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NPUNOXEHMUE 3

AEKNAPALINA 3A UHOOPMUPAHO CBITIACUE C U3UCKBAHUATA 3A 3AMOYBAHE /
NPOABIMKABAHE HA NEYEHUETO C NEKAPCTBEHUA NPOAYKT

A3 fonynoanucatusT/ata

Ccnea kato ce 3ano3Hax C uanata Mu npejoctaBeHa WHoOpMaUMs M LUENnTa Ha NEYEeHWeTo C nekapcTeBeHust

NPOAYKT. W cnepa Kato Monyuyux uayepnarterniHu OTroBOpU Ha

nocTaBeHUTe OT MEH BbMPOCH, AEKapupam ye:

1 LLle cnaseam npenopbYaHaTa M1 CXeMa Ha NeYeHne 1 NEPUOANYHOCT Ha KOHTPOMHUTE Nperneav.

2. PefoBHO Le ce ABABaM Ha KOHTPOMHU NPErNeau 1 HAMa Aa NPOMEHSIM CAMOBOTHO UM NOA APYFO BHYLLEHWE HasHauyeHaTa
MU Tepanus.

3. Mpu npeycTaHoBABaHE Ha NEYEHUETO MO NPUYMHUA, HEMPOM3TUYALLM OT pelueHneTo Ha KommucusTa 3a ekcneptuau 8 P3OK

n/mnu KomuensTa no un. 78, 1.2 ot 330, we yBegoms HesabaBHO nuunus cu nekap n P3OK u we sbpHa 8 P3OK
noCneaHMs NPOTOKOA, MO KOWTO CbM Nonyyasan/a nekapcTBeHUst NPOAYKT.

4. Mpu HecnassaHe Ha NOCOYEHUTE YCIOBUA NEYEHNETO MU C yNIOMEHATUS! NIEKApPCTBEH NPOAYKT Le BbAae NpekpaTeHo n Hama
Aa umam npeteHuun kbm H3OK.
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W3UCKBAHUA HA H30K
MPU U30ABAHE HA NMPOTOKOX NMPU MNPOBEXAAHE HA NEYEHUE HA XEMAHIMIOMUA
B KbPMAYECKA U PAHHA [IETCKA Bb3PACT B U3BHbHBEOJIHUYHATA MOMOLL

MpoTokonu 3a NpoBeXAaHe Ha reyeHne ce u3faeaT OT CRNEeLManucTU C KOAOoBe Ha cneuuanHocT: 17 —
neauatpus, 35 - netcka kapavonorus unu 56 — Heonatonorus, patoteww no gorosop ¢ H3OK.

PeweHve ce usgaBa OT cneuuanuavpaHa komucusi B nevebHu 3asefeHns 3a GOMHWUYHA MOMOLL, CKITOYMM
foroeop ¢ H30K 3a m3nbnHeHue Ha AmbynatopHa npoueaypa Ne 38. CneunanuanpaHuTe komucum ce cb3gasar
cbc 3anosen Ha gupektopa Ha cnegiute J13: MBAJT HKB - rp.Cocus, CBANAB — rp. Codust u Apxudanem Cutu
Knunuk MBAJ Tokyaa — rp. Cocous

I. PEQ 3A 3ABEPABAHE HA MPOTOKOJUTE

npOTOKOn 3a npoBeXxaaHe Ha TepanuAaTa

= [lonbnHeHo 1 noAnucaHo npunoxexHue 1 — NUCT 3a onpeaensHe Ha
KpuTepuute (no T.A) C BCUYKN HEOBXoaUMU n3cneaBaHus
* MeaMuUMHCKA AOKYMEHTaLUMUs C NPUIIOXEHW BCUYKM Heobxoanmu

cneuuanusupaHa nokasaTenu u uscnejsaxusa no tabnuua 1 Ha npunoxexue 2
KOMuUcHs "| = PeweHue Ha cneumanuaMpaHa KOMMCUAI C $CHa MeAuULMHCKa
MOTUBALMA 3a 3ano4BaHe Ha TepanusaTa (ModnucaHo om 8CUYKU Y1eHo8e

Ha crneyuanusupa+ama KoMucusl)
= ‘lMpotokon 3a npeanucBaHe Ha nekapcTsa, 3annawjaHn oT
/ H3O0K/P30OK" — 06p. M3-H30K

Komucus no un.78, 1.2 5| 3aBepka Ha
ot 330 B LIY Ha H30K npotokona B P30K

Il. OBLLUU NMONOXEHUA

1. 3011 nopasa noaroTeeHnTe AOKyMeHTH B P30K, Ha TEpUTOPMUATa Ha KOATO e HanpaBuno u3Gop Ha OMJI.
[loKkyMeHTUTe BKNIOYBaAT:

1.1 3anBnenune no [iupekropa Ha P3OK.

1.2 MonbnHeHo 1 nognucaHo npunoxenue 1. Monbnea ce No cbOTBETHATa TOYKA M Ce Npunara oTpaseHaTa B
UNpOB MHAEKC MEAMUMHCKA JOKYMEHTALUS, YAOCTOBEPSIBALLA BCEKM €ANH OT KpUTepumTe.

1.3 MbnHuaT Habop u3cneaBaHUA ((DU3NKANHNM, MHCTPYMEHTaNHN U NaBopaTopHK), OTPa3eH B NPUMOXeHUe 2.
1.4 “NpoTokon 3a npeanuceaHe Ha nekapcTea, 3annawanu ot H30OK/P30K” — 06p. M3-H30K, usaageH ot
cneuvanuampaHa KoMUCUs.

1.5. Pewenne Ha cneunanusmpaHa KOMUCMA OT neyebHO 3aBedeHue — M3NbAHUTEN Ha AMOYnaTopHa
npoueaypa Ne 38 ,OnpepensHe Ha NnaH Ha NeYeHWe W MPOCNeAsBaHe Ha TepaneBTUYHWS OTTOBOP Npu
NauneHTu, nonyyasallum CKbNoCTpyBalLyy NeKkapcTBeHN NPoAYKTW No peaa Ha yn. 78, an. 2 330" - 6n. M3-H30K
Ne 13.

1.6 leknapauus 3a MHopmMmupaHo cbrnacue no o6pasel (Npunoxexue 3)

2. P30K npuema nokymeHTUTE Mo T. 1 e cnpaBKa OTHOCHO 3ApPaBHOOCUTYpUTENHUA cTaTyc Ha 30J1.

3. MTbpBUAT 1 BCekM CneaBall NPOTOKON Ce U3AaBaT 3a nepuoa Ao 180 AHM.

Hat
)
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NPUNOXEHWE 1

JIUCT 3A ONPEOENAHE HA KPUTEPUUTE NPU NPOBEXAAHE HA NEYEHUE HA XEMAHITMOMW
B KbPMAYECKA U PAHHA [IETCKA Bb3PACT B U3BBHBEONMHUYHATA NOMOLL

Ume: [eri] [ [ T T T T T T 1771

3abenexka: meduyuHckama OoKymeHmauus, ydocmosepsieaja 6CeKku Om Kpumepuume € rocoyYeHa C uugpa 6 UHOeKC U
3adBL/IKUMeENHO Npudpyxasa HaCMOSLUOMO NPUSTOKEHUE

A. KPUTEPUMU 3a 3anoyBaHe Ha NeYEHUETO (3aALIMKUTENHO € HAJIMYMETO HA BCUYKU KpUTEPUK)

MKB D18.0

CurypHa avarHo3a nponudiepaTMBeH XeMaHrMoM — NoTBbpAeHa Ha 6asa KuHudeH npernes |

MponudepatmeeH xemaHrnom B KbpMayecka 1 paHHa JeTcka Bb3pacT, U3UCKBALY CUCTEMHO FleveHue:
. XEMaHroMm, 3acTpaluasall X1BoTa unu yHkuumTe
. ynuepupalL xemaHruom ¢ 6onka u/vnm nunca Ha oTroBop Npu 0GUKHOBEHM rPUXK 3a paHaTa
. XEMaHINOM C PUCK OT NOCTOsIHHYM Benesn unu obesobpassisaHe

3

Nunca Ha u3knYBawm kputepun no 7. 6 °

npunara ce ambynaTopeH NUCT OT nperne/ Npu CNELManucT C ONUT B AWArHOCTULMPAHETO Ha XEMAHTMOM B KbpMauyecka W paHHa Aetcka
BbL3PACT W/WNKM eNUKpPU3a OT XocnuTanusauus wunu JIucT 3a aucnaHcepHo Habnioaenue” (6n. M3-H30K Ne 9) no Allp Ne 7 ¢ oTpaseHu
nogpoGHa aHamHe3sa, 06CToeH (huaukaneH cTatyc ¢ 0COGEHO BHUMAHME BbPXY CbPAEYHO-CbAOBATa M GenoapobHa yHKUMA Ha AETETo, C
AaHHM 3a CbpAEYHA YecToTa M apTepuanHo Hansrave. MMPenopbYUTENHO € XeMaHrMoMuTe Aa ce hOTOA0KYMEHTUpAT. Mpu NOBLPXHOCTHM
XEMaHrMomMu ce npunara poTOKONME; NpW MapeHXUMHU U ABNGOKO Pa3nonoxeHu xemavruomu ce npunara AMP/Y3U Ha obnactra unm
aHruorpacus (C UHTepnpeTauus Ha U3cneaBaHeTo).

OCBLLUECTBABA CE NPELEHKa Ha TEXECTTa Ha XeMaHroma U NokasaHnaTa 3a NpoBeX/AaHe Ha CUCTEMHO nedenne ¢ Hemangiol

yAoOCTOBEpsiBa Ce C NOAMNUC Ha cneunanucTa B NpunoxeHue 1 Ha HacToAWMTE N3NCKBAHUA

B. U3KNIOYBALLM KPUTEPUN

1. Kupmayeta nop, 5-ceamuuHa Bb3pact

2. [leua Ha Bb3pacT Hag 5 meceua

3. KbpmaueTa 1 feua ¢ YepHOApo6HO nnu 6bOpeyHo yBpexaaHe

4. MNpexaespemMeHHO PofieHN KbpMayeTa, 3a KOUTO KopUrMpaHaTa Bb3pacT oT 5 ceamuuy He e buna gocturHara

5. AcTma unu aHamHe3sa 3a 6poHxocnasbm

6. CbpaeyHo-CbaoBM HapyLLeHUs: ATPUOBEHTpUKynapeH 6rok BTopa unn Tpeta creneH, 3abonsisaHe Ha CUHYCOBUS Bb3er,
KapavoreneH wok, CbpaeyHa HeloCTaTb4yHOCT, HEKOHTPONMUpaHa C nekapcTea

« Bpaavkapaus noa CriefHuTe rpaHuLK:

Bwb3pact 0-3 meceua 3-6 meceua 6-12 meceua
CobpaeyHa yectota (yaap/min) 100 90 80
. Aprepuanno HansiraHe nopj crneaHuTe rpaHuum:
Bwapact 0-3 meceua 3-6 meceua 6-12 meceua
KpbBHO HansiraHe (mmHg) 65/45 70/50 80/55

7. KbpmaueTa, npeipasnonoxeHn KbM XUNOrMUKEMUS

8. deoxpomouUTOM

9. KbpmayeTa Ha eCTECTBEHO XpaHeHe, ako Maiikata ce nekysa C nekapcTsa, NpoTUBOMNOKa3aHu C NPonpaHonon
10. CBPBLX4YBCTBUTENHOCT KbM aKTUBHOTO BELLECTBO UMK KbM HAKOE OT NOMOLLHUTE BelyecTsa

Otrosaps Ha kpuTepuuTe 3a neyenue ¢ HEMANGIOL

cneuvanu3npaHaTa KOMUcus: ..
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MPUNIOKEHNE 2

I. NEYEBHO-OWATHOCTUYEH ANMTOPUTBM

1.NNEKAPCTBEHW NPOAYKTW, Bknioyenn B Mpunoxenue 1 Ha MNIIC, kouto H30K 3annawa B cboTBETCTBME C
AeWCTBalMUTe HOPMATUBHU AOKYMEHTH

Tabnuua 1
INN MKB [03A U HAYUH HA NMPUNOXEHUE
e HauanHa fosa - 1 mg/kg/AHeBHO C NOCTENeHHO TUTPUPaHE Ha Ao3aTa B pamkuTe Ha 3
HEMANGIOL | D18.0 ceAmMuLM, 0 foCTUraHe Ha TapreTHa Ao3a 3 mg/kg/AHeBHO, pasaeneHa Ha ABa npuema no

BPEME WK HEMOCPEACTBEHO CNEA XpaHeHe
e noaabpxawa gosa - 3 mg/kg/aHeBHO, pasjeneHa Ha [Ba npuema no Bpeme unu
HeNnocpeacTBEHO CneJ XpaHeHe

Nleyenneto ¢ HEMANGIOL ce nposesxaa OT nekapu Creunanicti C onuT B AMarHOCTULMPAHETO, NEYEHNETO U KOHTpona
BbpXy XeMaHrMomuTe B [eTcka Bb3pacT. CTapTupaHe Ha rfeyeHUeTo, TUTPUpPaHe Ha Ao3aTta C MOHUTOpUpaHe Ha
Cbp/ieyHaTa YecToTa U apTepuanHoTo HansraHe ce npoeexaaT Ha 1-Bu, 7-Mu U 14-Tn AeH, crea ToBa BEAHBX MECeYHO.
BnocneacTeue neveHneTo ce nposexaa B JOMalUHU YCIOBUS 3a NEPUOA OT 6 Meceua C eXeMeceyHo KopurpaHe Ha
Ao3ata, CbobpasHo TernoTo Ha AeTeTo.

H3O0K 3annawa eauH 6-meceyeH kypc Ha nevenune ¢ HEMANGIOL Ha naumeHT.

Mo u3knioyeHue, NpU NaUMEHTU C PeuMaMB Ha CUMNTOMUTE CreA NpeKpaTsiBaHe Ha 6-MeceuHusi Kypc U npw
KNUHUYHA HeoBX0AUMOCT Ce Aonycka NpoBeXaaHe Ha BTOpM Kypc Ha neyenue ¢ HEMANGIOL, cnep npeueHka ot
cneuuanuaupaHa komucus n Kommucusita no un.78, 1.2 or 330.

2. MPOCNEOABAHE:
UME: eH | [ [ [ [ [T [T 1]

Tabnuua 2

U3CNEABAHUA U3XOAHU* MOHWUTOPUPAHE**
v

Terno
KpbBHa 3axap
MKK/AQKK
ACAT

ANAT

ypesi
KpeaTuHUH

apTepuanHo HansiraHe, CbpAedHa n aguxarenHa Yyecrora

enekTpokapanorpama

exokapavorpagus (no npeueHka)
TpaHcoHTaHenHa exorpacust (Mo npeueHka)
abpomuHanHa exorpadusi (no npeuexka)

SYASANANENENENENENENENEN

* Mpunara ce nonbnHeHa Tabnuua 2 OT NPUNOXKEHNE 2 1 OpUruHanHu GnaHKn Unu 3aBepexn Konus oT nabopaTopHu
uscneasaHus, kouTota creasa Aa 6vaat nposeaenu B nabopatopus, ckmiounna gorosop ¢ H3OK/P30K. 3a aaBHOCT Ha
vscnessaHusATa ce npuema cpok oT He noseye oT 1 Mecel| npean NoAaBaHETO Ha AOKYMeHTUTe B cboTeeTHaTa P3OK. 3a
NpoBeAeHUTE hyHKLMOHANHM 1 06pasHyu U3cneaBaHns Ce npunara camo UHTEpNpPeTauns OT NPOBEAEHUTE U3CTENBAHNS,
aKO CbLYUTE HE Ca ONMUCaHU B NPUIOXEHUTE MEAVNLIMHCKUA AOKYMEHTH.

**Monmopwpanero BKIMIOYBA 2-4acoBO HabniofeHue (KNMHWYEH npernes, M3MepBaHe Ha apTepuanHo HansraHe,
CbpAeyHa n guxatenHa 4ecrora).

OtroBaps Ha kputepuuTte 3a nevenme ¢ HEMANGIOL

cneunanu3vpaHaTa KOMUCHURA: .
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Il. OBLLM U3UCKBAHUA

1. Bb3pacToBata rpaHuua ce U34YNCNSBA B HABBPLUEHI CEAMULIM - BKITIOYUTENHO KbM AaTaTa Ha U3aBaHe Ha NpoTOKOMa ot
cneuuanuavpaHaTa KoMUcHs.

2. Mpu HasHayaBaHe Ha Tepanus Mo NPOTOKON 3aAbIKUTENHO Ce CbOOPa3sABaT Bb3PACTOBUTE OrPaHUYEHMUS, CbITIACHO
KpaTkaTa XxapakTepucTuka Ha CbOTBETHUS NeKapCTBEH NPOAYKT, yTBbpAEHa Mo peaa Ha 3/IMXM.

3. H30K He 3annalla neveHe U3BbH ykasaHaTa Bb3PACTOBA rpaHULA B KpaTkaTa xapakTepucTika Ha npoayKTa.

4. H30K He 3annawa neyexue C 031 Hazi MaKCUMATIHO paspeLLIEeHTE NO kpaTka XapakTepucTuka Ha NpoayKTa.

5. B cnyyail Ha HacTbnMNa Nnoao3MpaHa HexenaHa nekapcTeeHa peakuus, nekapst ysegomsea WAJI no pesa Ha un. 184 ot
3MNXM.

6. CNELIMATIU3UPAHATA KOMUCHA nsnasa Pewenne cnen nposeaeHa AmGynaTopHa npoueaypa Ne 38 ,Onpesensite
Ha nnaH Ha neyexne n npocreasiBaHe Ha TepanesTU4HNSA OTFOBOP NPU NALMEHTU, NOMyYaBalUM CKbNOCTPYBALLM NIEKapCTBEHM
npoayKkTh Mo peaa Ha un. 78, 1. 2 330 Ha ocHosaHue un. 53 u un. 303 oT HauuoHarneH pamMKoB AOTOBOP 3@ MEAULMHCKUTE
AefHOCTM Mexay HauvoHanHata 3apasHoOCUrypuUTenHa kaca v Bbnrapcku nekapcku cbiod 3a 2018r. (06H., B, 6p. 28 ot
29.03.2018 r.) u npepocTaBeHa ot 30J1 MeauUMHCKA AOKyMeHTaumusi. CneunanuaMpaHata KOMUCHS CbXpaHsiBa eauH
eksemnnsip ot Pewenueto. Mpu usnaeaHe Ha npotokon Ha 30J1, cbxpaHsBa BTOPU €K3EMNNAP Ha MPOTOKOMA, BCUYKMA
Heobx0aMMM [OKYMEHTM 3a W3aBaHETO My W KOMWE OT MpUNOXeHUe 1 Ha HACTOAWMTE U3UCKBAHMUS,, MOMBLAHEHO MO
CbOTBETHATa TOYKa M NOANUCAHO OT YNEHOBETE Ha CneuuanuanpaHaTa KOMUCHS.

Hacmoswume usuckeanusi ca paspabomeHu Ha ocHosaHue 4. 58 om HayuoHaneH pamkos 002060p 3a MEOULUHCKUME
dediHocmu mexdy HauuoHanHama 30pasHoocuzypumenHa kaca u bbreapcku nekapeku cbio3 3a 2018 2. (06H., B, 6p. 28 om
29.03.2018 2.).
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