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- 3A SIEYEHME PA3CTPOVNCTBA HA OBMSHATA HA MEATA

B USBHLHBEONHU4YHATA NOMOLL,



M3UCKBAHUA HA H3O0K NPU U3AABAHE HA NMPOTOKOJU 3A NPOBEXAAHE NNIEYEHUE HA
PA3CTPOUCTBA HA OEMSAHATA HA MEATA (BEOJNIECT HA WILSON)

MpoTokoNbT ce M3gaBa OT cneuuanuaupaHa KoMMcus B ne4yebHu 3aBegeHus 3a 60NHUYHA NOMOLY, CKNIOYUNKU
norosop ¢ H30K. CneunanuaMpaHute KOMMUCUMMK Ce Cb3faBaT CbC 3anosBea Ha aupektopa Ha J13: Knunuka no
ractpoeHTeponorua CBAJIAB ,Mpod. a-p MeaH Mutes — rp. Cocus, KnuHuka no ractpoeHteponorus YMBAJ ,Cs.
MBan Punckn” — rp. Coduna, Knunuka no ractpoenteponorus YMBAJT ,Cs. MapuHa” — rp. BapHa, KnuHuka no
ractpoeHTeponorus YMBAN ,Cs. leopru” — rp. Mnoeaus, KnuHuka no ractpoeHteponorus YMBAJT ,a-p leopru
CrpaHcku” — rp. MneseH, Knuiuka no Hesponorus YMBAJ ,Anekcanapoecka” — rp. Cocus; KnuHuka no neguatpus
YMBAT ,Cs. l'eopru” — rp. Mnoeaue 3a neyexune Ha nuua nog 18 roavHu.

I. PEQ, 3A 3ABEPABAHE HA MPOTOKOJNUTE

lMpoTokonu 3a 3ano4BaHe Ha TepanusaTa
lMpoTokonu 3a npoMsiHa Ha TepanusTa — yBenu4yeHue Ha no3sa

= MeauuUMHCKa JOKyMEHTaLuus, NOTBbpXAaBalla KpUTepuuTe No npunoxexHue 1 u
BCUYKM HeobxoauMK uscneaBaHus, cbobpasHo npunoxeHue 2
CNEUMANU3UPAH »| = PeweHue Ha cneuuann3MpaHa KOMUCHS C ICHa MEAWULIMHCKA MOTUBALIMS
A KOMUcus = “lpoTokon 3a npeannceaHe Ha nekapcTea, sannawanu ot H3OK/P3OK” — o6p. M3-
H30K
Komucus no un. 78, 1. 2 3aBepka Ha npoTokona B
oT 330 B LIY Ha H30K » p30K

MpoTokonu 3a npoAbLMKaBaHe Ha TepanusiTa

= “lpoTokon 3a npeanuceBaHe Ha nekapcTea,
CNEUUANU3UPAHA sannawanm ot H3OK/P3OK” —06p: M3~ - * / ficep 3aBepka Ha NnpoTokona B

KOMUCHUA | H30K Tre e P30K

A 4

Il. OBLLY NMONOXEHUA

1. E-npoTokon ce u3gaBa OT YNIEHOBE Ha CNeLUanu3upaHu KOMUCHUW B NnevebHu 3aBefeHusi, okassawm GONHUYHA MeAULMHCKA
nomow (f136M) Ha ocHosakue ,Peluenne Ha cneunanuanpana komucus no Allp Ne 38 ,OnpeaensiHe Ha NnaH Ha NeveHne U NPocnessBaHe
Ha TepanesTU4HWA OTrOBOP NPW NaLWeHTW, NonyyasBal CKLNOCTPyBalM neKapcTBEHW MPOAYKTW NO pepa Ha un. 78, 1. 2 330" B
cwoTBETCTBME C HacToAwmTe UsucksaHua Ha H3OK, kaTo nbpeusT npoTokon ce u3aasa 3a Nepuoa Ao 180 AHW, a BCeku cneaBaLl NPOTOKON
MOXe Aa ce u3pasa 3a nepuoa Ao 365 aHu.

2. 3npaBHOOCUIYPEHOTO NULle YAOCTOBEpPsiBa C Noanuca cu B ,PeleHne Ha cneyuanuanupaHa KOMUCHs* no Alp Ne 38: cneaHoTo:
~Kenas Aa mu Gbae 0400peHo neyeHue C NEKapCTBEHUN NPOAYKT, KaTO AeKNapupam, Ye CbM YBEAOMEH 33 AEWCTBUETO HA Ha3HauyeHaTa
NekapcTBeHa Tepanus ¥ faBam MHCOPMUPAHO cbrnacue cbliyata Aa Mu 6bae npunaraHa®; ,CurnaceH/a CbM 3a U3NON3BAHE HA NUYHUTE MU
AaHHW 3a uenuTe Ha ekcnepTusara“; ,)Kenas pa 6b4a yBesomeH/a 3a pesynTara oT ekcnepTtusata ot P3OK no eAnH OT CriegHUTE HauMHU: No
e-mail, TenecoH unu Ha macto 8 P30K"; ,Pa3peluiaBam A0CTbN A0 €EKTPOHHOTO MU 3APaBHO A0CHE",

3. MNpeau cTapTupaHe Ha npoueca no uapaeaHe Ha E-npotokon wa 30J1, cneuwanusnpaHata KOMUCHS chep nony4yeHo paspelleHue 3a
AocTen oT 301 A0 eNnekTPOHHOTO My 3APaBHO AOCHE, NPaBU CripaBKka Mo ENEKTPOHEH NBT 33 U3AaAEHN NPEAXOAHN NPOTOKONM, NO ChbiLUS
npocun Ha 3abonsisane. MpouecsT no usgasaHe Ha E-npotokon ce peanuanpa B meanUMHcku codTyep. B HacTOAWMTE U3UCKBAHUA Cca
noco4eHn Heo6xoaMMMUTE AOKYMEHTH 3a U3aaBaHe Ha E-npotokon Ha 30J1.

4. Kbm Bcekn E-npoTokon, ¢ koiTo € HasHa4yeHa nekapcTBeHa Tepanus, ce npunarat HeobxoaumuTe AOKYMEHTH (ambynaTopHuTe nucrose,
€NUKDPU3KU, U3CNEABaHNA U ApP.), CNeA KOETO AOKYMEHTUTE Ce M3npalyaT no eNeKTPOHEH NbT KbM MHAOPMaLMOHHaTa cucTema Ha H3OK.
DokymeHTute, kouto cuwectsysat B H3UC/MHbopMaLmonHaTa cuctema Ha H30K, ce aeknapupar B E-npoTokona c TexHUTE yHUKanHW
Homepa (HPH).

WHdopmaumsaTa, oTHOCMMa KbM M3aaBaHe Ha E-npotokona, KOATO € B JAOKYMEHT, KOWTO HsMma enekTpoHeH opmaT, ce nonbnea B
Pewenneto Ha cneLmanusupaHa koMUCHS - OCHOBaHMe 3a u3aaBaHe Ha E-npoTokona, unu AoKyMeHTa ce npunara KaTo ckaHUpaHo konwe.

5. MNpu u3pasaHe Ha E-npoTokon no peaa Ha ekcnepTuaata no un.78, T.2 or 330, oTnapa Heo6xoAMMOCTTa Aa ce NPeaoCTaBAT U
chLxpaHsasar npunoxeHue Ne 1 u npunoxenue Ne 3 ot HacToawuTe ,MancksaHusta Ha H3OK", npu cnegHuTe ycnosus:

- 3a npunoxexHne Ne 1 - npu HanNUYMETO Ha TEKCT B CLOTBETHUA 4YekBoKC B ,PelueHne Ha cneynanuaupaHa komucus“ no Allp Ne 38:
~JIMNCBAT N3KNIoYBaLLN KPUTEPUM 32 3anouBaHe/NPOABLKaBaHe Ha neyexue c NN

- 3a npunoxeHue Ne 3 - npn HanuuMeTo Ha TeKCT B ,PelleHne Ha cneunanuaMpaHa KOMUCHUS“ No Allp Ne 38: ,Xenas aa mu 6bae oa06peHo
neyeHue C nekapcTBeHNA NPOAYKT, KaTo Aeknapupam, Ye CbM yBeAOMEH 3a AEWCTBMETO Ha HasHayeHaTa nekapcTBeHa Tepanus U AaBam
MH(POPMUPaHO cbrnacue cblyarta ga Mu 6bae npunaraHa“.

WU3NCKBAHUA HA H30K MPU U3OABAHE HA NPOTOKONM 3A MPOBEXXAAHE NEYEHWE HA PA3CTPOMCTBA HA OEMSHATA HA
% MEOTA
&



OPUNOXEHUE 1A

KPUTEPUW NPU 3ANOYBAHE NIEYEHUE HA PA3CTPOMCTBA HA OBMAHATA HA MEATA (BEONECT HA
WILSON) C D-PENICILLAMINE

A. KPUTEPUU 3A 3ANOYBAHE HA NbPBU KYPC (SAABIMKUTENHU CA BCUYKU KPUTEPUWN)

MKB E83.0

CurypHa anarHo3a (KOMNneKCHa) — KNUHUYHa CUMNTOMATVKa, CTOWHOCTM Ha LiepynonnasmuHa,
1 | npoBokupaHa Kynpuypus, eseHT. FipbcTeH Ha Kayser-Fleischer, q>aMMnHoc7 n/unun reHeTUYeH TecT
(MyTaums B ATP7B) 1.2 , :

2 | HuBO Ha cepyMeH LepynonnasMuH — noa 20 mg % 2 ¢

3 | HuBo Ha NpoBOKMpaHa KyNpUypUsi C NEeHULUMNAMUH — Haa 30 mmol/l B 24 u. ypuHa 2

4 | Huso Ha 6asanHa Kynpuypus — Hag 1,6 mmoIII B 24 u. ypuua .

S | Na6oparopHu uscneasanusn: MKK c KK, ACAT, AHAT ITT, A®, xemoxoarynauuouuw nokasartenm 2

g | KOHCYNTaums Cc CneumanucT AeTCKM racTpoeHTeponor uim racTpoenTeponor — abaoMuHanka
exorpadus 2

7 | KoHcynTaums cbc cneunanucT ogpranMonor — 6MOMUKPOCKONCKO uscneasaHe 2

8 | KoHcynTaumus cbC cneumanncT HeBponor 2

9 | Jlunca Ha usknoysawm kputepum no1. 6

* 3a geua
** 32 Bb3pacCTHHU

1 peweHue Ha cneuManuaupaHa KOMUCHA NO Alp'Ne 38

2 MeAMUMHCKa AOKYMEHTaLMS, noTBbLPXKAABaLLa KpVITepVWITe no npuno)xeuue 1 ¥ BCUYKM HeOGXOAMMM M3CneaBaHUsA, csoepasuo
npunoxexHue 2

B. U3KINIOYBALLW KPUTEPUU (NPU 3AI'_I'0“-IBAHE HA l'lE“IEHVIE"ITO)ﬁ e

1. CBpbX4yBCTBUTENHOCT KbM aKTUBHOTO WM HAKOE OT nomomﬂwre Bemecma
2. BpeMeHHOCT u KbpmeHe — no npeueHka Ha nexyaauuna exun

3

2 ,.( u:éﬁ%'o(‘BAHMﬂ HA H30K NPU U3OABAHE HA NPOTOKONU 3A NPOBEXIAHE NIEYEHUE HA PA3CTPOWUCTBA HA OBMAHATA HA
)



NPUNOXEHWE 16

KPUTEPUMU NPU NPOABIMKABAHE NEYEHUETO HA PA3CTPOWCTBA HA OBMSIHATA HA MEATA
(BONECT HA WILSON) C D-PENICILLAMINE

B. KPUTEPUU 3A NPOABINKABAHE HA NEYEHUETO (SAABIMKUTENHU CA BCUYKU KPUTEPUWN)

MKB E83.0

1 MoanbpxaHe Ha echeKTUBHU CTOMHOCTU Ha KynpuypusTa z

2 | Na6oparopnu uscneasanus: MKK c OKK; ACAT, ANAT, ITT, A®, 6unupy6uH, kpeaTnHuH 2

3 Koucymauuﬂ CbC cneuranucT AeTCKU racTpoeHTeponor Unu racTpoeHTeponor — abaoMuHanHa
exorpacms 2

4 | KoHcynTauus CbC cneumanucT Heeponor 2

5 '|Jlunca Ha u3knoYBawWm KpuTepuu no T. I

! pewenme Ha cneumanuanpaxa komucus no Afp Ne 38

2 MepMUMHCKA AOKYMEHTaUWs, NOTBLPXAABALA KPUTEPUUTE NO npunoxeuue 1 n BCUYkM HeobXxoaMMKu un3cneaBaHus,
CbobpasHo npunoxeHue 2

. U3KNIOYBALLY KPUTEPUM (MPU NPOOBIMKABAHE HA NIEYEHUETO) - OTHOCUTENHM

4. CprXHyBCTBVITEﬂHOCT KbM aKTUBHOTO UMK HAKOE OT NOMOLLHWUTE BellecTBa /aneprwma peakuusa ot
KbCeH Tun

2. 3apbpxaHe Ha 3HauuTenHa NnpoTenHypusaTa B XO/a Ha feyeHneTo

3. TeXbK TOKCUYEH xenaTut

4. [llepcucTvpaiya arpaHynouutosa u TPOMGOLIMTONEHUS — MEAVKAMEHTO3HO NpeaM3BUKaHA UNu C
peayuvpaHe

5. W3pa3eH MMacTeHU4EH CUHAPOM

6. BpemeHHOCT 1 KbpMeHe — npe3 NbPBOTO TPUMECEUME U MO BpeMe Ha KbpMeHe 6e3 neHumMnammH,

[0 kpast Ha 6peMeHHOCTTa neyeHmne C LMHK

;I N3WUCKBAHUA HA H3OK MPU U3JABAHE HA NPOTOKONM 3A NPOBEXOAHE NEYEHWE HA PASCTPOMCTBA HA OBMSAHATA HA
‘r ( MEQTA



NPUNOXEHUE 1B

KPUTEPUMUTE NPU 3ANOYBAHE NNEYEHUE HA PASCTPOMCTBA HA OBMAHATA HA MEATA (EONECT
HA WILSON) C TRIENTINE

Trientine tetrahydrochloride e nokasaH kaTo MeaukameHT Ha BTOpa NIMHUA 3a NeYeHue Ha Jeua Haja 5-roavLHa
Bb3pacT 1 Bb3pacTHu ¢ 6onect Ha Wilson.

KbMm Tepanus ot D-penicillamine kbm Trientine ce npemuHasa:

1.Tlpn nosBa Ha CTpaHU4HM peakuum oT neyeHmeto c D-penicillamine:

= CBPbX4YBCTBUTENTHOCT KbM aKTUBHOTO MK HSIKOE OT NOMOLLHUTE BeElleCcTBa/anepriiyHa peakumus oT KbCeH Tun
- nepcucTupalla arpaHynouutosa u TpoméouuToneHus b

- pasBUTUE Ha 3HauYUTenNHa NpoTenHypus npu neveHuneto ¢ D-penicillamine

2.WsuepnBaHe Ha ecbekTta oT neyenneTo ¢ D-penicillamine — no npeueHka Ha nexyBsalms ekun

A. KPUTEPUU 3A 3ANOYBAHE HA MbPBU KYPC (BAABIMKUTENHU CA BCUYKU KPUTEPUMN)

MKB E83.0

CurypHa auarHo3a (KOMNneKcHa) — KNMHUYHA CUMMTOMATUKA, CTOMHOCTY Ha uepynonnasmuHa,
1 | npoBokupaHa kynpuypusi, eseHT. MNpbeTeH Ha Kayser-Fleischer, pamMunHocT u/unu reHeTyeH Tect (MyTaums
B ATP7B) "2

2 HenosnusBsaHe ot npeaxoxaaia Tepanus ¢ D-penicillamine 3a nepuog OT MMHUMYM 6 Meceua unu nosisa
Ha CTPaHW4HW peakuum oT neyexme ¢ D-penicillamine 12

Jlabopatophu uscneasanus: MKK ¢ AKK, ACAT, ANAT, ITT, A®, cepyMHo HUBO Ha Xenss3o, ypes,
KpeaTMHUH, XeMOKOarynaumMoHHu nokasarenu 2

4 KoHcynTaums Cbc cneunanucT AeTcku racTpOeHTEpOonor UN racTpoeHTeponor — abaoMMHanHa exorpadus
2 i

5 | KoHcynTauus cbc cneunanucT Hesponor 2

6 | Jlunca Ha uskniouBawm Kputepumn no 1. b

1 pewenue Ha cneuuanuaupaHa komucus no Allp.Ne 38

2 meanUMHCKA AOKYMEHTaLUWA, NOTBbPXKAABALLA KPUTEPUUTE NO NpUNoXeHue 1 U BCUYKU Heoﬁxoguuu n3cneasaHus, cbobpasHo
npunoxexue 2

B. N3KITIOYBALLM KPUTEPUU (npu 3anouysaHe Ha ne4eHUeTo)

1. CBpbX4yBCTBUTENHOCT KbM GKTUBHOTO MM HAKOE OT NOMOLLHUTE BELLECTBA /anepriiHa peakums OT KbCeH TUn
2. BpeMeHHOCT 1 KbpMeHe — No NpeLeHKa Ha neKkyBalLusa ekun

5

b N3NCKBAHUA HA H30K NPU N3ABAHE HA MPOTOKONW 3A NPOBEXAAHE NEYEHUE HA PA3CTPONCTBA HA OBMAHATA HA
i 7‘(‘ MEATA



NPUNOXEHWE 1T

KPUTEPUUTE 3A NPOABIMKABAHE HA NEYEHUETO HA PASCTPOWCTBA HA OBEMAHATA HA MEAITA
(BONECT HA WILSON) C TRIENTINE

B. KPUTEPUU 3A NPOABLIMKABAHE HA NEYEHUETO (SAOBIDKUTENHU CA BCUYKU KPUTEPUWN)

MKB E83.0

1 | MoanbpxaHe Ha eheKTUBHU CTOMHOCTH Ha KynpuypusTa ' 2

JlaboparopHu uscneABaHuﬂ MNKK ¢ AKK, ACAT, ANIAT, I'TT, AO®, 6unupy6un ypesi, KpeaTUHUH, CepyMHO
HWBO Ha Xens3o 2

R

-3 | KoHcynTaums cbC cneumanucT AeTCKIU racCTPOEHTEPONOr UNN racTpoeHTeponor — abaoMMHanHa exorpadus?

4 ' | KoHcynTaums cbC cneumManucT HeBporor 2

5 | Jlunca Ha uskniouBawm kputepun o 1. I -

! pewenue Ha cneyuanusupaHa KOMUCHUSA No AI'Ip Ne 38

2 MeaNUMHCKa AOKyMEHTaLMs, NOTBLPXKAABALLA prrepvwn'e no npunoxeuue 1 " BCINKVI Heoﬁxo.qmu n3cnepaBanus, cbobpasHo
npunoxexnue 2

I'. U3KIIOYBALLA KPUTEPUU (NPU NPOOABLIMKABAHE HA NEMEHUETO) - OTHOCHTENHHU

CBpBbXYYBCTBUTENHOCT KbM aKTUBHOTO UM HAKOE OT nomoumuTe Bemecraa Ianeprwma peakums oT KbCeH TUn
Texko 4epHOAPOGHO yBpexaaHe ‘

Texko 6L0peyHo yBpexaaHe

BpeMeHHOCT 1 kbpMeHe — Mo NpeLieHKa Ha feKyBaLLuA ekvn

g b D =2

BkniousaHe Ha 60MHUS B KNUHUYHO NpoyyBaHe *

z —g_ VBUCKBAHWUA HA H3OK NPU U3JABAHE HA MPOTOKONW 3A NPOBEXXOAHE NEYEHWUE HA PA3CTPOVCTBA HA OBMSIHATA HA g

7( MEATA



NPUNOXEHWE 2

L. NEYEBHO-AMATHOCTUYEH ANTTOPUTBHBM

1. NEKAPCTBEHU MNMPOAYKTH, BknioyeHn B I'Ivnnox(euue 1 va MNC, kouto H30K 3annawja CbOTBEeTCTBME C
AencTBalmTe HOPMaTUBHU AOKYMEHTH

OO3A

o
mg/24 h
D-PENICILLAMINE |«

20 mg/kg Terno/24 h pasagenexa Ha 2 npuema nNpu aeua, He no—Manko ot 500

250 — 500 mg HayanHa aHeBHa Ao3a
1000 - 2 000 mg makcumanHa 4o3a, pasgeneHa Ha 4 npuema
750 — 1 000 mg nogAbpXalLa A03a, pasfeneHa Ha 2 npuema

L]
: Bb3pacT
TRIENTINE .

15-20 mg/kg Terno/24 h paspenexa Ha 2-3 npuema npu aeua Hag 5-roauliHa

200 - 1600 mg HayanHa fHeBHa no3a
2 000 mg makcumanHa ao3a, pasaeneHa Ha 2-3 npuema
800 — 1600 mg noagbpxaLua 033, pasgeneHa Ha 2-3 npuema

2. NPOCNEOABAHE:

Mepuop Ha neyeHne

WU3cneaBanus

| 5m. [6M*

XEMATOJNOMNMYHHU

wusxw] im | 2m [ 3m | am

xemornobuH

XeMaToKpuT

epuTpoumnTH

NEeBKOLMTH

Tpombouutu

OKK

NENRVENENENE
NNEVEVEVRNRN

XEMOKOAI'YNIALUA

< & «f & & &

INR — no npeueHka

MpoTpoMbuHOBO Bpeme

<«
«
«

BUOXMMUYHU

ASAT

ALAT

T

A®

anbymuH

KpeaTUHUH

Gunnpy6un — obiy U MHaNPeKTeH

NpoTenHypus

ANENENENENENENANEN
ANEYRNEVEVENREY RN RN

CepyMHO HUBO Ha Xensn3o

CepyMmyH uepynonnasmuH

Ba3sanHa kynpuypus

b

MposokupaHa kynpuypus

NEVEVEVEVEVRVEN RV YRV RN

AN

MWHCTPYMEHTANHU

abpomuHanHa exorpadus

AN

[onnep exorpacdus

MPT — no npeueHka

YepHoapobHa Guoncus — no npevexka

Buomukpockonus

arPyru

eHeTuyeH aHanus ATP7B

* npocneasiBaHe Npu NPoALMKABaHe HA NEYEHNETO

5'(‘ MEATA

W3NUCKBAHUA HA H3OK NPU U3JABAHE HA NPOTOKONM 3A NPOBEXXAAHE NIEYEHUE HA PA3CTPOMCTBA HA OBMAHATA HA




Il. OBLLUU NU3SNCKBAHUA

1. Bb3pactoBaTta rpaHuua ce U34MCnsBa B HABBLPLUEHU FOAUHU - T.e. BKMIOMMTENHO KbM AaTaTa Ha u3aasaHe Ha
npoToKona OT cneuuanuaupaHaTa KOMUCHS.

2. MNpu HasHayaBaHe Ha Tepanus No NPOTOKON 3aAbINKUTENHO Ce Cbobpa3ssBaT Bb3pacTOBUTE OrPaHUYEHUs!, CbrNacHo
KpaTkaTa xapakTepucTuka Ha CbOTBETHUA NeKapCcTBEH NPOAYKT, yTBbpAEHa no peaa Ha 3JIMXM.

3. H3OK He 3annawa neyeHne W3BbLH ykasaHaTa Bb3pacToBa rpaHuLia B KpaTkaTa xapakTepucTika Ha NpoayKTa.

4. H3OK He 3annalua neveHne C 403n HaJ, MakCUMANHO pa3peLLEeHNTE Mo KpaTka XapakTepucThka Ha NpoaykTa.

5. B cnyyan Ha HacTbnuna noao3vpaHa HeXenaHa neKkapcTBeHa peakuus, ‘nekapsaT yseaomsisa MAJl no peaa Ha
un.184 ot 3JIMXM. Konue ot cbobiieHneto ce npunara/onucea KbM/B MenuuuHCKaTa AokymeHTauma Ha 30J1 npwu
KaHAuAATCTBaHe 3a NeveHue.

6. Bceku e-npoTtokon ce nsnasa Bb3 OCHOBA Ha U3AaAEH MEANLIMHCKA JOKYMEHT OT cneuwanuaupaHa komucust 8 J136M0
Ha ocHoeahue Allp Ne 38 ,OnpepensHe Ha nnaH Ha neveHue W MPOCNEAsBaHE Ha TepaneBTUYHUS OTTOBOP NpU
naLueHTy, Nony4asalli CKbNOCTPYBaLUM NEKapCTBEHN NPOAYKTV NO peaa Ha yn. 78, T. 2 330"

Exsemnnsap Ha xaptueH Hocuten ot Alp Ne 38 ,OnpepensHe -Ha NnNad Ha neyeHne W npocneasBaHe Ha
TepanesTU4HWUA OTrOBOP NPY NaUMEHTU, NOMNyYaBaLLm cucbnocrpyaau.m nexapcrseuu npoAayKkT! no peaa Ha un. 78, 1. 2
330", KoiiTo e ocHoBaHMe 3a U3AaBaHe Ha NPOTOKON, NOANKUCAH OT cheuManuaupana komucus u 30J1, ce Boam no pea,
onpegeneH ot ne4ebHOTo 3aBeaeHNe U ce CbxpaHsaBa B kKabuHeTa Ha KoMUcusITa.

7. MNpu n3pasare Ha E-npoTokon no peaa Ha ekcneptusara no un.78, 1.2 ot 330, oTnaga Heo6xoaMMOCTTa ha ce
NPeAoCTaBAT u cbxpaHasaTt npunoxexnue Ne1 n npunoxexme Ne3 ot HacToswmTe ,U3nuckeaHmus Ha H3OK".

8. MapaeaHeTo Ha E-npoTokon ce ocbliecTBSBa B ChOTBETCTBME CbC ChBMECTHM ,YKka3aHuUs 3a paGoTa ¢ noaaaeH no
enekTpoHeH nuT npotokon IA/IB/IC (e-npotokon)*, mexay HauuvoHanHata sapaBHoocurypuTenHa kaca u Bbnrapcku
neKapcku Cbio3 3a npunaraie Ha HauvoHanHuA pamkos A0roBOp 3a MEAWULIMHCKUTE AEHOCTH.

Hacmoswume usuckeaHus ca ymebpdeHu om ynpaeumens Ha H3OK -cned Pewenue Ne P-HC-04-00-38 om
29.04.2026 2. Ha Ha03opHus cbeem Ha H30K u npedsapumento cbenacysaHe ¢ BJIC Ha ocHoeaHue yn.51, an. 10
ebe 6p. ¢ an.8 om.lpasunHuka 3a ycmpoliicmeomo u deliHocmma Ha HauuoHan+ama 3dpaeHoocuzypumenHa Kaca.
U3uckeaHusima enusam e cuna om Oamama Ha o06HapodeaHemo uM .8 . [bpxaeeH €eCMHUK‘ u omMeHsm
Oelicmeawjume u3uckeaHusi, 06H. [B, 6p. 24 om 2009 2., e cuna.om 1 anpun 2011 a.

! i. N3NCKBAHWUSA HA H30K NPU U3NABAHE HA MPOTOKOSN 3A NPOBEXXOAHE NEYEHWUE HA PASCTPOWCTBA HA OBMAHATA HA
% ( MEATA



NPUNOXEHWE 3

AEKNAPALIUA 3A UHOOPMUPAHO CBHITIACUE C UBUCKBAHUATA 3A 3ANOYBAHE/ MPOABI/MKABAHE HA
NEYEHUETO C NEKAPCTBEHUA NPOAYKT

......................................................................................................

creg KaTo ce 3anosHax C Lsnata Mv NpeAocTaBeHa MHOPMaLUMs ¢ LenTa Ha NeYeHNETO C NeKapCTBEHNUS
NPQIKT L. . ... Biniss i . W CREA KATO  MONYHMX
u3yepnartesiHm OTrOBOpY Ha NOCTaBEHUTE OT MEH BLNPOCH, AeKnapupam ye:

1. lle cnassam npenopbyaHaTa M1 CXeMa Ha NevyeHne 1 NEPUOANYHOCT Ha KOHTPOMHUTE Nperneau.

2. PepoBHO Lje ce ABAIBAaM HA KOHTPOMHKU Nperneau n Hama ,qa npémeﬂgm CaMOBOSIHO MW NoA Apyro
BHYLLIEHUE Ha3HayeHaTa M1 Tepanus. :

3. [lpu npeycraHoBsiBaHE Ha NEYEHUETO NO NPULUHWK, HenpduaTuqém" oT péLueHweTo Ha Komucusta
3a ekcnepTtuau 8 P3OK u/mnu Komucusara no un. 78, 1.2 ot 330, we yBeaoMs HeaabGaBHO NUYHUS CH
nekap.

4. lpu HecnassaHe Ha NOCOYEHUTE YCNOBUA NIEYEHNETO MU C YNOMEHATUS NeKapCTBEeH NPOAYKT Lue
6bae npekpaTeHo U HAMa Aa MMaM npeTeHumn kbM H30K.

—g_ WSNCKBAHMA HA H3OK NPU M3ABAHE HA NMPOTOKONM 3A NPOBEXXAAHE NNEYEHUE HA PA3CTPOVCTBA HA OBMSIHATA HA 4

*\7}(‘ MEQTA




