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NPUNOXEHWE 2

IIl. NEYEBHO-AUATHOCTUYEH ANTTOPUTBM

1. NEKAPCTBEHMU MPOAYKTW, Bknioyenn B Mpunoxenue 1 va MIC, kouto H3OK 3annawa B CbOTBETCTBUE C
AefcTBaWWUTe HOPMATUBHN [OKYMEHTH

Tabnuua 1
INN MKB [lo3a 1 HauMH Ha npunoxenue 3a 301 Hap 12 roanHK
EVOLOCUMAB E78.0 140 Mg MHXEKUMOHEH Pa3TBOP B NPeABAPUTENHO HaMbIIHEHa CMPUHLIOBKA
BEHBX Ha BCEKM /1B CeAMULIN

2. NPOCNERABAHE:

Tabnuua 2
INN NPEQMN 3ANOYBAHE* KOHTPOI Ha Bceku 6 meceua*

= LDL-C
* HDL-C
= obuw xonectepon * LDL-C
= Tpurnuuepuan** * HDL-C

EVOLOCUMAB = ASAT, ALAT * 06w xonecrepon
" CepyMeH KpeaTuHUH = Tpurnuuepuan**
*  KpeaTUHWHOB KNUPBHC
= TSH
*  [AUKUpaH XemornobuH

* Mpunarar ce opuruHantiu 6naxku OT nabopatopHu u3cneaBaHus. ViscneasaHMsTa crieaea Aa ca NPOBEAEHU B naboparopus,
cknioyuna aorosop ¢ PSOK/H30K
** npu Tpurnuuepuan Han 4,5 LDL-C aa ce usnonasa mMetoaa Ha AVPEKTHA NpeLunuTaLms

lli. OBLLUW USUCKBAHUA

1. BuapacToBata rpaHuua ce U34UCIABa B HABBLPLIEHN FOAUHY - T.e. BKNIOUMTENHO KbM AaTaTa Ha M3faBaHe Ha MpoTokona ot
cneunanuaupaHara KOMUCHS.

2. lNpy Ha3HayaBaHe Ha Tepanus Mo MPOTOKON 3a/bMKUTENHO Ce CbObpa3siBaT BL3PACTOBUTE OrPAHUUEHUs ChINACHO KpaTkaTa
XapakTepucTika Ha CbOTBETHWS fIEKapCTBEH NPOAYKT, yTBbpAEHa no peaa Ha 3/IMXM.

3. H30K He 3annalya neveHue U3BLH ykasaHaTa Bb3pacToBa rpaHuLa B KpaTkata XapaKkTepucTuka Ha npoaykTa.

4. H30K He 3annalua neveHue ¢ 4031 Hag MaKCUMAnHO paspeLLeHunTe Mo KpaTka XxapakTepucTuka Ha npoaykTa.

5. B cnyuait Ha HacTbNUNa MOAO3NPaHA HEXENnaHa NeKapcTBeHa peakuus, nekapat ysegomsasa WAJl no pega Ha un. 184 ot
3MMNXM. Konue oT cbobLUEHNETO Ce Npunara KbM MeauLMHCKaTa dokymeHTauusi Ha 30J1 npu kaHanagaTcTBaHe 3a neyenve.

6. CMELIMATIUSUPAHATA KOMUCHUSA nsgasa Peluenve cnep, nposeseHa Allp Ne 38 ,OnpegensiHe Ha nnaH Ha neyeHue u
npocrneassane Ha TepanesT4HNA OTroBOP MPYU NaLMEHTH, NoNyYaBally CKbNOCTPYBaLLM NeKapCTBEHN NPOAYKTU MO peaa Ha un. 78,
T. 2 330" Ha ocHoBaHue un. 53 u un. 303 ot HauuoHaneH PamKoB 0roBOp 3a MeAULMHCKNTE AenHOCTM Mexay Hauvonanwata
3ApasHoocurypuTenta kaca u benrapcku nekapcku cuios 3a 2018r. (06H., [1B, 6p. 28 ot 29.03.2018 r.) u npeaoctasena ot 3011
MeauumHcKka AOKYyMEeHTauus. CneuuanmawpaHaTa KOMUCUSA CbXxpaHaBa eauH eksemnnap oT PemeHweTo, CbXpaHsaBa BTOpU
€K3eMNAsp Ha NPOTOKONa, BCUYKM HEODXOAUMM AOKYMEHTW 3a W3aBaHEToO My W KOMWe OT MpunoXeHue 1 Ha HactoswuTe
VM3NCKBAHMS, MOMBHEHO NO CbOTBETHATA TOUKA M NOANMCAHO OT YNIEHOBETE Ha CNeLManuanpaHaTa KoMUCHS.

Hacmosiwume u3uckeanusi ca paspabomeHu Ha ocHosaHue un. 58 om HauuonaneH pamkoe 002060p 3a MeduyUHCKUME

OetHocmu mexdy HauuoHanHama 3dpasHoocuzypumenta kaca u Bbneapcku nekapcku cbio3 3a 20182. (06H., B, 6p. 28 om
29.03.2018 2.)
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NPUNOXEHMUE 3

AEKNAPALIUA 3A UHOOPMUPAHO CBITIACUE C U3UCKBAHUATA 3A 3AMOYBAHE/
NPOABIMKABAHE HA NEYEHUETO C NIEKAPCTBEHUS NMPOOYKT

A3 ponynognucaHusT/ara ...

CNeA kato ce 3anosHax C uanata Mu npefocTaBeHa WHGOPMaUWs U LenTa Ha nevyeHueTo C neKapcTBEHUs
ool U UORUUNRRUTUURUROROOUOR,. . W cCnea Kato nonyyux usyepnarternHu
OTrOBOPU Ha MOCTaBEHNUTE OT MEH BBLNPOCH, AeKnapupam ye:
1. llle cnassam npenopwbYaHaTa M1 CXema Ha NeveHre i NEPUOLUIHOCT Ha KOHTPOMNHUTE Nperneau.
2. Pepj0BHO Lie Ce ABSBaM Ha KOHTPOITHI NPEerneav 1 HAMa 4a NPOMEHSIM CaMOBOSHO MK noAa ApYyro BHyLLUEHUE
Ha3HayeHaTa Mu Tepanus.
3. Tpn npeyctaHoBsiBaHE Ha NEYEHWUETO MO NMPUYMHM, HEMPOUTUYALLM OT peweHneto Ha Komucusita 3a
ekcneptusn B P3OK u/mnu KomucusTa no yn. 78, 1.2 ot 330, Le yBeaoms He3abaBHO MUYHUS CH nekap u
P30OK v wje BbpHa B P3OK nocnegHns npOToKos, Mo KOWTO CbM nony4asan/a nekapcTBEeHWUst NPOAYKT.
4. Tlpu HecnassaHe Ha MOCOYEHUTE YCTIOBUSI NIEYEHNETO MW C YNOMEHaTWs NekapCTBeH npoaykT we 6bae

NpeKpaTeHo 1 HMa fa umam npeTeHuuu kbM H30K.

-
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M3UCKBAHUA HA H30K MPU U3OABAHE HA MPOTOKONW 3A NIEYEHUE HA MALMEHTU
C YUCTA (PAMUITHA) XUNEPXONECTEPONEMUSA

MpoTokonbT ce wspaBa OT cneuuanuaupaHa KOMUCUSI B nevebHU 3aBeneHus 3a GOMHUYHA NOMOLY, CKMIOYMNM
Aorosop ¢ H30K. CneunanuanpaHuTe KOMMCUM Ce Cb3AaBaT CbC 3anoBea Ha ANPEeKTopa Ha NeyebHOTO 3aBeseHue 3a
cnesnuTe kapaunonoruyHu knukukn: YMBAJT "Ceeta AnHa Cocns” Afl, rp. Cocus, MBAJT "HaumoHanHa kapavonoruyHa
BonHuua" EALL, rp. Cochusi, YMBAI ,Liapuua Moanna — UCYST“ EALL, rp. Cocpusi, YMBAJST ,CeeTa MapuHa” EAJ], rp. BapHa,
YMBAN ,Cutnt Knukuk* EOOL, rp. Codmusi, YMBAST ,Csetu eopru* EAL, rp. Mnosaue, YMBAI [I-p Meopr CTpaHcku®
EAJ, rp. MneseH. B cneunanuanpaHute KOMUCHI Ca BKITKOYEHN CMIELMANMCTY NO KapAUONOrus.

. PE[]1 3A 3ABEPABAHE HA NMPOTOKOIUTE

MpoTokonu 3a 3ano4yBaHe Ha TepanusaTa

= TMonbnHeHo n nognucaHo Npunoxexue 1 — NUCT 3a ONpeaensiHe Ha KpuTepuuTe
(no T.A) ¢ BCUYKM Heo6X0AMMM U3CneaBaHns
* MeauumuHcka AOKyMeHTauMs, BKIOYBALLA AaHHM OT aHamHesaTa, cTaTyca u

npeaxoxaallo neyeHve
ﬁg;agﬁg‘ﬁsmpAHA > = Pewenne Ha cneuuanusMpaHa KOMUCMS C SICHA MEAULMHCKA MOTUBaLMS 3a
3anoysaHe Ha  TepanusTa  (MOONUCaHO  OM  6CUYKU  YfleHose  Ha
crneyuanuaupaHama Komucusi)
= ‘TpoTokon 3a npeanucsaHe Ha nekapcTea, 3annawanu ot H3OK/P30K” — o6p.
M3-H30K
Komwucus no un. 78, 1.2 ot 3aBepka Ha
330 B LY Ha H30K npotokona B P30K

Mpotokonu 3a npoabNkKaBaHe Ha TepanuaTa

= TMonbnHeHo v noanMcaHo Mpunoxexue 1 — NUCT 3a onNpeaensHe Ha kputepuuTe
(no 7.B) ¢ Bcuyku HeobxoanuMu u3cneasaHus
CMELMANM3NPAHA * Meauuuncka pokymeHTauums, BKNIOYBAlla [AaHHM OT aHamHesaTa, ctaTyca u
" edekT OT NPoBEXAAHOTO NeyeHne
komucus * Pewenue Ha cneuuanuaupaHa KOMUCUS C SICHA MEAULMHCKA MOTUBALMS 3a
npoabMxaBaHe Ha TepanuaTa (3aabmkWTenHo ce oTtbensssa nunca Ha
U3KMIOYBALLM KPUTEPUN (MOOMUCAHO OM 8CUYKU YNIEHOBE Ha crieyuanuaupaqama

Komucusi)
= ‘Tpotokon 3a npeanuceaHe Ha nekapcTsa, 3annawanu ot H3OK/P30K” — o6p.
M3-H30K
Komucus no un. 78, 1. 2 ot 3aBepka Ha
330 B LY Ha H30K npotokona B P30K

I. OBLLUM MONMOXEHUA

1. 30N nopasa noparoTsenute fokymeHTM B P3OK, Ha Teputopusita Ha KosiTo e Hanpasuno u36op Ha OMJI.
[okyMeHTUTe BKNIOYBAT:

1.1. 3asBnenue 1o [upekTtopa Ha P3OK.

1.2. MonbnHeHo 1 noanucaHo npunoxexue 1. MonbNea ce N0 CLOTBETHATA TOUKA U ce npunara oTpaseHarta B Uucpos
VHAEKC MEAMLIMHCKa AOKYMEHTaLUMWs!, YAOCTOBEpsBaLLa BCEKM €AUH OT KpUTEpUUTE.

1.3. MbnHuat Habop nscneaBaHus (PUMKANHM, MHCTPYMEHTAMNHY 1 nabopaTopHu), 0TpaseH B NpUNoXeHue 2.

1.4. “Mpotokon 3a npeanucBaHe Ha nekapcTea, 3annawadu or H3OK/P30K' — 06p. M3-H30K, usgapeH ot
cneuvanusupaqa komucus. lNpunara ce opurMHan Ha NPOTOKONa, @ NPU KaHAWAATCTBAHE 3a NPOAbMKaBaHe Ha Tepanusita
Ce NpeAcTaBs OpUriHan Ha NPeAXoAHNA NPOTOKON C OTPa3eH! BCUYKN HA3HAYEHUS MO Hero.

1.5. Pewenue Ha cneuvanuavmpaHa KOMUCHS OT nevyebHO 3aBe/ieHne — u3nbnHuTen Ha Ambynatopka npouegypa Ne 38
»AMBYNaTopHO HaBnioAeHre U MpocreasBaHe Ha TePaneBTUYHUS OTTOBOP NP NALMEHTH, nony4asalum CKbNocTpysalyn
TIeKapCTBEeHN NPOAYKTU Mo peaa Ha un. 78, an. 2 330" - 6n. M3-H30K Ne 13

1.6. lleknapauus 3a uHcpopMupaHo cwbrnacue no obpaseu (npunoxexue 3)

2. P30K npuema nokymeHTuTe no Touka 1 creq Cnpaska OTHOCHO 34PaBHOOCUIypUTENHUs cTaTyc Ha 30J1.

3. MbpBUAT M Bceku crieaBaly NPOTOKON ce u3pasar 3a nepuoa ao 180 axwm.

L
ZQ !gMCKBAHMﬂ HA H3OK MPW NEYEHWE HA YUCTA (GAMUMHA) XUMNEPXOMECTEPONEMUS R UARLHEANHAUMATA 5
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NPUNOXEHUE 1A

TIUCT 3A ONMPEAENSAHE HA KPUTEPUMUTE NPY 3ANOYBAHE HA NIEYEHUE NPU MALMUEHTU C YUCTA (PAMUITHA)
XWUNEPXONECTEPONEMUA

[Vve: [eri] [ [ [ [ T [ [ T [ |

3abenexka: meduyuHckama OOKyMeHmauyus, ydocmosepsisawa 6ceku Om KpUMepUUMe € MocoYeHa ¢ yugppa e uHOEKC U 3adbIHKUMENHO
npudpyxasa HaCMOAULOMO NPUNOKEHUE.

A. KPUTEPUU 3A 3AMOYBAHE HA NIEYEHVE (BANBIKUTENHU CA BCUYKN KPUTEPUM)
Ne | MKE E78.0

Hanuuue Ha 2 6 Toukn ot DUTCH LIPID CLINIC NETWORK (DLCN) kputepuute 3a AuarHo3a Ha xeTeposurotHa
amunHa xunepxonecreponemus *

MbpBOCTENEHHM POACTBEHULM C M3BECTHA NpeXAeBpemMeHHa KopoHapHa W/Mnu cbaoBa GONECT (MbXe Ha
Bb3pacT <55 r. 1 )eHu Ha Bb3pacT <60 r.) unu
| MbpBocTenenHn poscTeeHuum ¢ LDL-xonecTepon 3a Bb3pacTHu > 5,0 mmol/l u 3a aeua nog 18 roa. > 4.0
mmol/

ﬂ;\.paoc‘renennu POACTBEHMUM CBbC CYXOXWMHM KCAaHTOMU W/MNW  HanUuuMe Ha KOpHeaneH apkyc
wnu

[feua <18 roanwHa Bw3pacT ¢ LDL-xonecrepon > 4 mmol/l

MauueHTn c paHHa KopoHapHa apTepuanHa GonecT (Mbxe <55 roguiwHa Bb3pPacT, xeHn <60 ropuwHa
Bb3pacT)

MNauneHTn ¢ paHHa Mo3bYHa - Unu nepucdepHa CbaoBa 6onecT (Mbke <55 roawlHa Bb3pacT, XeHn <60 1
1 FOAVULIHA BL3PACT] :

CyXOXUIHN KCAHTOMM

KopreaneH épxyc npeAu 45 roanwHa Bb3pact

6)65-84 5
LDL-C (mmol/L)*

B)50-64 3

6)4,0-4,9 1

Hanuuve Ha myrauus Ha LDL-R, APOB, PCSKS unv 4pyr reH, CBbp3aH C xeTepoaurotha FH
Hanuume Ha | A, CBBP3aHa C XomMo3uroTHa FH npu Aeua Hag 12 roaviiHa Bb3pacT

HenocTuraHe Ha TapreTHn HMBa Ha LDL-C npu neveHue ¢ MaKkcMManHo noHocuma noza Atorvastatin wnm
Rosuvastatin cneg note 6-MeceyHo NpunoxeHue n CTOMHOCTY Ha: ?
LDL-C > 3,6 mmol/l npu nauveHTM C MMOKapAeH WHDapKT, OCTbP KOPOHAPEH CUHAPOM, KOpOHapHa
a) pesackynapusauvs, Apyr BuA apTepuanHa peBacKynapusauusi, UCXEMUYEH MO3bYEH WHCYNT, TPaH3uTOpHa
2 VCXeMU4YHa aTaka, aHeBpu3Ma Ha aopTara, nepudepHa apTepuanHa cbgoBa Gonect, 3axapeH anabeT c
opraHHa yBpeja unu Apyr roiiM CbNbTCTBALL PUCKOB (hakTop unm
6) LDL-C > 2,6 mmol/l npu nauMeHTM C peuuauB Ha OCTbP KOPOHAPEH CUHAPOM, MCXEMUYEH VHCYNT vnn
HennavupaHa kopoHapHa pesackynapusauus A0 5 roanHn oT NbpBOTO CbBUTUE UNK
8) | LDL-C > 5 mmol/l npu nauneHTn 6e3 ycTaHOBEHO aTepoCKNepoTUIHO 3aGonsiBaHe
3 Junca Ha uskniouBawm kputepumn no 7. B °

* Monbnea ce Tabnuuata ¢ DLCN kputepuuTe KaTo ce A06aBA TOuKa 3a BCAKA kateropusi (Hanpumep hamunHa aHamHe3a, KNMHU4YHa aHamHe3a, LDL-C Huso u
T.H.) 32 ONPeAeNsAHe Ha AUArHo3aTa. AKO NALMEHTLT UM TOUKM NO ABA KPUTEPUS B /1A KATeropHs, Ce GPOM CaMo NO-BUCOKMAT Pe3ynTar. Hanpumep, korato
B KaTeropus (haMuilHa aHamHe3a Ca Hanuue: paHHa KOPOHApHa apTepuanHa GONECT, CyXOXMIHW KCaHTOMM W AMCAMNWEMMUS, Haii-BUCOKATA OLEHKA 3a
kateropusTa e 2.
" npunara ce HEOBXOAMMATa MEANLIMHCKA AOKYMEHTALUS, NOTBLPXIABALLA HANMIME Ha BCEKH OT KpUTEpUMTE (aMEYNaTOPHM NUCTOBE OT NPErneAm Npu CneuManicT no
KapRVOnOrs W/Wnk EHAO0KPUHONOMMS UM ENVKPU3M OT XOCTMTANN3ALMM)

npunara ce opuruHanHa Gnaka OT NPOBEAEHO M3CNeABaHe Ha NunuaeH npodun ¢ LDL-C npeau 3anoysaHe Ha cratuHosa Tepanus. MacneasaHeTo cneasa aa e
u3BBpLWEHO B nabopatopus, ckniouuna porosop ¢ P3OK/H3OK. Mpu nunca Ha MeAUUMHCKA AOKYMEHTauMs 3a M3XoAHaTa CTOMHOCT Ha LDL-C, cToiHOCTTa Ha
nokasarensi Moxe Aa Gbjie M3uucneHa ¢ NoMoLTa Ha Tabnuya 1. Mpunara ce nonbnHexa Tabnuua 2.
7 YAOCTOBEDSBa Ce C NOANUCHTE Ha CeumManu3upaHaTa KOMUCHA B NPUNOXeHME 1A Ha HACTOALUNTE UIUCKBAHUS

npunara ce opuruHanka Gnaxka unu sasepeHo konue ot nposeaeH AHK aHanus
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Tabnuua 1. Kopurupawm cakropu 3a usumcnenue Ha usxoaes LDL-C B 3aBUCMMOCT OT Ao3aTa M BuAa Ha npunaraHara B
MOMEHTa NUNUAONOHWKaBaLa Tepanus

Ezetimibe
10 mg 1,23
Pravaststin
10 mg 1,25
20 mg 1,32
40 mg 1,64
Simvastatin
5mg 13
10 mg 1,37
20 mg 1,47
40 mg 1,59
60 mg - i 1,67
80 mg : 172
Atorvastatin
10 mg 1,59
20 mg 1,76
40 mg 1,96
80 mg 2,22
Rosuvastatin
5mg 1,61
10 mg 1,75
20 mg 1,92
40 mg - 2,13
80 mg 2,38
Fluvastatin
20 mg 1,27
40 mg 1,37
80 mg 1,49

3abenexka: Tabnuuata ce W3NON3Ba eAWHCTBEHO 3a HyXAWTe Ha u3uucneHue Ha LDL-C B DUTCH LIPID CLINIC
NETWORK (DLCN) kputepuuTe, KOraTo He € HarlMueH U3XopAeH pesynrar.

OTroBaps Ha KpUTEpUMTE 33 NEYEHNe C ... B AHEBHA [103@ ..................

1
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NPUNOXEHWE 1B

JUCT 3A ONPERENAHE HA KPUTEPUUTE NMPU NPOLBIMKABAHE HA NEYEHUETO MPU NALIMEHTU C YUCTA
(PAMUINHA) XUNEPXONECTEPONEMUA

Ume: ErH

3abenexka: meduyuHckama OoKymeHmayusi, ydocmosepsisawa 6cexu Om Kpumepuume e 10coYeHa ¢ yugppa € uHOeKC U 3a0bIKUMENHO
npudpyxagea HaCMOSUOMO NPUNOKEHUE.

B. KPUTEPUW 3A NPOABINKABAHE HA NIEYEHUETO (3afbrKkuTenHu ca BCUYKM KpuTepuu)

Ne | MKB E78.0 T

1 Hamanseae Ha LDL-C cnpsamo naxoaHuTe croitHocty '

2 lMposexaara Tepanus ¢ Atorvastatin unu Rosuvastatin u ¢ gpyru nunuaonoHukasawm N1 2

3 Jlunca Ha nsknoyBawm kputepum no 1. B i

npunarat ce opurvHanhu 6naHkv ot uscneasanus Ha LDL-C. HeobxoaumuTe u3cneaBaHus 3a NPOALIKABAHE HA NEYEHWETO Ca NMOCOYEHN B
npunoxenue 2. UscneasaxusTa cnejsa Aa ca nposeAeHY B nabopatopus, ckniouuna Aorosop ¢ PSOK/H30K. Mpunara ce nonbnHexa Tabnuua 2.
npunara ce MeaUUMHCKa AOKyMeHTauus, NoTBbpX/asalya npoBexyaxe Ha Tepanus ¢ Atorvastatin unu Rosuvastatin v ¢ gpyru nunugonoHmxasalyy
JIM, ¢ nocoueHn KOHKPETHY NekapCTBEHU NPOAYKTHM U 403N
3 YAOCTOBEpsiBa Ce C NOANUCUTE Ha CreunanuaupasaTa KOMUCUs B Npunoxenne 15 Ha HaCTOSLUTE U3NCKBAHUA

B. USKNIOYBALLW KPUTEPUU

MaumerTtn noa 12 roguwHa sb3apact
BpeMeHHOCT 1 kKbpmeHe

3. BTOPUYHM MpUuMHM 33 XUNEPNUMMAEMMSi UMK  CMeceHa AUCTMNMAEMUs  (HedPOTUYEH CUHAPOM,
XUNOTUPEOUANIBM)
MNaunenTtn ¢ Texko GvbpeyHo yBpexaare (eGFR < 30 ml/min/1,73 m2)

5. TaumeHTi C yMEpeHO 1 TEXKO YepHOAPOBHO yBpexaaHe

6. CBpbX4yBCTBUTENHOCT KbM AKTUBHOTO BELUECTBO MMM KbM HSIKOE OT NOMOLLIHUTE BELLecTBa

OtroBaps Ha KPUTEPUNIG S NONGHNE L =« woo L s BAHEBHa no3a ...................
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