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[image: image2.jpg]M3UCKBAHUA HA H3OK NMPU U3OABAHE HA NPOTOKOJIA 3A NPOBEXOAHE HA
3AMECTUTENHA TEPANWUA NPU NAUMEHTU C HACNEACTBEHU MMYHOAE®ULIUTHU CHCTOAHUA

MpoTokonbT Ce M3aaBa OT chneuuanuaupaHa komucus B rneyebHu 3aBedeHusi 3a GonHUYHa nomou,
ckmouunu gorosop ¢ H30K. CneunanuanpaHuTe KOMUCUM Ce Cb3aaBaT cbe 3anoses Ha aupekTopa Ha J13: YMBAIT
LAnekcanaposcka” — Codusi 1 YMBAJ ,C.. leopru” — lNnosaus, BKNOYBAT CNEUManucT ¢ koA Ha cneumanHoct 45 -
KNUHUYHA UMyHonorust, 17 - aetcku Gonectn un 02 - knMMHUYHA anepronorua (camo npu npunoxexne Ha C1 ectepaseH
MHXMBUTOP).

I. PEQ 3A 3ABEPABAHE HA NMPOTOKOJNUTE

[MpoTokonu 3a 3ano4yBaHe Ha ne4yeHue

= [lonbnHeHo u noanucaHo npunoxenue 1A/M1B — nuct 3a onpeaensHe Ha
KpUTEpUMTE C BCUYKM HEOOXOAMMM n3cneaBaHus

' * Enukpu3a, BKMIOYBAll@a JaHHM OT aHamHesaTa, cTaTyca, W3cneaBaHusTa u
CNEUMATTU3UPAHA npeaxoXaaLlo neyeHne
KomucuaA "| = PeweHne Ha cneumanuaMpaHa KOMUCMSI C SCHA MEAULMHCKA MOTWBALMS

(3agbmkuTenHo ce otbensssa NUNca Ha U3KNKYBaLLW KpUTEPUK)
= ‘[lpoToKon 3a npeanucBaHe Ha nekapcTteBa, 3annawadum ot H3OK/P30K” -

b / 06p. M3-H3OK (nodnucaH om ecuyku 4yneHose Ha creyuasnusupaHama KOMUCUS)
Komucwus no un. 78, 1. 2 3aBepka Ha npoTokona
ot 330 B LIy Ha H30K B P30K

npOTOKOﬂM 3a npoabinKaBaHe Ha neyeHue

= [lonbnHeHo u noanucaHo npunoxeHue 1A/1B — nuct 3a onpegensHe Ha

KpuTEpUUTE
CNEUWATTUSUPAHA * PelleHMe Ha cheuManuaMpaHa KOMWUCMSI C SICHA MeMLMHCKa MOTUBALMS
KOMUCUA (3aALMKUTENHO Ce OTBENs3Ba NIUNCa Ha U3KMIOYBALLM KPUTEPU)

= “[lpoTtokon 3a npeanuceBaHe Ha nekapcTea, 3annawann ot H30OK/P30OK” — obp.
M3-H3O0K (nodnucax om ecuyku yneHoge Ha cneyuanuaupaHama KOMUCUS)

Komucus no un. 78, 7. 2 »| 3aBepka Ha npoTokona
ot 330 B LY Ha H30K B P30K

Il. OBLUX NONOXEHUA

1. 3011 nogaBa noaroTBeHute AokymeHTM B P3OK, Ha TepuTopusita Ha KOSITO € HanpaBuno u3Gop Ha OIJI.
[oKyMeHTUTe BKITIOYBAT:

1.1 3asBnenue a0 [upektopa Ha P3OK

1.2 MNonbnHeHo u noanucaHo npunoxehue 1. MonbnBa ce Mo CLOTBETHATa TOYKA W Ce npunara oTpaseHata B

UMpOB NHAEKC MEAULIMHCKA AOKYMEHTaLUWs, YAOCTOBEPSIBALLA BCEKU €AVH OT KpUTepumuTe

1.3 MbnHuaT Habop nacneaBaHus ((hM3UKaNHU, UHCTPYMEHTANHM 1 TabopaTopHM), OTPa3eH B NPUNoXeHue 2 '

1.4 “Npotokon 3a npeanucBaHe Ha nekapcTBa, 3annawaHu ot H30K/P30K" — o6p. M3-H3OK, usgageH ot
cneuvanusvpaHa komucus. lNpunara ce opurmHan Ha NPOTOKON, @ NPU KaHAWAATCTBAHE 3a NPoAbIKaBaHe Ha TepanusaTa
ce npeacTaBs OpUrMHan Ha npeaxoAeH NPOTOKON C OTPA3EHN BCUYKU HA3HAYeHWs No Hero

1.5 [leknapauums 3a nHpopmupaHo cbrnacue no obpasew (npunoxexue 3)

2. P30K npuema 4OKYMEHTUTE Mo To4ka 1 criel cnpaBka OTHOCHO 34pPaBHOOCUIYpUTENHUA cTaTyc Ha 30J1
3. MbpBUAT M BCeKU crieaBall NPOTOKON ce u3gasar 3a nepuoa Ao 180 axuu
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NNCT 3A ONPEAENAHE HA KPUTEPUUTE NMPU 3ANOYBAHE HA 3SAMECTUTEJTHO NEYEHUE C
YOBELUKW UMYHOINOBYNUHWU NPU NAUMEHTU C HACNEACTBEHU UMYHOOE®ULIUTHU CBCTOAHUA

Ume: ErH

3abenexka: meduyuHckama OokymeHmauyusi, ydocmoeepsieawya 6CeKku Om Kpumepuume e oco4YeHa C yugpa 8 UHOEeKC U
3adbsmKumenHo nNpudpyxaea HaCMOSAUWLOMO MPUSIOKEHUE.

A. |. KPUTEPUM 3A 3AMNMOYBAHE HA NNEYEHUE C YOBELUKWU UMYHOINOBYNUHU (SAOBIDKUTEITHU CA
BCUYKU KPUTEPUMN)

MKB D80.1, D80.2, D80.3, D80.4, D80.5, D80.6, D80.7, D80.8, D80.9, \
D81.0, D81.1, D81.2, D81.3, D81.4, D81.5, D81.6, D81.7, D81.8, D81.9,
D82.0, D82.1, D82.2, D82.3, D82.4, D82.8, D82.9,
D83.0, D83.1, D83.2, D83.8, D83.9,
D84.0, D84.1, D84.8, D84.9

1 MorBbpAeHa auarHo3a (MU[) cbrnacHo KputepuuTe Ha EBponeincko .qpy)Kec'rBo no UMyHHU aecduumnTn
(ESID) u NAH - amepukaHckaTa rpyna no MUMyHHU AeduumTu (PAGID) kP

2 | Nunca Ha U3KnOYBawWm KpuTepum no T. B.1 4

enuKpu3a oT nocnepHa xocnutanu3sauus B J1I3BI, BknoyBallya nHopmauus 3a Ha4anoTo U XoAa Ha 3abonsBaHeTo, U3cneaBaHus,
KOHCynTauun

HeobOxoauMUTE M3cCneaBaHUS U nperneau OT cCneuuanucT, NocoYeHn B Tabnuua 1 Ha npunoxeHue 2 3a4bIKUTENHO ce

NPeACTaBAT Ha OPUrMHaNHW GnaHku (MNu 3aBepeHu W NOAMUCAHW KOMWUS) UM Ca OTPaA3EHU B ENUKpU3a C AaBHOCT A0 1 Mecey npegu
KaHAMAaTCTBAHETO

pelieHue Ha cneymanmampaHa KOMUCHUSA C icHa MoTuBauua 3a HeobX0AMMOCTTA OT 3anoYBaHE Ha NIEYEHUETO
yAocToBepsBa ce C NoANUCUTE Ha YNeHOBeTe Ha KOMUCUATa B npunoxeHue 1A Ha HacTOSALWMUTE U3UCKBAHUA

B. |. U3KITIOYBALLWU KPUTEPUU (NMPU 3ANMOYBAHE HA JIEYEHUETO)

1. CBpPBbXYYBCTBUTENHOCT KbM aKTUBHOTO BELLECTBO UMW KbM HSIKOE OT MOMOLLHUTE BemeCTBa
2. CBPBbX4yBCTBUTENHOCT KbM XOMOOXHU UMYHOrMOBYInHM

OTroBapsi Ha KpUTepUuTe 3a 3ano4YBaHe Ha A |
neYeHmneTo ¢ »

3
w VN3NCKBAHWA HA H3OK MPU NPOBEXXJAHE HA 3AMECTUTENHO NIEYEHUE NPU HACNEACTBEHW WMYHOE®ULINTHU CbCTOﬂPAAﬂ
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NIUCT 3A ONPEQENAHE HA KPUTEPUWUTE NPU NPOABIMKABAHE HA 3BAMECTUTESTHO NIEYEHUE C
YOBELUKW UMYHOITIOBYJIMHU NPU NALUMEHTU C HACNEACTBEHN UMYHOOE®ULIUTHU CCTOAHUSA |

Nme: ErH

3abenexka: meduyuHckama OokyMeHmauyusi, ydocmoeepsisauia 6CeKku Om Kpumepuume e nocoYeHa C uugpa 6 UHOeKC u
3a0B/mKumenHo npudpyxaea HaCMOSULOMO MPUSIONKEHUE.

B. I. KPUTEPUM 3A MNPOABLIDKABAHE HA JEYEHMETO C YOBELWKWU WMYHOITIOBYNUHWU
(SAOBIDKUTENHU CA BCUYKU KPUTEPUN)

MKB,D80.1, D80.2, D80.3, D80.4, D80.5, D80.6, D80.7, D80.8, D80.9,
D81.0, D81.1, D81.2, D81.3, D81.4, D81.5, D81.6, D81.7, D81.8, D81.9,
D82.0, D82.1, D82.2, D82.3, D82.4, D82.8, D82.9,
,D83.0, D83.1. D83.2, D83.8, D83.9.
¥ D84.0. D84.1. D84.8, D84.9 |

| 152
1 | OueHka Ha TepaneBTUYHA e(hEeKTUBHOCT OT NPOBEAEHOTO fleYeHue
i )

2 | INlunca Ha uskno4Bawm kputepum no 1. I". | ’

. OTpa3eHo B pelleHue Ha cneuuanu3mpaHa KOMucus

HeoOXxoaAUMUTE U3CreABaHUS M nperneau OT CMEeUManucT, NocoyYeHu B Tabnuua 1 Ha npunoxeHue 2 3a4bLIKUTENHO ce
NPEeACTaBAT Ha OPUrMHaNHW BnaHku (MM 3aBEpEHU U NOANUCAHKU KONWUS) UMK NPU HaNUYMe Ha XocnuTanua3auus ce npunara enukpusa c
Homep U3 ¢ faBHOCT A0 eANH Mecel Npeayn KaHAWAaTCTBAHETO

yAocToBepsiBa ce C NOANUCUTE Ha YNeHOBETE Ha KOMUCUATA B NpunoxeHue 1A Ha HacToOAWMUTE U3UCKBAHUA

I. 1. U3KNKOYBALLM KPUTEPUU (MPU NPOABINKABAHE HA JIEYEHUETO)

1. CBPbX4YYBCTBUTESIHOCT KbM aKTVBHOTO BELLECTBO MMM KbM HAKOE OT MOMOLLHUTE BeLiecTsa
2. CBpPbX4YyBCTBUTEMHOCT KbM XOMOJIOXKHU UMYHOrMOBYMMHM

OTrOBapﬂ Ha KpUTepuuTe 3a NnpoAbIPKaBaHe B no3a
Ha ne4yeHueTo C

NOANMUCHU HA YNIEHOBETE HAa KOMUCUSATA: ..........coviiiiiiiiiiiiiiiiiaeans

iy’ .4
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JINCT 3A ONPEAENAHE HA KPUTEPUUTE NPU 3ANOYBAHE HA 3AMECTUTEINHO JIEYEHUE C

C1 ECTEPA3EH MHXUBUTOP MPU NALMEHTU C AE®EKTU B CACTEMATA HA KOMMNJNEMEHTA

Ume:

ErH

3abenexka: meduyuHckama OokymeHmayusi, ydocmoeepsieawja 6CeKu Om Kpumepuume e [ocoYeHa C yugpa e UHdeK& u

3a0B/mKUMENHO NPudpyKasa HaACMOSW0MO NMPUOXKEHUE.

A. ll. KPUTEPUN 3A 3AMOYBAHE HA NIEYEHUE C C1 ECTEPA3EH UHXUBUTOP (3AOBIDKUTENHU CA

BCUYKU KPUTEPUW)

MKB D84.1 |
1 | OcTpu KNMMHUYHKM NPOSIBM Ha HacneacTeeH aHrnoegem (HAE) 1
2 | NorBbpAeHa auarHo3a (HAE) e d
3 | Jlunca Ha usknouBawm kputepum no 1. B. I $

¥ OTpa3eHo B enukpusa/u |
HeoGxoauMMTE MU3cneABaHUSA M Nperneau OT CneuuanucTt, NocoYeHu B Tabnuua 2 Ha NPUNoXeHue 2 3a4bIDKUTENHO ce
NPeACTaBAT Ha OpUrMHanmHW GnaHku (MUnNKU 3aBepeHn U NOAMUCAHM KOMUA) UMK Ca OTPa3eHn B enukpusa C AaBHOCT A0 1 mecel npeau
KaHAWAATCTBAHETO
PeweHue Ha cneuuanuanpaHa KOMUCHS C sicHa MOTUBALWS 32 HEOGXOAMMOCTTA OT 3aM0YBaHE Ha NeYEeHNeTo

4
yAocToBepsiBa ce C NOANUCUTE Ha YNeHOBeTe Ha KOMUCUsITa B npunoxeHue 1B Ha HacTosIWMUTEe U3UCKBaHUSA

OTroBapsi Ha KpUTEPUUTE 3a 3anoYBaHe Ha
B Ao3a

B. Il. U3KINKOYBALLM KPUTEPUU (MPU 3ANOYBAHE HA NNEYEHUETO)

1. CBpbX4yBCTBUTENHOCT KbM aKTUBHOTO BELLECTBO MMM KbM HAKOE OT MOMOLLHWTE BELLECTBa
2. W3BecTHa unv nogosunpaHa aneprus KbM 3aium (3a npunoxeHue Ha Conestat alfa)
3. Jlvwua Ha Bb3pacT nog 12 roavHu (3a npunoxerue Ha Conestat alfa) .

neYyeHueTo C

NOANMUCU HA YJIEHOBETE HAa KOMMUCURATA: ...........cooeviiiiiiiiiiiieeaii,

:
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JINCT 3A ONPEAENAHE HA KPUTEPUMTE NPU NPOABIMKABAHE HA 3AMECTUTEJTHO
NEYEHUE C C1 ECTEPA3EH UHXMBUTOP MNPU NALUMEHTU C AE®EKTU B CUCTEMATA HA
KOMIMJIEMEHTA

Uwme: ErH

3abenexka: meduyuHckama OokymeHmauyusi, ydocmoeepsisawja 6CEKU OM Kpumepuume e rocoYeHa C yugpa 6 UHOEKC U
3adbmKumernHo Npudpyxaea HaCMOSAUL0MO MPUIIOXKEHUE. |

B. Il. KPUTEPUM 3A TMPOOABLIMKABAHE HA JIEYEHUWETO C C1 ECTEPA3EH WHXUBUTQP
(SAOBINKATENHU CA BCUYKU KPUTEPUMW)

MKB D84.1

KnuHuYHu NnposiBU Ha HaCneacTBeH aHruoenem, Hanoxunu wus3nonssaHe Ha npeaocTraBeHus C1
MHXVI6VITOpeH KOHLEHTPAT (MNn U3TU4aHe Ha HeroBusi CpPOK Ha FO,D,HOCT) ’

2 | NaBopaTopHM U3crieaBaHUs 3a NPOCNEASBaHE HA NEYEHUETO 2

3 | HanoxwuTenHa onepaTuBHa MHTEepBeHUMS (3b6Ha, MHBa3WUBHA, XMPYprU4Ha) >

ﬂbnrocpoqua npodmnaKTuKa ("leCTOTa Ha nNpucCTbnuTe > OT BEAHBX MEeCEYHO;, HEeBBL3MOXHOCT 3a
4 n3nbnHEeHWe Ha BCeKWAHeBHUTe 3ap,bn>KeHv2|ﬂ > OT neT AHM Ha Mecel U aHamMHe3a 3a O6CTPYKLMF| Ha
AUXatenHuTe NbTULLA UNn Xxocnuranuaauusi) =

5 | Nunca Ha u3knYBaWM kputepum no 7. I". I ¥

1
0Tpa3eHo B enuKpu3a/ambynaTtopeH fUCT OT Nperfieamn ot cneuuanuet

Heob6xoaAuMUTE U3cneaBaHUs U nperneau OT CMNeuuanucT, NocoYeHW B Tabnuua 2 Ha NpPUNoXeHue 2 3a4bIHKUTENHO ce
NPeACTaBAT Ha OpUriHanHu Gnadku (unu 3aBepeHn M NOoAMUCaHW KOnus) WNnW OTpaseHu B enukpusa C faBHOCT A0 1 mecey npeaun
KaHAWAaTCTBaHETO L

pelleHue Ha cneymanmnpaHa KOMUCHUSA C sicHa MOTMBaLVWS 3a HEOOXOAMMOCTTa OT NPOABLI/NKABAHE HA NEYEHNETO
yAOCTOBEpsiBa Ce C NoANUCUTE Ha YNEeHOBETEe Ha KoMUCUATa B npunoxeHune 16 Ha HacToALWMUTE U3UCKBAHUS

r. 1l. U3KITKOYBALLM KPUTEPUU (NPU NPOABIMKABAHE HA NEYEHUETO)
1. CBpPbX4YBCTBUTEMHOCT KbM aKTUBHOTO BELLECTBO WU KbM HSIKOE OT MOMOLLHUTE BELLecTsa

2. MssecTtHa unu noaosupaHa aneprus KbM 3aiily (3a npunoxenue Ha Conestat alfa)
3. Jluua Ha Bb3pacT nog 12 roauHu (3a npunoxenue Ha Conestat alfa)

OTI'OBapil Ha KpUTepuuTe 3a npoabinKaBaHe
Ha nevyeHueTo C

NnoANMUCKU Ha YNEHOBETE HAa KOMUCUSATA: .............oevvviiiiiiiieiieennnns

i
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[image: image7.jpg]I. NEYEBHO-AUMATHOCTUYEH ANMTOPUTBM

NPUNOXEHUE 2

|

;. 1. JIEKAPCTBEHM MPOOYKTW, BknioyeHu B lMpunoxenue 1 Ha MJIC, kouto H3OK 3annawa B
' CbOTBETCTBUE C AeNCTBALMUTE HOPMATUBHU JOKYMEHTH.

DDD

IMMUNOGLOBULINS, NORMAL HUMAN

CONESTAT ALFA

e 35TU

7
C1-INHIBITOR, PLASMA DERIVET

e 14TU

2. NPOCNEOABAHE:
Tabnuuya 1

lMokasaTtenu u uscneaBaHus

lMepuop Ha neyeHue

Mpean
uuq)!iuu'ra 3 6

+3

+6

+12

TenecHa maca

X X

CepyMHO HUBO Ha Url

X X

CepyMHO HUBO Ha UrM

X*t**

CepyMHO HuBO Ha UrE

CepyMHo'HUBO Ha Url” cybknacose****

POpakumu Ha komnnemeHTa C3 u C4

AHTU- UIrA aHtutena****

ABTOaHTUTENA

AHTU-TeTaHyC 1 aHTu-gudtepust Url” aHTuTena

CHSO****

MmyHodbeHoTUNU3NpaHe

NBT w/vnu DHR Tect

[eHeTUYHN u3cneaBaHus™**

DyHKUMoHanHu uscneasauus —T, B, HK u Mo knetku****

[pyrn UMyHONOrMYHW U3CNeaBaHUs criopes aHaMHECTUYHUTE
OaHHW 1 nperneaa n suaa Ha Mg

XXX IX|IX X [X[X|X|X|[X|X|X|X|X|OD

KpbBHa rpyna, aHTu- A,aHTu-B xemarnyTuHuHu

x

Bupyconoruynu nscneasanus ( HbsAg, HCV, HIV, EBV, CMV)

x

Mwukpo6uonornyHu uscneaBaHvus Ha rbprfieH CEeKpeT, Xpauyka,
hekanuu, ypuHa unu gpyr uonorunyeH matepuan**

x

MKK (xeMornobuH, XemaToKpuT, EpUTPOLIUTU, NIEBKOLIUTH,
TpombouuT)

x

CYE

CRP

KpbBHa 3axap

CepyMeH KpeaTuHWH, MUKOYHA KUCENUHA U ypesi

06w 6enTbk |

AnbymuH

ACAT

AJIAT

AnkanHa doccartasza

B2

06wy 1 avpekTeH GunupyouH

YpuHa — 06110 1 ceauMeHT

EKI

ApTepuanHo KpbBHO HansaraHe

ABaomuHanHa exorpacus

O6pasHu nscneasanusi ( CT 6sin apob, cbpue, CT — rpbaHa
KneTka, kopem, Manbk 1as u ap., PKC, upurorpacms)*

XXX XXX X[ XXX X X X | X [X [X |X

* NPY KNMWHWYHK AaKHW 3a 3acsiraHe Ha CbOTBETHUS OpraH

** NPy AaHHW 32 MHEKUMA HAa CbOTBETHUSA OpraH

*** NPU NeYeHne CbC S.C. UMyHOrNoByNuUH ce npasn 1X MeceyHo
**** npenopbuYUTEeNHU

+3 - U3BbpLUBA CE Ha BCeku 3 meceua

+6 - u3BBPLUIBA Ce Ha BCekn 6 meceua

+12 - n3BbpLUBa Ce Ha Bcekn 12 meceua

@ MN3NCKBAHUSA HA H3OK MPU NPOBEXXJAHE HA 3AMECTUTENHO NEYEHWUE NMPU HACNEACTBEHU UMYHOAE®ULINTHU CHCTOAHWA

B U3BBHBOJIHUYHATA MOMOLL - B cuna ot 15 mapT 2017 roauHa
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N3cnepnsanus MNpocnensiBaHe

U3xogHo +6
MbnHa KpbBHA KapTUHA X X I
BuoxumnyHn n3cneaBaHus — KpbBHa 3axap, TpaHCcamuHaswu, g 2
06wy 6enTbk
C3 koMnnemeHT X
C4 koMnaeMeHT X xX*
C1-ecTepaseH UHXMOUTOP (aHTUreHeH) X X
C1-wuxu§i‘rop (dbyHKUMOHaneH)* X
CH50* % X i
C1q KoMAnemMeHT* X )
leHeTnyHW nscneaeanus Ha C1-INH reHa* X

* NpenopBLYUTENHU
+6 - n3BbPLUBA Ce Ha BCekn 6 meceua

Il. OB USUCKBAHUA

1. Bb3pactoBarta rpaHuua ce U34ucCrnsiBa B HaBbPLUEHW TOAWHW - T.€. BKMIOYMTENIHO KbM Aartata Ha u3faBaHe Ha
npoTOoKOMa OT crneuuanuanpaHaTa KOMUCHS. '

2. Npu HasHayaBaHe Ha Tepanusi Mo NPOTOKON 3aAbIKUTENHO Ce CboOpassiBaT Bb3PacTOBUTE OrPaHUYeHus, CbImacHo
KpaTtKkaTa xapaKTepucTuka Ha CbOTBETHUS NEKapCTBEH NPOAYKT, yTBbpAeHa no peaa Ha 3JTMXM.

3. H3OK He 3annalua neyeHne U3BHLH ykasaHaTa Bb3pacToBa rpaHuLa B KpaTkarta XxapakTepucTika Ha npoayKTa.

4. H3OK He 3annaia nevyeHve c 03K HaJ MakCUMaIIHO paspeLleHnUTe Mo KpaTka XapakTepucTuka Ha npoaykTa.

5. B cnyyai Ha HacTbnMna Nofo3vpaHa HexenaHa nekapcTBeHa peakuus, nekapsaT yseaomssa UAJI no peaa Ha un. 1'83
ot 3JIMXM. Konue oT cbobLieHneTo ce npunara kKbM MeauumHckaTta gokymeHtauus Ha 30J1 npu kaHauaatcTBaHe 3a
nevexwe. -

6. CMELUMANU3NPAHATA KOMUCUA uspaBa Pewenue cnen nposegeHa AmbGynatopHa npoueaypa Ne 38
»AMOynaTopHo HabniogeHue u npocrieasiBaHe Ha TepaneBTUYHUSI OTrOBOP MPU NauUMEeHTH, norlyyasalyu
CKbMNOCTPyBallM fNeKkapcTBeHU NMpoAyKTu rno peaa Ha un. 78, 1. 2 ot 330“ Ha ocHoBaHue un. 29 u un. 171 ot
Pewenne Ne P[-HC-04-24-1 or 29 mapt 2016 r. Ha Hapsophus cbBer Ha H3OK u npepoctaBeHa ot 30J1
MeAMUMHCKa AOKyMeHTauusi. CneuwanuaupaHata KOMMCUS CbXpaHsiBa €4uH ek3emnnsp oT Pelwenueto. [pu
usnasaHe Ha npotokon Ha 30J1, cbxpaHsBa BTOPM €K3EMMMsp Ha NPOTOKONA, BCUYKW HEOBXOAWMM AOKYMEHTH | 3a
u3gaBaHETO My W Konue OT npurioXkeHne 1 Ha HacTOSIUTE M3UCKBAHUS, MOMBLIIHEHO MO CHLOTBETHaTa TOYK "
noAnucaHo OT YIeHOBETE Ha cneunanusupaHaTa KOMUCKS.

Hacmoswume u3suckearus ca paspabomeHu Ha ocHogaHue 4. 56 om HayuoHaneH pamkog 002080p 3a MeOUUUHCKUME
OetiHocmu 3a 2015 200uHa (06H., [B, 6p. 6 om 23.01.2015 2.) u Pewerue Ne PO-HC-04-24-1 om 29 mapm 2016 2. Ha
HadsopHusi cbeem Ha H30K, 8 usnbaHeHue Ha yn. 54, an. 9 u un. 59a, an. 6 om 3akoHa 3a 30pasHOMO ocuzypseaHe

(06H. [B 6p. 25 om 31.03.2016 2.), u enu3am e cuna om 15 mapm 2017 . :
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cnea Kato ce 3amo3Hax C uanata My npefoctaBeHa WHopmauuss U UenTa Ha JNeYEeHUeTo C JeKapCTBEHWs
IelolilVlg oL R S SRRSO W cnep Kato Monyyux um3yepnaTenHu
OTrOBOPY Ha MOCTABEHUTE OT MEH BBLMNPOCK, AeKNapupam Ye:
1. lUle cnaseam npenopbyaHaTa MU CxeMa Ha NeyeHne 1 NePUOAUYHOCT Ha KOHTPOMHUTE Nperneau.
2. PepoBHO Lie ce sBsBaM Ha KOHTPONHW Mperneau U Hama ga NPOMEHSIM CaMOBOSTHO MNW NoA APYro BHYLUEHWE
HasHayeHaTa Mu Tepanus. ! ,
3. [Tlpu npeyctaHOBsIBAHE Ha JEYEHMETO MO MNPUYUHKU, HENpousTUYaLM OT pelweHneTo Ha KomucusaTa 3a
ekcneptnan B P3OK n/unu Komucusita mo un. 78, 1.2 ot 330, we yBeaomMs He3abaBHO nuyHus cu nekap u P30K
u uie BbpHa B P3OK nocneaHus npoToKor, No KOWTO CbM noslyyaBars/a nekapcTBeHUsi NpoaykKT.
4. I‘lpﬁ HecrnasBaHe Ha MOCOYEHWUTE YCMOBUS NEYEHWETO MW C YNOMEHaTUsi NEeKapCTBeH NpoaykT we 6bae

npekpaTeHo u Hama Aa umam npeteHuum kbm H30K. '
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