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[image: image2.jpg]W3NCKBAHWA HA H30K
MPU U3AABAHE HA NPOTOKOJIU 3A NPOBEXAHE HA JIEYEHWUE C KOHBEHLIMOHAIHU ni
AHATOrOBW UHCYMNUHW NPU 3AXAPEH QUABET TUM 1

MpoTOKONbT Ce M3fasa OT CNEUMAanuCTH C KOA Ha cneuuanHocT 05 (egokpuHonorus u Gonectn
obmnanata) u 34 (netcka enpokpuHonorus u Gonectu Wa obmsHara), pabotewm no porosop ¢ H30K wunu
crneuvanuaupana komucus B neveBHn 3asegenust 3a GONHMYHA nomowl, CKNOMMNM porosop ¢ H3O!
CneumanuaupaHuTe KOMMCMM Ce Cb3asaT cbC 3anoses Ha AupekTopa Ha neveGHoTo 3asepenve (13)
KNMHKKa/oTAENEHWE N0 EHOOKPUHONOTHUS.

I. PEQl 3A 3ABEPABAHE HA NPOTOKO/IUTE

TPOTOKONH 3 KOHBEHUMOHANHA MHCYNIMHOBA TEPaNUs U NIPOTOKOMNY 33 NPOABIKABAHE HA TEPANUATA C GHANOOB
uHcvuHy o obwa aosa 80 IU

CNELMANKCT, CKIoMMN *NpoTOKON 32 NPeANUCBaKe Ha nekapcTsa,
\Rorosop ¢ H3OK —» | 3annawanu ot H3OK/P3OK" — 06p. M3-H30K [ P30K

MNpoToxonu 3a nosuMwasaHe Ha obuaTa 1032 (Ha KOHBEHUMOHANHM U AHANOTOBM UHCYNUHM) Hana 80 IU

*CTaHoBMWE OT EHAOKPUHOMOrA C ACHA MEAUUMHCKA Komucw
MOTUBaUMA 3a NGOGXQQHMOCWI OT ysenuvasawe Ha soK L
CReUManUCT, CKMoNUN Aosara
Rorosop ¢ H30K ——» | sAMBynatopeH nMcT/eTanHa enuKpM3a C  BCUYKM
Heobxoaumu  uacnensaHus  cwLobpasHo Tabn. 1 3asepka
(npunoxenue 2) P30K

*MpoTokon  3a  npeanuceaHe  Ha  nexapcrea,
sannauwanu ot H3OK/P30K™ - 06p. M3-H30K

chm MPOTOKONM 33 3ANOYBAHE HA TEPANUA C AHANOTOBIM MHCYNIMHM:
MPEMMHABAHE OT KOHBEHLMOHANIHW MHCYNIMHIA KM GHAIIOTOBH MHCYNUHM
® CMAHA HA €AWH OT NPUNAraHUTe KOHBEHLIMOHANHU WHCYNWHW C AHANOTos NPy 3anassane Ha APYruA npunaras
KOHBEHUMOHANEH MHCYNUH
*  CMSIHA HA @AWH C APYT BHANOTOB MHCYNMH

: *AmGynaTopeH nuct/etanHa  enuKkpM3a WM ‘

enukpu3a ot B/13 ¢ BecuukK HeOGXOAMMM M3CNIeaBaHNA
cwobpasHo Tabn. 1 (npunoxenue 2)

z:;g:ﬁnm, CKNIOYAT AOTOBOP C | ! [lombnHeHO 1 NoANMCaHO npunoxenue 1/ 1A Komucua no

g =‘Mlporokon 3a npeanuceaWe Ha  nexapcrsa, un.78,1. 2 o1
sannauwanm ot H3OK/P30K” ~ 06p. M3-H30K 330 8 Y Ha
H30K
wnm

*EKCMEPTHO  CTaHOBMIE C SICHA  MeAMUMHCKA 3asepxi B
MOTHBAUMA 3a HeoGXOAMMOCTTA OT 3anousaHe Ha P30K
TePanuA C aHanoroBu UHCYNUHKN

*Enukpusa or BJ13 ¢ BCuukm HeoBxoavmmu
n3cnensaHns cLobpasno Tabn.1 (npunoxewne 2)
CNEUManM3MpaKa KoMMCHA ——» | *MonunHexo u noanucako npunoxenue 1/1A
*Mpotokon 3a npegnuceaWe Ha  nexapcTea,
3annawanu ot H3OKP3OK" - obp. M3-H30K
(NoANKMCaK OT YneHoBETE Ha KoMUCHATA)

% M3UCKBAHUA HA HIOK NPU U3MABAHE HA NPOTOKO/MA 3A MIEYEHWE HA 3AXAPEH MABET TUN 1 B U3BLHEONHUIHATA FIOMO




[image: image3.jpg]Il. OBLUY NONOXKEHUA
1. 33011 nopasa noaroTeenute AokyMenTn 8 P3OK, Ha TepuTopusiTa Ha KOATO e Hanpasuno usGop Ha
[lokymeHTHTe BKNIOMBAT:
1.1 3assnenme a0 flupextopa Ha P30K.
1.2 MonbnHeHo ¥ noanucaHo npunoxexne 1/ 1A — CLOTBETHO Ha NEYEHMETO, 3a KOETO ce KaHauaa
Monbnsa ce NO CbOTBETHATA TOUKA W CE NPWNAra OTPaleHaTa B UM(POB WHAEKC MEAMLMHCKA AOKYMEHTaLW:
YAOCTOBEPABALLA BCEKM €AUH OT KpUTEpUUTE.
1.3 NMunumat Habop uscneaBaHus ((PUIUKANHW, MHCTPYMEHTANHW U NabopaTopHu), OTpaseH B npunoxexue 2
[AaBHOCT 10 @AKH Mecel.
1.4 “NpoToxon 3a npeanucBaKe Ha nekapcrsa, 3annawanu ot H30OKIP30K' — o6p. M3-H30K, usnagen
nexaps cneunanuct. Mpu HeoBXoAMMOCT OT ekcnepTusa oT Komucusta no un. 78, 7.2 ot 330, P30K usnpawa
H30K xonve Ha npoTokona. MPOTOKONTLT 3ALMKATENHO Ce NOANMCBA OT BCHIKN WNIEHOBE HA KOMMCHSITA B CriyMair
nocoyenn e T. |
1.5 Konue OT NpeaxoXpaliu NPOTOKONW/ PEUENTYpHa KHWKKA, OT KOMTO € BUAHO NPOBEAGHO neweHue
KOMBEHLIMOHAMHY MHCYNMHU NOHe 33 NOCNEAHNTE B MeCeua Npean npeanaraxaTa cmsHa. Mpotokonute cneasa
:\ OTPA3eHN MINBNHEHUA Ha peLenTu.

1.6 3a uHpopMUpaHo cernacue no obpasey (npum 3)

1.7 4- msmwmaaoﬂuuumcmmmnmrm.moxwmm
2.P n ROKyMeHTUTE NO T. 1 Cnea cnpaeka OTHOCHO WWM‘M“ craryc Ha 330/,
3. fo Ha pewenue OT komucusTa B LIY Ha H30K NPOALIDKABA NeYeHwe C nexapcrsel
nmcmnwmnmmumnnmmﬂl ‘Ha mon6ara u nokymeHTuTe B P30K.

4, ONWCAHMAT MbAEH KOMNNEKT AOKYMEHTH Ce M3UCKEa B cnyvanTe, NpU KOMTO e yKa3aHa HeobGXoammocT
pewenue Ha Komucws 3a excnepuau 8 P3OK unu Kommcusita no un. 78, 7. 2 ot 330 8 LIY na H3OK. Mpw sase)
8 P30K ce NpeAcTaBs NPpOTOKONa U KONMe OT aMByNaTopHMs NUCT OT NOCNEAHUR NPErNea NPU CNeUManmcT.

TMpu nayuermu ¢ HaswaveHa mepanus & vyw6ura da ce npedcmaeam meduyuncku dokymenmu ¢ daeHocm do *
meceua npedu kandudamcmeane.

% M3UCKBAHNA HA HIOK NPV M3JABAHE HA NPOTOKONIN 3A NIEYEHVE HA SAXAPEH IMABET TN 1 B U3BLHEONHIIHATA m«o«i
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NIUCT 3A ONPEAENSAHE HA KPUTEPUUTE 3A NPOBEXIAHE HA IEYEHUE C AHATIOTOBW UHCYNUH
NPU BONHU HAJL 18 I'. CbC 3AXAPEH AVABET TUN 1

[we: [eM] [ [ [ [ [ [ [ [ I

3abenexxa: meduuuHckama OOKyMeHMauus, yOOCMIOSEPSEALa SCeKUu OM KPumepuume, e nocoveWa ¢ uugppa e uwdexc |
3a0BKUMENHO NPUAPYKAGE HACMOAUOMO NPUNOKEHUE

Mpw 3axapen anaber TN 1 CPEACTBO Ha M3BOP € MHTEeHaUDULMPaNOTO Basanto-6onycHo neuenme ¢
BbP30AEACTBALY MHCYNMH Npeau BCAKO xpanene n NPH MHCYNUH, OCBEH B CyNauTe KOraTo: NAUMeHTLT He Xenae
NPOBEXAAHE HA MHTEHINGUUMPAHO NEYEHIE; MLBKABOCTTA B EXE/HEBUETO HE @ OT 3HAUEHUeE; NP BICOK OCTATBYEH
CeKpeTopeH kanauuteT Ha Geta knerkuTe.

Kpurepuu 3a 3anousaHe Ha nevenue c awanorosu uwcynuuu - 330/1 cneaea aa ca nposenu nowe 6 Meceu
NEYEHNE C KOHBEHLIMOHANHYM MHCYNIMHM (YAOCTOBEPEHO C KONWE OT CTap NpoTokon). Mpu npemuHaBaHe KbM aHan:
H30K 3annawa ofwa R03a, CLOTBETCTBAWA Ha MINONIBAHATA A0 MOMEHTA. Mpu HEOBXOAMMOCT OT 3anouBake
no-auc*umu A Ce NPeAcTaBM 3aALNGOUEHA MEAMUMHCKA aPryMENTALUS 3a TOBa.

A. KPUTEPUM 3A TPEMWHABAHE OT KOHBEHUMW BbP30JENCTBALL MHCYNUH H*
SBNW WHCYNUHOB AHANOT UMK OT EAVH EBPEMCTBMH WMHCYNWHOB AHANOT HA APY|
(HEOBXOAMMO @ HanNU4Me Ha NOHE TPH OT KpUTepuuTe)

1 | Now meraGonuren kontpon HeA:C Han 9%, ot nabopatopus, ceptucuumMpana no BHCBOK)'

HeBLIMOXHOCT 3 OBNaAsBaHe Ha NOCTNPAHANANIHWTE XMNEPrNUKEMMM C KOHBEHLMOHAITEH
2 Gbpﬁmﬁcl‘um WHCYNUH UMW C Npunaranms Gbp3oAeRCTBalL aHanor (YAOCTOBEPEHO C KpbBHO-3axapeH

npon)*

3 | Uectm anesnu xunornukemun *

4 | 3atnweasane (MTM Hag 30 kriv®) *

Topurunanta Gnanka oT NaGOPATOPHO MICAEABANE C NOANNC M Nevar Ha nexapA M N3 win 3aBEPeHO Konwe (8 Criyvad, ve e 8nucano 6
mmmcdwmdﬂm NPedU KaHOUOAMCMBAHEMO HE B HEOBXOOUMO N Ha nabopamopra bnarxa).

npurmwma 6nakKa OT KPBBHO-3aXapeH NPODUN € NOHE TPH IMEPEHN KPBBHY 3aXapk C NOCOYEHN YACOBE HA HICNEABAHNATA C
NOANKC K NEevaT Ha nexaps u J13 win 3aBepeHo Konue (6 Cr1ywal, Ye ca enucany 8 enukpusa ¢ daswocm 0o 1 mec. npedu
Mudawmmmo He 8 HeoBxodumo npedcmaenremo Ha nabopamopHu Bnanku).

* aHeBHMK 32 CAMOKOHTON Ha ‘GONHiA, 3aBEPeH OT NEKYBALNA EHAKDRHONOF (IPWIOKeHUE 4)

amBynaTopen NMCT/ETANKE eNuKPU3a OT NPErNea NP CeuManicT /enukpusa ot B3 C AaHHW OT aHAMHE3aTa, COMATHIHMR CTATYC W
oTpaseHo Terno, pueT u UTM &

5. KPUTEPUMN 3A NPEMUHABAHE OT KOHBEHLIMOHATTHA MHCYNIMHOBA CMEC HA MHCYIMHOBA
AHATNOIOBA CMEC MW OT EQHA AHATIOITOBA CMEC HA [IPYTA (3agbrmkuTeneH e KpuTepui 2 nioc noHe Asj
OT ocTaHanure m

1 | Now meraGonuren KowTpon (HeA:C vaa 9% o naboparopus, cepruduLipana no BHCBOK)'

2 HesbamoxHocT 3a OBaARBanHe Ha NoCTNpaHananHuTe xumpmum C KOHBEHLMOHANHN MHCYNIMHOBH
GMiech w1 G NpANATANTa WHCYWIOB BHANOrosa e

3 | Hanuame Ha uecTi XMNOFIMKEMAM (AHEBHWHOWHK) *

4 | 3aTnecTaBaMe (UTM Hap 30 krim®) *

" opurwnana 6nanxa oT N1aGOPATOPHO WICTIEABANE C NOAMKC M NENAT Ha NeKapn W J13 AN SABEPENO KONWe (8 CAyVal, Y6 & BUCaHD &
gnumm.cannoundu 1 mec. npedu kaHdudamcmeanemo He & Heobxodumo npedcmassHemo Ha nabopamopHa 6nakka).
OpUrHanKa 6nanka OT KPBLBHO-3aXaPeH NPODIA C NOHE TPH MIMEPEHH KPBLBHN IAXAPH C NOCOYEHM YACOBE HA ICTBABAHWATA C
MOANKC W nevaT Ha nekaps u 13 wnu 3aBepeHo Konve (8 Cyvad, Ye ca Bnucany @ enukpusa c daeHocm 8o 1 Mec. npedu
He e HeoGX0JUMO NPeAcMaenHemo Ha NaBoPamopHu GNanKu).
‘mnu: 38 CAMOKOHTPON Ha GONKNA, 3aBEPEH OT NEKYBALIMA EHAOKDUHONOT (MPUNOXEHUE 4)

* amBynatopen nucrletanna muwl OT Npernea Npu cneunanmct/ enuxkpnaa o1 BI13 ¢ 4aHHN OT aHaMHEIATa, COMATUNHUA CTATYC W
oTpaseno Terno, pucr u UTM

b MSMCKBAHIA HA H3OK MPU U3NABAHE HA NPOTOKO/M 3A NEYEHME HA SAXAPEH MABET TUI 1 B USBBHBONHUYHATA NOMOLY




[image: image5.jpg]B. KPUTEPWM 3A NPEMUHABAHE OT BA3ANEH YOBELLKW HCYNH HA IbNTOAENCTBALL
MHCYNIMHOB AHATOI MNM OT EAUH ABLNIOAEUCTBALL MHCYSIMHOB AHANOT HA APYT B PAMKUTE HA
WHTE3UOULIMPAHO UHCYNIMHOBO NEYEHUE (Heobxoammo e Hanuume Ha NoHe ABa OT KpuTepuuTe):

1

2 | Kpwewa aaxap cyTpun Ha rnaamo Kaa 10.0 mmoln ?
3 | Hanuuue Ha HOWHK xummnu°

b3 W3CNeABaKE C NOANKC W NEYaT Ha nexaps u /13 W 3aBEPEHO KONUe (6 Criyval, Y @ BMUCaHO &
n Kandudamemeanemo npedcmaesnemo wa nabopamopra GnarKa).

Now meTaGonuTen konTpon (HeAC Haa 9 % ot nabopaTopus, cepTudmumpana no BHCBOK)' g:

....B AHeBHa fo3a

mﬁnmmunowmc

NOANKC Ha CneynanucTa: ...

.
% W3MCKBAHINA HA HIOK NPY MBIABAHE HA MPOTOKONN 3A NEYEHVE HA SAXAPEH IMAGET THM 1 B U3BLHEONHUUHATA nomug




[image: image6.jpg]JIACT 3A ONPERENAHE HA KPUTEPUWUTE 3A NPOBEXAHE HA NEYEHUE C AHANOrOBU HHCYIIHH4
NPU AELUA RO 18 . CbC 3AXAPEH AWABET TUM 1

Wme: ErH

3abenewxa: meduyuHcKama OOKyMeHMauus, yOOCMOSEPAGAWA 6CEKU OM KPUMEpUUME, @ MocoNeHa C uudpa 6 UHOeKC L
3a0BAKUMENHO NPUOPYXaea HACMORUOMO NPUNOXEHUE.

Mpu 3axapex auaber npu aeua ao 18 r. CpeacTBO Ha U3GO e uHTeHsMMUMpaHoTo GasanHo-BonycHo nevewue
B1PI0ASACTBALL MHCYNMH NPEAU BCAKO XpaHeHe u NPH UHCYNnuH.

A. KPUTEPUM 3A MPEMUHABAHE OT KOHBEHUMOHANEH BbLP30OAEWCTBALL WHCYNUH H
EbP30JIEACTBALL WHCYNIMHOB AHANOT UNU OT EAVH BbP3 WHCYNUHOB AHATOT HA A
(HeoBX0AUMO e Hanu'Me Ha NoHe eAMH OT KpUTepUITe) 5

38 0BNAZABAHE HA NOCTNPAHAMANHMTE XMNEPITIMKEMMUM C KOHBEHLMOHANEH

1 (Gbp3oAeiCTBaLY MHCYNUH * (YAOCTOBEPEHO C KPBLBHO-3axapeH npodn)

2 | Hanuuue na yectu xunornukemum

i OopuruHania 6nanxa OT MICNEABAH KPBBHO-3aXaPeH NPODUN WM 33BEPEHO KONUe (8 CAYval, 48 Ca 8nucaHu & enuxkpu3a ¢ daewocm Ag
1 Mec. npeOU KaHOUOBMCMBAHEMO HE € HEOBX0OUMO NPEACMAEAHEMO Ha NAGOPAMOPHU GNaHKU).
¥ AHEBHAK 33 CAMOKOTPON Ha GOMHWR, ABEPEN OT NEKYBALLIMA EHAKDAHONOT (TPUNON@HE 4 HE HACTIORLIUME USUCKEEHUR)

_B. KPUTEPUM 3A NPEMUHABAHE OT KOHBEHLIMOHANHA MHCYNIMHOBA CMEC HA MHCYNIMHOBA
AHATIOIOBA CMEC UNK OT E[JHA AHAJIOTOBA CMEC HA [IPYI'A (He06X0ANMO e Hanuume Ha roHe eamuH ot
KpuTepuuTe) i i

4 | HeBL3MOXHOCT 33 0BNBASBANE Ha NOCTNPAHAMANHMTE XMNEPINUKEMMH C KOHBEHLNOHANHM UHCYTMHOBH
cmech ' (yRocToBepeHo c kpbBHO-3axapeH npodun)

2 | Hanuuue Ha YecTi XMnornukemin *

T opurunanna Gnanka ot u: M KpLBHO-3AXAPEH NPODKN WA 38BEPEHO KONWe (8 Criyvall, Ye ca enucany 8 enuxpula ¢ dasHocm Og
1 mec. npedu HO © HBOGXO0UMO NPeOCMassHemo Ha NaBopamopHU GNanKL).
AMEBHHUK 33 CAMOKOKTPON Ha 19, 3ABEPEH OT JIEKYBALUAA BHAOKDHHOIOT (IPUIIOKEHUE 4 HE HECMIOALYUME USUCKBAHUS)

Hcymmmpuu mﬂgm% OT BA3ANEH YOBELUKU MHCYNMH HA [TbNrOAEUCTBALL
[ B AHAMOT W1 OT EAMH AbNrOAEACTBALL MHCY/IMHOB AHATNOT HA IPYI B PAMKUTE HA
MHTE!HOWW JIEYEHVE (HeoB6X0AMMO € Hanuume Ha NOHE eAMH OT KpuTepuuTe):

1| Kpuena wu?m :mmwbmmdﬂ'

2 | Hanuiue Ha HoLHY XHnOrTIMKeMUM *

] Mec. rpedu KaHOUOBMCaaHEMO HE @ HeoKoouMO

‘wummmmuuwwmmmwmm«w e ca enucaHu & enuxpusa ¢ daerHocm A
Z QUM npedcmaesHemo Ha nabopamopHu Granu).
AHEBHUK 33 CAMOKOHTPON Ha GONHWA, 33BEPEH OT NEKYBALLMA EHAOKDUHONOT (MPUNCKENUE 4 HA HACTORLLUME USUCKEaHUST)

OTroBaps Ha KpUTepUKTe 3a nevennetoc ... et B AHeBHa no3a

MOANKUC Ha cneuranucTa:. .

@ MBUCKBAHIS HA H3OK NPU U3MABAHE HA NPOTOKONNA 3A NEYEHWE HA 3AXAPEH IMABET TUM 1 B U3BLHBONHUIHATA M




[image: image7.jpg]1. NEYEBHO-AUATHOCTUYEH ANFOPUTBM

1.JIEKAPCTBEHM MPOAYKTU, sxniovenn 8 lpunoxewne 1 wa [UIC, xowro H3OK szannawa s
CBOTBETCTBUE C ACHCTBALYUTE HOPMATUBHY AOKYMEHTH.

DDD no C30/ TepanesTuyen kypc — 401U
Rosupoeata Tpabea Aa ce onpeaens OT nekap chobPa3HO HyXAUTe Ha NaLMeHTa W ce Cbobpasnsa ¢ BUAa Ha MHCYNUHE,
CKOPOCTTA HA HACTBNBAHE Ha EHEKTA U NPOABLIKMTENHOCTTA HA ACHCTBUETO.

2. NPOCNEAABAHE - CbInacHo KpaTkuTe XapakTepucTukv Ha NexapcTBEHUTE NPOAYKTH

Tabn. 1 .
INN :r;‘.f‘:ﬁf.":“‘; NPEAM 3ANOYBAHE * KOHTPON - Ha 6 mece:
INSULIN HUMAN KpbBHO-3aXxapeH npodun : KpbBHO-3axapeH npodun
i HeA:C or nabopatopusi, HeAC
4C ot nabopartopus, cepTuciumpana
INSULINLISPRO ::::)i“mﬂm BHCBO‘ no BHCBOK, kpbeHo-saxapeH npgicun
He ce npunara - o I
npyW nuya noa 2
y| oA ~2a HBAC or nabopatopus
6bp3oaeiicTaawy; i . HBA:C ot nabopaTopus, cepTudunpara
INSULIN ASPART | FBPSS v upmd:‘umn“an 10 BHCBOK, kpsmo- | 1t e saxaper np‘&‘m n
i npu nuua noa 10 b
roAuHM — 3a
MMKCTYPa
INSULIN ©............ [ He.cenpunara | HBA:C ot naGopatopun, HeA(C ot nabopaTopws, cepruciimpana
GLULISINE "rc;.;n::m noa & :grmunpana no EHCBAK, dpweso- no BHCBOK, kpueHo-3axapeH npﬁw\
INSULIN He ce npunara HeAC ot nabopatopus, HBA(C ot nabopatopus, pana
npu nuua nop 6 ceptudmumpana no BHCBOK, kpbeHo- 2
GLARGINE roim saxapen npopun no BHCBOK, kpbBHO-3axape n
He ce npunara HeA;C ot nabopatopus,
INSULIN DETEMIR | npu nuua nop 2 ceprudmumpana no BHCBOK, kpbaHo- :‘:Asfcusro";u.@ww%smp o n¢ e
TOAMHY __| saxapew npocpun v 1

* MocoyeHnTe MICNEABAHMA Ca JAABLIKMTENNN 3a NMua Haa 18 r.; 3a Aeua Ao 18 . Ce NPeACTaBs camo
npodun. MpeacTasAT ce Ha opuruHanHa naopatopka Gnarka wn 3a8epero konue. B Cnyuail, ve Ca BNUCAHM B eNUKPU3A C AaBH
A0 1 MEC. A0 AATATa HA HIABBANHE HA NPOTOKONE HE @ HEOBXOAUMO NPEACTABAHETO Ha NABOPATOPHU Bnakw,

II. OBLLY UBUCKBAHUA

1. Bu3pacToBaTa rpaHMUa Ce MIUWCNSBa B HABLPWEHN TOAVHM - T.e. BKNIOMMTENHO KbM AaTata Ha M3nasae
NPOTOKON@ OT CELMANKIUPAHATE KOMUCHA. bl

2. Mpu HasHauasaKe Ha TEPaNNA NO NPOTOKON 3ARLIKUTENHO Ce CLOBPAIRBAT BLIPACTOBUTE OTPAHUNEHUS, ChIT
KpaTKaTa XapakTepuCTUKA Ha CLOTBETHMA NEKapCTBEH NPOAYKT, yTBLPAEHA NO peaa Ha SNMXM.

3. H30K He 3annai(a neveHme C R03M HAA MaKCUMAITHO Pa3PeLIEHUTE NO KPATKA XapaKTePUCTHKA Ha NPOAYKTa.

4. H30K He 3annalua Ne4YeHue MIBLH yKasaHaTa BL3PACTOBA FPAHMLIA B KDATKATA XaPAKTEPUCTUKA Ha NPOAYKTa.

5. B cnyvail Ha HAaCTBLNWNG MOA0IMPAHA HEXENaKa NEKapCTBEHa peakLs, NEeKapAT yeeaomasa MAN no peaa Ha un. 1
ot 3/IMXM. Konue oT cbOBLIBHMETO Ce Npunara KuM MeaMLMHCKaTa AoKyMenTauus Ha 33071 npu KaMawaaTCTsaHe
nevenue.

6. MPU CNEUMAIUCTA, curn. un. 152 B, 1. 1 ot HPJ] 3a MeauumMHckuTe pedHocTy 2012 r. (o6u. B8 1B 6p. 3
10.01.2012 r.), Ha 33011, Ha KOUTO Ca M3AABAHM NPOTOKONK MO PEAA HA HACTORLUMTE WIUCKBAHWA, CNEABa Aa
NPMNAraT BCHYKM HEOBXOAMMM NOKYMEHTH Karo: ambynatopHATe NWCTOBE OT MIBLPLIEHUTE Nperneam,
EKIEMNAISP OT MIAAAEHWTE NPOTOKONM, KOMMS OT ENUKPM3N, EKCTIEPTHM CTAHOBULLA W APYTH AOKYMEHTH, KOWTO
OCHOBaHWe 3a W3NaBAHE Ha MPOTOKOS, BCMYKM M3NCKBAWM CE M3CNEABAHWRA, konue OT npunoxexue 1/ 1A i
HaCTOAWMTE UIUCKBAHUA NOMBLIHEHO NO CLOTBETHATA TOUKA, NOANUCAHO OT CNELMANWCTA, U3AAN NPOTOKONa.

Hacmoswume usuckeanus ca paspabomenu wa ocroearue 4n. 55 om HP/ 3a Meduuurckume dednocmu 2012 200uni
(06H. 1B 6p. 3/10.01.2012 2.). u enusam e cuna om 01 peepyapu 2012 2., cbanacko un. 10 Ha Haped6a Ne 10 om 24
mapm 2009 2. 3a ycnoeusma u peda 3a 3annaujare Ha nexkapcmeenu npodykmu no yn. 262, an. 5, m. 1 om 3akona
JieKapcimeeHume npodyKmu 8 XyMaHHama MeJuUuHa, Ha MEOUUUHCKU U3OeNUs U Ha UemuyHU XpaHu 38 creyuant
meduuurcku uenu (06H. 1B, 6p. 31 om 2007 2.).

.
@ VM3MCKBAHNA HA HIOK NPY M3NABAHE HA MIPOTOKOMMN 3A NEYEHVE HA SAXAPEH IMABET THIM 1B M3BLHEONHUYHATA nomoul




[image: image8.jpg]oy

OEKNAPALMA 3A UHOPOPMUPAHO CBITTACUE C UBUCKBAHUATA 3A 3ANOYBAHE/ NPOALINKABAHE HA
NEYEHUETO C NEKAPCTBEHWA NPOAYKT

A3 gonynoanucanuaT/ara

MPOAYKT. " .. WM Cneg Kkato nomyuMx w3yepnaren:
OTT0B0PK HA NOCTABEHHTE OT MeH BBPOCH, ACKAPYPAM je:

mmlﬁﬁumcwmuunpmmowm ymmmmmmcmpcruux

1. lle cnassam npenopbyaHaTa MM CXEMa Ha NEYEHUE U NEPUOANMHOCT Ha KOHTPONHUTE Nperneau.

2. PepoBHO e Ce ABABAM Ha KOHTPONHM NPErNeny v HAMA 4a NPOMEHSM CAMOBONHO MNM NOZ APYTo
BHYWIEHIE Ha3HayeHaTa My Tepanns.

3. Tpu npeycTaHoBABaHE Ha NEYSHNETO MO NPU{MHN, WI‘M OT pewexneTo nh Komucusita 3a
.. excnepTusu 8 P3OK w/iunu Komucwsta no un. 78, 7.2 ¢
1 P30K v we supua 8 P3OK nocneguus npotokon, qmm nonyuasarn/a NexapcTBeHs NPoAy)

4. Ty HECTIa3BaHEe Ha NOCOMEHNTE YCIIOBUR NENEHHETO Hhc YNIOMEHaTUsA NEKapCTBEH NPOAYKT e 6
NPEKPATEHO U HAMA Aa UMaM NpeTeHuun Kbm H3OK.

Dara:.....

Heknaparop:....

(ume, npeanme u ¢luwm7

Moanuc:.

% VMBUCKBAHWUA HA HIOK NP U3JABAHE HA NPOTOKONM 3A NEYEHME HA 3AXAPEH JWMABET TWN 1 B MSBBLHEONHUUHATA nouou‘
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Bk 3An | WHCYNMHOBY 031 HUBO HA KPBHATA 3AXAP i
H
mmm"nuu‘mmgggggggég 3a6enexia
HEHHHEHE

Heobxodumo e Oa ce ombenssea ecsika npomaHa 8 G03ama W unu 6Uda Ha UHCYNUHA.
mem'ummmmwmmmo«nmmmmmmmmmﬁ
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[iHEBHMKLT 3a CAMOKOHTPON € 3aBepeH oT:
MOANKC HA CNELMANKUCTA:. ..

@ V3UCKBAHIA HA H3OK NPV M3NABAHE HA NPOTOKONN 3A NEYEHVE HA 3AXAPEH AMABET TUN 1 B U3BLHBEOHUMHATA





