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U3NCKBAHUA HA H3OK
NnPW NEYEHUE HA FOBEHWUITEH APTPUT C BUONOIMM4YHU
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NPU N3OABAHE HA NMPOTOKOJN 3A NPOBEXXAAHE HA NNEYEHUE HA IOBEHWIEH APTPUT, C
BUONOrMYHU NEKAPCTBEHU MPOAYKTU NMOA 18 TOAULLHA B3PACT
(Adalimumab, Etanercept, Tocilizumab)

MpoToKkoNbT Ce U3AaBa OT CMEeLUanucTM ¢ KOA Ha crneuuanHocT 39 — aeTcka peBMaTonorus, paboTeluu no 4oroBop ¢
H3O0K, ekcnepTHOTO CTaHOBMILE Ce U3AaBa OT Creuuanu3upaHa KoMucus B nevebHM 3aBeaeHUs 3a 6GonHMYHA nomoll,
ckmoynnu gorosop ¢ H30K. CneunanusupaHuTe KOMUCUM Ce Cb3aaBaT CbC 3anoBes Ha avpektopa Ha J13: CBAJIAB rp.
Codbusa

I PE[] 3A 3ABEPABAHE HA MPOTOKONUTE

MpoTokonu 3a 3ano4BaHe Ha Tepanusita

= [lonbnHEHO U noAnucaHo npunoxeHue 1 — NUCT 3a onpeAensiHe Ha KpUTepuuTe
(no T.A) ¢ BCUYKM HEOBX0AMMU n3cneaBaHus

= AMGynatopeH nuct/ eTtanHa enukpu3a OT MOCNEeAHUS Npernes C MpUNoXeHn
BCUYKN HEOOX0AMMN noKkasaTenu 1 U3cneaBaHns no NpUroxeHue 2

= ‘[lpoTokon 3a npejnucBaHe Ha nekapcTea, 3annawanu ot H30K/P3OK” — obp.
M3-H30K

cneyuanucT, CKnovun
norosop ¢ H30K

KomMucust oTbens3Ba nurnca Ha U3KNiYBaLLM KpuTepum)
= “lpoTokon 3a NpeAnucBaHe Ha nekapcTea, 3annawanin ot H3OK/P30K" — 06p.M3 —
H30K (noanucaH oT uneHoBeTe Ha KoMUCUATa)

cneuuanusmpaHa " EKcnepTHo CTaHoBULIE C sACHA MeauuuHCKa MOoTuBauus (BEA'I:]'I)KVITEJ'IHD ce

Komucusi no un. 78, 1. 2 3aBepka Ha npoTokona
ot 330 B LIY Ha H30K B P30K

MpoTokonu 3a NpoAbMKaBaHe Ha TepanusTa

= [lonbiHEHO W NOANUCAHO NpUMoXeHWe 1 — NUCT 3a OnpeAensiHe Ha KpuTepuuTe
(no 7.6)

= AmbGynaTtopeH nuct/ eTanHa enuKpusa OT MOCNEAHUS npernej C NPUNoXeHU
BCWYKM HEO6X0AMM N3CneaBaHns No Npunoxexue 2

= ‘lpoTokon 3a npeanucBaHe Ha nekapctea, 3annawann ot H3OK/P3OK” — obp.
M3-H30K

cneyuanucT, CKn4un
norosop ¢ H30K

cneyuanusnpaHa
Komucus

= EKCNepTHO CTaHOBMIE C sfCHA MeguUMHCKa MOTMBAaLMA (3aAbIDKMTENHO ce
oTbensssa nunca Ha CTPaHWYHU Peakuuu U ce NpaBu OLEHKa Ha edeKTUBHOCTTa Ha
TepanusTa)

= “[lpoToKon 3a NpeanucBaHe Ha nekapcTea, 3annawaniu ot H3OK/P30OK” — o6p. M3
— H3O0K (noanucaH oT YneHoBeTe Ha KoMUcHsATa)

-
%

Komucus no un. 78, 1. 2 »| 3aBepka Ha npoTokona
o1 330 B LY Ha H30K "| BP30K

1l. OBLLW NOJNOXEHUA
1. 3011 nopgasa noaroTBeHuTe gokymeHTH B P30K, Ha TepuTopusiTa Ha KOSITO € Hanpasuno u3bop Ha OMNJI1. [okyMeHTuTe
BKIIOYBAT:

1.1 3asBneHue no [upekropa Ha P3OK.

1.2 MonbnHeHo v nognucaHo npunoxenue 1. Monbnea ce Mo CbLOTBETHATa TOuYKa U Ce npunara oTpaseHarta B Ludpos

MHAEKC MeAULIMHCKa JOKYMEHTaLms, yA0CTOBepsiBalla BCEKN €AVH OT KputepumTe.

1.3 MbnHusAT Habop u3cneaBaHus (OU3MKANHKU, UHCTPYMEHTaNHU 1 nabopaTopHu), 0TpaseH B NpUnoxXxexue 2.

1.4 “MpoTokon 3a npeAnucBaHe Ha riekapcTeBa, 3annawanu ot H30K/P30K" — o6p. M3-H3OK, usgaaeH ot nekaps
cneumnanuct, pa6oTew no gorosop ¢ H3OK. lMpunara ce opurMHan Ha npoTokona, a npu KaHauaaTcTBaHe 3a NpoAbiiKaBaHe Ha
TepanusiTa ce NpeAcTaBs OPUrMHaN Ha NPEAXOAHUS MPOTOKOMN C OTPA3EHN BCUYKN HA3HAUYEHUS MO Hero.

1.5 [leknapauus 3a uHopMMUpaHo ckriacue no obpased (Nnpunoxexue 3)

2. P30K npuema gokymeHTUTe no T. 1 crieq cnpaBKka OTHOCHO 3[paBHOOCUIYpPUTENHMs cTaTyc Ha 30J1.
3. MbpBUAT U BCeKU crneaBally NPOTOKON ce u3aasat 3a nepuoa Ao 180 anum.

2
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NUCT HA KPUTEPUU MPU 3AMOYBAHE HA NEYEHWUE HA FOBEHUINEH APTPUT C BUONOIM4YH!
AHTUPEBMATWYHU NEKAPCTBEHU NPOAYKTU NOA 18 TOAULLHA BB3PACT

=

[eri] [ |

[

3abenexka: MeduuyuHckama OoKyMeHmauus, ydocmosepsiealya 6ceku Om Kpumepuume € rocoyeHa ¢ yugpa € UHOBKC U 3adBIKUMENHO
npudpyxaea HaCMoAULOMO MPUIOKEHUE.

AHTULUTOKUHOBUTE NeKapcTBeHU NMpOAYKTU Ce npunarat KaTto BTopa nUHUA Ha neYyeHwue, Korato nbpeBaTta fNUHUA € 6una
HeycnellHa unu nauueHTbT He A NoHacA.

A. Kputepuu 3a 3anoysaHe Ha MbPBU KYPC (3a4bIKMTENHN Ca BCUYKW KpuTepuv)

noeeye cTaesun
. CbnbTCTBALLA UK

eaHa o 4 ctasun
npes nbpsuTe 6

= apTput B 5 unu
noeeye CTaeu npes

MKB M08.2 MKB M08.4 MKB M08.3 MKBE M08.1

1 | CurypHa gnarHosa CurypHa guarHosa CurypHa amarHosa CurypHa guarHosa (ILAR
(ILAR 1997): (ILAR 1997): (ILAR 1997): 1997):
= apTpuT B €4Ha unn *  apTpwuT, 3acsrauy RF HezamueeH = apTpUT U EHTE3UT

wnn
apTpUT UN eHTE3NT C

npeaxoxzaaiia Meceua Ha nbpeUTe 6 MeceLa Haii-marnko 2 ot
exenHeBHa 3abonsiBaHeTo Ha 3abonsBaHeTo CreAHUTE KpUTEepUm:
Temneparypa B = nepcucTupauy — = Tect3aRF— - 6ornkas
NpOABIKEHNE Ha 2 3acsira He noseye ot HeraTuBeH cakpouvnuayHa
cegMmuumn 4 craBu RF nosumueeH cTaBa n/wvnu

= 33e[HO C eaVH U = paswwupeH — 3acsra = apTpuT B 5 unu nymb6ocakpanHa
rnoseuve oT criegHuTe noeeye OT 4 cTasn noseye cTasu npes bonka

KpuTepum: cnep nbpsuTe 6 nbpBUTE 6 Meceua - Hanuuue Ha HLA

- npexoaeH Mecela Ha Ha 3abonasaHeTo B27 anTuren
(HedhmkcmpaH) 3abonssaHeTo = MO3WUTMBHW 2 UNun - Hayano Ha apTpuT
eputemeH noseye TecTa 3a RF npu MomyeTa Hag 6
06pus; B UHTepBan ot 3 roauiuHa Bb3pact

- xenatomeranwus meceLia npes - OCTbp NpeAeH yseut

- cnneHomeranus nbpeuTe 6 Meceua ' - aHamHesa 3a

- apeHonatus croHaunoapTpona-

- ceposut TUs Npu

POACTBEHULM OT
NbpBa reHepauus

Disease Activity Score -

Disease Activity Score -

Disease Activity Score -

Disease Activity Score -

2 | JIA (JADAS 27) JIA (JADAS 27) JIA (JADAS 27) JIA (JADAS 27)
>38° >382 >38° >382
Henoenuseaxe ot HenosnusiBaHe ot MTX HenosnusisaHe ot MTX Henoenusisane ot MTX
HCMNBC n n/vnu CyncacanasvH B w/unu CyndbacanasuH B nunn CyndacanasuH B

ONTUMAarHU KypcoBe U
[03K 3a 6 meceveH
nepvoz,

3 | THoKoKopTUKOCTEPOUAN B
ONTUMAarHU KypcoBse U
[osn sa36 MeceyeH
nepuos,

ONTUManHN Kypcose u
Ao3n 3a36 MeceyeH
nepuoz,

ONTUMATHM KYPCOBE M 403
3a 6 meceyeH nepvoa

Ilunca Ha usknoYBawm

Jlunca Ha usknoyBsawm E
Kputepun no 1. B

Kputepuu no 1. B

Jlunca Ha usknoYBawm

JNunca Ha M3KNK4YBawm
kputepumu no . B *

4 Kputepunno 1. B

" npunarar ce 3aALIKUTENHO HA OPUrMHAMNHA 6riaHKa OT NaGOPATOPHO U3CNEABAHE MMV 3aBEPEHO KOMKE, NPU HANMuMe Ha XOCIMTaNMU3aums ¢
AaBHOCT A0 1 Mec. NPeAy KaHAWAATCTBaHETO, Ce npunara envkpuaa U3 ¢ Ne
“ npunara ce oueHka no ckana cboTBeTHO JADAS 27 - HeoBXOAUMO € ABYKPATHO MOTBLPKAABAHE M Ha NokasaTenuTe 3a noHe 12 ceamuder nepuop Ges
NpoMsiHa B NeYeHWeTo, npunarar ce u Asata Q)VILLIE YAOCTOBEpSABALLM NPOBEX/AAHE Ha OoueHKaTa

amBynaTopHM NUCTOBE WM eTanHa enuKpusa OT Mperfieau Npu CMeuuanucT, yAoCTOBEepsBalM Ha3HayaBaHe Ha NpeAxoAHa Tepanus C
OTPa3eHN CPOKOBE Ha MPUIIOKEHWE W Pa3BUTM HeXenaHW NeKapCTBEHW peakuuu®, 3anouHata Tepanus ¢ BMAC, cpokose, e(beKTUBHOCT.
3agbLIIKMTENHO Aa Ce NOCOYBA aKTyarHo TenecHo Terno!
4 yaocToBEpsiBa Ce C NOANMC HA CMIELUANMCTA B NPUIIOKEHWE 1 Ha HACTOSIUTE UNCKBAHWS

OTroBapsi Ha KpUTEPUMTE 3a 3aroyBaHe

B AIHEBHa fj03a
nevyexHue ¢ Al A

3
W3NUCKBAHUSA HA H30K MPU NEYEHUE HA FOBEHWIEH APTPUT C BUONOTNYHN AHTUPEBMATWYHN NEKAPCTBEHW NPOAYKTY MPU BONHA
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TINCT HA KPUTEPUU NMPU NMPOABIMKABAHE HA NEYEHWETO HA FOBEHUIEH APTPUT C BUONOTMUYHU
AHTUPEBMATUYHU NNEKAPCTBEHW NPOAYKTW NOA 18 FTOAULLHA BB3PACT
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3abenexka: MeOuyuHckama OOKyMeHmauus, ydocmoeepsisaya 6CeKu Om Kpumepuume e foCoYeHa C Yugpa & UHOEKC U 3adbIKUMeNnHo npudpyxasa

HacmosAwWomo npunoxeHue.

3abenexka: bonHuTe cneasa Aa 6bAaT MOHUTOPUPaHK Ha 12-Ta ceAMMLIA OT HAYaNoTo Ha NeYeHneTo:
= (py KAHAWAATCTBAHE 33 MPOABIKABAHE HA NEYEHUETO CMej 3aBbPLUEH MbPBM LUECTMECEUEH KYPC CE OCBLUECTBSABA HOBA OLIEHKA U 3aABIXUTENHO

Ce NPeACTaBs MeAULIMHCKATa AOKYMEHTaLVs OT Nperneaa Ha 12-Ta ceamumua

= [IpY NaUMEHTY, MPU KOUTO aKTMBHOCTTA Ha 3a0ONNBAHETO HE MOKa3sa 3HAuNTENHO NOAOBPeHUe (NPOMsHA C < 20% Ha M3CNEABAHUTE KIMHMYHM 1
naBopaTopHN NOKa3aTenn 3a BCsKO 3aBonmBaHe, CMIPMO M3XOAHUTE CTOMHOCTM) B pamkuTe Ha 3 — 6 Mecela, MoXe Aa ce MpemuHe KM Apyr

HTULIATOKUHOB NEKapCTBEH MPOAYKT.

B. KpuTepuu 3a NnpoALikaBaHe Ha NEYEHUETO (3aALIDKUTENHU Ca BCUYKU KpuUTepuu)

*  QIUnca Ha CTaBHO-
MycKynHa 6onka u
CKOBaHOCT

. CYE - nog 40 mm
unu CRP 8
pecpepen‘mn
rpaHuLn

W/vnu MEKOTBKaHEH OTOK)
— HamansBaHe C noHe
50%

= Bpoii Ha GonesHeHuTe u
OTOYHY CTaByN —
HamanssaHe ¢ noHe 50%

= CYE -nog 40 mm unu
CRP B pedepeHTHU

Wvnu MeKOTBKaHeH OTOK)
— HamanseaHe c noxe
50%

= Bpoit Ha GonesHeHuTe n
OTOYHY CTaBN —
HamanssaHe ¢ noHe 50%

= CYE-nog 40 Mmm unu
CRP B pedhepeHTHN

MKB M08.2 MKB M08.4 MKB M08.3 MKB M08.1
1 | NoenusBaHe Ha MoenusBaxe Ha MoenusBaxe Ha MoenusBaHe Ha
nokasarvenure: nokasarenure: nokasarenure: nokasarenure:
*  HopMmanusupaHe Ha ®  OTOYHOCT Ha CTaBuTe = OTOYHOCT Ha CTaBuTe = OUYHOCT Ha cTaBuTe
Temneparypata (cvHOBManeH uanus (cMHOBMarneH nanus (cvHoBManeH nanus

n/vnu MeKoTLKaHeH
OTOK) — HamansBaHe ¢
noHe 50%

= Bpoit Ha GonesHeHuTe n
OTOYHY CTaBy —
HamansBaHe ¢ noHe 50%

- CYE - noa 40mMm unmn
CRP B pecbepeHTHN

rpasuumn rpasuumn rpasuumn
= Gonka B rbp6a '
Disease Activity Score - Disease Activity Score - Disease Activity Score - 3':957\%:‘;";.',? Score;-
2 | JIA (JADAS 27) JIA (JADAS 27) JIA (JADAS 27) <382
<38° <38° <387 =

Jlunca Ha usknoYBam

3 kputepum no 7. B °

Jlunca Ha uaknoyBalm
KpuTepuu no 7. B 2

Tlunca Ha u3kKnioYBawm
KpuTepun no 7. B

Junca Ha usknoYBawm

kputepum no 7. B 2

amMbynaTopen NucT/ eTanHa enukpu3a C OTpaseHa CTeNeH Ha NOBAVSBaHE Ha N0Ka3aTenuTe; OPUrMHaNHN GNaHKK UM 3aBEPEHi KOMUst OT aKTyasnky nabopatopHu
W3CNEABaHUs (C NOCOYEHN PEePEHTHI CTOMHOCTI 3a CLOTBETHATa NaGopaTopus), MPU HaNMuMe Ha XocNUTanu3aLws ¢ AaBHOCT AC 1 Mec. PeAN KaHAVAATCTBAHETO,
ce npunara envkpu3aa U3 ¢ Ne. 3aiLIDKUTENHO Aa Ce NOCOYBA aKTyariHo TenecHo Terno!
2 npunara ce oLeHka no ckana cbotseTHo JADAS 27
3ypocTosepsiBa ce ¢ NOANMC Ha CMieLManucTa B NpUnoxeHne 1 Ha HaCTOALMTE UINCKBAHUA U Ce NONBLNBa Tabn. 1

Tabn. 1 HexxenaHu nekapcTBeHU peakuum

rajeHe, rnasofonve, CBETOBLPTEX

aneprus

noBuWLLIaBaHe Ha apTepuanHoTo HanaraHe

Texka uHdekuus

XeMaTomnorMiHn (xemornobuH nog 80g/l, neskouuTw noa 3500, TpomGouutn nog 90000) Wunu BUOXUMUYHM OTKNIOHEHUSA
cb0bpasHo hapMakoNorUyHOTO AOCKUE HA MPOAYKTA

B. U3KIIOYBALLWN KPUTEPUU (npu 3anoy4BaHe 1 Npyu NpoAbinkaBaHe Ha neYeHneTo)

numgom

ON oOhLN=

BpemeHHOCT U nakraums

AKTUBHA UNu naTenTHa Tybepkynosa ( TyGepkynuHosa npoba)
OCTLp UK XPOHUYEH BUPYCEH XENATUT ( XENaTUTHU Mapkep)
Heonnactuynn 3abonssaHus
3acToitHa cbpAeyHa HeA0CTaTbYHOCT
AnnactyHa aHemusi, n3paseHa rpaHynouuTonenus, muenoduoposa (MKK ¢ AKK, npu HeoBXoANMOCT KOHCynTauus ot xemarosnor),

MHoxecTBeHa cknepo3a v Apyrv GonecTu ¢ AemMuenuH13auus
Jlunca Ha TepaneBTuyeH ecdekT Ha 12-Ta CepMuLa Cried 3anoyBaHe Ha NEYEHWETO (HenoBnusiBaHe MPOABLIDKATENHOCTTA Ha

CyTpelHaTa CKOBAHOCT, NEpCUCTMPaHe Ha CTaBHUA OTOK; HenoenvsBaHe Gpos Ha GonesHeHuTe w/unm OTOWHUTE CTaBu;
HenosnusBaxe Ha CYE n CRP)
9. TpekbcBaHe Ha TepanusiTa no BUHA Ha GONHUA 3a NEpPUoA noseve OT 2 MeceLa
10. BrkniousaHe Ha 330J1 B KNUHUYHO NpoyyBaHe™

* Komucusima, Kosmo e HaaHa4una neyeHuemo u Habnodasa 30/1, € OnbxHa HesabasHo da yeedomu Komucusma 3a ekcnepmusu no 4. 78, m. 2 om 330 6 LYY Ha
H30K, Teau 6onHu ce 3anuceam 8 omAeNeH peaucmsp u He 2ybsm npasomo cu 3a NpodbXagaHe Ha NeYeHuemo ced NPUKIKYeaHe Ha KIUHUYHOMO NpoydeaHe

cned akmyanHa oyeHka om crneyuanudupaHama KOMUCUs.

OTroBaps Ha KpuTepuuTe 3a npoabiikaBaHe

neyeHue ¢

B AHEBHa fo3a

noanuc Ha cneuuanucra
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[image: image5.jpg]1. NTEYEBHO-AWATHOCTUYEH AJITOPUTBM
1. NEKAPCTBEHWU MPOLOYKTW, skniouyenu B Mpunoxenne 1 Ha MIIC, kouto H3OK szannawa B CLOTBETCTBME C

NeACTBaLIUTE HOPMATUBHU AOKYMEHTH.

PUNOKEHYE 2

INN MKB 0O3A
2-18 roanHu:
M08.1 = 0,4 Mr/kr (a0 Makcumym 25 Mr Ha [03a), roToB pasteop (25 mr B 1 mn),
ETANERCEPT MO08.3 npunara ce 4Ba MbTW CEAMWYHO MOAKOXHO C MHTepsan oT 3 - 4 AHn
MO08.4 Mexay aosuTe
M08.1 = [PW IOBEHUNEH WAMONATUYEH apTpuT (Bb3PacCT Ha v Haa 13 roauHu, unn
ADALIMUMAB MO08.3 TenecHo Terno = 45 kr) — 40 mr, npunara ce NOAKOXHO npe3 ceamuua kaTo
MO08.4 eavHnYHa fosa
2-18 roguHu:
TOCILIZUMAB = 12 Mr/kr BEAHbX Ha 2 ceamuuy npu Aeua ¢ Terno nog 30 Kr BbB BEHO3HA
MO08.2 vHdy3us ¢ HaTpues xnopug (0,9%) ao 50 mn
= 8 MI/Kr BeAHbX Ha ABe ceamuuy npu aeua ¢ Terno Hag 30 kr BbB BEHO3Ha
nHdy3ns ¢ HaTpues xrnopug (0,9%) Ao 100 mn
M08.3 = 10 Mr/kr BeAHBLX Ha BCEeKU 4 ceamuum mpu Aeua c Terno noa 30 kr BbB
MO08.4 BEHO3Ha Hy3us ¢ HaTpues xnopua (0,9%) Ao 50 mn
= 8 MI/Kr BEAHBXK Ha Bceku 4 ceamuum npu geua c Terno Hag 30 kr BbB
BEHO3Ha UH(y3us ¢ HaTpues xnopuz (0,9%) ao 100 mn
2. MPOCNEOSABAHE:
INN Bb3pacToBu orpaHuyeHus MPEOW 3AMNMOYBAHE * KOHTPOI Ha 6 mec *
= peHTreHorpadus Ha 6sn = [IKK c OKK
Apob w =CYE
= TyBepkynuHosa npoba = ACAT, ATIAT
ETANERCEPT = feua Hapj 2 roguHn = XenaTuTHU Mapkepu = CRP
= [KKc OKK
= ACAT, ANAT
= CVYE,CRP
=  peHTreHorpadws Ha 6san = [IKK c OKK
Apo6 = CVE
=  TyGepkynuHosa npoba = ACAT, ANIAT
ADALIMUMAB = fneuaHawuhHap13 = XenaTUTHU Mapkepu = CRP
TOAVHN, UNW TENECHO = [IKK c OKK
Terno = 45 kr = ACAT, ANIAT
= CVYE,CRP
= peHTreHorpadus Ha 6sn = [IKK c OKK
Apob = CVYE
= TyBepkynuHosa npoba = ACAT, ANIAT
TOCILIZUMAB = feua Haj 2 rogvHu = XenaTWTHWU MapKkepu = CRP
= KK c KK
= ACAT, ANIAT
= CYE CRP

*Npunarart ce 3aBepeHu KOnus OT OPUTMHANHUTE BNaHKK (MPYU Hanuuue Ha XocnuTanu3auus ¢ AaBHOCT A0 1 Mecell NPeAM KaHAWAATCTBAHETO Ce npunara 3aBepeHo

KOMWe OT enukpusa ¢ Homep Ha U3)

3abenexka: H30K 3annawa AOMAIIHO NeyeHMe C GMONOrMYHM AHTUPEBMATUYHU NEKapCTBEHW MPOAYKTM A0 TpaiHa
KIMMHUYHA peMucusi Ha 6onecTtra.

OnpedeneHue 3a mpaiiHa KNUHUYHA PeMUCUS], Cba/lacHo npenopkkume Ha EULAR om 2010 200 3a K08eHUNleH apmpum. nunca Ha
aKTUBEH apTPUT; NUNCA Ha NOBULUEHa TeMnepaTypa, ob6pyB, CEPO3NT, CTINEHOMranus Ul reHepanuavpana nuMMaseHonaThs; nunca Ha akTuseH
yseuT; CYE 1 CRP B pechepeHTHI rpaHnLM 3a CbOTBETHaTa Nnabopatopus.

3a6enexka: MeguumHckaTa A0KyMeHTauus (aMBynaTopeH nucT/eTanHa eniukpu3a/eKCnepTHO CTaHOBULYE), KOSTO OTPa3nBa CbCTOAHUE Ha HeMbIHa KMHUYHE pemMucns
Ha 6onecTTa Aa BKIHOYBA ONUCAHME, ChINACHO U3NIOKEHOTO ONpeAeneHme.

3a6enexka: Yyacmuemo Ha 30J1 e KIUHUYHU MPOyYeaHUsi He MPOMEHsi Heob6xodumocmma om crnaseaHe Ha
u3suckeaHusima Ha H30K npu npoeewdaHe Ha neveHue ¢ 6UOIO2UYHU aHMUPESMamuYHU JieKapcmeeHu npodykmu e
u38bH60HUYHaMa nomMou.

5
’ 5 VIBUCKBAHMS HA H3OK NMPU NEYEHME HA IOBEHUNEH APTPUT C BUONOrM4YHN AHTUPEBMATUYHU NEKAPCTBEHW NPOAYKTU MPU BONHA
7 MOA 18 FOAUWHA BL3PACT B U3BbHEONIHUYHATA MOMOLL - B cuna ot 1 anpun 2015 roauHa

v




[image: image6.jpg]1l. OBLUU U3NCKBAHUA

1. Bwb3pacToBaTa rpaHMUa Ce W3YMCNSBa B HABBLPWEHN TOAUHW - T.e. BKIIOYATENHO KbM AaTaTa Ha W3jaBaHe Ha npoTokona ot
cneyvanuavpaHaTta KOMUcus.

2. Tpyu HasHayaBaHe Ha Tepanus No NPOTOKON 3aALIKUTENHO Ce CboBpasnBaT BL3PACTOBUTE OrPaHUUEHUs, CbINAcHO KpaTkaTa xapakTepuctika
Ha CbOTBETHUSA NeKapcTBEH NPOAYKT, yTBbPAEHa no peaa Ha 3JIMXM.

3. H30K He 3annalya neveHve U3BbLH ykazaHaTta Bb3pacToBa rpaHuLa B kpaTkaTa XapakTepucTika Ha npoAykTa.

4. H30K He 3annalya neyeHue c 4031 Haj MakCUMaIHO paspeLueHnTe No KpaTka XapakTepucTika Ha NpoAykTa.

5. B cnyyail Ha HacTbNUNA NOAO3MPaHa HexenaHa nekapcTBeHa peakuus, nNekapsaT yseaomssa WAN no peaa Ha un. 183 ot 3JINMXM. Konve ot
CLOBLLEHMETO Ce npunara KbM MeAuLMHCKaTa JokyMmeHTauua Ha 30J1 npu kaHAMAATCTBaHE 3a NeyeHue.

6. NMPU CNELMANUCTA, cbrn. un. 158 B, T. 1 ot HP[ 3a MeauumHckute AeitHocTtu 2015 r. (06H. [1B 6p. 6 ot 23.01.2015 r.), Ha 30/, Ha
KOWTO Ca W3AABAHW MPOTOKOMM MO PeAa Ha HACTOSIMTE M3NCKBaHWS, CriefiBa fAa Ce Mpunarat BCUYKU HEODXOAMMM AOKYMEHTM KaTo:
amMBynaTopHUTE NUCTOBE OT M3BLPLUEHUTE MPErNeay, BTOPUAT eK3eMNAsp OT U3AAAEHUTE NPOTOKONM, KONWS OT ENVKPU3M, KCNEPTHU CTaHOBULLA
W APYTM AOKYMEHTW, KOWUTO Ca OCHOBAHME 3a W3AaBaHe Ha MPOTOKOM, BCUUKM U3UCKBALUW Ce W3CNIEABAHWA, KONUe OT MnpunoxeHve 1 Ha
HacTOAIUTE U3MCKBAHUS MONBLITHEHO NO CLOTBETHATA TOYKA, MOAMNMCAHO OT CneLuanueTa, usaan npoTokona.

KOMWUCUATA, uspana npotokona Ha 30J1, cbxpaHsiBa BTOPU €K3eMNNAp Ha NpPOTOKona U BCUYKK HeoGXxoAuMu AOKYMEHTH 3a
131aBaHeTo My.

Hacmosiwume u3uckeaHusi ca pa3pabomeHu Ha ocHoeaHue uil. 56 om HauuoHaneH pamkoe 002060p 3a MeOUUUHCKUME
deliHocmu 3a 2015 20duHa (06H., [AB, 6p. 6 om 23.01.2015 2.) u enusam e cuna om 1 anpun 2015 2., cbenacko 4n. 10 Ha
Haped6a Ne 10 om 24 mapm 2009 2. 3a ycriosusima u peda 3a 3annaujaHe Ha fiekapcmeHu npodykmu no 4n. 262, an. 6, m. 1om
3akoHa 3a nekapcmeeHume NpoOdyKMuU e xymaHHama MeduuuHa, Ha MeOUUUHCKU u3denus u duemuy4HU XpaHu 3a creyuanaHu
meduyuHeku yenu (o6H., OB, 6p. 31 om 2007 2.).
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AEKNAPALNA 3A UHOOPMUPAHO CBITIACUE C UBUCKBAHUATA 3A 3AMOYBAHE/ TPOABLIMKABAHE HA
JNEYEHUETO C NEKAPCTBEHUA NPOAYKT

criej Kkato Ce 3anosHax C Usnata MW MpeAocTaBeHa WH(OPMauMsi M LenTa Ha fedYyeHueTo C NeKapcTBEHUs
NPOAYKTEREERE IS (0 atilns sttt st ten st st eenene 1 Cried KaTto Mosnyyux nayepratesiii OTroBOpu Ha
NOCTaBEHUTE OT MEH BbMPOCH, AeKnapupam ye:

1. ViHdopmmupaH Cbm 3a OTKkas OT MalYWMHCTBO / GALLMHCTBO MO BPEME HA MPOBEXAAHE Ha NEYeHWe C ropenocoyeHus
TNEeKapCTBEH NPOAYKT.

OA HE

LLle cnaseam npenopbyaHaTa Mi CXeMa Ha NeYeHUe U NEPUOANYHOCT Ha KOHTPOSHUTE nperneau.
PedoBHO we ce sBsiBaM Ha KOHTPONHW Mpernefy U HaMa fAa NPOMEHSIM CaMOBOSHO WK MOA APYro BHyLIeHWe
HasHayeHaTta My Tepanusi.

4. [pn npeycTaHOBSIBaHE Ha NEYEHUETO MO NMPUYMHMA, HEMPOU3TUYALLYW OT PELLIEHNETO Ha Komucusita 3a ekcnepTusu B P3OK
vimnu KomucusaTa no un. 78, 1.2 ot 330, e yBeaoms HesabasHO nuuHus cu nekap M P3OK u we sbpHa B P3OK
nocrneaHNa NPOTOKON, MO KOMTO CbM MorlyyaBan/a NekapCTBEHNUs MPOAYKT.

5. Tlpu HecnasBaHe Ha NOCOYEHUTE YCMOBWS NEYEHWETO MU C YNIOMEHATUsi NEKapCTBEH MPOAYKT e 6bae npekpaTeHo u
HsIMa Aa umam npeTteHuun kbM H30K.
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