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NPUNOXEHWE 1T

|
TNUCT 3A ONPEOENSHE HA KPUTEPUUTE 3A NPOBEXOAHE HA NEYEHUE HA XEH B MPEAWAIIU3EH
MEPUO[ C PARICALCITOL

Awe: [eri] [ T T T T T T [

3abenexka: MeduyuHckama OGoKyMeHmauusi, ydocmosepsealya 6CeKu Om KpUMepuume e nocoyeHa ¢ yugpa & UHOEKC U 3adBbrKumenHo
npudpyxasa HacMosULOMO NPUMOoXeHue.

A. KpuTepum 3a 3anousaHe Ha NeYeHNeTO (3aabIMKUTENHM Ca BCUYKM KpUTepun):

1 MoTebpaeHa anarHosa XBH | u Il ct. unn XB3 B lIl, IV cT., cbobpasHo ¢ npuertara oT cBeToBHaTa HedponoruyHa
OBLLHOCT XxapakTepucTika 3a XpoHuuHo 6b6peyHo saGonsisaHe (XB3). CTOMHOCTM Ha KpeaTUHWHOBUSI KIMpBHC C cr

(ml/min): 59 - 15 ml/min '

Na6opatopHu nokasatenu, notebpxaasalm XEH (XB3) B npeavanuseH nepuoa - ypesi, KpeaTuHH, KpeaTMHNHOB
2

KMMPBHC

3 | NlaGopaTopHu NokasaTenu, NOTEbLPKAABALUM BTOPUYEH XUNeprapaTpeouansbm npy nauveHtn ¢ XBH B npeananiseH
nepvog — Ca x P < 4,4 mmol?/L? 1 nosuiueHa ankanHa ocdatasa >

4 | NaBopatopHo M3crnieasaHe Ha MHTaKTeH napatxopmoH (IPTH), notebpXaaBall BTOpUYEH Xunepnapatupeonanssm
npv nauvenTv ¢ XBH (XB3) B npeavanuaeH nepuoa ABYKpaTHO Haj Hopmarta 2

5 Junca Ha usknoYBaLLy kputepumy no 7.8 s
T envKpM3a OT CTALMOHAPHO feyeHne B HePONOrUYHO UMK BLTPELLHO oTAeneHue - Il / Ill HUBO Ha KOMMETEHTHOCT C AABHOCT He MNoBeYe OT 3
Mecela A0 AaTaTa Ha KaHAWAATCTBaHe, BKMIOYBALA MH(OPMALMA 3a HayanoTo M xoaa Ha 3abonsBaHeTo, KaKTo W BCUYKW M3CNEeABaHMA v
KOHCYNTaLuK, B Cryyait Ye ca U3BbPLUBAHM Tak1Ba (EXOrpacinsi Ha KOPeMHW OpraHy, KOHCYTaLjM CbC CLOTBETHUTE CMeLMancTy, U3kmousalln
APYr NPOU3X0J, HA @HEMUYHUSI CUHAPOM U T.H.)

2 opuruHanHa 6nanka oT NaGopaTopust UM 3aBEPEHO KONMe (NP HanMuMe Ha XOCIUTANM3aums, 3aLIDKUTeNHO Ce MPeACTaBs enukpuaa ot
CTalMOHapHO NeYeHme C AaBHOCT He noBevye oT 1 Mecell 0 aTaTa Ha KaHAWAATCTBaHe)

3 o
yAocTOBEPsiBA CE C NOAMUC Ha CreuuanucTa, KOUTo € HasHa4yun neYeHneTo, B HacToALLOTO NPUoXeHne

B. KpuTepum 3a NnpoabimkaBaHe Ha NevyeHneTo (3aabIIKUTENHU Ca BCUYKM KpUTepui):

1 | Hanuuue Ha TepanesT4eH OTTOBOP, YAOCTOBEPEHO Ype3 CTOWHOCTUTE Ha CrieAeHNUTe nokasartenu 12

2 | NaGopaTopHO M3crieaBaHe Ha MHTAaKTEeH NapaTxopmoH — IPTH L2

3 | Nunca Ha CTpaHUUHM peakLK v U3KIIoYBALY KpuTepuy no T. B *

Ha opurMHanHa 6naHka ot naopaTopusi UNv MOAMNEYaTaHo ¥ 3aBepeHo Konve, npunara ce W NobHeHa KapTa 3a npocneassaHe Ha ne4YeHneTo
—Tabnuua 4 Ha npunoxexue 2
& amBynaTopeH nuCT/eTanHa envkpusaTa OT nperfieAa Mpy CreuuanicT ¢ OTpaseHa eeKTUBHOCT MO MoKa3aTen OT MPUNaraHoTo neveHue u
npeoLeHka Ha TepanesTiHaTa cxema

YAOCTOBEPSIBA Ce C MOAMMUC Ha CMeLManicTa, KOUTO @ HasHauun NeYeHneTo, B HaCTOSALLETO NPUNoXeHue

B. UzknioyBalm Kputepum :

1. [IByKpaTHO MOCMeAOBaTENHO YCTaHOBEHa XMNepKanLMemisi Ciope/i HopMaTa Ha cboTeeTHaTa nabopatopusi, Ca x
P npowusseneHue Hag 4.4 mmol/l

2. Vitamin D TokcnyHoCT

3. MauweHTn noa 18 roauiuHa Bb3pacT

4

BpemeHHOCT 1 naktauus
|

Hsima ny6nukayuu 3a non3u om Kom6uHupaHo neyexue c Calcitriol u Paricalcitol npu nayuen#mu ¢ X6H e npeduanusex
nepuod.

O'rroaapﬂ Ha KpuTepuuTe 3a rneyeHune ¢

W3UCKBAHUS HA H30K MPU NMPOBEXOAHE HA NEYEHUE HA BOJHU C XPOHUYHA BbEPEYHA HEAOCTATBYHOCT B MPEAVANUSEH g
A MEPWO[ B U3BbHBONHWYHATA MOMOLL - B cuna ot 1 mapt 2017 roanta
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NPUNOXEHWE 2
1. NEYEBHO-ANATHOCTUYEH ANTTOPUTBM

1. IEKAPCTBEHW NMPOLOYKTH, skniouenn B Mpunoxenve 1 Ha MIC, kouto H3OK sannawa B cboTBETCBUE C AeicTBalnTe
HOPMATUBHU JOKYMEHTU.

|
2. O3UPOBKA - cbrnacHo KpaTkuTe XapakTepUCTUKU Ha NEKapCTBEHNTE NPOAYKTU

osupoexama Ha cpedcmeama 3a KOMAeHcUpaHe Ha Xene3Husi degpuyum, uHdueudyanHo npuzodeHa crioped
momanHusim xeneseH dedpuyum, ce u34ucsisiea ¢ NIOMowma Ha credHama gopmyna:

ToTaneH xeneseH aeduumnt [mg] = TenecHo Termno [kg] x (kenaHo HMBO Ha Hb - dakTuuecko HMBO Ha Hb) [a/1] x 0.24*
+ peno xensso [mg] '

TenecHo Terno Ao 35 ka; xenaHo HuBO Ha Hb = 130 a/1, pecn. geno xensso = 15 mg/kg TnecHo Terno
TenecHo Terno Hag 35 kA: xenaHo HuBO Ha Hb = 150 a/1, pecn. aeno xensaso = 500 mg

* @akmop 0.24 = 0.0034 x 0.07 x 1000 (cbObpxkaHue Ha xens3o e xemoznobuHa = 0.34% / obem Kkpbe = 7% om menecHomo meesno /
®akmop 1000 = npespbuwaHe om g 8 mg)

Ta6nuua 1
INN DDD KOPUI'MPAHE
FERRIC CARBOXYMALTOSE 100 mg no 500 mg 3a 3 meceua
SACCHARATED IRON OXID 100 mg no 200 mg 3a 1 mecey |
IRON (lll) HYDROXIDE DEXTRAN
ON (1) COM??LEX 100 mg n0 200 mg 3a 1 mecey
IRON (lll) AS ISOMALTOSIDE 100 mg Ao 500 mg 3a 3 meceua

Jo3upoeka Ha cpedcmeama cmumynupawu Epuumponoezama

Ta6bnuua 2
INN OBWYANHA JO3UPOBKA KOPUTMPAHE
Kopurupauio neyexve
= MPK CTONHOCTU Ha xemornobuxa > 90 g/l - 50 — 90
E/kg/cepmuyro;
= Py CTOWHOCTW Ha xemornobuHa < 90 g/l - 100 —
ERYTHROPOIETIN

150 E /kg/cesminyHo)
Mopabpxalo neyeHve
ot 30 go 70 E/xr cegMuyHo — 1 [0 3 MbTV CEAMUYHO,
KaTo A03MpoBKaTa ce Cbobpa3sisa C HUBOTO Ha
xemornobuHa.

MpenopLyBaHaTa HavanHa aosa e 0,6 mukporpama’kg
TEMECHO TerNo, NpUnaraHa BEAHLX Ha BCEKU ABE CEAMMULIN.
[osaTa MOXe Aa ce yBenu4u npudnuautento ¢ 25%
METHOXY POLYETHYLENE CNPAMO NpeauLLHaTa 4034, aKO NOKa4YBaHETO Ha

GLYCOL - EPOETIN BETA xemorno6uHa e no-manko ot 10 g/l 3a eanH mecell.

He ce npenopb4Ba ynotpe6aTta npu Aeua 1 IOHOLWM oA Mpu HB 125 - 134 g/l
18 roavHM Nopaau nuncara Ha AaHHn 3a 6esonacHocTTa 1 do3ama ce Hamansea ¢
edukacHocTTa. |

o .
Hauanxara go3a npu nogKoXHO Win MHTPABEHO3HO 28%:ppu HB 2135 g/l
npunoxenve e 0,45 ug/kg TENECHo Terno nog cdopmara Ha Jiesenuemo c
€HOKPaTHa UHXEKLIUA BEAHBX ceMuyHo. KaTto epumponoemun ce
anTepHaTVBa NPV NaLMEHTI, KOUTO HE Ca Ha Auanaa, Apeycmanoanea.
HayanHa gosa ot 0,75 pg/kg moxe aa ce npunara nogKoXHO,
KaTo AHOKPaTHa UHXEKLISI BEAHEX HA BCEKU ABE CEAMULIM.
B cnyvail Ha Hea\eKBaTHO yBenuyeHue Ha xemornobuHa
(no-manko ot 1 g/dl (0,6 mmol/l) 3a yeTnpu ceamuum),
L03aTa Aa ce yBenuun npubnusutenHo ¢ 25%.
DARBEPOETIN YBenuyasaHeTo Ha Ao3aTta He TpsbBa Ja ce npasu no-
4ecTo OT BeAHbX Ha YeTUPU ceaMuUM.

B noaabpxawara asa MOXe Aa NPOALIKM Aa ce
npunara Kato €AHOKPaTHa UHXEKUMS BEAHBXK CEAMUHO N
BEAHLX Ha BCEKM BE CEAMMLIN.

Mpu nayuenTn 2 11 roguHa BbL3pacT, HavanHara 403a,
NpUnoXeHa NoAKoXHO UNK MHTPaBeHo3HO e 0,45 ug/kg
TenecHo Terno, KaTo eAHOKPaTHa MHXEKLIVS BEAHBX
CeAMU4HO.

He ce npenopbyBa ynoTtpe6aTta npyv Aeua u IoHOWM nog

W3NCKBAHWUA HA H3OK MPU NMPOBEXXOAHE HA NIEYEHWE HA BONHW C XPOHWYHA BbLEPEYHA HEAOCTATBYHOCT B MPEAVANU3EH 7
NEPUO/ B U3BBHEONHWUYHATA MOMOLL - B cuna ot 1 mapT 2017 roguxa





image8.jpeg
10 rogvHK Nopaau nuncaTa Ha aHHK 3a 6esonacHocTTa 1
ecbukacHocTTa. |

Mpu Heobxodumocm om do3u Had npenopbyeaHume criedea 0a Ce U3SCHU MPUYUHama 3a MosuweHama Hyxda (VHMepKypeHmHuU UHGEKYUY, eb3nanumenHu unu
mpaemMamuyHu enu3odu, oKynmHa 3azyba Ha Kpbe, XEMOMU3a, MEXKa UHMOKCUKAUUS C anyMuHul, CbTbmCmeau XxeMamonoausHu 3aboniseaHus unu ¢ueposa Ha
KOCMHUS MO3bK). AKO Ce USKMIOYam 6CUYKU CrIOMEHamu CbCMOAHUS U MauueHmbm MoflyYu 6HE3aMHO MOHUXEHUe Ha XemoenobuHa, Cebp3aHo ¢
PeMmUKYNIOUUMONEHUS U aHMUEPUMPONoeMuUHoBU aHmumena, mpsbea Oa ce uma npedsud uscnedsaHe Ha KOCMHUS MO3bK 3a Hanuyue Ha yucma annasus Ha
4yepeeHume KpbeHu Kkiemku (YAYKK). B cnyvali ye 6bde OuaesHocmuuupaHa YAYKK nedeHuemo mpsbea Oa Cce MpeycmaHosu U fekapsm, HasHadqusn
neveruemo cnedeaa d0a ysedomsiea MAJ1 no peda Ha 4n. 183 om 3/TMIXM.

Jlo3upoekxa Ha cpedcmeama, npunazaHu NPU 8MOPUYeH Xunepnapamupeoudusbm npu nayuesmu ¢ X6H e
npeduanu3eH nepuod

Ta6nuua 3 '
INN DDD KOPUTMPAHE
PARICALCITOL 2 mcg 1 mcg
3. MPOCNEAABAHE
Tabnuua 4 MECEL
MOKA3ATEN 0 3 6 +3* +6**

TenecHa maca X X X

PwcT X

ApTepuanHo KpbBHO HansraHe X X X X X

MKK (xemornobuH, xemaTo‘»;pMT, epuTpoLnTH X X X X X
CepyMHO Xens3o X X X X X

WCK X X X X X

TSAT X X X X X
KpeaTuHuH u Ypes X X X S X d
KpeaTuHuHOB KNUPBHC (M34UCTEH) - mI/ min X X X X X
CepymeH anbymuH X X X
docchatn X X X X X
CepymeH kanuuit X X X X X |
CepymeH docdop X X X X X
Ankanta doctaraza X X X

IPTH X X S
ASAT/ALAT X X X

* - 3BLPLUBA Ce Ha BCekn 3 Mecella; ** - U3BbpLUBa Ce Ha Bceku 6 meceua

3ab6enexka: MocoyeHUTe U3crnenBaHUsi ca 3aQLIMKUTENHU. anﬂCTaEﬂT Ce Ha opuruHanHa naﬁoparopﬂa BnaHka unu 3aBepeHo Konwue. B
cryyail, Ye ca BNUCaHU B ENUKpU3a C AaBHOCT 40 1 Mecel A0 AaTaTa Ha KaHAWAATCTBaHE, He e HeoBGXOANUMO MPEeACTaBAHETO Ha NabopaTopHu
BnaHku.

W3UCKBAHUA HA H3OK MPU MPOBEXOAHE HA IEYEHUE HA BONHU C XPOHUYHA EbBEPEYHA HELOCTATBYHOCT B MPEAVANUIZEH g
NEPWUOA B U3BBHBEONHUYHATA MOMOLL - B cuna ot 1 mapT 2017 roguna
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Il. OBLLN UBNCKBAHUA

1. Bb3pacToBaTa rpaHuua Ce U34nCrisiBa B HaBbpPLUEHW TOAVHM - T.€. BKMTIOYNTESHO KbM JaTaTta Ha U3gaBaHe Ha MpoTokona ot
crneuuanuaupaHara KoMucusi.

2. MNpu Ha3HauaBaHe Ha Tepanusi No NPOTOKON 3a4bIMKUTENHO Ce CbobpasaBaT Bb3pacTOBMTE OrPaHUYEHUsl, CbITIaCHO KpaTkaTa
XapaKTepucTvKka Ha CbOTBETHUS NEKAapCTBEH NPOAYKT, yTBbpAeHa no peaa Ha 3/MXM.

3. H30K He 3annalya neveHve U3BbH ykasaHaTa Bb3pacToBa rpaHuLa B KpaTkaTta xapakTepucTuka Ha npoaykTa.

4. H30K He 3annalia neyeHne ¢ 4031 Haj MakCUMariHo paspeLleHnTe No kpaTka XapakTepucTuka Ha npoaykTa. :
5. B cnydai Ha HacTbnumia nojo3vpaHa Hexenawa nekapcTBeHa peakuus, nekapat yseaomsasa WAJ no peaa wva -41]1. 183 ot
3MMNXM. Konue oT cbobLyeHneTo ce npunara kbM MeguuuHckaTa gokymeHTaums Ha 30J1 npu kaHanaaTcTBaHe 3a neyeHue.

6. MPU CMNELUWATIUCTA, cbrn. un. 158 B, 1. 1 ot HP[] 3a meauuuHckute genHoctn 2015 r. (o6H. B 6p. 6 ot 23.01.2015 ),
Ha 30J1, Ha KOMTO ca u3[aBaHM MPOTOKOMM MO pefa Ha HacTosWMTE M3UCKBaHWA, CreAsa Aa ce npunaraT BCUYKU
Heob6XoAUMM [AOKYMEHTM KaTo: ambynaTopHUTE NMUCTOBE OT W3BbPLUEHWTE Npernean, BTOPUAT eK3emnnsp OT u3jajeHuTe
MPOTOKOMM, KOMUSI OT enuKpu3W, eKCNEPTHU CTaHOBULLA W APYri AOKYMEHTW, KOWTO Ca OCHOBaHWe 3a u3jaBaHe Ha MpoToKon,
BCWYKW UBUCKBALLM CE W3CNEeABaHUs, KOMWE OT MpuUriokeHue 1 Ha HaCTOSALIMTE M3MCKBAHWA MOMbLIIHEHO MO CbLOTBETHaTa
TOUYKa, MOAMMUCAHO OT CreLmanncTa, u3aan NnpoTokona.

7. CNEUUATIUSUPAHATA KOMUCUS nanasa Pewenne crieq nposeaeHa AMGynaTtopHa npouegypa Ne 38 ,,AM6ynaTopHo
HabnogeHue U npocrieAsiBaHe Ha TepaneBTUYHUS OTroBOP MNP NauMeHTH, NofyYaBaly CKbLMNOCTPYBAlM fIeKapcTBEHU
npoAayKTH No peda Ha un. 78, T. 2 ot 330" Ha ocHoBaHue 4. 29 u un. 171 ot Pewenune Ne P[-HC-04-24-1 ot 29 mapT 2016
r. Ha Hapsophus cbeeT Ha H30K u npeaoctaseHa ot 30J1 MeaAuuUMHCKa AoKyMeHTauus. CneunanusupaHaTta KOMUCUS
CbxpaHsaBa eavH eksemnnsap ot Pewenvero. MNpu usaasaHe Ha npotokon Ha 30J1, cbXxpaHsBa BTOPU €K3eMMNsp Ha npoTokona,
BCWYKM HEODXOAMMM [AOKYMEHTU 3a U3AaBaHETO My W KOnve OT MpunoXeHue 1 Ha HacTOALWMUTE M3UCKBAHUS, MOMBIHEHO Mo
CbOTBETHaTa TOYKa M NOANMCAHO OT YNEeHOBETE Ha cneuvanusupaHara KoMUCHs.

Hacmosiwume usuckeaHusi ca pas3pabomeHu Ha OCHogaHue un. 56 om HayuowaneH pamkoe 002060p 3a MeaquHCKume
deliHocmu 3a 2015 200uHa (06H., B, 6p. 6 om 23.01.2015 2.) u Pewe+ue Ne P-HC-04-24-1 om 29 mapm 2016 2. Ha HaasopHun
cbeem Ha H3OK, e usnbnHeHue Ha yn. 54, an. 9 u un. 59a, an. 6 om 3akoHa 3a 30pasHomo ocuzypssaHe (06H. B 6p. 25 om
31.03.2016 2.), u enuszam & cuna om 1 mapm 2017 a.

W3NCKBAHUA HA H3OK MPU NPOBEXOAHE HA JIEYEHWE HA BOJIHW C XPOHUYHA BbEPEYHA HEAOCTATBYHOCT B MPEAVANU3EH g
«‘ NEPWNOA B U3BBHBONMHUYHATA MOMOLL - B cuna ot 1 mapT 2017 roguHa
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NPUNOXEHWE 3

OEKNAPALMA 3A UHOOPMUPAHO CbIMMACUE C UBUCKBAHUATA 3A 3AMOYBAHE/ MPOOABIMKABAHE HA
JIEYEHWETO C NEKAPCTBEHWA MPOOYKT

cnea Kato ce 3ano3Hax ¢ uanata mMuv  npegocraseHa I/IHCbOpMaLMﬂ W uenta Ha ne4vYeHueTo C neKkapCTBeHus

NPOAYKTIMERMEEIRGIE . . ........coomiiminmieiiisesisiaisressie 1 Crepa KaTo Monyuux vayepnatenHu OoTroBopu Ha
nocTaBeHWUTE OT MeH BbMNPOCK, AeKnapupam Ye:

1. Lle cnassam npenopbyaHaTa M1 CXeMa Ha fieYeHne 1 NePUOAUYHOCT Ha KOHTPOMHWTE Nperneaun.

2. PepoBHO We ce sBsBaM Ha KOHTPOMHW Mperfiean W HAMa [a MPOMEHSM CamOBOSHO WAW Moj ApYro BHYLUEHue
HasHaueHaTa Mu Tepanus.

3. Tlpyu npeycTaHoBsBaHe Ha NEYEHNETO M0 MPUHMHY, HEMPOU3TUYALLN OT pelleHneTo Ha KomncnsaTta sa ekcneptuan B PSOK
wiinu Komucusta no un. 78, 1.2 ot 330, we yBeaoms HesabasHO nuuHus cu nekap u P30K, u we sbpHa B P3OK
MOCreAHVsi NPOTOKON, MO KOMTO CbM MoJlyvaBarn/a nekapCTBeHNUs NPOAYKT.

4. Tlpu HecnasBaHe Ha MOCOYEHUTE YCIOBUS FIEYEHUETO MU C YNOMEHATUA NeKapcTBEeH MpoAykT e 6bae npeK;'JaTeHo n
HAMa Aa uMam npeteHuun kbm H30K.

5. He NpoBeXAam ANanu3Ho nevyeHve B HaCTOoALUA MOMEHT.

W3NCKBAHWUA HA H3OK MPU NPOBEXXOAHE HA NIEYEHUE HA BOJIHW C XPOHWUYHA BbLEPEYHA HEAOCTATBYHOCT B MPEAVANUZEH 10
MNEPNOA B U3BBLHBEONHUYHATA MOMOLL - B cuna ot 1 mapT 2017 roguHa
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U3UCKBAHMS! HA H30K '
NPV U3OABAHE HA POTOKOMM 3A MPOBEXOAHE HA NEYEHME HA BOTMHMU C XPOHWUYHA
BEbBPEYHA HEQOCTATBYHOCT B NPEAUATU3EH NEPUOL,

MpoTokoNbT Cce u3gaBa OT CreuuanucT ¢ Kog Ha cneuuanHoct 11 (Hedpornorus) unmu 53 (petcka
Hedopornioruss U xemoauanuaa), paéotewm no aorosop ¢ H30K wnu oT cneuuanuaMpaHa KOMMCUSi B ne4vebHu
3aBefieHMs1 3a GonHMYHa nomol, ckiouunu pgoroop ¢ H30K. CneuuanuavpaHuTe KOMMCHMM Ce Cb3aBaT CbC
3anoses Ha aupekTopa Ha ne4yebHoTo 3aBeaeHue (13) — KNMHKUKa/oTAENeHWe No Hedponorus.

I. PEQ 3A 3ABEPABAHE HA NMPOTOKOJUTE

MpoTokonu 3a:

. 3ano4BaHe Ha NEYEHMETO C: aHTUAHEMWYHU NEKAPCTBEHW MPOAYKTM, BEHO3EH XeneseH nekapCcTBeH
npogykT, Paricalcitol

. CMsiHa Ha efVH NiekapCTBEH MPOAYKT C APYr (3@ aHTMaHEMUYHUTE NEeKapCTBEHN NPOAYKTM)

o NPOMSIHAa KbM NOBULIABaHe Ha fo3aTta (33 AHTUaHEMUYHUTE NeKapCcTBEHN npOﬂyKTM)

= [TONbAHEHO W MOAMUCAHO MPUMOXeHUe 1 - MO CbOTBETHATA TOYKA C MPUFIOKEHN
BCUYKM HEOBXOAUMU MEAULIMHCKMA JOKYMEHTH

CreumanucT, cknlYun =  AMGynaTopeH fMCT OT MNOCMeAHUsi Npernes ¢ NpUNoXeHn BCUYKM HeobxoanmMu
AoroBop ¢ H30K rokasaTenu v u3cneaBaHus no NpurioxexHue 2
= ‘TlpoTokon 3a npeanuceaHe Ha nekapcTea, 3annawanu ot H3OK/P30K” — obp.
M3-H30K
CMELMATTU3NPAHA = PeweHWe Ha crneuuanuavpaHa KOMMCUSA C siCHA MeAMLWHCKAE MOTUBAaLMs
KOMUCHS (3apbrKUTENHO ce 0TOens3Ba NUNca Ha U3KTIYBALLYM KpUTepum)
= ‘TlpoTokon 3a MpeAnucBaHe Ha nekapcTea, 3annaliaHu ot H3OK/P30K” — 06p.
/ M3-H30K (noanucea ce OT YUneHoBETE Ha KOMUCUSITA)
Komucus 3a 3aBepka Ha npoTokona
ekcneptuau B P30K B P30K
Mpotokonu 3a :
= NpoALMKaBaHe Ha feYeHMeTo - Ge3 npomsHa B AHEBHATa [03a W NpU HamarnsiBaHe Ha AHeBHaTa f03a Ha
aHTWaHeMWU4HUTe cpeacTa
L] npoAbIMKaBaHe Ha NEeYeHUETO C BEHO3EH Xene3eH NekapcTeeH npoaykT u/unu Paricalcitol
= [MonbnHEHO WU MOAMNUCAHO MPUIOXKEHUE 1 - MO CLOTBETHATA TOUKa C MPUNOXEHN
BCWYKN HEOOXOAMI MEANLIMHCKM JOKYMEHT
cheuManueT, ckriounn = AMGyraTopeH NUCT OT NocreaHust nperneqzc NPUNOXEHU BCUYKN HEoBXoaummn
fAorosop ¢ H30K > 1I0Ka3aTeNM U M3CIEABaHNS M0 NpUroXeHue i
- MpoTokon 3a npeanuceaHe Ha nekapcTtea, 3annawaHn ot H30K/P30K” — obp.
M3-H30K
= PeweHue Ha creuuanuaMpaHa KOMMCMA C siCHa MeAULMHCKA MOTUBaLMS
CNEUMATNTUSUPAHA (3aABIDKUTENHO Cce 0TOenA3Ba NUNCa Ha U3KIMKYBaLLW KpUTepui) |
KomMucusa = ‘[lpoTokon 3a NpeAnucBaHe Ha nekapcTea, 3annawanu ot H30K/P3OK" — obp.
/ M3-H30K (noanwvcea ce OT uneHoBeTe Ha kKoMUcusTa)
Komucus 3a 3aBepka Ha NpoToKona B
ekcneptusu B P30K P30K

Mpu nedeHue 3a 30J1 ¢ rogeye om eOUH NeKapcmeeH MpPOOYKM, E€KCIEepmHOmMo CmaHosuuwle Moxe Oa 6bde 06WO, CbanacHo
HacMOoALUMe U3UCK8aHUS. |

Il. OBLUW NONOXEHUA

1. 301 nogaea noaroteeHuTe AokymeHTn B P30K, Ha TepuTopUATa Ha KOAITO € Hanpasurio u36op Ha OlJ1. [lokyMeHTUTe BKNOYBaT:

1.1 3asBneHue g0 [upekTopa Ha P30K.

1.2 MonbrHeHo U noanucaHo npunoxexue 1. Monkbnsa ce No CLOTBETHAaTa ToYKa W Ce Npunara oTpaseHaTta B UMMPOB WHAEKC MEANLMHCKA
JAOKyMEHTaLVs, y0CTOBEPABALLA BCEKM €AUH OT KpUTEpUUTE. '

1.3 MbnHuAT Habop 3cnenBanus (HU3NKANHK, MHCTPYMEHTANHN 1 NabopaTopHU), OTPa3EHU B NPUOXeHue 2.

1.4 “NpoTokon 3a npeAnucBaHe Ha nekapcTea, 3annawanu ot H30K/P3OK” — 06p. M3-H3OK, ussaseH ot nekapsi cneunanuct. MNpoTokonsT
3a/lLMXUTENHO Ce NOANMCBA OT BCUYKM YNEHOBE Ha Crieuuannavpanata komucus. Mpunara ce opuriHan Ha NpoToKONa, a Npu KaHAWAATCTBaHe 3a
npoAbMkaBaHe Ha TepanusTa ce NPeACTaBs U OPUTMHAN Ha NPEAXOAHMS MPOTOKON C OTPA3EHN BCUYKM HA3HAUEHWSA NO Hero.

1.5 [leknapauus 3a MHOpMUPaHO ckrracue no obpasel (npunoxexue 3)

1.6 Pewenve Ha cneumanuampaHa komucua no ambynartopHa npoueaypa Ne 38

2. P30K npuema fokymMeHTUTe no T. 1 crieq cnpaBka OTHOCHO 3APaBHOOCUIYpUTENHUA cTaTyc Ha 3011,

3. [o nonyuyaBaHe Ha pelweHue oT komucusaTa B P30K 30J1 npoabmkaBa fneyeHue C NeKapcTBEeH/M NPOAYKT/U, C KOUTO e npoBsexaan
ieYeHneTo A0 MOMEHTa Ha noJaBaHe Ha MonbGarta u gokymeHTuTe B P30K.

M3NCKBAHWNA HA H3OK MPW NMPOBEXXOAHE HA NIEYEHUE HA BOJIHU C XPOHWYHA BbEPEYHA HEAOCTATBYHOCT B MPEAVANU3EH 2

g .
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[IPUTIOXEHME 1A
JINCT 3A ONPELENAHE HA KPUTEPUUTE 3A MPOBEXOAHE HA NEYEHUE HA XBH (XB3) B HPEHVIAJ'IVISEH
MEPUOJ CbC CPEACTBA CTUMYINUPALLU EPUTPOMNOE3ATA C INN ERYTHROPOIETIN

= el [ [ [ T [ [ [ [ T ]

3a6enexka: meduluHckama OokymeHmauusi, ydocmosepsisalia eceku om Kpumepuume e nocoyeHa ¢ yughpa 8 UHOEKC U 3adbIKUMenHo
npudpyxasa HacmMosU,0Mo NPUNOXeHuUe.

MNpu HekopurupaH xeneseH geduunut u xemorno6buH 100 — 109 g/l ce npunara neyexwue 3a 3 meceua
CaMo C BEHO3€H Xere3eH NeKapcTBeH NPoaykT (6e3 neueHune c epuTponoeTun!).

A. Kputepuu 3a 3ano4BaHe Ha fieyeHue Unuv rnoBuilIaBaHe Ha Aosata — 3aabmxutentu ca 1, 2, 3, 7 n 4 (unun 5 unu 6)
KpUtepuu:

[HokasaHa cteneH Ha XBH (XB3) B npeauanuseH nepuop, cbobpasHO mpueTtata OT CBETOBHaTa HedposorvyHa

1 06LuHOCT XapakTepucTuka 3a XpoHuuHo 6b6peyro 3abonssaHe (XB3) u Herosata knacudmkauus — C cr (ml/min): 59-15

mimin ’

2 TNaGopaTtopHu nokasartenu, notebpxaasawm XbH (XB3) B npeavanuseH nepuoa - ypes, KpeaTUHWH, KpeaTUHUHOB

KnMpBHC 2

KopurupaH xeneseH aeduumt — cepymHo xenszo > 10 pmol/l n XKCK > 60 pmol/l unu Hag aonHata pedepeHTHa

CTOVIHOCT 33 CbOTBETHATA TaGopaTopysi

Hb < 110 g/l — koraTo cToiHocTUTe Ha Hb cnagHaT TpanHo noa 110 g/l mpu Tpu nocniegoBaTenHu uscneasaHus npes

4 | efHOCEAMWYHU WHTEpBanuM, KaTto Mpes TO3W Nepuop Ce Onpefenu XenesHus CTaTyC Ha nauwexTa, Aa ce nekysa
Bb3NaAUTENHUS NPOLIEC, aKO MMa TaKbB, KaKTO U AApYrv NPUYMHA 38 aHEMUS], OCBEH XBH ?

Jlunca Ha edekT OT neyeHue CbC CpeacTBa cTuMmynupalm eputponoesata ¢ INN Methoxy polyethylene glycol-

epoetin beta n Darbepoetin alfa — cToitHocTn Ha Hb noa 110 g/l npu neyexne NpoALMXUIO Noseye oT 12 meceua

Mpu npeaxoxaawo nedeHue CbC cpefcTBa ctumynupaium eputponoesata ¢ INN Methoxy polyethylene glycol-

6 | epoetin beta n Darbepoetin alfa, npoagbmxuno = 12 mecela u Hanuyne Ha = 2 noHwkeHns Ha Hb Huea nog 100 g/l

nopaay A0Ka3aHu CTpaHudHm hakTopy (MHdekumm, xemoparum u ap.) 2

7 | Nunca Ha uakniousawm kpuTepun no .8 °

T enukpnsa OT CTALMOHapHO NedeHue B HedyPONOrUYHO UMK BBTPELHO oTAeneHHe - Il / lll HUBO Ha KOMMETEHTHOCT C AABHOCT He noBeye OT 3
Meceua 4O AaTaTa Ha KaHAupaTcTBaHe, BKNOYBala MHAOPMALWS 33 HAYanoTo M Xoaa Ha 3abO0NABaHETO, KaKTO W BCUYKW U3CNEABaHMA W
KOHCYNTaLmu, B Crydait Ye Ca W3BLPLUBAHM TakvBa (exorpacst Ha KOPEMHMW OpraHi, KOHCYNTaLymM CbC CLOTBETHUTE CNeLUanuicTy, U3knioysalym
APYr NPOM3X0ZA Ha aHEMUYHNS CUHAPOM, 338 bIKUTENHO MPY 1aHHN 32 OHKONOrMYHO 3abonsBaHe v T.H.)

opurHanta BnaHka oT fabopaTopus ¢ NOCOHeHN pedpepeHTHU CTOMHOCTU UMM 3aBEPEHO KOMUE (MMM envKpu3a OT CTAUMOHAPHO NeyeHue ¢
[IOCOuEHNTe M3CrIeABaHNs, C AABHOCT He NoBeve OT 1 Mecel, A0 AaTaTa Ha KaHAUAATCTBaHE)

YAOCTOBEPSIBA CE C MOAMMKC Ha CMELMANICTa, KOMTO @ Ha3HauMn NIEYSHNETO B HAaCTOALOTO NPUMOKEHUe

3a6enexka: Heobxodumocmma om cmsiHa Ha mepaneemuyHama cxema crnedea da 6n0de sCHO MomueupaHa 8
PeweHuemo Ha crneyuanu3lupaHama KOMUcusi.
B. KpuTepuu 3a npoabrikaBaHe Ha JIeYEHUETO (3aLINDKUTENHM Ca BCUUKU KpUTEpUM):

lMpu HB 125 — 134 g/l do3ama ce Hamansiea ¢ 25%; npu HB 2 135 g/l neyeHUemo ¢ epumpoNoemuH ce npeycmaHossea.
1 | OueHka Ha TepaneBTUYHATA eheKTUBHOCT B NPEAXOXAALMA Neprog, '

CTOWMHOCTY Ha MpULIENHU HUBa Ha xemornobuxa 110 - 120 g/l 2

KapTa 3a Ha4ano v NpocrneasBaHe Ha NeYeHneTo Ha nauveHTa ¢ XbH B npeavanuaeH nepuog — Tabnuua 4 B npunoxexue 2

Ha opuriHanHa 6nakka ot nabopaTopus UNW 3aBepeHo Konve (Mpy Hanuyue Ha XoCMTanu3auus, 3aab/HKUTENTHO Ce NPeACTaBs enukpusa ot
GTaUMOHAPHO feyeHue C AABHOCT He noseve ot 1 Mecel Ao AaTaTa Ha KaHAMAATCTBaHe)

YAOCTOBEPSIBA Ce C MOAMUC Ha CMIeLManieTa, KOTo € HasHauun feYeHNeTo, B HaCTOALLOTO NPUoKeHue

2
3 | Nunca Ha MakmioYBaLW KpUTEpUY Mo T. B 1 cTpaHninm peakumm ° |
T
2

B. Uskniousawm kputepum:

HuBo Ha xemorno6uHa npu 3anoysaHe Ha neyenneto = 110 g/l

HekopurupaH xeneseH aeduumt npy xemornobux 100 — 109 g/l (camo npu 3anoysaxe)
HacTbnunu Hexenanu NekapcTBEHN peakLuu — anepruyHa peakumsi, Tpom6osu

JloLWwo KoHTponvpaHa apTepuarnHa XunepToHus

Hanuune Ha HeonnacTuyHo 3abonssaHe

MpekbcBaHe Ha TepanusiTa Mo BUHa Ha GOMHWS 3a noBeye OT Tpu MeceLa

Rt o

OTroBapsi Ha KPUTEPUMTE 38 JIEYCHNE C  ..oovvverenieeenieiieeeiieeeae B AHeBHa no3sa

MOANMUC HA CMELIMATMCT: ...

W3UCKBAHUA HA H3OK MPU NMPOBEXOAHE HA NEYEHWUE HA BOJNHW C XPOHUYHA BbBEPEYHA HEAOCTATBYHOCT B MPEAVANU3EH 3
NEPWO/ B U3BBbHBONMHUYHATA MOMOLL - B cuna ot 1 mapT 2017 roguHa
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NPUNOXKEHVE 16
NIUCT 3A OMPELENSIHE HA KPUTEPUUTE 3A POBEXMAHE HA NIEYEHME HA XBH (X53) B MPEAWANA3EH
NEPUOA CbC CPEACTBA CTUMYJIMPALLM EPUTPOMOE3ATA C INN METHOXY POLYETHYLENE GLYCOL-
EPOETIN BETA 1 DARBEPOETIN ALFA

| Ume: | ErH | [ | ‘ | | | | ‘ I |

3abenexka: meduyuHckama OoKyMmeHmayusi, ydocmoeepsisauia eceKu Om Kpumepuume e MocoyeHa ¢ yughpa e uHoekc u 3a01=m«ume.nuo
npudpyxaea HaCMOosIW,0MO MPUITOKEHUE.

Mpu HekopurupaH xeneseH AeduuuT U xemorno6ud 100 — 109 g/l ce npunara nevyeHue 3a 3 meceua
camo ¢ BEHO3€H Xene3eH NekapcTBeH NpoaykT (6e3 neyeHue c epuTPONOETUH!).

A. KpuTepuu 3a 3anoyBaHe Ha rieyeHue v noBULIABaHe Ha Ao3aTta — 3aabmkutennu ca 1, 2, 3,7 u 4 (unu 5 unu 6)
KpUTepuu:

HokasaHa creneH Ha XBH (XB3) B npeavanuseH nepuop, CbobpasHO mpuetata OT CBETOBHaTa HedponorndyHa

1 | oBLWHOCT xapakTepucTuka 3a XpoHu4Ho 6b6peyHo 3abonsBaHe (XB3) n HerosaTa knacudukauus — C cr (ml/min): 59 - 15

mb/min '

2 TNaGopaTopHu nokasatenu, notebpkaasawm X6H (XB3) B npeavanvseH nepuoa - ypes, KpeaTWHUH, KpeaTMHHOB

KnMpbHC 2

3 KopurupaH xeneseH aedvumrt — cepyMHo xensizo > 10 pmol/l u XKCK > 60 pmol/l unn Haa fonHaTa pedepeHTHa

CTOMHOCT 3a CbOTBETHATA NlabopaTopus

Hb = 90 g/l u < 110 g/l - koraTo croiHocTuTe Ha Hb cnapHaT TpainHo nog 110 g/l, Ho ca Hag 90 g/l npu TpM

4 | MocneaoBatenu M3creBaHMs Mpes eAHOCEAMMUYHY WHTEPBAnK, KaTto Mpes TO3W MEPUOA Ce OMPeAsnv XernesHus
CTaTyC Ha nauveHTa, Aa ce NnekyBa Bb3nanuTenHus NpoLec, ako MMa TakbB, kakTo 1 ApYrv NPUYUHK 33 aHEMUSI, OCBEH

XBEH * i

5 Jiunca Ha edeKT OT neveHne CbC cpeacTea cTumynupalum eputponoesata ¢ INN Erythropoietin — ctoitHoctu Ha Hb

noa 110 g/l npu neyetve npogbMXUNO Noseye ot 12 Meceva 2

6 Mpu npeaxoxaallo neveHve cbe cpeacTBa cTumynupaium eputponoesata ¢ INN Erythropoietin, npogbmxuno = 12

MeceLa U MOCTUrHaTo cTabunHo Hueo Ha Hb mexay 110 g/l m 120 g/l 2

7 | Nunca Ha usknioyBaLLm kputepun no 7.8 3

T enukpu3a oT CTauMOHAPHO NeYyeHne B HedponornyHO NN BLTPeLHo oTAeneHue - I/ Il HMBO Ha KOMMETEHTHOCT ¢ AAaBHOCT He noseye oT 3
Meceua /10 AaTaTa Ha KaHauaaTcTBaHe, BKIOYBalla MHOPMaLWs 3a HayanoTo M xoAa Ha 3abonsBaHeTo, KakTo M BCUYKM W3CNeABaHus u
KOHCYNTaLuu, B Criyyail Ye ca W3BbpLUBaHN Takusa (exorpacusi Ha KOPEMHW OpraHu, KOHCY/TauMn CbC ChbOTBETHATE CNELManvcTyi, U3KIIoYBaLLm
Pyr MPOU3X0Z Ha aHEMUYHMS CUHAPOM, 33 BIDKUTENHO NPY JaHHM 3@ OHKOJOTMYHO 3abonsiBaHe 1 T.H.)
opurMHanHa GnaHka oT naGopaTopusi C NOCOYEHN ped)epPeHTHU CTOMHOCTM UM 3aBEPEHO KOnUe (MMv enuKpu3a OT CTaLMOHapHO NeyeHue ¢
0COYEHUTE U3CTeABaHUsl, C JABHOCT He MoBeye OT 1 Mecel A0 AaTaTa Ha KaHAuAATCTBaHe)
YAOCTOBEPSIBA CE C NOAMUC Ha CNeLManicTa, KOTo € HasHauun NEYEHNETO B HACTOSILLOTO NPUNOKEHNE

3abenexka: Heobxodumocmma om cMmsiHa Ha mepaneemuyHama cxema crnedea da 6bde sICHO MomueupaHa &
PeweHuemo Ha crneyuanu3lupaHama KoOMucusi.
B. Kputepuu 3a npoabrkaBaHe Ha NTEYEHUETO (334 LIDKUTENTHU Ca BCUYKU KPUTEPUHK): |

IMpu HB 125 — 134 g/l do3ama ce Hamansiea ¢ 25%; npu HB 2 135 g/l ne4yeHuemo ¢ epumponoemuH ce npeycmaHoegsea.
1 OueHka Ha TepaneBTU4HATa e(PEKTUBHOCT B NPEAXOXAALLMSA Nepuos, !

2 | CTOMHOCTW Ha NPULIENHN HUBA Ha xemorrobuHa 110 - 120 g/l £

3 Jlunca Ha usknioyBaLLm KpuTepuun no T. Bu CTPaHW4YHWU peakumn :

y KapTa 3a Ha4arno v npocneAsBaHe Ha NneYeHneTo Ha nauueHTa c X6H B npeauanuseH nepuoy — Tabnuua 4 B npunoxexue 2 B
Ha OpUrvHanHa Gnaxka oT NaBopaTopus MK 3aBEPEHO KOUE (MPU HaNMYMe Ha XOCTIUTANU3aLVs, 33 LIKUTeNHO Ce NpeACTaBs enikpusa
OT CTAUMOHAPHO FeueHye C AABHOCT He noseve ot 1 Mecel A0 AaTtaTa Ha KaHAMAATCTBaHE)
YAOCTOBEPSBA CE C NOAMUC Ha CNELManicTa, KOWTO € HasHauMs NIEYEHNETO, B HAaCTOSILLIOTO NPUMOXeHUe

B. Usknousawm kputepun:
1. HwuBo Ha xemorno6uHa npw 3anoysaHe Ha nevenneTo = 110 g/l
HexkopurupaH xeneseH aecuumt npu xemornobux 100 — 109 g/l (camo npw 3anousaHe)
HacTbnunn Hexenaxn nekapcTBEHN peakLuun — anepruyHa peakums, Tpombosmu
Towwo koHTponMpaHa apTepuanHa XMnepToHus
Hanuune Ha HeonnactuyHo 3abonsisaxe
MpekbcBaHe Ha TepanusiTa no BUHa Ha GOMHKS 3a NoBeye OT Tpu MeceLia

REESIIN

OTroBapsi Ha KPUTEPUUTE 3 NMIEUEHMUE € ...ooovvvnnneiiiiieiiiiiieeeiias B AHeBHa Ao3a

&

MOANMUC HA CMELMANIUCT ...

W3UCKBAHUA HA H3OK MNPU MPOBEXIAHE HA NEYEHUE HA BOJIHU C XPOHWYHA BbEPEYHA HEAOCTATBYHOCT B NPEAVANUN3EH 4
NEPUOA B U3BBHBONMHUYHATA MOMOLL - B cuna oT 1 mapT 2017 roguxa
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I'IPVIHO)K%HME 1B
JNIUCT 3A ONPEAENSAHE HA KPUTEPUUTE 3A MPOBEXAAHE HA NEYEHUE HA XEH (XB3) B MPEAUAITU3EH
NEPWOJ C BEHO3EH XEJIE3EH NEKAPCTBEH MPOOYKT

Wme: [er] T T T T T T T [ 1

3abenexka: MeduyuHckama OokymeHmauusi, ydocmosepsiealya GCeKu om KpUumepuume e rocoyeHa ¢ yugpa e UHOEKC U 3adbiKumenHo
npudpyxaea HaCMOosIW,0MO NMPUITOKEHUE.

A. Kputepun 3a 3anouyBaHe Ha NEYEHUETO C BEHO3EH XEe3eH IeKapcTBeH NPOAYKT (3aALIDKUTENHM Ca BCUYKM
KpUTEpUM) — NPOTOKONLT Ce M3Aasa 3a 3 Mecela: |

3abenexka: JleueHMETO C BEHO3EH XereseH MPOAYKT KaTo KopurApala Tepanusi npu xeneseH aeduuuT ce nposexaa npeau
3anouBaHe Ha fieyeHne ¢ epuTponoeTuH. NMpunara ce camMo BEHO3HO NeveHue Ha xenesnust Aeduunt 3a 3 Mecelia, cnej KoeTo
ce Npasy NpeoLieHKa Ha TepaneBTUYHATa CXeMa 3a BKIIOYBaHe Ha ePUTPOMOETUH.

MoTBbpaeHa avardosa XBH B | v Il c1. unu XB3 B II, IV cT., cbobpasHo ¢ npueTata OT CBETOBHaTa HepOnornyHa
1 | obwHoct xapax'repmc‘rmnfa 3a XpoHuuHo 6bbpeyHo 3abonsieaHe (XB3). CTOWHOCTU Ha KPEaTUHWHOBUSA KnupbHC C cr
(ml/min): 59 - 15 ml/min !

JlaGopaTopHu nokasatenu, notebpxaaBawym XBH (XB3) B npeananuseH nepuop - ypesi, KpeaTWHUH, KpeaTUHUHOB
2
KNMPBHC

Mpwu xeneseH AeduLMT, OKa3aH Ypes CTOMHOCTUTE Ha kensizoto, XKCK, Bpoit Ha eputpouutute, MCV, MCH, MCHC,
3 | npu HB 100 - 110 g/l ce NpoBexXAa CynNeMeHTaLMs CaMo C BEHO3EH Xene3eH NekapcTeeH npoaykT, 6e3 eputponoeTuH

4 | Jlunca Ha u3kno4BaLLm kputepum no 7.8 2

T enuKpu3a OT CTaLMOHAPHO feYeHne B HEhPONOrMYHO N BLTPELHO oTAeneHue - |1 / 1l HUBO Ha KOMMETEHTHOCT C AaBHOCT He noseve oT 3
Meceua A0 AaTata Ha KaHAWAaTcTBaHe, BKIIOYBALLA MHAOPMALMA 3a Ha4anoTo M XoAa Ha 3abonsBaHEeTo, KakTO M BCUYKW U3CNEeABaHUS 1
KOHCYNTaUy, B Crly4ail Ye Ca WIBLPLUBAHM TaKuBa (eXorpaciusi Ha KOPEeMHY OpraHi, KOHCYSITauui CbC CHOTBETHUTE CMeuManicTy, uakiodsaly
APYr NPOM3X0A Ha @HEMUYHUS CUHAPOM, 33/ IKUTENHO NPU AaHHM 32 OHKONOrMYHO 3abonsBaHe U T.H.)

2
opuruHanHa Grnatka oT niaopaTopust UK 3aBEPEHO Komue (MPW HanMuMe Ha XOCMUTaNM3auuA, 3aALIDKMTENHO ce NPeACTaBsA enukpusa ot
CTalMOHAPHO NeYeHMe C AaBHOCT He noBeye oT 1 Mecell A0 JaTaTa Ha KaHAMAATCTBaHe)

3 %
YAOCTOBEpsiBa Ce C NOAMMUC Ha cneunanncta, KOWTo € HasHauus nevYeHneTo, B HaCTOALLOTO NPUIoXKeHne

B. Kputepuu 3a npoabmkaBaHe Ha NeYEHUETO C BEHO3EH Xere3eH JieKapcTBeH MPOAYKT (3aAbiKuTenHu ca
BCUYKN KpUTEPUM):

1| Hanuune Ha TepaneBTMUEH OTFOBOP, YAOCTOBEPEHO YPE3 CTOMHOCTUTE Ha CrieaeHUTe nokasaten 2 |

2 | Mpu pocturHat TapreTHu cToHocTM Ha HB 110 - 120 g/l neyeHueTo NpoAbilKaBa CaMO C BEHO3EH XEeneseH
neKkapcTBEH MpoAykT 6e3 epuTponoeTuH, a npu ctoiHocT Ha HB Hapg 120 g/l neyeHneTo NpoabXasa ¢ nepopasneH
XeneseH nekapctBeH npoaykt. Mpu HB < 100 g/l ce nposexaa kombuHWpaHa Tepanus Ha BEHO3EH XeneseH

neKapcTBeH MPOAYKT C epuUTPOnoeTuH.)

3 | MeceuHa [o3a Ha KenesHus nekapcTBeH npoAaykT: Ao 200 mg 3a 1 meceu unm 500 mg 3a 3 meceua 3a geno
opmure *

4 | Nunca Ha W3KMIOYBALLY KPUTEPUN 1O T. B 1 CTpaHHM peakLym *

Ha opuruHanHa Gnaxka ot nagopaTopusi C NOCOYEHN PePEPEHTHIN CTOMHOCTY NN NOANEYATaHO 1 3aBEPEHO Konue

ambynaTtopeH nucT/eTanHa envkpusara oT nperniesa npu CneLuanicT ¢ oTpaseHa eheKTUBHOCT MO MokasaTeny OT MpUnaraHoTo neveHne u
npeoLieHka Ha TepaneBTU4YHaTa cxema

YAOCTOBEPSBa Ce C MOANUC OTpeAerneHaTa MeceyHa 403a B npoTokona

YAOCTOBEPSBA CE C MOAMMC Ha CMELMAnucTa, KOUTO € HasHauun NeYEHNETO, B HACTOSALLETO NPUMOXEHNe

B. Uskniousawm Kputepum:

1. HuBo Ha xemorno6uHa > 120 g/l

2. W3BecTHa CBPbXYYBCTBUTENHOCT KbM MEKapCTBEHWS MPOAYKT UMK KbM HSIKOE OT NMOMOLLHUTE BellecTsa

3. AHemus, KOATO He Ce AbIDKM Ha XeneseH aAeduumt

4. [lokasaH HeOCTWT Ha honneBa kucenmHa !

5. [auneHTn ¢ YepHOAPOOHa HEJOCTaTbYHOCT

6. [auveHTn c aHamHe3a 3a GpoHXWanHa acTma, ek3sema, Apyryt aTONUYHK aneprii UK aneprudH1 peakumnn KoM
[APYrv napeHTepanHn NpoAyKTH, ChAbPXaLLM Xens30

7. TlaumeHTn C ocTpa Unu XpoHudHa BakTepuanHa unu BupycHa uHgekums

8. bBpemeHHoOCT 1 nakTaums (M3Kn. caMo ako nonsarta npesuLlasa pucka)

9. MauweHTu noa 18 roguiHa Bb3pacT

OTroBapsl Ha KPUTEPUUTE 3@ NMEUEHUE C  ...ovvvviiiiieeeiiiee e B OHEBHA BO03A ......oiiiiiiiiiiiiiii e  [—

noanuc Ha cneuuarnucTt:..

WN3NCKBAHUA HA H3OK MPWU NPOBEXOAHE HA NEYEHWE HA BOJIHW C XPOHWYHA BbEPEYHA HEAOCTATBYHOCT B MPEAVANIN3EH 5
« MNEPWOA B U3BBbHBONMHUYHATA MOMOLL - 8 cuna ot 1 mapt 2017 roguHa




