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1. MME HA JJEKAPCTBEHHS IIPOXYKT [,
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OKJIUC ®OPTE 600 mg rpaHy.i1 3a nepopajieH pa3TBop B carie 6-69 i/ ....... ;05 ..... : ? -f*

OKLYS FORTE 600 mg granules for oral solution in sachet -
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2. KAYECTBEH 1 KOIMYECTBEH CbCTAB
Besko caie chabpxka: 600 mg ubynpoden (ibuprofen) (kato ubynpodpen L-aprunus).
[ToMOILLIHM BEIIECTBA C U3BECTHO JACHCTBHE — 3aXapo3a, acrnapram.

3a MBIIHUS CIMCHK Ha MOMOIIHUTE BelllecTBa BHKTe Touka 6.1.

3. JIEKAPCTBEHA ®OPMA

["'paHyJiv 3a nepopajieH pasTBOp B caile
bBenu no noyTy 6enM rpaHy/Iv ¢ MUPUC HA MEHTa

4. KJIMHUYHHA JAHHHU

4.1 TepaneBTHYHH NOKA3aAHHS

. [ToHM)KaBaHe HA BUCOKa Temrieparypa npH (peOpHUIHH ChbCTOAHHUS.

- O6nekyaBaHe Ha Jieka 10 ymMepeHa 00/1Ka, BKJIFOYHTETHO ITPH MUIPEHA.

- CHMITTOMATHYHO JICYEHHE Ha pa3IMYHH (OPMH Ha OCTEOAPTPUT, MYCKYJTHH H PEBMAaTH4YHH
OOJIKH ¥ IpYI'd HEPEBMATHYHH BB3MAJIHTE/IHH MPOLIECH.

- CumnToMaTHuHO obieKuaBaHe Ha OoJIKa MpH MbpPBHYHA JHCMEHOPEA.

4.2 Jlo3WpoOBKA H HAYHH HA NMPHJIOKEHHE

Haii-Huckara eeKTHBHaA 103a TpAOBaA Aa ce M3110J13Ba 32 Bb3MOXKHO HaW-KpaTKOTO BpEME,
HeoOXO0IMMO 3a 00JIEKYaBaHE HA CUMITTOMUTE (BX. To4Ka 4.4).

Jlo3upoBKa

Bb3pacTHH:
Jlo3aTa TpaGBa 1a 6bJe KOPUTHpPaHa B 3aBUCHMOCT OT TEXKECTTa Ha 3a00/11BAHETO U CHCTOSHHETO Ha

naupenTa. [IpenoprunTennara aueBHa 103a € 1 200 mg ubynpodeH, paszesieHa Ha HAKOJIKO /103H,
KaTO MHTEPBATBT MEX/IY OTAEIHHUTE 03K TpsaGBa a Obae Hail-Manko 4 Haca.

[Ipx XpOHHYHO /103MpaHe, Jo3aTa TpsAOBa ja Ob/le KOpHrupaHa 10 MHHHMaslHaTa Nnoabpaila 103a,
KOSITO OCUIypsABa aICKBaT€H KOHTPOJI HA CUMIITTOMHTE.

ITpu 8v3nanenue, npenopbunTentara quesHa no3a e 1 200-1 800 mg uOynpodeH, pasjeneHa Ha
HAKONKO npHeMa. [Tomaspikamara qo3a o6ukHoBeHO € 800-1 200 mg. Makcumannara JHEBHA /1032 He
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Tps6Ba aa Haasuuasa 2 400 mg. A
Ipu nexa 0o ymepena boaka, u 6ucoka memnepamypa, npernopbUrUTeIHaTa [HEBHA 1 7
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| 600 mg, pa3aesieHa Ha HAKOJIKO MpHeMa, B 3aBUCHMOCT OT TEXKECTTA Ha cmmﬂuﬁie;rﬁ
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¥ MaKcuMasIHa nHesHa go3a 1 200 mg.

IMeawarpuuHa nonyaaluys
Vnorpe6ara va OKJTUC GOPTE 600 mg rpaHynu 3a nepopajieH pa3sTBoOp He Ce MPenophHBa IpH

naetia nop 40 kg wi noa 14 roaus, Thit kato Ao3ara HOYPOdeH, KOATO C¢ ChIBPKA, HE € MOIXOALIA 33
Ta3H Bb3PacTOBa IPyTia.

[laigeHTH B CTapUecKa Bb3pacT
dapMaKOKHHETHKATA HAa HOYNpodeH He ¢ MPOMEHA IPH MAlHEHTH B CTAPHECKA BH3pACT, MOPAH KOCTO

He ce HaJIara MPOMAHA B JO3ATA WIH HecTOTara Ha nmpHeMa. BBIpexu TOBa, KaKTO H IIPH OCTAHAIHTE
HCIIBC e HeobX0AUMO NOBUILIEHO BHUMAHHE KbM JICYCHHETO HA Te3H NALUEHTH, KOHTO Ca No-
YyBCTBHTEIHH KbM HEXEJTAHHTE PEAKIIMM U IPH KOHTO € M0-BePOATHO Aa €2 HATKLE NPOMCHH B
6e6pednuTe, CHPACYHOCHIOBHTE WIH HePHOAPOOHH QYHKIIMHM HIIH IPHEM Ha CHITETCTBALIK JICKAPCTBA.
TIpy Tezu NAlHEHTH ce NIPENOPBYBa Ja Ce HIMO/3Ba Hali-HUCKaTa eEKTHBHA 034, JlozaTa Moxe Ja
6bAe YBEMYEHA A0 AOCTUTaHe Ha oOMYaifHaTA MpenopbYMTENIHA 1032 CAMO CJIe]] yCTaHOBABAHE Ha
no0pa MOHOCHMOCT.

BubpeuHa HeJOCTATHYHOCT

HeobxoauMo € aa 6baaT MpeanpHeTH npeanasin Mepku npu yrnorpebara na HCTIBC npu nauneHTy ¢
6L6peaHa HenocTaThuHOCT. [IpH NameHTH ¢ Nexa 1o yMepena 6p0pedHa nuchyHKLMA
[THpBOHAYATHATA 11032 TpAGEa Na 6bae Hamaneka. UGynpoden He TpAORA Aa ce MpHEMa OT NALMEHTH C
Texxka GpOpeuna HeAOCTaTBYHOCT (BXK. TOUKA 4.3).

Hepuo Ha HEIOCTATHYHOCT

BoIpeky ue He ce HabofaBaT pazivKy BbB (papMaKOKHHETHHHHA npodun Ha ubympogeH npu
NIALMEHTH ¢ YepHOAPOGHA HEAOCTATEHHOCT, € HEOOXOAMMO NOBHILICHO BHHMAHHE TIPH ynorpeba Ha
HCIIBC npy mauueHTH ¢ YepHOApoOHO yBpekaane. TIaleHTHTE C JISKO KITH yMEPEHO gyepHOAPOOHO
yBpekaaHe TpsaOBa Aa 3ai09HaT IeYeHHE C HHCKH JIO3H noynpodeH 4 fa ObAAT Noa BHHMATETHO
nabmonenne. U6ynpodeH He TpabBa Ja ce npHeMa OT NALMEHTH ¢ TEXKA yepHOApoOHA
HEAOCTATHYHOCT (BX. TOUKa 4.3).

HauuH Ha NpHIQXEHHE:
3a nepopaiHO MPHIIOKEHHE. ChabpXKaHHETO Ha calleTo ¢€ M3CHIBA B MOTOBHH 4allla BOAA H CE

pa30bpKBa 2 MHHYTH.
TTpenopBHUMTENHO € MALMEHTHTe CC CTOMALIHA PoGAeMH 1a NPHEMAT JISKAPCTBOTO C MILIKO H/ W
o BpEME Ha XpaHEHe.

4.3 IIporRBONOKA3AHHS

OKJIMC ®OPTE 600 mg rpaHy/u 3a NepopajieH pasTBoOp € MPOTHBOMNOKA3aH NpH NaLHCHTH C:

- CBpBXYYBCTBHTEIHOCT KbM HOYTIPO)EH WIH KEM HAKOS OT NOMOIIHHWTE BELUECTBA, H30pOeHH B
To4Ka 6.1.

- [IpH NaMeHTH, KOUTO ca HMaNH HPOHXOCNA3bM, ACTMATHYCH MIPHCTDIL, OCTHP PHHUT,
YPTHKApHA, RHCTHOHEBPOTHYEH OTOK HIIH APYTH AJIEPriHYHH PEaKUHH ClIE IPHEM Ha JIEKapCTBa ¢
nono6xo aeiicreue (xaro acrupun wik apyrd HCIIBC).

- Kprpaouanus uiu nepdopalins Ha CTOMAHIHO-YPEBHHUS TPAKT, CEBP3AHH C MPEJHIIHO ACHCHHE C
HCIIBC.

- AKTHBHA WY aHAMHE34 34 pELMIMBHUPALLA MENTHYHA S388/KPBBOH3NNE HA CTOMALTHO-YPEBHUA
TpakT (ABa WiIH NMOBeYe YCTAHOBEHH OTAE/HH €MU30/Ja Ha YJILCpaLMa Win KPbBOK3JIUB).

- Texxa chrpaeuHa HegocTaThuHoCT (iiac IV no NYHA).

- LlepebpoBackynapHyd WIH APYTH AKTHBHH KPBBOHIIHBH,

- Texka OpOpeuHa HEAOCTATHUHOCT.

- Texxka uepHOApOOHA HENOCTATBYHOCT.

- XeMoparuuHa AUaTe3a Wi IpYyrd KoaryJalMOHHH HapyLICHHA.




- Texxa aexuaparatps (MPHUMHEHA OT NOBPBIUIAHE, AHAPHA WIH HEAOCTATHLYEH PHEM Ha
TEYHOCTH).
- [TocneaeH TpuMeECTHD Ha OpeMeHHOCTTAa (BK. TO4Ka 4.6).

4.4 CroeuHajnH npeAyNpeKIcHAS H OPeANA3HHE MePKH IPH ynorpeda
Hexenauwre peakiu Morar a Obaar CBEIeHH 10 MUHHMYM 4pe3 MPHIaraHe Ha Hal-HUCKaTa

edeKTHUBHA 11033 33 Hal-KPATBK MIEPHO]] OT BpeMe, Heo0X0AMM 32 KOHTPOJ Ha CUMITTOMHTS (BXK. TOUKA
4.2).

PHCKOBE 33 CTOMAUTHO-YPEBHUA TPaxT

VYnortpebara sa nbynpoden eanospemerHo ¢ apyru HCIIBC, BKIIOUHTENHO CEIEKTHBHY UHXHOUTOpH
Ha LMKJIOOKCHreHasa-2 TpadBa xa ce n3barea (Bx. Touka 4.5).

Kpveoususu om crmomMauiH0-4pesHus mpaxm, a36a unu nepPopayus.

IIpu neveHKe C HECTEPOUAHH MPOTHBOBB3NANHTENHH cpeacTsa (HCIIBC), smounTento ubynpodeH,
ce ChOBLIARA 38 KPHBOMMIHBH OT CTOMAIIHO-UPEBHMS TPAKT, 4382 WIH nepdopaiys (KOUTo Morar 1a
6BOAT KHBOTO3ACTPALIABAILH) MO BCAKO BPEME Ha JICICHUETO CHC HIH 0e3 NpeAynpenTe/THH
CHMITTOMH WM MPEIMIIHA aHAMHE32 33 CEPHO3HH CTOMAILIHO-YPEBHH CHOHTHS.

PHCKBT OT CTOMALIHO-YPEBEH KPBLBOUIIHB, 382 HWIH NepopalHs ce NOBHINABA, KOraTo ¢¢ rnpuiarart
rno-sucokH Ro3u HCTIBC npH nauMenTH ¢ aHaMHe3a 3a 9384, 0cOOEHO aKo A3BATa € C YCIOMHEHHA C
KPBBOM3TMB WK nepgopaliis (BK. Touka 4.3), KAKTO U MpPH MALHCHTH B CTAPYECKA BH3PACT. Tean
MAIMEHTH TPAGBA Ja 38NI0YHAT JIeMeHHETO C Haki-HUCKaTa BB3MOXKHA [03a. Ilpenopbisa ce Ha TE3H
MAIMEHTH N2 Gbe NPEANHCAHO CHITBTCTBAILO JICYEHHE HAIPUMEP ¢ MHU3OIMPOCTON HIM MHXHOHTOPH Ha
MpoToHHaTa nomna. TakoBa KOMGHHUpaHO JieueHHe TPAOBa 13 ce OOMUCIIH NIPH TIALMEHTH, KOUTO Ce
HY>AAAT OT HECK2 032 alleTHWICATHIWIOBA KMCETHMHA MK APYTH JICKapCTBEHN NPOXYKTH, KOHTO
[MOBWIIABAT PHCKA OT CTOMAIIHO-YPEBHH CHOHTHA (BXK. NO-A0/Ty H Touka 4.5).

[MauueHTUTE C aHAMHE?3A 338 CTOMALIHO-UYPEBHA TOKCUIHOCT, 0CODEHO TE3H B CTap4eCKa Bb3pacT,
TpsA6Ra 1a HHPOPMHPAT CBOA JIeKap HE3a6aBHO 38 BCHIKH HEOOWMaHHH CTOMALLHH CHMITTOMH
(0cOGEHO KBbPBEHE OT CTOMALIHO-YPEBHHMS TPAKT) IO BpEME Ha JIeUeHHETO, 0CO0EHO B HAYaNOTO Ha
NIEUEHUETO.,

CrieHaIHO BHHUMaHue TpsOea Aa ce oObpHE NMpH NAlLMEHTH, NPHEMALLH €AHOBPEMEHHO JICKapCTBa,
KOMTO MOTAT Aa MOBHILAT PHCKA OT A3Ba WIH KbPBEHE OT CTOMALIHO-YPEBHUSA TPAKT, HATIpUMED
epopanHi JUKyMapHHOBH AHTHKOATYJIAHTH KATO BapdapHH WIH JICKAPCTBA, MOTHCKALLM
TpoMBOLMTHATA arperaijis KaTo aleTHICATMLIIOBATa KHCEIHHA (BX. TouKa 4.5). C ocobeHO
BHMMaHHe TpabBa Ja ce npwiara nGynpodeH eTHOBPEMEHHO C NNEPOPATHH KOPTHKOCTEPOULH U
ceJIeKTHBHH HHXMOMTOPH Ha 0OpaTHOTO 3axBamiaHe Ha cepoToHHHa (SSRI).

AKO € NOSBH KPbBOH3IMB OT CTOMAIIHO-YPEBHUA TPAKT WIM #3Ba NPY NALUMEHTH, MPHEMALIH
OKJIUC BOPTE 600 mg rpaHy’ii 3a NEpOpaiecH pasTsop, JiedeHHeTo Tpabea aa ce crpe He3abaBHO
(BXK. TOUKa 4.3).

HCTIBC Tpa6Ba 1a ce npuiaraT BHHMATEIHO MPH NALMEHTH ¢ aHAMHE3a 332 CTOMALIHO-YPeBHH

sabonsaBanus (yaueposeH KoauT, 6osect Ha KpoH), Thi KaTo T€3U CHCTOAHMS MOTAT A4 €O BJIOLIAT
(BX. Touka 4.8).

PuckoBe 38 ChbpAeYHOCHA0BATa CHCTEMA W MOIBUHHTE CHAOBE




KnuauuHHTE NpoyuBaHHs NIOKA3BAT, ue ynorpebara Ha HOynpodeH, ocobeHO BEB BUCOKH JI03H

(2 400 mg Ha AeH) MOXe JIa € CBBHP3AHO ¢ MOBHUIIABAHE HA PUCKA OT apTEPHATHH TPOMOOTHIHH
cuOUTHS (Harmpumep HH(ApKT Ha MHOKapAa HIH HHCYIT), KaTo usio, enyaeMHoNorHiH1Te
NPOy4BaHHA HE MOKa3BAT BPB3Ka MEXY NpueMa Ha HOYNpodeH B HUCKH 103U (T.e. < | 200mg Ha neH)
M MOBHILIABAHE HA PHCKA OT ApPTEPHATHY TPOMOOTUYHH CHOMTHA.

ITaLpeHTHTE C HEKOHTPOIKHPAHA XMIIEPTOHUS, 3acToiHa cbhpacyHa HexocTaTbuHOoCT (NYHA II-111
KJTac), ycTaHOBeHa McxeMudHa GonecT Ha chpLeTo, nepHpepHa aprepuanta Gonect WHIH
HEKOHTPOJIMpaHa MO3b4YHO-ChA0Ba GonecT, TpA6Ba 1a GuAaT NeKyBaHH ¢ HOYTIPO(hEH camo ciel
BHHMATE/THA TIPELICHKA HA ChOTHOLIEHHETO PHCK-TION3a, KaTo ce M3larsar sucokuTe 1034 (2 400 mg

Ha IEH).

TpabBa na ce H3BLPUIBA BHHMATE/IHA NPELIEHKA H PeIH 3a04BaHe Ha BJITOCPOHO JICYECHHE NPH
MalMEeHTH C YCTAHOBEHH CHPICYHOCHROBH PUCKOBH (aKTOpH (HaNpHMep XHIIePTOHHA,
XHMEPIUITHAEMHS, 3aXapeH auabeT, TIOTIOHOMYMIEHE), 0cOOEeHO aKo € HeoOXO0AHM MPHEM Ha
ubynpodeH BB BUCOKH A03H (2 400 mg Ha neH).

Cunopom na Kounis

[Ipu naunenTH, NeKyBaHu ¢ H6ynpogeH, ¢e cho0IuaBa 3a Ciry4al Ha CHHAPOM Ha Kounis. CHHApOMBT
Ha Kounis ce onpenes KaTo BTOpHYHH ChPASYHOCHAOBH CHMITTOMM HA ANCpPruYiHa peaxims uin
peakiys Ha CBPBXYYBCTBHTEIHOCT, CBBP3aHH ¢ KOHCTPUKLNA HA KOPOHAPHHTE 8PTEPHY, MOTEHLMATHO
BOZEIA A0 MHOKApPACH HHGAPKT.

PHUCKOBE OT CEPHO3HH KOXHH PEaKIIUH

Texxn xoxen Hexenann peaxnuu (SCAR)

TeKH KOXHHE Hexxenanu peakuuH (SCAR), BKIIOUHTETHO €KCHONHATHBEH IEPMATHT, EpUTEMa
MyrTHOOPME, CHHAPOM Ha Stevens-Johnson, TOkCHYHA eNMHAECPMajIHa HEKPOIH3a, 1eKapCTBCHA
peaKLMA ¢ eo3MHOPHINA H CHCTeMHH CcHMITTOMH (cHApoM DRESS) H ocTpa reHepainsnpata
eKk3aHTeMaTo3Ha nycrynosa (AGEP), konTto Morar Aa ObaaT xkMBOTO3aCcTpalllaBalll¥ WK Aa JOBEAAT
110 JIETANIEH H3XO0/1, ¢e CLOOIIARAT BBB Bph3ka ¢ ynotpebara Ha HOynpodeH (BX. Touka 4.8). [losedero
OT Te3U PeaKiLldy HAaCTHIBAT NPe3 MbPBUA MECEL] Ha JIEUEHHETO.

TTpw NosBa Ha MPU3HALA U CHMITTOMH, TIOKA3aTe/THH 32 T€3U peakLuH, HoynpodeH TpAOBa Aa ce cnpe
He3abaBHO M Ja ce OOMHCIIH ApyTO edeHHe (cnopea HeoOXOANMOCTTa).

BvbOpeuno wunu yeproOpobro yepescoane

H6ynpoden Tpa6Ba Ia ce U3MOM3Ba BHUMATETHO NPH NALMEHTH C aHaMHe3a 32 6B0peuHo W/ AnH
yepHOAPOOHO 3a6019BaHe U 0COGEHO NpPH €IHOBPEMEHEH NPHEM C JHYPETHLH, K&TO C€ HMa NPEABHI,
ye HHXUOUpPAHETO HA MPOCTAraHAMHOBATA CHHTE3a MOJXKE Na MPEAH3BHKA 3a1bpkaHe Ha TEHHOCTH H
yBpexaaHe Ha 6p6peunara QyHKuuA,

[TpH HeoGxOAMMOCT OT JieueHHE NPH NaluMeHTH ¢ 0B0peYHO yBpexKAaHe, TpsOBa Aa ce U3No/I3Ba HaH-
HHCKaTa 032 ubynpodeH, a 6u6peunaTa dhyHKkiwsa TpsabBa fa ce HabnonaBa peaoOBHO.

B ciydaii Ha aexuaparauus TpAGBa Aa ce OCHIYPH NPHEM Ha JOCTaThHHO KOJHUYECTBO TEHHOCTH.
Tpa6Ba fa ce BHEMaBa TPH Jlelia ¥ IOHOLIH C TEXKa AEXKAPATALHA, HANPHMEP OpaH AHAPUs, ThH
KATO JeXUpaTaluaTa Moxe Ja 6bae puckoB dakTop 3a passuTHe Ha ObOpevHa HEO0CTATHIHOCT.

Kato usno peaoBHaTta ynoTpe6a Ha aHANr€THIH, 0c00eHO KOMOMHALMATA OT Pé
BELlieCTBa, MOXKe Ja J0BEAE A0 AbAroTpaiHO yBpexaaHe Ha 61L0peunTe, ¢ pu
HEZIOCTATHYHOCT (aHareTH4Ha Hedponatus). [lauuenTuTe B CTapUuecka Bb3pagt k
HeNOCTATHYHOCT, CLPACYHA HEAOCTATHUHOCT, YePHOAPOOHa AUChYHKLHA, Kak)
npreMat AuypetHLd Wik ACE HHXHGHTOPH, Ca MUIOKEHH Ha BUCOK PHCK OT:
TpexpaTapare Ha TepanisTa ¢ HCITBC o6MKHOBEHO BOAH IO BB3CTaHOBs




[peaH JICHEHHETO.
Kakro u gpyrure HCIIBC, ubynpodeH Moxke 21a MpeaH3BHKA JIEKO BpEMEHHO MIOBHINABAHE HA
4epHOAPOOHHTE TIOKA3ATENH, KAKTO U 3HauuTeNHO nopuinasane Ha ACAT u AJIAT. B cryvai Ha

THAYTMTETHO YBEeJIHYEHHE Ha TE3H MOKA3aTeNH, JeueHHeTo Tpabpa aa Obje npeycTaHOBEHO (RXK. TOYKA
4.2 n Touka 4.3).

Ynorpe6a npy NAUKWEHTH B CTAPY€CKa Bb3PacT
[MaipenTHTE B CTApUEcKa Bh3PAcT NO-4ECTO TIO/IYYaBaT HEXENAHH PeakKiiMi py ynotpeba Ha

HCIIBC, ocofeHo KbpBeHe U nepdopaliis Ha CTOMALLHO-YPEBHMA TPAKT, KOWTO MOTaT Aa 0BAaT ¢
neraned w3xon (Bx. Touka 4.2).

[TeauaTpuyHa HOMyIalHA
CriecTByBa pUCK 0T OL0pedHO yBpexKAaHe NPy AeXUIPAaTUPAHH IOHOIIIH.

Macxupane na cuMnmomume Ha ROOTEHCaWUMe UHPeKyuu

OKJIUC ®OPTE 600 mg rpaHy/iy 3a nepopajieH pasTBOp MOXe /a MacKHpa CHMIITOMHTE Ha
HHOEKLMS, KOETO MOXe Ja AoBele Ao 3afaBsaHe Ha 3aroYBaHe Ha MOAXOAAUIO NEYCHHE H N0 TO3H
HaYMH A4 BIOIHM W2XoAa oT HHdekuwmaTa. Tosa ce Habmoaasa npu OakTepUaiHa THEBMOHMS,
npuaoGuTa B 06IIECTBOTO, KAKTO M IpH GaKTepUanHH yCa0KHeHH Ha Bapuuena. Korato OKJIUC
MOOPTE 600 mg rpaHy/H 3a nepopaieH pa3rBop ce Nnpuiara 3a Jc4CHHE Ha MOBHILEHA TeMIIepaTypa
WM 3a obiexuyaBaHe Ha O0MKaTa BbB BpPb3Ka ¢ HHOEKIHA, C€ Mpenopbusa MpocjeidBane Ha
uHdeKuuaTa. B H3BBLHOOIHHYHH YCIOBYA MALUKEHTET TPAOBA 12 CE KOHCYNTHPA C JieKap, ako
CUMITTOMHTE MPOALDKABAT HIH C€ BIOLIABAT.

Apyru

Kaxro u npu octatanute HCIIBC, Texkks peakuy Ha CBPBXHYBCTBHTE/IHOCT MOTaT A2 BRIHHKHAT H
6e3 npeAMIIHA EKCTIOZNIMA HA JICKAPCTBEHUSA NMPOAYKT, HANPHUMED aHaQWIAaKTUYHH/ aHaQUIAKTOMIHH
peakuyH. Jleuenneto Tpa6Ba aa ce MpeKpaTH MpH MbPBHTC MPU3HALM HA peakuyd Ha
CBPBXHYYBCTBHTEHOCT clefl ynorpeba Ha uOynpodeH H 1a ce 3ano9He CUMITTOMATHYHO JICHCHHE.

U6ynpoden Tpabsa fa ce H3MoN3ea ¢ NOBUIIEHO BHUMAaHHE, KOTaTO Ce Npuiara Npy NalHeHTH,
KOMTO CTPaJaT MK Ca CTpajai OT OpoHXHaiHA aCTMA, XPOHHYEH PHHHUT WIH allCpruvHH
3a60/sBaHMA (HaNp. KOKHU peakUMH KbM JIPYTH MPOAYKTH, 4CTM4, CE30HEH ajlcpruyeH PHHHT), THH
KaTo ce ¢hoOIaBa, Yye HoynpodeH Moxe aa npeau3BMka OpOHXOCNAa3bM, YPTHKApHs WIIH aHTHOEAEM
NPH Te3H TALMEHTH (BX. TOuKa 4.3).

B noseueTo citytau, B KOMTO ¢€ ¢ho0IIaBa 32 aCENTHYEH MEHHHTHT MPH yNoTpebara Ha uOynpogdeH,
NaLMEeHTHTE CTPAJAT OT HAKaksa ¢opMa Ha aBTOMMYHHO 3a00/1aBaHe (HAMPHMED, CHCTEMEH JIYTIyC
epUTEMATO3YC WM APYTH 3a00NABaHHSA HA CHEJWHHTETHATA THKaH), KOETO € MPEACTABIABANIO PHCKOB
thaxrop. ITpenoprbuea ce NOBHIICHO BHHMAHHE NMPY NALMEHTH CHC CHCTEMEH JTyTTyC SPHTEMATO3YC,
KAKTO M [1PH MALHEHTH ChC CMECEHA CheAMHHTETHOTEKaHHA oiecT (BX. ToUKa 4.8).

Kakro u npyrure HCIIBC, uGynpoden Moxe 0OpaTHO la HHXHOHpa arperaLpara 1 TpoMOOLMTHATA
(DYHKLMA H Jia yALDKH BPEMETO Ha KbpBeHe. TpaGsa fa ce 00bpHe CleLMaNHO BHUMAHHE TIPH MPHEM
Ha HOYNIPOdEH €THOBPEMEHHO C MEPOPATHH AHTHKOATY/TaHTH (BXK. TouKa 4.5).

[1py naiMeHTH, KOUTO Ca MOIIOKEHH Ha BJINOCPOUHO JICUEHHE C ubynpodeH, TpabBa Ja ce MpoBekKAa
pelioBEH KOHTPO!1 Ha Ob0pedHaTa GYHKLMA, YepHOAPOOHATa QYHKLHE, XEMaTONOrMYHATA GYHKUNA H

KpbBHATA KAPTHHA.

HeobXxoouMo e crietHanHO MeARLMHCKO HabmoaeHKe npHy ynorpebara H
KOHTO ca MPETHPIIENH roliiMa onepaiHs HernocpeaACTBEHO NMpein NMPHIarpHe



Hexxenauure peakigdi MOTAT Aa GbaT cBeIEHH 10 MHHHMYM 4pe3 NpHIaraHe Ha Han-HUCKaTa
edbeKTHBHA 1034 33 Hali-KpaThK NEPHOA OT BpeMe, HeOOXOIUM 33 KOHTPON HA CHMITTOMHTE.,

TTo BpeMe Ha NPOAB/DKUTENHO JleYeHHe ¢ BACOKH 03K 00e300/MBalin MoXe a ce NOosABH rnasodonue,
KOETO He TpAOBa Aa ce JIEKyBa C MO-BHCOKH [I03H OT JIEKApCTBOTO.

Psnxo no BpeMe Ha BapHIIeNla MOTaT Ja C€ MOSBAT TEXKKH HHOEKIMH HA KOXKATa H YCIOKHEHHA Ha
MekuTe Thkanu. Posnara na HCTIBC 3a BionlaBaHeTO Ha Te3u MH(PEKLHMH HE MOXKe Na Opae
yCTaHOBEHa, MOpaJH KOETO B Cly4ail Ha BapHLiena Tpabba na ce u3bsarsa ynorpeba Ha ubynpodeH.

ChIIeCTBYBAT HAKOH AOKA3aTENCTBA, Ue NEKApCTBATA, KOHTO HHXHOKPAT LMIUIOOKCHI€HA3HHA CHHTE3
Ha HPOCTArJAHAMHH, MOTAT Aa MPeU3BHKAT MPOMAHA B IUIOIOBUTOCTTA Ha XEHHTE 4pe3 BE3ACHCTBHE
BBLPXY OBynaLuaTa. To3n eekr e 06patuM clies NpeycTaHOBABAHE HA JICYEHHETO (BXK. TO9Ka 4.6).

TlalHeHTHTe, KOWTO MOMYHABAT 3PHTEIHE HAapyLIeHH: TI0 BpeMe Ha JiedeHue ¢ Hoynpoden, Tpabea aa
MPEKPATAT JICYEHHETO U 1A Ce NMOAT0KAT Ha OQTAIMONIOrHYEH Mpere.n.

HU6ynpoden Tpabba aa ce U3NO/3Ba caMo Cllejl CTPOra OLUEHKA Ha ChOTHOLIEHHETO N0/13a/PHCK MPH
NALHEHTH C OCTPa HHTEPMHTEHTHA NoppHpHA.

B3aumooeiicmeue ¢ aRATUMUYHE mecmoge
- Bpeme Ha kbpBeHe (MOXe 1a MPOABJ/DKH | [IEH clie]i CIUpaHe Ha JIEYEHHETO)

- Hupa Ha rmok03a B KpbBTa (MOKE Ja C& MOHKKAT)

- KpeaTMHHHOB KIHPBHC (MOXE A3 C¢ MOHHXKH)

- XeMaTOKpHT WM XeMornoOuH (Moxe 11a ce NOHKKH)

- KpbBHM KOHLEHTpPALMU Ha ypes ¥ CepyMeH KpeaTHHHH H KOHLUEHTPALHH Ha KaTHH (Moxke na ce
MOBHILIAT)

- [1py yepHOIPOOHHM TECTOBE: MOBHILIEHH CTOMHOCTH HA TPAHCAMHHA3HTE.

[IpeymipexxaeHHe OTHOCHO TIOMOUIHUTE BENIeCTBA
Topa nexapcTBO MOXe Aa ObAe BpeAHO 32 X0pa ¢ PEHWIKETOHYPHA, 3aIL0TO ChAbPXKA acTiapraM —

M3TOYHUK Ha (PEHWTAJIAHHH.

To3u NieKapcTBEH NPOAYKT ChABPKA 3axapo3a. [1alMeHTH ¢ peaKH HAacTeACTBEHH MpodiemMH Ha
HEMOHOCHMOCT KbM (PYKTO03a, MNIOK030-rajlakTo3Ha ManabcopObumsa nnM Cykpasa-u3oMaira3Ha
HEAOCTATHYHOCT He TpsAOBa Ja npueMar TOBA JICKapCTBO.,

To3u JeKapcTBEH MPOAYKT ChABPKa HaTpuH, 1o Masiko ot 1 mmol (23 mg) Ha no3a, T.€. IPAKTHYECKH
HE CHAbPIKA HATPHH.

4.5 BiammoaeiicTBHE ¢ APYT'H JEKAPCTBEHH NPOAYKTH B APYTH GOpMHE HA B3IAHMOJACHCTBHE

HCIIBC Tpsa6sa Aa ce npveMaT BHHMATEIHO, €AHOBPEMEHHO C APYTH JICKapCTBEHH NPOAYKTH, KOWTO
MOTAT 12 MOBHILIAT PUCKA OT YJILEpalHH H KbPBEHE OT CTOMAIIHO-4PEBHMS TPaKT, WiK Ob0peyHa
AUCHYHKLMA.

Cro01IeHH ca B3aUMOACHCTBHA ChC CIEAHHTE JIEKAPCTBA:
- Ayemuncaruyunosa xucenurna:. Eanospemensara ynotpeba Ha uOynmpodeH U aleTHICaIuLIWIOBa

KHCETHHA OOHKHOBEHO HE € MPpenopbYMUTe/IHa MTOPAaAH MOBHILEHHA PHCK OT HEXCIAHH PeaKLMK.
ExcriepHMeHTaTHATE JAHHH NOKAa3BAaT, Y€ MPH €HOBPEMEHEH NIpHEM HOYTIpodeH Moxe
KOHKYPEHTHO JIa TIOTUCKA e(eKTa Ha HHCKH JO3H aLETWICATHIMIOBA KHCOIMHA BhPXY
TpoMOoLMTHATA arperaiys. Benpeky, 4e HMa HEACHOTH OTHOCHO € / : :
JAaHHHM KbM KJIHHHYHATA CUTYallHA, HC MOXKC /1a C€ H3KJIIOUH Bb3M / KHY
ABArocpodka ynorpeta Ha HGynpodeH Aa HaMalsBa KApAMOTIpOTEIGHEH
AlIETHICAHLIAIOBA KMCENMUHA B HUCKH JI03H. CMATA C¢, Ue HAMA/TOHAMA




o6uuaiinara ynorpe6a Ha uGynpodeH fa AoBexe A0 KIHHHYHO 3HaYUM edekT (BXK. Touka 5.1).
Aumuxunepmenzusnu nexapcmea (bema 6aoxepu, ACE-unxubumopu u anmazosucmu Ha
anzuomenzun 1) u duypemuyu: HCIIBC morar na noHwxat eeKkra Ha AMYPETHLIMTE H
ApYriTe AHTHXUNEPTEH3UBHY JeKapcTsa. IIpH HAKOH NaLMeHTH ¢ HapylileHa 6b0peTHa
GyHKLUMA (HAanp. JeXHAPaTHPAHH HALMEHTH UAK MALWEHTH B HANPE/IHANa Bb3pacT ¢ HapyllieHa
656peuna DYHKLHA) efHOBpeMEHHOTO NpHiokenyue Ha ACE HHXHOWTOP WM aHTHOTeH3HH 11
AHTAFOHHMCT ¢ HHXUOHTOPH Ha uMKiIookcuresazata (COX-HHXHOMTOPH) MOXe ia I0Bele A0
NOMMLAHUTENHO BolaBane Ha 6b6peuHara GyHKURA, BISTIOYHTEIHO 0CTpa O10petnHa
HEIOCTaTBYHOCT, KOATO 06MKHOBEHO € obpariMa. [Topaay ToBa koMOuHaLKsaTa TPAOBa Aa ce
npunara ¢ NOBHILIEHO BHUMAHHE, 0COGESHO MPH NaLMEHTH B CTapyecka Bb3pact. auueHTHTe
Tpsi6Ba fa 6bAAT aAeKBATHO XHApPATHPaHU U TPAOBA Ja ce OOMHCITH MPOC/IEAIBaHE Ha
616peunaTa GpyHKIMA B HAYAJIOTO HA CHITLTCTBAIIOTO JICUEHHE W NICPHOHYHO C/IE]l TOBA.
PuckeT OT 666peuny ehEKTH, KATO HATIPUMED XMIIEPKATHEMHA, MOXE N1a Ob/le MOBHILIEH.
EnroBpeMEHHOTO NpWIokeHHe Ha HOynpodeH K KaTMA-CbXpaHABALH AXYPETHUH MOXeE Aa
NOBEJE A0 XUIIEPKaJIHEMHA.

Anmuxoazyranmu: HCTIBC Morat na noBUwIAT eeKkra Ha IHKyMapHHOBUTE AHTHKOAr'yIaHTH
kaTo BapdapuH (BX. Todka 4.4).

Tpomboyumnu anmuazpezarmuy. MOBHILIABAT PUCKA OT KPBBOMIIUB OT CTOMALIHO-YPEBHHA
TpakT (Bxk. Touka 4.4). HCIIBC ne Tpafa aa ce KOMOMHHpAT ¢ THKIOIMMAHH, NOPAJH PUCK OT
NOIbJHKTENHO AeHCTBHE MpH HHXHOHpaHeTO Ha TPOMOOUMTHATA QYHKLIHA.
Kopmuxocmepoudu: MOTaT 1a NOBHILAT PHCKA OT A3Ba WIH KbPBCHE OT CTOMAIIHO-IPEBHHA
TpaKT (BK. TouKa 4.4),

CenexmugHu unxubumopu na obpamuomo 3axeawiare na cepomorund_ (SSRI): Morart CbILo na
MOBMLIAT PUCKA OT KbPBEHE OT CTOMAILHO-4PEBHUA TPAKT (BX. TOuKa 4.4).

Ipyeu HCIIBC: Enxospemennara ynotpeba ¢ apyra HCIIBC 1pabsa a ce H30Arsa, Thi KaTo
npremsT Ha paznuyan HCTIBC Moske fa MOBHIUM PHCKE OT #3Ba M KPBBOHU3IHBH OT
CTOMAILITHO-YPEBHUA TPaKT (BX. Touka 4.4).

Memompexcam, npueman 8 doza om 15 mg/ceomuya uru nogeve: Axo HCIIBC u meToTpekcar
ce NpHeMAaT B HHTepBan oT 24 4aca, MOXe Jia Bb3HHKHE MOBHIIABaHe Ha MJ1a3MEeHOTO HHBO Ha
MeTOTpeKcaT (HeroBMAT GEOpeveH KNIHPBHC MoXe 1a Oble HaManeH OT ACACTBHETO Ha
HCIIBC), ¢ nocneasamo NOBUIIABAHE HA PUCKA OT TOKCHYHOCT, NPEAH3BHKAHA OT
meToTpekcat. Cnefosarenso, ynorpebara Ha ubGynpodeH Tpabsa ga ce U3OATBA MPH NIEICHHUE C
BHCOKH JI03H METOTPEKCaT.

Memompexcam, npueman é Hucku 003u, nod 15 mg/cedmuya: NoynpodeH nosHiliapa HHBATA
Ha MeToTpekcaT. Koraro ce u3nosizsa B KOMOHHALMA ¢ METOTPEKCAT B HHCKH I03H, KPbBHUTC
[I0KA3aTesIM Ha naiMeHTa TpsabBa a ce HabnioaBaT BHUMATERHO, OCOOEHO Mpe3 IMbPBHTE
CeMMLIM Ha enHOBpeMeHHHs npueM. Heo6xo1uMo € IOBHILIEHO BHUMAHHE B CITyYai Ha
RIoIaBaHe Ha 60pednaTa GyHKIA, HE3aBUCHMO OT CTETIEHTa H, IIPH MNALMEHTH B CTapUecka
BB3PACT, KAaKTO ¥ HaGntoneHne Ha 616peyHaTa GyHKLMA C e NPeIOTBPaTABAHE HA CBEHTYAITHO
HaMansBaHe Ha KIIMPbHCA Ha METOTPEKCAT.

Xudanmounu u cyrgpamudu; ToxCHaHHAT eexT Ha Te3H BellecTBa MoXe Aa Obae MOBUIICH.
[To BpeMe Ha eAHOBpEMEHeH npHeM ¢ HOynpodeH nnasMeHuTe HUBA Ha (PCHHTOHH MOraT Jia ce
NOBHILIAT.

Jluzoxcun, gpenumoun, aumuii: EnHoBpeMeHHaTa ynotpe6a Ha uGynpogdeH ¢ AUTOKCHH,
(eHHTOMH WK JIMTHEBH NpenapaTH MOXe /1a MOBHIIM NIa3MEHUTE HABA Ha TE3H JICKAPCTBA,
KaKTO H TAXHATA TOKCHYHOCT, BBIIPEKY 4e HE C€ H3HCKBA PEIOBHO NpOCieaBaHe Ha
[a3MeHHTe HHBA Ha IMTHIL, IHIOKCHH B GEHHTOHH NMPH NMpaBiIHa yrnorpeba H Jie4eHue,
MPOJBKABALLO 10-MAJIKO OT 3 AHH.

Mugpenpucmon: HecreporaHH NPOTHBOBB3NANMTENHM CPEACTBA HE TPAOBA 1a ce pHemar

8- 12 mHM cnel mpueMa Ha MHGENPUCTOH, Thil KATO MOTaT J1a OTHCHAT HErOBOTO JIEHCTBHE.
Cupoeunu 2nuxozuou (Ouzoxcur). HeCTCpOUIHUTE NPOTHBOBB3NATHTE SCACIRGMOraT J1a
BIIOILAT CHPACYHATA HEAOCTATHYHOCT, Aa HAMAJLAT [TIOMEPYJ/IHATA QgpiTyfet

HMBaATa Ha CHPAEYHH ITIUKO3HIH.

Henumoxcugunun: PACKBT OT KPHBOWINIMB MOXKE A1a ObAe NO-BHCG
nexysart ¢ HOynpogeH B KOMOUHALMA C NEHTOKCH(IIHH, U ClieAQBs




MPOCNEAABAHE HA BPEMETO Ha KbpPBEHE.

- Hpobeneyud u cyrgunnupazon: JlexapcTBEHUTE NPOAYKTH ChAbPXKALIM NPodeHeLH H
cynUHNHAPA3OH MOTAT Aa 3a6aBAT eKckpeluaTa Ha HOynpodeH.

- Xunononu: Jasmvre npH xusoTHH nokasear, ue HCIIBC Morat na yBenHyar pycka OT r'bpHOBe,
CBBP3aH C XHHONMOHOBUTE aHTHOHOTHLWM. [laimenTrTe, kowro npdemMar HCIIBC » xuHonoHwy,
MOJKE JIa Ca HAJIOKEHH HA NOBHILEH PHCK OT Pa3BHTHE Ha IbPUOBE.

- Tuazudu, eewecmea, NPOUIBOOHYU HA MUA3UOU, bPUMKOGU Ouypemuyu U KATUU-CbXPAHABAUfU
duypemuyu: HCYIBC MoraT na IpOTHBOZEHCTBAT Ha AMYPETHYHHS €(PeKT Ha TC3H JICKAPCTEA, a
eqHoBpeMeHHaTa ynotpeba Ha HCIIBC v nasien anypeTrx MOXe J1a NOBHILH PHCKA OT
He(GPOTOKCHYHOCT KATO CJIEACTBHE OT HAMATABAHETO Ha GBOPEYHMA KPbBEH NOTOK. KaKTo H NpH
apyru HCIIBC, efHOBpeMEHHOTO IEUEHHE ¢ KATWH-ChXpaHABAILN AXYPETHLIH MOXKE Aa I0BEAC
710 IOBHINIABaHE HA HUBATA Ha KaJIHi, mopagy KOeTo € HeoOX0AHUMO Aa Ce CNEAAT IUIA3MEHUTE My
HHUBA.

- Xunoznuxemuunu cpedcmea; HCIIBC Morar aa 3aciIAT XMIIOFIMKeMHYHUA eeKT Ha
cypaHKTyPeHHUTE MIPOLYKTH H HA HHCYJIMH, KOETO MOXE /1a HAJIOXKH KOPEKLIMA Ha 103aTa. [pn
eAHOBpeMEHHA ynoTpeba ce npenopryBa KOHTPO/IMpaHe Ha HHBATA HA KPbBHATA 3axap.

- Luxnocnopun: iMa orpaHHueHH JaHHH 33 Bb3MOXXHO B3aHMOZIEHCTBHE, BK/IIOYBAILIO MOBHIICH
PUMCK OT HE(PPOTOKCHYHOCT.

- Taxporumyc: EQHOBpEMEHHHAT NPHEM MOXe 112 NOBULIA PHCKA OT HEPPOTOKCHYHOCT.

- Tpombonumuyu: Te MOTAT Ja NOBHILIAT PUCKA OT KPBBOHJIHB.

- 3udoeyoun: CrillecTBYBAT AAHHH 33 PHCK OT XeMaTONOrHYHa TOKCHYHOCT MpH NpHIaraHe Ha
HCTIBC cbe 3uaoByiuH. ChllecTBYBa NOBHIIEH PHCK OT MOSBA HA XEMAPTPO3a H XCMAaTOM NpH
XUB(+) xeMOGHTHLH, NOTyHaBallld €AHOBPEMEHHO JIEYEHHE ChC 3UAOBYAMH H HOYTIpOdeEH.

- Amunozauxosudu: HCITBC Morat 1a NOHIKAT €KCKpELHATA HA aMUHOTJIHKO3HIHTE.

- Huxubumopu va CYP2C9: ExHoBpeMeHHOTO NpHnoxeHHe Ha ubynpogen ¢ CYP2C9
HHXHOMTOPH MOXE Ja FIOBHILHM eKCro3uuusTa Ha ubynpodgen (cyberpar Ha CYP2C9). Ilpu
POBEJICHO TIpOyYBaHe ¢ BOpHKOHason H (uykonason (CYP2C9 HHXHOHTOPH) € 10KA3aHO 80-
100% yBenuveHMe Ha excnosuwusra Ha S(+)-ubynpoden. Heobxoanmo ¢ HamaniaBaHe Ha
f03aTa nGympodeH NpH eAHOBPEMEHHOTO My npunarade ¢ Momuu CYP2C9 nHXHOHTOPK,
0cOBEHO KOTaTo ce IpUIaraT BHCOKH 1034 HOynpodeH ¢AHOBPEMEHHO C BOPHKOHA30M H
¢TYKOHa30J1.

- Pacmumennu excmpaxmy: EanoBpeMeHHUAT npreM Ha uGynpoden ¢ I'nHko 6munoba Moxe aa
AOBEE JO NOBUIIABAHE HA PHCKA OT KBPBEHE.

- Anxoxon: Ynorpebara Ha HOynpogeH TpsabBa fa ce U30ATBa NPH NALHMEHTH, KOUTO yroTpedaBaT
XpOHHHYHO ankoxos (14-20 nuTHeTa CCAMHYHO MNH NOBEYe) MOPanH NOBHIUIEHHUS PUCK OT
CTOMAIIHO-YPEBHH HeXxeNaHH edekTH, BKIIOYHTEHO KbPBEHE.

- Xpanu: Tpuemst Ha uGynpodeH ¢ XpaHHTENIHM NPOAYKTH 3abaBs CKOPOCTTa Ha abcopOuma (BX.
TOYKa 5.2).

4.6 Depranurer, 6peMEeHHOCT H KbPMeHe

bpeMeHHOCT

ITvpeu u emopu mpumecmsp Ha OpemeHHOCMMA
MHXHGHpaHeTO Ha MPOCTANIAHAMHOBATA CHHTE3a MOXKE 14 OK&XKe OTPHLIATENEH eeKT BBPXY
GPEMEHHOCTTA /WK Pa3BHTHETO Ha 3apoAMilia/Iuiofa. laHHHTe OT CMHISMHONOTHMHUTE POy IBaHHs
1IOKa3BaT NOBMILABAHE HA PHCKA OT CHOHTAaHEH abopT H ChpACYHH MalOpMalMHi M raCTPOCXH3a CC/
ynorpefa Ha HHXMOHTOPH Ha MPOCTArNIAaHAHHOBATA CHHTE3a B PAHHHUTE €TaNK Ha OpeMeHROCTTA.
ABCOMIOTHHAT PUCK OT ChPAEYHH MaI(GOPMALIUH Ce YBeIH4aBa OT no-Maiko ot 1% no okono 1.5%.
CmsTa ce, ue pUCKBT HapacTsa ¢ J03aTa H NPOAB/DKHUTEAHOCTTa Ha JIEUEHHETO. [py XHROTHH
IPHIaraHeToO Ha MHXHOHTOP Ha MPOCTArTAHIHHOBATa CHHTE3a BOAH A0 NOBUILGHATING
HOCTHMIUIAKTALMOHHA 3aryba H emGproderanta cMbpTHOCT. OT 20-Ta ceamudie 5

HATaTHK, yrorpebara Ha ubynpodeH Moxe Ja NPAYHHH OTUIOXHAPAMHHOH/ B £E)YITTA] RS
muchyHkLmg Ha mioaa. ToBa Moxke f1a HACTBITH CKOPO C/le/] 3a0YBaHe Ha _E@é g&% ifcﬁ}_giu
o6paTuMo cilel NpeycTaHoBsiBaHe Ha npuema. OCBEH TOBa, HMa CbOOLIeH 133 : Jgni c
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apTEPHO3YC ClIEA JIeYEHHE Npe3 BTOPHA TPHMECTDBP, NOBEYETO OT KOMTO C& OTUIYMETTH ClIeA
npekpaTaBaHe Ha neueHuero. CaenosarenHo ubynpoden He TpsaOBa Aa ce mpHeMa npe3 MbpBHA H
BTOPHS TPHMECTBP OT GPEMEHHOCTTA, OCBEH ako He € abcomoTHo Heobxommo. Axo OKJIUC POPTE
600 mg rpaHyJIH 3a MEPOPAICH Pa3TBOP CE H3MON3Ba OT JKEHH, KOUTO MPABAT ONUTH 3a 3a0peMeHIBaHe
WIH XEHH, KOUTO ¢4 B ITbPBHS H BTOPHA TPUMECTBP OT OpeMeHHOCTTa, no3aTa Tpsabea na Onae
BH3MOXKHO HAM-HHCKA M MTPOABDKHTETHOCTTA Ha JIEUCHHUETO TpAOBA /1a € Bb3MOXKHO Hali-kparka. B
CTy4aii Ha eKCMO3HLMA B NPOIB/DKEHHE Ha HAKOJIKO JHK OT 20-Ta recTallHOHHa CEAMHLIA HATATEHK,
Tpsa6Ba Ja ce OOMHCIHM HAOOASHHE 33 OJIMFTOXHAPAMHHOH W CTECHABAHE Ha AYKTYC apTepHo3ycC npeau
paxxaaueTo. Ynotpebata Ha nGynpodeH Tpsdba a ce NpeyCTAHOBH, aKO ¢€ YCTaHOBH
ONMrOXHIAPAMHHOH WM CTECHABAHE Ha QYKTYC apTepyo3yc.

Tpemu mpumecmsp Ha bpemennocmma
IIpes TpeTHA TPHMECTHP Ha OPEMEHHOCTTa BCHUKY HHXHOWTOPH HA MPOCTArTaHIUHOBATA CHHTE3A
MOTAT A3 M3JIOKAT Ha PHCK:
* Ilnopa or:
- ChpAEUHO-0eN0xpoGHa TOKCHHHOCT (IPEXKAEBPEMEHHO CTECHABAHE/3aTBAaPsHE HA IYKTYC
apTepHO3yC U OenoapobHa XUNEPTOHHA ),

- HapymeHa 6E6pedHa QyHKIMA (BK. MO-TOpe);

. Maifxata ¥ HOBOPOAEHOTO B Kpas Ha OpEMEHHOCTTa Ha:
- BL3MOKHO YIB/DKABARE HA BPEMETO Ha KbPBCHE, AHTHArPEraHTeH edeKT, KOHTO MOiKe
na ce Habmoaasa AOPH NMPHU MHOTO HUCKH JO03H;
- IOTHCKAHE He MAaTOUHUTE KOHTPaKLMHU, KOETO MOXKeE Ja Aosee A0 3abaBaHe Ha

PAXKJAHETO WIM AO NO-NMPOABDKHTEHO PAKIAHE.

Cnenoparesmo, OKJTUC GOPTE 600 mg rpanysiu 3a nepopaicH pasTBop € NPOTHBOIIOKA3AH MO Bpeme
Ha TPETHA TPUMECTBP Ha OpeMeHHOCTTa (BXK. TOUYKH 4.3 U 5.3).

KspmeHe

Borpek axTa, 4e KOHLUEHTpaLMUTE Ha HOYNpodieH, KOMTO NONajaT B KbpPMaTa ca HE3HAUMUTE/THH K
HE Ce OYAKBAT HEXEJIAHH PEaKlMH [IpH KbpPMa4eTo, yriorpebara Ha uOynpodeH no BpeMe Ha KbpMEHE
HE € TPENOPLYHTE/HA TIOPaAH NOTEHLMATHMA PHCK OT HHXHOHMpaHe Ha CHHTe3a Ha NPOCTarIaHIHHH.

QepTHAMTET

Vnorpebara Ha OKJIMC ®OPTE 600 mg rpanynid 3a nepopaieH pa3TBOp MOXe 1a JOBEIEC A0
NIpOMEHH BHB (EPTIIIMTETA NPH )KEHUTE H HE CE MPENOPHYBA NPH )KEHH, KOUTO NMPaBAT OMHTH 34
3abpeMeHaBaHe. [IpenopBbYHTENHO € Aa ce OOMMCITH NMPeyCTAHOBABAHE HA MPHEMA HA TOBA JICKAPCTBO
OT KEHH, KOUTO HMaT TPYAHOCTH J1a 3a0peMeHEAT WIM KOHTO ce NOANAraT Ha TECTOBE 3 QePTUIHTET.

4.7 EdexTn Bbpxy cnocofHocTTa 32 mIopHpane B padoTa ¢ MAIIHHA

[MauyieHTH, KOXTO H3MUTBAT HEPA3IIONOKEHHE, CBETORBPTEXK, 3PHTE/IHH HApYyIIeHHA HAH ApYTH
pa3cTpOHCTBa Ha LIEHTPAJIHATA HEPBHA CHCTEMa, A0oKaTo npHeMat HOynipodeH, He TpsOBa aa
mogHpaT Wwin Aa paboTAT ¢ MallIWHH.

He e HeoGxoaumMo aa OBAAT MpeANnpHEMAaHH CIICLMATTHH Npeana3Hi MEPKH NMPH NMpUeM Ha €IJHOKPATHH
o031 HOynpodeH Wi IIPH KPAaTKOCPOUYEH NMPHEM.

4.8 HexelaHn JeKaPCTBCHH PeaKnHA

HesxenaHuTe JIEKapCTBEHU peakuiuy Ha HOynpodeH ca cBbp3aHH INIABHO ¢ GapMaKOJIOTMYHUA MY
e(PeKT BHPXY CHHTE3a Ha MpOCTarIaHAHHH, —=—

Haii-uecTute HEXENaHHU PEAKUMH Ca CTOMALIHO-4YPEBHY HapylleHus. Mo ‘ HYHH
1384, nepdopallis WIH KPbBOHIIHB HA CTOMAIIHO-YPEBHHUA TPAKT, KO
’KUBOTO3ACTPALIABALIH, OCOOEHO B cTApYECKa Bb3PacT (BXK. Touka 4.4).
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NOBpBLIAHE, AHAPHA, TIONYBAHE Ha KOPEMa, 3aNEK, AUCTIENCHA, KopeMHa Gollka, MelleHa, XxeMaTremesa,
y/ILiePaTHBEH CTOMATHT, 060CTpsiHe Ha KouT H Gonect Ha KpoH (Bx. Touka 4.4). Ilo-paako ce
Habmoaasa racTpHT. OTOK, XHIIEPTOHHA H ChPJICUHA HEIOCTATHYHOCT €A JOKIAABaHH BLB BPb3KA €
HCIIBC.

YecToTaTa Ha NPENCTABEHUTE 1TO-RO0JTY HEXENaHH PEaKLMH € ONpe/IeNIeHa KaKTO CICABA: MHOIO HeCTH
(=1/10); yectu (>1/100, <1/10); neuectn (=1/1 000, <1/100); peaxu (= 1/10 000 ao <1/1 000); mHOrO
pemkH (<1/10 000); ¢ HeusBecTHa YecTOTa (OT HANMUHHTE JAHHHM HEe MOXe Ja Ob/le HanpaseHa
ouenka). [Ipy BCAKO rpynupaHe B 3aBHCHMOCT OT HECTOTATa, HEXE/IAHHTE JIEKAPCTBCHH PEaKivU ce
H30pOABaT B HU3XOAAL peA MO OTHOIICHHE Ha TCXKECTTa.

CmoMauino-4pegH HAPYUEHUR.
Yecmu: KHCENTUHH, raficHe, MOBPhIAHE, KOpeMHa D0NKa, AUCNETICHA, IHapHs, 3aneK, MOAyBaHe Ha

Kopema
Hevecry; KpbBOMAIHBH K CTOMAIIHO-YPEBHH S3BH, YJLIEPATUBEH CTOMATHT, nepdopatiis, 0bocTpsise

Ha ynuepaTBeH KOHT H Sonect Ha Kpox, MesnieHa, racTpur
Pedxu: xemaremesa

Mrnozo peoxu: e3odarur, e3o(pareaiHa CTeH03a, MAHKPEaTHT
C neuzgecmna yecmoma: aHOPEKCHS

Hapywenun na xosxcama u nOOKOICHAMA MbKAH

Yecmu: xoxkeH OOPHB.

Hevecmu, ypriKapus, cbpbex, myprypa (BKITIOUHTETHO alepruiHa Myprypa), aHrHoeieM
Peoxu: aHadhWIaKTHYHA peaKiiH.

Mioz0 pedxu: TEXKH KOXHH Hexenaxu peaki (SCAR) (BKIIOUMTENHO epHTEMA MYTTH(DOPME,
excdOTHATHBEH JIEPMATHT, CHHAPOM Ha Stevens- Johnson 1 TOKCHYHA enHAepMaliHa HEKPO/IH3a),
YCA0KHEHHS Ha MEKMTe ThbKaHH [IPH BApHLIENa

C Heuseéecmua Yecmoma: NEKAPCTBEHA PeaKiiua ¢ e03uHoGWINA H CHCTEMHEH CMMITTOMH (DRESS
CHHAPOM); OCTpa N'eHEpANM3UPaHa eK3aHTeMaTo3Ha ycTy103a (AGEP); peakumn Ha

G OTOUYBCTBUTETHOCT, 00OCTPAHE HA KOXKHH peaKLuH

Heuxuunu napywenus

Heuecmu: 6e3¢bHEE, TPEBOXKHOCT, O€3MOKOHCTBO

Pedxu; NCMXOTHYHA PEAKLMA, HEBPOTH3BM, Pa3dpPasHHTEHOCT, JICTIPECHS, OOBPKAHOCT,
J€30PHECHTALIMA

Hapviwenus na nepenama cucmema

Yecmu: yMOpa, raBobonKe, HepasnoioXKeHHe, CBETOBBPTEXK
Hevecmu; 0e3csHME, Bb30YHa, pazipa3sHUTE/IHOCT

Peoxu: napecre3us

Mnozo peoxu: acenTHUEH MEHHHTHT

Hapviuenus na owume
Hevecmu: 3paTEIHH HAPYLHIEHHA

Pedxu: peBepcHBHA TOKCHYHA aMOIHOIHA
C neuzgecmua yecmoma. nanwieaeM

Hapywenus na yxomo u aabupunma
Hecmu. BepTUrO

Heuecmu: THHUTYC
PeOxu: napylieHHA Ha ClTyXa

Ha CHUR HAQ KPbE8MAaA U N Hama cucmemda
PeOxu: anytacTHYHAa aHEMHUS
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Mnozo pedxu:. aneMust, 1€BKONEHHA, TPOMOOLIUTONCHHUA, MAHIIMTONEHHA, arpaHyIOLMTO3],
YABIKEHO BpeME HA KbPBEHE

Cvpoeynu HapyweHun
Mroz0 pedxu: nannyraluMi, CbpAc9IHa HEQOCTATHYHOCT.

C HeuzsecmHa wecmoma: CbpAedeH apect, cHHapoM Ha Kounis

Croosu Hapyuienun
Mnozo peoxu: aprepraliHa XHIIEPTOHHA
C Heuzsecmua wecrmoma. aprepuaiHa Tpombosa

Pecnupamopnu, 2pbORU U MEOUACMUHARRY HAPYVUIEHUR
Hevecmu: acTMa, ex3aniepOalys Ha acTMa, OpOHXOCNIa3bM, AUCTTHEA

C neuseecmua yecmoma. ApasHeHe B I'bPJIOTO

Hapvuenun nag 6vbpeyume u nuxounume nbmuwia
Peoxu. xematypud

Mno20 pedxu: OTOK, NaNWIApHA HEKPO3a, MOBUIIEHH HUBA HA THKOYHA KHCeJIHHA, HHTEPCTHIMAIICH
HepHuT, Heppo3eH CHHAPOM U OBOpeYHa HeAOCTATBYHOCT

XenamobuwiuapHu HQPYenus
Pedxu: yppekJiaHe Ha YepHHUs Apob, aHOMATHH Ha yepHoApoOHaTa PYHKIMA, XCTIATHT U XK HITEHHLIA

ﬁu@exguu U HHQECMHHH

Mhnozo pedxu. ex3auepbalms Ha HHPEKLHH (HEKPOTH3HpaLl (PacLIMHT)

Hapviuenun na umynnama cucmema

Hevecmu: anepruuHa peakiys, peakiiid Ha CBYbXMYBCTBHTEIHOCT, BIUTIOYBAllla yPTHKAPHA H
NPYPHUTYC H ACTMETHYHH ITPUCTHITH

Peoxu: anapunaxkcus

Mhuozo pedxu: TexKa peakuys Ha CBPBXYYBCTBHUTETHOCT, BKIIOYBaIla OpOHXOCHa3bM, AHCITHES,
TaXHKAPAUA, XHIIOTOHHKA H HIOK

C neuszsecmua yecmoma. aHaQHUIAKTHYEH WIOK

Obwu Hapyuenus U echexmu Ha@ MACMOMO HA BPUROICEHUE
Miozo pedxu: Moxe Na ce HabMIoNaBa BIIOIaBaHe Ha BB3MAICHUATA, CBbP3aHH ¢ HHPCKIUH.

C neusgecmua wecmoma. OTOK

Hicreosanus
Pedxu: npoMaHa B HepHOAPOOHHUTE NTOKA3aTeNIH
C neuzgecmua yecrmoma. MpoOMsHa B ObOpeYHHTE NoKa3aTeH

IlaHHWTE OT KTHHHYHHUTE NPOY4YBaHUA NPEeANONaraT, ye ynorpebara Ha HOynpodeH BbB BHCOKH
no3u (2 400 mg neH) ¥ NPOABDKUATEIIHO JIEUEHHE MOXKE [12 € CBBP3aHO C YMEPEHO IMOBHIUCHHE Ha
PHCKA OT apTepPUalHN TPOMOOTHUHH CECTOAHMA (HaNpPHMEp, HHGAPKT Ha MHOKAp/a WIH HHCYIIT)
(BK. Touka 4.4).

[leguaTpyuHa NOIMyAALIHA
HatpynasuaTt KMHHHYEH ONUT He NOKAa3Ba KIMHUYHO 3HAUHMA Pa3jInKa MEKIY NMPOQHI

6e30MacHOCT NpH Bh3PACTHH U MeAUaTPHYHATA NOMyAalHsa 110 OTHOILLIEHHE Ha
YECTOTATA, TEXECTTA H 00paTUMOCTTA Ha HEXKETAHUTE PEaKLIUM.

Crofmapane HA NOJO3APAHN HEXKEIAHE PEAKIAN .f!'
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ChoBIMaBaHeTO Ha MOAO3UPAHM HEXKENAHH PEAKLIHU CNel pa3peiaBaHe 3a ynorpeba Ha NTeKapCTBeHIUA
NPONYKT ¢ BaxkHo. ToBa N103B0I18BA /1a NPOAL/DKH HabIOEHHETO HA CHOTHOILIEHHETO MOJI3a/PHCK 32
NIeXapCTBEHHS NPOAYKT. OT MEOMLMHCKHTE CTIELMANTMCTH C€ M3HCKBA 13 CHOOIIaBaT BCAKA
IOI03MPaHa HeXXeJlaHa peakLMA Ypes:

ManpaauTena Arennia no Jlexapcreara
Codus 1303, yn. lamss I'pyes 8

Ten: +359 2 8903555; dakc: +359 2 8903434
E-mail:bda@bda.bg

4.9 Ilpenosapane

[MoBeyeTo OT Cy4aHTe Ha NMpeo3upaHe ¢a acMIToMaTHyHH. CHUMITTOMM MOTaT Ja ce Habmoaaeat
npu A034 ubynpoden Han 80-100 mg/kg.

Cnen npego3upaHe CHMATOMATE OOGHKHOBEHO CE MIOABABAT B PAMKHMTE Ha 4 vaca. [Tpu noeeveTo
NaLMeHTH CHMITOMHTE ¢a JIEKH H BKIIOYBAT KOopeMHa 60J1ka, rajieHe, NOBpbIIaHe M AMapHA C KPbB,
KAKTO M HapyILCHMS Ha LIEHTPalHATa HEPBHA CHCTEMA KAaTo raBoboNue, CIa3MH, TUILIONUs, LyM B
VIIKTE, 3aAMasHOCT U CBETOBBPTEXK. B NOMBbIHEHHE KBM CNaJaHETO Ha KPBBHOTO HANAraHe MOraT a
ce nosBsT (PYHKLUMOHANHK HapyllieHUs Ha GbOpeunTe 1 3aryba Ha ch3HaHKe. Pajko ce croOliasa u
33 HUCTArBM, XMIIOTEPMHEI, HapyeHa 60pedHa GyHKIMA, CTOMAIIHO-YPEBHO KEPBEHE, KOMa,
anHes u peripecus Ha ITHC u fuxartennara cucrema. ChobiiaBaHK Ca CllydaH Ha CbpACHHO-CHA0BA
TOKCHYHOCT, BIJIIOUHTEHO XHMIIOTOHKA, Spaaukapaus U Taxdkapayd. B cirydya Ha CEpHO3HO
npeAo3upaHe MoXe Ja HacThI OLOpeyHa HeA0CTaTEYHOCT U yepHOAPoOHO yBpexaaHe. Iipu
TEKKA HHTOKCHKALIMS MOXE JIa Bh3HMKHE MeTabOIHTHA alMa03a.

JleyeHHe NpH NpPeaO3UpaHe
TleueHHETO € CUMITTOMATHYHO W HE ChlecTBYBa crieuuduueH aHTUAOT. [IpH nornsilane Ha

KOJIHYECTBA, PH KOHTO HE € BEPOATHO Aa CC MPOABAT CUMITTOMH (MO-MAJIKO OT 50 mg/kg
u6ynpodeH) ce npenopb4Yea NpHEM Ha BOJIA, 32 713 C& HAMATIAT JOKOJIKOTO € BB3MOXKHO CTOMAMIHO-
YpeBHHTE YBpeKaaHui. Moske 1a ce oOMHCIH MIEpOPaTHO NPHITCKEHHE Ha aKTHBEH BBIVICH, KO
MAUMEHTET € TIPHET B paMKuTe Ha | 4ac cnen norybilaie Ha NOTCHUHATHO TOKCHYHA 03a. CroMaxsbT
MOdKe i Objie H3Mpa3HeH Ype3 NOBPbILAHE caMmo pe3 mppeuTe 60 MUHYTH ciell npuema. CTOMailHa
NPOMUBKA HE CE TPABH, OCBEH aKO MALMEHTHT HE € NOrbJIHAI TAKOBa KOJIMYECTBO OT JIEKApCTBOTO,
KOETO MOJeE a 3aCTPaiiaBa XKHBOTa MY H C/IE/l IPUEMA He Ca M3TEKJIH noBete oT 60 MHHYTH.
FpeaumcTBaTa Ha MEpKH KaTO GOpCrpaHa AMYpe3a, XeMOAHANTA3a HITH xemonepdy3us ca
ChbMHMTEJIHH, Thil KaTo HOynIpodeH ce CBbp3Ba 3APaBO ¢ IUIa3MCHHTE NPOTCHHH.

5. @®APMAKOJOIHYHH CBOMCTBA
51 @apMakoaiHHAMAYHH CBO#iCcTBA

dapmakoTrepaneBTH4Ha rpyna: HecteponaH# MpoTHBOBB3NANHTENHH CPEACTBA
ATC xoa: M01 AEOI]

U6ynpodeH € HECTEPOUAHO ChEIHHEHHE, MPOU3BOAHO HA NPONHOHOBATA KHCE/IHHA, ¢ H3Pa3CHH
[POTHBOBB3NATKNTEHH, AHANNETHYHH H AHTUTTMPETHYHH CBOHCTBA.

MeXxaHH3MbT My Ha JAelicTBHE ce IBJDKHM Ha MOTHCKAHETO Ha NMPOCTArNMaHIHHOBATA CRHIENg
[TpocTariaHIKHHTE HrpasT BAXHA POJIA NMPH MOABATA HA BHCOKA TCMIICPATYPL! DORR —r

/.1:;., j:ﬂﬁ ﬂ-.-,_i‘- ﬂ

ExcriepMMeHTAIHATE JaHHHK NIOKA3BaT, Ye NPH eNHOBPEMEHEH TipueM U0y PO #e 0
113 MOTHCKA eheKTa Ha HHCKH [03H ALETHICANHIIIOBA KUCENHHA BHPXY TpaMPOLIATHATA
HsikoM hapMaKoAMHAMMYHH TIPOYYBAHHS NIOKA3BAT, Y€ KOTATO Ce NPHeMAT BANHHEIN |
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u6ynpoden 400 mg no 8 vaca npean unu 30 MHHYTH clie[] NPHEM HA ALICTUIICANTHLMIOBA KHCEI/THHA C
He3abaBHO ocBodoxkaasaHe (81 mg), ce orcnabra edexra Ha acMpHHA BPXY 00pasyBaHeTO Ha
TpoMGOKCaH WK TpOMOOLMTHATa arperals. BbNpeku 4e HMa HEACHOTH OTHOCHO €KCTPaloIMPaHEeTo
HA Te3H NaHHK KbM KIHHHYHATA CHUTYallMA, He MOXKE A8 C€ H3KIIOMH Bb3MOMHOCTTA PEROBHATA
NMpOABIDKHTENHA yrioTpeba Ha ubynpodeH fa HamansBa KapAHONMPOTEKTHBHASA epexT Ha HUCKH JAO3H
ALIeTHICATHIMIOBA KucenuHa, CMATa ce, 4e HAMA rojisMa BeposTHOCT ofuuaiiHaTa ynotpeba Ha
u6ynpoden aa JoBeje 0 KIHHUYHO 3HauHM edekT (BXK. TouKa 4.5).

5.2 @dapMaKkOoKHHETHYHH CBOHCTBA

W6ynpoden npuTexasa THHEHHH (apMaKOKHHETHYHH CBOHCTBA /10 JO3H OT MOHE 800 mg.

Abcopbyus

Crieq niepopasiHo IIpUIoXKeHHe, HoynpodeH ce abcopfupa npubnusHTENHO 80% B CTOMAILIHO-
YpeBHHA TPakT. PapMAKOKHHETHIHUTE NAPAMETPH Cmax # AUC (0-c0), NOMyueHH MPU 3ApaABH
no6posonuy ¢ HoynpogeH (apruHKH) rpaHy;IH 3a NEPopasIeH pasTBoOp, Ca CXOAHH C nyOnHKyBaHHTE
B THTepaTypaTa 3a uGynpodeH B cpinara 203a. Tmex © 21 MHHYTH 32 ubynpodeH (apruHHH) CrpaMo
1,5 yaca 3a u6ynpoden. [IpuemsT Ha nGynpodeH no Bpeme Ha xpaHeHe 320aBA Tmax, BHIIPEKH He
TOBA HE OKA3Ba BIIMAHHE BBPXY CTENEHTa Ha abcopOuus.

Paznpeoenenue
IMpusuaHusT 06eM Ha pasnpeneneHne Ha OynpodeH cie nepopajieH MpUeM & 0,1 mo 0,2 Vkg, ¢
BHCOKA CTENEH Ha CBHP3IBAHE C IUIA3MEHUTE IPOTEHHH A0 0Koo 99%.

Memaboruzom

H6ymipodeH ce MeTaGoMHM3Hpa OCHOBHO B YePHHS APo0 upe3 XHAPOKCHIUPaHE H KapOOKCHIMpaHe Ha
u3oGyrunosara rpyna nocpeactsom CYP2C9 u CYP2C8. MeraGonutuTe My HAMAT PapMaKOIOrHiHa
akTiBHocT. U6ynpodeH 1 HeropuTe MeTabOUTH Ce KOHIOrHpaT YaCTHYHO ¢ MIIOKYPOHOBA KHCEJIHHA.

Erumunupane

U6ynpodeH ce eTHMHHHPa OCHOBHO B GBEOpewnTe 1 ce CUMTA 3a HAITRAHO CIHMHHHPAH B PAMKHTE Ha
24 yaca. HpuGmmsurenHo 10% ce eMMHUHUPAT HENMPOMEHEHO, a 90% ce enMMHHHpAT 104 ¢opmarTa Ha
HEAKTHBHM METAa0O0IUTH, MaBHO KATO TMIOKYPOHUIM.

5.3 [IpeaxnHARYHH JaHHH 38 6€300ACROCT

[1pu ONHUTH C KUBOTHH, NPUIAraHETO HA MHOTOKPaTHH A03H ubynpodeH BOAH A0 TOKCHYHOCT, KOATO
ce PoABABA NOJ HOPMATa Ha JIE3UM U A3BH B CTOMAILHO-YpeBHH TPakT. lIpoyuBaHuaTa in vitro v in
Vivo TIOKa3BaT, e HOYnpodeH HAMA MyTareHeH fMoTeHuan. ChIlo Taka, pH Mpoy4BaHUs MpH
ILTbXOBE H MHILKH HE € OTKPUT KaHLICPOreHEH MOTEHLMAa.

H6ynipodeH Boau A0 NOTHCKaHE HA OBYJIALUMATA NPH 3aiLiH, KAKTO W N0 HAPYLUCHA HMILTAHTALMS IIPH
pa3IHYyHH JKUBOTHHCKH BUMIOBE (3aiilly, [LTbXOBE ¥ MHUILKH). EKCIEpUMEHTATHY NPOYBaHHA NPH
LYBXOBE M 3alilM NOKa3BaT, ue ubynpodeH npeMHHaBa npe3 IIalleHTaTa B TOKCHYHH 38 ManKaTa J03H
1 ce HaGMOAaBa NOBHILICHA YECTOTa Ha BpoAieHHTe Mandopmaluy (Hanp. JedekTd Ha

BEHTPHKYJIAPHATA Nperpana).

6. ®APMAIIEBTHYHH JAHHH

6.1 CpouchbK Ha NIOMOIDIHHTE BEIECTBA

ApryHHH,
Acnapram (E-951),

3axapoaa,
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Hartpuep 6uxapboHnar,

3axapHH HaTpH,

Harpues naypun cyndar,
Menronosa eceHuus (10.86.4580),
Menrosa eceHuud (506041 TP(O504).

6.2 HechrBMEeCTHMOCTH

He ¢ mpruinoxumo.

6.3 Cpok na rogsocr

3 rOOUHM.

6.4 Coennansn yCJIOBHSA 32 ChXpAaHeHHE
[Tpu Temneparypa noa 30°C.

6.5 BeaH cLALPKAHHE HA ONAKOBKATA

OKJIUC ®OPTE 600 mg rpaHyH 3a riepopalieH pasTeop ce MpejJiara B caliera (XapTHs/amyMuHuil/

nonuerwieH) B Kytuu ¢ 10, 20, 30 u 40 cawera.

6.6 CrhenHaJHH OpeANaAZHE MEPKHE OPH HIXBLPJISHE

Hsama crietiHaaH¥ M3UCKBaHUA.

7. TIPHTEXATEJI HA PAJPEIIEHUETO 3A YIIOTPEBA

“Becta Men” EOO/I, ya. “KsHuo Cropues” Ne8, 5350 TpsasHa, briirapus

8. HOMEP HA PASPEIIIEHUETO 3A YIIHOTPEBA

Per. Ne 20200023

9. JIATA HA IThPBO PA3PEINIABAHE/NIOHOBSIBAHE HA PA3PEINEHHETO 3A
YIIOTPEEA

Ilata na mepBo paspeluapane: 21 despyapu 2020
IlaTa Ha NOAHOBABAHE HA pa3pelIcHHETO 3a ynorpeba:

10. JIATA HA AKTYAJIM3HPAHE HA TEKCTA

09/2024




