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MEMm MY
HaumouaHATA 3a4paBHOOCHTYPHTENHA Kaca |
Brarapckn JexapeKH ¢b1032
38
npriarade Ha HanHoHaXHHS paMKoB TOTOBOP 32 MeXANHHCKATE AelHocTR
: 3a 2020 -2022 r.

HanpoHRaaHaTa 3ApaBHOOCHTYPHTEIHA Kaca B BEArapcky JIEKapcky Cbio3, Ha OCHOBAHWE .3
ot HanoHalieH paMKOB IOTOBOP 3a METHITHHCKATE AcHB0oCTH 3a 2020-2022 r., M2 4aBaT HACTOALLIOTO
CBBMECTHO YKa3aHHe:

VKA3AHUS 3A PABOTA C IIOZAAEH IO EJEKTPCHEH ITBT [TIPOTOKOMN TA/IB/IC
E-IPOTOKO.T), 3A KOKTO CE U3BBLPINBA EKCIIEPTH3A B KOMUCHS 3A
EKCHOEPTH3A 10 YJL.78, T.2 BP30K 1 BIIY HA H30K

Pazaen .
OBHIH IIOJTOXEHMA

1. HacTrommmTe yka3apH# ce TNpwnaraT OT JOTOBOpHETe mnapTHRopH Ha H3O0K (nexapw,
paboremu B TIMMIT & CHUMII, jexkapu B cneuuanu3upadyd KOMHCHM B JiedeDHE 3aBefCHUA -
H3MBIENTENH Ha OONHHYHA IIOMOLI, THPTOBUM HA APEOHO C NEKAPCTBEHH NPOJAYKTH - ANTEKH H
KOMHCHETE 3a excueptusd B P30OK/H30K) npu nomasade mo eNeKTPOHEH NLT HAa IPOTOKOIH
[A/IB/IC 3a nexapCTBeEN NPOAYKTH, 3@ KOWTO Ce MpedBHXKIA OTIYyCKaHe C/IeH YIBbpPXIaBaHe OT
KOMHCHUTE 32 ekcnepTse B P3OK # H3OK.

2. E-IIpOTOKON € ENEXTPOHEH JOKYMEHT [0 CMECHIIA Ha i3, an.2 oT 3axoHa 3a eJIEKTPOHHUs
JOKYMEHT H €HEKTPOHHMTE YAOCTOBEPUTEIHH YCIYTH.

E-niporoxon 3aMecTBa M3NO0JI3BAHMS KbM MOMEHTA XapTHEH MPOTOXOHA, ¢ XOETO Ce& YIECHSIBAT
KaKTO IAlMEHTHTE, TaKa ¥ BCHYKH YYACTHHIH B MIPOLECHTE NPH W3JaBane/oN0o0peHKe Ha NeYcHEe
[0 EPOTOKON 3a [PEAINICRaHe Ha Jekapersa, 3annanand or H30OK/P30K, (MMII, Amrexn, P30K,
H30K), upez n3pon3sane Ha eNCKTPOHH3ANHA M HEDOPMAIHOHEN TeXHONOTHH, OPY 3afna3Bane Ha
BCHYKH KOHTPDONHH MEXAaHH3MH.

Otunralicn HamuTHETEe GYEKIHORANTHOCTH K JandH B Mndopmanuonnure cucremy Ha H30K,
DYHKIHATA KATO MPEROCHTEN Ha HHQopMawns Ha xapTHeH nporokon mexnay UMII-P3OK-H30K-
ATTeKa HallbAHO OTIIAHa, Ypes HINON3BaHe Ha eNeKTPOHHK YCIyTH.

3. E-mporoxol MoraT Aa H3aBaT HeKapH crielHaIHCTH o npoduia Ha 3aboIBakeTo:

-paborellf B NedeOHM 3aBEIEHHA, JOIOBOPHY NAPTHRODH Ha H30K H3ITBIHHTENH HA
CTIEURATA3VpaEa H3BEHOOHAYHA METHIINHCKA IOMOII;

- 9IEHOBE HA CIENHANH3HDAHM KOMHCHH B JieueOHH 3aBEIICHMN, OKa3BaulM OonHM4HA
MeZunnHeka nomot (JI3BIT), moroeopru napteeopu Ha H3OK. JISBIT ¢ HeoGxomumo Aa ca
CKIOYHAH JOroEOp 2a m3mnideHue Ha Allp Ne 38 ,OnpenensHe Ha O5as Ha JedeHHE H
OpociieNsBafe HA TEPANCBTHYHHA OTrHOBOp NUpPH NAIWEHTH, TMONYyYaBallH CKLAOCTPYBAIH
NCKapCTBEHH IPOAYKTH NG pefa Ha wn. 78, 1. 2 330",

4. B H30K e ¢r3maicH HAIMOHAJICH PETHCTLD HA IPOTOKCIUTE. B HEro c& CuabDIKAT BCHUKH
JIAaHHE 33 WCTODHA Ha 3abonapammsra/muarxosure xHa 30J1 ¥ usdanienwre W 0A0GpeHM/OTKAZAHH
IIPOTOKOIH.



BCHMUYKH y9acTHMIGH B MPOLIECHTE NpH H3Zapade Ha E-OpOTOKOI ca JOTOBOPHH MapPTHRODH HA
H30K 1 n3momspar OoTpebHTENCKA MeJHIIMHCKH cofTyep, KOMTO JOCTBIIBa perycThpa Ha
[POTOKONKTE, 9pe3 npeaocraseds oT H3OK enexTpOHEH YCITyTH.

5. Upez ppRexAaHe HAa E-IpoToxony ce NOCTHTA!

- CKEBCsBAHe Ha NePEOAa 34 Padlienaane Ba NOKYMEHTUTE;

KOHTPOJ Ha JICKApUTe, JOTOBOPHHM NapTHEopH Ha H30K;

YBEIOMJICHHUE 32 HETBJIHOTH B JOKYMEHTALMATA B ITO-KPaTKH CPOKOBE;

IIpeMaxBaHe Ha TEXHHYECKH PEIKY IIPH MOIBJIBAHE Ha MPOTOKOINTE,

oTraza HeobxommMmocTTa 3071 ma mpencrasa 8 P30K npoTokon © npuioxeHa KBM HEr0
NOKYMEHTALMA]

- OpH CICHHATMCTA/CTICIMATAZHPAHATA KOMACHA CE M3BbpINBA He3abaBeH KOHTPOX 3a
JOTYCHATH IPELIKH X 0TNa1A HeoOX0[MMOCTTA OT pasneuaTBaHe Ha Onanka Ha NPOTOKOIN;

- ANTEKHTE MMaT AQCTHI 1O ENCKTPOHHHA PETHCTHP C NPOTOKONE IPH OTOycKaHe Ha
JIEKAPCTRA [0 IPOTOKON H OTIIa7a HeoOXOMMMOCTTA OT PHYHO BIIHCBAHE B XapTHEHMA IIPOTOKOI Ha
OTITYCHATHA JIEKAPCTBEH NPOIYKT.

6. JIOCTBIL, Upe3 eneKTPORHA YCIYTa, IO ChXpaHeHata B perucThp ,.JIpoTokonu™ HEbOpMAaLHs
HMaT:

]

- OI1JI - camo za manMeHTHTES OT HErOBATA MAIKEeHTCKA JTHCTA;

- CMII 1 mexapu oT cnelHalA?HpaHa KOMHACHS - 3d BCHYKH NPOTOKOIH 34 NATHEHT, 110
npo¢un ra 3ab0NIBaNe B CRENHATHOCT,

- AITEKHTE - 10 WH{OPMAIHATA 32 SNeKTPOHHH OPENNUCaHns, H313IeH) N0 IPOTOKOJE,

- nexapH, paboTemy B neueCHETE 32BENEHNS KBM MHHHCTEPCTROTO Ha NPABOCHARETO — 32
TULA, JTHINEHHE OT cBadoma.

Pazpen II.
CH3IABAHE v PETHCTPUPAHE HA E-ITPOTOKOJI

1. [IpaBunara 3a UpeAnACRaHe Ha IEKapCTBeHH MPOAYKTH 1o , [IpoTOKoN 3a MpeANHCRaHe Ha
JIeKapCTREHH HPOAYKTH, 3awraiiaiy oT H30K/P30K™ ca ypenend B riapa eIuHaleceTa, pasied 11,
B HacT ,, YCIOBHA B peX 3a IPEANACRAHE Ha ASKapcTBa ¢ ,,1 [POTOKON 34 npeAHCBaae 2a ICKApCTBCHH
npoxyKTH, sainamang oT H30K/P30OK™ s HPJI 3a MeauuuHCKuTe nCHHOCTH 2020-2022 r. '

2. E-IpOTOKOMH ce MOJABaT WO ENeKTpOHeH OBT, B creumdmuupan Qopmar, upes
CHenHanHM3HpaH codryep Ha MeKapH CIEIHAIHCTH N0 Ipoduna Ha 3a001ABaHETO, B CHOTBETCTBUE C
Pasnenl, T. 3. E-mpoTokonsT ce mofasa o ¢opmara Ha elIeKTPOHEHEH TOKYMEHT, Hpe3 KpHIITHpaHa
Bpb3ka ¢ kpanudrmmpan enexrpores noanac (KEIT) na choTBETHHS NEKap CNENHATHCT, ChITTACHO
mauckBarRgTa Ha PernaMent (EC) Ne 910/2014 ga Esponeiickus mapnaMenT 4 Ha ChreTa oT 23 107H
2014 r. OTHOCHO CIEKTPOHHATa HACHTH(HKAIIHA H YOCTOBEPHTEIHHATE YCIIYIH IIPH €ICKIPOHHH
TpaHCAKIMH Ha BHTPEIIHES Dasap M 3a oTMsHa ka Jupexrusa 1999/93/EO (OB, L 257/73 or 28
aegryct 2014 v.) i ra 3akoHa 3a ENEKTPOHHMA JOKYMCHT H leKTPOHHHTE YIOCTOBEPHTCIHH YCHYTH.

" 3. Beeku E-mpoToKOJ € M31aBa BB3 OCHOBZ HA H3JaleH MeHUMHCKA TOKYMEHT!

- ,,AMBynaTopeH JHeT” OT CnenHanncT — u3meaHuETen Ha CHMIT:

HITH :

- Pemmenmne ma cnenmanusupana xommcHa no Allp Ne 38 ,Onpenensne Ha HIaH Ra
JIEUEHHE H IPOCIEASBAHE HA TEPAIERTHYHHS OTIOBOP TIPH MTAIIHEHTH, Oy aBALH CKBLIIOCTPYBAITH
JIEXapCTECHE TIPOAYKTH 1o peja Ha 4. 78, T. 2 330% or criensanHinpaHa KOMHCHS, CHEIACHO
yrebprenute Mauckeanns sa H30K no 3abonasanus.

4, B am@yjaTopHHE JHCT, H3ZaneH OT nexkap — wamenmuTesn Ha CHMIL, oceeH
3aTBDKHTEIHHUTE atpulyry, ce OTpassBa: "JIuncBaT A3KIHOYRANTH KpuTepH¥ 34
3anoYBale/npoaBKapage Ba neaenne ¢ JII", nombrHETEHO ce BIIHCRA:

A. B pone ,, Tepanua® cc qobGanst CNEIHAA TEKCT:



- JKenag na Mz Opae 0ZobpeHo NeyeHne ¢ IEKAPCTREHHSA MPOLYKT, KaTo AEKIapipaM, 4
ChM YBEJNOMEH 3a JIGHCTBEETO HA HAHAYEHATA JIGKADCTBEHA Tepanmus M JaBaM HHQOPMHDAHO
ChIIacHe ChINara Ja MH Obe nprilarasa’.

- ,,ChImacen/a chbM 3a H3MON3BAHE HA THYHHTE MM JaHHHK 33 EfNTE Ha eKxclepTu3aTa’

- . JKenas na 6baa yBenoMen/a 3a pesyntara 0T ekcriepThzata ot P30K no eaun or cnenruTe
HAUMHH: 10 e-mail, Tenedon arm Ha MacTo & P30OK.

« ,ZJPazpemaraM JOCTBHIT [0 SIEKTPOHHOTO MH 3JPaBHO nocue...*.

Buancea ce nadopmanus, OTHOCEMA KbM H3jaBake Ha E-mpoToKona, KoATo € B AOKYMEHT,
KOHTO HIMa enexTpoHed QOpMAT.

B. B mone ,Msciensaua® ce OTpa3fBal pe3yATaTHTE OT TpopeleHH Hscneasanusa (MJH,
BCMH) ¢ TexuuTe CTOHHOCTH, OT4eTeHH OT Manbauurenure Ha MJJ xem H3UC, MMII umar
JIOCTHI € EIEKTPOHEH MoAnuc Ipe3 web yenyrs mo pesysrrarure ot MW ra 3071

Ex3eMmp oT aMOYIaTOPHHS JHCT Ha XapPTHEH HOCHTEN. KOHTO € OCHOBAHHE 33 H3/aBaHe Ha
NPOTOKOJI, TOUHMCAH OT yexapd cnemnanuct B 30JI {poauTen, HACTOHHHK/IIPHEMEH POTATEN), €&
BOIY [0 Pef, ONPEACICH OT JeueOHOTO 3aBeeH e H €8 ChXpadABa B KaDMHETa HA NIEKaps.

5. B cnywanTe, pH KOMTO cHeManu3rpada komucus B JI3BI1 uzxasa npoTOKON, B MEAHIMECIKH
JOKYMEHT ,, Pemeime Ha cimenma/minpana xomucua® mo Allp Ne 38, 8 mone ,Kommcrara Bse
peienre 3a:“, W3JABaHETO HA IPOTOKON CE OTpassiBa B CHOTBETHHA HYCKOOKC # ce oTpasssa:
"JIMICBAT M3KOYBAINN KPHTEPHH 3@ 3anouvBaHe/mpoabmxasadHe Ha jederue ¢ JIITY, crex woero
JNOTBIHHATETHO Ce BIIHCBA:

A. B mone ,, Tepanesrryes nogxod” ce nobapa cleHus TEKCT:

- Kenag ga mu 6pe 0a00peHO NeUeHAE ¢ JICKApPCTBEHHA NPOLYKT, KATO ASKIapHpaMm, Ie
CBEM YBEGAOMEH 3a JCHCTBHETO Ha HasuaquaTa JIEKAPCTREHA TepamMst W JaBaM nndjopmnpano ,
CBIVIACHE CHINATA Jia MM OBbAe Iprrarana’.

- Crriacen/a cbM 3a HIDONBAHE HA JMYHHTE MA NaHHH 32 OENHTe HA eXcrepTH3ara’

- ,»Kenas ma 6b/1a yBeIOMeH/a 3a peaynTara OT excrieprhsaTa oT P30K no enunn o1 cneqyuTe
HAYHHHA: [0 e~-mail, Tenethok wmH Ha Macto B P30OK.

- ,Paspeliagam JOCTBII IO €IEKTPOHHOTO MM 3IPABHO Jocue... .

Brucra ce uadopMales, OTHOCHMa KbM H3AaBaHe Ha E-MpoTOK0/a, KOATO € B HOKYMEHT,
KOHTO HsaMa €NeKTPOoREH QOpMAT,

B. PommTen, EacTOHHMK/IPHEMEH POAMTEN YOOCTOBEpIBa ¢ MOANNCca cd HMHGOPMHEPAHOCT H
JKeJIaHHe OTHOCHO Ha3Ha4eHaTa TePalud, CLIVIACHE 33 H3TIC/I3BAHE HA JINYKH JaHHM H HAYHHA Ha
YBEIOMIICHHE,

ExzeMuinap ot PermeHHeTo Ha XapTHEH HOCHTE), KOETO € OCHOBAHHE 32 H3JaBaHe Ha NPOTOKOI,
HDONMECAHC OT YICHOBETE HA crenuanuskpanata komucus ¥ 30JT (poauten, HacToiHAK/IpHEMEH
POIUTEN), ¢€ CHXPAHARA OT CHENHANHIHPAHATA KOMHCHI.

6. B coyyaute, IpH KOHT() cnenuanusupada komucus B JI3BIT u3nara camo ,,Pemenne na
CIeIHAH3HPaHa KOMMcHE", a nporoxom;r € M3/1a/IeH 0T CIENHANKACT — u3nbaauTen Ha CUMII Ha
ocHOBaHHE ,.AMOynaTopeH MHCT

A. B METMIHHCKA AOKYMEHT ,,Pemelme Ha crnequaunsupata koMucES ™ o Allp Ne 38, 8 none
,KOMHCHATA B3e pelncHUe 3a:“ He ce 0Tpa3daBa ¢ MekboKc ,,u3/aBaHe Ha POTOKOI™, & C& MapKHpa
HEKOE OT OCTAHANETE TIONETA, 33 KOMTO € R3E€TO pelmenue M ce orpaszasa 'JIMICBAT K3KUIOYBalH
KPHTEPHH 3a 3aioyBaHe/IpoybinKaBate Ha nedenzre ¢ JHT"

B. He ce DOOBLIBAT (OJleTara 33 WHGOPMHMPEHOCT H IKEellaHWe Ha NaUeHTa OTHOCHO
HazHadenata TépallHd, CbITIacHC 34 H2O0ON3BAHES HA JIKYHK TAHHH K HAYHMHA HA YBEIOMIICHHE, KaKkTo
i He e HeoOXOauM ITOANKC Ha TAlFCHTa;

B. He ¢ HeoOX0ANMMO CEXpaHIBaHE HA SK3EMILID OT PEINCHHETC HA XaPTHEH HOCHTEI!.

7. 32 HY)KDHMTE Ha HA3HAYABAHC Ha JIEKAPCTBCHATA TEPANUS [I0 IPOTOKOQJ, CHEHHANHCTHT OT
CHUMI1/rexapyre crelMaNECTH, WICHOBETE Ha choelManuzupanara Komucua B JI3BII mocremear
MENMLMHCKA M IOpyra HHGOpMaUMA/TOKYMEHTH, cbIbpXkamy ce B Hanwomanwe 3jpasHo-
nadopmanmonsa cecrema (H3HC) w/mim 8 urdopmanuonnara cucrema Ha H3IOK.

HoxyMenture (aMGynaTOpHHTE WHCTOBE, ENAKPH2H, H3CIEABAHHA), KOHTO CHIKSCTBYBAT B
H3KC ne ce noaasat B E-ipoTokona.



HndopMannsaTa, OTHOCHMA KM H3/iaBaHe Ha E-IpOTOKOMa, KOATO € B JIOKYMEHT, KOHTO HiM2
eIeKTpoHeH GopMaT 1 He ce chabpia B H3KUC, ce nogaea:

- WM KaTo <e TmomnABa B aMOynaropuMs nueT OT Tipernena/s  Peinenuero Ha
CIIEINHATH3HPaHA KOMHCHS — OCHOBAHUE 3a H3Jarane Ha E-mpoToxosa;

- HNHA ZOKYMEHTEHT ¢ CKaHEpa H [P¥Kaia KbM E-1poToKona.

Ilpu m3mapase Ha E-npoTOKON 1m0 pefa Ha exchmeprwsara mo 478, 1.2 ot 330, eTmanga
He06X0IBMOCTTa Ja ¢¢ MPEIOCTABAT H CHXPAHABAT npurodcenue Nel w npunoosicenue Ne3 ot
croTeeTHETE JM3ncksanuara Ha H30KY, npx ciiepnuTe YOIOBUS:

- npurovcenye Nel, TIOAITMCANO OT CHEIMaLHCT/YCHOBS HA COCIHAMHIHPAHA KOMHCHS,
OpH HAMYHeTo Ha TeKcT B amOynatopHms mucT/Allp Ne38: | Jluncear 43x/mOUBallll KPHTEPHY 32
3ar0uBaHe/IpoIbDKapaHe Ha newenne ¢ JIT;

- npunovicenue Ne3, moamucaso oT 30JI, mpH HANMYUHMETO HA TeKCT B amOynaTOpHMA
muctT/Allp Ne38 , XKesnag ga Mu 6b1e 0000pPEHO NEYSHHE C IEKApCTBEHWA IPOJYKT, KaTO AcKNapHpaM,
9e ChM YBEIOMEH 3a AeHCTBHETO Ha HATHAYEHATA JICKADCTBEHA Tepanusl U JaBaM HH(OPMHpPaHO
CHITIACHE ChINaTa Ja MH Obe ApHaaraga’.

8. IogapaneTo Ha JOKYMEHTHTE 1o T.3 - T. 7 32 ogobpeHne Ha reuenne no E-mpoTokon, ce
H3BBPIIEA DOCPEICTBOM CISKTPOHHA yCeayra oT Tuma B2B.

9. Ilpu monyuasade ua E-npoTokona, B ¥HbopMarmonnaTta cucteMa va H30K ce nzBrppuisa
ARTOMATHYHA TpoBepKa. IIpH KOHCTATHPaHe Ba rpemxH, cucreMara Ha H30K spbiua nndopmarms
HA CTICI{HAJIKCTA.

10. 3a Bcexu mogames E-mpotokxon ce reHepupa HauwoHaneH ymmwatten momep (HPH) B
unbopManmonHara cucTema Ha H30K, xoiiTo ce Bpblia KEM neKkapekus codTyep. 3a nonanesus E-
MPOTOKOI HE CE TEHEPHPa HOMEP OT JICKapcKHa cofiryep.

11. IlpouecsT ¢ mojagane Ha E-IpoToKON OPHKIEOUBA ChC CLOOUICHRE 32 YCISIIHO NIOAABAHE
IpH IPOTOKONH H Bpbinare Ha HPH wnd cnena nogapane Ha ¢hoOIMEHME HA Kpall 0T crpaHa Ha
MENMITHHCKHS codQTyep B CIyJauTe, MpH KOKTO CE M3HCKBA €XCIIEPTH3A K ce IpHiarar AOKYMCHTH.
OT MOMEHTA Ha OTFOBOpP 34 YCNEIIHO HONAaBaHe, 3aHOMBAT Jd TEKaT HOPMATHBHO-YCTAHOBEHHTE
CpPOKOBE 3a pasricknane Ha E-IpoToxoi.

12. Bcexu E-npoToKos cbabpxka CISIHUTE ZaTh:

- IaTa Ha MoJaBaHe; '

- mara Ha ogofpeHue - OT CHINATA AaTa NPOTOKONGLT CTaBa BHINM, 4Pe3 eEKTPOHHA YCIIYTa,
33 OIUI, nekap cnenganuct/cHeNHanU3MpaHa KOMHCKE K AllTeKH;

- BaMMJEH OT - JATATa, OT KOSTO TPOTOKONLT € aKTHBEH. 10Ba € Ibpeara jaTa, Ha KOgTo
Morar ga 6baaT H3ZaBaHH eNSKTPOHHHE MPEANKCAHNS 0 TIPOTOKONA;

- BIHOCH [O - IATATA, IO KOATO NPOTOKCJIGT € aKTHREH. T0Ba € [oCNeIHaTa Aara, Ha KOATO
Moxe Ta OBIaT H3AABAHH eJeKTPOHHY NpeAITACARHS 10 TTPOTOKOIIA.

Pazges III.

IILT HA E-ITIPOTOKOJ ITPH HEOBXOAUMOCT OT EKCIIEPTH3A B KOMICHA 3A
EKCIIEPTH3A 110 4J1.78, T.2 B P30OK H B 1lIY HA H30K

ChofipazHo peia Ha W3AABAHE W YTBLDIKIABANE Ha IPOTOKONHM 32 CKBIIOCTPYBAHIO JICUEHHE ¢
HEeOBXOMMOCT OT EKCIepTH3a B KOMUCHA 3a excrepTusa no 4n.78, 1.2 B P3OK u 8 IV na H30K
Komucusara o =178, T.2 ot 330 B ITY ua H30K, yrespaen B Hsucxsarusra Ha H30K mo
pasNHYHATE 3a60IABaHHs, CHINCCTBYBAT PA3IHIHH BAPHAHTH HA IILTA Ha €~-IPOTOKONA:

I. E-mporoxon, m3gamex OT 7aexap — uambiaHMTen na CHMII bes neofxomumocT oT
npeMinaBaHe Ipes cleunanuzupana koMucus B JI3 3a BI1, Bo ¢ ekcneprnsa B P3OK/H30K:

i — -
cneuua o P30K H30K P30K
nneT ——

P30K




II. E-nporoxon, HzmageH o1 siekap — H3NbjaHuTenr Ha CHUMIL ¢ npemunapase mpes
criennanuzupana koMuces B JI3 3a BIT u ¢ excnieprusa 8 P3OK/H30K:

FIHCT 3npana
KOMMEMA

cneuua — cnieuvans —¥ | P30K - H30K — | P30K
S

P30OK

I1I. E-mpoToxon, Koo MoXe Aa 6bi¢ M3NaNcH ¢aMO OT CTICIHANH3APAHA KOMUCHA OT AeuebHO
zaBefenue 3a 6onHnyHA TOMOIL K ¢ ekeneptisa B P3OK/HIOK:

P30K — H30K - P30K

cneymany ——
aMpana
KOMUGHA T

P30K

Pazpen IV.

JAEMHOCTH HA JIEKAP CIEITHAJUCT / JAEKAP B CHELIMAJIN3UPAHA KOMHCHA
IIPH CbB3/IABAHE, PETUCTPHPAHE H JEAKTUBHPAHE HA E-IIPOTOKO.J1

1. Jlexapsat cnemmanmet or CHMIV/cneunanmsppanata xoMucus B JI3BIl masHauaBa
JISKApCTBEHA Tepallis Mo B-IIPOTOKOI oIel yTouHeHa quarHosa ¢ nocouey MKB kon. Cioygaute, npu
KOMTO Ce HajIara npoMgHa Ha guarnosara (emsana Ha MKD kox Ha 3aGondsane, HaTp. 3aXaped nuaber
E1Q. - Ell. ) ce pasruexzaT B KOMHCHSTA IO ekcnepTusy 1o 41.78, 1.2 or 330 B LY Ha H3OK.

2. Ilpsan craprupade Ha mpoleca no uigaeadHe Ha E-mpotoxox Ha 30JI, cnenuamucTsr
/erenmanu3MpataTa KOMUCHS IIPABY CIPABKA [0 eNEKTPOHEH OLT 3a A3faneHd Ha 30JI npemonHr

; IPOTOKOIH, NI ChLIA Npodin Ha 3aboieane.

3. CrelHamuCTRT/CIICIHATHIUPANATA KOMHCHS CTApTHpa YIpoueca MO H3AaBaHe Ha E-
IPOTOKOII, KATO IO BEREKAA B METRITKHCKHA COdTyep, ¢ KOHTO paboTH.

4. TIpA BeoOXOAWMOCT OT CMSHA Ha TepallFgra, JO3aTa, YCAOBHATA, peda H Ha4uHa Ha
OpeJITACBale W/HIIF 32 OTIYCKAHE Ha JIEKAPCTREHHS NPOAYKT B [IPUIIOKHMATa HOPMATHEHA ypeaba
H J1p., ¢ CE2JaEa HoB E~-PpoToKod, 1o onucanus g Pazgen Il irponec.

5. CoenuanucThT/ CIEHHANH3HPAHATA KOMHMCHS 3a0bMKuTenHo yeenomansa 30J1 sa:

- XpallHHA CpoK 3a oJ00psARaRe Ha IIPOTOKONA,
- Heo6XommMocCTTa, el ofobpsaBaHe Ha HOBHA mporokon, 30JI ma moceTH Jexkypamups
nexap crenHamuct M OITD] 3a n3AaBate HA €IEKTPOHHO HpelITUCAHHE,

, - #eobxomuMOCTTa, ciiel ogo0paBaHe ra HoBug niporokol, OIJ] na snuine nnardosara oT
[IPOTOKOIIA B elIeKTPOHHATA pelenTypua kHxia (EPK), B ciiyganTe koraTo guaraosara € HOBa H He
€ BriHcasa 8 EPK. '

6. CnenuandcTHTe/CHeNHATHAHPaHHTEe KOMACHE MOTAT Ja NocTeneaT B gocHero wa 30JI B
H30K undopmaliusta 3a BCHYKH M3NR0SHA TIPOTOKONH H TEXHMTE CTAarycH 16 Hpodus Ha
3a00MBARETO.

7. Ha=suEEBT Ha paloTa [IpH ¢h3TaBaHe | perucrpupane Ha E-XIPOTOKOI € CHENACHO PaslACaHAS
B Pasnen II npouec.



Pazgen V.

JAEUHOCTH B P30K ITPH PABOTA C E-IIPOTOKOJI
B KOMHMCHA 3A EKCIIEPTH3A B P30K

[Mpunoxedyero 3a paboTa ¢ IPOTOKONH 32 OTHYCKaHE Ha JeKapcTBEHY NPOLYKTH, 3allaliany
o1 H30K/P3QK ¢ 0CHOBHMAT HHCTPYMEHT 32 paboTa Ha KOMHCHHTE 3a excnepTH3H B P3OK.

P30K npuema nocremanute E-mporokonw 2a nexkapereerH npoayktd oT rpyia IA/IB/IC, 3a
KOHTO ¢€ M3UCKB2 excrneptr3a oT Komucusta mo yn.78, 1.2 or 330 3 P3OK wm & ITY #a H30K.
Tonagennre E-mpoTokomu ce 3aiuMcBaT B HallMOHANEH perucrsp ,[Iporoxomn®. Otnagma
HeoOxogumoecTra oT pohuno BEEexiame B P30K wa wundopMmamusara o1 IpoToroanTe. B
H3KMOUMTEIHH CyYay CHCTeMaTa UMa GYHKIMOHANHOCT ¥ 32 BhBEMHJIAHE OT NOTpeOHTEN HA AaHHH
3a ,,JIpoToxomu“.

1. Hporokoan IB/IC Ba excnepraza B P3OK.

Crren 3anucsane Ha E-uporokon, koMucHsTa 110 ekcnepTHsd B P3OK pasraexna E-npoToxonH
IB/IC » m3RBpIIRA eKCIIEPTH3A HA JEKAPCTBEHWTE MPOAYKTH HA CROE 3aceaHue.

Ha Oazata na mewmapupapure KpM E-npotokon yHukanHg nomepa (HPH) na memmnmuCcKM
AOKyMeHTH (aMOynaTOpHHTE IMCTORE, SIHKPH3H, H3caeABaHHA), kouro chmiecrsypaT B H3HC,
NPHIOKEHAETO 33 paboTa ¢ MPOTOKONH H3IBEKNA CHABPKAHHETO Ha JOKYMEHTHTE 3a HYXKAMUTE Ha
MBrOTBSHE HA excuepTr3ara. CHABPIKAHKHETO HA JOKYMEHTHTE, KOHTO HAMAT eNeKTpodeH ¢opmat i
ca UpHKa4YeHH XbM E-mpoTokoia, € mocThIHO 3a ekcneprtute 3 P30K, xowte wm3swbpluear
eKCIIepTH3aTa.

B ciyyaii, 4e moganenaTa No eNeKTPOHEH IBT KOKYMEHTAIHS, ChITbTCTBAa E-nporoxona, ¢
HEAOCTaThYHA 3@ HYXNJIKTe Ha MEJHIMHCKATA €KCTEpTH3a WnM E-mpOTOKONGT € HEHPARHSINO
nonmbaHeH, Kommcuara B P30K, upez  madopMauMoHHaTa  CHCTEMAa,  YBEIOMsABA
CHEIAATACTA/CIICIHAIM3UPAHATE KOMHCHA, H OIpelielld NOJXOMANl CPOK 32 NpPeICTaBiHETO
HuM/m3xaBade Ha HOB E-mporokosm. Jlo npeacTapsHe Ha H3KCKAHMTE NOKYMEHTH/ HHGQODPMALHA HIH
H2JaBaHE HA HOR E-TipoToKON, CPOKBT 3a pazriexmage B komucusata 8 P3OK cnupa na teve.

1Ipu npaermHOo TOTENHEH E-IpOTOKON H YCTAHOBEHA TEAHOTE HA CHABTCTBAIIHTE ENCKTPOHHH
IOKyMeHTH, koMucusTa B P3OK m3pbpuira ekcrepTusa, cxobpasace pasgen Il a IV xa , [IpaBrismk
34 yc/0BUATA ¥ peja 3a pafoTa Ha KOMHCHHTE 34 excueprusd 3 P30K nipu otnyckase Ha nexkapcTsa
no  JIporoxon 3a  IpeAnHCBaHe HA  JIEKADCTBEHM  WpPONYKTH, 3a0ialiadd  oT
H3O0K/P30K" ({ipasunnux 3a P30K).

Cren m3BbpIIEHAaTa eKcnepTusa koMuensTta B P30OK mpemocraps Ha mmpextopa Ha P3OK
TIPOEKT Ha pellleHAe 33 YTBRPIKAABAHE/OTKA3 32 YIRBPXKIaBaHe Ha ,.lIpoToxon 3a nipennuceane Ha
nexapcTea, 3amnanasy oT P3OK/H30K™ B cpokosere, nocoyenu B [ipaguanura sa P3OK.

2. Mporokomu JA/IC Ha excriepruza g 1Y sa H30K
Cnen zanuceane Ha E-mporoxon TA/IC, noanexan #a excneprnza B 1Y Ha H3OK, xoMHCESTA
1o excneptusd B P3OK nacoura E-nporoxona IA/IC xbM Komuchata no wi.78, 1.2 330 B 1Y #Ha
H3O0K B cpox f0 5 AHM, CYHATAHO OT AATATa Ha OCTLIRaHeTO HM B P30K.
Crnen nolryeapafe Ha yrBapaeH oT Komuckara B I1Y wa H30K E-nporokon U pelIeERETO KBEM
Hero, P30OK ysegomara 30J] mo ¢AMH OT HOCOYEHHUTE OT HETO HAYHHH B Cpok J10 3 paboTHH THH OT
JIATATA Ha H3TABARETO HA PElleHHEeTO.
Exkecnepr B P3OK m3Bppluga cnennoto: _
- NPOBEPABA 34 HATHYAE HA APYT AKTHBEH NPOTOKOM (eJIEXTPOHEH ANH H3ANCH HA XapTHEH
HOCHTEN) H H3BHPHICHHTE OTILYCKAHU 110 HEro;
- BIIMCBA B E-OpoTokoaa “BamumeH or...” | ,,pamaged 10", 3a HauanHa JaTa Ha BaHIHOCT
Ha HOBKHA IIpOTOKGIL C¢ CYUHTA [araTa, CiaeaBalla Kpaﬁﬂam JaTta Ha BaTHAHOCT Ha CTApHA ITPOTOKOJ.
Hauanuata nara na sanuIgHOCT clleasa a Onie cro0paszeHa ¥ ¢ JaraTa Ha nocleAHOTO OTIYCKaHE Ha
JEKAPCTREHM MPOAYKTH Ha NMIETO, B CIIYUaMTe KOraTo Ce NMpob/Kara neuenneTo. Kpakinara aata

—




HA BajNMJIHOCT HAa IpoTOXONa ciefBa ma Oble chobpaseHa ChC Cpoka HA HA3HAYCHHETO OT
CICHHATACTA H CXEMATA HA IPHIOKEKKE IT0 KPaTKa XApaK TEPUCTHKA Ha JIEKapCTBEHMA NPOAYKT;

- B37IaneH E-TIpoTOKON 3a AHArHO3a, KOATO € HOBA H € PETHCTPHpaHa B HHPOPMaUUOHARTA
CHCTEMA, IOPH Ja He € BIKCAHA B eleKTPOoHHaTa perienTypia kurxka (EPK), ce onobpsasa.

3. Creni monmydaBase Ha OTKa3 3& yIBLpaaaane Ha E-nporokon ot komucuara B 1Y na H30K,
P30K yeenomsara 3071 e cpok nio 3 paGoTau mHE OT naTara Ha [ToNyyapane Ha peieRuero B P3OK.
Pemennero 3a 0TKa3 clensa ga ce BPbuM JIMYHO WK upe3 NhIHOoMOMHEK Ha 301 B cpok no 14 num.
Axo 30JI He ce 4BY 3a IIOMyIaBaHE HA PEIEHHETO 3a 0TKAa3, CBILOTO My CE M3IPAlla Mo MOIaTa ¢
ofpaTHa pasmAcKa.

Pazgea VI.

JEAHOCTHU B KOMHACHATYA 3A EKCTIEPTH3H 0O YJ1.78, T.2 330 B 11Y HA H30K
ITPH PABOTA C E-IIPOTOKOJI

Jeitnoctra Ha KoMucnaTa 3a excreprusy 1o wi.78, 1.2 330 B 11V na H30K e pernamentupana
B IJlaBa €EHagecera, pasjen 1, B yacT ,, Yclosua ¥ pej 3a IpeANHCBaHe Ha JIEKAPCTBEHH HPOIYKIH,
MEAHLHHCKH H3JACIHA ¥ IHeTHYHH XpaHH 3a CHCOHANEW MeJHIUMAcKH uemH” Ha HPJ 3a
MENHIHHCKATE AeHHROCTE W TRaRa ceaMa ,Excneprmsu® or Jlpasuanux 3a ycmpoucmeomo u
Oetinocmma Ha Hayuonarnama 3opasnoocuzypumenna kaca™.

Komucuara 8 LY na H30K pasrnexjia mocTenyiaTa 10 eNCKTPOHEH IHT MEAHUHMHCKA
JOKYMEHTALMSA, H3BBPIIEA eKCIepTH3a 1 npelicraea Ha yapasutens ua H30K npoext Ha penlearne
33 YTBBPXKAABaHe/OTKa3 34 YTBBIKAABAHE B CPOK /IO OBa Mecela, CHHTaHO OT JaTaTa Ha YCMEIMHO
nozaeare Ha E-npotoxon 8 P30K, xoraro Ha NHueTo He ¢a OTIYCKaH! O TO3H MOMEHT JIEKAPCTBEHH
IPOAYKTH 110 TIPOTOKOI 38 CBIUOTO 3afonmsaBane, H B 30-THEBeH CPOK IPH MOPEIHO KAHIMIATCTBAHE
ua 30JL

Ha Gazata Ha mexnapupanmte KbM E-npotoxon yHmkanau Homepa (HPH) Ha Memuimnckn
JOKYMeHTH (aMOYHIaTOpHHTE HHMCTORE, CIMUKPH3Y, HM3CIeNBaHMA), KOMTO chiecrsysar B H3HKC,
MIPHIOKEHAETO 32 paboTa ¢ MPOTOKOIN H3BEXKAA CHABDKAHHETO HA AOKYMEHTHTE 3a HYXKIUTe Ha
H3TOTBAHE Ha eKcnepTH3ata. ChIBPKAHHETO HA JOKYMEHTHTE, KOATO HAMAT eneKTpoHeH Gopmar K
ca mpukadeHd keM E-nporokona, ¢ mocrenmo 3a excueprute B H3OK, xouto H3pppmBaT
CKCIIePTH3ATA.

Cileq A3RBPINEAHE Ha EKCIIEPTH3A [10 PEACTABEHHTE foKyMenTH KomucuaTa 8 H30K usrorss
MOTHBHpaHM peIleHHs H Npeuara Ha yopaeurens Ha H30K:

- yIBbpKAaBsane Ha [ [poToKoH 3a MpenucBaHe Ha JEKapCeTRa;

- YTBBLPAKIABAHe ¢ NpoMenn Ha [IpOTOKONH 32 NPEIiTHCRAHE HA JIEKapCTRa;

- Aa He 0AG0DH IPEINHCAHATA TEPAIHA CHC CHOTBETHHS IEKAPCTBEH MPOAYKT, KATO NOCOYH
OCHOB@HHATA 32 TOBA,;

- 0TKa3 3a yrebpikIasane Ha IIpoTokon® B CiydauTe, KOTaro HE ca HAIHLEE BCHYKH
NpeanoCTARKH 3a OCHOBATETHOCT HA 3agBlieHHeTO.

3a BCAKO zacesaHe Ha xomucHATa no w78, 1.2 ot 330 B 1IY na H30K ce narorss obug
TIPOTOKOJ, BXIIOYBAL pasTyieAaHnTe E-IPOTOKONM H TPOEKTHTE HA PEIEHHA 32 BCEKH OT THX.

B13 0CHOBA HA MPpOTOKQIIA OT 3aceIaHUeTO HAa KOMHUCHATa, ynpasurens va H30K uznapa:

- PEIICHAE, B KOETO ¢€ IMOCOTBAT JIMNaTa, Ha KOWTO C¢ YTBBPIKIABAT/yTBEPIKIABAT ¢ IPOMCHH
B CHLOTBETHATE E-TIPOTOKOIINK;

- HHAHBAAYaTHA MOTHBUDAHY PELISHH 34 OTKa3 3a yTBbpKIaBaHe Ha E-poToxon;

- PCILCHHE 32 IPeKPATABAHE AHCTRICTO Ha YEBBPAEH TPOTOKON (B CirydauTe no un.69, anl ot
IV JTH30K).
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Pazpen VII.
CPOKOBE 3A YBEIOMSBAHE HA 30JI 3A CTATYC HA E-TPOTOKOJL

Hudopmares oTROCHO craTyca ua E-npotoxonure ce npepocerass oT P3OK ma 30J1, no
nocedeH ot 30J] vauuH. ‘
MndopmanusTa ce npenoctass Ha 30J1 (rin HA Heros IPEACTaBHTEN) CPelly HOKYMEHT 34
CaMOJIMYHOCT, B clly4yaunTe, pH konTo 30J1 e neknapupan TUMHO YBSAOMABAHE.
3a pesysrrara ot excneprazata B H30K, P3OK yrenomsra 301 8 cpok 0 3 paGoTru auu
OT JIaTaTa Ha H3/JaRaHeTo Ha permerueTo oT H30K no eauy oT cneapute HaunHu: 110 é-mail, Tenedon
¥nM Ha MscTo B P3OK.

Cren monmyJaBaHe Ha OTKa3 3a YTBBpKAaBaHe Ha E-npoToxon ot koMucudra B 1Y ma H30K,
P30K ypezomasa 30JI B cpok 1o 3 pabOTHY IHHM OT JaTara Ha NMojydaBaHe Ha pemenueTo B P3OK.
PentermeTo 3a 0TKa3 clie/iBa 1a ce Bph4H JIMYHO WIH Ype3 [baIRoMOonHEK Ha 3071 8 cpok Ao 14 aun.
Ako 30JI He ce 4BH 3a IIOJ[ydaBaHe Ha pellleHHeTO 3a OTKAas3, CBIHOTO MY CE W3Mpalia [0 NOMATA C
obpaTHa pasnHcKa.

" Pazgest VIIL.

NPEIACBAHE HA JEKAPCTBEHM ITPOJJYKTU YO YTBHPAEH E-TIPOTOKOJ
© OT OILY/CHMIL

Enexrponso mpeanEcaHie N0 yTBLpAeH E-npoToXod HMMAT npaBo Ja H344BAT JICKAPH OT
ITHMMIT 1 CUMII, ckmoammn aorosop ¢ P3OK/H30K n nexapy, paboTenss B neueCHUTE 3aBEACHAL
KbM MHHHCTEPCTBOTO HA MPABOCHAHETO -34 JIHIlA, THIIIEHH OT ¢BoDOMa.

1. Ilpn mpeanuceaHe Ha JeKApcTBEHM NTPOAYKTH 33 XpOHHMHIHO 3alonsBaHe Ha IMANUEHT, 3a
KOroTO MMa H37aJeH | YTRbPACH E-NpoTOXON, coenManH3upaHisIT coQTyep Ha H3haBallus JIeKap,
9pe3 eACKTPOHHA YCIIyTa IPaBH IPOBEPKa 33 HAMMIHE Ha BAJIHUICH IpoToKoN B cucreMmara Ha H30K,
3a 13 IOMYYH HOMEPA Ha IPOTOKOJA A FaHHKHTe oT Hero. [Ipn Hanryse Ha yTBBpAcH E-mpoTokod, ce
yznaBa EnexTpoHyo npeanucadne (e-mpeanycanee).

2. E-npexanucanye ce w3iaBa 3a XpoHUYHO 3a0onsiBane Ha HANMEHT, BIIUCAHO B S/IeKTPOHEATA
penenrTypHa kHmrka (EPK) ma 30711,

3. OIlJ] Bumucea auarkosarta ot Ipotokona B EPK, B cayya#l ye s nuncea B EPK.

4. E-npennHcanye ce H31aBA CAMO 3a AKTHEHE KbM [IaTaTa Ha IpeATHCaHAeTo Auaruo3n B EPK
# akTHBhY Bpe3ky HAa MKD ¢ nexapcTReHH NMpOAYKTH, MEAHUMHCKH H3/ASIHA H XpadH 32 CICIHATHA
MEJMITHHCKH Lie, 3amnamann ot H30K.

5. E-mipennmucanue ce U3aaBa camo 3a YTBLPACHH H aKTHBHU KBM JaTaTa Ha DpeNTHCaHneTo
E-nmpoToKomn.

6. B cny4aute Ha anynupas E-npotoxon, OIJ] agynrpa H3nangHO ¥ HEH3TBIHEHO SOMEHSHO
€JIEKTPOHHO NpeATTHcalie/MacTH Ha TPOHHO eIEKTPOHHO NIpeIITACaHKe.

7. B E-npemimcamnero ce Bricea HPH HOMep Ha E-npoTowrona, ka H6azaTta ua kKoHTo ce H31aRa
eleKTPOHHOTO MpeTHCAHHE.

Paznen IX.,
JEHHOCTH B AIITEKH IIPH PABOTA C E-TIPOTOKOJI
1. Ilpr A3OBIHEHHE HAa ENeKTPOHHO HpeAlmHcanue, U3faleHo ua Hasara sa E-nporoxomn,
anTexara, upes uperocrasena or H30OK enexrponHa yenyra, IpaEH DPOBEpKA B PErHCTHP TPOTOKOMM
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Ba H30K 32 KOpPeKTHOCT HA BIHCAHUTE B EIEKTPOHHOTO MPEAIMCAHHE NEKAPCTBEHH IIPOJYKTH,
MEAHIHHCKHA H3ACTHI M JIHCTHTHA XPaHH 32 CIEIHATHA MEIHIFHCKHE €Y X HasHaYeHa Tepanus.
EnexTpoHHaTa yciayra usuckea nogasane Ha HPH nomep na npearmmcanuero w HPH nomep na E-
IPOTOKOA.

2. TIpu H3BNHEHHE HA eNeKTPOHHO MpeAnucanKe Mo E-NpoToKol 0THaja 3aib/DKEHHETO HA
anTexaTa [a BIHCEA OTIYCHATHTE JIEKAPCTBA, MEIHIMHCKH M3JENHT W JHETHYHH XpaMH 3a
CTIEIMATHA MEJHLIEHCKA HEIM B IPOTOKOJ HA XaPTHEH HOCHTEN, B T.4 pa3neyaTka na E-npoToKor.

3. [Ipr m3oenHenMe HA CNSKTPOHHO IPENNUCARKE, aNTeKaTa HEe H3HCKBA HPEJCTABXHC Ha
TIPOTOKOJ Ha XapTHEH HOCHTEIT,

4, ArrteraTa He H3ECKBA KOIIKE Ha XapTHEH HOCHTEN Ha MPOTOKOI, KOETO }Ma ¢ ChLXPAHARA B
arnTeKara.

5. HeoBxoxuMA yCHOBHS 3a OTIYCKAHe Ha NeKAPCTBEHH IPOIYKTH, MEJMIIWHCKY U3eNud H
JMETHYHH XPaHH 33 CIEUHaTHN MEIAIMECKH (e, 32 KOHTO HMa H3/1aneH E-mpoToxom: '

- EJlexTpOHHO TpEANMCcaHne, K3paneno 1o E-npoTokol, Moxe Oa OBNE M3MBIHEHO CHEl
M3THYUAHE Ha BANIAHOCTTA HA IPOTOKONA, B Cay4ai e e H3JafeHO B PAMKUTE Ha CpOKa Ha BATTMIHOCT
Ha E-TpOTOKON ¥ HE € W3TEKbS 15 NHERAAS CPOK Ha BANHHOCT Ha ENCKTPOHHOTO NPCAITHCAHHNE;

- EPK na 30J1 e akrusHa K6M JaTaTa HA OTILYCKaHE Ha ICKAPCTBEHHUTE PO YKTH;

- MKE B enexTporHOTO npenuAcanie ¢ akTupEa B EPK xeM nartara Ha omycrcaﬂe Ha
NeKapcTBeHHUTE ITPOIYKTH;

- MarucTep-apMaleBTLT M2 aKTHBHA perucTpanis B perkcrepa Ha BOC;

- anTekara e AororopeH naprasop na P3OK/H30K ¢ BanuneH, akTHBEH NOMOROD;

- anTexata NPHTEXABA CIENHATM3HpPAH anTeyeH codTyep, 9pe3 KOUTO Aa ce OChINECTBH
HITBIHCHHCTO Ha C-NpeAIIHCaHHe;

- KOMYHSHKAIIMOHHA CREp3aHocT KbM HHTepHET, Hpe3 KOATO Ja CE€ OCBIECTEH
KOMYHHKAIHHTA MEKIY CTISMUAMHIHPAHMA MEAHIHHCKE cobpyep u cHeTeMara ra H30K,

- HallgvHe Ha KBATHGHIMpaH eleKTpOHEH NOIIHC.

Pazgen X.

CTAPTHPAHE HA NOJABAHE 110 EJEKTPOHEH II6T HA “IIPOTOKO.I 3A
HIMPETIIMCBAHE HA JIEKAPCTBA, 3AIIJAITAHHA OT H3OK/P30K”

1. Ot 01.06.2023 r. craprepa mogaeane Ha E-uporoxon IA/IB/IC, 3a xoHTO ce H3HCKBa
H3BBPIUBAHE HA eXCIEPTH3A 0T KomucuaTa no 4n.78, 1.2 3 [TY na H30K.

2. Jlexapure CHEUKANUCTH, YHBTO codTyepm ca ajalTHpaHd ¥ B TAX ca peayH3IMpanHd
npenocrasennte ot H30K enexrponnu yenyru, Morat ot 01.06.2023 1. na uznasat E-nporokons
IA/IB/IC E #a BOCTHIBAT PETHCTED “TIPOTOKONH™, CEIMIACHO PasmMCcAHUTe B pasien [, 1.6 npasa Ha
JIOCTHII.

3. UneHosere Ha croenHaTHIMpadd KOMHCHH OT JedeOBHW 3aBefcHus 3a OOMHHYHA MOMOI,
YHHTO COPTYEPH Ca aHaITHPAHH K B TAX ca peaiMsupanu npexocraerute oT H30K enexTpoHEH
yeryrd, morar ot 01.06.2023 r. za u3gasar E-npotoxomn 1A/IB/IC 1 na nocTeNMBAT per#cTh)
“TIpoToxoim™, ¢ChINIACHO pasiHcamnTe B pazzen I, T. 6 npasa Ha JocTbI.

4. B neproma no 30.06.2023 r. ce momycka w3aaBaHe Ha “lIpoTokon 3a mpeANHCBAHE Ha
nekaperea, saiamany or H30K/P30K™ Ha xapTaen HOCHTEN, 10 YCTAHOBEHHMA KbM MOMEHTA pe/,
3a KOUTO ce m3mucksa ekcneprusa or H30K/P30K B ciryuaii ye eneKTpoHHATa yClIyra 3a H3jaBane na
E-IIpOTOKON HE € peain3upaHa B MCOHLMHCKEA copryep,

5. TIpe3 npexomums mepwon, oT 01.06.2023 r. mo 30.06.2023 r., H3XaNERNTE HA XapTHEH
wocuTen nporokonu IA/IB/IC ce yreppxaaear B8 H30K no ycTaHoOBEHES KEM MOMEHTA DEl M ca
BAIANHE B CHOTBETCTBHE ¢ BIHCARHSA B TAX CPOK ,,BANWJIEH OT™ B ,.panayer go°. Ilo Tdx ce w3xaBaT
H HABIESABAT ISKTPOHHHE PSANHCAHHS TI0 YTBEPICHAL KM MOMEHTA pejl.

6. Tlpes npexomuma uepwon, or 01.06.2023 r. ao 30.06.2023 r., we ce XoxsagsaT H
OTCTPAHABAT IPENIKK W HECEOTBETCTBYA B paboTara Ha eJIEKTPOHHUTE NPOTOKOAK. I1pe3 TO3H NEPHOL,
1Ie ce A3BBLPIIH aNlanTalys Ha METHIWHCKHS W anTedeH coTyep, ¢ HEN NMPEMHEABAHE W30 KEM
H2OaBadH< Ha E'-HpDTOKDJI.



7. OcurypeHa e TEeXHHYECKA Bb3MOXHOCT 3a HOCTBI [0 HH(pOpMammira B pPErHCTHD
“IIpoTokonx’™ upes peanuzupana B Ilepconanusupanara nidopmarronsa cucrema (IIMC) cunpagka.
JOCTENET /10 cnpaBKarta € ChIJIaCHO pasMUCcaHHTe B pasnen I, T. 6 nmpaBa Ha NOCTHII, KATO 32
u3BnM4are Ha uEdopmaimara 3a 30JI v renepHpare Ha CIpaBKaTa ce RbBEXK/A!
- nekapu ot [TUMIT v CMMI] - naeutudukarop wa 30J1 u HPH Ha npotokon;
- antexd - HPH 1a penenrta 1 HPH Ha npotokomn;
8. Cnexn 01.07.2023 r. He ciienBa A2 OpAAT W34aBaHH HA XapTHEH HOCHTE) IIPOTOKOJIH, 32 KOUTO
ce u3BbpuIea excrneptria 8 PSOK/H30K.

HacTosamoTo yxazanue ga ce ceeae no 3uaumeto wa P30K, u3nbnHHTENHTe Ha MEAHUHHCKA
[IOMOII ¥ Ha IIPKTEXATEIATE Ha pa3pelleH e 32 K3BbPUIBAHE Ha THPrOBHA Ha XpebHO C JIEKapCTBEHH
IPOAYKTH B aniTeka, clunouuiyu gorosop ¢ H30K.





