHuTuanH.
4.6. BpeMmeHHOCT U KbPMeHe

He crluecTByBaT afeksaTHu uin Lo6pe KOHTPonMpaHy npoyyBanus npu
yoBeka.

PanuTusnH npemmHasa npes nraueHtata. Ynotpebdara My o Bpeme Ha
OpPemMEHHOCT He Cce npenopbLYBa.

PaHuTuauH Ce ekckpeTupa B KbpMara, Nopasv KoeTo He CrefiBa fa ce
W3MOri3Ba Mpu KbpPMauKu.

4.7. EdbeKTn BbpXy CNOCOBHOCTTA 3a WodmpaHe u paboTa ¢ MaliuHK

MprembT Ha paHUTULKH MOXe fia yBenuun edoekTa Ha ankoxona; KaTo
NocrnencTBe e Bb3MOXHO [ia CE NOsIBAT HEXeriaHu peakuuy KaTo
rnasobosine, 3aMmasHoCT, yMopa, 00bpKaHOCT U Bb30yaa, KakTo 1
xarouuHauim, TMpu Tesn obcToaTencTea cnocobHoCTTa 3a pearnpaxe,
KaKTo 1 0DEKTMBHOCTTA Ha OLeHKa MOraT jia ce HaMaraT, KOeTO fa yBpesu
criocobHOCTTa 3a WwodupaHe 1 padoTa ¢ MalliHK.

4.8. Hexenasu fieKkapCcTBeHU peakuvn

PanutunanHd psako Npeanssuksa peakumy Ha CBPbXUyBCTBUTENHOCT
(eo3nHOUINNS, YPTUKaPUS, aHIMOHEBPOTHYEH OTOK, TPECKR, NapuHreaneH
criasbM, BpoHXocnasbm, rPbiHa 0omnKa, XMNOTORUSA, aHadUNaKTUYeH LHOoK).

IokauBaHe Ha KoHUeHTpaluuaTa Ha nnasmelus eraTI/IHMH'Ce € ycTarHoBaBa
papko. [py 3apaey nvua To € NEKO 1 CE € HOpManuanpa B XoAa Ha
nevyeHuneTo.




[Mpy HAKOW NaLMEHTH Ce YCTaHOBSBAT CrieAHUTE HapyLleHus Ha KpbBHaTa
KapTvHa B X04a Ha JIeUYeHne ¢ paHnuTuiUH. NeBKOoNeHNns U TpomBoLuToneHus
(kouTo 0BMYainHO ca obpaTumu), arpaHyrnoLMTosa U NaHLMTONEHNS,
MOHSIKOra ¢ KOCTHOMOS3bBYHE XMNOMnasnus Wi annasus.

KoxHn o0punBY, BKITIOYBALLKM PEAKY Criydyan Ha eputema MyrnTudopme,.
KOXKeH cbpbex, Anapud, KOHCTUIaLUNSa UNn rafieHe, a ceL0 apTpanrus v
Muasrus ca Gunm ceoblaBaHy PagKo.

Mpwn mansk Gpoli naumeHTu ce cLobluara 3a rnasobonue, NoHsikora no-
TEMKO N3Pa3eHo C YYBCTBO Ha 3amasiHOCT. PKo ce e nosssasasna ymopa fo
Bpeme Ha nevelue ¢ ranitidine. O6wpkeane M Bb30yga, KouTo ca Ounn
oBpaTumMK cres npekpaTasaHe Ha feYeHNeTo ¢ paHuTuauH. Oenpecnsi 1
XanoumHaumm ca 6unm HabnpasaHu riasHo Npy NMaluenTy B HanpegHana
Bb3pacT.

Wma ennHuYHEn choOLeHns 3a ABOHO Bk aHe (BEPOSiTHO nopaam
HapyileHa akoMogaLus), HO CUMNTOMBT € Bui obpaTtum cren
ripekpaTsBaHe Ha NeYEHUETO C PaHnTULNH.

MoraT fa ce NosiBST NPEXOAHN NPOMEHN B pesynTaTuTe 0T YepHOLPOBHUTE
hYHKLIMOHaNHK TeCTORE (YBenunyern YepHoapobHY eHsumu). TokcuyeH
XenaTuT ¢ unu 6e3 XbnTenuua ce Habnwaasa pagko. Tean eekTn
0BMKHOBEHO ca obpaTuMi Chnep NpekpaTaBaHe Ha JIEYeHWETO C PaHUTUAH.
HaGnogasaun ca v pefku criydanm Ha OCTbp NaHKpeaTuT.

Mpu Mbxe ca HabnofaBaHy U3onupaHy crydan Ha rmHekoMacTus n bornka
B MPbAHKUTE XE3W, KOUTO W34e3BaT Npu NpexpaTsaBaHeTo Ha ynotpebara Ha
pauuTuarH. He ca Habriogasau KIMMHUYHO 3HAa4NMK NPOMEHN B
eHAoKpUHHaTa YNy roHagHata yHKLUUS.

4.9, lNMpeposupane

To ce HabnofaBa MHOIO psako.6300 mg ranitidine, ekBusarneHTHY Ha 21
TabrieTkn panuTrguH no 300 mg urm 42 TabneTtky paHuTuanH no 150 mg ca
Buriy NpMemann nepoparHo B NPOABLIMKEHNE Ha HAKOMKO MeceLa, NMpu KOeTo
He ca yCTaHOBEHM HEeXeNnaHn peakLiuu. AKO Ce MpMeme CBPBXA03a
PaHMTUAWH 1N CE NOSIBAT CUMITOMM Ha wmoxcmxaum ce npenopbyeat
CriegHUTE TepaneBTUuYHN MEPKN:

JieyenueTo c paunTupuH ce npekpatasa. Crneasa ja ce Hanpasm’cmmameﬁ){&“\\

riasax u/ unv fa ce npefunaBuka nospbliaHe. OTCTpaHsABaHe Ha-rpaHMTM,D,I/IH *i‘;.,,aa
OT nnasMara upes xemoananusaa (npy HeoOXOEMMOCT). CMMI‘ETOM&TW—IHO




rneveHne:; enunenTugOopMeH MpYoBe fia ce OBNafeqaT ¢ Anasenam,
ﬁpa,quapnm;rra C aTPONUH, a BEHTPUKYIapHaTa apUuTMUSA C JTMTHOKaWH.

5. dapmakornornyHu oaHHU
5.1. ®apmakoguHaMuuHu gaHHu
Mexanusbm Ha AecTBUe:

Ranitidine e cneuudunyeH, xuctamwHos Ho —aHTaroHucT ¢ 6bp30 Hayarno Ha
pencreune. EAHOBPeMEHHO ce nHxnbupa GasanHara n cTumynupaHaTa
CeKkpeLns Ha CTOMallHa KMCcennHa, peaylnpankn egHOBPEMEHHO
CbABPKEHUETO Ha CONHa KUCENuHa U B NO-Majika CTeNneH NencuHoOBOTO
CbabpXKaHue n obeM Ha cTomallHus cok. Ranitidine nputexasa
OTHOCUTENHO NPOABIMKUTENHO AEUCTBUE, fo3aTa OT 150 mg e(peKkTuBHO
nogTvcKa KucenmHHata cekpeuus sa 12 yaca.

5.2. ®apmMmaKoKMHeTUYWHU naHHU

Ranitidine nma GmoHanumuHoct o1 0kono 50 %. Mpy naumeHT! ¢ TEXKO
yBpeaeHa YepHORpobHa yHKLMS, MeTabonMMSMbT Ha MbPBOTO
npemuHaBaHe Ha ranitidine e HamarieH B pesynTar Ha JIeKko yBenvyeHara
BuoHanuYyHoCT Ha ranitidine.

Ranitidine ce meTabonuaupa B 1epHus apobd ao ranitidine-N-oxide, N-
Desmethylranitidine, ranitidine-S-oxide n aHarnos¥ Ha goypaHosaTa
kucenuxa. Cneg nepoparHo npunoxeHue, ranitidine ce exckpetvpa B
pamkuTe Ha 24 yaca npes 0ubpeuuTe fo npubnusmtendo 30 % kaTo
HenpomeHeH ranitidine, 1o 6% kaTto N- oxide, B no-marnka cTeneH
LeMeTunmanpaHx v kato S- oxide doopmu, U KaTo aHanosn Ha gypaHosaTa
kucenwvHa. INpy naunrelTy cbe 3gpasu 0bopeun, OubpeyuHara ekckpeLms ce
M3BbPLUBA MPeauMHO Ypes TyOynHa cekpeuusi ¢ GbOpeYeH KNMPBHC OT
oxornio 490-520 mL/min. PaHnTWaKH ce eKCKpeTypa Ypes XITb4YHMSA COK.

Criep, nepopaneH npuem, CPeaHoOTo BpemMe Ha nonyenMmuH1upaHe npu
naumeHT cbe 3apaBu 6b0peLn e 2,3-3 yaca. fpy naumerTn ¢ GpopeuHa
WHCYULIMEHUMS, BPEMETO Ha NOJTyENMMUHMpaHe ce Yabmkasa ABOVHC Uni
TPOWHO.

5.3. NpegknuunyKEY QakHu 3a 6e3onacHoCT

®apMaKoNorMyHNUTE 1 TOKCUKOMOTMUYHNTE CBOMCTBA Ha ranl’udlne ca ,u,oﬁpe RIS
MosHaTy. HAMa AOMbAHUTENHY A2HHY OT NPEAKIMHIYHN npquBaHvzﬂ &
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KrnHUYHa 3Ha4MMOCT. Ha npakTvka He ca YCTaHOBEHW [iaHHu OT
NPOYJBaHNATE Ha XPOHWMHE TOKCWYHOCT, NPEAnosniaraiiy HaKakea
HEeXenaHa peakumsi, KOSTO HE € U3BECTHA M € Bb3MOXHO fa ce NosBW npU
yoeeka. OceeH TOBa in vivo 1 in vitro npoyyBaHusTa HE AaBaT HUKaKBY
WMHAKWKaLMY 38 Bb3MOXHOCT 12 NPein3BMUKBa TOKCUUYHOCT, MyTareHHOCT unu
KapLMHOreHHOCT.

6. @apmaueBTUYHN OaHKU

6.1. CriMCEBK Ha NOMONHUTE BellecTBa

150 mg 300mg
Microcrystalline cellulose 1156.50mgftab  231.00
Hypromellose 7.6 15.2
Croscarmellose sodium 6.00 12.00
Castor oil ’ 1.52 3.04
Colloidal anhydrous silica 1.50 3.00
Purified talc 2.80 5.00
Magnezium stearate 2.0 4.00
Titanium dioxide 2.45 4.90
lNeyaTHO MacThno: Yowiw Yowiw
Shellac 298.925 29.925
iron oxide black 25.000 25.000
Soya lecithin MC 1.000 1.000

6.2. ODU3NKO-XUMWNYHN HECHLBMECTUMOCTHN
He ca poknaaBaHu.

6.3. CpoK Ha rogHocTt

2 roauHNn

6.4. CrieyualriHu yCIioBUsi Ha CEXpPaHerHue

[a ce cbxpaHsBa npu Temneparypa nog 25°C.
Ha ce nasm oT CBeTNuHA.

6.5. [laxHM 3a onakoBKaTa




Histac 150 mg

brnuctep ot 30 Tabnetky, kytug 2x30.

Brinctep ot 10 Tabrietku, kyTus 1x10, 10 eauHUYHEN KyTUN, NAKETUPaHU B
kyTus(10x10).

Histac 300 mg

Brinctep ot 15 TabrieTku, kytua 2x15.

EBEnuctep ot 10 Tabnetkn, kyta 1x10, 10 eANHUYHW KyTUW, NakeTupaHn B
kyTus(10x10).

6.6. [ipenopt:Ku ripm ynoTpeba

Hawma.

7. Wme u appec Ha nputexaTerisi Ha pa3pelleHUeTo 3a ynorTpeba
Ranbaxy Laboratories Limited,

Devika Towers, Nehru Place,

New Delhi — 100019,

India.

8. PerucrpaumolHeH Homep

9. [ara Ha NbLPBO pa3peleHye 3a yrnoTpeda

10. [ara Ha aKTyanusauMs Ha TeKcTa

Hexemspu, 2000 r.




