KPATKA XAPAKTEPUCTHKA HA ITPORYKTA

| -, AINLANNTENHA ATEHUNA [0 NEKAPCTBATA
1. HIME HA JEKAPCTBEHUHA IIPOAYKT  (PEMKA X3DAKMEPUCIMIUKE Ha NPogykma - [pusoxenue 1

JUKIIOGEHAK BI1 25 mg/ml mikekiiMoHeH pa3TBOp g Kby Pea, Ne 0&9’3’0009 ...............
N

DICLOFENAC VP 25 mg/ml solution for injection
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2. KAYUECTBEH M KOJIAYECTBEH ChCTAB 0GOBPONIE N voreriresccrrsse el e U

Bceska amimysa ¢ 3 ml vipkeKIHOHeH pa3TBOp ChABPKA 75 mg auknodenak HaTtpuH (diclofenac sodium).
[IoMOLIHK BeimecTBa ¢ H3BECTHO neiicTeHe: 120 mg OeH3WIOB aJKOXOJ B €JHAa aMmyja, eraHon 96%,

IIPOMMIEH TIIAKOJI, HaTpreB MeTabucyndur (E223).

3a nBJIHHA CITMCHK Ha MOMOIIHMTE BelleCTBa, BIDKTE TOYKaA 6. 1.

3. JEKAPCTBEHA ®OPMA

‘MHKEeKIIHOHEH pa3TBOP.

bucTbp, Ge3nBeTeH A0 6ASA0 KBIT PasTBOP.

4. KJIMHWYIHH JAHHA

4.1. TepaneBTHYHH NOKA3AHUS

HNHTpaMyCKYHA HHKEKIIUA

3a jleueHHe Ha:

- eK3arepOalisa Ha BB3MAJIHTEITHH H JEerCHEPATHBHN (OPMH HAa CTABHH 3a00NiABaHMA: PEBMATOHOCH apTPUT,
AHKHJIO3HpAlll CMOHOMIINT, OCTCOAPTPHT, CIIOHAWIOAPTPUT, CoNnesHeHH CHHAPOMH Ha IPBOHAYHHA CTHIG,
H3BBHCTABEH PEBMATH3BM;

- Moarpo3Ha KpHsa;

- OBOpeyHa M XKITbUHA KOJIHKA;

- MOCTTPaBMATHYHA U NOCTONepaTHBHA O0JIKa, BE3NaIeHUE WM MOAYBaHE,
- TE€XKH MPHCTBITA HA MHTPEHA.

HuTpapeHo3Ha UHGY3US

Jleyenne WK nMpoUAaKTHKA HA mocTonepaTHBHA 6omka B O0JHHYHH YCIOBHA.

4.2. lo3MpOoBKA H HAYHH HA NPRIOAKEHHE

O3HPOBEKA




Hozata Tpsabsa 1a O6bae MHAMBHIYATHO ONpeAenaHa U Aa ObAe NMpuiaraHa Hal-HUCKATa TePaneBTHYHA 4034
3a BE3MOKHO Hal-KpaThbK MEPHOA OT BpEME.

Hexenanure nexapcTeeHH peakiHH MOTaT 4a Ob1aT CBEAEHH A0 MEHHMYM 4Ype3 H3NIOI3BaHe Ha Halt-HHCKATa
e(PeKTHRHA 1032 3a HaH-KpaTKHA NIEpHOJ OT BpeMe, HEOOXOIHM 3a KOHTpOIHMpaHe Ha CHMIITOMHTE (BUX T.4.4
Cnenyansu npeaynpexxacHus H IpeanazHi MepKH TIpH yriotpeda).

Bn3pactan

JyxnogeHax HHXXEKIIHOHEH pa3TBOpP He TpAOBa Aa ce IpHJlara noseye OT 2 AHH, aKO € Heo0X0AMMO feUeHUETO
MOJKE Ha MPOABILKH C TaONEeTKH.

Yemanogeno chpoeuHo-cb0060 _3a00AA8aHEe WIN 3HAUUMEINY PUCKOGU (DaKmopu  3a CbpOeyHO-ChO08
UHYyuoeHMm

JleyeHueTo ¢ AMKNO(EHAK KATO IPUIC HE C& MPEnopbhbuBa NpPH NALHEHTH ¢ YCTAHOBEHO CHPIEYHO-ChAOBO
3a00/9BAHE WIH HEKOHTPOJIHpaHa XunepToHHA. [IpH HeOOBXOMHMOCT MALMEHTH ¢ YCTAHOBEHO ChPACUHO-
CBbAOBO 3a00NABaHE, HEKOHTPOIHMpPAaHa XMITEPTOHMA HIH 3HAYHTENHH PHCKOBH (DAKTOPH 3a CHPASYHO-CHIOB
HHIMAEHT TPpAOBa J1a ce NeKyBAT ¢ AUKIO(PEHAK CaMo cllefl BHUMATETHA NpeLieHKa U B o34 < 100 mg AHEBHO,
aKo JICUEHHETO NPOAB/DKAaBA MOBeHE OT 4 ceaMHIIM (BXK. Touka 4.4).

bvbpeuno yepescoane

[Tporusonokazana e ynorpedara Ha AuKiIcgeHak NpH nauueHTy ¢ 6s6peyura HEMOCTATBYHOCT (BXK. TOUKa 4.3
»1 [POTHBOMNIOKAa3aHUA").

He ca npoBexaanu npoy4yBaHUs ClICLIHANHC NPH MAUHEHTH ¢ 0B0pedHo yBpeKAaHe, Nopagld KOeTO HE MOraT
ia ce AafaT creuMgpHUHH OPEIOPBKH OTHOCHO KOpUrHpaHeTo Ha no3aTta. Heo6xonuMo e MoBHILIEHO BHUMAaHHE
MpH [pHIaraHe Ha AMKIO¢EHAK NPH NalUHEeHTH C JIEKo 0 yMepeHo On0peuHo yBpexaaHe (BK. Touka 4.4
»CICHHAITHH NIpEeAYTIPEXKACHHA H Npeana3Hy MEPKH [TPH ynoTpeba').

Yeprodpobro vepeacoane

[TpoTHBOMOKa3aHa € ynoTpebaTa Ha AuKIodeHak NMpy NalHEeHTH ¢ YepHOAPOOHa HEAOCTATHHHOCT (BIK. TOUKA
4.3 mpoTHBONOKA3aHHA").

He ca npoeexaaHH NMpoy4YBaHHs CNEUMANHO [pH MAallHEHTH ¢ YepHOAPOOHO YBpeXKIaHe, MOpPaaH KOeTo He
MOTaT Ja ce AAAT CreurUIHN NPEenophKH OTHOCHO KOPHTHpaHeTo Ha no3ara. HeobxomuMo € MmoBMIIEHO
BHHMaHHe IIpH NpIwIarase Ha JUKiogeHaKk NpH NALKHEHTH € JIEKO 0 YMEpeHO 4epHOApoOHO yBpexxaane (BX.
Touka 4.4 ,CrielManaHu npeAynpeKACHHA M IPEANasHH MePKH Npd ynotpe6a™).

HauyuH Ha npuioxeHHe

Humpamycxynna uncexyus

3a na ce H3berHaT yBpexkIaHHS Ha HEPBU WIM JPYTH ThKAHH HA MSCTOTO HA MpWIOkKeHMe, TpabOra ma ce
CIIA3BAT CIACTHHTE MPENOPHKHU:

IIpenoprunTeNHaTa 1033 € eAHA aMITy/la OT 75 mg AHEBHO, MPUIOKEHa ABAOOKO HHTPArIyTeanHo B rOpHHSA
BBRHIICH KBaZpaHT. [Ipu TexKH ciy4yad (Hamp. KOMUKH} AHCBHATA /1034 MOXKE MO U3KIIOYEeHHE Ja ce NMOBULIH
Ha IBe HHXEKIMM OT 75 mg, pa3feneHu ¢ HHTePBAJ OT HAKOJKO yaca (Mo eHA BbB BCEKH rmyTteyc). Jpyra
BB3MOXHOCT € KOMOMHHPAHETO Ha ellHa ammysia 75 mg ¢ apyra JNekapcTBeHa ¢opMa IuknodeHak
(Hanp.rabneTkH) no obula MaKCHMaIHa JHeBHa Jo3a oT 150 mg, Ilpu npHcTHIH Ha MHIDEK:

OfIMT € OTPAHHYEH IO MPHIOKEHHE Ha €Ha aMITyJia OT 75 mg BeaHara Cliel] HacTh
nocjeasaHa npu Heodxoaumoct oT Tabnerku oo 100 mg B chuma nex. O0mara nos3a
175 mg npe3s IMbpeHA AeH. {




Humpaeenosna unghyzua

Auxnopenax BII 25 mg/ml umxexnuoneH pasteop He TpabBa Jja ce NpWiara KaTo HHTpaBeHo3Ha Oomyc
viIKekIMsa. HenocpencrseHo nmpean uH(pY3uATa, pa3TBOPET Ha AUKNOQeHaK Tpabea na ce paspeau ¢ 0,9%
Pa3TBOP Ha HATPHEB XJIOPHA UNH 5% pasTBOp Ha IOKo3a, Oydeprpal ¢ HaTpueB OnkapOoHat. IlpenopbuBat
ce ABa AITEPHATHBHH A030BH pexkuMa 3a JukiodeHak MHKeKLHOHEH pa3TBop. 3a JeYeHHE Ha yMepeHa Jo
CHIIHA mocTonepaTuBHa Oonka Tpabea na ce mpuinoxar 75 mg 3a nepuox ot .30 MHHYTH no 2 gaca. [Ipn
HeOOXOHMOCT JISYEHHETO MOXKE JIa Ce TIOBTOPH cliel HAKOMKO 4aca, Ho Jjo3ara He TpaOBa 1a Haxeumasa 150
mg 3a 24-4acoB nepuo. |

3a npoduiaKkTHKA Ha NMOCTONEepaTHBHA OoJIKa ce TpHiara HaToBapgalma J1o3a oT 25 mg a0 50 mg cnex
OnepalHATa 3a nepuoz ot 15 MMHYTH Ae 1 yac, nocneaApaHo OT NPOABDKUTETHA HHGY3HA HA 5 mg Ha 4ac o
MaKCHMaJTHaTa AHeBHa 103a ot 150 mg. |

ﬂega U TOHOUWEH

IMopanu BucokaTa go3a auknogenak, Juxnodenak BIT 25 mg/ml nikeKUHOHEH pa3TBOp He € NOAXORAIN 3a
AeLia H FOHOLIH.

4.3. IlIpornBOnOKa3ZaHAN

- CBpBEXYYBCTBHTENHOCT KBM aKTHUBHOTO BEINECTBO HIHM KbM HAKOHM OT IIOMOLIHHTE BELIECTBA, H20pOoeHH B
TO4YKa 6.1.

- AKTHMBHa CTOMALLHA UKW YPEBHA A38a, KbpPBeHe WK nepdopauma (B¥. TouKa 4.4 u 4.8).

- JIaHHM OT aHaMHe34Ta 34 KbpBeHE MJIH nepdopalusa OT CTPAHA HA CTOMAIIHO-YPEBHHA TPAKT, CBBP3aHH C
INpeIHINHA Tepanusi ¢ HECTEPOMIHH MPOTHEOBB3INAIUTENHH cpeacrea {HCIIBC). AxkTHBHA WIH MHHANIA
PEKYPEHTHA NENTUYHA A3BA/KPHBOHMINE (ABa WIH MOBEYe OTACIHHM €MH304a Ha A0Ka3aHa yilepalusd HIH
KBpPBEHE).

[Tocnenen Tpumectsp Ha GpemMeHHOCTTA (BXK. TOUKA 4.6).

YepruoapobHa HeNOCTATHYHOCT.

brOpevna HeIOCTATHYHOCT.

Tesxka cppACUHE HEJNOCTATBYHOCT (BX. TOUKa 4.4).

- YcraHoBeHa 3acToiHa cwpaeuHa HepocrartbuHocTr (NYHA II-IV), ucxemuuna OojiecT Ha CBpLETO,
nepudepHo aprepuanino 3abonseaHe WIWIH MO3BYHO-CHIOBA OONECT.

- Kaxro M ocraHanure HecrepouaHu npoTHBOBRB3nAamUTENHRA cpeictea (HCIIBC), auxknodeHak chilo €
NPOTHBONOKA3aH TPH [IALIMEHTH, ITPH KOHTO NPHUCTHIIH HA aCTM4, YPTHKAPHA HIIH OCTBP PUHHT C€ IPOBOKHpaT
OT aueTUACANHLEIOBA kucenuHa Win Apyru HCTIBC (Bxk. Touku 4.4 u 4.8).

4.4. Cnenuaanu npeaynpexieHns H NpeINAa3HH MePKH NPH YIOTpeda

Hexenanwre NekapcTBeHH peakuMd Moratr ga ObjaT cBeJeHH A0 MHHHMYM f-r
CHMIITOMHTE C€ NPHIATA BE3MOKHO Hal-HUCKAaTa e(peKTHBHA 1032 34 BB3MOKHO Ha-K§
(Br2KTE T. 4.2 U NIO-AOJTY HOCOYEHHTE CTOMAIITHO-YPEBHH K ChPASHHO-CHIORH PHE
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HatpueBHAT MeTabUCYI(DHT, IPUCHCTRAL B MHXKEKLMOHHHSA pa3TBOpa KaTo NOMOLIHO BEINECTBO, MOXKE CHILO
Aa DOBeJE OO M30JIMPAHU TEeKKH peaKUHH Ha CBPBXYYBCTBHTENHOCT U OPOHXOCTIA3hM.

Huxnogenak BI1 25 mg/ml umxekUnoHeH pasTeop He OHMBa Ia ce INpEANHMCBA Ha HENOHOCEHH H
HOBOPOAEHH Aela. beH3HITOBUAT ATKOXOJ MOKE J1a IPeAH3BHKA TOKCHYHH H aHadWIAKTOHAHH PeaKLIHM
NpH Jeua 1ol 3-rouiiHa Bb3pacT.

To3u nexapcTees nponykr coaepxa 10 06. % eranon (anxoxon), t.e. Ao 300 mg Ha ao3a (3 mi),
ChOTBETCTBAIIH Ha 6 ml Oupa win 2,5 ml BUHO Ha no3a. BpeaeH 3a cTpagainm oT ankoxonu3bM. Ja ce
B3eME IPEABHA NMpH OpeMeHHH H KbpPMaykM, [ella U BHCOKOPHCKOBH IPYNH KaTo MNalHEHTH ¢
YepHOApOCOHH 3a60nN9BaHUA UAWM €NHIIETICHA.

To3u nexapcTBeH NPOAYKT ChabpiKka No-Manko ot 1 mmol saTpuit (23 mg) Ha go3a, T.€. 1Mo CBIIECTBO
'0e3 ChOBPXKAHNE Ha HATPHIA'.

Pecnupamopnu epexmu (npedxoocoauia acmma)

[Ipu nanyeHTH ¢ aCTMa, CE30HEH afiepTHYeH PUHUT, MOIYBAHE HA HAa3a/lHATA TUraBULA (T.€. HA3amHy TOMKITA),
XpoHU4HAa 00CTpykTHBHA SenonpobHa Oonect WiH XpOHHYHH HHPEKLHMH Ha pEeCITMPATOPHHA TPAKT {0COOEHO
CBBLP3aHH ChC CHUMITTOMH, MOACOHH Ha aneprudeH pHHHT), peakumure KbM HCIIBC karo exsauepbanusa Ha
acT™Ma (T.Hap. HEIIOHOCHMOCT KbM aHAINeTHLIM/AHAITETHYHA acTMA), OTOK Ha KBHHKe Wiu ypTHKApHA ca no-
YECTH B CPaBHEHHE ¢ ApYTH ManmeHTH. ETO 3alo npu Te3H MalMEHTH Ce NpPenophYBaT CNELHANHH MEPKH
(roTOBHOCT 3a cIelHa nomoiml). ToBa ¢e OTHacd H 3a MALMEHTH, aJEpPrHYHH KBM JPYTH BCILIECTB2, H
peardpallii ¢ HaTp. KOXKHU PeakUMu, Chplex MU ypTukapms.

CrnienpanHO BHHMaHHE ce MpenophrYBa, KOrato AUKNOQEHAK ce MNpuiara NapeHTepalHo Ha MALUEHTH ¢
OpoHXHAIHa aCTMA OpaJH PHCK OT eK3alepbalig Ha CUMITTOMHUTE.

Cmomawino-upesru ehexmu

[Tpu Bevxku HCIIBC, BronodrTenHo AuknogeHak, € Cro0IaraHo 3a CTOMAIIHO-UYPEBHO KbPBEHE, YIILepalus
HJTH nepdopalM, KOMTO MOraT Aa OBAAT H GaTanHy M 1a C€ NOABABAT IO BCAKO BPEME B X0[a Ha JICUEHHETO
KaKTO CBC, Taxa Oe3 mnpeaynpeadTeNHY CUMIOTOMH WIH [IPeaxo/KAAllla aHaMHEe3a 3a CepHO3HH CTOMALITHO-
uypeBHH 3a0o/nBanKa. Haii-001m10 mocnencTBUsTa ¢a No-CEpPHO3HH PH MNALMEHTH B CTapUECKa Bh3PAacT. AKO B
X012 Ha JICYCHHE ¢ JHKIO(EeHAK ce ChOOIIM 3a KbPBEHE WIH yilllepallks, IPHEMET TpAOBa a ce NMPeyCTaHOBH.

Kakro npu scHuxy HCTIBC, BriounTeHO AUKIOMEHAK, € 3aMB/BKHTEHO CTPOro MeIHLMHCKO Habmoae e
KaTo ¢ HeoOXOAMMO crnelHaIHO BHHMAaHHE MNpH MpealMCBaHE HA TALMEHTH CBHC CHMIITOMH, YKa3BallH
CTOMAIHO-YPEBHH HApyIIEHHA HAM C aHaMHe3a, Npeanojarama CTOMAllHO-YpeBHA A3Ba, KbpPBEHE WIH
nepdopauus (Bxk.Touka 4.8). PHCKBT OT CTOMAaLITHO-UPEBHO KBPBEHE C€ YBElHYaBA ¢ MOBHIIABAHE Ha J03aTa
Ha HCTIBC npu namenTH ¢ aHamHe3a 3a A3Ba, YCI0XKHEHA ¢ KPBBOH3JIME HIH niepdopala H NPH NalHeHTH
B CTapyecKa BbipacTt. [laupeHTH B HanpeaHaaa BB3pacT ChOOIMABAT MO-YECTO 33 HEXKETaHH NIEKAPCTBEHH
pPeaKuKH KATO CTOMAHO-4PEBHO KbpREEHE W Nepdopanug, KOMTO MOTAT Aa ObpaaT dgaTaiHy.

3a HaMaJIABaHe Ha PHCKA OT TaCTPOWHTECTHHAJIHA TOKCHYHOCT IPU NAlMEHTH ¢ aHAMHE3a 3a A3Ba, 0cobero
aKoO € YCIOXHEHA ¢ KPbBOM3IUB WITH Nepdopalid, KakTo M TIPH NMALMEHTH B CTap4yecka Bb3pacT, JICYEHHETO
TpAOBa Na ce 3anoyHe U Aa ce MOJbPiKa C Bb3MOIKHO Hali-HHCcKaTa edeKTHBHA J034.

TpaGea na ce MMa npeasuz BB3MOKHA KOMOMHHpPaHA TepalliA ¢ NPOTEKTHBHH CpeicTBa (Hanp. HHXHOUTOPH
HAa NPOTOHHATA NOMIA WIM MH3OMNpPOCTON) 34 TakMBA MAllMEHTH, KaKTO U 3a NALMEHTHTE, H3HCKBALIM
CBIIBTCTBALIO JICYCHUE ¢ HMCKHA A03H aleTWICATHLMIOBA KHCEIMHA/ACHHMPHH WIIH
POAYKTH, KOUTO MOTaT Ja [TOBUINAT FaCTPOMHTECTUHAITHHSA PHCK. 7 @Q}.




[TaumeHTHTS ¢ aHAMHE3A 32 TACTPOMHTECTHHAJIHA TOKCHIHOCT, 0CODEHO Te3H B cTapuecka Bb3pacT, TpAOBa aa
cb0OMABaT BCHYKY HeOOHYANHA CHMITTOMH B KOpeMHaTa 06J1acT (0co8ero cTOMAIIHO-MYPEBHH KPBBOU3IHBH).
Heo0xonumo € NOBHINEHO BHUMAHHE TIPH NALMEHTUTE, [IPHEMAIH €/JHOBPEMEHHO J1eKAPCTBEHH NPOOYKTH,
KOMTO MOrarT Ja IIOBHIIABAT PHCKA OT A3Ba WIH KPBBOH3/IMB, KaTO CHCTEMHH KOPTHKOCTCDOHM/IH,
AHTHKOATYJIAHTH, AaHTHATPETaHTH WK CEeJIEKTHBHH MHXWUOHTOPH Ha oOpaTHOTO 3aXBAldHE HA CEPOTOHHHA
(K. TouKa 4.5). |

TeH KaTO CHCTOAHMETO Ha MALMEHTH, CTPajallld oT yJlepo3eH konuT WM bonectra Ha Kpon Moxke aa ce
H30CTPH, HeOOXOAUMH ¢a MTOBHINEHO BHUMAHHE U MEIHIIMHCKHA KOHTPOa (BXK. Touka 4.8).

Xenamobunuapry echexmu

Heobxomum e cTpor MeAMIMHCKH KOHTPOJ NPH MPEANHCBaHE Ha JUKIO(EHAK HA MALMEHTH ¢ HapylleHa
yepHOAPOOHA QYHKIMS, Thif KATO TAXHOTO CHCTOSHHE MOXKE Aa C€ BIIOILH,

Kaxro npu gpyrure HCIIBC, taxa u nipu puxnodieHak, CTORHOCTUTE HA €IMH MM NOBEYE UePHOOPOOHHM
€H3HMH MOXe Ja ce mopHilar. Karo npeamasHa Mapka Opy NpOoXB/DKHTENHO JIEUEHRE ¢ AMKUIO(peHak (Hanp.
BB (jopMa Ha TaONeTKH WIH CYMO3MTOPHH) CE€ NMpPeMnophYBa peOBHO IpocliefsBaHe Ha uepHOApoOHaTa
¢yHKIH. Ako HeoOHuaiHUTE CTOMHOCTH Ha YepHOApoOHUTEe PYHKLMOHATHH NTOKA3aTENH Ce 3abpiKaT WK
BJIOLIABAT, aKO C€ PasBUAT KJIHHHYHHA CHMIITOMH Ha YepHOApoOHO 3adonsBaHe WIH HACTHIAT APYIH HpOABM
(Hanp. eosHHOGWIHA, 0OPHB), NeyeHUHeTO ¢ AUKIodeHaK TpabBa Na ce npeycraHosH. [Ipu ymorpebata na
AAKITOdEHaK MOXKE 1a HACTBIIH xernaTHT He3 pa3BUTHE HA TIPOAPOMANHH CUMITTOMH.

Ilpn namyeHTH ¢ depHoapoOHa nopdupus ynorpedata Ha aukiofeHaxk TpAOBa na ObAe ¢ NOBHIUEHO
BHUMAaHMeE, ThH KaTO MOXKe Ja OTKIIOYH IIPHUCTBHI.

bvopeunu echexmu

Ilopanu croOMECHHUATA 34 3a4PBHKKA HA TEUHOCTH U OTOMM, CBBp3aHU ¢ TepanuaTta ¢ HCIIBC, exmounrenno
THITIOPEHaK, € HeoOXomHMO 0co0eHO BHHMAaHHE MpH [AlMEHTH ¢ HapylleHa chpAevYHa win OnOpedna
dyHKIHH, aHaMHE3a 33 XUITEPTOHHA, IPU NMAIHEHTH B CTAPYECKa BB3PACT, IALHEHTH Ha CHITBTCTRAILO JICHEHHE
C JHYPETHLIH WIH NIEKAPCTBEHH NPOAYKTH, KOMTO MOTAT 3HAUMTENIHO A3 NoBauaar On0peuHaTa ¢yHKius,
KaKTO M IIPH TE34 NAMEeHTH ChC 3HAYUTEIHO HaMalleH eKCcTpalenyiapeH obdeM nopagd pa3iuuHy pHIUHM,
Hanp.OpeaH WIH ciel rofaMa XHpyprudHa onepanus (Bx.Touka 4.3). Ilpu ynorpebara Ha aukiodeHak B
TakHBa Cy4ay ce NpenopruBa npocieaspane Ha 6pOpeuHaTa (yHKIHA KaTo NpeanazHa Mapka. CriHpagero
Ha Tepariiara 0OMKHOBEHO BOAW J0 BH3CTAHOBABAHE Ha M3XOJHOTO CHCTOAHHE.

Koocnu egpexmu

Texxxe xokHH peakuy, HIKOH OT KOMTO (paTajHM, BKIOYBAIIM €KCOMHATHBEH ASPMATHT, CHHIPOM Ha
CrusbHc-/DKOHCEH ¥ TOKCHYHA eNHAepMaiiHa HEeKpoJM3a ca choOlllaBaHH MHOIO pAnKo ¢ ynorpebatra Ha
HCIIBC (BkTe Touka 4.8). OnmacHOCTTa OT TaKHBa PeaklUMH € Haii-rojaMa B HayalOTO Ha JIEUEHHETO!
NIOABATAa HAa DEAKIMATA B NOBEYETO CAy4ad € npe3 NBPBHA Mecel OT Tepanusara., lIpunoxeHuero Ha
auknogeHak TpAOBa na ce NpeycTaHOBH OIUE NPH IBPBATA NMOABA Ha KOKeH OOpHB, MYKO3HH JIE3HHU HIH
KAKBBTO M 4 € ApYI NPpU3HAK 33 CBPbXYYBCTBUTEITHOCT.

Kakro npu apyrure HCIIBC, B penku ciayyam MoraT Aa Bb3HHKHAT aJieprHMHH peakiyy, BKIIOYHTENHO
aHaUIaKTHYHH/aHaDHJIAKTOMIHH PEaKLIMH JOPH ITPH JIATICAa Ha MpeAXOAHa ynoTpeba Ha MUKIIodEHaK.




Copoeyno-cv008U U MO3BYHO-CbO0BY edhexmuy

Heobxoanmo e Aa ¢e OocUMrypaT nopgXxoasino HaOmoONEeHHe H CBBET 3a MALHEHTH ¢ aHAMHe3a 3a
XHNEPTOHUA M/MIM JeKa A0 YMEPEHa KOHTECTHBHA CEHPJeUHa HEAOCTAaTBUHOCT, ThH Karo HMa
ChOOLICHHA 32 OTOLM U 3aJpHKKA Ha TeYHOCTH, CRHp3aHH ¢ edeHHero ¢ HCIIBC.

KIIHHHYHH NIpoyudBaHHA M ENMASMHOJIONMYHHM HaHHH II0KA3BaT, ye YIoTpedara Ha IHKIO(EHIK,
ocobeHo BBB BHACOKa no3a {150mg nHEBRHO) M NpH NPOXBDKHTENHO NMPHAOKEHHE MOXe Aa Opie
CBBP3aHA € JIEKO TIOBULICH PHCK OT APTEPHATHW TPOMOOTHYHM ¢BOWMTHA (HanpuMep MUOKapAEH
HHOAPKT WIH HHCYIIT). |

Kato 14510 iedeHHeTo ¢ JUK10¢eHaK He ce NpenopbyBa PU NALHSHTH ¢ YCTAHOBEHO ChPASHYHO-CHAOBO
sabonaeane (3acToiiHa ChpASYHA HEAOCTATHYHOCT, YCTAHOBEHO HCXeMUYHO 3aDossfBaHe Ha CHPLETO,
3abonsapaHe Ha nepudepHUTE apTepPHH) WIH HEKOHTPOIMpaHA XHIIEPTOHHA. Ako ¢ HeoOxXoauMmo,
MALMEHTH C YCTAHOBEHO CBHPACYHO-CBHAORO 3a00/gBaHe, HEKOHTpPOJIHPAHA XHIIEPTOHHUA HIH CBC
3HAYWTEIHH PUCKOBH (aKTOPH 3a ChPAEUHO-CBAOBH ¢HOMTHSA, HANpP. XHIIEPTOHHSA, XHITCPIHITHAESMHUS,
3axapeH AHadeT, TIOTIOHOMYIIEHE, KOHI'ECTUBHA CHPASYHA HEAOCTATBYHOCT, YCTAHOBEHA HCXEMUYHA
OoNecT Ha CHPLETO, 3a00NaBaHe Ha NepHdepHUTE aPTEPHAN K/ WIH MO3BYHO-CBAORA BonecT, Tpsabra fa
¢e JIEKyBaT ¢ AMKIO(eHaK caMoO Cliej BHHMAaTeIHa TpelieHka U B 1034 < 100 mg AHEeBHO, KOTraTo
JIEYEHHETO NpOABIKABa oBede OT 4 ceamuue. Thii KaTo CHPACUHO-CBAOBHA PHCK MPH JHKIO(QEHAK
MO3KE Aa HapacTHE C J03aTa H NPOOB/DKHTENHOCTTA HA CKCIO3HLMATA, TpAOBa fa ce npunara Haii-
HHUcKaTa eeKTHBHA 1032 33 BB3IMOXKHO Hali-KpaTkus mepro ot BpeMe. [lepuoanyno Tpadea ma ce
W3BLPINEA MPEOLIEHKA Ha HeODXOAHMMOCTTA Ha NallMEHTA OT 06JICKYaBaHe Ha CHMIITOMUTE M Ha OTTOBOPA
KBM TEpanuATa, 0cobeHO KoraTo JeYeHHEeTOo NpOARIKaBa IOBEYe OT 4 CENMMLIM,

YCTaHOBEHO CHPACHHO-CHAOBO 3a00NgBaHe MM 3HAYMTENHM PHCKOBH (AKTOPH 32 ChpIAEeYHO-CHAOB
UHUHACHT -

JeueHrero ¢ AMKNIO¢EeHAK KaTO LU0 He ¢¢ NMPeNopPhYBa IIPH NALMEHTH ¢ YCTAHOBEHO CHPAEHHO-CBI0BO
3a00/14BaHe WM HEKOHTpoiMpaHa XurnepToHMA. IIpH HeoOXOZMMOCT MAlMEHTUTE ¢ YCTAHOBEHO
ChPACYHO-CBAOBO 3abosgBaHe, HEKOHTPOIHPAHA XHINEPTOHUS WIH 3HAMUTENTHHM PHUCKOBH daKTopH 3a
ChpACHHO-CHAOB HHLUKAEHT TpAOBa Ja ce NeKyBaT ¢ AMKIOQeHaK caMo ¢/l BHUMATE/THA NIPESLICHKa H B
7034 < 100 mg 1HEBHO, aKO JICHCHHETO NPOAB/KaBa MOBEUE 0T 4 CeAMHIM (BXK. TouKa 4.4).

Xemamonozuunu epexmu

[Tpu mpoabDKUTENHO NIedeHHe ¢ aukaodenak, Kakro U npm ocrananute HCIIBC, ce npenopnusa

NpociensBaHe HA KPbBHATA KapTHHA.
TMono6uo na apyrure HCIIBC guknogeHak MoKe€ BpeMEHHO 1A NOTHCHE TpoMOOLmTHAT: arperanui.

[NanuentuTe ¢ nedekry B XeMocTazaTa TpabBa 1a OpaaT BHUMATENHO HAOMIOIABAHMU.

HH&EEHMH 8 CINAPYECKA 8b3PACH

| H606XG,I(HMO ¢ NMOBHINCHO BHHMaHH¢ IIPH XO0pa B CTAap4y€CKa BBH3pACT no OCHOBHH MCJAHLHHCKH

cprobpakenvs. B 4JacTHOCT Mp¥ HEMOIHM BB3PACTHHM DNALMEHTH H NALMEHTHTE C HHUCKO TETNO €
NPenopBYUTENTHO Aa ¢ NMpHIara Hai-HHCKAaTa TepaleBTHYHA 103a.

Baarmooeiicmeue ¢ HCIIBC

EanoepeMennata ynorpeba Ha auxnodpeHak 4 cuctemMHn HCIIBC, BRIIOYHTENHO CEJICKTHBHH
HHXHWOHTOPHM Ha HMKJTOOKCUINeHa3a-2, TpAOBa fa ce H30ArBa NMopaiH HEXKEIAHHU peak




Macrupane na cuvnmomume Ha wndex

Ilopagu ceoute papmakoaMHAMHYHH CBOHCTEA, noxobHO Ha octananute HCIIBC, puknodeHak Moxe
Ja MacKHpa NpH3HALIMTE H CHMIITOMHTE Ha HHMDEKIHA.

MncTpykumure 3a HHTpaMyCKYJTHa HHMKEKLIMS TPAORA Ja Ce CIa3Bat TOUHO, 33 /12 ce H30erHaT HeXxenaHn
peaKkIMH Ha MACTOTO HA HIDKEKTHpPaHE, KOWTO MOTAT Ja JOBEJAT J0 MYCKYJHa ¢nadocT, MyCKynHa
napanu3a, XHnecTe3us M HeKpo3a Ha MACTOTO HA HIDKEKTHpaHe.

4.5. BzanMopeiicTBHE € APYrH JIeKAPCTBEHH NPOAYKTH H APYru (hopMH H3 B3auMoJeiicTBHe

OnucanuTe B3aHMOACHCTBUA BKIIOYBAT HAGNIONABAaHHTE KaKTO NMPH THKIODESHAK HIDKEKLIMOHEH Pa3TBOP
H/WIK ApYyTH JeKapcTBeHH PopMH Ha JHKNI0()EHAK,

Habnronasanu B3auMoneicTBHA, KOMTO TPAOBA J1a ¢e UMAT NPEABHA
Mowmnu naxutaropy Ha CYP2C9

Heobxomumo € NoBHIIEHO BHHMaHHE, KOTATO JUKAO(EHAK Ce MPEeANMHCBa 3a¢dHO ¢ MOLIHH HHXHOUTOPH Ha
CYP2C9 (kato BopukoHason). ToBa Moke aa JloBese A0 3HAYUTENHO MOBMIIEHHE HA MUKOBATa ILIA3MEHa
KOHLIEHTPALHs? U Ha €KCIIO3MLMATA Ha JUKJIO(EeHaK nopaay HHXHOupaHe Ha MeTabonu3Ma My.

Huruii

[Ipu enHoBpeMeHHa ynoTpeba AMKIOpeHaK MOKe A& YBENWUH MJIA3MEHHMTE KOHUCHTpaLHH Ha JIATHH,
IIpenopwusa ce MOHHTopHpaHe Ha CEpYMHMTE JIMTHEBM HUBA.

EHT‘ORCHH

[Ipu eanoBpemenHa ynoTpefa IHKIO(PEHAK MOXE 113 YBEJIHYH IUTa3MEHHTE KOHLIGHTPAallHH Ha JHIFOKCHH.
IMpenoppYBa ce MOHUTOPHPAHE HA CEPYMHHTE AMTOKCHHOBH HHEA,

JuypeTHiin B aHTHXHIEPTEH3NBHH CPEACTRA

Kakro v mpu apyrute HCIIBC, emHoBpemeHHara ynorpeba Ha auknodeHak ¢ OHYPETHLHA HIH
aHTHXHIIEPTEH3MBHHA cpelcTea (Harp.bera-0okepH, HHXHOHTOPH HA AHTMOTEH3WH KOHBEPTHPALNHSA €H3HM
(ACE- HHXHOMTOpH) MOXE Oa AOBeIe A0 NOHW/KABAaHE HA TEXHHA aHTHUXHNEPTeH3WBEH edekT. ETo 3awmpo
TaKHRa KOMOHHALMK TpAOBa Aa C€ M3MOI3BAT ¢ NOBHUINEHO BHAUMAHHE U KPHBHOTO HAJATAHE HA NAIHECHTHTE
(ocobeHO Ha Te3H B cTapyecKka BB3pacT) TpAGBa A1a ce mpocieadBa peaoBHo. ITaunerTuTe TpsOBa g2 npHeMar
AOCTATHYHO KOMMAYECTBO TEYHOCTH M ObOpeunara um $ynkima Aa ce NPOCHeasBa peJoBHO B HA4aJjOTO Ha
KOMOWHHpaHaTa TepanHs, KaKTO M NEPHOLHYHO CjIell TORa, 0coOeHO npu npHeM Ha auypetvid H ACE
HHXHOMTOPH, NOpaayd TNOBMIIEHHA PHCK OT HE(PPOTOKCHYHOCT. (CBNBTCTBALIOTO JEHYEHHE ¢  KaHid-
ChXpaHsBalld AHYPETHIM MOXE Jla JOBEAE A0 XHNEPKAIHEeMHMA, KOSTO M3HCKBA YECTO MOHHTOpHpaHE: Ha
CEPYMHHTE HHBA Ha KaJiih (BxK.TOuka 4.4).

IIEKJIOCHOEHH

Auxnogenak, nogobHo Ha apyrute HCIIBC, moxke na 3aciin HeQpoTOKCHYHOCTTA Ha UMKIOCIOPHH 110pay
eexta My BBpXY 6B0pedHHTE mpocTarJaHauHA, ETo 33110 TpA6Ba na 6bae npeANHCEaH B MO-HHCKA AO3H Ha
NAaLHeHTH, [TPHEMALlH LHKIOCHOPHH,

Jlexa[ggjmg, 3d KOHTO € U3BCCTHO, HC ITPHYHHABAT XHNCPKATHOMHA

ChOBTCTBALLOTO IEYEHHE C KATHH-ChXPAHABAIIH JHYPETHLH, LHKIOCTIOPHH, TAKPONUMYC WY TPUMETONPIM

CEPYMHHTE HUBa HA KajiHii (BXK.TOYKa 4.4).




XVHONOHOBH AHTHOAKTEpHAIHH JIEKAPCTBEHH NPOAYKTH

Cro0LiaBaHy Ca OTAENHH CTy4aHd Ha I'bPUOBE, KOHTO BEPOATHO ¢& JBJKAT HA €AHOBpPEMeHHaTa ynorpeda Ha
xunonionn u HCIIBC.

OuakpaHW B3AUMONEHCTBHUA, KOMTO Tpi6Ba a ce HMaT NpPelIBHI

Hpyr HCTIBC # KOpTHKOCTEPOWAH

EnnoBpeMeHHOTO npuiiockeHHe Ha aukiodenak u apyru cucteMud HCTIBC unn koprukocreponay Moxe na
TIOBHUIH YECTOTATa HA FACTPOHMHTECTHHANIHUTE HEXKENAHH peakiliH (Bx, Touka 4.4).

AHTHKOATYJIaHTH ¥ HHXUOHTQOPH Ha TPOMOOLHTHATA arperauus

IIpenoppyBa ce MOBHIICEHO BHHUMaHWE, Thil KAaTO €JHOBPEMEHHOTO IMPHIOKEHHE MOXE Ja PHCKA OT
KPBBOM3IUBH {BXK. ToUKa 4.4). BBIipekH ye KITHHUYHUTE U3NUTBAHKUA He NOKa3BaT, Ye JUKNodeHaK MOBNUABA
JNEHCTBUECTO HA AHTMKOAryJaHTHUTE, MMa OTHACHHU CHOOINCHHA 3a nOSuUieR PUCK OT KPBHBOHM3IMBH NpH
IMAUUEHTH, [IPHEMAIIM €OHOBPEMEHHO AWKIO(EHAaK H aHTHKoArylaHTtd. ETo 3allo ce npenopsyeBa CTPOro
HabnoIeHNe Ha TAKHBA NALMECHTH.

CenextuBHY HHXHOHTOPY Ha OOPATHOTO 3aXBallaHe Ha CEPOTOHHHA

EauoBpemMenHoTO npritarane Ha cucreMud HCIIBC, smrotuTenHo auknofeHak, H CeJIEKTHBHH HHXHOHTOPH
Ha 06paTHOTO 3aXBalllaHe Ha CEPOTOHHHA MOXE J1a MOBHILIH PUCKA OT CTOMAIIIHO-YPEBHH KPhBOM3THBH (BXK.
To4Ka 4.4).

AHTHAWA0ETHH JIeKAPCTBEHH TIPOAYKTH

Knuanyen npoy4yBaHud MOKa3sBaT, 4e¢ AMKIOQEHaK MOKe Aa Oble nmpuiarad eAHOBPEMEHHO ¢ MEpPOpalHU
aHTHIMA0eTHH MPOAYKTH 0e3 fa ce NOBNHAB2 TEXHHH TepameBTHYEH e(ekT. Bhnpekd ToBa ¥Ma OTAETHU
CBOOIICHHS KAKTO 334 XHIMOIJIMKEMHUYCH, TaKa W 33 XHICPIVIHKEeMH4YeH e(eKT, Hanaram IpOMeHH B
JO3HPOBKAaTa Ha aHTUIHAOCTHHA NPONYKT [10 BpeMe Ha Tepanuiara ¢ nuKtodenak. Ero 3zamo npu
€¢IHOBPEMEHHO NPUNOMKEHUE KATG MpeAnasHa MsApKa ce€ NDpernopbyBa MOHMTOpHpPaHE HA KPBBHHTE HHBA HA
CITFOKO3aTa.

MeroTpekcar

Nuxnodenax Moke na waxubupa TyOynHua OEOpedeH KaMpBHC Ha METOTPEKCAT KaTo Mo TO3H HAYMH HHBAaTa
Ha METOTpekcaT ce nosuirapar. IlpenoppuBa ce nopumeHo BHHUManue, korato HCIIBC, sxmouutenxo
auknodeHak, ce npuiara B HHTEPBAT MO-MATBK OT 24 4aca NpeaH WIH clell NPWIoKEeHHe Ha MEeTOTPEKCAT,
ThH KaTO KOHLECHTPalMATa HA METOTPEKCaT B KPBBTa MOXKE Ja € IMOBHINHM, KOETO 2 MOBHIIKM TOKCHYHOCTTA

MY.

Denuronn

Hpu enHoBpeMeHHaTa yrnotpeba Ha GeHHTOHH ¢ AUKIO(EHAK ce NPenopbUBa MOHHTOPHPAHE HA IUTa3MEHHUTE
KOHIIGHTpaiuy Ha HeHHUTOMH NOPagl 04aKBAHATA NOBHILICHA EKCTIO3HULMA Ha (PEHHTOMH.

4.6. ©epTHINTET, OPEeMEHHOCT, KbpPMEHE

XKenu ¢ JeTeponeH MoTeHHHAI

bpemeHHOCT




HMma HemocTaThuno NapHW 3a ynorpebara Ha AukiodeHak nmpH OpemeHHM skeHH. HMuxuOumpanero Ha
NPOCTArMAHAHHOBUA CHHTE3 MOXKE Ja OKaxce oOpaTHM edekT BhpXY OpeMEHHOCTTA W/HIM PasBHTHETO Ha
emOpuona/nnona. Januure oT enuaASMHONOTHYHNITE NPOYYBaHMS NPEANONAraT IOBULIEH PHCK OT abopT H OT
ChpaeYHA MandopMalldd H TracTpocXHM3a, ako B paHHA OpeMeHHOCT e npmwiaraH HHXHOWTOp Ha
NPOCTArIaHWHOBHA CUHTE3. ADCOMIOTHUAT PACK 3a ChPAECYHO-CHA0BA MAJNIOPMALIAA C€ MOBHINABA OT THO-
Manko ot 1% o npubansurenHo 1,5%.

Cunra ce, Ye PUCKBT Ce YBEIMYARa C J03aTa H NPOALIDKUTENHOCTTa Ha NpueMa. B OnWTH Ha XKUBOTHH €
YCTAHOBEHO, Y€ [IPWIAraHeTe Ha WHXHOMTOp HA TNpOCTAarjaHIMHOBHSA CHHTEI BOAM 1O IIpe- H
NOCTHMIUIAHTALMOHHA 3aryba H eMGpHodeTaleH JeTalIuTeT.

B nonranenve ce crobimaea 3a MOBHILEHA YECTOTA HA pazIMuHM MaldopMalHy, BKIIOYHTENHO ChPACYHO-
CHACBH, TpH XKUBOTHHWTE, NOMY4YaBan¥ WHXMOUTOP Ha NPOCTAINAHAMHOBHA CHHTE3 B [IEPHOJA Ha
opraHoreHesara. [Ipe3 mepBus 1 BTOpHA TPHMECTEP Ha OpeMeRHOCTTA aHKJIo(eHaK He TpiAOBa Ja ce npHeMa
OCBEH aKQ HE € KpaiHO HaJIOXKUTENHO H CaMO ak0 0YaKBaHHMTE NOJ3H 32 MAMKATA HAIBUIIABAT PUCKOBETE 34
mnoaa. Axko AukmodeHaK ce mpHeMa OT XKeHa, KOATO 1IeJeHacoYeHo HeKa Aa 3abpemenee Uik ¢ OpeMeHHa B
IbPBHA WIH BTOPH TPHMECTHP, 03aTa TPAOBA Ja € Bh3MOXKHO Hali-HUCKAa A NPONBKUTETHOCTTA HA IPUEMa
BBE3IMOKHO HAH-KPATHK. |

IIpes TpeTua TpuMecThp Ha OpeMEHHOCTTAa NPHUEMBT HA BCeKH HHXMOWTOP HA MPOCTArMAHAMHOBHA CUHTE?R
MOE J1a M3JTOKH TJI0A HAa!

- KapAWONYIMOHAPHA TOKCHMHOCT (C TIpe)KJeBpeMEHHO 3aTBapsAne Ha AYKTYC apTepHO3yc W Oenozpobua
XHIIEPTOHHA ),

- 6B06peyHa TUCHYHKINA, KOSTO MOXKE /Ia porpecupa Ao 656peyHa HEAOCTATEYHOCT € OJIMTOXHAPOaMHHO33;
Majikara B Kpas Ha OPEMEHHOCTTA H HOBOPOACHOTO Ha!

- BB3MOXHO YARKABAHE Ha BPEeMETO Ha KbpPBCHC, aHTHAIPETAHTHHAT EEDEKT MO2KE€ na HacThIIH JOPH NIpH
MHOTCO HUCKHN NO3H,

- UHXHOHUpPaAHE Ha MATOYHHTE KOHTPAKLIMH, KOETO BOAM 10 3a6aBeH WM YARDKEH POJOB IPOLIEC.
Kakro v npu apyrure HCIIBC, nuknogeHak € NpoTHBONOKAa3aH Ipe3 TPETUA TPUMECTLP Ha OpeMEHHOCTTA.

Kspmene

Noao6uo na apyru HCUBC auxnodenak npeMuHasa B MaliuMHOTO MIIAKO B MajlkM KoJAW4ecTBa. ETO 34110
ApKIodeHak He TpIOBa Na ce mpunara 1o BpeMe Ha KbpMeHe, ¢ L) Ja ce u30erHaT HeXXenaHuTe epeKTH BEPXY
KbpPMa4eTo.

PDepruanTer

Kakro npu apyrn HCIIBC ynorpebara Ha guxniodeHak MOXe Ja MOBIHAE (DEPTHIIHTETA IIPH KEHH H 3aTOBa
HE ce MNpenopb4YBa ynotpedara My IMpH JKeHH, ONUATBAIIMA Ja 3abpeMeHesT. [IpH XXeHM ¢ TpYAHOCTH IIpH
3abpeMeHsBaHe WM TaKHBa, KOMTO TPOBEKHAT M3CIenBaHHA 3a Oe3rioame, TpabBa Ja ce oGMHCIH
MpeKpaTABaHe Ha JIEUYCHUETO ¢ AUKIOPEHAK.

4.7. E¢exTn Bppxy cnocobnoctra 3a modupane H pabora ¢ MalHaK

IlpenoppuBa c€ MALMEHTH, CTPAJALUH OT 3PHTESHU HapylleHHs, Ja H30aArsar LwodHpaHe W/unH padoTta c
MALIHHH. e




4.8. He:xkenanu JieKAPCTBEeHH PeaKIpn

Hexenanure nexkapcTBEeHH peakLMH ¢a KIacHHLUHPaHM 10 Y€CTOTA H 110 CHCTeMa-oprad-kiac. YecroraTa rio
MedDRA otroraps Ha: MHOro yectd (>1/10), wecta (>1/100 no <1/190), seuectn (> 1/1 000 a0 <1/100), peaxn
(>1/10 000 go < 1/1 000), muoro peaxu (<1/10 000), c Hem3BecTHa YecToTa (OT HATHYHHTE JAHHH HE MOXE

Ia 6b1e HanpaBena OLIEHKa).

Crennute HexenaHu peakUHH ca CHOOINABAHM 33 AMUKIIO(EHAK HMHXEKIMOHEH DPasTBOp WHWIU IpyrH

JIEKApCTBEHH GOPMH, KAKTO KpaTKOTpakiHa, TaKa U NPH NO-NPOAB/LKHTENHO JICUEHHE.

Hudexkunn 1 andecrannu

Mmuoro penku

ABCUEC Ha MACTOTO Ha HHDKEKTHpaHe

C HeM3BECTHA YECTOTA

Hekpo3a Ha MACTOTO Ha HIDKEKTHpaHe

HapymeHHA H2 KPBLBTA H JIHMpHATA CHCTEMA
MHoro peaku

TpoMGonuTOneHNA, TEBKONIEHHA. aHEMUA
(BKIMIOYUTENHO XEMOJIHUTHYHA H allTacTHYHA
aHEMHA), arpaHyJICLIHTO03a

Hapymennd HAa HMYHHATA CHCTEMA

Penxu CBpBXUYYBCTBUTENHOCT, aHA(WIAKTHYHH H
aHaHUIAKTOMOHH PeaKLMH (BKIIOHUTETHO
XHUMNOTOHUA H IIOK)

MHOr0 peaKH AHrroezeM (BIUTIOUHTEHO OTOK Ha JHIIETO)

IIcHXHYHHE HADYIICHHSA

MHoro penku JeszopHeHTalHA, ACIpecHs, 0e3¢hHHe,

KOWIMAPH, PA3PAIHITEIHOCT, NCHXOTHYHH
HapyLIeHHs

HREIIIIEHIHI Ha HEPBHATA CHCTEMA

Yecru I'napoOonHe, 3aMagAHOCT
Penku CBHIHBOCT
MHoro peaku Tlapacresud, HapyIlleHHA Ha NTAMETTa, T'bpPUYOBe,

TPEBOXKHOCT, TPEMOP, ACCTNITHYCH MCHUHIHT,
AUCTEY3INA, MO3BHHO-CHJIOB HHHHACHT

HapymeHHns Ha 0UHTe

MHoro peiku 3pUTEIHO HAPYLICHHE, 3aMBIJICHO 3pSHHE
Hapyurenna Ha yX0T0 H JaOHPHHTA

YectH Bepturo

MHoro penxu ThauTyC, HapyIIEH CIYX

Crpacunn Hapymenus

HeuectH * MuoxkapacH HHOApPKT, ChpAcYHA

HEIOCTATHYHOCT, OONKa B IEpAUTE, NAJITHTALMH

Coba0BH HApYIIEHHSA

Mmuoro peiaku

BackynuT, XHMepToHUS

PecnupaTopns, rpbAHH B MeIHACTHHAJIHA HAPYIICHAS

Penku AcTMa, BKJI AucrHed
MHOT0 peakH [THEBMOHUT
CTroMamHo-YpeBHH RADYIIECHAA
YecTH I'aneHe, noBpbINaHe, JHAPHSA, JUCIIETICHA,
KopemHa GoJika, PpnaTyeHUHs, HaMaleH ﬂ%
Penxu [acTpHT, KBPBEHE OT CTOMALHO-YPSPH

XeMareMe3a, KbpBaBa  JHa
CTOMALIIHA MUIH YpPEBHA A3Ba (C
unu nepdoparnys)




Mmuoro peakn KoMT (BKTIOUHTETHO XEMOPAru4eH KOJIUT H

exsanepbanps Ha YALEPO3eH KOAMT WM OoJect
Ha Kpon), 3amek, CTOMATHT (BKJIIOUMTEIIHO
VIUEPO3eH CTOMATHT), [VIOCUT, HApYIICHHA Ha

XpaHOTIPOBOZa, nuadparManHo YPEBHO
3a00J19BaHe, MAHKpeaTHT

C HeM3BECTHA YECTOTA HcxeMHYEeH KOJIUT

XenaTo0HJIHAPHE HAPYIICHHS

Yecn IlopuilleHH TpaHCaMHHAZH

Penxu Xenarur, *xbITEHHALA, YePHOAPOOHH
HapYLIEeHHA

MpHoro peaku OynMUHAHTEH XelmaTuT, YepHOApoOHa HeKpo3a,
yepHOApoOHa HEAOCTATHUHOCT

Hapymenrus HA KOKATA H NOAKOKHATA ThKaH

YecTH Ob6pHB
Penxu | VTpukapus .
MHoro peaku bynoseH nepMaTHT, eK3eMa, epuTeMa,

MynatudopMena epuTeMa, CHHIpPOM Ha Stevens-
Johnson, TokcudHa enMAepManHa HEKPOIH3a
(cuHapoM Ha Lyell), exconHaTupeH ACpMAaTHT,
alloNeHs, peaKiiia Ha POTOUYBCTBHTEIICHOCT,

nypnypa, Henoch-Schonlein mypmypa, cspbex
Hapymenns 5a 6L0penHTe H NAKOYHATE IHTHINA |

MHoro peaxu Octpa 6B6peyuHa HegoCTaTBYHOCT, XEMaTypH1,
NPOTEHHYPHUSA, HEQPPOTHYEH CHHAPOM,
TYOYJIOHHTCTHLIMAIEH He(ppHUT, Ox6peyuHa
nandIapHa Hekposa

O6mu HAPYIIEHHA HA MACTOT HE NPHIOKEHHE
YecrtH . Peakuus Ha MACTOTO Ha MPUIIOKEHUE, HONKA B
MSACTOTO Ha NPHAOKEHHE, BEELpAABaHE Ha
MACTOTO Ha MPHIOKEHHNE
Penxu OToK, HEKp03a HAa MACTOTO Ha ITPHUACGKCHHUE
* yecToTaTa OTpasABa JAaHHH OT MPOABIKHUTENHO JIEUeHHe C BUCOKH 034, HanpuMep 150 ml/
IOHEBHO.

OnrHcaHue Ha H30paHH HeXKeNaHH TeKAPCTBEHU PEAKIHE

ATepoTpoMOOTHYEH WHITHACHT

JIaHHHTE OT KJIHHHYHHTE NPOYYBAHHA U SMHACMHOJIOrMYHNATE JAHHH €JHAKBO COYAT KbM MOBHINECH
PUCK OT apTepHANHK TPOMOOTHYHH ¢HOHTHA (HanpuMep MUOKapAeH HHDAPKT WiIH HHCYNHH),
CBBp3aHH ¢ ynoTpedara Ha AMknodenak, ocobeHO npu BUcoka Ao3a (150 Mr AHEBHO) U NIpH

- NPONB/DKUTENHO JleueHHe (BK. Touku 4.3 n 4.4.)

CrobnlaBaHe Ha OOKO3MPaHY HEWENAHW PeaKiuu
Coo0111aBaHeTO HA MOAO3HPAHH HEKENMAHK peaKUMU Cliefl pa3peuaBaHe 3a ynotpeda Ha AeKapCTBCHHS

NPOAYKT € BXHO. TOBA MO3BOMABA Ja NMPOTH/DKH HaOMOAESHHETO HAa CHOTHOIUIEHUETO MOMI3a/PHCK 34
NeKapcTBEHUs MPOAYKT. OT MEAMIMHCKUTE CTISLHAMCTH C6 H3UCKBA Ja ¢hoOLIaBaT BCAKa NOM03WpaHa
HEXKeJIaHA peakUHA upe3 HalHOHAJIHA CHCTeMa 3a choOlaBaHe, B HManpiHUTenHaTa areHids IO
nexapeTBaTa yi. .. Jaman I'pyes” Ne 8, 1303 Codms, Ten.: +35 928903417, yebceaiiT: www.bda bg

4.9, ITpenozupane
CuMOTOMH

IIperozupaneTo Ha JuKodeHak HIMA THITMYHA KIMHUYHA KapTyHa. I Ipenosupan
CHMIITOMH Karo MOBPBIIAHE, TACTPOHHTECTHHAIHH KPBHBOM3IIHEH, IHAPHA, 3




repuose. B ciyuail Ha 3HAYHTENHO OTpaBAHE Ca BB3MOXKHH OcTpa OBOpeyHa HeJOCTATBYHOCT H
YepHOAPOOHO HApYILIEHHE.

TepaneBTHYHH MEPKH
OpnaassaHeTo Ha ocTpo orpaeane ¢ HCIIBC, pxmouuTenHo AukIodeHaK, ¢ CBCTOM OCHOBHO OT

NOANbPKAIN MEPKH M CHMITOMAaTHYHO JieyeHue, [loaabpKaimy MEpKH A CHMOTOMATHYHO JICYCHHE CE
[TPKNAraT Npd YCA0KHEHHA KaTo XM NOT OHHsA, 0H0peyna HeaocTaThYHOCT, IEPYOBE, CTOMAIIHO-YPEBHH
HAPYILCHUA W TUXATEHA REIPecHst.

CrienmaTHH MEPKH KaTo QopcHpaHa auypesa, ZHATH3a HIH XeMoIepdy3Ha BEPOSTHO HE noMarar IpH
emuMuHHpane Ha HCITIBC, pxmounTento U Ha AuKkioheHak, Nopaad BHCOKATA CTENeH Ha CBLP3BAHE C
IUIA3MEHHUTE NMPOTCHHH W €KCTEH3UMBHHA METabOIHIBM.

5. PAPMAKOJIOTHYHH CBOHCTBA

5.1. PapMakoXHHAMHYTHH CBOHCTBA

({apMakoTepaneBTHYHa pyna: HECTEPOMAHH NPOTUBOBB3MNANMTETHH H IPOTHBOPEBMATHYHH CpPEACTEA,

NMPOM3BOAHM HA OLIETHATA KMCEHHA M CBLP3aHU BELIECTRA.
ATC kon: M1 ABO5

MexaHu3bM HA NeHCTBHE
JrknodeHak e HECTEPOMIHO MIPOTHBOBBIMANHTEIHO M AHANTSTHYHO CPSICTRO, AOKA3AN0 CBOATA SPUKACHOCT

npH OOM4YaiHO BB3MAJIEHUE ITPH MOJC/IH Ha XXMBOTHH Ype3 HHXMOHIMA Ha NpocTarjaHaMHoBaTa OHOCHHTE3a.
HMuxubupanero Ha NpOCTArNMAHAWHOBHA CHHTE3, OOKA3aH EKCMEPUMEHTAllHO, Ce CHYHTAa 34 OCHOBA HA
MeXaHu3Ma My Ha nelicTeue. [IpocTarnanauHNWTE HIpasT BaXKHa pofis B MPHYHHATA 3a BE3NANeHHeTo, GonkaTa
¥ NOBMLICHATA TEMIEpaTypa.

HJuxnodeHak HaTpuii H¢ MOTHCKA in Vitro CHHTE3a Ha NMpPOTEOrNHKAH B XpyLwla NPH KOHUEHTPALWAH,
SKBHBAJICHTHH Ha KOHLIGHTPALMKUTE, JOCTUTaHH [IPH XOpa.

dapMakonuHaMHYHH edeKTu
[Tpu peBMaTHYHH 3a001ABaHHA NPOTHROBBINAJIUTETHHTE H aHAJINFETHYHH CBOWCTBA Ha AUKIO(EHaK BOUIT A0

KJIHHUYEH e(deKT, KOHTO ce XapaKTepH3Hpa ChC 3HAUMTENHO 00JeK4YaBaHe HA CUMIITOMHTEe Karto Oosika npu
NOKOH, MPH JBHMKEHKE, CYTPELHA CKOBAHOCT ¥ TIOYBAaHE Ha CTABUTE, PyHKIMOHANHO ogobpenue.
YCTaHOBEHO € CBhINO, e JHKIO(EeHAK ITOKa3Ba 3HAYHTENCH aHANTeTHYEH e(eKT NpH 60s1Ka OT HEpEBMaTH4YCH
Ipou3xol, €eKT, KOUTO HacThIBa ¢nex 15 Ao 30 MHHYTH.

Huksodpenak nokassa u 6naronpuared edekT NPH MUTPEHO3HH NPACTHITH. -

[Tpu NOCTTpaEMaTHYHM ¥ TIOCTONEPATHEHH BH3NAIUTEHH CHCTOAHHA OUKIOpeHaK OBp30 00/eKYaBa KakTo
CIIOHTaHHara 60/Ka, Taka U OONKATa NPH ABIKEHHE M HAMANABA NOAYBAHETO H OTOKA HA paHaTa.

[Ipu exHOBpeMEHHO MpHIIOKEHME ¢ ONMHOMIOH 32 obnexyaBaHe Ha MOCTONEpaTHBHaTa 0ONKa, AMKIO(EHAK
3HAYMTETHO HaMaJIABa HYJKAATa OT TAX.

Juknodenax amnynu ca 0coGeHo yI0GHM 3a MBPBOHAYATHO JICUCHHE HA BHIMANUTEIHA M Aer¢cHepaTUBHH
peBMATHUYHK 3a00nsBaHuA, ¥ Ha OONE3HEHH CHCTOSHMA, ABIDKALIM CE Ha BB3NANCHWE OT HEPEBMAaTHYEH
TIPOH3XOI.

5.2, PapMaKOKHHETHYHH CBOlicTBA

Abcopbumsg

Cnen MHTpaMYCKYJIHO TIpUNIOKEHNe Ha 75 mg AuKnodeHak pe3opbiinaTa ¢ He3abaBHa W CpeIHHTE IIa3MeHH
KOHLIEHTpAIHH oT 2,5 mukporpama/ml (8 micromol/1) ce gocrurar cnex okono 20 MHH}WH._P ﬁﬂpanom
KOJMMYECTBO € B JIMHEHHA 3aBUCMMOCT OT A03aTa. |
Korato 75 mg aukinodeHak ce mpuwiara KaTo HHTPaBEHO3HZ HHOQY3HA 33 2 ua¢s
KOHIEHTpaUHH ca okoao 1,9 Mukporpama/mil (5,9 micromol/1). KparkorpaiH




BHCOKH IUIa3MEHH KOHLIEHTPAaLWH, AOKATO MO-ABJrHTE HHQY3MM BOAAT [0 NNATO KOHLECHTPALHH,
NPOMOPLIMOHATHH HA CKOPOCTTA HA BaMBaHe ¢aeR 3 no 4 yaca. OOpaTHO, NPU MHTPAMYCKY/THA HHDKEKLH,
CTOMALIHO-YCTOHYHBH TAONETKH WIH CYNO3HTOPHH, IUIA3MEHHTE KOHLIEHTPALMH crafaT 6bp30 BeAHAra LIOM
MaKCHMAJTHHTE HHBA Cce JOCTHUrHAT.

Inoiira rroa kpUBara koHUeHTpalHA-Bpeme (AUC) cel UHTPaMYCKYJTHO MM HHTPABEHOZHO TIPHIOKEHHE €
OKOJIO JBa MBTH MO-TOJIAIMAa B CPABHECHHE ¢ MEPOPATHOTO WIM PEKTANHOTO TNMPUIOGKEHHE, 3aINOTO OKONO
MOJOBHHATA OT AKTHBHOTO BEIUECTBO, MPHETO MEPOPATHC WIH PEKTaTHO, c€ MeTabo/IHM3Hpa NpH ITEPBOTO
nipeMiHaBane npes yepnni Apod ("first pass” effect).

DapMaKOKHHETHYHOTO MOBECIEHHC HE Cc€ INMPOMEHA NPH MHOrokpatHo npunoxenue. He ce Habmopasa
KyMyJIMpaHe ITPH ca3BaHe Ha NPenopHUHTETHHTE JO30BH HHTEPBAJIH.

Paznpeneneque

99,7% otT aMKA0(deHaK ce CBBp3Ba ¢ IUIa3MEHATE NPOTEHHH, OCHOBHO ¢ andyMuH (99,4%). [TpueraHRAT 00eM
Ha pasmpenencHue ce u3gucnsea Ha 0,12 xo 0,17 Vkg.

HMuknodeHak NPOHHKRA B CHHOBHAJIHATA TEYHOCT, KBASTO MAKCHMANHH KOHIEHTPALHH ce H3MepaatT 2-4 vaca
cJiel JOCTHTAHE HA MAKCHMAJTHH IUTa3MeHH KOHLEHTpadH. ENTMMUHAIMOHHUAT NONYXXHBOT OT CHHOBHAJIHATA
TeYHOCT € 3-6 4aca. J[Ba waca ciien JOCTUraHe Ha MaKCHMAIHH IUIa3MeHHM HHBAa, KOHLICHTPALWHTE Ha
AKTHBHOTO BEIIECTBO Ca N10-BUCOKH B CHHOBHAJIHATA TEYHOCT OTKOJIKOTO B IJIA3MATa B OCTABAT MO-BHCOKH 33
NIEPHOA OT 12 vaca.

BuoTpascgopmalpa

Juknodenak ce Merabo/M3Hpa OTHACTH Ype3 MMOKYPOHHpPaHe Ha HHTAKTHATa MOJEKYJa, HO OCHOBHO Hpe3
€/IHOKPaTHO M MHOTOKPAaTHO XHIPOKCHIHPAHE B METOKCIIHpaHe, BOJEIIM 10 HAKOJIKO ()e¢HOI0BHU MeTabomnmTa
(3'-xunpokcH-, 4'-XUAPOKCH-, S-xuapokcu-, 4',5-IuXHApPOKCH- H 3'-XHAPOKCH-4'-METOKCBAHKIO(PEHAK),
IIOBEUETO OT KOUTO Ceé MPEBPHIDAT B [VIIOKYPOHOBH KOHIOraTH. JlBa or Te3H ¢eHONOBH MeTabOoNHTH ca
OHOJIOrMMHO aKTHBHH, HO B MHOTO [TO-MAJTKa CTeMNeH OT AUKIOheHaK.

EnpMuHHpane
ToTanHUAT cHCTEeMEH KIMPBHC HA AuKIodeHak or miasmara € 263+56 ml/min (cpe SD). Kpaitnuar

NOMY>KUBOT B ILtasmata € 1-2 vaca. YerHpn OoT MeTabONMTHTE, BKIK AKTHBHH, CHLIO HMAT KBC IIa3MEH
nony>XUBoT OT 1-3 wyaca. Enun MerabomuT, 3'-MeTOKCHAMKIOPEHAK, HMa MHOTO NO-ZBITbI' IUIA3MEH
[IONY?KMBOT, HO TOH € NPAKTHYECKH HEAKTUBEH.

Oxkoino 60% o1 npunokeHara A03a €€ EKCKPeTHPAT B YPHHATA KATO MNIIOKYPOHHIHA KOHIOT'ATH HA HHTaKTHATa
MOJIEKYJIa K KaTO MeTaloJIMTH, MOBEUYETO OT KOHUTO ca chIIO o ¢gopMara Ha rmoKypoHuad. [1o-Manxo ot 1%
cE€ eKCKpeTHpaT KaTo HenpoMeHeHo BemecTeo. OcTaHanaTta 4acT OT J03aTa ¢€ SIMMMHHUPA KaTo MeTabonuTu
ypes3 AUThUKATa BEB (elieca.

OcobeHOoCTH HA MaLJHEHTHTE

Hsama chilecTBEHH BBE3pAacTOBH Pa3liMKH B pe3opOnugara, MeTabonn3mMa UMM eIMMHHHpaHeTo. Brnpekn ToBa
npu Marbk Opoii malueHTH B cTapyecka BBE3pacT |5 MUHYTHa HMHTpaBeHo3Ha HMH(pY3Ha Boau 1o 50% no-
BHCOKM Na3MEHN KOHIEHTPAIUM OT OMAKBAHUTE CHOPe] JAaHHUTE 332 MIaJ 3APABH MHIVBHAM.

[Ipy namenTy, cTpajamH or OEOpeYHa HeZOCTATEYHOCT, OT KHHETHKATA HA EIHHMYHA 1033 HE MOXKE Ja Ce
HallpaBH HM3BOJ, 3a KyMyJIMpaHE Ha HEIIPOMEHEHOTO BellleCTBO mpH obHM4aiiHa TepaneBTHYHa cxeMa. Ilpu
KPeaTHHHHOB KJIUPBHC IMOo-ManbK oT 10 ml/min, w3uncnenwTe paBHOBECHH IUIa3MEHH HMBAa Ha
XMAPOKCHUMETAOONUTHTE Ca OKOJIO 4 IMBTH NMO-BHCOKM OT HopMarta. Bhipexn ToBa Hakpas MeTabonHTHTE ce
CNIUMUHHPAT MPe3 >KTHUKATA.

IIpy MaLMeHTH ¢ XpOHHYEH XEMaTHT WK KOMIIEHCHpaHa LMpo3a, KHHETHKaTa 1 MeTabonH3Ma Ha AMIUIodeHak
ca CHIATE KAKTO NMPH NauueHTUTe 6¢3 YepHoapoOHO 3a60onsaBaHe.

5.3. IIpeaxTuHAYHHE JAaHHA 32 0€30NACHOCT
[IpeAKNHHUYHKATE JaHHH OT MpOYYBaHHs Ha TOKCHYHOCT MPH €IHOKPATHO M MH
KaKTO ¥ TPOYUBAHUS HA TEHOTOKCHMHOCT, MyTareHHOCT M KaHLEPOTCHHOCT HE MR




MpH H3NOJ3BAHE HA MpPENOPBHYHTENIHA TEpaneBTHYHA 4033. Hama AOKA3ATENICTBO, Ye AUKIOPEHAK HMa
TCPATOr€HEH MOTCHLMAII PY MHINKH, ILUTEXOBE HITH 3aMliy.
Auxiodenak HAMa BAMAHME BBLPXY deprunutera Ha TITBXOBE. IipenaranHoro, nepHuHaranHOTO ™M
OCTHATATHOTO PAa3BUTHE HA MOKOIECHHETO HE € 3aCerHaTO.

6. PAPMAIIEBTHYHH JAHHHA

6.1. CnHCBbK HA NOMOIMHATE BemecTBA

Iponunen rnuxon

bensunos ankoxon

Etanon 96%

Hatpues metabucyndur (E223)

Hatpues xuapoxcua
Boja 3a urxekuun

6.2. HechBMecTEMOCTH
He ca usBecTHH

6.3. Cpok Ha roanocrt
3 roAHHH.

6.4. Cienuanam ycaosus na coXpanenne
Ipu Temnepatypa noa 25°C, Ha cyXo M 3aLIMTEHO OT CBETIHHA MACTO.
Ha ce cexpanaBa Ha MecTa HeJOCTBIIHH 3a fela.

6.5. lannn 32 onakoBkaTa

Anknodenax BIT 25 mg/ml umkekunonen Pa3TBOp € NOCTaBEH B aMITYJIH OT GE3LBETHO HEYTPaNHO
CTBKNO, THN |, ¢ BMecTuMocT 5 ml. 10 Gpos ammynu ce nocrassar B Cmmcrep or PVC donmuo. Beeku
Oicrep (10 amnynn), npunpyxes ¢ THCTOBKA 3a NalMeHTa Ce [I0CTABA B KAPTOHEHA KYTHA.

6.6. Cnelnaanu npeNa3Ha MepKH IIPH H3XBbpJ/sIHe B paGora
HsaMa cnenyaniy n3nckeauus.

7. IPHTEATEJ HA PASPEHIEHUETO 3A YIIOTPEEA
BETITPOM AN

ya. ,,Oren Iaucuit 26, 2400 rp, Panomup, brnrapus
Ten(24519300

email: office@vpharma.bg

8. HOMEP HA PA3SPEIIEHWUETO 3A YIIOTPEBA

9. IATA HA NBPBOTO PASPEIIABAHE/IOAHOBABAHE HA PA3PEIIEHMETO 3A
YIIOTPEBA

10. TATA HA AKTYAIM3MUPAHE HA TEKCTA
Hoemepu, 2017 r.




