NMPUINTOXEHWE Ne 7

OBPA3EU HAUBNCKBAHWUA HA H3OK NPU
M3OABAHE HA NPOTOKOJIN 3A MPOBEXAOAHE HA
NEYEHUWE NO KOHKPETHWU 3ABONIABAHUA U TPYNN
NEKAPCTBA



NPUNOXEHUE Ne 7
OBPA3EL| Ha

M3UCKBAHUA HA H3OK
NP U3OABAHE HA NMPOTOKOIUN 3A NPOBEXAAHE HA NEYEHUE NO KOHKPETHU 3ABOJNIABAHUA U
rPYNU NEKAPCTBA

lMpoTokonbT ce u3gaea OrT:

- cneumanucTt no npodgmna Ha 3abonsBaHeTo, pabotew, no gorosop ¢ H3OK B neyebHu 3aBegeHus 3a
n3BBbHOONMHUYHA NOMOLL,

- cneumanucTy no npoduna Ha 3abonsaBaHeTo, paboTewmn B neyebHn 3aBegeHus - nanbnHuTenu Ha KOH no
poroeop ¢ H30K

- cneumanusnpaHa kommcusa no npoduna Ha 3abonsiBaHeTo, paboTella B nevyebHU 3aBefeHusa 3a 6onHU4YHa
nomoty no gorosop ¢ H30OK

I. PEQ 3A YTBBPXXOABAHE N 3ABEPABAHE HA NPOTOKOJIUTE

[MpoTokonu 3a ... (YyTOYHABA Ce KOHKPETHUS Cryyain — Hayano Ha NnevyeHneTo, NpoabiKeHe, NpoMsiHa B fo3aTta v ap.)

CneumanucT, CKIoumn “MpoTokon 3? npegnuceaHe Ha !J!'IeKapCTBa, 3annawaHum ot 3aBepKa B P30K
Horosop ¢ H30K > H30K/P30K” — 06p. M3-H30K >

[poTokonu 3a ... (ymquﬂea Ce KOHKpemHus cnyqaa — Ha4aJio Ha Jjie4eHuemo, I'IpOO'bﬂ)KeHLIe, fpomsiHa 8 dozama u Op)

. Jlnct 3a onpepensiHe Ha kpuTepuuTe (Npunoxexune 1)

Cneuuanuct, ckrounn *  MepanumHcKa AOKYMEHTaLMS C BCUYKM HeObXoauMm nacneasaHuns, cbobpasHo Tabnuua 2
porosop ¢ H30K > Ha NpunoxeHxme 2

] “MpoTokon 3a npeanucBaHe Ha nekapcTea, 3annawaxu ot H3OK/P30OK” — 06p. M3-H30K

/ . PeweHne Ha cneumanuavpaHa KOMUCUS C  sicHa Komucus 3a
MeauUMHCKa MoTUBaLms > ekcnepTtusn B P30K

Cneuvanuaupana L] “INMpoTokon 3a npeanucBaHe Ha nekapcTea, 3annaliaHn ot

Kommcus > H30K/P30K” — 06p. M3-H30K v

3aBepka B P30K

MpoTokonu 3a ... (ymoyHsi8a ce KOHKpemMHUs criyYall — Ha4asio Ha ledeHuemo, npodbipkeHue, npoMmsiHa 8 do3ama u 0p.)

. Jluct 3a onpepensiHe Ha kpuTepuute (Npunoxenune 1)

CneumanucT, CKnoumn *  MeauumHcka AOKYMEHTaLMS C BCUYKM Heobxoaumm nacneasaHus, cbobpasHo Tabnuua 2
poroeop ¢ H30K > Ha nNpunoxeHwue 2

] “MpoTokon 3a npeanucBaHe Ha nekapcTBa, 3annawann ot H30K/P30OK” — 06p. M3-H30K

/ e Pelwenne Ha crneusanusMpaHa KoOMUCKMSI C  SiCHa Komucus no un. 78,
CneunanusmpaHa MeAMLMHCKa MOTUBaLIMA > T.2 01330 B LY Ha
KoMmucus > ¢ ‘TlpoTokon 3a npeanucBaHe Ha nekapcTBa, 3annaiiaqu ot H30K
H3OK/P30K” — 06p. M3-H30K v
3aBepka B P30K

MpoTokonu 3a ... (YymoyHsi8a ce KOHKpeMHUs cryYyall — Ha4yasio Ha iedeHuemo, npodbipkeHue, npoMsiHa 8 do3ama u 0p.)

»  Jluct 3a onpepensiHe Ha KpuTepuuTe (Npunoxexue 1) Komucua no un. 78,

*  MeauuMHCKa JOKYMEHTALMS C BCUMKU HEOBXOAMMM # | 1.201330BUYHa
CneuwnanusnpaHa H30K
OMUCHS > n3cneaBaHusl, cbobpasHo Tabnuua 2 Ha npunoxeHune 2
*  PelleHMe Ha cheuuanuaMpaHa KOMUCUS C  SiCHa v
MeaMLMHCKa MOTUBALINA 3 20
= “[MpoToKON 3a NpefnucBaHe Ha NekapcTBa, 3annallaHu ot aBepka B P30OK

H3O0OK/P30K” — 06p. M3-H30K

(I'IO,CU'IVICHH OT 4YfieHoBeTe Ha KOMVICI/IﬂTa)




1. OBLUX NONOXEHUA

1. 30J1 nogaBa nogrotBeHnte gokymeHtTn B P3OK, Ha TeputopusiTa Ha kosiTo e Hanpaswuno usbop Ha OlI. lNpu ocurypeHa
TEeXHMYeCcKa Bb3MOXHOCT OT cTpaHa Ha H3OK gokymeHTUTe ce nopasaT No enekTpoHeH MbT — npes noprtana Ha H30K unn WEB
ycnyra.

[okymeHTUTE BKNIOYBAT:

1.1. 3asBnenue go Oupektopa Ha P3OK.

1.2. MonwbnHeHo 1 nognucaHo npunoxexue 1. NMonbnea ce No cboTBETHATA TOYKA U Ce Npunara oTpaseHarta B LMdpPOB NHOEKC

MeaMLMHCKa JOKYMEHTaumMs, yAoCToBepsBaLlia BCEKN eQuH OT KpuTepuuTe.

1.3. MbnHMAT Habop nacneasaHns (puankanHu, MHCTPYMEHTanHn n nabopaTtopHu), OTpaseH B NPUNOXeHue 2.

1.4. TpoTtokon 3a npegnucBaHe Ha nekapcTBa, 3annawaHn ot H3OK/P30OK” — obp. M3-H3O0OK, uspapeH ot nekap
cneumanuct, pabotely no gorosop ¢ H30K nnu cneuynanunsmpaHa Kommcus.

1.5 PeweHve Ha cneumanusmpaHa komucus OT nevyebHO 3aBefeHve — uanbrHuTen Ha AmOynaTopHa npoueaypa Ne 38
,OnpeaensiHe Ha MnaH Ha feyeHne M MpocrefsBaHe Ha TepaneBTUYHMSA OTFOBOP NPV MauMeHTW, NoryyvaBally CKbMOCTPYBaLUm
nekapcTBEHW NPOAYKTM No peAa Ha 4vn. 78, an. 2 330 - 6n. M3-H30K Ne 13

1.6. Oeknapauusi 3a MHOpMMpaHo cbrnacue no obpasel, (npunoxeHue 3)

2. P3OK npuema gokymeHTUTE crnea crnpaBka OTHOCHO 3apaBHoocuryputenHus ctatyc Ha 30J1.

lMpoTokonuTe ce nsgasar 3a CpPok 40 365 AHW.

[o nonyyasaHe Ha oTroBop oT komucusTa B LIY Ha H3OK 6onHmAT npoabnxasa neyvyeHne C nekapctBeH/v npoaykT/u, ¢ KoUTo e
nposexagan nevyeHneTo 4O MOMeHTa Ha nogaBaHe Ha Monbata n gokymeHTute B P3OK.



NMPUNOXEHUE 1

JNINCT 3A ONPEAENAHE HA KPUTEPUUTE 3A NNEYEHUE

| Ume: jeri| [ [ [ [ [ [ [ | | |

3abenexka: meduyuHckama OoKyMeHmauusi, ydocmosepsigawja 8Ceku om Kpumepuume e focoyeHa ¢ yugpa 8 UHOEeKC U 3a0b/IKUMESTHO
npudpyxaea HaCMOSWOMO MPUJIOKEHUE.

3aabKUTENHU CTbNKK B TepanuaTa:
* (ymouyHsieam ce KOHKpemHume emanu npu u3bop Ha nevyeHuemo, ¢hopmume Ha 3aboriseaHemo,
rnodnexawu Ha cCbomaemHo fiedeHue u 0p.)

A. KpVITepVIVI 3a Iﬂ,OI'IyCTVIMO(.‘.T/3aI1O'-IBaHe Ha ne4vyeHue:

| MKB |

B. Kputepuu 3a nocneaBaly KOHTpon/npoabiikKaBaHe Ha Jie4eHue:

| MKB |

B. Kputepuu 3a cMsiHa Ha nevyeHue:

MKB

I'. U3kniouBawm Kputepun npun 3ano4yBaHe/ npoAabiixKaBaHe Ha Jlle4YeHNeTo:

OTroBaps Ha KpUTepuuTe 3a B nosa
3ano4YBaHe/NPOABLINKABAHE HA NMIEYEHNE C .ooooivviiiniiineiieiieieeeeee O,



NMPUNOXEHUE 2

NEYEBHO-AUMATHOCTUYEH AJTTOPUTBM

1. NEKAPCTBEHW NMPOAOYKTW, skniouyeHn B lNpunoxeHune 1 Ha [MJIC, kouto H3OK 3annawa B cCbOTBETCTBUME C
AeNCcTBalLUMTe HOPMaTUBHU JOKYMEHTM.

1.1. AO3UPAHE:

Tabnuua 1

INN BBb3PACTOBU OFPAHNYEHUA MKB KO DDD

1.2. MPOCNEQOSABAHE:

Tabnuua 2
| VIME: (erh [ [ [ [ [ [ [ | [ |

U3CNEABAHUA n KOHCYNTALIUN n3xogHu HA BCEKW 6 MECELIA

baTta: oo, JlekyBaly nekap:




NMPUNOXEHMUE 3

OEKNAPALUUA 3A UH®POPMUPAHO CBITIACUE C USUCKBAHUATA 3A 3ANOYBAHE/ NPOOBINKABAHE HA

NEYEHMETO C NEKAPCTBEHUA NPOAYKT

A3 JONYMOAMUCAHMSAT/ATA ...eeeuveeeeitieeeteeeeteeeetteeeeteeeeteeeeeeaeeeesteeeesseeeeseeeeasaeeesteeeasssseeesateeessseeesnseas
crnepd KaTo ce 3anosHax C uanata Mu npegocTtaBeHa WHgopmauvs W LenTa Ha INeYeHuMeTo C NeKapCTBeHUs

NPOAYKT

.............................................................................................................. n cnen Karto nonyydunx wmsdepnartesnHu

OTroBopu Ha NoCtaBeHUTe OT MeH BbINpPOCKU, AeKnapunpam 4e:

1.
2.

Hara....

U.l,e cnas3Bam rnpenopb4yaHaTa MM CXemMa Ha Jfie4eHne n nepnognvHoOCT Ha KOHTPOJTHUTE nperneau.

PenoBHo Lie ce siBABaM Ha KOHTPOJTHK npernegn n HAamMma ga npoMeHdaM CaMOBOJTHO Uk noa opyro BHyLleHune
Ha3Ha4vyeHaTta Mun Tepanua.

Mpn npeycTaHOBSIBAHE Ha NEYEHWETO MO MPUYMHKU, HenpousThyawm oT pelleHneTo Ha KomwucusaTta 3a
ekcneptnam B P3OK n/unn KomuncusaTta no un. 78, 1.2 ot 330, we yBegoMs He3abaBHO NUYHUA CU Nekap u
P30OK u we BbpHa B P3OK nocnegHns npoTokor, Mo KOWTO CbM NosyyaBan/a nekapCcTBeHUs NpoayKT.

Mpy HecnasBaHe Ha MOCOYEHUTE YCMOBUSI JIEYEHVMETO MU C YNOMeHaTusi fekapCTBEH MpPOAYKT e 6bae
npekpaTeHo 1 Hama ga nmam npeteHuun kbm H30K.

[exknapatop:.......ccc...... (ume, npesume n bamunus) MoANMNC: ...,



Ill. OBLUN USUCKBAHUA

1. Bb3pacToBara rpaHuua ce U34ncrsiBa B HaBbPLUEHW FOOUHM - T.e. BKMOYMTENHO KbM AaTaTa Ha u3gaBaHe Ha MpoTokomna ot
crneuvanuavpaHaTa KOMUCUS.

2. MNMpu Ha3Ha4yaBaHe Ha Tepanusi Mo NPOTOKON 3a4bIDKUTENHO Cce CbOobpassBaT Bb3pacTOBUTE OrpaHUMYEHUsi, CbINAacHo KpaTkaTa
XapakTepucTrka Ha CbOTBETHWS NEKAPCTBEH NPOAYKT, yTBbpAeHa no peaa Ha 3J1MXM.

3. H3OK He 3annaiya neyeHne U3BbH yka3aHaTa Bb3pacToBa rpaHuLa B KpaTkaTa xapakTepmucTika Ha Npoaykra.

4. H3OK He 3annalia neyeHve ¢ 403U HaZ MakCMMarHo paspeLleHnUTe No KpaTka XapakTepucTika Ha NpoayKTa.

5. B cnyyait Ha HacTbnuna Nogo3npaHa HexernaHa nekapcTBeHa peakums, nekapat ysegomssa MAJT no pega Ha 3/1MXM. Konve ot
cbobLleHMeTo ce npunara KbM MeauumHckaTa gokymeHtaumsa Ha 30J1 npu kaHguaaTcTBaHe 3a neveHue.

6. MPU CNEUMANUCTA, cbri. un. ... oT HP[ 3a MeauMuMHCKUTE AEWHOCTHU ........ r. (o6H. ....) Ha 30IJ, Ha kouTO ca nsgaBaHu
NPOTOKONW MO pefla Ha HacTOosILLUMTE U3NCKBAHWS, CneaBa a ce npuraraTt BCUYKM HEOOXOAMMMU OOKYMEHTU KaTo: ambynaTtopHuTe
NNCTOBE OT U3BBbPLUEHNTE Nperneau, BTOPUAT eK3eMMIAP OT U3gageHuTe NpoTOKOMM, KONWUS OT eNUKPU3N, eKCMepTHN CTaHoBULA U
OpYyrn OOKYMEHTU, KOUTO Ca OCHOBaHMWE 3a M3gaBaHe Ha NPOTOKOS, BCUYKM M3UCKBALLM Ce U3creaBaHus, Konue oT npuroxexue 1
Ha HaCTOALLMTE U3MCKBAHMSA MOMbIIHEHO NO CbOTBETHAaTA TOYKa, NOANUCAHO OT CneuuanucTa, u3gan npoTokona.

KOMUCUATA, nsgana npotokona Ha 30J1, cbxpaHsiBa BTOPW €K3EeMMsp Ha NPOTOKONa M BCUYKM HEOBXoaMMWM OOKYMEHTU 3a
n3gaBaHeTo My.

7. CMEUMANTN3VNPAHATA KOMUCKUA nspasa Pewenne cneg nposegeHa AmbynatopHa npoueaypa Ne 38 ,OnpegensHe Ha nnaH
Ha neyeHne 1 NpocrneasiBaHe Ha TepaneBTUYHUS OTTOBOP MPW MaUMEHTU, NOMyYaBallM CKbNOCTPYBaLLM NIEKAPCTBEHU NPOAYKTU MO
pepa Ha 4yn. 78, an. 2 ot 330" u npegoctaBeHa ot 30J1 MmeamumHcka AokymeHTaums. CneumanusmpaHata KOMUCUS CbXxpaHsiBa
eouH ekdemnnap oT Pewenuweto. lMpu uzgaBaHe Ha npotokon Ha 30J1, cbxpaHsBa BTOPW €K3eMNnsp Ha NPOTOKOMa, BCUYKM
HeobXxoaMMU OOKYMEHTU 33 M30aBaHETO My M KOMWE OT MpUIoXeHne 1 Ha HaCTOSALWMTE M3UCKBaHUSA, NMOMBIIHEHO MO CbOTBETHATA
TOYKa M MOJMNMCaHo OT YIIEHOBETE Ha cneumanusmpaHarta KoMncus.

HacTtoswmTe nancksaHus ca paspaboTeHn Ha OCHOBaHue 4. ... oT HaumoHaneH pamkoB J4OrOBOP 3a MEAULMHCKUTE OENHOCTY 3a
....... roavHa (o6H. B .......) 1 BNM3aT B cuna OT AaTaTta Ha yTBbpXaaBaHeTo uM, cbrnacHo Hapep6a Ne 10 ot 24 mapt 2009 r.
3a ycrnoBusTa M peda 3a 3annallaHe Ha NekapcTBeHV NpoaykTh no yn. 262, an. 6, T. 1 oT 3akoHa 3a nekapcTBeHUTE NPOAYKTM B
XyMaHHaTa MeguumHa.

3a Hanmonaanara 3ApaBHO- 3a B'I)J'Il"apCKI/Iﬂ JIEKApPCKH Cbl03:
OCUTYPHTEJHA Kaca:

Ipencenarea na HC na H30K: Ipencenarea na YC na BJIC:
Kenn HaueBa a-p UBan MaxxapoB

Ynenose na Hapzopuus csBer Ha H3OK:

a-p boiiko Ilenkos npo¢. n1-p Hukonaii I'abpoBckn
I'ansa lumurpoBa a-p Huxkonaii bpbH3ajios
Pocuna Beakosa A-p Crosin bopucos

a-p UBan Kokanos A-p ATaHac ATaHaCOB

Teoxop Bacuien aou. a-p Xpucro Illusayes
I'purop Aumurpos A-p Hean HemeBa

Ouas BacuneBa a-p Poza AneBa

Anapeii lamsinoB A-p I'eprana HuxosioBa

A-p AJleKcaHAbp 3auMoB

Yupasurea na H30K:
a-p deyvo [deyen

Cobraacysai:
MHuHHCTBD HA 31paBe0Na3BaAHETO:
Kupun Ananuesn
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