[image: image1.jpg]'@

HALMOHAJTHA 30PABHOOCUIYPUTEJTHA KACA

Codpun 1407, ya. “Kpuuumn™ No 1 www.nhif.bg men: men: +359 2 9659121

YTBBPXIABAM:
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[i-P MAAMEH LIEKOB

NIOBOMWUP CTE®AHOB

M3NCKBAHUA HA H3OK
NPU NEYEHUE HA IOBEHUIIEH APTPUT C BUOJIOr'UYHU
AHTUPEBMATUYHU NEKAPCTBEHU NMPOOYKTHU
NPU BOJIHX NOA 18 TOAULLHA BB3PACT

B U3BBHBOJIHUYHATA MOMOLL
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NPU U3OABAHE HA MPOTOKONU 3A NPOBEXOAHE HA JIEYEHWE HA FOBEHWNEH APTPUT, C
BUONOrMYHU NEKAPCTBEHM NPOAYKTU NOA 18 TOAULWLHA Bb3PACT
(Adalimumab, Etanercept, Tocilizumab)

[pOTOKONBT Ce M3AaBa OT CMeuUanucTM C KOAOBE Ha creuwanHocT 39 — AeTcka pesmaronorusi, paGorewm no
norosop ¢ H30K, eKcnepTHOTO CTaHOBMLLE Ce U3haBa OT CneuManusvpaHa Komucus B nevebHu 3aseaeHus 3a GonHUyHa
nomou, cknouunu gorosop ¢ H30K. CneunanuampannTe KOMUCUM Ce Chb3jaBaT cbe 3anose/ Ha avupekTopa Ha J13: CBAJAB
rp. Cocpus

l. PE[] 3A 3ABEPSIBAHE HA MPOTOKOINUTE

lMpoTokonu 3a 3ano4yBaHe Ha TepanuaTa

CNeumManucT, CKIoumn » = [lonNbAHEHO M NOANMCAHO NpunoxeHue 1 — NUCT 3a onpesensHe Ha kputepunte
norosop ¢ H30K (no T.A) C BCUYKKU HeoBXxoauMM n3cneasaHus

= AmOGynatopeH nucT/ eTanHa enukpu3aa OT NocneaHus npernes ¢ NpunoxeHn
BCUYKN HeOsXOI:lVIMVI nokasarenu u nscneasaHvusa no NpunoXxeHuwe 2

= “[lpoTokon 3a NpeAnMcBaHe Ha nekapcTsa, sannaiiann ot H3OK/P30K” — o6p.
M3-H30K

cneuvanuaupaxa
KomMucHst —» | = EkcnepTHO cTaHOBMLIE C SICHA MEANLIMHCKA MOTUBAUNA (3aABIDKUTENHO Ce

oT6ensiasa Nunca Ha U3KioYBaLmM KpuTepum)
= “MpoTokon 3a NpeAnvcBaHe Ha nekapcTea, sannaiaxn ot H3OK/P3OK” — 06p.M3 —
H30K (noanucaH oT YneHoBeTe Ha KoMUCUSATa)

MpoTokony 3a NPOABLINKaBaHe Ha TepanusTa

CneuuanucT, CKI4mn » = AmGynatopeH NUCT/ eTanHa enuKkpu3a oT NoCNeAHNs Npernes ¢ NPUNoXeHu

norosop ¢ H30K BCUUKM HEOBXOAUMU M3CNeABaHNS NO NPUNoXeHue 2
= [lonbAHEHO U NOANUCAHO NpUrioXeHue 1 — NUCT 3a onpeaensiHe Ha kKpuTepuuTe
(no 1.6)
= ‘lpoTokon 3a NpeAnucBaHe Ha nekapcTea, sannawaxu ot H3OK/P30OK” — 06p.
M3-H30K

cneuwanuavpaHa

Komucust - = EKCNEpTHO CTaHOBMLLE C siCHA MeAVLUMHCKa MOTUBaLWS (3aAbIKNTENHO ce
oT6ensn3Ba NUNCca Ha CTPaHUYHN peakLvi 1 ce Npasi oueHka Ha echekTUBHOCTTa Ha
TepanusaTa)
= ‘lpoTokon 3a NpeanucBaHe Ha fekapcTea, sannauasu ot H30K/P30K” — 06p. M3
— H30K (nognucaH oT YneHoBeTe Ha KoMUcusTa)

1l. OBLUW NONOXEHUA
1. 330J1 nopgaBa NoAroTBeHUTE AOKYMEHTU B P30K, Ha TepuTOpUsiTa Ha KOAITO € Hanpasuno n36op Ha OMJ1. lokymeHTUTe
BKMIOYBAT:

1.1 3asBnenue Ao vpektopa Ha P3OK.

1.2 MonbnHeHo 1 noanucaHo npunoxenue 1. Monbnsa ce No CcbOTBETHATa TOYKA U ce npunara oTpaseHaTa B uucbpos

WHAEKC MeauuuHeka AOKyMeHTauus, yAocTtosepsBalia BCEKW €UH OT KputepuuTte.

1.3 MbAHUAT HaBop U3cneaBaHUA (hU3UKanHU, UHCTPYMEHTanHn u nabopaTopHu), OTpa3eH B NpuUnoxexue 2.

1.4 ‘TpoTokon 3a MpeAnMcBaHe Ha fekapcTea, 3annawaHu ot H30K/P30K" — 06p. M3-H30OK, uspaneH ot nekaps
cneumanuct, paGoTe no gorosop ¢ H30K. Mpunara ce opuruHan Ha npoToKOna, a npy kaHauaaTCTeaHe 3a npoablkaBaHe Ha
TepanusiTa ce NPeACTaBsi OPUTMHAN Ha NPeAXOAHNS NPOTOKON C OTPa3eHN BCUUKM HA3HAUEHWS MO HEro.

1.5 [leknapauus 3a MHOPMMpaHo Cbrriacue no obpaset (npunoxexne 3)

2. P30K npuema AokyMeHTUTe no T. 1 crieA cnpaska OTHOCHO 3APABHOOCUTYPUTENHUA CTaTyC Ha 3301.
3. MLpBMAT 1 BCEKM CreABaly NPOTOKON ce U3faBar 3a nepuoa Ao 6 meceua.

2
" WN3UCKBAHUA HA H30K MPU NEYEHVUE HA IOBEHUNEH APTPUT C BUONOMM4HA AHTUPEBMATUYHWN NNEKAPCTBEHMW NPOAYKTU NPU BONHA
% MO/ 18 FOAVULLUHA Bb3PACT B U3BBHEONHWYHATA NMOMOLY
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JINCT HA KPUTEPUU MPU 3ANOYBAHE HA JIEYEHUE HA IOBEHWITEH APTPUT C BUONOINYHU
AHTUPEBMATWUYHU NEKAPCTBEHM NPOAYKTU NOA 18 FOAULWLHA BB3PACT

rmne:

[erH] [ |

[

N I I

3a6enexka: meduyuHckama GokyMeHmayusi, ydocmosepsieausa 6CeKU OmM Kpumepuume e nocoyeHa ¢ yugpa e UHOeKC u 3a0bmKUMenHo
npudpy»(aea Hacmoswomo npunoxeHue.

AHTULMTOKMHOBMTE reKapcTBeHU NPOAYKTW Ce npunarart kato BTOpa NIMHUA Ha feyeHue, Korato nbpearta nuHus e Guna
HeycnewHa Ui NauneHTbLT He A NOHacs.

A. Kputepuu 3a 3anouBaHe Ha MbPBY KypC (3aAbIKUTENHU Ca BCUYKM KpUTepum)

noseye CTasu

CbNbTCTBALLA UK

npeaxoxaaiia

exeaHeBHa

Temnepartypa B

npoAbiDkeHne Ha 2

ceAmuLm

3ae4HO C €VH UNn

noseye OT crneaxuTe

KpuTEpUM:

- npexoaeH
(HedukcupaH)
eputemeH
obpwus;

- xenatomeranus

- cnneHomeranus

- apeHonatus

- cepoaut

efHa o 4 ctasu
npes nbpsuTe 6
meceua Ha
3abonssaHeTo

= nepcucTupauy —

3acsara He noseye ot

4 ctasun

= paswupeH — 3acsara
noseye oT 4 cTasn
cneg nbpeute 6
Meceua Ha
3abonsiBaHeTo '

= apTput B 5 unn
noseye cTaBu npes
nbpeuTe 6 meceua
Ha 3abonsBaHeTo

= Tecr3aRF -
HeraTueeH

RF nosumueeH

= aptput B 5 unu
noseye cTaBu npes
nbpBuUTe 6 meceua
Ha sabonsBaHeTo

= NO3NUTUBHK 2 UNn
noseyve Tecta 3a RF
B WHTEpBan ot 3
mMeceua npes
nbpeuTe 6 Meceua '

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

1 | CurypHa guarHosa CurypHa guarHosa CwurypHa gnarHosa CurypHa guarHosa (ILAR
(ILAR 1997): (ILAR 1997): (ILAR 1997): 1997):
= apTpuT B eaHa unu = apTpuT, 3acsirauy RF HezamueeH *  apTPUT M eHTe3uT

wn
. apTpUT UK EHTEe3UT C

Haii-manko 2 ot

cneaHuTe KpuTepuu:

- bonkas
cakpounuayHa
crasa n/wnun
nymbocakpanHa
Gonka

- Hanuuue Ha HLA
B27 anTurex

- Havano Ha apTput
npu Mmomyeta Haa 6
rofiuLIHa Bb3pacT

- OCTbp NpeaeH yseut

- aHamHesa 3a
cnoHavnoapTpona-
T™@S Npn
POACTBEHULM OT
nbpBa reHepauvs '

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)
>338% >38° >38° %3872
HenosnussaHe ot HenosnusisaHe ot MTX Henoenusisane or MTX Henoenussaxne ot MTX
HCMBC n wvnu CyndacanasvH 8 wvunu CynchacanasuH B wwunu Cyndpacanasvt B

3 rNIOKOKOPTUKOCTEPONAN B onTUMAanHN Kypcose n onTUMarHu kypcose u ONTUMAITHY KyPCOBE U 403U
OnNTUManHK KypcoBe 1 [i03un 3a 6 meceveH f03u 3a 6 meceyeH 3a 6 meceueH nepvopg
[03u 3a 6 MmeceyeH nepvozs nepvoz

| | nepvwoa
4 Jlunca Ha n3knoYBsawm JNunca Ha u3knoYBawm Iunca Ha usknoYBawm Jlunca Ha usknioysawm

kputepuu no 7. B

kputepumno 7. B *

Kputepuu no 1. B

Kputepum no 1. B

" npUnarar ce 3aALKUTENHO Ha OPUrMHANHa 6aKa oT NaGOPaTOPHO UICNIEABAHE NN 3ABEPEHO KONWE, NP HaNUuMe Ha XocnuTanu3auus
AaBHOCT 0 1 MEC. NPeA KaHAWAATCTBAHETO, Ce npunara enukpuaa V3 ¢ Ne

npunara ce oUeHka no ckana CbOTBETHO JADAS 27 - HeoGX0AUMO € ABYKPATHO MOTBbPXAABAHE W HA nokasaTenwTe 3a nowe 12 ceamueH nepuoa Ges
MPOMAHA B NeYeHUeTo, npunarar ce u gsara dvwa yaocTosepssawm nponamne Ha oueHkara

2 ambynaTtopHu
OTPa3eHn CPOKOBE Ha NPUNOXEHNE 1 Pa3BUTI HEXEenaHy nekapcTBeHun peakuum*,

* yaocToBepsiBa ce C NoANUC Ha cneuunanucra B npunoxeHue 1 Ha HACTOSAWMTE U3UCKBAHUA

MCTOBE UMW eTanHa enukpu3a OT Mperneau Npu CreunanucT, yAOCTOBEPsBALLM HasHayaBaHe Ha NPeAxoAHa Tepanus ¢
3anoyHara Tepanus ¢ BMAC, cpokose, ehekTUBHOCT

*3aBenexka: Pa3BuUTUETO Ha HEXENaHN NEeKapCTBEHN Peakuui CpsMo ApyruTe GONecTonpOMEHALIM aHTUPEBMATUYHI NEKapCTBEHN NPOAYKTH ce
NOTBBLPXKAABA YPE3 NPeACTaBsiHe Ha aMGynaTopeH NUCT OT CLOTBETHUA npernea niunu konue ot yBeaomneHueTo kbm WA no peaa Ha un.
183 ot 3MMXM.

OTroBaps Ha KpUTepuUTE 3a 3ano4saHe
nevexue ¢

"

B AHeBHa no3a

3
W3UCKBAHWS HA H3OK NPV NEYEHWE HA IOBEHWNEH APTPUT C BUONOMMYHN AHTUPEBMATUYHU NEKAPCTBEHW NPOAYKTU NPU BONHA
MO/ 18 FOAMUILHA Bb3PACT B U3BBHEONHWYHATA NOMOLY
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TNINCT HA KPUTEPWUM NMPU NPOABMKABAHE HA NEYEHWETO HA FOBEHWUITEH APTPUT C BMOJNTOrNYHN
AHTUPEBMATUYHU NNIEKAPCTBEHMU MPOAYKTU NOQA 18 TOAULLHA Bb3PACT

Yve: [erv] [ [ [ [ [ [ [ [ [ |

3abenexka: MeouyuHckama OOKyMeHmayus, yOdocmoeepsieawja eceku Om Kpumepuume e nocoyeHa C yugpa € UHOeKC U 3adbJKUMeNnHo npudpyxaea
HacmoAWomo npusioxeHue.

3abenexka: bonHuTe cnejsa Aa GbAaT MOHUTOPUPaHW Ha 12-Ta ceAMMLA OT HAYasoTO Ha NEYEHNETo:
L] NPy KaHAWAATCTBAHE 33 NPOABIKABAHE HA NEYEHNETO CNeA 3aBbpLUEH NbPBU LECTMECEYEH Kype Ce OCHLUECTBABA HOBA OLIEHKA 1 3aAbIDKNTENHO
ce NpeAcTaBs MeaWUUMHCKaTa A0KYMEHTauns OT nperneaa Ha 12-Ta ceamuua
. NPM NALMEHTH, NPW KOUTO aKTMBHOCTTa Ha 3aboNABaHEToO He Nokassa 3HaYUTeNHo NojobpeHne (NpomsHa ¢ < 20% Ha U3CNEeABAHUTE KIMHUYHK N
nabopaTopHu nokasatenn 3a BCsko 3abonssaHe, CMpsIMO U3XOAHUTE CTOMHOCTM) B pamkuTe Ha 3 — 6 Meceua, MOXe Aa Ce NpPemuHe KbM Apyr
@HTULUTOKNHOB NEKapCTBEH NPOAYKT.

B. Kputepuu 3a npoAbimkaBaHe Ha NeYeHNETOo (3aAbIDKUTENHM ca BCMYKU KpuTepum)

MKB M08.2 MKB M08.4 MKB M08.3 MKB M08.1
1 | NoenusaBakxe Ha MoBnusiBaHe Ha MoenusisaHe Ha MoBnusaBaHe Ha
nokasarenure: nokasarenure: nokasarenure: nokasarenure:
*  HOpManuaupaHe Ha *  OTOYHOCT Ha CTaBuTe *  OTOMHOCT Ha CTaBuTe *  OYHOCT Ha CTaBUTe
Temnepartypara (cvHoBManeH nanus (cvHOBManeH nanue (cuHOBManeH uanus

NANCa Ha CTaBHo-
myckynHa 6onka v

W/ MEKOTbKAHEH OTOK)
— HamansBaHe C noxe

CRP B pedepeHTHU
rpasuum '

/WU MEKOTBKAHEeH OTOK)
— HamansieaHe C noxse

CRP B pe¢>epeHTHu
rpaHuLy '

W/nnu MekoTbKaHeH
OTOK) — HamansBaHe ¢

ckoBaHocT 50% 50% noxe 50%

= CYE-noa 40 mm . 6poit Ha GonesHeHuTe 1 . 6poit Ha GonesHeHuTe n . 6poit Ha GonesHeruTe 1
unu CRP B OTOYHM CTaBM — OTOYHM CTaBM — OTOYHM CTaBN —
pecdepeHTHn HamanssaHe ¢ nose 50% HamanssaHe ¢ noxe 50% HamanssaHe ¢ noHe 50%
rpaHmuum ' =  CYE -nop 40 mm unn . CYE - noa 40 mm nnu . CYE - nop 40mm unu

CRP B pedepeHTHN
rpaHuLm

= Gonka B rop6a '

Disease Activity Score -
JIA (JADAS 27)
s38t

Disease Activity Score -
JIA (JADAS 27)
s3,82

Disease Activity Score -
2 JIA (JADAS 27)
<38°

Disease Activity Score -
JIA (JADAS 27)
<387

3 Tunca Ha u3knioyBawm Tunca Ha u3kniovBaim Nunca Ha usknioyusawm Tunca Ha usknoyBawm
kputepum no 1. B ° Kputepum no 1. B * kputepum no 1. B ° Kputepuuno 7. B *

TambynaTopen NuCT/ eTanHa envKpu3a C OTpa3eHa CTeneH Ha NoBNUsBaHe Ha NokasaTenuTe; OPUrUHANHN GNaHKM UK 3aBEPEHM KOMUS OT aKTyasnHu nabopaTopHy
W3cneaBaHmst (C MOCOMEHM PEhepeHTH CTOMHOCTI 3a CbOTBETHATA NaGOPATOPMSs), NPU HANMYME HA XOCNMTaNM3ALMA C AABHOCT A0 1 MEC. NPEAN KaHANAATCTBaHeTo,
ce npunara enukpusa U3 c Ne

npunara ce oueHka no ckana cboteeTHo JADAS 27

®yaocToBepsiBa ce ¢ NOANUC Ha CNeLManiucTa B NPUNOKeHNe 1 Ha HACTOAWNTE U3NCKBAHWA W Ce NonbnBa Tabn.1

Tabn. 1 Hexenaxm nekapcTBeHU peakunu
rapexe, rnaaoﬁonvne, CBETOBBbPTEX
aneprus
nosuvLLIaBaHe Ha apTepuanHoTo HansraHe
Texka nHbekuus

XeMaTonorniH (xemornobud noa 80g/l, neskounTu noa 3500, TpomGouutv noag 90000) W/unM BUOXUMUYHM OTKNOHEHUS
cbo6pasHo (hapMakonoruiHOTO A0cKUe Ha NPOAYKTa

B. U3KIMIOYBALLMN KPUTEPUU (npum 3anouBaHe 1 Npu NpoAbrikaBaHe Ha fie4eHueTo)

BpemeHHOCT U nakrauyus

AKTUBHA UNK NaTeHTHa TyGepkynosa ( TyGepkynuHosa npoba)

OCTbp MNU XPOHUYEH BUPYCEH XENATUT ( XenaTuTHW Mapkepu)

HeonnacTtuyxu 3abonasaHus

3acToiiHa CbpAeyHa HEAOCTaTbYHOCT

ARnacTUyHa aHemus, u3paseHa rpaHynouutonexus, muenodubposa (MKK ¢ AKK, npu HEOBXOAMMOCT KOHCYNTauus OT Xemaronor),
numpom

MHoXecTBeHa Cknepo3a 1 Apyrv 6onecTn ¢ AeMUenvHu3aums

Jlunca Ha TepaneBTUYEH ed)en Ha 12-Ta ceamuua cnej 3anoyBaHe Ha neveHueTo (Henosnuﬂeaue NPOABIKUTENHOCTTA Ha
cyTpewHara CKOBAHOCT; nNepcucTMpaHe Ha CTaBHUA OTOK; HenosnussaHe Gpoﬂ Ha GonesHeHWTe W/WNW OTOYHUTE CTaBsw;
HenosnussaHe Ha CYE n CRP)

9. ﬂpexhcaane Ha TepanuATa no BUHa Ha BonHus 3a nepuoa noseve ot 2 meceua

10. BknwousaHe Ha 330J1 B KNMUHUYHO NpoyyBaHe*

ot Il

* Komucusima, Kosimo e HasHa4unia nevyeHuemo u Habmodasa 33011, e dnbxkHa He3abaeHo Oa yeedomu Komucusima 3a ekcnepmu3u o 4. 78 & LIY Ha H30K. Tesu
60N1HU ce 3anuceam e OmOeneH PeaucMbP U He 2y6sim Npasomo cu 3a IPOdLIKABAHE Ha IEYEHUEMO ClIed NPUKITIOYEaHE Ha KUHUYHOMO NpoyveaHe cried akmyanHa
oueHKa om creyuanu3upaHama KOMUCUs.

OTI'OBapﬁ Ha KpuTepuuTe 3a npoabinkaBaHe

B AHeBHa fao3a
ne4yexHue c A A

noagnuc Ha cneuuanucra

4
M3UCKBAHWA HA H30K MPW NEYEHWE HA FOBEHWIEH APTPUT C BUONOTNYHI AHTUPEBMATUYHI NEKAPCTBEHW NPOAYKTU NPU BONHN
@ 10/ 18 FOANLIHA Bb3PACT B U3BBbHEONIHNYHATA MOMOLL
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1. NEYEBHO-AUATHOCTUYEH ANMOPUTHBM

1. NEKAPCTBEHU NPOAYKTW, Bkniovewn B MMpunoxenue 1 Ha MNC, kouto H3OK 3annawa B chLOTBETCTBME C
[eucTBalymMTe HOPMAaTUBHU AOKYMEHTH.

B INN MKB [O3A
2-18 roanHu:
MO08.3 = 0,4 mr/kr (B0 mMakcumym 25 Mr Ha Aosa), rotoB pasteop (25 mr B 1 mn),
ETANERCEPT MO08.4 npunara ce ABa MbTW CEAMWYHO MOAKOXHO C WHTepBan oT 3 - 4 AHu
MO08.1 mexay Aosute
MO08.3 *  Mpu IOBEHUNEH MAUONaTMYEH apTpuT (Bb3pacT Ha u Hag 13 roauHn) — 40
ADALIMUMAB MO08.4 Mr, Npunara ce rnoAKkoXHO Npes ceamuLa KaTo eauHuYHa fosa
M08.1
2-18 roguHu:
= 12 Mr/Kr BEAHBX Ha 2 ceamuum npu geua c terno noa 30 Kr BbB BEHO3HA
TOCILIZUMAB MO08.2 nHdgyaus ¢ HaTpues xnopua (0,9%) no 50 mn
= 8 Mr/kr BEAHBX Ha ABe ceaMuLmM npu Aeua c Terno Haa 30 Kr BbB BEHO3Ha
nHyaus ¢ Hatpues xnopua (0,9%) ao 100 mn

2. MPOCNEAABAHE:

INN Bb3pacToBuM OrpaHuyeHus NMPEQWU 3ANOYBAHE * KOHTPOI Ha 6 mec **
= peHTreHorpadus Ha 6an = [IKK c OKK
Apob = CVYE
=  TyGepkynuHosa npoba = ACAT, ANAT
ETANERCEPT = Jeua Haj 2 roavHu = XenaTuTHU Mapkepu = CRP
= [KKc AKK
= ACAT, ANIAT
= CYE,CRP
= peHTtreHorpacms Ha 6sn = [IKK c OKK
Apob = CVYE
=  TyBepkynuHosa npoba = ACAT, ANAT
ADALIMUMAB = peua Haa 13 roanHu = XenaTUTHW MapKepw = CRP
= [IKK ¢ KK
= ACAT, AlIAT
= CYE,CRP
= peHTtreHorpacus Ha 6sn = KK c AOKK
Apo6 s =CYE
=  TyBepkynuHosa npoba = ACAT, ANAT
TOCILIZUMAB *  [eua Haj 2 roauHun = XenaTWTHW Mapkepu = CRP
= [IKK c OKK
= ACAT, ANAT
= CVYE,CRHE

*Tipvnarar ce 3aBEPEHI KONWS OT OPUTMHANHUTE BNaHKX (Y Hanuuue Ha XoCnUTanu3auus ¢ AaBHOCT A0 1 MEC. NPeAV KaHAUAATCTBAHETO Ce npusara 3aBepeHo
KOMMe OT enukpuaa ¢ Homep Ha U3)

** 10 6-Tisi MECeL| Ce KOHTPOMMPAT EAMH MbT MECeYHO, CrieA 6-THs Mecel| — No NpeLieHka Ha nekaps 1 Npu KaHAWAATCTBAHE 33 MPOABLNX@BaHE Ha NeueHueTo (Hos
npoTokon)

Il. OBLLWN UBUCKBAHUA

1. Bb3pacToBaTa rpaHMua Ce W3YACNABA B HaBBLPLWEHU TOAVHW - T.e. BKMIOYMTENHO KbM AaTata Ha W3paBaHe Ha npotokona ot
cneumanuaupaHaTa KoMuCKs.

2. Mpv HasHayaBaHe Ha Tepanus No NPOTOKOM 33AbIMKUTENHO Ce Cbobpa3nBaT BLIPACTOBUTE OrPaHNYEHNA, CbINACHO KpaTkaTa xapakTepucTuka
Ha CLOTBETHUA NEKapCTBEH NPOAYKT, yTBbpAeHa No peaa Ha 3MMXM.

3. H30K He 3annalya neyexne M3BbLH ykasaHaTa Bb3pacToBa rpaHiLa B kpaTkara xapakTepucTika Ha npoaykTa.

4. H30K He 3annala neyeHne c 403N Haj MakCUManHo paspeLueHuTe no KpaTka xapakTepucTuka Ha npoaykTa.

5. B cnyyail Ha HacTbNUna NOAO3MPaHa HeXenaHa nekapcTeeHa peakuus, nekapsaT yBeaomssa WAN no peaa Ha un. 183 ot 3MMXM. Konue ot
CHOBLUEHUETO Ce Npunara kbM MeauLuHckaTa AokymeHTauus Ha 330]1 npu kaHAMAATCTBaHE 3a neyeHve.

6. NPV CMNELMATIUCTA, curn. un. 152 B, T. 1 ot HP[] 3a MeanumHckuTe AenHocTu 2012 r. (06H. AB 6p. 3 ot 10.01.2012 r.), Ha 330/, Ha
KOMTO Ca W3AaBaHW NPOTOKOMYW MO Pea Ha HACTOAWWTE W3MCKBAHWA, CrieABa Aia Ce npunarat BCUYKM HEOBXOAUMM AOKYMEHTH KaTo:
amBynaTopHUTe NUCTOBE OT U3BLPLUEHUTE NPErNEAN, BTOPUAT EKIEMNNAP OT U3AAAEHUTE NPOTOKOMM, KOMKUA OT enuKPU3M, EKCNEPTHY CTaHoBULIA
W APYTM AOKYMEHTM, KOWTO Ca OCHOBAHWE 3a W3AaBaHe Ha NPOTOKOM, BCWYKM W3UCKBAWW Ce W3CNEABAHWA, Konue OT mpurioxenue 1 Ha
HaCTOSILMUTE M3UCKBAHMA NOMBIHEHO MO CbOTBETHATA TOYKA, NOANUCAHO OT CneunanucTa, usaan npotokona.

3a6enexxa: Yyacmuemo Ha 330J1 @ KIUHUYHU NPOYYEaHUS He NPOMeHs He06X0OUMOCMMa om cna3eaHe Ha usuckeanusma Ha H30K npu npoeexdare Ha
neyeHue ¢ 6UOI02UYHU aHMUPe8MamuYyHuU lekapcmeeHu npodykmu 8 U38bH60HUYHAMa NOMOLW.

Hacmoswume u3uckeaHus ca paspabomeHu Ha ocHoeaHue 4. 55 om HP/] 3a meduyurckume deliHocmu 2012 200uHa (06H. B 6p. 3/10.01.2012
2.). u enuzam e cuna om 15 mapm 2013 2., cbenacHo 4. 10 Ha Hapedba Ne 10 om 24 mapm 2009 e. 3a ycriogusima u peda 3a 3annawaHe Ha
nekapcmeeHu npodykmu o 4. 262, an. 5, m. 1 om 3axoHa 3a niekapcmeeHume npodykmu 6 XymaHHama MeduyuHa, Ha MeOUUUHCKU usdenusi u
Ha UeMUYHU XpaHu 3a cneyuantu meduyuHcku yenu (o6H. B, 6p. 31 om 2007 e.).
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LEKNAPALUSA 3A UHOOPMUPAHO CBIMMACHUE C UBUCKBAHUATA 3A 3AMOYBAHE/ NPOOABINKABAHE HA

JNIEYEHUETO C NEKAPCTBEHUA NPOAYKT

criea kato ce 3ano3Hax C usnata MM npepocTaBeHa MHgopmaums W uenta Ha ne4vYeHWeTo C JneKapcTBeHus

NpOAYKT.

.............................................................................................................. W cnej Karto nonyyux msyepnarenHun OTroBopu Ha

nocTaBeHUTe OT MEH BBNPOCH, AeKnapupam Ye:

1.

fara:....

@

MHcbopmupaH CbM 3a OTKas OT MaWYMHCTBO / GAMHCTBO NO BPEME Ha MPOBEXAaHe Ha NeveHne C ropenocoyeHus
nNeKapcTBeH NPoAyKT.

OA HE

LLle cnaszsam npenopbyaHaTa M1 Cxema Ha neyeHne U NepMoANYHOCT Ha KOHTPONHUTE Nnperneau.

PeaoBHO Wie ce sBSBaM Ha KOHTPOMHM MNpEernean U HaAMa Aa MPOMEHSIM CaMOBOMHO WNWU MOA APYro BHYLIEHWE
HasHayeHaTa Mu Tepanus.

Npyn NpeycTaHoBsIBaHe Ha NEYEHNETO NO NPUYNHI, HENPOU3TUYALLIW OT peLleHneTo Ha KommueuaTa 3a ekcneptusn 8 P3OK
wvnu Komucusita no un. 78, 1.2 ot 330, we yBeaoms HesabaBHO nuyHusi cu nekap u P3OK u we sbpHa B P30OK
nocneaHUsi NPOTOKOS, MO KOWTO CbM nory4asan/a NekapCTBeHUs NPOAYKT.

anI HecrnassaHe Ha NnocoYeHUTe YCrnoBus fie4YeHMeTo MU C yNnoMeHaTus nekapcTBeH NpoAyKT e 6bne npekpaTteHo un
HAMa Aa umam npeTeHumun kbm H30K.

Mputexasam/ He nputexasam aktyanHo TEJIK peleHne BbB Bpb3ka Cbe 3abonsasaHeTo.

[eknapatop:..
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