NNPUJIOKEHMUE I

KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT

Uptravi 100 mukporpaMa GpuiaiMupaHu TaOJIETKH
Uptravi 200 mukporpaMa GpuiIMHpaHu TaOJIECTKH
Uptravi 400 Mmukporpama GpuaMupaHu TaOIeTKH
Uptravi 600 mukporpaMa GpuiMupaHu TaOJIECTKH
Uptravi 800 mukporpaMa GpuiMupaHu TaOJIECTKH
Uptravi 1 000 Mmukporpama GhunMupaHu TadJETKH
Uptravi 1 200 Mmukporpama GhunMupaHu TadbJeTKH
Uptravi 1 400 muxporpama ¢puiaMupanu TabJIeTKH
Uptravi 1 600 Mmukporpama GhunMupaHu TadbJeTKH

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Uptravi 100 MukporpamMa ¢puiMupaHu TabJIETKU

Besika ¢punMupana tadiaerka cpabpika 100 Mukporpama cenexcumar (selexipag).

Uptravi 200 MukporpamMa ¢hpuiMupany TabJIETKU

Besika ¢punMupana tadiaerka cpabpika 200 Mukporpama cenexcumar (selexipag).

Uptravi 400 muxkporpama GpywiMupaHu TaOIeTKH

Bceska ¢punmupana tabnerka cpabpika 400 Mukporpama cenexcumnar (selexipag).

Uptravi 600 Mmukporpama GpwiMupaHu TaOIEeTKH

Bceska ¢punmupana tabnerka cpappika 600 Mukporpama cenexcumnar (selexipag).

Uptravi 800 mukporpama GpuwiMupadu TaOIeTKH

Bceska ¢punmupana tabnerka cpappika 800 Mukporpama cenexcumnar (selexipag).

Uptravi 1 000 Mukporpama dhrwiMupaHy TaOJIETKH

Beska pumvupana Tabnetka cpabpxka 1 000 mukporpama cenekcurar (selexipag).

Uptravi 1 200 MukporpamMa dhwiMupaHy TaOJIETKH

Beska punmvupana Tabnetka cpabpxka 1 200 mukporpama cenekcurar (selexipag).

Uptravi 1 400 MukporpamMa dhrwiMupaHy TabJIETKH

Bceska ¢punmupana tabnerka cpappika 1 400 mukporpama cenexcumnar (selexipag).

Uptravi 1 600 mukporpama GprwiMHUpaHd TaOJETKU

Bceska ¢punmupana tabnerka ceappika 1 600 mukporpama cenexcumnar (selexipag).

3a IBJIHUA CIIMCHK HA ITOMOIIHUTE BEIECTBA BHKTE TOYKa 6.1.

3. JJEKAPCTBEHA ®OPMA

dunmupana TadaeTka



Uptravi 100 Mukporpama dhuiaimMupany TabJIETKH

Kpbriu, 6nenoxbity, punmmupanu Tadnetku ¢ auaMeTsp 3,0 mm u BAIsO0HATO peneyHO 03HAUYCHUE
,1” OT eqHATa cTpaHa.

Uptravi 200 MukporpamMa ¢hpwiMupaHy TabJIETKU

Kpbriau, 61e10Kb1TH, QUIMHpaHU Ta0IeTKH ¢ AMaMeThp 7,3 mm U BAIBOHATO peiiehHO O3HAUYCHUE
»2” OT eHaTa CTpaHa.

Uptravi 400 mukporpama huiaiMupaH TabJIETKH

Kpbrnu, uepBenn, punmupanu tabieTku ¢ AuaMeTsp 7,3 mm U BITEOHATO penedHOo o3HadYeHue ,,4”
OT e/lHaTa CTpaHa.

Uptravi 600 Mukporpama huiamMupany TabJIETKH

Kpbriu, Onenonunasu, GunMupanu TabJISTKH ¢ AUaMeThp 7,3 mm u BJUTEOHATO pesieHO O3HAYCHHE
,0” OT enHaTa cTpaHa.

Uptravi 800 MukporpaMa ¢puiiMupanu TabJIETKU

Kpbriu, 3enenu, GuaMupaHd TabJIeTKH ¢ AUaMeTsp 7,3 mm U BAIb0HATO peiieHO 03HAUEHueE ,,8” OT
eJlHaTa CTpaHa.

Uptravi 1 000 mukporpama GprwiMHUpaHu TaOJIETKU

Kpbriu, opanxesu, GuiiMupaHu Ta0JIETKH ¢ TMaMeThp 7,3 mm U BITBOHATO penieHO 03HAUCHUE
,10” OT emHaTa cTpaHa.

Uptravi 1 200 MukporpaMa ¢hpuiIMupaHu TabJIETKU

Kpbriau, ThMHOIMIABY, QHUIMUPAHU Ta0JIETKH ¢ AMaMEThP 7,3 mm U BIUTEOHATO pesieh)HO 03HAUCHUE
,»12” OT efHaTa cTpaHa.

Uptravi 1 400 mukporpama GpywiIMHUpaHu TaOJIETKU

Kpbriau, ThMHOXKBITH, QUIMHpPAHHU TA0JIETKH C TUaMeThp 7,3 mm U BITbOHATO penedHO 03HAUCHUE
,14” OT emHaTa cTpaHa.

Uptravi 1 600 MukporpaMa ¢huwiiMupaHu TabJIETKU

Kpbriu, kadseu, GuaMupaHu TabJIeTKH ¢ fuaMeThp 7,3 mm U BAIb0HATO penaedHO o3HaYeHHE ,,16”
OT e/iHaTa CTpaHa.

4. KJIMHUYHU JAHHU
4.1 TepaneBTHYHHU MOKA3ZAHUS

Uptravi e 1mokasas 3a JbITOCPOYHO JIeUueHNe Ha OenoapooHa aprepuanaa xuneptonus (bAX) mpu
BB3pacTHHU narreHT ¢ pynkmuonaneH kiac (OK) II-11I mo C30 kato koMOMHUpPaHA TEPATIHS TIPH
MAIMEHTH, TIPH KOUTO HE CE TIOCTHTa aJIeKBATEH KOHTPOJI C aHTArOHKCT Ha SHJIOTEIIMHOBUTE
peuentopu (ERA) n/vnm uaxubutop Ha pocdoauectepasza tun 5 (PDE-5), nunu kaTo MOHOTepanus
NP MALUEeHTH, KOUTO HE Ca KaHAWIATH 3a TE3U TEPaIuH.



EdwukacHoctTa € Omna qokazana B nomysanus ¢ BAX, BKIIFOUNTEITHO WANOMATHYHA ¥ HACICICTBECHA
BAX, BAX, cBbp3ana cbc 3a00/sIBaHUS HA CheIUHUTETHATA ThKaH,  BAX, cBbp3aHa ¢ KOPUTHPAHO,
HEYCJIOKHEHO, BPOJICHO CHhPACYHO 3a00iisiBaHe (BXK. Touka 5.1).

4.2 Jlo3upoBKa M HAYMH HA MPUJIOKEHHE

JlegenueTo TpsiOBa 11a ce 3amouBa ¥ MOHUTOPHPA CaMo OT JIeKap C OIUT B jieueHneTo Ha BAX.

gO?»H[}OBKa

Hnousuoyanuzupano mumpupane Ha 0osama

[Tpu Bceku manueHT fo3ara TpsdBa ja Objie TUTPUPAHA JI0 Hal-BUCOKATAa WHAWBUIYATHO TIOHOCUMA
J103a, KOSITO MOXKe J1a € B Auamna3oH oT 200 MUKporpama, IprjIaraly JIBa ITbTH JHEBHO, 110

1 600 Mukporpama, mprJiaraHu JiBa MbTH JHEBHO (MHIUBUAYATH3UpAHA ITOIbpIKAIIA 1033).

[penopbuntennara HavaiHa go3a € 200 MEUKporpama, IpUIaraly JIBa MbTH JHEBHO, TIPUOIU3UTEITHO
Ha 12 gaca. Jlo3ara ce moBumasa Ha cThIky 10 200 MUKporpaMa, MpuiIaraHu Ba MTH THEBHO,
0OWMKHOBEHO HA MHTEPBAJIM OT €/IHA CeIMHUIA. B HayaioTo Ha JIEYEHUETO U MPH BCSIKA CThIIKA Ha
BB3XO/SII0 TUTPHUPAHE € TIPEMOPHUYNTEIIHO IIbPBATa J03a J1a ce mpruema Bedep. [lo Bpeme Ha
TUTPUPAHECTO HaA J03aTa MOraT Ja Bb3HUKHAT HAKOU HEXKCIIaHU PCAKIIUHU, OTpa3daBallll MEXaHU3Ma Ha
JIeHCTBYE Ha cenekcunar (KaTo TiiaBo0oIne, uapys, raficHe U TOBphIaHe, 00JIKa B YENIOCTTA,
MUaNTHs, 00JTKa B KPalHUK, apTpaNTHsl U 3auepBsBane). Te OOMKHOBEHO ca IPEXOIHU WU MOTaT Aa
CE OBJIAJICAT ChC CUMITOMATHYHO JicueHHUEe (BXK. Touka 4.8). AKO IajicH MalueHT, odayue, JOCTUTHE
J103a, KOSATO HE MOXeE J1a TIOHACs, TS TpsIOBa 1a ObJie HaMaJIeHa JI0 IIPEAXO0THOTO JI030BO HUBO.

[Ipu manmeHTH, TPU KOUTO BB3XOAIIOTO TUTPUPAHE € OMII0 OTpaHUYEHO 10 MPUYNHU, Pa3INYHU OT
HEXXEJIaHU PEeaKIIUu, OTpa3siBallld MEXaHU3Ma Ha JIeHCTBUE Ha CEJIEKCUIATr, MOXKe J1a ce 00MHCIH
BTOPH OIIUT 3a MPOABIKABAHE HA TATPUPAHETO 10 Hal-BUCOKATa MHIMBHIYAIHO [IOHOCKMA J103a 10
MakcuMaiHa 703a ot 1 600 Mukporpama /1Ba IbTH JHEBHO.

Hnousudyanusupana nooowvpaicaua 003a

Tps0Ba na ce moIbprka Hali-BHCOKATa MOHOCHMA 1033, JOCTUTHATA 110 BpEMe Ha THTPUPAHETO Ha
Jo3aTa. AKO ¢ BpeMeTO TepanusaTa IpH OlpeesieHa 7103a ce oHacs Mo-JI0IIo, TPsioBa a ce 00MUCIIN
CHMITOMAaTHYHO JICYCHUE W/WIM HaMaJsIBaHe Ha JJ03aTa JI0 CJIe/IBaIaTa Io-HUCKa 03a.

IIpexvcsane u npexpamsasane Ha npuema
Axko ObJie mpoltycHara /103a, TS TpsiOBa J1a ce mprueMe KOJIKOTO € Bb3MOXKHO MMo-cKopo. [IpomycHaTara
J103a He TpsIOBa Jia ce MpUeMa, ako cIie/[BallaTa J103a 10 CXeMa € B PaMKHTE Ha TPHOIH3UTENHO 6 Jyaca.

AKo ce TportycHe JieueHue 3a 3 iy noeue 1HU, Uptravi TpsiOBa J1a ce 3a104He OTHOBO MPHU MO-HUCKA
[103a | CJIeJl TOBa JIa C€ TUTPHUPA BH3XOISIIIO.

Wma orpaHnveH OMUT ¢ psA3KO MpeKpaTsIBaHe Ha pueMa Ha cenekcunar npu nanueHtu ¢ BAX. He ca
HaOJIroaBaHy JaHHU 33 OCTBp pedayH[I.

Bwrpeku ToBa, ako ce B3eMe peleHue 3a cupane Ha Uptravi, ToBa TpsOBa J1a ce H3BbpIIN
NOCTENCHHO, JOKATO Ce BhBEK/IA aJTCPHATHBHA TCPAITHSL.

Kopexyus na oosama npu convmcemeawo npunoscernue Ha ymepenu unxuoumopu na CYP2C8
Koraro ce mpmiara 3aegHo ¢ ymepenn naxuouropu Ha CYP2C8 (aamp. kmommaorpedn, aedepa3uporc
u TepudryHomun), obimara gaeBHa go3a Uptravi TpsOBa a ce HaMalld HaIloJIOBHHA, KaTo ce Mpuiiara
MOJIOBMHATA Ha BCsIKA J103a JIBa ITBTH JHEBHO. 3a TIOCTUTaHE HA MOJIOBUHATA OT JIHCBHATA J103a, KaTO
aJTepHATHBAa, MOXKeE JIa CE MPOIBIDKY C YeCcToTaTa Ha mpuiarane Ha Uptravi BeIHBXK JHEBHO NIPH
MAI[UCHTH, KOUTO BeUe ca JOOpe KOHTPOJIUPAHU NPU CXEMa Ha MPHJIaraHe BEAHBXK THEBHO, UIIK MOXKE
Jla ce TIPUIIOXKH MTPH TAIMEHTH, 32 KOUTO HE € HAJIMYHA JICKapCTBeHA ()opMa C KOJIMIECTBO HA
AKTUBHOTO BEIECTBO, TIOJXOIAIIIA 32 MOIbPIKAIla CXeMa Ha MpUjlarane JiBa MbTH THEBHO C TIOJIOBUH
J103a. AKO JICYEeHUETO He ce TIoHAcs B JIaJICHA J103a, MOXKE Jla ¢€ OOMUCIU CUMIITOMATUYHO JICUYCHUE
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W/MM HaMaJIsiBaHE HA J103aTa 0 CIIeABaIlaTa Mo-HUCKa 103a. Korato eqHOBpeMEHHOTO MPHIIOKECHHUE
Ha ymepeH naxubutop Ha CYP2CS ce cmpe, obmiara naeBHa 1o3a Ha Uptravi TpsiOBa ia ce yBennuu,
aKko e npuioxkumo. Makcumannata 1o3a 1 600 MukporpaMa 1Ba mbTH AHEBHO HE TPsOBa J1a ce
HaAXBBPIIA (BXK. Touka 4.5).

CHCLII/IaJ'IHI/I nomnyjaanunu

Cmapuecka év3pacm (> 65 coounu)

He ce nanara xopurupaHe Ha cxeMaTa Ha MIpUJIaraHe Mpy MalueHTH B CTapyecka Bbh3pacT (BK.
Touka 5.2). IMa orpaHu4eH KIMHWYEH OMUT MPH MalMESHTH HAa BB3PACT HaJl 75 TOAWHHU, 110 Ta3H
npuanHa Uptravi TpsiOBa Aa ce U3MO0I3Ba ¢ BHUMAHKE B Ta3H MOMyJanus (BXK. Touka 4.4).

Yeprnodpobdno yepescoane

Uptravi He TpsiOBa Ja ce mpuiiara Ipy NaueHTH ¢ TeXKOo uepHoapoOHo yBpexaane (Child-Pugh

knac C; Bxk. Touka 4.4). [Ipu nanmenTn ¢ ymepeHo uepHoipodHo ypexaane (Child-Pugh knac B),
HayalHaTa 7032 Ha JedeHuero TpsioBa na 6bpae 100 Mukporpama Ba mbTU AHEBHO, U TS Ja €
NOBUIIIABA HA CEJMUYHU MHTEPBAIM HA CTHIKH 1o 100 MUKporpama aBa ITbTH JTHEBHO, TIOKATO
BB3HUKHAT HEXKEIIAHW PEaKi[uy, OTPa3sBalllld MEeXaHH3Ma Ha JICHCTBIE Ha CeJIeKCUTIar, KOUTO HE MOTaT
Ja ObJIaT MMOHACSHU WITK OBJIAJICHA MEJMKaMEHTO3HO. [Ipy Te3n malueHTn MakcuMalHara Jio3a e

800 Mukporpama /iBa MbTH THEBHO. 3a MOCTHTaHE HA MOJIOBHHATA OT JJHEBHATA 71032, KaTO
aNTepHATHBA, MOXKE JIa Ce TPOJIBIDKH C YecTOTa Ha npuiiarane Ha Uptravi BeTHBXK JTHEBHO MPH
MAIMEHTH, KOUTO Beve ca JoOpe KOHTPOJIMPAHHU TIPH CXeMa Ha NpWIaraHe BEIHBX THEBHO, WIIH MOXKE
Jla ce MPUJIOKH TIPH MAIMEHTH, 32 KOMTO HE € HAJIMYHA JIEKapCTBeHa (hopMa ¢ KOJIMYECTBO Ha
aKTHBHOTO BELIECTBO, MOAXOAIIA 32 MO IbprKallla CXeMa Ha IpUJIaraHe J1Ba MbTH JTHEBHO C MOJOBHH
no3a. He ce Hanmara kopurupase Ha cxemara Ha IIpHjIaraHe Ipy MalueHTH ¢ JICKO Y4epHOAPOOHO
yBpexaane (Child-Pugh knac A).

Bvopeuno yepescoane

He ce Hanmara kopurupaHe Ha cxeMaTa Ha MpHIarane Mpy MalueHTH ¢ JISKO WIH yMepeHo ObOpeuHo
yBpexaane. He ce Hanara mpoMsiHa Ha Ha4YaHaTa J103a MPH MAIUCHTH ¢ T&KKO ObOPEYHO YBpEKIaHe
(u3umciena ckopocT Ha riomepynHa ¢puirpanus [eGFR] < 30 ml/min/1,73 m?); pu Te3m nanuenTyH
TATPUPAHETO Ha J103aTa TPsIOBa /1a CTaBa C IMOBHUIIICHO BHUMAaHUE (BXX. ToUka 4.4).

Tleouampuuna nonynayus

Bbe3omacHocTTa M e(hMKacCHOCTTA HA CEJICKCHIIAT MPH Jielia Ha Bh3pacT 2 0 M0-MaJKo OT 18 roauHu
BCE OII€ HE Ca YCTAaHOBEHU. HannuHKTE MOHACTOALIEM JaHHU Ca OMUCAaHU B TOUKU 5.1 u 5.2, HO
MIPETOPHKHU 3a JO3UPOBKATa HE MOTrar Aa ObaaT najeHu. [IpunoxeHne Ha ceeKcurnar He ce
MpEeTrophIBa B IEIUATPUIHATA TTOMYJIAITH.

bezonacHocTTa 1 e(i)I/IKaCHOCTTa Ha CCJICKCUIIAr Ipu ACla Ha Bb3pacT IOJ 2 roAvHA HE Ca MPOYUCHU.
Twi kato Mpoy4YBaHUATA ITPU )KUBOTHHU Ca IMOKa3aJIk MOBUILICH PUCK OT MHBAruHalus, KIMHAYHOTO

3HAYCHHUE HA TE3W HAXOJKH HE € U3BECTHO (BXK. TOUKa 5.3).

Hauun Ha OPHUITOKCHUC

3a mepopaiHo MPUIIOKEHNE.

OuMHupaHUTe TAOJIETKH TPSOBA A ce MpUeMaT IIepOPaTHO CYTPHH B Bedep. 3a Ja ce moaoopu
MOHOCHUMOCTTA, TIpernopbunTenHo ¢ Uptravi ja ce mpruema ¢ XpaHa M, B Ha4aJoTo Ha Besika (asa Ha
BB3XOJIAII0 TUTPUPAHE, TbPBATa MOBHIIICHA J103a JIa CE ITpUeMa Beuep.

dunmMupanuTe TabeTku TPIOBa Aa ce MOrIbINaT ¢ Boja. TabneTKuTe He TpsAOBa J1a ce paszeiiiaT Win
pasTpoliasar, 3aoTo 0OBUBKaTa UM Ipe/a3Ba akTHBHOTO BEIIECTBO OT CBETIIMHA.

ITanmmenTHTE, KOUTO Ca C JIOIIO 3pSHUE WIIH ca CIIETH, TPSOBa Ja OBAaT MHCTPYKTUPAHU Ja ObaaT
MOJIMTOMAaraHy OT JIPYTo JIMIle MpH npueMa Ha Uptravi 1o BpeMe Ha Neproia Ha TUTPUPaHE.



4.3 IIpoTuBOMOKA3AHUA

o CBpBX4yBCTBUTETHOCT KbM aKTHMBHOTO BELIECTBO HWJIM KbM HIKOE OT IIOMOIIHUTE BEILECTBA,
n30poeHH B TOUKa 6.1

o Texxka ncxeMu4Ha O0JIeCT Ha ChPLETO WM HecTaOMIHA CTEHOKAPAUS

o WudapkT Ha MHOKapa B paMKUTE Ha MOCIEAHUTE 6 Mecena

o JexoMnieHcupaHa chpAeyHa HEAOCTAThYHOCT, aKO HE € MO/ CTPUKTHO MEAMLIMHCKO
HaOII0IeHNE
Texkn apuTMun

. MoO3bYHO-CHIOBH CHOUTHS (HATIP. TPAH3UTOPHA UCXEMHUYHA aTaKa, HHCYJT) B pAMKHUTE Ha
nocjeHuTe 3 Mecerna

. Bponenu wiu npuaoouty kiamau AeQeKTH ¢ KIMHNYHO 3HAYMMH HAPYIICHUS Ha MUOKapIHATa
(YHKIIUS, KOUTO HE ca CBBbP3aHH ¢ OeN0oApoOHa XUTIEPTOHUS

. ChIIbTCTBALIO MPHJIOKEHUE HA CHITHU nHXUOUTOpU Ha CYP2CS8 (Hamp. reMmduOpo3ut; BK.
Touka 4.5).

4.4 Chenuananu npeaynpeskaeHus U NpeANa3sHu MepKH MPHU ynoTpeda
XUNOTOHUS

Cenekcunar UMa Ba30JUJIaTHPAILH CBOMCTBA, KOUTO MOTAT Aa JOBEAAT /10 MOHM)KAaBaHE HA KPBBHOTO
Hassirane. [Ipean npeamucsane Ha Uptravi, ekapute TpsiOBa BHUMATEIHO Ja MPELEHAT JaJli
NalMEHTHTE C OTIPeeNICHH IPUAPYKaBalX 3a00IsIBaHUs OMXa MOTJIH Ja MOTy4aT HeXeJaHU PeaKIuH
BCJICJICTBHE HA Ba3oJWIaTHpaIIUTe epeKTr (Hamp. NaueHTH Ha aHTUXUIIEPTEH3UBHA TEPaIHs WU C
XHUIIOTOHHS B TTOKOH, XUIIOBOJIEMHS, T&KKa 0OCTPYKIMS HA N3X0/1a Ha JIsiBaTa KaMepa WM aBTOHOMHA
nuchyHKIms) (BK. Touka 4.8).

XUNEPTUPEOUINZBEM

ITpu npuem Ha Uptravi e HaOmrogaBan xunepTupeonu3bm. [Ipu Hanuure Ha MpU3HAIM WITH
CUMITOMH Ha XUIIEPTUPEOUTUIBM € MPETOPHUUTEITHO J1a CE HAITPABAT U3CIIEABAHNS HA TUPSOUIHATA
(yHKIIUS, crIope]] KIIMHUYHUTE MOKa3aHus (BK. Touka 4.8).

Benoz[po6Ha BCHOOKIJIY3WMBHA ooect

Crrydan Ha 6eopoOeH OTOK ca ChOOIIaBaHM MPU U3IIOI3BaHE Ha Ba30IUIaTaTOPH (TJIaBHO
MIPOCTAIMKIIMHY) TIPH MAIUEHTH ¢ 0e710JpoOHa BEeHOOKTy3uBHA Ooject. CieoBaTeHo, ako MpH
npwrarane Ha Uptravi npu namuenTy ¢ bAX Bb3HUKHAT CUMIITOMH Ha 0€I0ap0o0OeH OTOK, TpsiOBa 1a
Ce TIPETICHN BEpOsITHOCTTA 33 HaTM4re Ha OeoapoOHa BEHOOKITy3UBHA 0otecT. AKO TOBa ce
MOTBBP/IH, JICICHUETO CJIe/IBa Ja CE IMPEKPaTH.

Crapuecka Bb3pact (> 65 roanun)

NMa orpaHnYeH KIMHUYEH OMUT ChC CEJICKCUTIAT TIPU MAIIMeHTH Ha Bb3pacT HaJ| 75 TOJIUHH, TIO Ta3u
npuanHa Uptravi TpsiOBa 1a ce U3MO3Ba ¢ MMOBUIIICHO BHUMAHKE B Ta3W IMOITyIanus (BXkK. Touka 4.2).

YepHoapoOHO YBpeXIaHe

JluricBa KJIMHUYEH OIUT ChC CENEKCUTIAT TIPH MAIIMEHTH C TEXKO YePHOIPOOHO YBpEeXKIaHe
(Child-Pugh knac C), mopanu ToBa JeueHHETO HE TPAOBa 1a ce mpujiara mpH Te3u MalHeHTH.
Excno3umusita Ha celeKCUIar 1 akTHBHUSI My METaOOJUT € MOBUILEHA MPU MALUEHTH C YMEPEHO
yepHoapoOHo yBpexaane (Child-Pugh xnac B; Bxk. Touka 5.2). [Ipu manueHT ¢ yMEpeHo
YepHOAPOOHO yBpEeXkaaHe o0Iara JHeBHa 103a Ha Uptravi TpsOBa 1a ce Hamanu (BK. Touka 4.2).



brOpeuno yBpexaaHe

IIpu nanmentu ¢ TexKo 660peuno yBpexkaane (€GFR < 30 ml/min/1,73 m?), TaTprpaneTo Ha 103aTa
TpsOBa J1a cTaBa ¢ MOBUIIEHO BHUMaHue. Jluncea onut ¢ Uptravi npu nauueHTH, MoII0KEeHH Ha
nuanm3a (BK. Touka 5.2), mo Ta3u npuuuHa Uptravi He TpsOBa 1a ce M3MoJI3Ba MPH Te3W MaIlHEHTH.

KeHu ¢ aeTepoAcH MOTCHIAT

JKenwnre ¢ gereposieH MOTEHIMAT TPIOBA J]a N3MON3BaT e(hEeKTUBHA KOHTPALIETIIIHS, IOKATO IIpUeMar
cenekcurar (Bx. Touka 4.6).

4.5 B3aumopeiicTBHe ¢ APYIrH JeKAPCTBEHU NMPOAYKTH U APYrd (popMu HA B3anMoelicTBUE

Ed)eKT Ha APYTIH JCKAPCTBCHHU NPOJAYKTH BBPXY CCICKCHUIIAr

Cenekcunar ce XUIPOJIU3Upa 10 AKTUBHUS CH META0OINT Upe3 KapOoKcuiiecTepasu (BXK. Touka 5.2).
Cenexcunar ¥ akTUBHUAT My METa0OJIUT ce MojjlaraT Ha OKCUIAaTUBEH MeTab0JUu3bM ITIaBHO Upe3
CYP2C8 u B no-manka crenex upe3 CYP3A4. I'mokypoHupaHeTo Ha akTHBHUS METabOIUT ce
katanusupa oT UGT1A3 u UGT2B7. Cenekcunar u akTUBHUAT My METaOOJUT ca cyOcTpaTu Ha
OATP1B1 u OATPI1B3. Cenekcunar e cnab cyocTpat Ha edurykcHara rmomima P-gp. AKTUBHUAT
MeTabonut e cnabd cyOcTpaT Ha MPOTENHA 32 PE3UCTEHTHOCT Ha pak Ha repaara (BCRP).

(DapMaKOKI/IHeTI/IKaTa Ha CCJICKCUIIAl' U aKTUBHUSA MY META0O0/IUT HE CE MOBJIMIBAT OT BapQ)apHH.

Huxubumopu na CYP2C8

[Ipu Hanuuue vHa 600 mg rem¢pudpPoO3MI JBa IBTH AHEBHO, criieH nHxHOuTOp Ha CYP2CS,
€KCIIO3UIUATA Ha CeJIEKCUTIAr Ce TIOBHUIIIaBa MPUOIU3UTENTHO 2 IBTH, JOKATO EKCIIO3UIUATA Ha
AKTUBHHS META0OIUT, KOMTO JOMpHUHACS TJIAaBHO 32 €()UKACHOCTTA, cE MOBHUILABA MPUOIN3nuTeNHO 11
nbTU. ChIbTCTBAILOTO pUiIokeHue Ha Uptravi cbe cuman naxuOutopu Ha CYP2C8 (namp.
rem(uOpO31IT) € MPOTUBOIOKA3aHO (BX ToUKa 4.3).

CropreTBanoTo npuiokenue Ha Uptravi ¢ kionuaorpen (HaroBapsaima 1o3a 300 mg uinu
MOJUTBbPIKAIIa 103a 75 mg BeIHBXK JHEBHO), ymepeH naxuoutop Ha CYP2CS, He oka3Ba ChIIeCTBEH
e(eKT BhPXY EKCIIO3UIINATA Ha CEJICKCHIIAT, HO YBEINYaBa eKCTIO3UISITA Ha aKTHBHUS METa0O0JIUT
oKoJI0 2,2 1 2,7 MbTH CHOTBETHO CJIE]] HATOBapBaIllaTa M ClIe ]l oI abpKaiiaTa no3a. Oomara qHeBHa
no3a Ha Uptravi TpsiOBa Jja ce HaMalTil Ype3 TIOHMKaBaHe Ha BCSKa /1032 HANlOJIOBUHA, KOTaTo ce
npuiara 3aeaHo ¢ ymepeHu naxuouropu Ha CYP2CS8 (namp. kionugorpen, negdepasupoxc,
TepudryHoMHU). 3a HOCTUTaHE HA OJIOBMHATA OT JHEBHATA 71033, KATO aITEpPHATHBA, MOXKE /1a Ce
NPOIBIDKH C YECTOTa Ha npuiarane Ha Uptravi BeIHbX THEBHO MPH NMAlMEHTH, KOUTO Beue ca 100pe
KOHTPOJIMPAaHU MIPU CXeMa Ha MpHIaraHe BeIHBX THEBHO, WIIK MOKE J1a Ce TMPHIIOKU TIPU MAIHeHTH,
3a KOMTO HE € HAJIMYHA JICKapCTBeHa ()opMa C KOIMYECTBO HA aKTUBHOTO BEIIECTBO MOAXO/ISIINA 32
MOJUTBbprKallla cCXeMa Ha IpuilaraHe JIBa IbTH JHEBHO C MOJIOBUH 103a.Korato enHoBpeMeHHOTO
npuinoxxeHue Ha ymepen uaxuoutop Ha CYP2CS ce cnpe, obmiara nHeBHa go3a Ha Uptravi TpsiOBa na
ce yBeJIN4H, aKko € npuiiokumo. He TpsiOBa na ce HanxBbpiis MakcuManiHata go3a 1 600 Mukporpama
JIBa THTU JHEBHO (BXK. TOYKa 4.2).

Huoyxkmopu na CYP2CS8

[Ipu Hanuuue Ha 600 mg pudamnuuuH eauH ObT 1HeBHO, HHAYKTOp HA CYP2C8 (1 UGT en3umn)
EKCIIO3UITUSATA Ha CEJIEKCUIIAT He ce TIPOMEHSI, IOKATO KCIIO3UIINATA Ha aKTHBHUSI METa0OIIUT
HaMaJsBa HaloJIOBHHA. Moye J1a € HeoOXOAMMO KOPUTHPaHe Ha A03aTa MPU ChIIBTCTBAIIO
npuinoxxenue Ha naayktopu Ha CYP2C8 (nanp. pudamnunms, kapdbaMasenut, ESHUTOUH).

Huxubumopu na UGTIA3 u UGT2B7

Edexrst Ha cuman naxubutopu Ha UGT1A3 n UGT2B7 (BanmnpoeBa KucenuHa, NpoOeHEUI 1
(h1ykoHa3011) BEPXY €KCIIO3UIIMATA HA CEJICKCHIAT U aKTUBHUS My METa0OJIHUT HE € MPOyUeH.
Heo6xonumo e moBHIlIeHO BHUMaHUE MTPH NPUIIOKEHHE Ha TE3H JIEKAPCTBEHU MPOAYKTH



eanoBpeMeHHo ¢ Uptravi. [ToteHinanno GpapMaKOKHHETHYHO B3aUMOJICHCTBUE ChC CHITHU
uaxuouropu Ha UGT1A3 u UGT2B7 He MOXe Aa ce H3KITI0UH.

HUnxubumopu u unoyxmopu na CYP3A44

[Ipu Hanuuue Ha 400 mg/100 mg TonMHABUP/PUTOHABUP [1Ba IBTH JHEBHO, CHJICH HHXHOUTOP Ha
CYP3A4, excrio3unusiTa Ha CEJIEKCUTIIAT CE € TTOBUIITIIIA TPUOIM3UTEITHO 2-KpaTHO, JOKATO
€KCIO3ULHUATA Ha aKTUBHHS METa0OJINT Ha CeJIEKCHIIAr He ce € mpoMmeHmia. Karo ce nma npensua

37 IbTH MO-BUCOKATA aKTUBHOCT HA aKTUBHUS META0OJIHT, TO3M e(DEeKT He € KIMHUIHO 3HAYNM. Thi
karo cuieH naxuouTop Ha CYP3 A4 He nmoBiusiBa BbpXy (papMakKOKWHETHKATA HA aKTUBHUS
MeTabOoJIHT, oKa3Baiiky, ue mbTAT Ha CYP3A4 He e BaskeH IIpy eNTMMUHUPAHETO HA aKTHBHUS
MeTaboJHT, He ce oyakBa edekT oT nuHaykTtopu Ha CYP3 A4 Bppxy apMakOKMHETHKATa HA aKTUBHUS
MeTaboHT.

Cneyugpuunu 3a BAX mepanuu

B mnarie00-koHTpoMpaHoTo poyuBaHe ¢asza 3 npu nanueHtd ¢ BAX ynorpebaTa Ha celieKcuImar B
komOuHanus ¢ ERA u ¢ PDE-5 naxuburop e noeno 1o 30% mo-HucKa eKCIIO3UIHSI HA aKTUBHUSI
MeTaboIIHT.

Huxubumopu na mpancnopmepume (10nUHABUP/PUMOHABUD)

[Ipu Hammuame Ha 400 mg/100 mg monMHABUP/pUTOHABHD J1Ba IHTH JHEBHO, CHJICH HHXHOUTOP Ha
OATP (OATP1B1 u OATP1B3) u P-gp, ekcrio3uuusiTa Ha celeKcumnar ce € ImoBHIIIIa
NPUOTU3UTETTHO 2-KPaTHO, JJOKATO €KCIIO3UIINATA Ha aKTHBHHUSI METaOOJIUT Ha CeJIeKCHIIar He ce €
npomenwia.KaTo ce uMa npeaBua, 4e mo-rojsmMara gyact ot (papMakoJIOrHIHOTO JAeiicTBUE ce
OCBILECTBSIBA OT aKTUBHUS META0OJINT, TO3U €PEKT HE € KIMHUYHO 3HAUKM.

EdJeKT Ha CCIICKCHIIar BbPXY APYIH JCKAPCTBCHU IIPOAYKTH

Cenekcunar ¥ aKTUBHHAT My METaOOIUT HE MHXUOMPAT U HE MHAYLIUpAT LuToXxpoMm P450 enzumure u
TPAaHCIOPTHUTE IPOTEUHH B KIMHUYHO 3HAYUMH KOHIIEHTPALUH.

Anmuxoazynanmu unu UHXUOUMOPU Ha MPOMOOYUMHAMA azpe2ayus

Cenekcunar € FHXHOUTOP Ha TPOMOOLIMTHATA arperanus in vitro. B miare00-KOHTPOJIUPAHOTO
npoyusane ¢aza 3 npu nanueHT ¢ BAX He € OTKPUT MOBHIIIEH PUCK OT KbPBEHE MPU CEIIEKCHIIAT B
CpaBHEHHME C M1ane0, BKIFOUUTETHO KOTaTo CeIeKCUIIar € Mpujlarad ¢ aHTUKOAryJIaHTH (Harpumep
XelapyH, aHTUKOATYJIAHTH OT KyMapHUHOB THIT) I MHXUOUTOPH Ha TpoMOoIUTHATA arperanus. B
MpOoy4YBaHe MpH 3ApaBu ydacTHUIM cenekcunar (400 Mukporpama /iBa bTH JHEBHO) HE TIPOMEHS
excnio3unusTa Ha S-Bapgaput (cyocrpar Ha CYP2C9) unu R-Bapdapun (cyocrpar na CYP3A4) cnen
eanHu4Ha 03a ot 20 mg Bap¢apuH. Cenekcumnar He NOBIHABA BbPXY (apMakoAMHAMHYHHA €PEeKT Ha
BapdapuH BbpXy MEXKIYHAPOIHOTO HOPMAJIH3UPAHO OTHOIIICHHE.

Muoaszonam

B cranmonapHo chCTOSTHUE clie]] BB3XO 110 TUTpupane 10 1 600 MuUKporpama cejleKCuriar aBa mbTu
JTHEBHO HE € Ha0JIoJaBaHa KIMHUYHO 3HAYMMa MPOMsIHA B €KCIO3UIMATA HAa MUJa30J1aM,
yyBcTBHUTENEH cyocTpat Ha CYP3A4 B uepBarta u uepHus Ipo0, WM Ha HETOBUSI METAbOJINT,
1-xunpoxcumuaazonaM. ChIBTCTBAIIO MPUIIOKEHHE Ha cenekcunar cbe cyoctpatn Ha CYP3 A4 He
M3MCKBa KOPEKIHs Ha J103aTa.

Xopmonannu konmpayenmueu

He ca npoBexxgann KOHKPETHU MPOYYBAHU 3a JIEKAPCTBEHN B3aUMOJIEHCTBHS C XOPMOHAIHU
KOHTpalenTHBH. b KaTO CEeJIeKCHUIar He MOBIHsABA Ha eKCIO3UIuATa Ha cyocTpaTtute HAa CYP3A4
mugazonam u R-Bapdapun mimu vHa cydctpara Ha CYP2C9 S-BapdapuH, He ce ouakBa HamalieHa
e(pUKaCHOCT Ha XOPMOHAITHUTE KOHTPALICTITHBRH.

4.6 @epruauret, )peMEHHOCT U KbpMeHe

Kenwu ¢ gereposieH noTeHIAT




JKenwnre ¢ gereposieH MoTEHIMAN TPIOBA JIa N3MON3BaT e(hEeKTUBHA KOHTPALICTIIIHS, IOKATO IIpUeMat
cesekcuriar (Bx. Touka 4.4).

bpemennoct

JluricBaT JaHHU OT yHoTpedaTa Ha ceJeKCcHIiar pu OpeMeHHH JkeHH. [IpoydBaHusTa IPH KUBOTHH HE
MOKa3BaT MPEKU WIH HEMPEKH BPEIHU €PEKTH, CBP3aHH C PEIPOAYKTUBHA TOKCHYHOCT. Celekcumnar
1 OCHOBHMST My MeTa0oIHT ca nmokasaau 20- 10 80-KpaTHO IO-HUCKA aKTUBHOCT CIIPSIMO
npocranukinHoBute (IP) perienitopu in vitro npu )KUBOTUHCKUTE BUJIOBE, U3TOJI3BAHU 32 TECTBAHE 32
PEeNpOAYKTHBHA TOKCUYHOCT, B CPABHEHHUE C Ta3u npu Xopa. ETo 3ammo rpanunuTe Ha 6e30MmacHoCT 3a
MOTEHITUATHU eeKTH, Meauupanu oT [P penentopure, BbpXy pernpoyKTHBHUTE (PYHKIIHH, Ca
CHOTBETHO MO-HUCKH, OTKOJIKOTO 32 e()eKTH, KOUTO He ca cBbp3anu ¢ IP (Bxk. Touka 5.3).

Uptravi He ce IpernopbyBa 10 BpeMe Ha OpEMEHHOCT M IIPH KEHHM C ICTEPOACH MOTEHIHAI, KOUTO HE
W3II0JI3BaT KOHTPAIICTIITHS.

Kspmene

He e u3BeCTHO ay CENEeKCHIIar WM METaDOJIUTHTE My C€ eKCKpeTupar B kbpmara.llpu mrbxose
CEJICKCHUIIAT WM METa0OJIUTUTE MY C€ EKCKpeTHpaT B MIIKOTO (BX. Todka 5.3). He Mmoxke na ce
W3KITIOYHU PUCK 3a KbpMadeto. Uptravi He TpsOBa Ja ce mpuiara B Iepuojia Ha KbpPMEHE.

DepTunurer

Jluncear KIMHUYHY TaHHU. B Mpoy4BaHus pU TUTEXOBE CEJICKCHIIAT IIPH BUCOKU JI03U € PUYHHUI
MIPEXOJTHU HAPYIICHUSI B €CTPAITHHS [TUKBJI, KOUTO HE Cca TIOBIUSIIA BHPXY (hepTHiuTeTa (BXK.
To4YKa 5.3). 3HAUCHHUETO 3a XOpa He € U3BECTHO.

4.7 EdexTn BbpXy crioco0HOCTTA 32 oupaHe n padoTa ¢ MAIINHA

Uptravi noBnusiBa B MaJIka CTETIEH CIIOCOOHOCTTA 3a modupaHe U padota ¢ MammHu. KINMHUYHOTO
CHCTOSIHUE HA MMALMeHTa U NPOQUIBT HAa HEXKEJIaHH JICKAPCTBEHHU PEaKIMU Ha CeJIeKCHIar (KaTto
r1aBo0OOJIME WK XUIIOTOHMS, BXK. Touka 4.8) TpsiOBa /1a ce B3eMar MpeaBU I PH IIPEIICHKA Ha
CHOCOOHOCTTA Ha MalueHTa Ja modupa uim 1a paboTu ¢ MaIIiHU.

4.8 Hexenanu jeKapcTBEeHH peakuuu

O0600611eHMEe Ha ipoduiia Ha OE30IIaCHOCT

Haif-gecTo crobmiaBaHuTe HEXXEIIAHU JICKAPCTBEHU PEAKITNH ca TIaBo0oIHe, JUApHUs, TAICHE U
MOBPBIIIaHE, 00JIKA B YEIMIOCTUTE, MUAIITHS, OOJIKA B KPAHUK, apTpalITysl U 3a4epBsBaHe. Te3u
peakiuu ca Mmo-4ecTy Mo BpeMe Ha ¢azaTa Ha BB3XO/IAII0 THTpUpaHe. [loBedeTo OT Te3u peakiuu ca
OwIH ¢ JIeK 10 yMEPEH HHTCH3UTET.

BezomacHocTTa Ha ceNeKcHIar € OIieHeHa B IBJITOCPOYHO, TIAIe00-KOHTPOIMpaHO poyuBaHe (asa 3
mpu 1 156 Bp3pacTHH manmenTa cke cumntomarndia bAX (mpoyusane GRIPHON). Cpennara
MIPOIBIDKUTEITHOCT Ha JieueHue € omna 76,4 cemmuiy (Mmennana 70,7 ceIMUIIN) 3a TIAITUEHTH,
MOJTy4YaBaIly CeJIeKCHIIar, cupsmo 71,2 cemmury (Meanana 63,7 ceMUIM) 3a TIAIMEHTH Ha I1are0o.
Excno3unmsara Ha cejekcumnar e omia 10 4,2 roauHH.

CruchK Ha HEXKEIIAHUTE PCAKIIMH B TaOJIMYEH BU

Hexenanute peakmum, IMOJyIeHH OT OCHOBHOTO KIMHUYIHO npoyuBane GRIPHON wu
MOCTMapPKETHHTOBOTO HAOIIOJICHHE, Ca MPEICTaBEHHU B TA0JIMYCH BUJI 1O-10Ty. Hexxenanure peakiun
ca Ki1acu(UIMpaHy 10 YeCTOTa B PAMKHUTE Ha BCEKH cucTemMo-opraneH kiac (SOC) u ca npeacTaBeHn
10 pe/ia Ha HaMaJlsIBaHe Ha cepruo3HOCTTa UM. UecToTara ce onpeseis Kato MHOro yectu (>1/10),



yectu (>1/100 no <1/10); veuectr (>1/1000 no <1/100); peaxu (=>1/10 000 mo <1/1 000); MHOTO

eeKTH Ha MACTOTO Ha
MPUIIOKCHHUE

penku (<1/10 000).

CucremMo-opratHen MHoro yecTn Yectn Heuectu
KJ1ac
Hapymienust Ha kpbBTa Anemmst*
W TuMQHATa CUCTEMa [TonmxeH xeMoroOuu™
Hapymenuns na XunepTupeouanzbm*
€H/IOKpUHHATA CHCTEMA [onmxen

TUPEOCTUMYJIHPAI XOPMOH
Hapymenuns na Hamanen anetur
MeTabonu3Ma u Hamanenwue Ha Ternoro
XpaHEHETO
Hapyienus na I'maBoOonme*
HEpBHATA CUCTEMa
CobpaedHu HapyIIeHUs CunycoBa

TaxuKapaus™®
Cp10BH HapYIICHUS 3auepBsBane™ XumoToHus*
Pecnimparopuu, rppaau | Hazodapunrur (or | HasanHa koHrectus
U MEJNAaCTUHATHU HeMH()EKLINO3EeH
HapyIICHUS MIPOU3XO0.)
CroMantHo-4peBHI Huapus* Bbonka B kopema
HapylLIeHHS [oBpbmane* Hucnencus™®
lanene*

Hapymienns Ha koxara O6puB
U TIOIKOKHATA ThKaH Yprukapus

Epurem

Anrnoenem’
Hapymienus Ha bosnka B
MYCKYJHO-CKEJIETHATa | 4elmrocTuTe™®
cucremMa u Muanrus*
CheIMHUTENHATa ThKaH | ApTpanrus™

Bonka B kpaiHUK*

OO0y HapyIIeHUS U Bbonka

*  Bwmxte Touka ,,Onucanne Ha H30paHH HEeXKENaH! JISKAPCTBEHH peakuuu’”.
T CwoOlenu ca cilydan Ha aHTHOEIEM OT TIOCTMAPKETHHTOBHS OITHUT C JIATEHTEH MEPHOT, KOSTO MOXE /1A HaIBUIIABA

30 mHH ciex JICYCHUETO.

Onucanue Ha I/I36DaHI/I HCXCIaHH JICKAPCTBCHHU PCAKITMNA

DapmakonocuuHu epexkmu, C8bP3IAHU C MUMPUPAHEMO U NOOOBPHCAUOMO JleYeHUe
Hesxenanu peaxiyu, CBbp3aHU C MEXaHU3Ma Ha JIeHiCTBUE Ha CEJICKCHIIAr, ca HaOJt0/JaBaHH YeCTo,
0COOCHO 10 BpeMe Ha (a3ara Ha MHIUBUAYAITH3UPAHO TUTPUPAHE HA J103aTa, U Ca MPE/ICTABCHH B

TaOJIMYCH BUJI T10-JI0JTY:

CBbp3aHH MPOCTAITUKITNH- Tutpupane Ilogmepxama daza
10J00HH HEXKEJIAHU PEAKIHH Cenekcumnar | Ilmane6o Cenekcumnar | ITmane6o
I'maBoOonme 64% 28% 40% 20%
Juapust 36% 12% 30% 13%

T"anene 29% 13% 20% 10%

Bbonka B wenmocTuTe 26% 4% 21% 4%
Muanrus 15% 5% 9% 3%

Bonka B kpaltHUK 14% 5% 13% 6%
IToBpsbIane 14% 4% 8% 6%
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3adepBsiBaHe 11% 4% 10% 3%

ApTtpanrus 7% 5% 9% 5%

Te3u peakiuy OOMKHOBEHO Ca MPEXOIHU WIIK MOTaT Jia Ce OBIAACIT ChC CHUMITOMATHYHO JICYCHHUE.
7,5% OT malMeHTUTE Ha CENIEKCUTIAT Ca TPEKPATHIIN JICYCHUETO MTOPAJH TE3U HEXKEITaHU PEaKIIHH.
[Ipubnu3uTennaTa yecToTa Ha HEXKEJIAHUTE PEaKIU1, KOUTO ca OWiTM cepro3Hy, e 2,3 % B rpymnara Ha
cenexcumar u 0,5% B rpynata Ha riane6o. B kmuHUYHATA IPaKTHKA € HAaOII0AaBaHo, Y€ CTOMAIITHO-
YPEBHUTE HAPYIICHUS CE TIOBIUSABAT OT AaHTUAMAPUYHN U AaHTUEMETHYHH JICKAPCTBEHU MPOIYKTH,
KaKTO 1 OT TaKHMBa IIPOTUB I'aJICHE I/I/I/I.HI/I 3a q)YHKHI/IOHaHHI/I CTOMAalIHO-YPEBHU HAPYIICHUA.
Cebp3anuTe ¢ 00JIKa CIIyda ca JICKyBaHH C aHAJNTETHIN (HaIIpuMep MapareTaMmon).

Tonuorcenue na xemozanobuna

B ennHo miane60-KoOHTpoupaHo poyuBane ¢asa 3 npu naruentu ¢ BAX, cpenHuTe abCoIOTHH
MIPOMEHH B XEMOTJIOOWHA TIPY PEJIOBHUTE BU3UTH B CPABHEHHE C U3XOAHOTO HUBO ca OWJIM B JUAITa30H
ot —0,34 no —0,02 g/dl B rpynara Ha cenekcumnar B cpaHenue ¢ —0,05 mo 0,25 g/dl B rpynara Ha
rane6o. [loHmkeHne Ha KOHIIEHTpAIUATa Ha XeMOTJI00MHA OT U3X01HO HUBO 110 o 10 g/dl e
choOIIeHO 1pH §,6% OT MAIMEHTUTE Ha JICUEHUE ChC cenekcunar u npu 5,0% oT Te3u Ha miarebo.

B eano miane60-KOHTpoIHpaHo npoyyBaHe ¢a3a 3 nmpu NalueHTH ¢ HoBoAuarHoctuupana bBAX
CpeHUTE a0CONIOTHH MTPOMEHHU B XEMOTJI00MHA MPH PEJOBHUTE BU3UTH B CPAaBHEHHUE C U3XOAHOTO
HUBO ca B Anana3oHa ot —1,77 no —1,26 g/dl B rpymnara c TpoiiHa Tepanus (CeleKkcunar, MaluTeHTaH,
taganadui) B cpaBaenue ¢ —1,61 g0 —1,28 g/dl B rpynata ¢ qBoitHa Tepamnus (1iamne0o, MallUTeHTaH U
taganadui). [loHmKeHne Ha KOHIEHTPALUATa Ha XeMOTJIOOMHA OT M3X0AHO HUBO a0 mox 10 g/dl e
cprobmieno npu 19,0% ot manueHTHTE B Tpymnara ¢ TpoiHa Tepanus u pu 14,5% B rpynara ¢ nBoitHa
tepanusa. YectoTaTta Ha cho0mIaBaHe Ha aHeMHus € ,,MHOTO decTu  (13,4%) B rpymara ¢ TpoitHa
Tepanusi B CpaBHEHHE C ,,9ecTr (8,3%) B rpymaTa c JBOWHA Teparusl.

Hszcneosanus na mupeouonama Qyukyus

B exno miane6o-koHTpoaupano npoyuyBane ¢aza 3 npu nauueHTn ¢ BAX e chobmeno 3a
XUNEPTUPEOUIN3HM TpH 1,6% OT MalMeHTHTE B TPyIIaTa Ha CEICKCHIIAT, B CPABHEHUE C JIUICA Ha
ciIydau B TpynaTa Ha mianebo (Bx. Touka 4.4). B rpymara Ha cenekcunar ¢ HaOJIr01aBaHO HaMaJieHUE
(mo —0,3 MU/1 ot Mmenuanara Ha u3xoaHo HUBO 2,5 MU/I) Ha MeManaTa Ha TUPEOCTUMYITHPALIHS
XOPMOH ITpH TIOBEYETO BU3UTH. B rpynara Ha mane6o e iMaJio Majka IpOMsiHa B CTOWHOCTHTE Ha
MenuaHara. He e umano npoMeHH B CpeJHUTE CTOWHOCTH Ha TPUHOJOTUPOHHUH HIIM HA THPOKCHUH B
JBETE TPYIIH.

Tlosuwaesane na C'bpdelmama yecmoma

B mnane6o-koHTponrpanoTo npoyyBaHe ¢asza 3 npu nanueHTH ¢ BAX e Ha0r01aBaHO MPEXOIHO
MOBHUIIIABAHE Ha CpeHaTa ChpedHa yecToTa ¢ 3—4 yaapa B MuHyTa 2—4 Jaca clie]l IpHIoKeHHE Ha
no3ata. M3ciaenBanus upes eekTpokapanorpadus ca nmokasaid CHHycoBa Taxukapaus npu 11,3 % ot
MAIMEHTUTE B TpyIaTa Ha CeJIeKCUIar B cpaBHeHue ¢ 8,8% B rpymara Ha miane0o (Bxk. Touka 5.1).

Xunomonus

B nmane6o-koHTpOIMpano npoyusase ¢asza 3 npu nauueHT ¢ BAX ce chobmaBa 3a XUIOTOHUS IPH
5,8% oT mauueHTuTe B TpynaTa Ha ceJieKcunar B cpaBHeHue ¢ 3,8% B rpynara Ha mianebo. Cpeanute
a0COIIIOTHA IPOMEHH B CUCTOJTMYHOTO KPBBHO HAJATAHE MPH PEIOBHU TTOCEUICHUS B CPABHEHHUE C
M3XOJHOTO HHUBO Bapupat oT —2,0 1o —1,5 mmHg B rpynaTa Ha cenekcuriar B cpaBaerue ¢ —1,3 mo
0,0 mmHg B rpynara Ha mane6o, a JUaCTOIMYHOTO KPBBHO HajisiraHe Bapupa ot —1,6 10 —0,1 mmHg
B Tpynara Ha cenekcunar B cpaBHenue ¢ —1,1 no 0,3 mmHg B rpynara na nnane6o. Habmonasa ce
MOHIKEHNE Ha CHCTOJIMYHOTO KPBhBHO Haysrane mox 90 mmHg npu 9,7% ot nanuenTure B rpynara
Ha CeJIeKCUTIar B cpaBHeHHE ¢ 6,7% B rpymara Ha mianeoo.

Jucnencus

B enno murane60-koHTpOIMpaHO Mpoy4uBaHe daza 3 mpu MalueHTH ¢ HOBOUarnoctuimpana bAX
JIUCTICTICHSA Ce ChOOIIaBa ¢ 4ecToTa ,,MHOro 4ectu™ (16,8%) rpu marueHTuTe, MoTy4aBamii TpoiHa
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Tepanus (celeKkcumar, MalluTeHTaH, Taaaiadn), B cpaBHEHUE C ,,uectr’ (8,3%) npu manueHTuTe,
MOJTyJaBaIy IBOHHA Tepamus (T1arnedo, MaruTeHTaH | Taganadur).

Lwazocpouna 6esonacnocm

Ot 1 156 manuenTy, y4aCTBAIM B OCHOBHOTO IIpoy4BaHe, 709 manueHTy ce BKII0YBAT B ABJITOCPOIHO
OTKPHUTO MPOIBIDKCHNE Ha TpoyuBaneTo (330 manueHTH mIpoabKaBaT ChC CEICKCHUTIAr OT
npoyusaneto GRIPHON, a 379 nanuentn, noiydasanu miane6o B GRIPHON, npemunaBaT kbM
cenekcurnar). [IpoJbIKUTETHOTO TIpOCie/siBaHe Ha MAIIMEHTHUTE, JIEKYBAaHH ChC CEJICKCHIAT ¢ MeJHaHa
Ha MPOIbJDKUTENIHOCTTA Ha jieueHue 30,5 Mecena u 3a makcumym 103 Meceria, moka3sart npogui Ha
Oe3onacHocT, Mo100eH Ha TO3H, HaOII01aBaH B OCHOBHOTO KIIMHMYHO IPOYYBaHE, OMUCAHO MO-TOPE.

C’bO6HIaBaHe Ha ITOJ03UPaHu HEXKCIIaHU PCAKIINN

Cro0IIaBaHeTo Ha MOIO3UPAHU HEXKEIIAHU PEaKIIMU CIIE]] pa3pelaBaHe 3a yrnorpeda Ha JTeKapCTBEHUS
MPOAYKT € BakKHO. ToBa MMO3BOJIsIBA Ja PO IBIKH HAOIOICHUETO Ha ChOTHOIIICHUETO T0JI33/PUCK 32
JIeKapCcTBEHUS NPOAYKT. OT MEIUIIMHCKUTE CIICITUAIMCTH CE U3MCKBA J]a ChOOIIaBaT BCAKA
MOJI03MPaHa HeXellaHa Peakiusl Ype3 HallMOHAHA CHCTeMa 3a ChOOIIaBaHe B

U3mbiiHUTEIHA areHIHs 110 JIeKapCTBaTa

yi. ,,Jlamsta [pyes® Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaiT: www.bda.bg

4.9 Ilpeno3upane

Mma m3onmupanu cr00IIeHus 3a pefo3upane 10 3 200 MukporpaMa rmpu Bb3pacTHH. EqUHCTBEHOTO
CHOOIIIEHO MOCIIEACTBHE € OMIIO JIEKO, MPEXOIHO rajieHe. B cirydait Ha mpemo3upaHe TpsOBa 1a ce
B3€MaT MOJIbPKAIIN MEPKH, CIIope]] HeoOxomumocTTa. Jluansara € Majako BeposTHO Ja Obae
e(eKTHBHA, THI KaTO CEJIEKCHUIAr U aKTHBHUAT My METa0OJIHT Ca BbB BHCOKA CTETICH CBhP3aHHU C
NPOTEHHHMTE.

5. ®APMAKOJIOTUYHU CBOMCTBA

5.1 ®apmakoaMHAMUYHHU CBOWCTBA

dapmMakoTepaneBTUYHA TPyIa:; AHTUTPOMOOTHYHH CPEJICTBA, MHXUOUTOPH HA TPOMOOIIMTHATA
arperanusi, C U3KJIIOUEHUE Ha XEMapuH

ATC xox: BOIAC27

MexaHU3bM Ha IEWCTBUE

Cenexcunar e cenexktuseH [P penenTopeH aroHucT, pa3iuyeH OT NPOCTAlUKINHA U HETOBUTE
aHano3u. CeleKkcUnar ce XuApoiIu3upa 4pe3 KapOOKCHIIECTePasH, 3a J1a c€ MOIy4d aKTHUBHUS MYy
MeTaboJHT, KOMTO € MpuOIM3NTEeTHO 37-KpaTHO MO-aKTHBEH OT cenekcunar. Cenekcunar 1 akTUBHUSAT
My MeTabonut ca [P penentopHu arOHUCTH ¢ BUCOK aQWHUTET U BUCOKA CEJICKTUBHOCT 3a IP
peuenTopa B cpaBHeHue ¢ Apyru npocraHouanu penentopu (EP1—EP4, DP, FP u TP).
CenexruBHoctTa cpsimo EPy, EP3;, FP u TP e BaxkHa, 3a1moto ToBa ca 100pe onrcaHi KOHTPaKTHIHH
PEIEnTOpH B CTOMAIITHO-YPEBHUS TPAKT U KPHBOHOCHUTE ChoBe. CenekTuBHOCTTA cipsiMo EP», EP4 u
DP; e BaxkHa, 3aI110TO T€3U PELIENITOPH MEAUUPAT UMYHOIEIIPECUBHU €(EeKTH.

Crumynmpanero Ha [P penentopa oT cesieKCHIIar 1 akTUBHHS My METaOOJIUT BOJH JI0
Ba30MJIATATOPEH, KAKTO U 10 aHTHIIpoaudepaTuBeH n anTuudpoTndeH epexr. Cenexcumnar
NpeaoTBpaTsIBa CbPACYHOTO U OeT0APOOHO peMoaenrpane B Moaen Ha BAX npu mirpxoBe, 1 Boau 10
NPONOPLUUOHAIHO HaMaJleHHue Ha 0enoApoOHOTO U Nepr(epHOTO HATSIraHe, KOETO MOKa3Ba, ue
nepudepHara Ba3oJuIaTaIUs oTpas3ssa OenonpodHaTa papmakomuHaMuiHa edukacHocT. Cenekcunar
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HE BOAM 110 necen3nbmnmsanus Ha [P penenropa in vitro, HUTO M0 Taxu(UIAKCHS B MOJCI TIPU
ILTBXOBE.

(DaDMaKO JUMHAMWYHNU Cd)CKTI/I

Cvpoeuna enexmpoghuszuonocus

[Ipu 3appnboueHo MpoyuBaHe 1o otHomeHue Ha QT wHTEepBana rpu 3ApaBu Bb3PACTHH YYaCTHUIIH,
MHOTOKpaTHO mpuiaranu 1034 oT 800 u 1 600 Mukporpama cejieKCHIiar ABa IbTH JHEBHO HE ca
nokaszanu eeKT BbpXy chpicuHaTa penosspusanus (QT, uarepsana) win nposekaane (PR u QRS
WHTEpBaja) U ca UMK JIEK YCKOPsBaI e(peKT BbPXy ChplIeYHaTa YecTOoTa (I1are00-KOPUrupaHoTo,
aJanTUPaHoO 3a U3XOHO HUBO MOBUIIICHUE HA ChP/ICYHATA Y€CTOTa € IOCTUTHAJIO 6-7 yaapa B MUHYTa
1,5 no 3 gaca cnen mpuemane Ha mo3a ot 800 Mukporpama cenekcunar u 9-10 ynapa B MuHyTa B
chIIUTE BpeMeBH Touku ciel 1 600 MUKporpama CesleKCHrar).

Koazynayuonnu gpaxmopu

B npoyuBanus ¢aza 1 u 2 e HaO/Ir01aBaHO JIEKO MOHKEHUE HA MIa3MEHHUTE HUBA Ha (hakTopa Ha von
Willebrand (vWF) nipu cenexcunar; croitHoctute Ha VWF ca ocTanamu HaJ ToJTHATa TPaHUIA HA
HOpPMAJIHHUS JMAIa30H.

benoopobna xemoounamuxa

B eqHO naBOIHO-CHATIO, TTAIe00-KOHTPOIMPAHO KIMHUYHO IpOyYBaHe (a3a 2 ca OIleHeH!
XEMOJMHAMHYHUTE TPOMEHINBH ciiell 17 ceaMuIy JieueHue pu Bh3pacTHu narueHTn ¢ bBAX ©OK I1-
11 mo C30, kouro eqnoBpeMmenHo noayyaBat ERA n/unu PDE-5 unxuburopu. [lanuenTture, npu
KOUTO CEJIEKCHIIAT ce€ TUTPUPA A0 WHAUBHUYaTHO TOHOCcHMA 7032 (0T 200 MUKporpamMa JBa IIbTH
JTHEBHO Ha cTHIKH 10 800 MUKporpama /iBa mbTH AHEBHO; N = 33) ca MOCTUTHAIM CTATUCTUICCKU
3HAYUMO CPEIHO HaMaJIeHUE Ha 0e10IpoOHOTO ChI0BO chipoTuBieHue ¢ 30,3% (95% norepureneH
untepsan [Cl]: —44,7%, —12,2%; p = 0,0045) u noBuIiIeHHe Ha CHPJEUHUS HHJIEKC (CpeieH
tepanesrruyen edexr) 0,48 1/min/m? (95% CI: 0,13, 0,83) B cpaBHenue ¢ miane6o (N = 10).

Kinnnunyna edhukacHOCT ¥ 0€30MacHOCT

Edurxacnocm npu evspacmuu nayuenmu ¢ BAX (GRIPHON)

EdexThT Ha cenekcumnar Brpxy mporpecusita Ha BAX e 1eMOHCTpUpaH B MHOTOLIEHTPOBO,
J'BITOCPOYHO (MaKCHMAJTHA TMPOABIIKUTEITHOCT Ha €KCTIO3UITUS IPUOIU3UTETHO 4,2 TOIUHH), TBOHHO-
CJISITIO, TUIAIe00-KOHTPOIMPAHO, TapalIeTHO-TPYIIOBO, HACOYBAHO OT CHOUTHS MpoyUYBaHe ¢a3za 3
(GRIPHON) nipu 1 156 marentn cbe cumnromatinuHa (OK I-IV mo C30) BAX. [lanuenTure ca
omnm pangomusupanu Ha 1ane6o (N = 582) wm cenexcunar (N = 574) nBa mptu nHeBHO. Jlo3arta e
MOBUIIIABaHA HA CEMUYHHN UHTEPBAIU HA CTHIKH 110 200 MUKporpama, pujiaraHu J1Ba IbTH JTHEBHO,
3a Jla ce Ompeeld HHIUBUAyaIn3upaHaTa noaabppxkamnia no3a (200-1 600 mukporpama JiBa mbTH
JTHEBHO).

[IppBHYHATA KpaifHa TOUKa Ha IPOYYBAHETO € OMiIa BpEeMETO A0 MbPBO Bb3HUKBAaHE HA CHOUTHE Ha
3a00J1€Ba€MOCT MJIM CMBPTHOCT 0 Kpasi Ha JICYCHUETO, AepuHupaHa KaTo ChbCTaBHA KpaiHa TOUKa —
CMBPT (BCUYKH IPUYHHHM); WK XoctuTanu3amus 3a bAX; niu nporpecus Ha BAX, Bozemia 10 Hyxaa
oT 6en0ApoOHa TpaHCIIIAHTAKS UM OaJIOHHA aTpHalHa CENTOCTOMUS;, WM 3all0YBaHE Ha
MapeHTepaIHa Teparnus ¢ MPOCTAHOU U WITH XPOHUYHA KUCIIOPOIHA TEpaIlusl; WK APYTH CHOUTHS Ha
nporpecus Ha 3abosBaneTo (nanuenty ¢ OK I win [1I mo C30 Ha U3X0IHO HUBO), TOTBBPJCHA OT
HaMaJIABaHE Ha Pa3CTOSIHUETO, U3MUHABaHO 3a 6 MuHyTH (6MWD), 0T 3x0nHO0 HUBO (= 15%) 1
BromasaHe Ha @K o C30 wim (maruentu ¢ K I wm IV mo C30 Ha U3X0IHO HUBO) MOTBBPACHO
ot HamansgBaHe Ha MWD ot u3xoaH0 HUBO (> 15%) M HyX/1a OT JOIIBJIHUTENIHA Tepanus,
cnerduuHa 3a BAX.

Bcenuku cr0uTHS ca TMOTBBPACHHN OT HE3aBUCHMa KOMHCHS 3a IPELICHKA, 3aCJICTICHA 3a
PasnpeaciICHUCTO 110 I'PpyIIU Ha JICUCHUC.

Cpennara Bb3pact e 6mna 48,1 roguan (nuana3on 18-80 ronuHM), KaTo MO-rojasMara 4act oT
MAIMEHTUTE ca OMIIK OT eBponeuaHata paca (65,0%) u ot xencku 1o (79,8%). 17,9% ot nauueHTuTe
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ca owmm > 65, a 1,1% > 75-rogumrnaa Be3pact. [pubmusurendo 1%, 46%, 53% u 1% ot nmanueHTHTE
ca ceoTBeTHO ¢ DK I, II, III 11 IV o C30 Ha U3X0HO HHUBO.

Haii-yectaTa eTrosiorus B nmoiyianusaTa Ha IPOyYBAaHETO Ca UIUONATHYHA UK HacyieacTBeHa BAX
(58%), cnenBanu ot BAX, cBpp3aHa che 3a00msiBaHNA Ha cCheAMHNUTENHATA ThKaH (29%), BAX
CBBp3aHa ¢ KOPUTHPAHO, HEYCIO0KHEHO, BpoJeHO chpaeyuHo 3abomsaBane (10%), m BAX cBbp3ana ¢
JpyTY €TUOJOTMYHM puunHH (JiekapcTBa v TokcuHH [2%] u HIV [1%]).

Ha n3xoaH0 HUBO TIO-TOJIsSIMAaTa 9acT OT BKItoueHnTe narueHTH (80%) ca JeKyBaH! C YCTaHOBEHA
no3a Ha cnerduuna Teparnus 3a BAX - ERA (15%) wnu PDE-5 uaxubutop (32%), wnmu ERA u
PDE-5 unxuburop (33%).

Menunanara Ha o0maTa MpOABIDKUTETHOCT Ha JBOWHO-CIISIIOTO JieueHue € Ouna 63,7 ceqMuIy 3a
rpynara Ha mane6o u 70,7 ceAMHIIM 3a TpyIaTa Ha cenekcurar. 23% OT MaIleHTUTe Ha CeICKCHIIar
ca MOCTUTHAIM MOAbprKalH 103U B nuana3on 200-400 mukporpama, 31% ca mocturHanu 1034 B
nuana3on 600-1 000 muxporpama, u 43% ca nocturHanu n1o3u B auamnaszoH 1 200-1 600 Mmukporpama.

Jlewennerto che cenexcumar 200—1 600 mukporpama Ba mbTH JHEBHO € A0Beo 10 40% HamaneHue
(xoedunment Ha puck [HR] 0,60; 99% CI: 0,46, 0,78; eqHocTpanHa Jior-peHk p croiHocT < 0,0001)
Ha YecToTaTa Ha Bb3HUKBaHE HA ChOUTHS Ha 3a00J1€Ba€MOCT WJIM CMBPTHOCT 110 7 AHU CIeN
nocienHara J103a B cpaBHeHue ¢ mianedo (¢urypa 1). [Tone3Hust edekT Ha celaekcunar e MoKel aa
ce CBBpIKE MPEMMHO C HaMalleHHe Ha XocnuTanu3anusira 3a BAX u HamaneHue Ha Apyru ChOUTHS,
CBBP3aHH C porpecHst Ha 3a00sBaHeTo (Tabmuma 1).
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®@urypa 1 Kpusu Ha Kaplan-Meier 3a nbpB0OTO CHOMTHE HA 3200/1€BA€MOCT - CMbPTHOCT
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Taoéanna 1

O0001IeHNE HA CHONTHATA

ITauueHTH ChHC

CpaBHelme HA JICYCHUETO: CCeJICKCUIar CripsamMo

cbpouTHE nianedoo
A0con0TH | OTHOCHUTEJIHO
Cenekcu 0 MOHUKEHH e
Kpajinn Touxku n | Ilnane6o nar TOHUKEHHU Ha pHUCKa HR p-
CTATHCTHKA (N=582) | (N=574) | e Ha pucka (99% CI) (99% CI) | croiinoct
CnOurtne Ha N
3360J1€Bael\:OCT - 58,3% 41,8% 16,5% (22;)(;) ?4%) (0,4%;6(()),78) <0,0001
CMBPTHOCT
XocnuTaansa
nus Nopaau 109 78 5.19% 33% 0,67 0.04
BAXS (18,7%) | (13,6%) ’ (2%; 54%) (0,46; 0,98) ’
n (%)
Mporpecnst na 100 38 64% 0,36
(] 0 5
flag%’"*a“e“’ (17,2%) | (6,6%) 10,6% (41%: 78%) | (0.22:0,59) | ~0:0001
i.v./s.c.
3anmouyBaHe Ha
NPOCTAHOUA WM 15 11 0.7% 32% 0,68 0.53
KHCJIOPOIHA (2,6%) (1,9%) ’ (-90%; 76%) | (0,24; 1,90) ’
Tepanusn®®
n (%)
f";;‘l’ifdf“’ EOT 37 46 ey ~17% 1,17 077
n (%) (6,4%) (8,0%) ’ (-107%; 34%) | (0,66;2,07) ’
CMBpT 10
3aKpHBaHe Ha 105 100 0.6% 3% 0,97 0.42
Npoy4yBaHeTro” (18,0%) | (17,4%) ’ (=39%; 32%) | (0,68; 1,39) ’
n (%)

CI = noseputencu unrepsar; EOT = kpaii Ha jedennero; HR = koebunueHt Ha puck; i.v. = uHTpaBeHO3HO; BAX =
OenoipoOHa apTepuaiHa XUIEPTOHHUS; S.C. = IMOAKOKHO.

a

% oT mareHTuTe che crouTHe crex 36 mecena = 100 x (1 — onenka no Kaplan-Meier); koeduimenT Ha puck,

n34ncieHno mojena Ha Cox 3a NpOMOPLHOHAIHOCT Ha PUCKa; HecTpaTU(HIpaHa eHOCTPAaHHA JIOT-PEHK P-CTOWHOCT

M34ncieH mo Merozaa Ha Aalen Johansen; 2-cTpaHHa p-CTOMHOCT ¢ M3Moa3BaHe Ha TecTa Ha Gray

Ha 11ane0o0)

% OT maMeHTUTe ChC CHOUTUE KaTO YacT OT IbpBUYHATA KpaiiHa Touka 10 EOT + 7 nHu; KoeHULUEHT Ha PUCK,
Bxirousa ,,Heo6xonumocT ot 6enoapoOHa TpaHCIIAHTalKs WM aTpuaiHa centocToMus” (1 manueHT Ha cejekcunar u 2

% ot narenTure cbe croutne 10 EOT + 7 nuu min 1o 3aTBapsiHe Ha IPOYYBAHETO; KOSPUIIMEHT HA PHCK, H3UNCIICHIIO
Mojerna Ha Cox 3a IPOIOPIHOHAIHOCT Ha PHCKA; HECTpaTU(HIIPaHa eIHOCTPAHHA JIOT-PEHK P-CTOHHOCT

[loBumaBaneTo B 1u¢pu HA CIlydanTe Ha CMBPT 10 Kpas Ha JISYSHUETO + 7 JHH, HO HE /10 3aTBapsHe
Ha IMPOYYBAHETO, € U3CJIECABAHO JOMBIHUTEIHO Ype3 MATEMAaTUYECKO MOJICTUPaHEe, KOETO MOKa3Ba, ue
nucbananca Mpu CMBPTHUTE CIydad ChOTBETCTBA HA MPEAIIOI0KEHHETO 32 HEYTPAIeH e(eKT BbPXY
cMbpTHOCTTA OT BAX 1M HamalleHHeTo Ha He(haTaIHUTE ChOUTHSL.

HabntomaBaHusT eeKT Ha ceneKkcumar crpsiMo mianedo mo OTHOIICHHE Ha MbPBUYHATA KpalfHa TOYKa
€ CXOJICH IIPY BCHYKHU MHAUBUIYIU3UPAHH ITOJUIHPIKAIIY JIO3H, KOETO Ce JJOKa3Ba OT Koe(hUIeHTa Ha
pHCK 3a TpuTe npeaaputenno onpenenean kareropuu (0,60 3a 200-400 mukporpama nBa mbTH
nHEBHO, 0,53 3a 600—1 000 Mukporpama aBsa msTH 1HEBHO, U 0,64 3a 1 200—1 600 Mukporpama aBa
I'BTH JHEBHO), KOWTO CHOTBETCTBA Ha 001Hs TepaneBTuueH edekt (0,60).

EduxacHoctra Ha cejeKkcumar o OTHOLICHUE Ha TbPBUYHATA KpaiiHa Touka e Ouiia mogo0Ha rmpu
MOJTPYIIUTE MO TOJ, BB3PacT, paca, eTnonorus, reorpagcku peruox, @K no C30 u karo
MoHoTepamnus win B komOuHanust ¢ ERA wmu ¢ PDE-5 uaxuburop, wim tpoiina komOunanus ¢ ERA n

PDE-5 nnxuburop.
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BpewmeTto 10 HacThIIBaHE Ha CMBPT, CBBbp3aHa ¢ BAX, min xocnuranu3anus 3a BAX e olleHeHo KaTo
BTOpWYHA KpaifHa Touka. PUCKBT OT chOUTHE 32 Ta3u KpaiiHa Touka € HamaisieH ¢ 30% mpu marueHTH,
MoJTy4JaBally CceJieKcHiar, B cpapaenue ¢ miarebo (HR 0,70, 99% CI: 0,50, 0,98; eqHocTpanHa
nor-pesk p = 0,0031). [IponeHTsT Ha nanueHTHTEe Che chOuTHE HAa Mecen 36 e Oun cpoTBeTHO 28,9 %
1 41,3% B TpynuTe Ha CEJIEKCUIIAr | TUIae0o ¢ abCOoMOTHO TIOHKEHHE Ha pucka ¢ 12,4%.

BposT Ha nanmeHTHTE, KOUTO Ca MOJIYYHUIH KaTo MEPBO ChOUTHE CMBPT nopaau BAX win
xocnranu3anus 3a BAX 1o kpast Ha nedenuero, e 6un 102 (17,8%) B rpynara Ha cenekcunar u 137
(23,5%) B rpymara Ha 1wtane6o. CMbpT mopaau bAX KaTo KOMITOHEHT Ha KpaifHaTa TOYKa €
HabmoaBaHa pu 16 (2,8%) nanuentyn Ha cenekcumnar u 14 (2,4%) Ha mnane6o. Xocnuranu3anus 3a
BAX e nabmopnasana nipu 86 (15,0%) manuentn Ha cenexcunar u 123 (21,1%) nanuentu Ha maie0o.
Cenekcunar € HaMaJIlI PUCKa OT XOcmuTanu3aius 3a BAX kaTo mbpBO ChOWTHE B CpaBHEHHE C
wrane6o (HR 0,67, 99% CI: 0,46, 0,98; ennoctpanHa jor-peHk p = 0,04).

OO6musAT Opoll CMBPTHH CITy4au MO BCAKAKBU MPUYHMHU J0 3aTBApSIHETO Ha poyuBaHeTo e 6mn 100
(17,4%) 3a rpynata Ha cenexcumnar u 105 (18,0%) 3a rpynara Ha miane6o (HR 0,97, 99% CI: 0,68,
1,39). bposit cmbpTHH cityyau Benenctsue Ha BAX 1o 3atBapsiHeTo Ha npoyuBaneto e omi 70 (12,2%)
3a rpynara Ha cejiekcunar u 83 (14,3%) 3a rpynara Ha riaie0o.

Kpatinu mouku no omunowenue Ha CUMNIMOMAMUKAMAa

Karo BropruHa KpaifHa TOUKa € OLIeHEH KanauuTeThT 3a (u3ndecko HaToBapBaHe. MenuaHara Ha
6MWD Ha u3xoHO HUBO ¢ Ouia 376 m (nuana3on: 90—482 m) u 369 m (auanazon: 50-515 m)
CHOTBETHO IIPY MALMEHTH HA CEJICKCHUIIAT U MAllMeHTH Ha miane6o. JleueHneTo cbe ceaekcumnar e
JIOBEIIO IO KOpUTHpaHa 3a ranebo Meauana Ha edexta Bbpxy 6M WD, u3mepeH npu Haii-HUCKaTa
TUTa3MeHa KOHICHTpalysl (T.e. mpubnmu3uteaHo 12 gaca cien 103a) 12 m Ha Cenmuna 26 (99% CI: 1,
24 m; ennoctpanHa p ctoiHocT = 0,0027). [Ipu nanuenTn 6€3 ChbIIBTCTBAIA CTIEHU(pUYHA TEpaHs 3a
BAX, xopurupanusT 3a 1manebo TepaneBTUYCH €QeKT, H3MEPEeH NpU Hall-HUCKaTa [1a3MeHa
KoHIeHTparwms, e 6mn 34 m (99% CI: 10, 63 m).

KauecTBOTO Ha )XHBOT € OIIEHEHO MPH MoArpyma nanueHTH B mpoyuBaneTo GRIPHON c nsnon3Bane
Ha BBIIPOCHUKA 32 MIPErJIe]] Ha U3XOUTe OT OesonpoOHa xunepronus Ha KemOpumk (Cambridge
Pulmonary Hypertension Outcome Review, CAMPHOR). He e nmano 3Haunm TepaneBTu4eH edekt
oT u3xoaHo HuBO 10 Cenmuna 26.

Jlvreocpounu oannu npu bAX

[TanmenTure, ygactBany B ocHOBHOTO nipoyuBaHe (GRIPHON), ca moaxoasmu 3a BKIIFOUBaHE B
IBJITOCPOYHO OTKPUTO NIPOIBIDKEHUE Ha IpoyuBaHeTo. OO0 574 marenTy ca JeKyBaHH ChC
cenekcurnar B npoyuBaneto GRIPHON; ot Tsx 330 nanueHTH OpoabixKaBaT JICUEHUETO ChC
CeJIeKCHUIar B OTKPUTOTO MPOAbDKEHHE. MeanaHaTa Ha POIbJDKUTETHOCTTA Ha MIPOCIIeIIBaHe €
4,5 roguHM, a MEeIaHaTa Ha €KCIIO3UINS Ha cenekcumar e 3 roguan. [lo Bpeme Ha mpociieasiBaHeTO
Hall-MaJIKO eIUH APYT JIeKapcTBeH NpoayKT 3a BAX e nobaBeH kbpM cenexcumnar npu 28,4% ot
narentute. [lo-rossMaTa 4yacT OT eKCIO3UIUsATa Ha JiedueHrne obade (86,3%) npu BCUUKHUTE

574 namenTy e HaTpymnaHa 0e3 7o0aBsHe Ha HOB JIeKapCcTBEH NpoaAyKT 3a bAX. M3uncnennsra Ha
npexuBseMoctTa 1o Kaplan-Meier nipu te3u 574 naruentan B GRIPHON u B 15JIT0CPOYHOTO
NpOABIDKEHUE Ha Ipoy4dBaHeTo ciel 1, 2, 5 u 7 roagunu € cboTBeTHO 92%, 85%, 71% 1 63%.
[pexussiemoctra cien 1, 2, 5 u 7 ronunu npu 273 manuenty ¢ ki1ac FC 11 ot pynkumnonaanarta
xiacudukarus Ha C30 Ha U3X0THO HUBO B OCHOBHOTO MPOy4BaHe € ChoTBETHO 97%, 91%, 80 % u
70%, a mpu 294 nanuentu ¢ FC III mo C30 Ha u3xoaHOo HUBO € cboTBETHO 88%, 80%, 62% u 56%.
Karo ce nma npenBuz, de npu Majika 4acT OT MALMEHTUTE € 3alI0YHATO JOITBIHUTENHO JISYeHUE Ha
BAX u 4e B IpoABIDKEHUETO HA MTPOYYBAHETO HAMA KOHTPOJIHA TPyTia, Te3U JaHHU HE MoraT Ja
MOTBBPAAT MOJI3aTa OT CEJIEKCUTIAr TI0 OTHOIIIEHUE Ha MPEKUBIEMOCTTA.

Hauanno mpoiino koMOUHUpaHo ieyenue cvC ceiekcunaz, MayumeHman u maoaiagui npu nayuesmu
¢ HogoouazHocmuyupana bAX

B enHo ABOMHOCHATIO MIAIe60-KOHTPOIUPAHO IPOyUBaHe 00110 247 MalueHTH C
HOBOoAMarHocTunupana bAX ca pangoMu3upaHu 3a oIleHKa Ha e(heKTa OT JICUSHUETO ¢ HayalHa
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TpoiiHa (cenekcumnar, MaiuTenTaH, Taganadui) (N = 123) cnpsimMo HavanHa ABoiHa (IL1amne6o,
MaruTeHTad u taganadun) (N = 124) tepanusi.

[IwpBuYHaTA KpaiiHa TOYKA, IPOMSHA OT U3XOJHOTO HUBO Ha OenoApoOHaTa ChI0Ba PE3UCTEHTHOCT
(pulmonary vascular resistance, PVR) na Ceamuia 26, He moka3Ba CTaTUCTHYECKH 3HAYMMA Pa3JinKa
MeXy TPyIUTe, KaTo ce HabIroAaBa mogoOpeHne CrpsMo H3X0HOTO HUBO B ABETE IPYNH Ha JIEYCHHE
(otHOCHTENTHO HamarneHue ¢ 54% B rpymnaTa ¢ Hada Ha TPOiHA Tepanus cupsaMo 52% B rpymnara ¢
HavaJHa JIBOMHA Tepartus).

IIpu Meamana Ha pociiesIBane OT 2 ToAuHY ca mounHau 4 (3,4%) manueHTy B TpymnaTa ¢ TpoiHa
teparmud u 12 (9,4%) manmeHTH B Tpynara ¢ IBOHa Teparnus.

IlequaTpuuna IOmyaanus

Meodicounnu pezynmamu 3a epuxacnocm u bezonacnocm npu neouampuynu nayuenmu ¢ bAX
(SALTO)

EdukacHocTTa 1 6€301MacHOCTTa IpHU HeauaTpudHy nanueHTu ¢ BAX Ha Bb3pact ot > 2 10

< 18 ronuHM € OIleHeHa 0 ONUCATEIeH HAYMH B MHOTOLIEHTPOBO, PAHAOMHU3UPAHO, TBOWHOCIISIIO,
1ane00-KOHTPOIUPaHo mpoyuBane ¢asa 3 ¢ napanensu rpynu (SALTO). O6mio 138 manuentu ca
pangoMm3upany B choTHommeHue 1:1 ga momyuasar cenexcunar (N = 69) wm mnare6o (N = 69) na
msTH gHEBHO. Jlo3ute cenekcumar 100, 150 wm 200 mukporpama ca tutpupann 10 800, 1 200 wmm

1 600 Mukporpama /iBa bTH JHEBHO B 3aBUCHMOCT OT KaTETOPHATA Ha TETJIOTO U IIOHOCUMOCTTA (BXK.
TouKa 5.2). MeXAMHHUAT aHaIN3 € U3BBPILEH, Korato 92 manueHTH ca JOCTUrHaIM 24 ceIMHULY Ha
JIeYeHHeE.

IIspBuuHaTa KpaiiHa TO4Ka Ha IPOYYBAHETO € BPEMETO 10 MbpBaTa, NOTBBpAcHa OT KomucusTa 3a
knangan croutus (KKC), mporpecus Ha 3a0051s1BaHETO, 10 MAKCUMYM 7 THH CJIEJ ITpUeMa Ha
MOCTIEHATA /1032 OT MPOYYBAHOTO JeueHue. BropuyauTe U eKCIIopaTOpHUTE KPailHU TOYKU
BKJIIOYBAT 0€30MacHOCT U IOHOCUMOCT, ipoMsaHa B (MWD, BbB ¢pynkunonanennus kiac (FC) mo
C30 u B nanauTe 32 N-TepMUHATHHS GparMeHT Ha POXOPMOHA Ha MO3BYHHUS HATPUYPETHUCH
nentus (NT-proBNP), kakTo u B pe3yaTaTure oT exokapauorpadusi, BbB (u3ndeckaTa akTUBHOCT U B
Ka4eCTBOTO Ha >KUBOT.

Karo 1510 Meiuanara Ha MpObJDKUTEIHOCTTA Ha JiedeHueTo ¢ S0 ceamuiy, a npudausuteso 50%
OT MaNUEHTUTE JocTHTaT A0 12 Mecena nedeHue. [lo-ronsMaTa 4act OT NAIUSHTUTE HMAT
nauonatnaHa bAX (55,8%), momydaBat ocHOBHa komOuHMpaHa Tepanus (74,6%) u umart FC 11 mo
C30 (76,8%). Cpennata BB3pacT Ha nanuenture € 11,8 roqunu (nuamnazon 3-18 ronunn).

Cwoutns, norespaenu ot KKC, cBbp3anu ¢ mporpecus Ha 3a00Is1BaHETO, C€ ChOOIaBaT mpu 16
(23,2%) nauuenTtu B rpynara Ha cenekcumnar ¥ 11 (15,9%) B miane6o rpynara.

EctectBOTO Ha CHOOIIIEHHUTE HEXKETAHU CHOUTHS € B CHOTBETCTBHE C M3BECTHUS Mpodui Ha
0e301MacHOCT Ha CeJIeKCHUIar (XapaKTepr3upal] ce MPEeIUMHO C TPOCTAIMKIHH-TIOJOOHN HEeXEIaH!
peaxkuu; BXK. Touka 4.8) ¥ ¢ O4aKBaHUTE CHOMTHSA NPH MOMyIausaTa nanueHTn ¢ BAX, BKIIIOYHTENHO
HEeXeJlaH! CHOUTHA, CBBP3aHU C Mporpecus Ha 3abomsBaneTo. [1o Bpeme Ha meproia Ha TUTPUPaHE
He)KeJIaHaTa peaklLus MOBPBILAHE ce choOIaBa ¢ mo-Bucoka yecrora (19 [27,5%] B rpynaTa Ha
cenekcurar u 5 [7,2%] B rpynara Ha miare00) B CpaBHEHUE C Bb3pacTHHUTE (BXK. TOUKa 4.8).
[porpecus Ha 3ab6onsaBaneto BAX e Hali-uecTo chOOIABAHOTO CEPHO3HO HEXKETAHO CHOUTHE TIPU 8
(11,6%) manmenTH B rpynara Ha cenexcunar B cpaBHeHue ¢ 4 (5,8%) B rpynara Ha miarne6o. O0musT
Opoit cMBPTHU ciTydau opaau Besikakeu npuauan e 7 (10,1%) B rpymnaTa Ha cenexcumnar u 5 (7,2%) B
rpymara Ha miane6o, oT kouto 5 (7,2%) u 3 (4,3%) ca HacTBIMIM IO BpEMeE Ha JieYeHHE ChbOTBETHO
ChC CEJIeKCHIIAT | ane00. BCcHuku cMBPTHH CiTydan ¢ H3KJIIOUYEHUE Ha eINH ca cBbp3anHu ¢ BAX.

5.2 ®dapmMakoKWHeTHYHH CBOMCTBA

dapMaKOKHHETHKATa Ha CEIEKCUIIar ¥ aKTUBHUA My METa0OJINT ca IPOYy4YeHH OCHOBHO IIPH 3JpaBU
nvna. PapMakOKMHETHKATa Ha CEJIEKCHUIIAT U aKTHBHUS My METa0OJHT, clie]l IPWIOKEHHE KaKTO Ha
eIMHUYHA J103a, TaKa ¥ IPX MHOTOKPATHO NpuIIaraxe, € Ouiia 1030MpOoNopLUOHAIHA 10 eAMHUYHA

nmo3a ot 800 MUKporpamMa U mpu MHOTOKpaTHO npuiarane 10 1 800 Mukporpama aBa IbTH THEBHO.
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Crnex MHOTOKPATHO MpHJIaraHe CTallMOHAPHO CHCTOSHHE Ha CEJIEKCUTIAT U aKTHBHHUS My METa0OIHT ce
Joctura B pamkuTe Ha 3 aau. Cien MHOTOKpATHO IpUjlaraHe HiMa KyMyJupaHe B IJ1a3MaTa HUTO Ha
OCHOBHOTO BEIIIECTBO, HUTO Ha aKTUBHUS METa0OIUT.

[pu 371paBu nUIa UHTEPUHANBUIyATHATA BAPUAOWITHOCT Ha €KCIIO3UIHATA (TUIOIITA 0] KpUBaTa 3a
WHTEpBaja Ha JI03MpaHe) B PABHOBECHO ChCTOSIHHE € ChOTBETHO 43% u 39% 3a cenexcumar u
aKTUBHUSA My MeTabonuT. UHTpanHauBHIyalHATa BAPHAOMITHOCT Ha EKCIIO3UIINATA € ChOTBETHO 24%
u 19% 3a cemekcunar U akTUBHHAS My METaOOJIHT.

Excrio3unusita Ha ceNeKcunar U akTUBHUS METaOO0JIUT B pABHOBECHO ChCTOSIHHE TpY narueHTy ¢ BAX
W 37[paBU JiHIa € cxoHa. DapMaKOKMHETHKATA HA CEJICKCUTIAT U aKTUBHUS METa0OJIHT TIPU MAIlUCHTH
¢ BAX He ce moBNMsIBA OT TEKECTTA HA 3a00JISIBAHETO U HE CE TIPOMEHS C BPEMETO.

AOcopouus

Cenekcumnar 06p30 ce abcopoupa U ce XUAPOIU3npa upe3 KapOOKCHIIecTepasy B YepHHS IPOO 10
AKTUBHUS CH METa0OJIHT.

MakcuManHuTe HaOJIF01aBaHU IUIa3MEHU KOHIICHTPAIMK Ha CEJICKCHUIIAr U aKTUBHUS My METa0OJIUT
cJe/1 epopaTHo MPUIOKEHUE Ce TOCTUraT ChOTBETHO cien 1-3 u. u 3—4 u.

AOcosoTHaTa OMOHAIMYHOCT Ha CEJIEKCUIIAT MPH Xopa € npubiu3uteato 49%. ToBa Hali-BEpOSATHO ce
JBJDKH Ha e)eKTa Ha IbPBO MPEMUHABAHE HA CEJICKCHUTIAT, Thii KaTo IIa3MEHUTE KOHIICHTPAIUY Ha
AKTHUBHUS METa0OJUT ca MoJO0HU CIIe/ MEPOPAITHO U MHTPABEHO3HO MPUIIOKEHUE HA €[HA U ChIla
J03a.

IIpu Hanuuue Ha XpaHa, EKCIIO3ULUATA HA CEIEKCUNAr ciel equHuyHa no3a oT 400 Mukporpama ce
noBumana ¢ 10% mpu mauyeHTu OT eBpoIeuHaTa paca 1 ce moHmwxana ¢ 15% npu mauueHTu oT
SIIIOHCKH TPOM3XO0I, IOKATO EKCIIO3UIUATa Ha aKTUBHHUSI META0OJIMT Ce MOHMKaBa ¢ 27% (MalueHTH
OT eBporienaHaTa paca) u 12% (mauueHTH oT AIMoHCKH npousxon). [loBede marieHTy ca ChOOIIIITH 3a
HEeXellaHW CHOWTHS CIIe]] MPUIIOKEHUE Ha TIIaHO, OTKOJIKOTO CJIE]l XpaHeHe.

Paznpenenexue
Cenexcunar u akTUBHHAT My METaOOIHT ce CBhP3BaT BHB BHCOKA CTEIICH C TTA3MEHUTE MPOTEHHH
(06mmo mpubnuzuTenno 99% u B chiiaTa crened ¢ anoymuH U andal-kucen rmukonportenH). O0eMbT

Ha pa3snpeacjiaCHUC Ha CCIICKCHUIIAl B PABHOBECHO CbCTOAHUC € 1 1,7 L.

BuorpancdhopMarus

Cenexcunar ce XUIpoJau3Upa 10 HeroBUs akTUBEH META00JIUT B YEpHUS APOO U uepBara OT
kapOokcuiectepaszu. OKCHAATUBHUAT MeTaboIn3bM, KaTanusupan ocHoBHO oT CYP2C8 u B mo-manka
crenieH oT CYP3A4, Bonu 1o oOpasyBaHe Ha XHUAPOKCHINPaHH U Neankunupanu npoaykta. UGT1A3
u UGT2B7 y4acTBat B IIFOKyPOHHPAHETO Ha aKTUBHUSA MeTa00auT. C U3KITIOUEHHE Ha aKTUBHUS
METa0OJINT, HUKOW OT METaOOJIMTHTE B YOBEIIKATA IJIa3Ma He HaaBuiIasa 3% oT o01mus MaTepual,
CBBP3aH ¢ JekapcTBoTO. KakTo npu 31paBu auna, Taka v npu nanuentu ¢ bAX, cien nepopainHo
NPUIOKEHUE EKCIIO3UIUITA Ha AKTUBHHS META0OJIUT B CTAIIMOHAPHO CHCTOSIHUE € TIPUOIU3UTEITHO 3-
110 4-KpaTHO TMO-BHCOKA, OTKOJIKOTO HA OCHOBHOTO BEIIIECTBO.

EnumMunupane

EnuMuHMpaneTo Ha cellekcumar cTaBa MpeJMMHO Y4pe3 METa00IN3bM ChC CPE/ICH TePMUHAIICH
ory>kuBoT 0,8—2,5 4. AKTUBHHUAT METa0OIUT UMa TOITYKHUBOT 6,2—13,5 4. OOIUAT KIUPHHC HA
cenekcumnar B opranusma e 17,9 1/4. Exkckperusita mpu 31paBH Jdiia 3aBbpIiIBa 5 THU CIIe
MIPUJIOKEHUETO U CE OCHIIECTBABA OCHOBHO 4pe3 (hekamuute (KOeTo CheTaBisiBa 93% oT mpuiiokeHara
n03a) B cpaBHeHHeE ¢ 12% B ypuHaTa.

19



CrelyaiHy MOmyIallin

He ca HaOnronaBaHu KIIMHUYHO 3HAYMMU €()EKTH Ha I10JIa, pacara, Bb3pacTTa WiIH TEJICCHOTO TErI0
BBPXY (papMaKOKUHETHKATa Ha CEJICKCHUIIAT M aKTHBHUS My METaOOJHT NPH 37paBy JIMIA WA
manrenTd ¢ BAX.

Heouampuuna nonynayus

®dapMaKOKMHETHKATA HA CEICKCHUTIAT MPY NISANATPUIHY IMAIIMEHTH Ha BB3PacT oT > 2 1o < 18 roauau
¢ BAX e npoy4eHa B oTKpHUTO npoy4BaHe (aza 2 ¢ eano pamo (AC-065A203 [N =62]) u 8 SALTO
[N =36] [Bx. Touka 5.1]).

Ha meauarpuyanTe MANMEHTH € MPIJIaraH celekcunar B HauaiaHa go3a 100 Mukporpama jiBa mbTH
ITHEBHO (TenecHo Terio > 9 kg u < 25 kg), 150 Mmukporpama 1Ba mbTH JHEBHO (TeJecHO Terio > 25 kg
u <50 kg) n 200 Mukporpama aBa mbTH IHEBHO (TesecHo Terio > 50 kg). Jlo3aTa ce TuTpupa 10 Haii-
BHCOKATa WHIWBUYATHO TIOHOCHMA /1033, MakcuMyM 110 800 MUKporpamMa JBa IbTU JHEBHO (TEIECHO
terao > 9 kg u < 25 kg), 1 200 Mukporpama jBa bTH THEBHO (TeNleCHO Teryo > 25 kg u < 50 kg) n

1 600 Mmukporpama 1Ba bTH JHEBHO (TenecHo Terio > 50 kg). [Ipunoxenara cxema Ha Mpuiarase,
KOPUTHPAaHAa CIIPSIMO TEJIECHOTO TETJIO, BOJU /10 KOMOMHHUPaHA EKCIIO3UIIHS Ha CEJIEKCUTIAr U HETOBHUS
AKTHUBEH METa0OJINT, CpPaBHUMA C Ta3H, HAOJI0AaBaHa P Bh3PACTHH NAIUEHTH.

bvbOpeuno yspesicoane

ITpu nanmentu ¢ Texko 660peuno yBpexaane (€GFR < 30 ml/min/1,73 m?) ce nabmronasa 1,4- 10
1,7-KpaTHO MOBHUILICHHE HA EKCIO3UIMATA (MAaKCHMaITHATA TIa3MEHA KOHIICHTPALHS ¥ TUIOLITA TI0]T
KpHBaTa KOHIICHTPALHUSI-BPEME) Ha CEJICKCHUIIAT U aKTHBHHS My METaOOJIHT.

Yeprnodpobno yepesicoane

[Ipu nauuentu c nexo (Child-Pugh knac A) unu ymepeno (Child-Pugh xnac B) yeproapobno
yBpeXKJIaHe, eKCIIO3UIMATA HA CEJIEKCHIIAT € ChOTBETHO 2- U 4-KpaTHO M0-BUCOKA B CPAaBHEHHUE C Ta3H
TpY 37paBy Juna. Excro3uiusiTa Ha akTHBHHS METa0OJIMT OCTaBa TIOYTH HEMIPOMEHEHA TIPH MallUeHTH
C JIEKO YepHOAPOOHO YBpEXKIaHe, ¥ ce YABOSBA MIPH MAllMEHTH C YMEPEHO YepHOAPOOHO yBpEKAAHE.
Camo asama nauuenTty ¢ Texkko (Child-Pugh knac C) uepHonpoOHO yBpexaaHe ca noiayvyaBain
cenekcumnar. Excrio3unysaTa Ha CeNIeKCHUIAr U akTUBHUS My METaOOJIUT TP TE3H JiBaMa MaIleHTH €
Omia moo0Ha Ha Ta3u npu nanueHT ¢ ymepeHo (Child-Pugh xnac B) yepHoapoOHO yBpekaaHe.

B®b3 0cHOBa Ha JaHHW OT MOJICNIMPAHE M CUMYJIAIHSI OT IPOYYBaHE MPH MAIMEHTH C YePHOPOOHO
YBpEXKIIaHEe, eKCIIO3UIIUATA Ha CETICKCHIIAT B PABHOBECHO ChCTOSHIE MPH MAIMEHTH C YMEPEHO
yepHOApoOHO yBpexkaane (Child-Pugh kinac B) cnex cxema Ha npunarane BeAHBX JHEBHO Ce
NpEeIBIIKIA /1A € TPUOIN3UTEIHO 2-KPaTHO MO-BHCOKA, OTKOJIKOTO IPH 3paBH JIMIA TIPH CXeMa Ha
NpuiIarale JiBa MbTH JTHEBHO. EKCo3uIuaTa Ha akTHBHUSI METaOOIIUT B PABHOBECHO CHCTOSIHUE MTPU
T3 NAMEHTH NPU CXeMa Ha IpHIaraHe BeJHBK JHEBHO Ce NMPEIBIKIA J1a € 0100Ha Ha Ta3! MPH
3[paBH JIMIA IPU CXeMa Ha IpHUJIarase J1Ba MbTH JHEBHO. [lameHTy ¢ TexXKo 4epHOIpoOHO
yBpexaane (Child-Pugh knac C) ca mokazanu nogoOHa npenBukaaHa eKCIO3UIHsI B paBHOBECHO
CHCTOSIHUE Ha Ta3H NPH MAIEHTH C YMEPEHO YePHOAPOOHO YBPEKIaHe PU cCXeMa Ha Mpujlarane
BE/IHBXK JTHEBHO.

5.3 IIpeakJMHUYHU AAHHM 32 0€30MACHOCT

B npoyuBaHusATa 32 TOKCHYHOCT [P MHOT'OKPAaTHO ITPUJIaraHe IpU IPU3a4M, CUIHOTO IIOHMKABaHE Ha
KPBBHOTO HAJATaHE € B PE3YJITAT Ha 3acHIeHU (papMaKkoIorudHu eheKTH, MHIyLUPaHU IPEXOqHN
KJIMHAYHY IPU3HALM 1 HaMaJleHa KOHCYMaIl¥sl Ha XpaHa U HaJiaBaHe Ha TesecHo Terio. [pu
BB3PACTHU U MOJPACTBAIIN KydyeTa KaTO OCHOBHHU TapreTHU OPraHu ciejl JeueHHe ChC CeJIeKCUIar ca
YCTaHOBEHH THHKHTE Y€PBa M KOCTUTE/KOCTHHUAT MO3BK. [IpH moapacTeay Kydera ce HabIoaaBa
3a0aBeHO 3aTBapsHe Ha (heMopaHaTa W/iii THOMATHAaTa e u3apHa pacTexHa riodyka. He e
YCTaHOBEHO HMBO 0e3 HaOJro1aBaHU HexenaHu peakiuu. [Ipu nmogpacTeany Kyuera CriopagudHo ce
HaOJrofaBa MHBAarvHALKS BCIIEACTBUE HA €(DEKTH BHPXY YPEBHUS MOTHIIUTET, CBBP3aHH C
mpocTanukiInHa. ['panumaTa Ha 6e30MacHOCT, aganTtupana 3a [P penentopraTa akTHBHOCT Ha
AKTUBHHS METa0OJIHNT, € 2 TTHTH [10-BUCOKa (Bb3 OCHOBA Ha 00I1aTa eKCIIO3HIIMS) [0 OTHOLICHUE Ha
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TepaneBTUYHATA EKCIO3UIMA MTpH Xopa. Ta3n Haxolka He ce HaboJaBa B MPOYYBAHUS 32
TOKCHUYHOCT IIPH MUIIIKH WU TThX0BE. [lopaan BumoBocnenudpuaHaTa YyBCTBUTETHOCT Ha KydeTaTa
Jla pa3BUBAT WHBarMHAIUS, CE CUHTA, Y€ Ta3H HAXOJKa HSIMa 3HAYCHHE MTPHU BB3PACTHHU XO0Pa.

Cuwurta ce, e oBHIIIeHAaTa OCU(UKALINS HA KOCTUTE U CBBP3aHUTE C HEsl IPOMEHH B KOCTHHS MO3bBK B
MIPOyYBaHUS MPHU KydeTa ce AbJDKAT Ha akTuBHpaHeTo Ha EP4 penentopute mpu kydera. [Ipu xopara
EP4 penieniTopute He ce aKTHBHUPAT OT CEJICKCUTIAr WK HETOBUS aKTHBCH METa0O0JIUT, TO3U S€PEKT €
BUIOBOCTIEIN(DIYEH U CIEOBATEIHO HE € OT 3HAYCHHE IIPU XOparTa.

Cenekcumnar ¥ akTUBHHUAT My MeTa0OIUT HE ca TCHOTOKCUYHU Bb3 OCHOBA HA O6H_II/IT€ JaHHHU OT
MPOBCKAAHUTEC MMPOYUYBAHUA 3@ TCHOTOKCUYHOCT.

B 2—FO,Z[I/IHJHI/ITC MMpOYy4YBaHUA 3a KapUCPOTCHHOCT, CCJICKCHUIIAr € JOBCII 10 MMOBHUIICHA YCCTOTA HA
TUPCOUAHU aAICHOMMU IIPU MUIIKH U aICHOMHU Ha KJIICTKUTC Ha Leydlg IIpH IUTbXOBE. MexaHu3MuTe ca
CHeHI/Iq)I/IT-IHI/I 3a rpyu3adyure. VYcranoBeHa € U3BUTOCT Ha PETUHATHUTE apTECPUOJIN CIIC 2 TOOWHHN
JICYECHUEC CaMO IIpU ILUIBXOBE. ITo MexaHHU3bBM TO3H e(i)eKT CC€ CUMTa 3a MHAYUHPAaH OT JOXXUBOTHA
BazogwiiaTanus U NoCJICABAIIATC IPOMCHU B OYHATA XEMOJWHAMUKA. I[OH’BJ'IHI/ITGIIHI/I
XHUCTOIMAaTOJIOTMYHU HAXOJKU IIPH MPUITIOKCHNUE Ha CCJICKCUIIAr ca Ha6JHOI[aBaHI/I caMo pu
CKCIIO3UIIUH, KOUTO B rojiiMa CTCIICH HAa/IBUIIaBAT MaKCUMaJIHaTa €KCIIO3UIUA IIPH XO0pa, MOKa3BaMKH
MaJIKO 3HA4YCHUC IIPpU XOpa.

B npoyuBane 3a ¢epTuimTeTa NpH ITEX0BE Ce HAOMI0/1aBa yAbKaBaHe Ha €CTPATHUS IIUKbI, BOJCIIO
JI0 yBeJIMYaBaHe Ha AHUTE 10 KOIMyJalHs NPy eKCIIO3ULINH, KOUTO HaABHIIaBatT 173 mbTH
TEpaneBTUYHNUTE EKCIIO3ULUH (B3 OCHOBA HA OOILIUTE €KCIIO3UIIMHN ), KaTO HUBOTO 0e3 HaOIr01aBaHn
Hexxenanu edext e 30 MbTH HaJ| TepaneBTHYHHUTE eKcro3unnuu. OCBeH TOBa IapaMeTpuTe Ha
(dhepTHIIUTETA HE CA TIOBJIUSHH.

Cenexcunar He € TepaTOTeHEeH IPH ILTHXOBE U 3alIH (CHOTBETHO 13 1 43 MbTH MO-BUCOKYU TPAHUIIN HA
SKCTIO3UITUS Ha/l TeparieBTUYHATA SKCIIO3UITHS 3a CEJICKCUTIAT U aKTUBHUS METabOINT, B3 OCHOBA Ha
oOmrara excro3utyst). I’ paHunnTe Ha 6€30MacHOCT MO OTHOIIICHUE HA TOTEHITHAIHU e(eKTH, CBhP3aHH
¢ IP penieniropuTte, BEpXy penpoaykTuBHUTe (pyHKINH, ca 20 3a GpeprunmreTa u S 1 1 (B3 OCHOBA Ha
€KCITO3UIUS Ha HECBBP3aHO BEIIECTBO) 3a eMOPHO-(PETATHOTO Pa3BUTHE, ChOTBETHO NPU TUTHXOBE U
3aifIIK, KOraTo ce aJanTHpaT 3a Pa3IuKUTE B aKTUBHOCTTA Ha perentopure. B mpoydBaHeTo 3a
Mpe-/TIOCTHATAITHOTO Pa3BUTHE TP TUIBXOBE CENEKCUTIAT HE € MHAYIUPal epeKTH BEpXy
PENpOAYKTUBHUTE (PYHKIIMU HA MalKaTa WA MaJIKUTE.

6. DAPMAIEBTUYHU JAHHHU
6.1 Choucbk Ha NOMOIIHHUTE BeLIeCTBA

Anpo Ha TabnerkaTa

Manuron (E421)

HapeBnuHo HuIIECTE

Hucko 3amecTena XuapoKCHIIPOIIIIIIETYI032a
XUAPOKCUTTPONMIILIENTYII03a

Marne3sues creapar

DuIMOBO MOKPUTHE

Uptravi 100 muxpoepama durmupana mabremra
Xunpomenosza (E464)

[Ipormnen rimkon (E1520)

Turanor muokcuz (E171)

Kot xenesen oxcun (E172)

UYepen xenesen okeun (E172)

Kapuay6cku Bocsk

Tank
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Uptravi 200 muxpoecpama gpurmupana mabiemxa
Xunpomenosza (E464)

[Iponunen riukon (E1520)

Turanos muoxcuz (E171)

Koot sxenesen oxcun (E172)

Kapruay6cku Bocsk

Uptravi 400 muxpoepama urmupana mabiemka:
Xunpomenosza (E464)

[ponunen rauxon (E1520)

TurtanoB muokcun (E171)

Uepsen xenesen okeun (E172)

Kapnay6cku Bocbk

Uptravi 600 muxpoecpama guimupana mabiemra:
Xunpomenosza (E464)

[pormnen roukon (E1520)

TuranoB nuokcua (E171)

Uepgen xenesen okeup (E172)

UYepen xenezen oxcun (E172)

KapnayOcku Bochk

Uptravi 800 muxpocpama urmupana mabremxa:
Xumpomenosa (E464)

[Tpormmunen ravkon (E1520)

TurtanoB nuokcun (E171)

JKbnt xenesen okenn (E172)

Uepen xene3eH okcua (E172)

Kapnay6cku Bocbk

Uptravi 1000 muxpoepama ¢punmupara mabremxa:
Xumnpomeno3sa (E464)

[Ipommnen roukon (E1520)

TurtanoB nuokcun (E171)

Yepaen xene3en okcup (E172)

Kbt xenesen okcup (E172)

Kapnay0Ockn Bochk

Uptravi 1200 muxpoepama ¢punmuparna mabremxa:
Xumpomenosa (E464)

[Ipormnen roukon (E1520)

Turanos nuokcua (E171)

Uepen xkenesen okcup (E172)

Uepeen xenesen okeun (E172)

KapnayOcku Bochk

Uptravi 1400 muxpoepama gpuimupana mabiemra:
Xunpomenosza (E464)

[ponunen rauxon (E1520)

TurtanoB nuokcun (E171)

Kunt xenezen okenn (E172)

Kapnay6cku Bocbk

Uptravi 1600 muxpoepama gpuimupana mabiemra:
Xunpomenosza (E464)
[ponunen rauxon (E1520)
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TurtanoB nuokcun (E171)

Uepen xkenesen okcup (E172)

Yepsen xene3en okcup (E172)

Kbt xenesen okcup (E172)

KaprayOcku BochK

6.2 HecbBMecTHMOCTH

Henpunoxumo

6.3 Cpok Ha roaHOCT

brucrep: 4 ronuHy.

HeorBopena OyTtuika: 2 rogunau. Crier MbpBOTO OTBapsHE Ha OyTHIIKaTa: 5 Mecela WiH A0 U3THYaHe
Ha CPOKa Ha TOAHOCT (KOETO OT JABETE HACTHIIU ITBPBO).

6.4 CrnenuanaHu ycaI0BHS HA CbXpaHeHHe

To3zu ekapcTBEH MPOAYKT HE M3UCKBA CHELMAIHH YCIIOBUS HA ChbXpaHEHHUE.

6.5 Buawu chabp:kaHue HA ONMAKOBKATA

Uptravi 100 Mukporpama dhuaMupany TabJIETKU

Byrunka ot monuerunen ¢ Bucoka mrbTHOCT (HDPE) che 3amuTena ot fena kamayka Ha BUHT,
ChIOBpIKAIIA Karcysa ¢ 1 g cymmuTen CHIMKares B Karmadykara, ¥ TOIUTHHHO 3alle9aTaH CIOM.

Kapronenu xytun ¢ 60 punmupanu tadbnetku. (OyTHIKN)
Kapronenu kytuu c¢be 140 punmupanu Tabnetku (OrakoBKa 3a TATPUPAHE, Oy TUIIKH).

Uptravi 200 MukporpaMa ¢hpuiMupaHy TabJIETKU

bauctep ot noauamuy/anymunnii/ HDPE/PE ¢ Bkmouen cymmrenr/HDPE, 3aneuata ¢ amyMUHHEBO
thonmo.
Bceku 6nucrep cpappka 10 punmupanu tabieTky.

Kapronenu kytuu ¢ 10 win 60 puamupanu tadaetku (1 wiu 6 6aucTepa).
Kapronenu xytun ¢ 60 unu 140 punmupanu TabneTky (OMAaKOBKH 3a TUTpHpaHe, 6 uinn 14 omucrepa).

Uptravi ¢puamupanu tadinerku ot 400 muxporpama, 600 muxporpama, 800 Mukporpama,
1 000 mukporpama, 1 200 mukporpama, 1 400 mukporpama u 1 600 Mukporpama

bauctep ot noauamuy/arymunnii/ HDPE/PE ¢ Bkmouen cymmrenr/HDPE, 3aneuatad ¢ anyMUHHEBO
thonmo.

Bceku 6nucrep cpappka 10 punmupanu tabieTky.

Kapronenu kytuu ¢ 60 ¢punmupanu Tabnerku (6 6aucrepa).

He Bcuuku BHIOBE ONTAKOBKK MOTaT fia ObJIAT MyCHATH B IPOAKOA.

6.6 CrnenuajaHu NpeanasHu MepKHU NMPH U3XBbPJIsIHE

Hewnsnon3sanust JICKAPCTBECH MPOAYKT WM OTHAABYHUTEC MAaTCpUaJId OT HETO TpSI6Ba ha C€ U3XBBPJIAT
B CbOTBECTCTBUEC C MCCTHHUTC N3UCKBaHMU.

7. IMPUTEXATEJI HA PASPEHIEHUETO 3A YIIOTPEBA
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Janssen-CilagInternationalNV
Turnhoutseweg 30

B-2340 Beerse

benrus

8. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/15/1083/001
EU/1/15/1083/002
EU/1/15/1083/003
EU/1/15/1083/004
EU/1/15/1083/005
EU/1/15/1083/006
EU/1/15/1083/007
EU/1/15/1083/008
EU/1/15/1083/009
EU/1/15/1083/010
EU/1/15/1083/011
EU/1/15/1083/012
EU/1/15/1083/013

9. JATA HA I'bPBO PA3ZPEIIABAHE/TIOJJHOBSIBAHE HA PASPEIIEHUETO 3A
YIHOTPEBA

Jlata Ha BEpBO pazpemanane: 12 maii 2016 T.

JaTta Ha nmocienno noxHoBsiBane: 14 mekemspu 2020 r.

10. JATA HA AKTYAJIU3BUPAHE HA TEKCTA

02/2026

ITonpoOHa nHpOpManUs 3a TO3H JEKAPCTBEH MPOAYKT € MPeI0CTaBeHa Ha yebcalita Ha EBponeiickara
areHIs 110 JieKapcTBaTa https://www.ema.europa.eu.
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NNPUJIOKEHMUE 11

MHNPOU3BOJUTEJI(M), OTTOBOPEH(HH) 3A OCBOBOKJIABAHE
HA ITAPTHU AN

YCJIOBUA NJIM OTPAHUYEHMUSA 3A TOCTABKA U YIIOTPEBA

APYTU YCJOBUA U UBUCKBAHUSA HA PASPEIIEHUETO 3A
YIIOTPEBA

YCJIOBUSA UJIN OT'PAHUYEHUS 3A BE3OITACHA U
EDOEKTUBHA YIIOTPEBA HA JIEKAPCTBEHUA ITPOAYKT
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A. NPOU3BOIUTEJI(M), OTTOBOPEH(HM) 3A OCBOBOXJIABAHE HA ITAPTU/ M

Hwme u aapec Ha npousBoauTeasa(UTE), OTTOBOPEH(HM) 32 OCBOOOKJaBaHE HA MAPTUINTE

Janssen Pharmaceutica NV
Turnhoutseweg 30

B-2340 Beerse

Benrusa

b. YCJOBUsA NI OI'PAHUYEHUA 3A TJOCTABKA U YIIOTPEBA

JlekapCTBEHUSAT MPOAYKT CE OTITyCKA IO OTPaHUYEHO JieKapcko npeanucanue (Bx. [Ipunoxenue I:
Kpartka xapakTepucTika Ha IpoAyKTa, Touka 4.2).

B. APYI'H YCJOBUA U U3UCKBAHUS HA PASPEHHIEHUETO 3A YIIOTPEBA
. IMepuoguynm akTyaausupanm aokjaaau 3a oezonacuoct (ITAIB)

N3uckBanusita 3a nojnaane Ha [TA/Ib 3a To3u JiekapCTBEH MPOAYKT ca IOCOYEHH B CITUCHKA C
pedepenTauTe natu Ha EBponetickus cpro3 (EURD cniuchk), mpensuaeH B wi. 1078, an. 7 oT
HupextuBa 2001/83/EO, 1 BbB BCHUKH CIICIBAIIN aKTyaTH3aIluH, TyOIHMKyBaHN Ha
EBPOIIEHCKHUS yeOropTal 3a JIeKapCcTBa.

. YCJI0OBUsA WIN OI'PAHUYEHUA 3A BE3OITACHA U EOEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHUS NIPOAYKT

. IInan 3a ynpasaenue Ha pucka (ITYP)

[purexatensaT Ha pa3pemienuero 3a ynorpeda (IIPY) TpsdBa na u3BbpIIBa U3NCKBAHUTE
NIEHHOCTH M JeMCTBHA, CBBP3aHH C MPOCIeIIBaHe Ha JieKapcTBeHaTa 0€301acHOCT, TOCOYEHHU B
onobpenwus [1YP, npencraBen B Mozyn 1.8.2 Ha paspemenneTo 3a ynorpeda, KakTo u BbB
BCHYKH CIIE/IBAIN OA00peHH akTyanu3auu Ha [TYP.

Axtyanmsupas [IYP Tpa6Ba na ce monasa:

e [0 MCKaHe Ha EBponelickara areHIus 10 JeKapcTBaTa;

e BHHAruW, KOraTo ce U3MEHs CUCTEMAaTa 3a YIPaBJICHUE HA PUCKa, 0COOEHO B pe3yiTaT Ha
MOJIy4aBaHe Ha HOBA MH(pOpManus, KOSTO MOXe Aa JOBEAE A0 3HAYMMHU IIPOMEHU B
CHOTHOILIEHHETO I0J13a/PUCK, WK CJIeA JOCTUIAaHE HAa Ba)KEH eTal (BbB BPB3Ka C
npoce/siBaHe Ha JIeKapcTBeHaTa 0€30IaCHOCT WU CBEXKAAaHE HAa PUCKA 1O MUHUMYM).

L I[OH”[)J'[HHTCJ'IHI/I MEPKH 32 CBCK/AAaHE HA PUCKA 10 MUHUMYM

[Ipenn myckaneto B mpogaxk6a Ha Uptravi BEB BeAKa IbpkaBa wieHka, [IPY tpsOBa nma ceriiacysa
ChIBPXKAHUETO U (hopMaTa Ha CHCTEMaTa C KOHTPOJIHMPAH I0CThI ¢ HalmoHaHus KOMIIETeHTEeH
OpraH.

CucreMaTa ¢ KOHTPOJIMPAH JOCTHII UMa 32 11eJ1 Jja YJIECHU UIeHTU(HUIHPAHETO Ha MPEAINHCBAIINTE
JIeKapw, a UM OCUTYpPH MOIXosmara napopmanus 3a 6e3omacHara 1 eeKTHBHA yrnorpeda Ha
Uptravi u 1a UM Npe1ocTaB HHCTPYMEHTH 3a CBEXIaHE Ha PUCKA 10 MUHUMYM, 0COOEHO 10
OTHOLIEHNE Ha IIOTEHLHMAIHHS PUCK OT JIeKapcTBeHa rpemka. Cucremara ¢ KOHTPOJIMPAH AOCTBII
TpH6Ba Ja BKJIFOYBA TPpHU KJIIIOYOBU IMPUHIIUIIA, KOUTO 1€ 6’bﬂaT BKJIFOUC€HHU BBB BCsAKa CUCTEMA BbB
BCUYKH JIbPKaBU WieHKU. Te ca:

. Wnentnduuupane u noabpkaHe Ha CIIUCHK HA BCUYKH JieKapy, npeanucsaiu Uptravi;
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) IIpenocraBsiHe Ha KOMIUIEKTH Ha BCHYKH HICHTHGUIINPAHU TPEITACBAIIH JICKAPH, CIICITAATHO
3a J1a ce CBEJIC 10 MUHUMYM PUCKBT OT JIEKAPCTBEHA IPEIIKa;
) IIpocnensBane Ha MOy4aBaHETO HAa KOMILIEKTUTE OT MPEANUCBAIIUTE JIEKAPH.

[IPY Tps6Ba ma rapanTHpa, 4e BHB BCSIKA AbpKaBa WIeHKa, B Kosito Uptravi € ImycHaT B Ipojiaxoa,
BCUYKH MEJIUITMHCKH CIICIIUATICTH, KOUTO CE OYaKBa Ja peAnucBaT u/umm otimyckar Uptravi, ca
cHa0JIeH! ¢ KOMITICKT 3a TPEeAMUCBAIIHSI JIeKap, ChIIBPIKAIIL CIIEHOTO:

Kparkara xapaktepuctuka Ha npojaykra 3a Uptravi;

[punpyxapaio mucMo 10 MEAUIIMHCKHS CTICIIHAITUCT;

Happunuk(um) 3a THTpUpaHe 32 METUITMHCKHS CIISITUATNCT BEPXY A4 TaMUHUpaHa KapTa;
Hapbuauk(1v) 3a THTpUpPAHE 3a MMAICHTA;

JIucToBka 3a manueHrTa.

HpI/IIlp}/')KaBaHIOTO IHUCMO 10 MCAUIMHCKHA CIICHUAIUCT TpH6Ba Ja 06HCHHB3, 4¢ nejaTa Ha
O6y‘II/ITCJ'IHI/ITe Marepualiv € Ja C€ CB€AC 10 MUHUMYM pPUCKA OT I'pCIIKa B IPUEMAHUTC MCIIUKAMCHTH,
rnmopaayu HAJIM4YHUETO HAa MHOI'O TaOJIETKH C Pa3INYHO KOJINMYECTBO HA aKTUBHOTO BEIICCTBO, U Tp$[6Ba Ja
MpeaOoCTaBu CIIMCHK HAa CbABPKAHNUCTO HAa KOMIIJICKTA 3a NPEAIMCBAIUA JIEKap.

HappuHuinure 3a TUTpUpaHE 3a MEIUITUHCKUS CIICIUAINCT BbPXY A4 TaMUHUpPaHA KapTa 3a
HavanHuTe 103U cenekcumnar ot 100 mukporpama n 200 MuKporpama ca npeJHa3HaueHH J1a CBeJat A0
MHUHHUMYM PHCKa OT T'peIIKka B MPUEMaHUTE MEINKAMEHTH, ITopaau (pa3ara Ha TUTpHpaAHE MIPH
3aro4BaHe Ha Jiederne ¢ Uptravi u To# TpsiOBa 1a ChIbpiKa CIETHUTE KIIFOUOBH EIEMEHTH:

Konuenus 3a no3upane u THTpUpaHE;

[IpemuHaBaHe KbM MO IBpPKAIIA 1032 ((Pa3a HA TUTPUPAHE);

OuakBaHUS U OBJIA/IIBaHE HAa HEXEJTaHU PEaKIMK 110 BpeMe Ha (hazaTa Ha TUTPHUPAHE;
[MoormipsiBaHe ¥ HAPHYHKK 32 MEIUIIMHCKHU CIICIHATMCTH 3@ TOBA KakK Jia 00IyBaT pa3oupaemMo
C MaIMeHTa 1Mo BpeMe Ha IIbpBaTa BU3KMTA, KAKTO M J1a TI0eMaT OTTOBOPHOCT 3a CBbP3BaHe C
naryeHTa mo BpeMe Ha (a3ara Ha TUTPHPAHE, YICCHIBAWKA KOMYHHUKAIUATA MEKIY
MEJIMIMHCKUS CICIIMATIUCT U MalMeHTa (Hy’K/la OT KOHTAaKT U HaCPOYBaHE Ha 00aKIaHUS 110
Tenedon).

WMa HapbUHULIM 32 TUTPUPAHE 34 MALMEHTA 32 HaYaIHUTE 103U cenekcunar ot 100 Mukporpama u
200 mukporpama. HappyHUKBT 3a TUTpHUpaAHE 3a MALUEHTA, KOUTO 1€ c€ U3MO0A3Ba OT MEAULIMHCKUS
CHEIHANKCT 10 BpeMe Ha 00CHKIAHHATA C TTAIIUEeHTa, TPsAOBa 1a ChbpKa CICIHUTE KITIOUOBU
€JIeMEHTH:
e Bepcus Ha pa3bupaeM 31K Ha HAPbYHHKA 33 TUTPUPAHE 32 MEAUIMHCKUS CIICIIUATIICT BBPXY
A4 namuHMpaHa KapTa;
e JlHeBHUK 3a ynecHeHHE Ha ynorpeOaTa Ha Uptravi U 3a moJceniane Ha NaudeHTuTe (Hamp. Aa
Ce CBBPIKAT ChC CBOS JIEKAP), KAKTO M MSCTO 3a 3alliCBaHe HA IIpueMa Ha TaOJlIeTKy;
o Hudopmarus 3a 6e3omnacHata u eheKTHBHA yrnoTpeda Ha Uptravi Ha pa3dupaeM e3uK.

HapbuHuKBT 32 THTpUpaHE 32 MAIMEHTa, ChOTBETCTBAIIl HA HAYAJIHUTE JO3H CEJIEKCHIIAr 3a MalueHTa
ot 100 mukporpama u 200 Mukporpama, 3aeIHO C JINCTOBKaTa, TPsiOBa Ja ce 1ajar Ha MalueHTa CIe/
neMoHcTpanusara. [lanmeHTrTe 11e moiyyaT HapbYHUK 32 THTPUPAHE U JIMCTOBKA B TEXHUTE OMIAKOBKHU
3a Tutpupane Uptravi.
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NNPUJIOKEHMUE II1

JAHHU BBPXY OITAKOBKATA U JINCTOBKA
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A. JAHHH BBPXY OITAKOBKATA
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JAHHHU, KOUTO TPABBA JIA ChbABPKA BTOPUYHATA OITIAKOBKA

KAPTOHEHA KYTHUSI - OITAKOBKA 3A TUTPUPAHE

1. HNME HA JJEKAPCTBEHUA ITPOAYKT

Uptravi 100 mukporpaMa GpuiaiMupaHu TaOJIECTKH
ceJleKcHuIar

‘ 2. OBsBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Beska pumvupana Tabnetka cpabpixka 100 MUKporpaMa ceeKcurar.

‘ 3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

Ounmupana TadneTka

OnakoBKa 3a TUTPUPAHE
140 dbunmupanu TabIeTKH

‘ 5. HAYYH HA ITPUJIOKEHUE U ITbT(UIIA) HA BBBEXKJIAHE

He paznensiite v He pa3TpolaBaure.
[Ipenu ynotpeda nmpoyerere IMCTOBKATa U HAPHUHUKA 332 TUTPUPAHE.
ITepopanuo npunoxeHue

6. CIHEHUAJIHO NPEAYHNPEXIEHUE, YE TEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSABA HA MACTO JAJIEYE OT IIOTJVIEJJA U IOCEI'A HA IEHHA

I[a CC CbXpaHsiBa Ha MACTO, HCAOCTHITHO 3a ACHA.

‘ 7. APYTI'U CIHIEHUAJIHM IIPEAYIPEXXIEHU A, AKO E HEOBXOJUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA I'OAHOCT

T'onen no:
M3non3BaiiTe B paMKUTE Ha 5 Mecela ciie]] IbPBOTO OTBAPSHE.

Jara Ha oTBapsiHe:

‘ 9. CIIEIJMAJIHH YCJIOBUSA HA CbXPAHEHHUE
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10. CIHEHNOUAJHU IMPEAITASHU MEPKU ITPU NU3XBBPJIAHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTHHAABYHU MATEPUAJIM OT THX,
AKO CE U3UCKBAT TAKHBA

11. HUME U AJJPEC HA IPUTEXKATEJISI HA PASPEIIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV
Turnhoutseweg 30
B-2340 Beerse

benrus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/15/1083/013

13. MAPTHUJAEH HOMEP

ITapTuna:

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘ 16. MH®OPMAIIMA HA BPAMJIOBA A3BBYKA

Uptravi 100 Mukporpama

‘ 17. YHUKAJIEH UWIEHTUOUKATOP — IBYU3MEPEH BAPKO/]

JBynsmepeH 0apKoJ ¢ BKIIOYCH YHUKAICH HACHTU(UKATOD

‘ 18. YHUKAJIEH UWIEHTUOPUKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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JAHHHU, KOUTO TPABBA JIA ChbABPKA BTOPUYHATA OITIAKOBKA

KAPTOHEHA KYTHUA

1. HNME HA JJEKAPCTBEHUA ITPOAYKT

Uptravi 100 mukporpama GpuiMupaHu TaOJIETKH
ceJleKcHuIar

‘ 2. OBsBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Beska pumvupana Tabnetka cpabpixka 100 MUKporpaMa celeKcurar.

‘ 3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

Ounmupana TadneTka

60 ¢unmupanu TabIETKH

‘ 5. HAYYH HA ITPUJIOKEHUE U ITbT(MIIMA) HA BBBEXKXKIAHE

He pa3znensiite v He pa3TpoliaBaure.
[Ipenn ynotpeba npoyerere JINCTOBKATA.
ITepopanuo npunoxeHue

6. CIIEIIMAJIHO NPEAYHPEXKJIEHUE, YE JTEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CBXPAHSBA HA MSCTO JAJIEYE OT HOTJVIEJA U TOCET'A HA TEINA

I[a CC€ CbXpaHsiBa Ha MACTO, HEAOCTBITHO 3a JICa.

‘ 7. APYI'U CHEOUAJIHU IPEAYIIPEXIAEHUSA, AKO E HEOBXOANMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen mo:
M3non3BaiiTe B paMKUTE Ha 5 Mecena clie]] IbpPBOTO OTBapsHE.

Jara Ha oTBapsiHe:

‘ 9. CIIEIIMAJIHH YCJIOBUSA HA CbXPAHEHHUE
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10. CIHEHNOUAJHU IMPEAITASHU MEPKU ITPU NU3XBBPJIAHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTHHAABYHU MATEPUAJIM OT THX,
AKO CE U3UCKBAT TAKHBA

11. HUME U AJJPEC HA IPUTEXKATEJISI HA PASPEIIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV
Turnhoutseweg 30
B-2340 Beerse

benrus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/15/1083/012

13. MAPTHUJIEH HOMEP

ITaptuna:

‘ 14. HAYMH HA OTIITYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. MH®OPMAIIMA HA BPAMJIOBA A3BBYKA

Uptravi 100 mukporpama

‘ 17. YHUKAJIEH WIEHTUOUKATOP — IBYU3MEPEH BAPKO/]

JByn3MepeH 0apKo/i C BKIIIOUEH YHUKAJICH UACHTU(DUKATOD

‘ 18. VYHUKAJIEH UIEHTUO®UKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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JAHHH, KOUTO TPABBA JIA ChbABPKA ITbPBUYHATA OIIAKOBKA

ETUKET HA BYTHJIKATA

1. HNME HA JJEKAPCTBEHUA ITPOAYKT

Uptravi 100 mukporpaMa GpuiaiMupaHu TaOJIECTKH
ceJleKcHuIar

‘ 2. OBsBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Beska pumvupana Tabnetka cpabpixka 100 MUKporpaMa ceeKcurar.

‘ 3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA 1 KOJIMYECTBO B EJJHA OITAKOBKA

Ounmupana Tabierka

60 ¢unmupanu TabIEeTKH
140 pummupanu TabIeTKH

‘ 5. HAYUH HA ITPUJIOKEHUME U ITT(MIIIA) HA BBBEKJAHE

He paznensiiite v He pa3TpolaBaure.
[Ipenn ynoTtpeba npoyerere JINCTOBKATA.
ITepopanuo npunoxeHue

6. CIIEIMAJIHO NPEAYHPEXKJIEHUE, YE JTEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CBXPAHSBA HA MSCTO JAJIEYE OT HOTJVIEJA U TOCET'A HA TEINA

I[a CC€ CbXpaHsiBa Ha MACTO, HEAOCTBITHO 3a JICa.

‘ 7. APYI'U CHEOUAJIHU IPEAYIIPEXIAEHUSA, AKO E HEOBXOANMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen mo:
M3non3BaiiTe B paMKUTE Ha 5 Mecena clie]] IbpPBOTO OTBapsHE.

9. CIIEIIMAJIHU YCJIOBUSA HA CbXPAHEHHUE

34



10.

CIIEIIMAJIHU ITPEAITIAZHU MEPKHU I1PU U3XBBPJISAHE HA HEU3ITOJI3BAHA

YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU WJIHN OTHHAABYHU MATEPUAJIUN OT THAX,
AKO CE U3UCKBAT TAKHBA

11.

NME "N AJJPEC HA ITIPUTEXATEJISAA HA PASPEHIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse
benrus

12.

HOMEP(A) HA PASPEHIIEHUETO 3A YIIOTPEBA

EU/1/15/1083/012
EU/1/15/1083/013

13.

IMAPTUJAEH HOMEP

ITapTuna:

| 14.

HAYUH HA OTIITYCKAHE

| 15.

YKA3AHUSA 3A YIIOTPEBA

HH®OPMAIIMS HA BPAJIOBA A3BYKA

YHUKAJIEH HAEHTU®UKATOP — IBYU3MEPEH BAPKO/

YHUKAJIEH WIEHTUO®UKATOP — JTAHHU 3A YETEHE OT XOPA
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JAHHHU, KOUTO TPABBA JIA ChbABPKA BTOPUYHATA OITIAKOBKA

KAPTOHEHA KYTHUSI - OITAKOBKA 3A TUTPUPAHE

1. HNME HA JJEKAPCTBEHUA ITPOAYKT

Uptravi 200 mukporpaMa GpuiIMHpaHu TaOJIECTKH
ceJleKcHuIar

‘ 2. OBsBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Beska pumvupana Tabnetka cpabpixka 200 MUKporpaMa CeIeKCHIIar.

‘ 3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

Ounmupana TadneTka

OrmakoBKa 3a THTPHPaHE
60 drmvupanu TabneTKH
140 ¢pmnmMupanu TabIeTKH

‘ 5. HAYYH HA ITPUJIOKEHUE N ITBbT(MIIA) HA BBBEXKJIAHE

He pasnensiite u He pa3TpomiaBaiiTe.
[Ipenn ynotpeba npoyereTe TMCTOBKATA U HAPBYHHKA 332 TUTPUPAHE.
3a nmepopasHO MPUIIOKEHUE

6. CIHEHUAJIHO NPEAYHNPEXIEHUE, YE TEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSABA HA MACTO JAJIEYE OT IIOTJVIEJJA 1 IOCEI'A HA IELHA

I[a CC€ CbXpaHsiBa Ha MACTO, HEAOCTBITHO 3a JICa.

‘ 7. APYI'U CHEOUAJIHU IPEAYIIPEXIAEHUSA, AKO E HEOBXOANMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen mo:

9. CIIEHUAJIHHA YCJIOBUSI HA CbXPAHEHUE
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10. CHENUAJHU IPEAITASHU MEPKU ITPU N3XBBPJIAHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTHHAABYHU MATEPUAJIM OT TSX,
AKO CE U3UCKBAT TAKHBA

11. HME U AJJPEC HA IPUTEXKATEJISI HA PASPEIHIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse
benrus

12. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/15/1083/003
EU/1/15/1083/011

13. HAPTHJIEH HOMEP

ITaptuna:

‘ 14. HAYMUH HA OTIITYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. MHP®OPMAIIMA HA BPAMJIOBA A3BBYKA

Uptravi 200 mukporpama

‘ 17. YHUKAJIEH UWIEHTUOUKATOP — IBYU3MEPEH BAPKO/]

JBym3mepeH 0apKoJl C BKIIFOUEH YHUKAJICH UICHTU(DUKATOD

‘ 18. YHUKAJIEH UIEHTUO®PUKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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JAHHHU, KOUTO TPABBA JIA ChbABPKA BTOPUYHATA OITIAKOBKA

KAPTOHEHA KYTHUA

1. HNME HA JJEKAPCTBEHUA ITPOAYKT

Uptravi 200 MukporpaMa GpuiMHpaHu TaOJIETKH
Uptravi 400 Mmukporpama GpuIMHUpaHu TaOJSTKH
Uptravi 600 Mukporpama GpuiIMupanu TabIeTKH
Uptravi 800 MukporpaMa GpUIMHPaHA TAOJIECTKH
Uptravi 1 000 Mukporpama GpuaMupaHu TaOJIECTKH
Uptravi 1 200 mukporpaMa GpuaMHpaHy TaOJIECTKH
Uptravi 1 400 muxporpaMa GpuaMupany TaOJIETKH
Uptravi 1 600 Mmukporpama ¢puiMupaHu TaOJIESTKH
cenekcurnar (selexipag)

‘ 2. OBSIBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Besika umvupana Tabnetka cpabpika 200 MUKporpaMa CeIeKCHTIar.
Besika ¢pmimupana tadierka chabpika 400 MUKporpama CeeKCHIIar.
Besika punmupana tabnerka chabpika 600 MUKporpaMa celieKCHUIar.
Besika punmupana tabnerka crabpika 800 MUKporpaMa CeJleKCHUIar.
Besika punvupana tadbnerka cpappka 1 000 MEKporpama ceneKcuriar.
Besika ¢pmimupana tadnerka cpappka 1 200 MUKporpama ceseKCHIIar.
Besika ¢pmmupana tadnerka cpappika 1 400 MUKporpama ceseKcHIiar.
Besika ¢pmimupana tadnerka cpappka 1 600 MUKporpama ceseKCHIar.

‘ 3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OIIAKOBKA

Ounmupana TabneTka

10 drmvupanmu TabneTku
60 GunmMupaHu TAOIECTKH

‘ 5. HAYYH HA ITPUJIOKEHUE N ITbT(MIIA) HA BBBEXKJIAHE

He pasnensiite n He pa3TpoliaBaiiTe.
[Ipenn ynotpeba npoyereTe IMCTOBKATA.
3a mepopaHO MPHUIIOKEHUE

6. CIHEHUAJIHO NPEAYHNPEXIEHUE, YE TEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSABA HA MACTO JAJIEYE OT IIOTJVIEJJA 1 IOCEI'A HA IELIA

I[a CC CbXpaHsABa Ha MACTO, HCAOCTHITHO 3a ACHA.
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‘ 7. APYI'U CHEOUAJIHA HNPEAYIIPEXIAEHUSA, AKO E HEOBXOANMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onmen mo:

9. CIIEIJMAJIHU YCJIOBUSA HA CbXPAHEHUE

10. CHEINUAJIHU ITPEAIIASHU MEPKHU ITPU U3XBBPJISAHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHMTE ITPOAYKTHU WJIHN OTHHAABYHU MATEPUAJIUN OT THAX,
AKO CE U3BUCKBAT TAKHUBA

11. HUME U AJAPEC HA ITPUTEKATEJIA HA PASPEIIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

Benrus

12. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/15/1083/001
EU/1/15/1083/002
EU/1/15/1083/004
EU/1/15/1083/005
EU/1/15/1083/006
EU/1/15/1083/007
EU/1/15/1083/008
EU/1/15/1083/009
EU/1/15/1083/010

13. HAPTHUJIEH HOMEP

ITapTuna:

‘ 14. HAYMUH HA OTIITYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA
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16. MHP®OPMAILIMSA HA BPAMJIOBA A3BBYKA

Uptravi 200 Mukporpama
Uptravi 400 Mukporpama
Uptravi 600 Mukporpama
Uptravi 800 Mmukporpama
Uptravi 1 000 muxporpama
Uptravi 1 200 muxporpama
Uptravi 1 400 muxporpama
Uptravi 1 600 mukporpama

17. YHUKAJIEH HIEHTUH®UKATOP — JIBYU3MEPEH BAPKO/

JBym3mepeH 0apKoJl C BKIIFOUEH YHUKAJICH UICHTU(DUKATOD

18. YHHUKAJIEH UWIEHTUOPUKATOP — JAHHHU 3A YETEHE OT XOPA

PC
SN
NN
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MUHUMYM JAHHU, KOUTO TPABBA JJA CbABPXAT BJIMCTEPUTE U JIEHTUTE

BJIMCTEPU

1. HNME HA JJEKAPCTBEHUA ITPOAYKT

Uptravi 200 MukporpaMa TabJIeTKu
Uptravi 400 MukporpaMa TabIeTKu
Uptravi 600 MukporpamMa Ta0ieTku
Uptravi 800 MukporpaMa TablIeTKu
Uptravi 1 000 Mukporpama TabJIeTKH
Uptravi 1 200 Mukporpama TabJIeTKH
Uptravi 1 400 muxporpaMa TabaeTKH
Uptravi 1 600 Mukporpama TabIETKH
ceneKkcumnar

2. HUME HA ITIPUTEKATEJISI HA PABPEIIEHUETO 3A YIIOTPEBA

Janssen-Cilag Int

‘ 3. JATA HA UI3TUYAHE HA CPOKA HA I'OJHOCT

EXP

4. IMAPTUJAEH HOMEP

Lot

|5.  JIPYIO
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b. JUCTOBKA
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JlucroBKa: l/IH(l)OpMalII/lﬂ 3a ManueHTa

Uptravi 100 mukporpama puiaMupanu TadJIeTKH
Uptravi 200 mukporpamMa puiaMupaHu Ta0JIeTKH
Uptravi 400 mukporpama gpuiMupanu TadJeTKu
Uptravi 600 mukporpama ¢puimMupanu TadJeTKu
Uptravi 800 mukporpama puiaMupanu TadJIeTKH
Uptravi 1 000 mukporpama pujMupaHu TadJeTKH
Uptravi 1 200 mukporpama (puaMupaHu TadjaeTKH
Uptravi 1 400 mukporpama (puaiMupanu TadJIeTKH
Uptravi 1 600 Mmuxporpama ¢puaiMupanu TadJieTKkH
cenekcumnar (selexipag)

IIpoyerere BHMMATEIHO LSIJIATA JIMCTOBKA, IPEeIM 1A 3alI0YHeTe /1a IpUeMaTe TOBa JIEKapCTBO,
Thi KaTO T4 ChbAbPKa BaxHa 3a Bac undgopmaunms.

- 3anasere Ta3M JIUCTOBKA. MoXe Ja ce HAJIOXKU Ja s IPOYETETe OTHOBO.

- AKO UMaTe HSIKaKBH JIOITBJIHUTEIHN BBIIPOCH, TTONUTalTe Bamms ekap nin MeTUInHCKa
cectpa.

- Toga nekapcTBO € pennucano Ju9HO Ha Bac. He ro npeoTcrenBaiite Ha npyru xopa. To moxe
Jla UM HaBpe.ly, HE3aBUCUMO Y€ NIPU3HAIMTE Ha TSXHOTO 3a00JisiBaHe ca chIIuTe KaTo Bammmre.

- AKXO ToITyunTe HAKAKBU HE)KEJIAaHN PEakliy, yBeroMeTe Bamms nexap nwim MeauuHcKa
cectpa. ToBa BKJIIOYBa M BCHUKM B3MOKHU HEKEIIAaHW PEAKIUH, HEOITMCAHH B Ta3H JIMCTOBKA
(BuxTe TOUKA 4).

Kakso CbAbpPiKa Ta3u JIUCTOBKA

Kakgo npencraensaBa Uptravi U 3a KakBO ce U3M0JI3Ba
Kaxso Tps6Ba na 3Haere, npeau na npuemere Uptravi

Kax ma nmpuemare Uptravi

BB3MO0XHU HEXKETaHU PEAKLIUU

Kak na cpxpansiBate Uptravi

ChbapprxaHye Ha ONIAaKOBKATa M JOIBIHUTENIHA HH(OPMALIUS

A

1. Kakso npencraBiasiBa Uptravi u 3a KakBo ce U3M0JI3Ba

Uptravi € 1eKapcTBO, KOETO ChABPKa aKTUBHOTO BEIIECTBO ceyiekcumar. To 1ericTBa BbpXy
KPBBOHOCHHUTE CHJIOBE 110 HAYWH, ITOJ00EH Ha €CTECTBEHOTO BEIIECTBO MPOCTAIIMKIINH, KaTO TH Kapa
Jla Ce OTITyCKaT W Pa3IIupsBaT.

Uptravi ce n3noissa 3a JbIAr0CPOYHO JeueHne Ha 6ernoapoOHa aprepuanta xunepronus (BAX) mpu
BB3PACTHU IALIMEHTH, IPH KOUTO HE CE IIOCTUTa JOCTAThu€H KOHTPOJ C APYT'H BUIOBE JIEKApCTBA 32
BAX, mo3Hatu KaTo aHTarOHUCTH Ha €HJO0TEIMHOBHUTE PELIETITOPH U MHXUOUTOPH Ha
¢dochonuecrepasa Tum 5. Uptravi MoKke J1a ce H3II0JI3Ba CAMOCTOSITETIHO, aKO MAIUEHTHT HE €
KaHAMJAT 3a TE€3U JIEKapCTBa.

BAX mpencrasisiBa BHCOKO KPBBHO HaJsITaHE B KPHbBOHOCHUTE ChIOBE, KOUTO HOCSIT KPBB OT CHPIETO
KbM Oenute npodose (OenoapoOHuTe aprepun). Ilpu xopa ¢ BAX Te3u apTepuu ce CTeCHsBAT, Taka ue
ChpIETO TPAOBa a paboTH MO-yCHIICHO, 32 JIa U3IIOMITa KphBTa Ipe3 TsAX. ToBa MOXKe Jla Hakapa
XopaTa Jia ce YyBCTBAT YMOPEHH, 3aMasiHU, J1a UIMAaT 3a]yX WU IPYTH CUMIITOMHU.

Hamnomo0siBaiiku 1efiCTBHETO HAa €CTECTBEHOTO BEILECTBO MPOCTALIMKIIMH, TOBA JIEKAPCTBO Pa3lInpsiBa
0eopoOHNTE apTepPUH U HaMaJIsiBa BTBBP/SIBAHETO M. T0Ba yJIECHSBA CHPIIETO B U3IIOMITBAHETO Ha
KpBBTa mpe3 6enoapodbruTe aprepun. Uptravi HoOHMKaBa HAIATaHETO B OI0JpOOHUTE apTepuH,
obnekuaBa cumnroMute Ha BAX 1 3a0aBst mporpecusiTa Ha 3a00JISIBAHETO.
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2. Kakso Tps06Ba na 3Haete, npeau Aa npuemere Uptravi
He npuemaiite Uptravi

- aKo CTe aJeprUYHU KbM CEJICKCHIIAT WJIM KbM HSKOS OT OCTaHAINTE ChCTaBKH Ha TOBA
JeKapcTBO (M30pOEHU B TOUKA ).
- aKo MMaTe ChpJeUYeH MpobieM, HalpuMep:
- JIOIIO KPbBCHA0ASIBaHE HA ChPIACUHHS MYCKYJI (TEKKa HCXEMHUYHA 0OJIECT Ha ChPLETO
WM HecTaOMIIHA CTEHOKApIusl); CAMIITOMUTE MOTaT Aa BKJIIOUBAT OOJIKa B I'bPIUTE
- UH(APKT Ha MUOKap/ia B paMKUTE Ha MMOceTHUTE 6 Mecena
- cnabo chple (JeKOMIEHCUpaHa ChpJeyHa HEA0CTAThYHOCT), KOETO HE € MOJ CTPUKTHO
MEAULUHCKO HaOJII0eHre
- TEXXKO HapYIICH ChPJCUCH PUTHM
- JneeKT Ha ChpACYHHTE KIIanH (BPOJIEH WM NPUA00UT), KOWTO IPevr Ha CHPIIETO Ja
pabotu mobpe (6e3 Bph3ka ¢ 6eT0poOHa XUITSPTOHUS)
- aKo CTe MMl MHCYJT Ipe3 MOCIeAHNTE 3 Mecella WM KaKBOTO | J1a OWIIo Apyro chouTHe,
KOETO € HaMaJIHIO KphBOCHA0 ISIBAHETO HA MO3bKa (HAMp. MPEX0JHa UCXEMUYHA aTaKa)
- ako mpuemare rempuOpo3u (JISKapCTBO 3a HAMAJIIBAaHE HA HUBOTO HA MAaCTHUTE [IUNUANTE] B
KPBBTA)

IpeaynpesxaeHus u npeAnasHu MepKU

I'oBopete ¢ Bamms nekap, koitto Bu nekysa 3a BAX, unu ¢ MeaunmHcKaTa cectpa, mpeau a

npuemere Uptravi, ako

- IpHeMaTe JIEKapCTBa 3a BUCOKO KPBBHO HAJSITaHE

- AMAaTe HUCKO KPBBHO HAIATAHE, CBBP3aHO ChC CUMIITOMH KaTO 3aMastHOCT

- HACKOPO CTe MMaJli 3HaunTeIHa 3ary0a Ha KpbB WK 3ary0a Ha TeYHOCTH, KaTo TEXKa AUaApHs
WJIH TTOBPBIIAHE

- nMmare npoOJIeMH ¢ IUTOBUAHATA XKJIe3a

- uMare TeKKH npodsieMu ¢ ObOpeLuTe Wik MPOBEXKIATEe XEMOIUATII3a

- UMaTe WK CTe UMAIH TeXKH MPOOJIEMH C MPaBUIHOTO QYHKIMOHUpPAHE HA YepHHS APOO

Axko 3a0enexxnuTe HIKOHM OT Te3W CUMIITOMHU HJTH aKO ChCTOSTHHETO Bu ce mpoMeHH, yBenomere
BeAHara Bamus sexap.

Jlena v roHOIIM
He nmaBaiiTe ToBa IekapcTBO Ha Jena Ha BB3pacT noj 18 roguHm.
ITauueHTH B cCTapYecKa Bb3pacT

WNwma orpannuen ormut ¢ Uptravi Ipu ManueHTH Ha Bh3pacT Hax 75 romuuau. Uptravi TpssOBa na ce
M3II0JI3BA C MTOBUINICHO BHUMAHKUE B Ta3U Bh3pacToOBa rpyIa.

JApyru aexapcra u Uptravi

Undopmupaiite Bamms gekap, ako npuemare, HACKOPO CT€ MPUEMAaJIH WK € Bb3MOXKHO J1a IpHeMaTe
JIPYTH JEKapCcTBa.
[MpuembT Ha APYTH JeKapcTBa MOXKeE Ja TOBJIHsIe BbPXY HAUMHA, TI0 KOWTO JeiicTBa Uptravi.

I'oBopere ¢ Bamus nekap, koiito Bu nexysa 3a BAX, win ¢ MequuHcKaTa cecTpa, ako pueMare

HSIKO€ OT CJICJIHUTE JIEKapCTBa:

- I'empubpo3mn (JiekapcTBO 3a HaMalIsiBAHE HA HUBOTO Ha Ma3HUHUTE [JIMIIUIUTE] B KPHBTA)

- Krnomuporpen (ekapcTBo 3a ciupane Ha 00pa3yBaHETO Ha ChCUPELU IPH KOPOHAPHO-
apTepuaiHo 3a00JsBaHe)
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- Jedepacupokc (JekapcTBO 3a OTCTpaHsIBaHE Ha KEJs30 OT KPhBTA)

- Tepuduryromu (JiekapcTBO 3a JICUCHUE HA MPUCTHITHO-PEMUTEHTHA MHOKECTBEHA CKIIep03a)

- Kapbamazenun (JiekapcTBO 3a JieueHHE Ha HsIKoH (hOPMHU Ha MUIICTICHS, HEPBOJIOTUYHA 0OJIKa
WM 32 MOJIITOMAaraHe Ha JICYCHHETO Ha CEPUO3HU HAPYIICHHUS HAa HACTPOSHUETO, KOTaTO HAKOU
JPYTH JIEKapCTBa He JIeHCcTBaT)

- DeHnTONH (JICKapCTBO 3a JICUCHUE Ha CTIHIICTICHS)

- Banmpoesa kucenvHa (Je€KapcTBO 3a JISYCHUE Ha SITUIICTICHUS )

- IIpobenenm (JiekapcTBO 32 JICUCHHUE HA TT01arpa)

- ®diykoHas30J1, pudamMiuiyH wid pudaneHTHH (aHTHOUOTHUIM, N3IIOJI3BAHM 32 JICUCHUE Ha
HHQEKIHN)

bpeMeHHOCT M KbpMeHe

Uptravi He ce mpenopbuBa 110 BpeMe Ha OpEMEHHOCT M KbpMeHe. AKO CTe )KEeHa, KOSITO MOXKE J1a UMa
Jera, TpsiOBa J1a u3noi3Bare e(peKTHBEH METO Ha KOHTpallemysl, JokaTo npuemare Uptravi. Ako cre
OpeMeHHa WM KbPMHUTE, CMATATEe, Y€ MOXKE J1a CTe OpeMeHHa WK TIaHupaTe OpeMeHHOCT,
MOCHBETBANTE ce ¢ Barms nexap npeau ynorpebara Ha TOBa JIGKAPCTBO.

Ilopupane u padoTa ¢ MAIIMHU

Uptravi Moxe Jja MIPUIMHHU HEXXEJIaH! Peak1M KaTo II1aB000JIne U HUCKO KPbBHO HaJsiraHe (BiK.
TouKa 4), KOUTO MOTaT Ja MOBJIHAAT BEPXY criocoOHOCTTa B na modupare; cumnroMuTe Ha
3a00JSIBAHETO CHIIO MOTAT Ja MOBIUSIAT BbPXY criocoOHocTTa By na modupare.

3. Kak na npuemare Uptravi

Uptravi TpsiOBa na 6p€ MpenrucBaH caMo OT JIeKap ¢ OIHUT B JiedeHneTo Ha bAX. Bunaru npuemaiite
TOBA JIEKAPCTBO TOYHO KakTo Bu e kazan Bammsr nexap. AKo ce CbMHSIBaTe B HEIIO HIIM UMaTe
HSKaKBH BBIPOCH, onuTanTe Bamus nekap.

Kaxete na Bamus nexap, ako uMate HexXeJNaHu Peakiiy, Thil KaTo JeKapsAT Moxe 1a Bu mpenopbua
na mpomenute Bamrara no3a Uptravi.

Kaxere na Bamus nekap, ako umare npoOiaemMu ¢ 4epHust 1po0, B Cirydai, ue He GpyHKInoHupa mobpe,
WK B3eMate JPYTH JIEKapCTBa, Thi KATO JIEKapAT MOXke J1a Bu mpemnopbua j1a mpreMaTe mo-HuCKa
no3a Uptravi Ba MbTH JHEBHO HJIM JIa sl IPUEMATE CaMO BEIHBXK JHEBHO.

AKO uMare JIOIIO 3peHHEe WK HIKakBa (popMa Ha CIernoTa, MOThPCETE TTOMOIIl OT APYTO JHUIIE TPH
npuema Ha Uptravi o Bpeme Ha nepuojia Ha TUTpupaHe (TIpollec Ha MOCTETICHHO yBellNuaBaHe Ha
J103aTa).

YcranoBsiBaHe Ha TOYHATA 103a 3a Bac
Axko BamusaT gekap npeanuure TadjgeTku or 200 Mukporpama

B HavanoTo Ha JIEYSHUETO MMOBEYETO MAIMEHTH IIIe ITpHeMaT eaHa Tadjaerka ot 200 Mukporpama
CyTpHH M oie eqna Tadaerka ot 200 Mmukporpama Bedep, mpe3 okoJio 12 yaca. [IpenoprunurentHo
€ JICYCHHUETO Ja Ce 3arovHe Beuep. BamusaT nexap nie Bu nHCTpyKTHpPA 12 MOBUINIABATE MTOCTETICHHO
no3ara. ToBa ce Hapu4a TuTpupane. To M03BoIIsABA Ha OpraHu3Ma Bu 1a cBUKHE C HOBOTO JIEKapCTBO.
IlenTa Ha THTPUpPAHETO € 1a C€ JOCTUTHE HaW-IToaXoAsImara Jo3a. Tosa e Obe Haii-BUCOKaTa /1034,
KOSITO MOKETE JIa IOHACATE, KaTO MOXeE J]a IOCTUTHE MakcuMaHara j1o3a ot 1 600 MukporpaMa
CyTpHH U BeUep.

[IvpBara omakoBKa TaOJIETKH, KOSITO 1€ TIOIYYHTE, IIE ChIbpxkKa OJIeTI0KBITUTE TAOJICTKHA OT
200 mukporpama.
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Bamusat nexap mie Bu kake 1a moBuinaBaTe 103aTa CH Ha CTHIIKH, OOMKHOBEHO BCsKa CEAMMIIA, HO
WHTEPBATHT MEXKAY MOBUIIICHHUATA MOXKE J1a € U TO-TIBJIBT.

Ipu Besika cThIIKA 111e A00aBsATe Mo eaHa Tabietka oT 200 MUKpOrpaMa KbM CyTpEIIHATA CH 1033 U
ome eana Tadserka oT 200 MUKporpaMa KbM BedepHaTa cH Jio3a. [IpenopbyuTeSHO € MbPBUAT
npHeM Ha NOBHUIIIEHATA /1032 1a 0bae Beuep. Cxemara 1o-107y ToKa3Ba Opos Ha TabJIETKUTE, KOUTO
Jla IpreMaTe BCSIKA CYTPUH U BCSIKA Beuep 3a MbPBUTE 4 CTHIIKH.

Bcska cTbrka Ha AO3UpaHe NMPoAbAXKaBa OKOAO 1 ceaMuLa

HAYAAHA A

AO3A oot
o1 CTBMKA 4
_I_ CTHIMNKA 3 CYTPMH: 4eTunpK

CTDBINKA 2 CyTPMH: TpK TabAeTKM OT

CTBbNKA 1 CYTPHH: ABe TabAETKM OT 200 MUKporpaMa

CYTpPUH: epAHa TabAeTKM OT 200 MurKkporpama Beyvep: yeTupu

TabaeTka oT 200 mMumkporpama Beuep: Tpu TabAeTKM OT
200 MUKporpama Bevep: ABe TabAeTKM OT 200 Munkporpama

Beuep: epHa TabAeTKM OT 200 mmkporpama (06La

TabaeTka oT 200 mMumkporpama (0613 AHEBHa A03a:
200 MuKporpama (o6La AHEBHA A03a: 1600 Mukporpama)

(obLia AHeBHa po03a: 1200 Mukporpama)
AHEBHa A03a: 800 MuKporpama)

400 mMukporpama)

TabaeTKa oT 200 MUKpOrpama

Axko Bammst nekap Bu kaxe 51a mporbDKUTE Ja MOBUIIIABATE J103aTa CH, I1e J00aBsITe 1o eHa
tabyetka ot 200 MUKporpaMa KbM CyTpeIIHaTa CH J103a 1 ¢Ha TadyieTka oT 200 MUKporpaMa KbM
BeUYepHaTa CH J103a IIPH BCSAKA HOBA CThIIKA. [IpenopbUYMTEIHO € MbPBUAT ITPUEM Ha IMOBHUIIICHATA J103a
na Obe Beuep.

Axo Bammsr nexap Bu uHCTpyKTHpa /1a IPOIBIDKUTE @ MTOBUIIIABATE 103aTa CH U IIPEMUHETE KbM
CTBITKa 5, TOBa MOJXE J]a ce HallpaBy upe3 MpueMaHe Ha ejiHa 3esieHa tabnerka ot 800 Mukporpama u
enHa OienoxpiTa Tabnerka ot 200 MukporpaMa CyTpuH U enHa Tabnerka ot 800 MukporpaMa u eHa
tabyietka ot 200 MUKporpama Beuep.

Maxkcumannara go3a Uptravi e 1 600 muxporpama cytpus u 1 600 mukporpama Beuep. He Bcexn
nanyeHT o0aye Ie JOCTUTHE Ta3! 1034, Thi KaTO Pa3lNWYHUTE MALUEHTH UMAT HyKJa OT Pa3JInuHu

J03HU.

Cxemara I1O-A0JTy IMOKa3Ba 6p0$[ Ha Ta6J'IeTKI/IT€, KOUTO C€ B3€MAT BCAKa CYTpHH U BCAKa BEYEP, HA
BCsIKa CTBIIKA, KaTO CC 3aIlI0YHE OT CTHhIIKA 5.

46



TabaeTka oT 200 MUKporpama
TabneTka oT 800 MUKporpamMma

(Aa ce M3MoA3Ba NpPW CTHMAKM HAU-BUCOKA
5 A0 8 3a HaMaAsiBaHe Ha 6pos Ha AO3A

HeobxoaMMKMTE TAaDAETKM 3a A033). _I.‘
_|_0 . _I" & CTBNKA 8
CTBNKA 7 CYTPMUH: epHa
=.>|_‘ YTPUH: €A

CTBbINKA 6 CyTpMH: eaHa TabaeTka oT 800 u
C CTDBMNKA S CYTPMH: epHa TabaeTka oT 800 YEeTUPK TabAETKN OT
CYTPUH: epHa TabaeTka oT 800 W TpK TabAETKM OT 200 Mukporpama
TabaeTka oT 800 W ABe TabAeTKK OT 200 Mukporpama Beuep: epHa
eAHa TabaeTka oT 200 MuKporpama Beuep: eaHa TabaeTka oT 800
200 MuKporpamMa Beyep: epHa TabaeTka oT 800 yeTUpPK TabAeTKN OT
Beuep: epHa TabaeTka oT 800 W TP TabAeTKK OT 200 MmMKporpama
TabaeTka oT 800 M 1 ABe TabAeTKU OT 200 MumKkporpama
eAHa TabAeTKka oT 200 MuKporpama (0bLa pAHeBHa A03a:
200 MuKporpama (obua AHeBHa A03a: 3 200 MuKporpama)

(obLa AHeBHa ao3a:; 2 800 Mukporpama)
(obwa aHeBHa po3a: 2 400 Mukporpama)
2 000 mMuKporpama)

Axo Bamusar Jekap npeanuiine TadaeTku or 100 mukporpama

Axko uyepHusT Bu 1po6 He pyHKIMOHMpA T00pE WK MpUeMare ONpeieicHH JeKapcTBa, Bamusr iekap
Moxe na Bu npeanmmre tabmerkn ot 100 MEKporpamMa KaTo HadaJlHa J03a.

B nauanorto Ha neueHueTo uie npuemare eaHa Tadaerka or 100 Mmukporpama cyTpuH M ole eJHa
Tadaerka ot 100 Mmukporpama Bedep npe3 okoJso 12 yaca. [IpenopbpuBa ce JeUEHUETO /1a 3aII0OYHE
Bedep. Bammar nekap me Bu mochBeTBa 1a yBenMYaBaTe 103aTa CH IOCTENEHHO. ToBa ce Hapuya
tutpupane. To mo3BonsiBa Ha opranu3Ma Bu fa ce npucriocodu KbM HOBOTO JiekapcTBo. Llenra Ha
TUTPUPAHETO € J1a Ce JOCTUIHE Hal-TIOAXOosIaTa 103a. ToBa 1me Ob/ie Half-BHCOKaTa 1032, KOSITO
MOJXKETe JIa TIOHEeCeTe, TSI MOXKE Jla IOCTUTHE MakcuMaltHa j03a oT 800 MUKporpama CyTpHH H Beuep.

Bammsar JICKap ic Bu kaxe Ja YBCINYABATC N03aTa CH Ha CTHIIKHU, OOMKHOBEHO Ha BCSAKA ceaMuna, Ho
HUHTCPBAJIBT MCIKAY YBCIIMUCHHUATA MOXKE [1a € IIO-ABbJIbTI.

Ha Bcsika cTpiika me nobassite no exna tabnerka ot 100 Mukporpama KbM CyTpelIHara J103a U Olie
enHa tabnetka ot 100 MuUKporpaMa KbM BeuepHaTa f03a. [IpenopbuBa ce NBPBUSIT NPHEM Ha
yBeJIMYeHaTa 103a 1a 0bje Beyep. Mo, HallpaBeTe ClpaBKa C HApbYHUKA 32 TATPUpAHE 32
MAIMEHTa, BKIIOYESH B ONIAKOBKATa 32 TUTPUPAHE, OTHOCHO YKa3aHUs KakK J1a YBEJIUYHUTE JI03aTa CH.

YBeaomere Bamus JIEKap, aK0 CIIPETE WJIMN € Bb3MOZKHO /1a CIIPETE IprucMa Ha HAKOC OT
JICKapCTBarta, TBI KaTO MOXKE 1A CE€ HAJIOKH KOpHUIdpaH€ Ha J03aTa CCJICKCUIIar.

Axo Bammsr nexap Bu kaxe 1a yBenuauTe 103aTa CH OIle IMOBeYe, IIe J00aBsITe Mo eHa TadJIeTKa OT
100 MukporpamMa KbM CyTpeIIHATa CH J103a U 10 e1Ha Tadserka ot 100 MukporpaMa KbM BeuepHaTa
CHl J103a TIpY BCSKa HOBA CThIKA. [IpemopruBa ce mbpBUAT MPUEM Ha yBEIMYEHATA /1032 13 Ob/e
Beyep.

Axo Bammsr nekap Bu nocsBeTBa na yBenuuure olie qo3ara cu, Hag 400 Mukporpama, ToBa MOXKe Aa

CTaHe, KaTo MpueMarte eHa uepBeHa Tadnerka oT 400 MuKporpama u eHa CBETIOXKBITA TaOIETKa OT
100 muxporpama cyTpuH u eqHa tabnerka ot 400 Mukporpama u efHa Tabnerka ot 100 Mukporpama
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Bedep. Mo, HampaBeTe cripaBKa ¢ HAPHYHUKA 32 THTPHPAHE HA MAIMEHTa, BKIIOYEH B OMTAKOBKAaTa 3a
TUTPUPaHE, OTHOCHO YKa3aHMA KaK J1a YBEITUYHTE 103aTa CH.

IIpu moBumIaBane Ha fo3ata ¢ Tabnerkure ot 100 Mukporpama MakcuMaliHaTa jo3a Ha Uptravi e
800 mukporpama cytput u 800 Mmukporpama Bedep. He Bceku manmeHnT obade 1me JOCTUTHE Ta3! 1034,
THI KaTO Pa3IMYHHUTE MAIMEHTH ce HYXKJAsAT OT Pa3IMYHH J03H.

H3noa3BaHe HA HAapbYHUKA 32 TUTPUPAHE IO BPEME HAa TUTPUPAHETO

[I1e monyuuTe OMaKoBKaTa 3a TUTPUPAHE, KOSITO ChAbPKA HAPHUHUK 32 THTPUPAHE U JTUCTOBKA 32
nanueHTa. HapbyHUKBT 32 TUTpHpaHE AaBa HH(OpMAIMs 3a Mpolieca Ha TATpUpaHe U Bu mo3BossBa
Jla 3aIMcBaTe Opos Ha TaOJICTKUTE, KOUTO IPUEMaTe BCEKH JICH.

He 3abpasstiiTe na 3anucBare Opost Ha TaOJIETKUTE, KOUTO IpUEMaTe BCEKH JEH, B CBOSI THEBHUK 32
tutpupane.CThIKATE HA TUTPUPAHE OOMKHOBEHO MPOABLIDKABaT okoio 1 ceamuna. Ako Bammsr
nekap Bu nHCTpyKTHpa Aa TPOABIDKUTE BCSAKA CTHIIKA HA TUTPHUPAHE MO-IBJIT0 OT | ceamuia, mma
JIOITBTHUTETHA CTPAHUIU B THEBHUKA, 32 Jla MOXeTe Ja ro 3anuiiere. He 3a6paBsiiTe 1a roBopure
penoBHO ¢ Bammus Jekap, koiito Bu jiekyBa 3a BAX, njin ¢ MeIuIIMHCKATA ceCTPa, 10 BpeMe Ha
TUTPUPAHETO.

HamansiBaHe 10 mo-HUCKAa 103a mopaau HEKEJIaHU peaKIuu

ITo BpeMe Ha TUTpHUPaAHETO MOXKE Ja IMOIYIUTE HEXKEIAHU PEaKIIUU KaTo TIIaBO00IINE, TUaApHs,
nopaurane (rajaeHe), MoBpbiaHe, 00JIKa B YEIIOCTHTE, 00JIKa B MyCKYJIMTE, OOJIKa B Kpaka, OoJKa B
CTaBHUTE WJIM 3a4epBsIBAHE HA JUIETO (BXK. TOUKA 4). AKO T3 HEXKETIaHU PEaKITHH ca TPYIHO
nmoHocumu 3a Bac, roBopete ¢ Bamus nekap 3a ToBa Kak Jia TH KOHTPOJIMpaTe Wiy JiekyBate. Mima
JIEKapCcTBa, KOMTO MOTAT J]a MOMOTHAT 32 00JIeKYaBaHe Ha HexellaHuTe peakiuu. Hanpumep
00e300JBaITN CPEICTBA, KATO MapareTaMoll, MOTaT Ja IIOMOTHAT 3a JIEKyBaHe Ha 00JKa 1
TJIaBOOOJIHE.

AKoO He)XeJTaHUTEe PeaklMi He MOTraT Ja ce JIEKyBaT WX He ce M0100psABaT IOCTEIIeHHO MIPH /103aTa,
KOSTO MpuemMare, BamusT nekap Moxke Ja Kopurupa goszara Bu, kato Hamanu Opost Ha 01e10KBJITUTE
TabJIeTKH, KOUTO NIpUEeMaTte, ¢ eIHa CyTpHH U eAHa Beuep. Cxemara mo-10Jy 0Ka3Ba HaMalsiBaHe J10

IIO-HHUCKa 1034a. HanpaBeTe T0 CaMO aKO CTC MOJYYUIN UHCTPYKIHHU 3a TOBA OT Bamms JICKap.

Turpupane ¢ Tadjaerku ot 200 Mmukporpama

HAYAAO CTDBIIKA HAIOPE CTbNKA HAAOAY

CTbrnKa HaAOAY
AKO He)XXeAaHuTe

CTBMKA 1 CTBIKA 2-5 CTBMNKA6  poakumm me morar
CYTPHUH: epHa MNoBuLLaBanTe po3aTa CU LlenTa e pa ce Aa ce noHacsiT
TabaeTka oT 200 NENOAN3NTEAHO BCAKA AOCTUMHE Hawm-
MUKpOTpama ceaMULa, KaTo AcbaBATe  BMCOKaTa AO33, OBPATHO KBM
Beuep: epHa TabnreTKa no epHa TabAaeTKa NP KOATO MOXKeTe CTBbNKA 5
oT 200 MM1KporpamMa oT 200 MUKporpama A3 NoHacaTe
KbM cyTpeLluHaTa HeXXeAaHUTe
(obLa AHeBHa A03a: M BeyepHaTa A03a peakuum

400 MUKporpama)
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Axo tatpupare ¢ Tabmetkn oT 100 MEKporpama, MOJISI, HalTpaBEeTe CIPaBKa C HAPHYHHUKA 32
TUTPHUpAHE 32 NAlMEHTa, BKIIIOYCH B OMAKOBKATA 32 TUTPHpaAHE, OTHOCHO YKa3aHUs 32 HaMaJlsiBaHe Ha
Jo3arta.

AKO HeXeJIaHWUTE PEaKIMU MOTaT Jja c€ KOHTPOJHMPAT Ype3 HaMallsiBaHe Ha J103aTa, Bammsar nekap
MOJKE JIa PEeIld, Y€ TPSIOBa 1a OCTaHEeTe Ha Ta3| 03a. Mojis, BUKTe ,,[loyrbpkaiia 1o03a” mo-10i1y 3a
noBeue MHPOPMAIIHSL.

HHomabp:xama 103a

Haii-Bucokara 103a, KOSITO MOXKETE J1a TIOHECETE [0 BpeMe Ha TUTPUPAHETO, 1ie cTaHe Bamiata
MoJUTbprKallia 103a. BamaTa moaabpkaiiia 103a € 103aTa, KOsATo TpIOBa J1a MPOABDKUTE J1a IIpUeMaTe
PEIOBHO.

Bamusat nexap e Bu npeanuiie tabieTky ¢ moaxoaaiio(yu) KoJIn4ecTBo(a) Ha aKTUBHOTO BEIIECTBO
3a moJIbprkaiaTa 1o3a. ToBa Moxke 1a Bu 1ae Bb3MOKHOCT 1a mpueMarte 1o eJHa TadJeTKa
CYTPHH M €HA Bedep, BMECTO /Ia IpueMaTe MHOT0 TA0JIeTKH BCEKH MbT.

3a mpIHO onuMcaHue Ha Tabnetkute Uptravi, BKIFOUMTETHO [IBETOBETE M MAPKUPOBKUTE UM, MOJIS,
BIKTE TOUKA 6 Ha Ta3 JIUCTOBKA.

C Bpemeto Bamust ekap Moxke J1a KOpurupa nojabpxaiiara Bu no3a copen Heo0X0quMocCTTa.

AKoO, B KOMTO U 1a OWUJI0 MOMEHT, CJIE KaTO MPOABJLKUTEIIHO CTE MPUEMAalIN €IHAa U ChILA 1034,
IMMOJIYYUTEC HEKEIIaHU pCaKIIMK, KOUTO HE MOXKCTEC J1a ITIOHACATC WM TaKUBA, KOUTO BJIUAAT BbPXY
HOpMaJIHUTE BU exXenHEBHU NEUHOCTH, CBBpPXKETE ce ¢ Bamms nekap, Tl KaTo MOXKE Ja €
HeoOxoanMo o3ata Bu na ce Hamanm. Torasa nekapar Moxe na Bu npeanwuiie mo-aucka no3a. Moo,
He 3a0paBsAiTe 1a U3XBBPIIUTE HEM3IOI3BAHUTE TAOJIETKH (BIDKTE TOUKA 5).

IIpuemaiite Uptravi etuH IbT CYTPHH U €IHH BT Bevep, Mpe3 0koJio 12 yaca.

IIpuemaiite TabneTkuTe C XpaHa, Thi KaTO Taka MOXeE JIa TIOHACSTE JEKapCTBOTO TO-100pe.
[MokpuTHeTo Ha TabneTkaTta ocurypsiBa 3ammra. [lormpiaiite TabneTkUTe ey ¢ yama Boja. He
pasnesnsiiTe U He pa3TpolIaBaiTe TaONIeTKUTE.

AKO cTe pHesn oBeye 0T HeodxoauMmarta o3a Uptravi
AKO cTe TIpHuenH moBede TadJIeTKH, OTKOIKOTO Bu € Omito ka3zaHo, MOChBETBATE ce ¢ Bamms mekap.
AKo cTe mponycHaum a1a npueMmete Uptravi

Axo cre npomycHanu na npuemere Uptravi, mpuemere 103a BeJHara, Cjiel KaTo CH CIIOMHHTE, CJe[
TOBa MPOIBIDKETE JIa IpreMaTe TabJIeTKUTe 1Mo 00MYaiiHOTO BpeMe. AKO MOYTH € BpeMe 3a
cnenBamara Bu no3a (B pamkute Ha 6 yaca npeau oOM4aifHOTO BpeMe 3a IpueM), TpsioBa aa
IPECKOYHUTE IPOIyCHATATA J103a U 1a IPOJBIDKUTE J]a IpUeMare JIEKapCTBOTO CH B 00MYaiiHOTO
Bpeme. He B3emaiiTe 1BOMHA 1032, 32 1a KOMIIEHCHpaTe MPOIycHATATA Ta0JIeTKa.

AKko cTe cripesau npuema Ha Uptravi

BreszannoTo cniupane Ha gedenuetro Bu ¢ Uptravi 6u Moriio ia goBejie 10 BIolIaBaHe Ha
cumriromute. He crimpaiite ma mpuemate Uptravi, ocBeH ako Bammust nekap He Bu kaxke. Bammsr
JieKap Moke Ja Bu kaxke na HaManuTe 103aTa IOCTENEHHO, IPEIN Ja CIPETE HAIIBJIHO.

AKO, TI0 KakBaTo u Ja OWJIo MpUYKHA, cripeTe Ja npuemare Uptravi 3a moBede oT 3 mocieI0BaTeIHN
ITHU (aKO MPOTYCHETE 3 CYTPEIIHU U 3 BEUSPHH 103U, WK 6 TIOCTICAOBATEIHH 031, WK ITOBEYE),
cBBbp:KeTe ce BeqHara ¢ Bamus jexap, Thil KaTo MOKe 1a ce HaI0:KM 103aTa Bu 1a ce kopurupa
3a M30sirBaHe HA HEXKEJIAaHH peaKnnu. Bammar jekap Moxe J1a pelin Ja Bb300OHOBH JieueHneTo Bu ¢
MO-HUCKA /103, TOBUIIIABAHKH 5 MOCTETICHHO JI0 MpeAnIHaTa Bu mognsprkaia go3a.
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AKO UMaTe HAKaKBH JIOMBIHUTETHA BBIIPOCH, CBBP3aHHU C YIIOTpebaTa Ha TOBa JIEKAPCTBO, MOMUTANTE
Bammus nekap win MeIMLIMHCKA cecTpa.

4. Bb3M0OKHU HeKeJTaHU pe€aKkuumn

KakTo Bcnuku JICKapCTBa, TOBA JICKAPCTBO MOXKE 1a MPEAMN3BHUKA HEXKCIIAHU pE€aKIIuH, BHIIPEKU Y€ HE
BCCKM I' IIOJTy4aBa. Moxe Ja IOJIYUUTE HEXKECJIaHU PCaKIMU HE CaMO 110 BpEME Ha II€pruoa Ha
TUTPUPAHE, KOraTO J034aTa Bu ce IoBuIllaBa, HO U NO-KbCHO, CJIICA KATO MpUEMATC NPOABIIKUTCIIHO
€aHa 1 Cblla J03a.

AKO NOYyBCTBaTe NMOAYBaHe Ha JIMIETO, yCTHUTE, YCTATa, €3MKA WJIH I'bPJIOTO, KOETO MOKe 1a
J0BeJe 10 3aTPYAHEHO NperJbllaHe WK ANIIaHe (AHruoeneM), Tpsa0Ba He3a0aBHO J1a ce
cBbpaKkeTe ¢ Bamus Jekap.

AKO TOJTy4YNTEe HAKOS OT CJIETHUTE HeKeJIAHU PeaKIuu: rJaBodoJine, Tuapus, NOBIUTraHe
(ragene), noBpbiaHe, 60JIKa B 4eJTHOCTUTE, 00JIKA B MYCKYJINTE, 00JIKA B Kpaka, 00J1Ka B
CTAaBUTE HJIW 3aUepPBsIBaHe HA JIUIETO, KOUTO He MOKETe 1a MOHACSITE HJIM He MOTAaT /1a ce
JIeKyBaT, Tpsi0Ba 1a ce cBbp:keTe ¢ Bamus jiekap, Thii KaTo 103aTa, KOSITO MpHeMAaTe MOKe /12 e
TBbpe BUCOKa 3a Bac u Mo:xe 1a e He00X0AUMO 12 ce HaMAaJIH.

MHoro 4ecTd HekeJIaHH peaKnuu (Morat Aa 3acerrar nosede ot 1 Ha 10 xymm)
- I'maBoGonme

- 3adepBsaBaHe (MMOYCPBEHSIBAHE HA JIUIIETO)

- l'anene (moBaurane) u NoBpbIIaHE

- Huapus

- Bonxka B wenroctute, 001Ka B MycKyJuTe, O0JIKa B CTaBUTE, OOJKA B KpaKa
- Hazogapunrut (3amyiieH HOC)

YecT HexeNaHU peakiuum (Morat na 3acerHat 1o 1 Ha 10 gymm)

- AHeMus (HHCKM HUBA HAa YEPBEHUTE KPbBHU KIIETKH)

- XUnepTupeonIn3bM (CBPbXaKTHBHOCT Ha IIUTOBH/IHATA KJIe3a)

- Hamanen anetur

- 3ary0a Ha Terio

- XunoToHust (HUCKO KPBBHO HaJISITaHE)

- Bbonka B ctomMaxa, BKIFOUUTEITHO HAPYIIEHO XPAaHOCMUIIAHE

- bonka

- [IpomeHu B pe3ynTaTuTe OT HSIKOW KPBBHH W3CIEBAHMS, BKIIIOUUTEIHO 32 OIpeesisiHe Ha Opost
Ha KPbBHUTE KJIETKH WM IIUTOBUAHATA (DYyHKINS

- OOpuBH, BKIIOUUTEIHO YPTUKApUs, MOXKE J1a IPUYMHHU yCeIllaHe 3a IIapeHe WiIu OOLKaHe U
3ayepBsABaHE HA KOXAaTa

- AHrroezeM 1 HErOBUTE CUMIITOMH, KaKTO € OITMCaHO B HAYAJIOTO HA TO3H pa3e

HeuecTn Heskenanu peakuuu (Morart aa 3acersar a0 1 va 100 gymm)
- [ToBuieHa cepaeyHa YecToTa

Cho0aBaHe HA He;KeJIAHU PeaKIuu

AKO TIONTyYHTe HIKAaKBU HEXEJIAHU JICKAPCTBCHH pPeakinu, yBenomere Bamus nexap. ToBa BkitouBa
BCUYKHU BH3MOKHU HEONMCAHU B Ta3M JIMCTOBKA HEXEIaHU peakiiui. MoKeTe ChIIO J1a ChOOIUTE
HEXEJIAaHU PEaKIiy TUPEKTHO Ype3 HallMOHAJIHA CHCTEMa 3a ChOOIIaBaHe B

W3nbiaHuTeIHa areHIys 110 JIeKapcTBaTa

yi. ,,Jlamsa I'pyes® Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaiT: www.bda.bg

50


http://www.bda.bg/

Kato crobmiaBare HeXeIaH PEakIlny, MOXKETE Ia MafieTe CBOS MPUHOC 3a TOJydaBaHe Ha TTOBEYC
nH(pOpPMAIUI OTHOCHO 0€30MMacHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak na cexpansiBaTe Uptravi
[a ce cbxpaHsaBa Ha MSICTO, HEJOCTHITHO 32 ACIA.

He uznon3paiite Uptravi cien cpoka Ha TOJHOCT, OTOEsI3aH BbPXY KapTOHEHATa OMAaKOBKa U
OnmucTepa WM BbPXY eTHKeTa Ha OyTuikara cien ,,l onen 10:” u ,,EXP”. CpoKbT Ha TOTHOCT OTTOBAPS
Ha [I0CJIEIHUSI JIEH OT IIOCOYEHUS MEeCell.

Uznonzeaiite Uptravi 100 mukporpama ¢puiMupanu TabJIeTKH B paMKUTE Ha 5 Mecena clie/l TbPBOTO
OTBapsiHE WU 10 U3THYaHE Ha CPOKA Ha TOIHOCT (KOETO OT ABETE HACTBIIU IIBPBO).

ToBa JICKaApCTBO HC M3MCKBa CICHHUAIHU YCIIOBUA Ha ChbXPaHCHUC.

He u3xBbprsiite nekapcTBaTa B KaHAIU3aLUATa WIK B KOHTEMHEpa 3a JOMAIIHU OTIAbIIH.
[MonmTaiite Bamms papmaneBT kak 1a H3XBBPISATE JEKapCTBaTa, KOUTO BeUye He n3noin3Bate. Te3u
MEPKH 1€ CIIOMOTHAT 34 OIa3BaHe Ha OKOJIHATA Cpefa.

6. Chabp:kaHue HA OAKOBKATA M JONMbJIHUTETHA HHpOpManus
Kaxkso cbpabp:xa Uptravi

AKTHBHOTO BEIIIECTBO € CeIeKCHUIar

Uptravi 100 mukporpama ¢punmupann tabnetku cpabpkar 100 MukporpaMa cenexcumar.
Uptravi 200 mukporpama GpuiMupanu TadbiaeTku chabpkar 200 MUKporpaMa cejieKCuIar.
Uptravi 400 mukporpamMa ¢puiMupanu TadbiaeTku chabpkar 400 MukporpaMa cejieKcuIar.
Uptravi 600 mukporpama ¢punMupann TabiaeTku cabpkar 600 MUKporpaMa celeKcumar.
Uptravi 800 mukporpama ¢punMupann Tabnetku cpabpkar 800 MUKporpaMa celeKcumar.
Uptravi 1 000 Mmukporpama punmupanu TadbiaeTku chabpxkar 1 000 MUKporpama celieKCHIIar.
Uptravi 1 200 mukporpama ¢punmupanu TabaeTku cpappkar 1 200 MuUKporpaMa celeKCHIIar.
Uptravi 1 400 mukporpama ¢punmuparu TabneTku cpabpkar 1 400 Mukporpama celeKkcHIiar.
Uptravi 1 600 mukporpama puiamupanu tTadbneTku cbabppkat 1 600 MuKporpama ceneKcurar.

Hdpyrute cbcTaBky ca:

Anpo Ha TabneTkaTa

Manuron (E421)

HapeBnuHo HuIIECTE

Hucko 3amecteHa XUIpOKCUIIPOIIMIILENYII03a
XUAPOKCUIIPOTIHILIETYJIO3a

Marne3sues creapar

DUIMOBO MTOKPUTHE
Xunpomenosza (E464)
[Ipormmnenrnukon (E1520)
TurtanoB nuokcun (E171)
Kenesnu okcuau (E172)
KapnayOcku Bochk

Uptravi 100 Mmukporpama GpuiiMApaHu TaOJETKH ChIBPIKAT KBJIT KEJIE3CH OKCHUI, YUEPEH XKeJIe3eH
okcun (E172) u Tank.

Uptravi 200 Mmukporpama GpuiiMApaHu TaOJETKU ChIBPIKAT KBIT xKene3eH okcua (E172).

Uptravi 400 Mmukporpama ¢puiiMupanu TabJETKH ChIbPIKAT YepBeH xene3eH okeu (E172).

Uptravi 600 Mukporpama GuIMupanu TabJIETKH ChIbPIKAT YePBEH JKEIEC3CH OKCUJI U YePEH JKEJIe3eH
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okcun (E172).

Uptravi 800 Mukporpama GpuaMupaHu TabJIETKN ChABPIKAT KBIIT KEIE3€H OKCUI U YSPEH KEIe3eH
okcup (E172).

Uptravi 1 000 Mukporpama dhuiMupanu TaOJIETKU ChIBPIKAT YSPBEH JKEIC3CH OKCHJI U )KBIT KEJIE3eH
okcun (E172).

Uptravi 1 200 mukporpama GuiMupany TabJICTKH ChIBPKAT YePEH JKEIIE3CH OKCHIT M YePBCH KEJIC3eH
okcun (E172).

Uptravi 1 400 mukporpama puiaMupaHu TabJIETKH ChIIbPIKAT KBIT xKeneseH okcuy (E172).

Uptravi 1 600 Mmukporpama ¢puiMupaHu TaOJIETKH ChIbPKAT YSPEH JKEIC3CH OKCHUJI, YSPBEH JKeIe3eH
OKCHJI Y )XBIT Xkelne3eH okcun (E172).

Kak usriexaa Uptravi U KaKBO CbADBPJKa OlIaKOBKaTa

Uptravi 100 mukporpama punmupanu tabnetku: Kpbsriu, 01e10KbaTH, QriIMUpaHu TaOIeTKH C
nuameTsp 3,0 mm ¢ BAIbOHATO peaedHO 03HaUCHHE ,,1”° OT eHaTa CTpaHa.

Uptravi 200 mukporpama gunmupanu tabnetku: Kpbriu, 61eg0xbeatu, GuiMupanu TabJIeTKy ¢
JuaMeTsp 7,3 mm ¢ BAIbOHATO peiaedHO 03HaUCHHE ,,2”° OT eHaTa CTpaHa.

Uptravi 400 mukporpama punmupanu tadbnetku: Kpbrim, yepenu, GpuaMupanu TaOIETKH ¢
auaMeTsp 7,3 mm ¢ BITbOHATO peedHO 03HayeHue ,,4” OT efHaTa CTpaHa.

Uptravi 600 mukporpama punmupanu tabaetku: Kpsriu, 6nemonunasy, puiMupanu TabIeTKH ¢
auaMeTsp 7,3 mm ¢ BIThOHATO peedHO 03HaYeHue ,,6” OT eAHaTa CTpaHa.

Uptravi 800 mukporpama punmupanu Tadnaetku: Kpsriu, 3enenu, GUaMupaHu TabJIETKH C THAMEThP
7,3 mm ¢ BIrbOHATO peneHO 03HaYeHHE ,,8” OT eHaTa CTpaHa.

Uptravi 1 000 Mmukporpama bunmupanu tadbaeTku: Kpbriiu, opamkesy, GUIMHpaHu TaOIETKH C
JuaMeTsp 7,3 mm ¢ BITb0HATO penedHo o3HaueHue ,,10” oT eqHaTa cTpaHa.

Uptravi 1 200 Mukporpama bunmupanu tadbaeTku: Kpbriiu, TbMHOIWIABY, GUIMHAPAHU TaOJICTKH C
quaMeTsp 7,3 mm ¢ BAIbOHATO penaedHO o3HaUeHHE ,,12” 0T eHAaTa CTpaHa.

Uptravi 1 400 mukporpama bunmupanu TadaeTku: Kpbriid, ThMHOKBITH, QUIMHPAHU TaOIETKH C
quaMeTsp 7,3 mm ¢ BAIbOHATO penedHO o3HaUeHHE ,,14” OT eaHATa CTpaHa.

Uptravi 1 600 mukporpama ¢unmupanu tadbnetku: Kpbriu, kadsBu, GunmMupany TaOJIETKH ¢
quaMeTsp 7,3 mm ¢ BAIbOHATO penedHo o3HaUeHHE ,,16” OT eaHAaTa CTpaHa.

Uptravi 100 mukporpama ¢puiMupanu TabJIeTKH ce npeiarat B OyTwiku 1o 60 tabiaeTku u
140 TabmeTkn (OTTAKOBKH 32 TUTPUPAHE).

Uptravi 200 MukporpaMa ¢puwiMupaHu TabJIETKHU ce npeiarat B oaucrepy o 10 mium 60 tabieTku u
60 i 140 TabyeTku (OIMAKOBKHY 334 THTPHUPAHE).

Uptravi 400 muxporpama, 600 mukporpama, 800 muxporpama, 1 000 mukporpama, 1 200 mukporpama,
1 400 mukporpama u 1 600 MukporpaMa GuamMupany TabJIETKH ce Tpeiarat B OJIUCTepH 110
60 TabeTKu.

He Bcuukn BHIOBEC OIMAKOBKH MOrIarT Ja 6’LZ[aT ITyCHAaTU B npoz[a>i<6a.

IIpuTekaTes HA pa3pelieHNETO 32 yoTpeda
Janssen-CilagInternationalNV
Turnhoutseweg 30

B-2340 Beerse

benrus
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IIpousBoauTen

Janssen Pharmaceutica NV
Turnhoutseweg 30

B-2340 Beerse

benrusa

3a JOITBJIHUTCIIHA I/IH(i)OpMaHI/ISI OTHOCHO TOBa JICKApCTBO, MOJISA, CBBPIKETE CE C JIOKAJTHUA

NPECTaBUTEN HAa PUTEKATENS HA Pa3pelIeHHeTo 3a yrnorpeda:

Belgié/Belgique/Belgien
Janssen-Cilag NV
Tel/Tél: +32 14 64 94 11
janssen@jacbe.jnj.com

bbarapus

»oKOHCBHH & JIxoHchH brarapus” EOO/
Ten.: +359 2 489 94 00
jjsafety@its.jnj.com

Ceska republika
Janssen-Cilag s.r.o.
Tel: +420 227 012 227

Danmark
Janssen-Cilag A/S
TIf: +45 4594 8282
jacdk@its.jnj.com

Deutschland

Janssen-Cilag GmbH

Tel: 0800 086 9247 / +49 2137 955 6955
jancil@its.jnj.com

Eesti

UAB "JOHNSON & JOHNSON" Eesti filiaal
Tel: +372 617 7410

ee(@its.jnj.com

E)\AGdo

Janssen-Cilag ®oppokevutiky Movorpocmmnn
A.E.B.E.

TnA: +30 210 80 90 000

Espaiia

Janssen-Cilag, S.A.

Tel: +34 91 722 81 00
contacto@its.jnj.com

France

Janssen-Cilag

Tél: 0800 25 50 75/+33 155004003
medisource@its.jnj.com

Lietuva

UAB "JOHNSON & JOHNSON"
Tel: +370 5 278 68 88
It@its.jnj.com

Luxembourg/Luxemburg
Janssen-Cilag NV

Tél/Tel: +32 14 64 94 11
janssen@jacbe.jnj.com

Magyarorszag
Janssen-Cilag Kft.
Tel.: +36 1 884 2858
janssenhu(@its.jnj.com
Malta

AM MANGION LTD
Tel: +356 2397 6000

Nederland
Janssen-Cilag B.V.
Tel: +31 76 711 1111
janssen@jacnl.jnj.com

Norge
Janssen-Cilag AS
TIf: +47 24 12 65 00
jacno@its.jnj.com

Osterreich
Janssen-Cilag Pharma GmbH
Tel: +43 1 610 300

Polska
Janssen-Cilag Polska Sp. z o0.0.
Tel.: +48 22 237 60 00

Portugal
Janssen-Cilag Farmacéutica, Lda.
Tel: +351 214 368 600



Hrvatska

Johnson & Johnson S.E. d.o.o.
Tel: +385 1 6610 700
jjsafety@JNJCR.JNJ.com

Ireland

Janssen Sciences Ireland UC
Tel: 1 800 709 122
medinfo@its.jnj.com

island
Janssen-Cilag AB
c/o Vistor ehf.

Simi: +354 535 7000
janssen@vistor.is

Italia

Janssen-Cilag SpA

Tel: 800.688.777 / +39 02 2510 1
janssenita@its.jnj.com

Kvbmpog

Bapvapoc Xoatlnmavayng Atd
TnA: +357 22 207 700

Latvija

UAB "JOHNSON & JOHNSON" filiale Latvija

Tel: +371 678 93561
lv@its.jnj.com

Romania
Johnson & Johnson Romania SRL
Tel: +40 21 207 1800

Slovenija

Johnson & Johnson d.o.o0.
Tel: +386 1 401 18 00
INJ-SI-safety@its.jnj.com

Slovenska republika
Johnson & Johnson, s.r.o.
Tel: +421 232 408 400

Suomi/Finland
Janssen-Cilag Oy

Puh/Tel: +358 207 531 300
jacfi@its.jnj.com

Sverige
Janssen-Cilag AB
Tfn: +46 8 626 50 00

jacse@its.jnj.com

Jara Ha nmocieqHo npepasrJiie;kaane Ha JucToBKaTa Mecen 02/2026

IMonpoOHa nHpOpMaIHs 3a TOBA JIEKAPCTBO € MpeocTaBeHa Ha yeOcaiiTa Ha EBporelickara areHIus
T0 JIeKapcTBara: https://www.ema.europa.eu.
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HAPBYHUK 3A TUTPUPAHE - OIIAKOBKA 3A TUTPUPAHE

Crp. 1

Uptravi 200 Mmukporpama GhuIMApaHu TaOJCTKH
CeJICKCHIIar

HapbuHuk 3a TuTpupane

3amouBaHe Ha neueHue ¢ Uptravi

Morns, mpoueTeTe MpHUapy KaBalaTa JUCTOBKA, TIPEIH a 3aTl0YHETe JIeUSHHE.

Kaxere Ha Bamms nexap, ako UMaTe HeXKeJIaHU peakluy, ThH KaTo JIeKapAT Moxe 1a Bu

npernopkya aa npomeHute Bamara nmo3a Uptravi. Kaxkere Ha Bamus niekap, ako B3eMate Ipyru
JIEKapCTBa, Thil KaTO JIEKapsAT MOKe Ja By mpemopbua ga mpuemare Uptravi caMo BETHBX JHEBHO.

Crtp. 2 Crtp. 3

Chabpikanue

Kak tpsioBa na npuemare Uptravi? Kora npemunaBarte Ha Mo IbpKaIaTa Cu

....................... 4 nosa...14

Kax Tps6Ba na moBumiaBaTe m103ata cu? AKO cTe TIpOITyCHAIH JIa TIPUEMETE

............... 6 Uptravi..........16

Kaxsu ca crpikute? Axo cre cripenu nipuema Ha Uptravi

.............................................. 8 ceeeeeneenneennen 17

Kora tps0Ba na Hamanute no3ara? JlHeBHUK 3a

..................... 10 TUTPHUPAHE.....veeeeeeeeereerieeneeeneeenneeens 18

Hamanssane Ha noszata

............................... 12

Crp. 4 Crp. 5

Kak TpsioBa 1a npuemate Uptravi? HNma 2 ¢a3u Ha neuenue ¢ Uptravi:

Uptravi e mekapcTBo, KOETO ce TpreMa BCsIKa

CYTPHH U Bevep 3a JieueHue Ha OenoapoOHa Turpupane

apTepualiHa XUIepToHus, HapuiaHa omle BAX. [Ipe3 mbpBUTE HAKOJIKO CEAMMUIIH IIie PadOTUTE
¢ Bamms nekap, 3a 1a ycraHoBuTe 103aTa

Hauannara mo3a Uptravi e Uptravi, kosiTo e moaxosia 3a Bac. Bammust

200 MukporpaMaBeIHb K CYTPUH U BeTHbXK JieKap Moke 11a Bu kaxke 1a moBHIITHATE

Beyep. CTBHITAJIOBUHO HaYaHATa 7032 J0 MO-BUCOKH

[IbpBust npuem Ha Uptravi TpssOBa n1a 0b1e no3u Uptravi. Bamusr Jiekap Moxe 1a HaMaiu

BeYep. no3ara Bu n0 mo-nucka. ToBa ce Hapuya

TpsiOBa 1a mpuemare BCsiKa Jio3a C Yalia Boja, 3a | TUTpupane. ToBa 1o3BoJIsBa Ha opranu3ma Bu

MIpeIIOYNTAaHE TT0 BpEMe Ha XpaHEHe. Jla CBUKHE ITOCTETIEHHO C JIEKAPCTBOTO.
Moaasp:xama ¢asza
Cnen karo BamusaT nexap oTkpue 103ata,
KOSITO € TIoIXosia 3a Bac, ToBa e 0Ob1e
J103ata, KOATO IIe mprueMaTe peoBHo. T ce
Hapuya MoAabprKalia 103a.
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Ctp. 6

Crtp. 7

Kak TpsidBa 1a nopumasare go3ara cu?

IIle 3amounete ¢ mo3ara oT 200 MUKporpama
CYTPHUH H Beuep U cliell o0ckxkaane ¢ Bammst
JIEKap WU MEUITMHCKA CeCTpa I MPEMHUHETE
Ha cJeaBalaTa 103a.

[IppBUST IpHEM Ha MOBUIIICHATA J103a TPSAOBA J1a
Ob1e Beuep. Beska cThiika 0OMKHOBEHO
npoabDKaBa okoio 1 ceqmuna. Moxe nia ca
HYXXHH HSIKOITKO CEJIMHUIIH, 32 JIa C& OTKPHE
703aTa, KOsTO € moaxo/siua 3a Bac.

IMenTa e 1a ce JOCTUTHE /103aTA, KOSITO € HAli-
MOAX0AIIA 32 JiedeHueTo Bu.
Tasm mo3a me 0bpae mogappkamara Bu qo3a.

Bceexu nmanment ¢ BAX e paznuuen. He Bcexkn
e CTUTHE 0 €HA ¥ ChIIA MOAJbPIKALIa
a03a.

HsAxown nanueHTH MOXe Ja IprueMar 1o

200 MuKporpama CyTpUH U Beuep KaTo
MOJUTbpIKallia J103a, TOKaTo APYTH LIe TOCTUTHAT
Hai-BUcoKata go03a oT 1 600 Mmukporpama
CYTpHH U Bedep.

Hsaxown morat fa 1oCTHrHAT 10 MOAABpIKaIa
J103a HAKBJIE TI0 cpefara. BaxHoTo € na
JIOCTUTHETE /103aTa, KOATO € Hall-oX0A111a 3a
ne4yeHueTo Bu.

Crp. 8 Cr1p. 9
alinetka o f 800 HAM-BUCOKA
" KakBu ca ctbnkurte? ! Ta6netka o7 800 waporpaMa Tabnem@o
. 200 3 ce Manon3sa Np cTeKK 5 oo 8 200 No3A
Hiporpaa gg HamanseaHe Ep%ﬂ Ha HisporpaNa
BerAka cThiKa Ha [o3anpaHe Npodbnxaea okono 1 cenuuuya HeofxonMMrTe TaBneTki 3a fosa). —
CThLIKA 7 CTMKAS
HAUATTHA [IO3A _—r —r— CTLIKA 6 Cytp enpa Tanena
. — —_— CThBIKA 4 CTBIKA 5 . m“a%t‘a:aﬁnm 0T 800 1 Tpv T20NETH
CTBIKA 2 CTBIKA 3 Cylp egraTalieTka 7 ang W B2 TaGnETIM or 200 MAgoaMa ot 200 Murporpama
CTRAT CyTpui: Tpu TAGNETKM 1a6nem:14%1‘r o or 00w enva Talnemia gy 50 MAKpOrpaMa Tafinemia
CyTpwH efHa qo‘rlp.m': ﬂm;“ 01 200 MAxpOrpaMa MAOTRaMA o7 200 gorpaa R — BB;% epaTarena o g0 Me'rmpﬁmﬁnew
mmméo%zam Beuep: fge Ta0neTHH TpH TalineTI o T TaGneTH mu e,m:‘aagﬁrenmﬁ Efgl% ueﬁggraﬁmm o200 ,ﬁ"u;:orpm or 200 waporpana
ot meﬂmmi:ﬁm {%ﬁﬂ"rgﬁ%’ 20 waporpaa 0 200 wiporgana UTQW?‘DW*POFFGME T 200 (06lwa AHesHa aosa: {?Za Wﬂm?:
. MHpOTpala
(ofiua oHeska fosa 800 muporpama) (oflLa AHeHa Aoas (06lua pHesKa osa: [ — [gﬁd(L:LE ﬂr:e&-la ,qo::}al. 2800 Mporpama)
“ommpope) 1200 waporpa) 1600 mporpava) 2000 miaporpana) oA (TaBneTkuTe He ca & peanex pasmep.)
Crp. 10 Crp. 11

|Kora TpsioBa 1a HamaJjiuTe A03aTa?

Kaxrto npu Bcuuku jgexkapcTBa, MOXKe Aa
MOJIyYUTE HEKETIAaHU PeaKIUK MpU IpremMa Ha
Uptravi, korato npeMuHaBarte Ha IMO-BUCOKH
JI03H.

I'oBopete ¢ Bamus jiekap ujiu MeTUIIHHCKA
cecTpa, ako MMaTe HexkeJaHu peakuuu. Uma
JIEKAPCTBa, KOUTO MOraT a IOMOTHAT 3a
00JIeKYaBaHETO MM.

Haii-gectrure HexxenaHu peakuu (MOTaT aa
3acer”ar mosede ot 1 Ha 10 gymm), Kouto
MOXKETE J1a MOJIy4YHUTE, JOKATO IIpUeMaTe
Uptravi, ca:

* ['maBoGonue * Jluapus * ['anene * [loBpbinane
* bonka B yentocTute * bonka B Myckynure *
Bonka B kpaka ¢ bonka B ctaBuTte * 3auepBiBaHe
Ha JULETO

3a IbJICH CIMCHK Ha HEXKENAHUTE PEaKIiH
BIKTE JINCTOBKATA 3a AOIBIHUTEIIHA
uHpopManusl.

AKXO He MOXKETE J1a IIOHACITE HEXKEJIaHUTE
peaKIiy, TOpHU cjiea Kato Bammusr nexap win
MEJIMIIMHCKA CECTpa ca Ce OMUTANIU Aa TU
JIEKyBaT, MOe J1a Bu npenoppyar ia
MIPEMUHETE Ha MO-HUCKA J1034.

Axo BamusT Jiekap WM MeJUIMHCKA cecTpa
Bu kaxat na HaMaJuTe 10 NO-HUCKA 1033,
TpsAOBa 1a MpHeMeTe ¢ eHA Ta0JeTKa OT

200 MmukporpamMa no-MaJjKo CyTPHH H € elHa
MO-MAJIKO Bevep.

Tps6Ba na HamansABaTe A03aTa CH C €1HA CTHIIKA
caMo cieJl KaTo cTe ropopwiu ¢ Bamus nekap,
koito Bu nekyBa 3a BAX, nnu ¢ MmenuuuHckaTa
cectpa. To3u mpolnec Ha HamMalIsABaHE Ha J03aTa
nie Bu nomorse na yctaHoBure 103ata, KOsATO €
noaxondua 3a Bac, Hapuuana oe
HnoJAbpIKaIa 103a.
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Crp. 12 Crp. 13
HamansBaHe Ha ao3saTta
HAYAND CTHKA HATOPE CTHIKA HATIONY NOTEFKALLA J03A
CTBIKA 1 CToMkA 2 CThKAS CTuliA4 CTLlKAS  CTLKAG OBPATHO KbM E[IHA TABMNETHA, ChLLATA
CTHMKAS Aosa
BCAka CTLMKE Ha Aoaupaqe _r.
NPOILIEBE 0KON0 1 CeaMMLE. J . l -
_I_ ! _I 3an0uHETe 13 NpHEMaTE N0
LienTa e 0a ce JOCTWHE Hai- BroHeTe Ce CTHEa e[jHa TalneTa oT Tem,
Tabnemka ot 200 MUKporpaMa —_—] . BHCOKATA /1038, NPH KOATO :puau,or.r_ an HOMTO CHTLHAT HaW-
MoewwasaiTe nosara MOMETE 1A NOHACATE HEWENaHWTE peaiLy® BHCOKETA 1038, KOATO
CyTpwH: eHa TalneTka CH NpENMauTEnHD HEWETEHITE PEGKLMA He MOTAT 1A CE NOHACHAT MOMWETE 113 NOHECETE
ot 200 MAKpOTpaMa ECFHA CEIMALA, KaTD
Beuep eHaT: or [npbasATe No e0Ha TalineTka or 800 meporpama
200 MApOTpaMa Tafinea o 200 %ﬂaﬁmgg g&;"xﬁm 5
00lua oHeexa noza; 400 M ME KM TabneTka ot 200 MUKpOrpama
(TabneTkuTe He Ca B peansH pamep. ) MMKpOTpama) mm [0} HeaXopAMMTE TalneTiu 33 403
BedepHaTa josa

Crp. 14

Crp. 15

Kora npemunnaBaTe Ha mogabp:KamiaTa cu
a03a

Haii-BrcokaTta 103a, KOSITO MOXKETE Ja IIOHECETE
10 BpeMe Ha TUTPUPAHETO, e cTaHe Barmara
noAabp:kama ao3a. Bamara noaappxaria 103a
€ J103aTa, KOSATO TPsiOBa J1a MPOABIDKUTE J1a
npuemate peoBHo. Bamusar nexap wiu
MEIUIINHCKA CecTpa MOYXKE Ja TPEATIHIIe TO3!
BHJT TAOJICTKH, TIPH KOUTO KOJIMYECTBOTO HA
AKTHBHOTO BELIECTBO B €IHA TAa0/IeTKA €
paBHO Ha nojabpxaiiara Bu nosa.

Tosa Bu 1aBa Bb3MO:KHOCT /1a IpUeMaTe caMmo
10 eIHA Ta0JieTKa CYyTPHUH U eJHA Bevep,
BMECTO J1a IpHeMaTe MHOT0 Ta0JIeTKH 3a
BCfIKA J1034.

Hampumep ako Haii-BHCOKaTa MOHACSHA 71032 10
BpeMe Ha TUTpupaneTo ¢ omra 1200 Mukporpama
BEJIHBXK CYTPHH U BEHBXK BEUep:

Hait-sucoka  Mopaspxaiia c
noHacAHa fo3a noaa YTPUH
L =@
Hait-Bucoka  [1OAAbPXalla
B
noHacsHa fjosa Aocsa e

C BpeMETO Bamusar JeKap Wi MEeAUIUHCKA
CeCTpa MOXKe 1a KOopurupa noaabpzkamiarta Bu
a03a, aKo ¢ HE00XO0AMMO.

Crp. 16

Crp. 17

AKko cTe nponmycHaiu 1a npuemete Uptravi

AKO CTe MpOoITyCHAJIH 032, TPUEMETE 5
BeJHAara, cjiel KaTo CH CIIOMHUTE, Cle] TOBa
MPOABIDKETE 1a MpreMaTe TabJIeTKUTE 1o
o0nuaitHOTO BpeMe. AKO 00MUYaifHOTO BpeMe 3a
MpreMaHe Ha cje/BaiaTa 103a € B paMKHUTe Ha
6 gaca, Tpsg0Ba /1a HE B3eMaTe MPOITycHaTaTa
71032 1 Ja IPOIBIDKATE 1a IpreMaTe
JIEKapCTBOTO CH MO0 00MYAHHOTO BpeMe.

He B3emaiiTe ABOIiHA 1032, 32 1a
KOMIIeHCHpaTe MPONycHATaTa TalJeTKa.

Ako cTe cripesau npuema Ha Uptravi

He crimpaiite ma mpuemate Uptravi, OCBeH ako
BamusT nekap wiu MequIHCKa cectpa He Bu
Kake. AKO, TI0 KakBaTo ¥ Jia OWI0 IpU4nHa,
cipere jaa npueMate Uptravi 3a moBede OT

3 mocieoBaTENHA JHA (aKO CTE MPOITYCHAIN

6 TIOCTIEIOBATEITHH JI03H), CBBPIKETE ce
BefHara ¢ Bammus jexkap, koiito Bu exkyBa 3a
BAX, nam ¢ MeIUIIMHCKATA CeCTPA, Thil KaTO
MO:Ke 1a ce HaJIoku 103aTa Bu na ce
KOPUTHPA 32 N30rBaHe HA HEXKEJIaHH
peakuuu.

BammsT nekap wim METUITMHCKA CecTpa MOXKE
na Bu kaxke 1a 3ano4yHeTe JCUEHUETO OTHAYAIO
MIPH MO-HUCKA /1032, TIOBUIIIABANKHY S
MOCTENEeHHO J0 NpeAuiHaTta Bu noaabspikaiia
JI03a.
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Crp. 18

Crp. 19

/{HeBHHMK 32 THTpHUpPaHe

MO.TH[, MpoY€TeTC BHUMATEC/IHO HHCTPYKIUHUTE
B JIUCTOBKAaTA.

CreaBaiuTe CTpaHUIM OT JHEBHUKA Bu
MOMarar Jia ciieinte Opost TabIeTKH, KOUTO
TpsiOBa Jia MpuUeMaTe CyTPHH M Beuep 10 BpeMe
Ha TUTPUPAHETO.

HW3non3Baiite ry, 3a 1a 3amicBaTe Opost
TabJICTKH, KOUTO MIPHUEMAaTe CYTPHH U BeUep.

OOUMKHOBEHO BCSKA CTHITKA MPOIBDKABA OKOJIO
1 ceamulia, ocBeH ako Bamusar nekap wiu
MEINIMHCKA cecTpa He Bu nHCTpyKTHpa APYTO.
Axo tipu Bac cTenkuTe Ha TUTpUpaHe
MPOJIBJDKABAT MOBEUe OT | ceaAMHuIIa, Ma
JIOITBTHUTEITHUA CTPAHUIU B THCBHUKA 32
MpOCIeIsIBaHe.

WznomsBaiite crpanumm 20 mo 27, 3a na
MPOCIIENUTE IHPBUTE CEIMHIINA OT
JICUCHUETO, KOTaTo U3IONI3BaTe CaMO
tabneTkute oT 200 MuUKporpama (CTHITKH
1-4).

Axo ca Bu npegnucanu tabnerku ot 200
u ot 800 MuKporpama, U3IMoJI3BaNTe
ctpanuii 30 mo 37 (cTeiku 5-8).

He 3a0paBsiiiTe 1a roBopuTe PEIOBHO C
Bammus jekap, koiito Bu ekyBa 3a BAX,
WIN ¢ MeMI[UHCKATAa cecTpa.

3anucBaiTe CM HHCTPYKIUKUTE Ha Bammsa
nekap, koiTto Bu nekysa 3a BAX, unu Ha
MEAMIMHCKATA CecTpa:

CrnyxeOeH TeneoH 1 UMEHIT Ha JISKapCKUs
KaOWHeT:

Tenedon Ha dapmaresra:

benexku:

Crp. 20

Crp. 21

Boewn e 3arMceaiTe B KyTWAKMTE NO-A0MY KONKo TaGneTn npremare
CYTPHH 1 Beuep.
PasroBapsix ¢ MOA NeKap WNH MEJMLMHCKA CECTPa Ha

CEOMMLA

1

[TepenaT npuem wa Uptravi pabea pa 6boe Bevep

cenumy 3aNMCBAITE HOMEPa Ha CEIMMLATE OT NIEYEHKETO B TOPHHA NAB Lrbi. Boesu eH
‘3aNWCBANATE B KyTWIKMTE NO-{I0ITY KOMKD TAGNETKA NPUEMATE CYTPIH M BEYep.
Pa3roBapAx ¢ MOA NEKap WM MEMLMHCKE CECTPa Ha

;
@
:

'bPBMAT Npuem Ha yBeneHa fosa Uptravi Tpabea ga 0boe Bevep
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Ctp. 22

Ctp. 23

cepuny  JanUCBaATE HOMEPA Ha CETMMLIATA OT NEYEHKETO B MOPHIR ITAB Bk, B fen
3anWCBaATE B KYTWAKATE NO-NO0IY KOMko TalneTrn NPHEMETE CYTPHH W BEYep.

Pazsfoeapsx ¢ MOR NEXap WK MEIWLMHCKA CECTPA Ha

Dara

cepuny  3anvcBaiTe HOMEpa Ha CETMMLIATA O NEYSHKETO B TOPHIR INAB 1IN, Boesm fen
3anuceaiATe B KyTWAKATE NO-40MY Konko TalneTkn NPHeMaTE CYTPHH W BeYep.

PasroBapAx ¢ MOR NEXEP WK METULMHCKA CECTPA Ha

Dara:

B e
e

TMpemsHeTe Ha CTp. 28, ako BawmAT nexap npeaniwe TatneTis ot 800 msporpama

Crp. 24

Ctp. 25

ceuiy S WLSa B Ky
PasfoBapsx ¢ MOR NEXAP WK MEWLMHCKA CECTPA Ha
Dara

B e
®

gm:;m

TMpesreTe Ha cTp. 28, axo BawmAT nexap npeaniwe Taineim ot 800 muporpama

cepuny  3anvCcBaTE HOMEpa Ha CETMMLIATA OT NEYEHKETO B TOPHIR NNAB 1IN, Boesm fen
3anMCceaiTe B KyTWAKATE NO-Q0IY Konko TalneTkn NPRemMaTe CyTPHH W Beyep.

Pasrogapax ¢ MoR NEXap WK METKLMHCKA CECTPE Ha

Dara:

gm?;m

MpemireTe Ha cTp. 28, axo BawmAT nexap npeaniwe Tabnei ot 800 muporpama

Ctp. 26

Crp. 27

cenwvy  3ANMUCBAFTE HOMEPA Ha CEMMLATA OT NNEYSHWETO B TOPHWA AB BIbN. Beekn feH
3JanuceaiTe B KYTWAKMTE NO-OMY KOMIKO TAGNETKN NPHEMATE CYTPHH H Beuep.

Pa3roBapsx C MOA NEXAP WK MEWLMHCKA CECTPE Ha

Iara:

|
@

gm?;m

MpesreTe Ha cTp. 28, ako BawmAT nexap npennuwe TaneTi ot 800 muporpama

cenuvy  3ANMUCBAFTE HOMEPA Ha CEMMLATA OT NEYSHWETO B TDPHNA NNAB HrbN. Beexn ieH
3JanCEaiTe B KYTWAKMTE NO-ACHTY HOTIKO TAGNETKNM NPHEMATE CYTPMH H BEYep.

Pa3roBapsAx C MOA NEXaP WK MEOULMHCKA CECTPA Ha

Ilara:

gma"t‘;m

MpemreTe Ha cTp. 28, axo BawmAT nexap npenniwe Tabnemiv ot 800 mwporpama

Crp. 28

Crp. 29

aKo BammusaT nexap mim MeIULIMHCKA cecTpa
npeanuuie Tadnerku ot 800 MuKporpama B

npueny no egHa tadiaerka or800 MuKkporpama
BCEKH JIEH CYyTPWH U BeUep C mpeanucanus Bu
Opotii Tabnetku ot 200 MUKporpama.

M3non3BaiiTe cieaBanuTe CTpaHUIIA OT JHEBHUKA,

JOIbJIHEHHE KbM TabneTkute ot 200 MUkporpama.

Ha CTPAHULIUTC HA JHCBHUKA 0T6CJ'IG)KCTC, 4cC CTC

He 3a0paBsiiiTe 1a roBOpUTE PEAOBHO C
Bammus jekap, koiito Bu ekyBa 3a BAX,
WK ¢ MeIMIMHCKATA cecTpa.

3anucBaiTe CM MHCTPYKIIMUTE Ha Barmms
nekap, koiTto Bu nekyBa 3a bAX, unu Ha
MEAMIMHCKATA CECTpa:

CayxeOeH TeneoH 1 UMEWT Ha JIEKapCKuUs
KaOHHET:

Tenedon Ha dapmareBra:

benexku:
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~

. taBnetka ot 200 MMKporpaMa |

. Tabnetka or 800 MUKporpamMa

(fa ce Mananasa Np« CTLAKK
5 oo 8 3a HamanAeaHe Ha SpoR
Ha HeoSxoauMUuTE TagneTkn

\ 3a ooza)l.

Crp. 30

Crp. 31

cepauys  3anuceaiTe HOMEPa Ha CEAMMLATE OT NEUEHWETO B FopHMA NAE i, Boer fe
3aMMceaiTe B KyTWAKATE NO-AOITY KonKo TaBNETIM NPHEMETE CYTPHH U
Paaroaapﬂxcmﬂnpunnmeu.uqmmoecrpaHa QQIMMH'

A &mmammmmmmmnmmmm Bmmu
3aMHCEAATE B KyYTWAKHTE N10-B0NY KONKO TaGNETKN NPHeMATE CYTPMH U
Paarosapmc MOR Nexap Nk Meanywkcka cectpa ka JOTMMITT .

o
2O

Y

0
2oo
..%.?a,aésoo'."."
@2\0" 200
- Nollolololiololol ¥ Aololololololo
Crp. 32 Crp. 33

CERMUA Smmmmmwnmmmnmmnm Beeku e
3aMMcaaiTe B IiATE NO-A0ITY KOMKo W Bevep.

A Sammmmmpammmmmmmampmnmm Boain peH
3anuceaiTe B

TabneTm npuemare KyTWiAKMTE NO-QOITY KONKo TaGnNeTkM Npuemare W Bevep.
Egam@mxcmnnpmmmmwmmaHaQQIMMrf anaapmcmne«apmwuemuﬂmmcmauaggfmmﬂ
200
Mm‘m
é..eooéaoa.@IIlI.
® ® 5
Mm‘m
- Nololiolololiolelf * Nololololololo
Crp. 34 Crp. 35

cepaus  JanMcBaiTe HOMEPa Ha CEIMMLATA OT NEYEHWETO B OPHWA NAB bkn. Boeim get
mmnlﬂmmn&mrqmm“mwuu
PasrosapAx ¢ MOA NExap MW MeavumMHoKa cectpana QA/MMITT .

34

35

cepeny  3anicBaliTe HOMEPa Ha GEIMALATA OT NEYEHHETO B TOPHWA NAB bIk/. Bnammu
JanvceadTe 8 no-porty konko Tabnemm CYTPMH W

m(_)aapmcmneuapmu LY oecmamrfaMMHF.
% o 03
§.,soo@,§aoo
® 200 ® 2‘0’0
MAPOTPANG
" Nolololiolololol ¥ Aolclolololiolo
Ctp. 36 Crp. 37
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Ctp. 38 Ctp. 39

Benexxu

Ctp. 40
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HAPBYHUK 3A TUTPUPAHE — OITIAKOBKA 3A TUTPUPAHE

Crp. 1

ceJIeKcumar
HapbuHuk 3a TuTpupane

3amouBaHe Ha neueHue ¢ Uptravi

Bamrara fo3a Uptravi.

Uptravi 100 mukporpama ¢puinMupanu TabIeTKH

MOJ'IH, MMPpOYCTCTC NpUApPYKaBaliaTa JUCTOBKA, IIPCAN Aa 3alIOYHCTT JICUCHUC. Kaxere na Bamms
JICKAap, akO UMATC HCKCJIIaHU pCaKIu, TBU KaTo JICKApAT MOXKE 1a Bu mnpernopbya Aa IpOMCHUTC

Crtp. 2 Crtp. 3
Chabpxkanue
Kak tpsioBa na npuemare Uptravi? Kora npemunaBarte Ha Mo IbpKaIaTa Cu
....................... 4 nosa...14
Kax Tps6Ba na moBumiaBaTe m103ata cu? AKO cTe TIpOITyCHAIH JIa TIPUEMETE
............... 6 Uptravi..........16
Kaxsu ca crpikute? Axo cre cripenu nipuema Ha Uptravi
.............................................. 8 ceeeeeneenneennen 17
Kora tps0Ba na Hamanute no3ara? JlHeBHUK 3a
..................... 10 TUTPHUPAHE.....veeeeeeeeereerieeneeeneeenneeens 18
Hamanssane Ha noszata
............................... 12

Crp. 4 Crp. 5

Kak TpsioBa 1a npuemate Uptravi?
Uptravi e iekapcTBO, KOETO ce prueMa BCsKa
CYTPHH U Bevep 3a JieueHue Ha OenoapoOHa

Hauannara mo3a Uptravi e 100 Mukporpama
BeHbK CYyTPHH U BEAHBXK Beuep.

[IspBusr npuem Ha Uptravi TpsoBa ga 0n1e
BeYep.

TpsiOBa nga mpuemare BCsKa J103a C Yalia Boja,
3a MPEeIIOYUTAHE [0 BpEME Ha XpaHCHE.

apTepualiHa XUIEepTOHUs, HapudaHa oule bAX.

HNma 2 ¢a3u Ha neuyenue ¢ Uptravi:

Turpupane

[Ipe3 mbpBUTE HAKOJIKO CEAMMIIM I1ie PadOTUTE
¢ Bamus nekap, 3a 1a ycTaHOBUTE Ao3aTa
Uptravi, kosiTo € moaxosia 3a Bac. Bammust
Jiekap Moxe J1a Bu kaxke J1a moBuIuTe
CTHITAJIOBHTHO HaYaHATa JI03a JI0 MO-BHCOKH
no3u Uptravi. Bamusr jiekap Moxe J1a HaMaau
no3ara Bu 1o no-Hucka. ToBa ce Hapuya
TuTpupane. ToBa mo3BoJIsIBa HA opranusma Bu
Jla CBUKHE IMOCTETNIEHHO C JIEKapCTBOTO.

Moaasp:xama ¢asza

Crnen xato BammsaT nekap oTkpue 103aTta, KOSTO
¢ moaxosma 3a Bac, ToBa e Ob11e 103arta,
KOSITO IlIe IpueMaTe peloBHO. T ce Hapuua
MOIThPIKAIIA 1034,
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Ctp. 6

Crtp. 7

Kak TpsidBa 1a nopumasare go3ara cu?

IIle 3amounere ¢ mo3ara oT 100 Mukporpama
CYTPHUH H Beuep U cliell o0ckxkaane ¢ Bammst
JIEKap WU MEUITMHCKA CeCTpa I MPEMHUHETE
Ha cJeaBalaTa 103a.

[IppBUST IpHEM Ha MOBUIIICHATA J103a TPSAOBA J1a
Ob1e Beuep. Beska cThiika 0OMKHOBEHO
npoabDKaBa okoio 1 ceqmuna. Moxe nia ca
HYXXHH HSIKOITKO CEJIMHUIIH, 32 JIa C& OTKPHE
703aTa, KOsTO € moaxo/siua 3a Bac.

IMenTa e 1a ce JOCTUTHE /103aTA, KOSITO € HAli-
MOAX0AIIA 32 JiedeHueTo Bu.
Tasm mo3a me 0bpae mogappkamara Bu qo3a.

Bceexu nmanment ¢ BAX e paznuuen. He Bcexkn
e CTUTHE 0 €HA ¥ ChIIA MOAJbPIKALIa
a03a.

HsAxown nanueHTH MOXe Ja IprueMar 1o

100 Mukporpama CyTpuH U Bedep KaTo
MOJUTbpIKallia J103a, TOKaTo APYTH LIe TOCTUTHAT
Hai-BUcoKata go03a oT 1 600 Mmukporpama
CYTpHH U Bedep.

Hsaxown morat fa 1oCTHrHAT 10 MOAABpIKaIa
J103a HAKBJIE TI0 cpefara. BaxHoTo € na
JIOCTUTHETE /103aTa, KOATO € Hall-oX0A111a 3a
ne4yeHueTo Bu.

Crp. 8

Crp. 9

1 KakBu ca CTLNKUTE? & woenaor omsgorpasa

HAR-BUCOKA
[03A

Tatnemka or 400 meporpama
CE MIN0M38a Mg CTEMKM 0T 5 10 8
33 HamanAeaHe ﬁpO‘r'I Ha

A TaGnea ot 100 Mukporpama

BecAka cTeNKa Ha Ao3vpaHe Npogsmyaea okono 1 cegmMuua. HEOCKOAMITE TAONETHA 38 1033.) . i i ,-J,_r.' i iy v i
i 4 CTBIKA 8
i -._|—’5—'_""’ CTBIKAT .
HAYAITHA OO3A aa a 00U CThIKA 6 CyTpwH. ezika TalineTva
; e oy CTLNKA 4 CTbIKA 5 efHaTabneTka o7 400 W YeTHpK
i it CTbIIKA 3 SneTia CyTpw eHa Tabnetka ot 400 w TpM TAGNETKN Tatinemiv ot 100
CTBIKA 1 CTbIIKA 2 CyTpisi: YeTHpH DCT, 45'0' “[ ﬁ:z T;ﬁn i 4’2%6‘ meeTaONETM  or 100 Mukporpama MAKpOTpaME
TP TR0neTEH ot 100 MuKporpama )
) CyTpwe (B2 TalneTi  or 100 ha“mrpma TT&%[;EU ot 100 murporpama porpe Be-% emHa r%irr:m Eila'ue|::_1 [%qua TabineTka
Cyrpisi-expia o7 100 Mtkporpama ] Beuep: eraTainena emmaTanenka 0T 200 M TR TEONETIA 0T 400 1 eTHpH
Taonena ot 100 fipe TabineTHH BB%TP“ TaoneTIN Beuep: ueTp oT400 megHaTaoneria or400umeeTabnenm  OF 100 mmporpama TaSﬂe‘mn of 1300
Bas epr e or 100 maporpaa. ©' 10 MAPOTRENE Taanetu or 100 or 100mnporpama o7 100MWPOEMA (ol pHesa Aoea: Fppan
ﬂjge'um e (oBla fHeesa fosa; (0B1a fHesHa fosa: MKpOpEMa (06ua nHeaHa nosa: 1400 mMuiporpama) (00Lua areBHa nosa;
{%Em'a ﬂwﬁ?ﬂi 400 MAKpOrpaMa) 600 Mukporpama) (ofa iHeBra Aosa; 1000 mvkporpana) {?620 #:%%ggﬁl[ 1600 muporpana)
200 MAKDOTpaMa) 800 waporpama) (TabreTkuTe He ca B peaneH pasmep.)
Crp. 10 Crp. 11

|Kora TpsioBa na HamaJjiuTe A03aTa?

Kaxro npu Bcuuku jgexkapcTBa, MOXKe Aa
MOJIyYUTe HEKETIAaHU PeaKIUK MpU IpremMa Ha
Uptravi, korato npeMruHaBaTe Ha M0-BUCOKH
JI03H.

I'oBopete ¢ Bamus jiekap ujiu MeTUIIHHCKA
cecTpa, ako MMaTe HexkeJaHu peakuuu. Uma
JIEKApPCTBa, KOUTO MOraT 1a IOMOTHAT 3a
00JIeKYaBaHETO MM.

Haii-gecture HexxenaHu peakuu (MOTat 1a
3acerHar mosede ot 1 Ha 10 gymm), Kouto
MOXKETE J1a MOJIy4YHUTe, JOKATO IIpUeMaTe
Uptravi, ca:

* ['maBoGomue * Jluapus * ['anene ¢ [loBpbinane
* bonka B uemtocTute * bonka B Myckynure *
Bonka B kpaka ¢ bonka B ctaBuTte * 3auepBiBaHe
Ha JULETO

3a IbJICH CIMCHK Ha HEXKENAHUTE PEaKIiH
BIKTE JINCTOBKATA 33 JOIBIHUTEIIHA
uHpopManusl.

AKXO He MOXKETE J1a IIOHACITE HEXKEJIaHUTE
peaKIiy, TOpHU ciaea Kato Bamusr nexap win
MEJIMIIMHCKA CECTpa ca Ce OMUTAIU Ja T
JIEKyBaT, MOe J1a Bu npenoppyar ia
MIPEMUHETE Ha MO-HUCKA J103a.

Axo BamusT jiekap WM MeJHIMHCKA cecTpa
Bu kaxat na HamMaJuTe 10 NO-HUCKA 1033,
TpsAOBa 1a MpHeMeTe ¢ eHA Ta0JeTKa 0T

100 Mukporpama mo-Majako CyTpHMH U € eJHA
NMO-MAJIKO Bevep.

Tps6Ba na HamansABaTe A03aTa CH C €1HA CTHIIKA
caMo cleJ KaTo CTe TOBOPHIIM ¢ Bamms nekap,
koiTo Bu nexysa 3a BAX, unu ¢ MequInuHcKaTa
cectpa. To3u mpolec Ha HaMassIBaHE Ha J03aTa
uie Bu momMorse na yCTaHOBUTE 03aTa, KOSITO €
noaxosma 3a Bac, HapudaHa omie
MOAIBPIKAIIA 103a.
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Crp. 12 Crp. 13
HamansaBaHe Ha ao3arta
HAYATIO CTBITKA HATOPE CTBIKAHAZIONY MOMTLPKALA [I03A
CTBIKA 1 CTBMKA2 CTBKA 3 CTBMHA4  CTHMKAS CTHIKAG  OSPATHOKBM  EMHATAS/ETKA, CHUIATA
3 CTHIHAS AosA
BeaKa CTEMEE Ha Josupane 2 it ;
MPOIBLITAABA OKONO 1 CEAMMUA. i i 3ré - l -
I r i iJ'—l I . Bauwara noaLpaLa
2 4 EITTa € 3 08 OCTWIHE Halt- Buprete ce cTLma 1053 & Halt-B00KaTa,
) Tadnemka o 100 swporpava — ,-J._l_ e BICOKATA 018, NPHKDATD wanony, a0 KORTO NOHACT rpi
aeaiTe fowaTa MOKETE 113 NOHACATE HENEMBHUTE PeaiLyM TUTPHpEHETD
Cyrpun eHa TalineTha Mo e o HEMENHUTE peasLin He Morar fia oepﬁm;ym .
o7 100 Mrporpama MpWENWIMTENHD BCAKE
Beuep: enva Tadnencagr  CSRMMLE, KaTO fo0aBRTE TafineTka or 400 MKpOTpaMa
100 MusporpamMa %ﬁ:&m‘a@ [‘.EIE:3 02 JanDITEa W CTLNA or5
06ua fHesHa foza” 200 1) Tanetva o 100 MAkporpaMa fin 832 Hauarrestie bpontia
(TafneTdTe He ca B peane pamep.) MKpOTpaMa) CyTpeLLkara U al HeoGomumHTe TalneThv 38 f0a.)

BeepHaTa fo3a

Crp. 14

Crp. 15

Kora npemnnaBaTe Ha mogabp:KamiaTa cu
a03a

Haii-BucokaTta 103a, KOSITO MOXKETE Ja IIOHECETE
10 BpeMe Ha TUTPUPAHETO, Il cTaHe BamaTa
noAabp:kama ao3a. Bamara nogabpxaria 103a
€ J103aTa, KOSATO TPsiOBa J1a MPOABIDKUTE J1a
npuemaTe peoBHo. Bamusar nexap wiu
MEIUIIMHCKA CecTpa MOYXKE J1a TPEATIHIINe TO3H
BHJT TAOJICTKH, TIPH KOUTO KOJIMYECTBOTO HA
AKTHBHOTO BELIECTBO B €lHA MJIM HAKOJIKO
TabJeTKM € paBHO Ha MojIbpkaiara Bu nosa.
Tosa Mo:xe 1a Bu 1age Bb3MOKHOCT /1A
npueMare camo 1o eJHa TadJeTKa CyTPUH 1
eHA Beyep.

Hampumep axo Hail-BHCcOKaTa MOHACsIHA 7032 MO
BpeMe Ha TUTpupaneTo € ouna 600 Mukporpama
BEJHBX CYTPHUH U BEAHBX BEUep:

B i
TR

Hali-Bucoka ﬂﬂmpmmﬂ
MOHACcAHA 103a no3a Cyrpun
Hai-sicoka Hu,quﬁ;mama @
NoHaCcAHa fo3a poza Beuep

C BpemeTo BammsT Jiekap Wi MeIUIHHCKA
cecTpa MosKe 1a KOpUrupa moaabp:xamara Bu
1033, AaKO € HE00X0IUMO.

Crp. 16

Crp. 17

AKxo cTe nponmycHasn 1a npueMerte Uptravi

AKO CTe MpOoITyCHAJIH 1032, TPUEMETE 5
BeJHAra, cliel KaTo CH CIIOMHUTE, CJIel TOBa
MPOABIDKETE 1a IpreMaTe TabJIeTKUTE 1o
o0nuaitHoTO BpeMe. AKO 00MUYaifHOTO BpeMe 3a
MpUeMaHe Ha cje/BallaTa 1032 € B paMKHUTE Ha
6 yaca, Tps0OBa /1a HE B3eMaTe MPOITycHaTaTa
71032 1 Ja IPOIBIDKATE 1a IpUeMaTe
JIEKapCTBOTO CH 10 OOMYAaHOTO BpeME.

He B3emaiiTe ABoOIiHA 1032, 32 1a
KOMIIeHCHpaTe NMPoNnycHATaTa TadJjeTKa.

AKko cTe cripesn npuema Ha Uptravi

He crimpaiite ma mpuemate Uptravi, OCBeH ako
Bamuar nekap win MeauiMHCKa cectpa He Bu
Kake. AKO, TI0 KakBaTo U Jia OWI0 IpU4rHa,
cripere jaa npueMate Uptravi 3a moBede oT

3 moclieI0BaTEIHU JTHU (KO CTE MPOITYCHAIU

6 TIOCTIeIOBATEITHH JI03H), CBBPKETe ce BeaHara
¢ Bammus gexap, koiito Bu jiekyBa 3a BAX,
WIN ¢ MeMIIUHCKATA cecTPa, Thil KaTo MOXKe
J1a ce HaJ10:KU Jo03aTta Bu na ce kopurupa 3a
H30sirBaHe HA HeKeJIaHU PeaKIum.

BammsT nekap wim MEIUITMHCKA cecTpa MOXKE Ja
Bu xaxke 1a 3amovHETE JICYCHUETO OTHAYAJIO TTPH
MO-HKUCKa 7034, OBUIIIABAUKH s IOCTEIIEHHO 10
npenuiiHaTta Bu moaabpxkaina go3a.
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Crp. 18

Crp. 19

/{HeBHHMK 32 THTpHUpPaHe

MO.TH[, MpoYeTeTe BHUMATEC/JIHO HHCTPYKIIUUTE B
JJUCTOBKAaTA.

CrnenpamuTe CTpaHUIM OT THEBHUKA Bu momarat na
cienute Opost Ta0JIETKH, KOUTO TPSAOBA J1a IpueMaTe
CYTPHUH H Be4ep Mo BpeMe Ha THTPUPAHETO.

M3nomn3Baiite rH, 3a Aa 3amucBaTe Opost TabJIETKH, KOUTO
npueMare CyTPHH U Beuep.

OOMKHOBEHO BCSIKa CTHITKA MPOIBIKAaBa OKOJIO

1 ceamuiia, OCBEeH ako Baiuar nekap wid MeIuIIMHCKa
cectpa He Bu nHCTpyKTHpa Apyro. Ako mpu Bac
CTBHIIKATE HA TUTPHUPAHE MPOTbIDKaBAT IIOBEYE OT

1 cenMuiia, uMa AOMBIHUTEIHU CTPAHULIA B THEBHUKA
3a MPOCJIE/IsSIBAHE.

He 3a0paBsiiiTe 1a roBOpuUTe PEIOBHO C
Bammus Jiekap, koiito Bu jiexyBa 3a
BAX, uiam ¢ MeIMIIMHCKATA cecTpa.

3amucBaiiTe cu MHCTPYKLMUTE Ha Bamms

nekap, koiito Bu nexysa 3a BAX, unu Ha
MEJUIIMHCKATa CecTpa:

CayxeOen TeneoH 1 UMe Ha
JIeKapCKUs KaOMHET:

Tenedon Ha dapmarieBra:

¢ Benexku:
~ o~
W3nomn3aiite crpanuim 20 no 27, 3a na
NPOCIIEANTE MBPBUTE CEIMHIIN OT JICYEHUETO,
KOTaTO M3MO0JI3BaTe CaMoO TaOJIEeTKUTE OT
100 mukporpama (cTeIku 1-4).
o
Axo ca Bu npennucanu tabieTku ot
100 u ot 400 MUKpOrpama, U3NOI3BANTE
crparury 30 mo 37 (cTeikm 5-8).
Ctp. 20 Crp. 21
MCESIATE: B KYTHARMTE N0-A0My TalineTin npuemaTe 3anuceaiiTe HOMEpa Ha CeMMLATA TOpHHA Beetw
CEMAR w},ﬂ:"m . & oo MR nm&smﬁ?& no-pony m%@m#mamr;?rpm BEYED. e
‘I PE.GFOB@FD( C MOA NeKap Wi MeJWLWHCKS CecTpa Ha PEISI'OEDHX C MOA NeXap Wn4 MedWLWHCKE CeCTpa Ha
L : — fama
g o 0 g 100
MUKpOTpaMa MMKpOTPaMa
® @
g 1;n 1;1
é MMKpOTPaMa g MHKpOIpaMa

[MepewnAT npuem Ha Uptravi Tpabea pa 6L0e Bexep

MepeMAT nprem Ha yeenwyeHa Ao3a Uptravi TpADea na 6bae Bevep

Crp. 22 Crp. 23
CEIMMLLL WMHmmmmammmnmmmmmnm CETMMLLL SMMWHWMMMBMMW_MM
3anuceaiTe B KONKD TabneTiM CYTPMH  Beyep. 3anHcBaiTe B Ky no-loNy Konko CYTPMH M Beyep.

Pa3roBapAy. ¢ MOA NEKED WM MEDWLMHCKA CECTPE Ha

Pa3roBapsX C MOA NEXEP WITM MEMMLMHCKA CECTPA Ha

t -
p————
()]
§ 1;1
p————

TMpemHeTe Ha cTp. 28, ako BaumAt nexap npegmmwe Tabnemu ot 400 muxporpama
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Crp. 24

Ctp. 25

cenny 3anuCBaITE HOMEPE HA CEIMWLIATA OT NEYEHWETO B OPHIA I8 i Boeim i
3aMWCEATE B KYTHAKMTE NO-J0MY KOMKD TaBNETA NPHEMATE CYTPHH W BEYEp.
Pa3roBapAy. ¢ MOA NEKED WM MEDWLMHCKA CECTPE Ha

@
g 100

MMIPOTPaME

TMpemHeTe Ha CTp. 28, axo BawmAT nexap npeaniLe TabneTio ot 400 mixporpama

cepy  3aNWCBaATE HOMEPE Ha CefMALLETA OT B FOPHUA 1AB BB, Boesi ieH
3aMHCBANATE B Ky no-fioNy Konko MpWEMATE CYTPHH M BEYED.
Pa3roBapAy. C MOA NEXAP WNH MENULMHCKA CECTPA Ha

o

100
MUKPOTPaME

@ .
g 100

MHKpOTPEMa

TMpemiHeTe Ha CTp. 28, axo BawmAT nexap npeniLLe TabneTio ot 400 maporpama

Ctp. 26 Crp. 27
cepuays 3anWCBAATE HOMEPA Ha CEfIMHLATE OT NEYSHWETD B TOPHIA I8 kN, Bew fed cepuay, | 3aNWCBAATE HOMEPA HA CEIMMLETA OT NEYSHWETD B TOPHIA INRB bk, Boesw e
3aMCEaATE B KYTHKITE NO-0MY KONKO TAGNETKH NPUEMATE CYTPWH W BEYED. 3aMUCENTE B no-{iony KoMk CYTPHH 1 BEYED.

Pa3roBapAy. ¢ MOA NEXEP WK MENWLMHCKA CECTPE Ha

100
MMIPOTPEME

Paarosapsx C MOR [1EKED UM MEMALHCKA CECTPE Ha

o

100
MHKROTPEMa

@ ®
8 womper

TMpemiHeTe Ha CTp. 28, axo BawmAT nexap npeaniLe TabneTio ot 400 maporpama MpemsHeTe Ha cTp. 28, axo BawmAT nexap npenniLe TabneTion ot 400 maporpama
Crp. 28 Crp. 29

Wznon3Baiite cinenBanmre CTpaHUIM OT THEBHUKA, aKO
BamusaT nexap uinm MEIUIIMHCKA CecTpa TpeIIHIe
TabaeTku ot 400 MUKpoTrpama B JOITBITHCHHE KbM
tabnerkute ot 100 Mukporpama.

Ha cTpanunmTe Ha JHEBHHKA OTOENEKETe, Y€ CTE IPUEITH
o exHa tabnetka 01400 MUKpOTrpaMa BCEKH JACH CYTPUH U
Beuep ¢ npeanucanus Bu Opoii Tabnerku ot

100 mukporpama.

| Ta6neTka oT 100 MMKpOrpama

. Ta6neTka oT 400 MMKporpama
(Oa ce U3Nonzea NpY CTRMKKW OT 5 Ao 8 3a
HamanABaHe 6poA Ha HeoGXoOMMHTE
TaGneTkW 3a Aosa.)

He 3a0passiiiTe 1a roBopure
penoBHo ¢ Bammus Jekap, koiito Bu
JexkyBa 3a BAX, uim ¢
MeIUIUHCKATA cecTpa.

3anucBaiiTe cu UHCTPYKLMUTE Ha
Bamus nekap, xolito Bu nexysa 3a
BAX, unu Ha MEIUIIMHCKATA CECTpa:

Cayxeben TenedoH 1 UMEWHI Ha
JICKapCKUS KaOUHET:

Tenedon Ha dapmarieBra:

benexku:
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Ctp. 30

Crp. 31

CEMAE Smmuwnmwammmmlmpmn-mﬂnum

IENKCESATE B KYTHAKKTE NO-Gany oneo TaBneTke npHemMaTe qn‘pﬂunm:p.
Paarceapss ¢ MoA nexap Wik menmupHcka cecpasa QO /MMITT.

30

CEMMIA ammmmmmﬂmm-mwnmm&mm
AMWEBATE B KyTHIAKHTE NO-1QNTY KOMKD TaBNETIH NEWeMaTe lmep_
Pasmeaprx ¢ MOR NETAR MW MEOMUHHCKS CECTRA HA QQ.'MM.'F

= — | =

* 8 * 8

1 Xoliololioliololioil s Nollolololiololo
® 2 ®

A olololiololololf & Nollololololiolo
Crp. 32 Crp. 33

3IaNKCaENTE B EYTHAKKTE NO-Gany onm Talneme npremare
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