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MbPBUYHA BENOAPOBHA XWMEPTOHWA U BENOAPOBHA XUMEPTOHWA NPU CUCTEMHA CKNEPO3A

MpoToKombT Ce M3Aasa oT crneuuanuaupana Komucus B neuedHn 3aBeaeHuUs 3a BonHuyHa noMmoLl, CKIlouunm Aorosop ¢
H30K. Crneuvanusupanure KoMmMCMM ce Cb3aasat cbc 3anosed Ha nupekTopa Ha 13 3a cneaHuTe KapAnonorniHu KIMHUKAL

CBAJICC3 — rp. Codms, BMA — rp. Codus, YMBAN ,CeeTa Anua’ — rp. Codus, YMBAN ,CeeTa MapuHa® — rp. Bapra

|. PEQ 3A 3ABEPABAHE HA MPOTOKONUTE

MpoTokonu 3a 3anoYBaHe Ha TepanuaTa

«  TonbrHeHo 1 NoanMcaHo npunoxeHue 1 —nucT 38 onpeaensiHe Ha KpUTepuATe
(no T.A) C BCUUKN Heobxoaumu uscrneasaHvusa

« EnukpusaletanHa ennkpu3a, BKITIOYBALLA [AaHHV OT aHamHe3aTa, crartycau
NPEeAXOKAALLO NeyeHne

. EKcnepTHO cTaHOBMLE C AcHa MeauumMHcKka MoTuBaLng (32 bIVKUTENHO Ce
OTGENs3Ba MANCa Ha U3Ko4BaLm KkpuTepuy (modnucaHo om gCUYKU YneHose Ha
crneyuanuaupaHama Komucus)

= “[poTokon 3a npeanuceaHe Ha nekapcTBa, 3annawadin oT H30K/P30K" — 06p.
M3-H30K (nodnucaH om B8CUYKU 4YrieHose Ha cneyuanusupaHama KOMUCUST)

CMELMANU3UPAHA
KOMUCUA

Komucus o un. 78, T. 2 oT > 3aBepka Ha
330 B LY Ha H30K npotokona B P30K

MpoTokonu 3a npoabmKasaHe Ha TepanuAaTa

= [MOMbAHEHO 1 NOANUCaHO npunoxeue 1 — nucT 3a onpepensiHe Ha KpuTepunTe
(no T.A) C BCUYKM HeoBXxoAvMI nscneasaHna

CnEuMAnM3MPAHA L ET:HH: elMKg::lei/:::eruiia, BKNo4BaLWLN [aHHuU OT aHamHesaTa, cratyca "
KOMUCUA peAxoKaaL

. EkcnepTHO cTaHoBsuue ¢ AcHa MeUUMHCKa MOTUBALIA (3apbMmKNUTENHO ce
oT6Eensi3Ba NUNCa Ha u3Kmio4BaLln KpuTepun (Modnucaxo om GCUYKU 4IeHO8€e Ha
creyuanuaupaHama Komucusi)

«  “lpoTokon 3a npeanvceate Ha nekapcTBa, 3annawaxu ot H30OK/P30K’ — 0bp.
M3-H30K (modnucatx om ecutiku yneHoge Ha creyuanusupaHama Komucusi)

Komucus no un. 78, T. 20T 3aBepka Ha
330 B LIY Ha H30K ™ nporokona B P3OK

\I. OBLL NONOXEHUA
1. 330/1 nopasa NOAroTBeHUTE DOKYMEHTU B P30K, Ha TepuTOpUSITA HA KOATO e HanpaBsuno n3bop Ha On/. JokymeHTuTe
BKNIOYBAT:

1.1. 3aseneHue Ao [iupekTopa Ha P30K.

4.2. MonbAHEHO 1 NOANUCaHO npunoxenue 1. Monbnsa ce no CbLOTBETHATA TOUKA ¥ Ce npunara oTpaseHara B Ludpos
WHAEKC MEeAMLMHCKA AOKYMEHTaUWs, yaocToBepsiBaLla Bceky envt OT KpuUTEpUUTE.

1.3. MbNHUAT HaGop u3cneaBaHnsa (cpuaukannu, VHCTPYMEHTAmNHN U nabopaTopHy), OTPaseH B npunoxexue 2.

1.4. “NpoTokon 3a npeAnucBaHe Ha nekapcrea, 3annawaHu ot H30K/P30K’ — 06p. M3-H30K, nspaneH ot
cneuvanuavpaHsa Kommucns. Mpunara ce opuriHan Ha npotokona, a npu KaHAVAATCTBAHE 33 NPOABIKABAHE Ha TepanusTa ce
npeacTass opurHan Ha npeaxoaHus NPOTOKOIT & OTpa3eHy BCUUKM HASHAUEHMA o Hero.

1.5. [leknapauus 3a WHopMUpaHo chrnacue no o6paseL (npunoxexue 3)

2. P30K npuema [OKyMEHTUTE O T. 1 crieq cnpaBKka OTHOCHO 3apaBHOOCUTypUTenHuUs cratyc Ha 3301
3. MbLPBMAT U BCekM cneasaly npOTOKON ce u3jasar 3a nepvoa po 6 meceua.

WU3NCKBAHMA HA H3OK 3A NIEYEHWE NPU MALMEHTA C MbPBUYHA BENOAPOBHA XUNEPTOHUA U BENOAPOBHA
XUMEPTOHWA NPU CWUCTEMHA CKJIEPO3A B N3BBHBONMHUYHATA nomoLy
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NACT 3A ONPERENAHE HA KPUTEPWUTE NPU 3AMOYBAHE HA NEYEHME HA NALMEHTU C MbPBUYHA
BENOAPOBHA XUNEPTOHWA

e riocodeHa ¢ uugpa & uHOeKC U 3adB/KUMesTHo

3a6enexka: MeduyuHckama dokymeHmauus, ydocmosepsieausa ecekU om kpumepuume

npudpy»(aea Hacmosaw,0mo npuno»(eMue.

|. A. KPUTEPWUU 3A 3AMOYBAHE HA NEYEHUE (SARBH)KMTEHHVI CA BCUYKW KPUTEPWUW)

1
a kaTeTepusauvs

CurypHa [fuarHosa cnej unsBbpLIeHa [ecHOCTpaHHa cbpAeUH

1
MposeaeH Ba3opeakTMBeH TecT
nOTB'bP)KAaBaLLWI nmaruoaaTa AaHHU oT

ExoKT 2

4
CrnvpomeTpus
KomnioTbpHa Tomorpachus Ha rppaeH Ko

6 MUHYTEH TECT C XoAeHe
TlaGopaTopHy n3cneasaHnd — BNP/NP-pro 1BNP; HIV ceponoTusi; karynauuoHer cTaTyc;

yepHoapobHM nokasaTeny [TpaHcamuHasu/

3
INunca Ha U3Kny4Balv KpWUTEpWU Mo T. 1B
Mpunara ce enukpusa ¢ Homep W3 ¢ paBHOCT 1 mecel A0 AaTaTa Ha KaHAuaaTcTBaHe

2

OpvruHaneH ULl U NOATUCAHO 1 3aBepeHo konue

3

Yp0cTOBEpsBa Ce C MOANUCH Ha uneHoBeTe Ha KOMUCHSATA B NPUOXEHNe 1AHa
WacnenBaHus, KOUTO AOKa3BaT NUNCaTa Ha U3KNIOUBALLY KPUTEPUY N0 MOATONKN 1,20rT1. 1B

2
— no npeuexka

anda 1 aHTUTPUNCAH;

HacToamTe WU3NCKBaHWA 1 Ce npunarat HeobxoaumuTe
* 3abenexka: Mpu Hanuuue Ha npmnpymaaau.wl 3abonsBaHus, KOUTO ca KOHTpaVIHDMKauMﬂ ce ussbpLisa oueHka Ha DMCKBI CTaHoBWLLE.

|. B. KPUTEPUU 3A NPOOBIMKABAHE HA NEYEHUETO (3ADBIDKUTESTHA CA BCUYKW KPUTEPUW)

[ MKB 127.0
‘ ﬂecnocrpanua C‘bpﬂe“lHa KaTe'repmaauvm -no npeueHKa Ha 6 meceu n SaD,b]'I)KVITeJ'IHa Ha 12 meceua 1

1

2 | 6 MUHyTEH TECT C X0AeHe ¢
3 | EKr?
4

5

ExoKr 2
BNP 2

3
6 flunca Ha U3KITIOYBALLM KpUTepum no T.1.B
Mpunara ce enukpuaa ¢ Homep W3 ¢ aaBHOCT AO 1 mecel AO AaTaTa Ha KaHAwaacTeaHe

2
5 OpuruHaneH uw unv NOAMWUCAHO 1 3aBEPEHO konue

ypocToBepsiga Ce C NOANMCH Ha uneHoBeTe Ha KOMMUCHATA B NpUnoxeHue 1A Ha HACTOALLUTE W3VCKBAHUA U Ce mpunarat HeobxoaumuTe
n3cnenBaHusl, KOUTO AoKa3BaT niMncara Ha uskrnouBsalm KpUTEpUM NO NOATOHKN 1,2o0tT1.1B

|. B. U3KMIOYBALLN KPUTEPUU

1. CbrnacHo NpUnoXeHue 2 OT HacTosTe M3MCKBAHWS
2. BimiouBaHe Ha GOnHUS B KNUHUIHO npoyuBaHe™

* KoMWCUATA, KOSITO € Ha3Hauuna nieyenmero u nabniopasa 330/, e AnLXHA uesabasHo na yBeaoMu KomucusTa 3a eKcnepTuau o un.
78 1.2 B LY Ha H3OK. Tesn GonHM ce 3anucBaT B OTAeneH perucTbp 1 He ry6siT NpaBoTo CH 32 npoabKaBaHe Ha neveHneTo crnea

npuknioyBaHe Ha KNMUHUYHOTO npoy4BaHe.

OTroBaps Ha KpUTepUUTE 3a fiedenne ¢ B AHeBHa [03a

noanucu Ha yneHoBeTe Ha KomucusaTa

r =) WN3UCKBAHMSA HA H3OK 3A NIEYEHVE MPW MALMEHTN C MbPBUYHA BENIOAPOBHA XWUNEPTOHUA U BENIOAPOBHA
U XUMEPTOHWA NPU CWCTEMHA CKIIEPO3A B V3BBHEONHUYHATA nomoty
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NIACT 3A ONPEAENAHE HA KPUTEPUUTE MPU 3AMOYBAHE HA NEYEHUE HA NAUMEHTA C BENOAPOBHA
XUNEPTOHWUA NPU CWUCTEMHA CKNEPO3A

-----

3abenexka: meduuuHckama dokymeHmauus, ydocmosepsieawa eceku om Kpumepuume € riocodeHa ¢ uucpa 8 uHOeKC U 3adb/KUMeNHo
npudpyxaea HacmosWomo NpurnoXeHue.

II. A. KPUTEPWM 3A 3AMOYBAHE HA NEYEHUE (3Aﬂ'b.|’l)KV|TE.I'IHVI CA BCUYKKN KPUTEPWUW)

1
CurypHa nuarHosa crnea nsBbpLIeHa fecHocTpaHHa cbpaedHa kateTepusauvs

1

MposeneH BasopeakTuer TeCT

MoTebpXAaBaLLy amarHosaTa fiaHhu ot ExoKl" -

2
CnvpomeTpust

KomnioTbpHa ToMorpadus Ha rpbAEH KoW — Mo NpeLieHka 2
6 MUHYTEH TECT C X0AeHe
TlabopaTopHM n3cneasaHus — BNP/NP-pro l13NP; HIV ceponotus; KarynauuoHeH cTaTyc; andpa 1 aH

TUTPUNCUH;
yepHoApOGHY NokasaTent [rpaHcamuHasu/

fiunca Ha U3KnyBalm KpuTepuu no T. I.B 3

Mpunara ce enukpuaa ¢ Homep W13 ¢ aaBHoCT 1 Mecel Ao AaTaTa Ha KaHAWA
2
OpviruHaneH il unu NoANMCaHo W 3aBEPEHO Konne

3
YAOCTOESDRBQ ce C NoAnucy Ha yrieHoBeTe Ha KOMMUCUATA B npmno)KeHwe 1B Ha HacTOALMTE N3WUCKBAHWA 1 C& npunarat HeobxoanumuTe
wnacrneaBaHus, KouTO Aokassat nwvncara Ha WU3KNoYBawm Kputepun 1O MOATOUKU 15 20TT. 1.B

aTcreaHe

* 3a6enexka: Mpu Hanuume Ha npuapyxasay 3abonAsanus, OUTO Ca KOHTPAUHAUKALWSA CE U3BLPLIEA olieHka Ha pucKa/ CTaHOBULLE.

II. B. KPUTEPUMN 3A NPOABLIMKABAHE HA NEYEHUETO (3AJ1'bﬂ)KMTE]'IHV| CA BCUYKW KPUTEPUN)

[lecHocTpaHHa CbpAedHa KaTeTepuaaLvsi — No npeueHka Ha 6 mecell v 3afbkuTENHa Ha 12 meceua .
6 MUHYTEH TECT C XoaeHe %

3

T.1L.LB

5 Mpvnara ce enuKkpu3a c HOMEP W13 ¢ gasHocT A0 1 Meceu Ao Aarata Ha KaHAMAaCTBaHe
OpwruHaneH GuL UK NOANMCaHo W 3aBepeHo konue

3
YpocTosepsiga Ce C MOANMCH Ha uneHoBeTe Ha KOMUCHSITa B MPUNOXEHIe 1B Ha HACTOSILUTE U3UCKBAHUA U C& npunarat Heo6xopumuTe
n3crieaBaHusi, KOUTO poka3eart nuncara Ha U3KYBaWn KpuTepuu no noaToukn 1,2 OT T. I.B.

Nunca Ha W3KMIoYBaLLY KpUTepuu no

Il. B. U3KNIOYBALLU KPUTEPUW

1. CbrnacHo npunoxerue 2 ot HaCTOSALLMTE U3NCKBAHUS
2. BrkniousaHe Ha 60MHMA B KITMHUYHO npqusaue"

* KoMUCMSITa, KOSITO € HagHauuna neueHneTo U HabnoaaBsa 330/]1, e ANbXHA He3aGaBHO Aa yBeAOMM KomucusiTa 3@ EKCrepTu3u no .

78 1.2 B LIY Ha H3OK. Te3un GonHM Ce 3anuceaT B oTAeneH perucTbp U He ry6aT NpaBoTo cu 33 npoabKaBaHe Ha neyeHueTo crnea
NpUKIIoYBaHe Ha KIMHUYHOTO npoyyBaHe.

OTrosaps Ha KpuTEpUUTE 33 neverue ¢

............................ B AHEBHa Ao3a

noanucu Ha yrieHoBeTe Ha KomMmucuaATa .

WU3NCKBAHMA HA H3OK 3A NEYEHVE NPU NALMEHTN C MbPBUYHA BENOAPOBHA XUNEPTOHWA U BENOAPOBHA
XUMEPTOHWA NPU CUCTEMHA CKNEPO3A B WN3BBHBONHNYHATA nomoty
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1. NEY EBHO-AWArHOCTUYEH ANrOPUTBM

1. NEKAPCTBEHW MPOAOYKTW, BknitoveHn B Mpunoxexne 1 Ha MNC, kouto H30K sannawa B CcbOTBETCTBUE C
FleﬁCTBaLLWITe Hopmamanu ﬂOKyMeHTM.

KPUTEPWUM 3A 3AMOYBAHE HA NEYEHWUETO

«  [auneHTy c nynmMoHanHa apTepuarnHa xunepToHus, chyHKUMOHaNEH Krnac 11l v IV no NYHA rpyna
ILOPROST = HandraHe B a. Pulmonalis > 256 mm Hg, fokasaHo C AscHa cbpaeyHa kareTepusauvsa
«  PWP< 15 mm Hg, fiokasaHo ¢ AscHa cbpaeyHa kareTepusauns
= OrtpuuareneH Ba3opeakTuBeH TecT
SILDENAFIL = [laumeHTy C nynMoHanHa apTepwanHa xunepToHus, chyHKLMOHANEH Knac 11 v Il no NYHA rpyna

= mPAP > 40 mm Hg, Aoka3aHo C nsicHa cbpAeyHa kateTepusauvsa

= aumeHTy ¢ nynMoHanHa apTepuanta xunepToHus, chyHKUMOHarEeH Knac 11 v 11l no NYHA rpyna
«  [lauveHT! C NynIMOHanHa apTepuanta XMNEPTOHWS NIPY CUCTEMHA CKNEPo3a, pyHKLMOHANEH
wnac Il v 1l no NYHA

BOSENTAN

AMBRISENTAN «  [lauueHTy C nynMoHanHa apTepuanHa XunepToHns, chyHKLMOHArEH Knac 1l v 1Il no NYHA rpyna

'9 "l VU3NCKBAHMA HA H30K 3A NEYEHUE NPU NALMEHTU C MbPBUYHA BENOAPOBHA XUNEPTOHUSA 1 BENOAPOBHA
U XVUMEPTOHWA NPV CUCTEMHA CKJIEPO3A B V3BBHBOSIHUYHATA MOMOLL



[image: image6.jpg]2. MPOCNEAABAHE

INN

ILOPROST

SILDENAFIL

XWNEPTOH!

W3UCKBAHMA HA H30K 3A JIEM

W3kniouBallyn kpurepun

AKTVEHM NENTUYHM A3B1,TPABMA,
WHTpaKpaHuanHa xemoparvsa
MwuokapaeH NHapKT B
nocreaxute 6 meceua
[lexomneHcvpana CbpaeiHa
He[OCTaTBUHOCT, aKo He € NoA
CTPOro nekapcko nHabnoaeHne
Tesxku, HenosnusABaLLy ce oT
nieyeHue apuTmMmum
LiepeGpoBackynaphu
MHUMAEHTW/HANP. NepucepHo
HapylweHue Ha MO3BYHOTO
kpbBoobpaLlenue, nHeynT/ B
nocneaxuTte 3 meceua
BenoapobHa xunepToHns
BCREACTBUE BEHO-OKIY3UBHA
Bonect

BpoaeHu unu npuaotuTI KnanHu
AedeKTy C KIMHUYHO 3HauUUMKn
HapyLUeHns Ha MuokopaHaTa
pyHKLMS, HECBBP3AHN c
BernoapobHaTa XunepToHns
Octpy GenoppoGHM NHGEeKLMN
BpeMeHHOCT ¥ KbpMeHe

®yHKLMOHANEH Knac IV Ha BAX
Ynotpeba ¢ HuTpaTu

MPUNOXEHWE 2

e A ==

EHWE MPU NALE!

K KownTtpon KownTpon B cnyuait
Mpw 3anouBaHe OHTPOR Ha Bcekm 3 npu Ha
Ha neyeHneTo * HAECOHH -6 meceua | npomsHa B KRMHUNHO
mecey . neueHueTo Bnon:a:sau
oue‘:::m‘li!HOa-FC X X X
EKI X X X
6 MWT X X X
EXOKI X X
poiekiviy c D D
oueﬁ:ml:g—FC X X X
EKI X X X
6 MWT X X X
EXOKI X X
[scHa cbpaeqHa c D D

kareTepusauus

WA NPU CUCTEMHA CKIEPO3A B V3B bHBONHUYHATA nomoty

HTW C MbPBUYHA BENOAPOBHA XWUNEPTOHUA N BEJIOAPOBHA
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B cny4av
Kontpon Kontpon
KonTpon 3 Ha
" Tepun Mpw 3ano4BaHe | .o pcekn Ha BCekn npu N0
3KNOYBALLMA KPUTE| ,, X oriHa B
P! Ha neyeHueTo Geceii 6 Me*ceua npomsiHa anowasaHe
neyeHneTo .

Ha
vHTEpBanA
oT eanH
mecey
Aokato
npoabXasa
neveHneTo,
KaKTo ¥ Ha 2
ceamuLM,
cref BCAKO
nokaysaHe
Ha gosara

= DyHKUMOHANEeH Knac IV Ha BAX

. ACAT w/iunn ANAT C ro-BUCOKA
OCHOBHM CTOWHOCTN OT 3nbTn
ropHaTa rpaHmMLa Ha HopMaTa

s YmepeHo [0 TEXKO
uepHoAPOGHO yBpexaaHe, T.e,
Child-Pugh knac B unu C

= EaHoBpemeHHa ynotpeba Ha
LmKrnocnoput A

= CBpbX4yBCTBUTENHOCT KbM
aKTMBHOTO BELLECTBO UNn KbM
HSIKOS OT MOMOLLIHUTE CBCTaBKM

= bpemeHHOCT

«  )KeHu C eTepoaeH noTexunan,
KOWTO HE M3MoN3BaT HaASNKAHN
MeTOAv 3a KoHTpauenuus

= [leauatpudHn nauneHT noa 2

roauiLHa Bb3pacTt

ACAT/ANAT

Ha Bcekn
mecel npe3
nupeuTe 4
wmeceua ot
HauasnoTo Ha X
NeYeHneTo,
cnep koeTo
BeAHBXK Ha 3
meceua

BOSENTAN

KoHueHTpaums
Ha xemorsiobuHa

MNpu
HamanssaHe
Ha
pacToAHMeTo ¢
10 % npn 6
MUHYTHWS TECT
¢ xoneHe, Aa
ce Mucrv 3a
anTepHaTueHa

Ha4n8
ceamuua OT X
HauasnoTo Ha
NeYeHneTo

KnuHudiHa
oueHka WHO-
FC

= dyHKUMOHAneH knac IV Ha BAX

= He ce npenopwyBa 3a
npunaraxe Mpy NauMeHT! NoA
18 roa. Bb3pact

=« ACAT w/unun AJIAT ¢ no-BUCOKM 6 MWT
OCHOBHY CTOVMHOCT OT 3 MbTU
ropHaTa rpaHuLa Ha Hopmara.
3aAbMKATENHA OLIeHKa LieHKa Ha EXOKP
yepHozpobHUTE
aMuHoTpaHcdepasm ot - iﬁn‘::f“a = 4
AMBRISENTAN XeriaToror, MPeAy 3anousaHe Ha | arerepu3auns

NEYEHUETO.

«  TexKo 4epHOApObHO YBpEXAAHE ACAT/ANAT X
Jcbe wnv 6e3 Lmposal.

s KAMHWYHO 3HA4MMa aHEMWUA Ha nbpeua 1

= CBpbX4yBCTBUTENHOCT KbM COS, Pt
aKTMBHOTO BELLECTBO UMK KbM N
HAKOSA OT nomMoLyHuTe CbCTaBkn nevYeHueTo,

= bBpemeHHOCT KOHLiGHTpauma | criea koeto

= )KeHn c AeTepoaeH noreHuvarn, Ha XeMOrnobuHa | NEPUOAUNHO X
KOWTO HE M3NON3BaT HaABKARN zwmemm”

MeToaM 3a KoHTpauenuust

ec
KNuHn4HaTa
npakTuka

* npuapyXasar BCekw mpoTokorn, onuceat ce B ambynaTopHus nucT/ etanHata enukpusa Ha 33011 n ce npunarar 3aBepeHu konua ot
opuruHanHuTe GnaHkn (Mpw Hanuune Ha xocnuTanu3auns ¢ AaBHOCT A0 1 Mec. A0 W3paBaHe Ha npoTokona ce npunara 3aBepero xonue ot
envkpuaa ¢ Homep n3)

3abenexka:

WHO-FC - chyHKLMOHaNEH Knac no Cc30
6 MWT - 6 MUHYTEH TECT C XofeHe

C — npenopbuUTenHo

D -Tpsi6Ba A2 Ce U3BLPLINA

r

W3VICKBAHUA HA H3OK 3A NEYEHVE MNP MALMEHTW C MTbPBUYHA BENOAPOBHA XUMNEPTOHUA U BENOAPOBHA
XUMEPTOHWA NPU CUCTEMHA CKNEPO3A B N3BbHBONHNYHATA nomoLy




[image: image8.jpg]\I. OBLLY U3UCKBAHUA

1. BbapacToBaTa rpanuua ce W3UMCISIBa B HABBPLUIEHN TOAVHN - T.€. BKIIOUNTENHO KbM AaTaTa Ha usaasaHe Ha npoTokona ot
creuvanuanpanara Komucns.

2. I'Ipvn HasHavyasaHe Ha Tepanvm no I'lpOTOKOﬂ 3aﬂ,'bn)KMTeJ'lH0 ce CbOﬁpaGﬂBaT BbSpaCTOBMTe Ol'paHVl‘-IeHVIﬂ cbrnacHo KpaTKaTa
xapakTepucTika Ha CbOTBETHWS NiekapcTBeH NPOAYKT, yTEbpAEHa Nno peaa Ha SNMNXM.

3. H30K He 3annaia neyeHne u3sbH ykazaHaTa Bb3pacTosa rpanHuLa B kpaTkata XapaKTepucTuKka Ha NpoAyKTa.

4. H30K He 3annatia nevenve ¢ Aosn Haj, MakcUManHo paspeLueHnTe o KpaTKa xapakTepucTuka Ha npoaykTa.

5. KOMUCUATA, uspana npoTokona Ha 330J1, cbxpaHsBa BTOpU ekzeMnnsp Ha nNpoTokona wu BCUYKM Heobxoaumu
[OKYMEHTM 32 U3AaBaHETO My.

Hacmosiume u3uckeaHusi ¢a paspabomeHu Ha ocrHosanue un. 55 om HPO 3a MeduuuHckume deliHocmu 2012 zoduHa (06H. 1B
6p. 3/10.01.2012 2.) u enu3am 6 cuna om 1 toHu 2013 2., cb2nacHo Y. 10 Ha Haped6a Ne 10 om 24 mapm 2009 2. 3a ycrosusama
u peda 3a sannaujaHe Ha nekapcmeeHu npodykmu 110 . 262, an. 5, m. 1 om 3akoHa 3a nekapcmeeHume npodykmu &
xymaHHama meduyuHa, Ha MeduyuHCKU u3denus u Ha QuemuyHU XpaHu 3a creyuantu meduyuHcKu uenu (06H. /B, 6p. 31 om
2007 2.).

r =) WN3UCKBAHUS HA H30K 3A NEYEHVE NMPW NAUMEHTW C MbPBUYHA BENOAPOBHA XWMNEPTOHWA N BENOAPOBHA
U XVUMEPTOHVA NPV CUCTEMHA CKNEPO3A B N3BbHBONHUYHATA MOMOLL



[image: image9.jpg]OEKNAPAUUA 3A UHOOPMUPAHO CbIMACUE C W3UCKBAHUATA 3A 3AMOYBAHE/
NPOOBIMKABAHE HA NEYEHWETO C NIEKAPCTBEHUA nPOOYKT

cnea kato ce 3anosHax ¢ uanara wmu npeaocTaBeHa nHgopmaums w uenta Ha neyeHneto C nekapcTBeHuUst

................................ wn cnep kato nony4nx MS‘-lepnaTEHHVl OTroBOpU Ha

nOCTaBEHUTE OT MeH BBIpoCH, Jeknapvpam 4e:

1. lle cnassam npenopbyaHaTa Mu cxema Ha rneverve n NEPVOANHHOCT Ha KOHTPOTHUTE Mpernean.

2. PeposHo ue ce ABABaM Ha KOHTPOMHM npernean v Hama Aa NpoMeHsim CamoBOMHO VAW oA APYro BHyLUEHVE
HasHaueHaTa Mu Tepanvs.

3. Mpm npeycraHoBaBaHe Wa nevyeHneTo no NpudnHi, HenpouaTnyaiw ot peLUeHneTo Ha KomucusiTa 3a eKcnepTu3n B P30K
wunu Komueusita no un. 78, 1.2 ot 330, we yBeaoms He3abaBHO NUUHWS CW nekap n P30K v wwe BbpHA B P30K
nocneaHus npoTokon, no KoOiiTO CbM monyyasan/a nekapcTBeHNs NPOAYKT.

4. Mpw Hecnassaxe Ha NOCOYEHWUTE YCroBus neyeHneTo MW C ynomeHaTus nexapcTBEH MPOAYKT L 6bae npekpaTeHo 1
HAMa Aa UMam npeTeHunn KoM H30K.

5. MpuTexasam/ He npuTexasam akTyanio TEJIK pelueHue BbB Bpb3Ka cbC 3a00NABAHETO.

TIOBMMNACE . veerrrsesssomsssnesssomsesssesss

W3UCKBAHWSA HA H30K 3A NEYEHVE MPU MALUMEHTU C MbPBWYHA BENOAPOBHA XWUMEPTOHUA U BENOAPOBHA
XUMEPTOHWA NPU CWCTEMHA CKITEPO3A B V3B BHBOJIHUYHATA nomouy





