Hapen6a 3a m3menenue u nonsiaHenne Ha Hapen6a Ne 4 ot 2009 r. 3a ycrioBusiTa U pefia 3a MPEANUCBaHE U OTITYCKAaHE HA
JIEKapCTBEHH MPOLYKTH

Hapen6a 3a m3menenue u nonbaHeHne Ha Hapen6a Ne 4 o1 2009 r. 3a ycJ10BHSITA M pea 32 NpeANNCBaHe H OTIYCKAHE HA JIEKAPCTBeHH NpoaykTH (06H., [IB, 6p. 21 o
2009 r.; u3m., 6p. 91 ot 2009 1., 6p. 94 01 2011 1., O6p. 2 0T 2012 1., 6p. 81 11 104 0T 2013 1. 1 Op. 15 0T 2014 1)

§ 1. Bun. 7, an. 1 ce npaBAT cieAHUTE U3MEHEHHS U JIOTTBIIHCHUS:

1. B 1. 1 cnen nymara ,,3aBefeHue” ce 100aBsi ,,enie)oH 3a Bpb3Ka“.

2. B T. 6 nymuTe ,,u nedar’ ce 3aMeHsIT ¢ ,,i/IId nedar’.

3.Cp3maBaceT. 8:

,»,8. YHukanen uaenrudukammoneH Homep (YVH) Ha Maructsp-gapmarieBta OT peructbpa Ha bbarapekus hapMaieBTHYeH Chio3.

§ 2. B . 31 ce npaBsT ciietHATE N3MEHEHNUS M IOITBITHEHHS:

1. loceraiHusT TEKCT cTaBa aj. 1.

2. Cp3paBa ce ai. 2:

,»(2) JIHEeBHHKBT 32 peruCTPUPaHE Ha PELIENTH 110 ajl. 1, T. 4 MOXe Ja ce BOIM KaKTO HA XapTHEH, Taka M Ha EIEKTPOHEH HOCHUTEIL.

§ 3. B win. 32 ce npaBsIT ciiefHATE N3MEHEHNUS M IOITBITHEHHS:

1. Anunest 2 ce u3MeHs Taka:

,(2) Ha Besika perienta MarucTbp-(apMaLeBThT HOCTaBs [IEYaT, KOWTO ChAbpika HOMEPA U JaTata Ha Pa3peleHUeTO 3a ThPTroBHs Ha IPeOHO C JIGKApCTBEHN MPOYKTH.

2. Cp3maBa ce ai. 3:

»(3) Peuenrture ce moAmucBar OT MarucThp-(papManeBTa, KONTO HM3ITBJIHSIBA MPEIMHCAHACTO W/WIM OTITyCKa JICKAPCTBEHHTE MpoAykTH. Ha Beska peuenta MarucTbp-
(bapmarieBTHT mocTaBsi:

1. HoMep ¥ JaTa Ha PUEMaHe Ha PeLenTaTa;

2. YUH Ha ormycKarus Maructop-hapmarent.”

§ 4. B un. 41, an. 4 nymure ,,Ha Bcsiko 16-0 1 1-Bo 4ncCII0 HA Mecela™ ce 3aMeHsIT C ,,B CPOKOBETE, onpe/eneHu B ckirouennte ¢ P3OK noroBopu‘.

§ 5. B 4. 46 ce npaBsIT ciieqHUTE U3MEHEHUSI M AOITBIHEHMUS:

1. Cp3niaBa ce HOBa all. 2:

,(2) OtmyckaHeTo Ha JIeKapCTBEHH MPOAYKTH OT anTeku, padorenu no gorosop ¢ H30K, ce m3BbpIIBa B CHOTBETCTBHE C Ta3U HAPEA0a U C YCIOBUATA U Peia 3a CKITOUBAHE
Ha MHIMBUIYaJHH JJOTOBOPU MO Wi 45, ait. 15 or 3aKkoHa 3a 3paBHOTO OCUTypsiBaHe.

2. B an. 3 cnen aymure ,,u3BbpILBa 0T ce J00aBs ,,MarucTbp-hapMareBT B

3. B an. 5 cnen nymara ,,penenTarta‘ ce 100aBs ,,3a JEKapCTBEHUTE NPOAYKTH, OTIIYCKaHM IO perxa Ha wi. 21 ot Hapenba Ne 34 ot 2005 r. 3a pena 3a 3amiamase OT
penyOanKaHCKus OFOKET Ha JICYCHHETO Ha OBJIrapCKHUTE rPpakIaHu 3a 3a00IsIBaHMs, M3BBbH 00XBaTa Ha 3a{b/DKUTEIIHOTO 3/1paBHO ocurypsiBade (1B, 6p. 95 ot 2005 r.).”

§ 6. Cp3nasar ce wi. 47a u 476:

,d11. 47a. Tlpu oTIycKaHe Ha JISKapCTBEHH MPOIYKTH, MPEITICAHHU [0 Peia Ha ITaBa TpeTa, paszei [V, MarucTbp-(hapManeBTsT MPOBEpsBa 3APaBHOOCUTYPHTEITHHUS CTATYC Ha
TAIMEHTHTE IO PeJl, ONIPE/ICNieH B YCIOBHATA U PEZa 3a CKIII0UYBAaHE HA WHIMBHIYAJIHH IOTOBOPH 10 Wi. 45, ait. 15 oT 3akoHa 3a 3ApaBHOTO OCUTypPsIBaHE.

Yo 476. (1) I1pu ormmyckaHe Ha JIeKapcTBEHM MPOIYKTH 110 Wi. 47a perienture u nporokoiute ce oruntar npen H30K upes BeBex1aHe Ha HH(GOpMAIUATA, ChABPIKALIA CE B
TSX B €JIEKTPOHHA 0a3a manHu. V3uckBanusaTa KbM coTyepHarta 6asa qaHHM, 00paboTBalla PEEenTUTE U MPOTOKOIUTE, Ce OMPEACIAT ChbBMECTHO OT mpencraBurenu Ha H30K u
Ha Boirapekis (apMarieBTHUEH ChI03 10 pera Ha Wwi. 45, a. 15 ot 3akoHa 3a 34paBHOTO OCHTYpSIBAHE.

(2) BeBexxnanero Ha MHMOpMAIHATA N0 al. 1 ce M3BBPIIBA B MOMCHTA Ha OTITYCKAaHE Ha JIEKAPCTBEHUTE MPOAYKTH B MPUEMHOTO MOMEIICHIE HA AlTeKaTta OT MarhCThp-
(hapmareBTa, KOMTO OTITyCKa JICKAPCTBEHUTE TPOIYKTH.

(3) Cpennara nporbIDKUTETHOCT HAa 00pabOTBaHe Ha pelenTa U OTIyCKaHe Ha MPEANMCAHUTE JIEKApCTBEHH NPOLYKTH, MEAMIIMHCKH U3/CIHS U IUETHIHH XPaHU € 6 MHUHYTH.
CpenHata poIb/DKUTEIHOCT Ha 00paboTBaHE Ha IIPOTOKOI € 3 MUHYTH.

(4) BposiT Ha 00pabOTEHNTE PELICTITH, BKIIFOUHTEIHO M TE3U 110 MPOTOKOIIH, CIIE/IBA []a ChOTBETCTBA HA OPOsi U pabOTHOTO BpEMEe Ha MarucThp-(hapMalleBTUTE B anTeKara Mpy
cb00Opa3sIBaHe C M3UCKBAHUATA HA all. 3.

(5) B ciyuaii ye B HacelneHO MSCTO CamMO €IMH THProBel Ha ApeOHO Ha JIGKAPCTBEHH MPOIYKTH € CKIFOYMII J0roBop ¢ HalmoHanHaTta 31paBHOOCHTYPHTENHA Kaca 3a
OTITyCKaHe Ha JICKAPCTBEHH MPOIYKTH, MEIUIIMHCKU U3IENHS U IUCTHIHH XPaHH, OposT Ha 00pabOTeHHUTE OT HEro PELEHTH 1 IPOTOKOJIM MOJKE Jia HAJIBUILIABA TO3H TI0 all. 4 Clie/I
CBITIACYBAHE C TUPEKTOpA Ha CHOTBETHATA PallOHHA 3APaBHOOCUTYPUTEIHA Kaca B ChOTBETCTBUE C YCIIOBHSITA U peJia 3a CKIIFOUBaHE HAa HHAWBHUIYATHH JOTOBOPH 1O 4WiL. 45, ai. 15
ot 3aKoHa 3a 3/IpaBHOTO OCHT'ypsiBaHe.

§ 7. B § 1 Ha nonbHMTeNHATA paznopenda ce ch3naBar T. 7 U 8:

7. ,OTIIyCKaHe Ha JICKapCTBEH MPOIYKT T10 JIKAPCKO Mpe/icanne’ 03HaYaBa ChbBKYITHOCTTA OT JICHCTBHUS HAa MaruCThp-(papManeBTH B MPUEMHOTO ITOMEIICHHE Ha arTeKaTa
0 MPUEMaHe Ha PeLENTYpHUTE OJaHKH, ChOTBETHO MPOTOKOJHM, NPOBEPKATa Ha ChABPKAHMETO MM, KOHCYJITALMSI OTHOCHO pela 3a NMpUEeMaHe Ha MPEANUCAHUTE TPOIYKTH M
BB3MOJKHUTE HEXEJaHH PEaklMH W JICKAPCTBEHH B3aWMOJCHCTBHS, OCTOMHOCTSBAHE HA JICKAPCTBCHHUTE IMPOIYKTH, IMOMBJIBAHE HA PEKBHU3UTHTE HA peLENTypHaTa OJIaHKa,
CHOTBETHO MPOTOKOJ U PELeNTYpHA KHIDKKA, H3UCKBAHE Ha TOJIHC Ha TAIMEHTUTE/TOyYaTelIuTe, oJlaraHe Ha MOANMC Ha MarucTbp-(apmarieBra, 00paboTBall perenTypHara
OnaHka, CHOTBETHO IIPOTOKOJN, BBBEXKIaHe Ha HH(OpMaluWsTa B eJIEKTPOHHA 0a3a [aHHH, IIOCTAaBsHE HA IeYaT W TpeJaBaHe Ha JIEKapCTBEHHUTE MPOIYKTH Ha
MALMEHTUTE/ IOy aTeNUTE 10 HAYKH, KOMTO J1a He BOAM JI0 Pa3KpHUBaHEe Ha JIMYHUTE UM JIAaHHH HA JPYTH JIHIIA.

8. ,,0rmyckaHe Ha JIeKapCcTBEH NPORYKT Oe3 texapcko npenmucanue (OTC) o3HauaBa ChBKYIHOCTTA OT ASHUCTBHA Ha (h)apMaleBTH B IPHEMHOTO TIOMEIICHHE Ha allTeKaTa 110
orpe/ielisiHe Ha MOXOMSIIMS 3a OTITYCKaHe JIEKApCTBeH MPOIyKT 6e3 Jjiekapcko npeanucanne (OTC) wi npreMane Ha pelenTypHUTe OJIaHKH M [POBEPKATa Ha ChIABPKAHUETO
UM, KOHCYJTAIHsl OTHOCHO TIPUEMAHETO U B3MOXKHHTE HEXKEJIaHN PEaKIIy U JIKapCTBEHH B3aUMOJICHCTBIS U NIPEIaBaHe Ha JISKAPCTBEHHUTE MPOAYKTH Ha NalleHTHTe.

§ 8. IIpunoxenue Ne 6 kbM wit. 24, ain. 1 ce U3MeHs Taka:

LIIprnoxenne Ne 6 kpMm win. 24, an. |

BMWX npuinoxennero
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§ 9. [Ipunoxxenue Ne 7 kbM wi. 24, an. 1 ce u3aMeHs Taka:

B npuinoxenuero

§ 10. IIpunoxenne Ne 8 kpM ui. 24, an. 1 ce u3Mens Taka:

BUWX npunoxkenuero

§ 11. Ilpunoxenne Ne 8a kM ui. 30a, ai. 1 ce u3MeHs Taka:

BUWXK npuinokenuero

§ 12. [Ipmtoxenune Ne 86 kpM wi. 30r, ain. 3 ce U3MeHs Taka:

OTAEJIEHME/KJIMHUKA I10 MEJJULIMHCKA OHKOJIOI' U1

PEIIEHME Ne ...... Lo 201...1.
nHa OHKOJIOTMYHUA KOMUTET
no XUMHWOTEPAIINUA

Tlanment:

Peienue

LLE CE ITPOBEJIE JIEKAPCTBEHO JIEYEHME ITO CXEMA:
HEAJFOBAHTHA XT ....ooooioiioooeeeeeeeeeeeeeee oo ee e neseeee e

CIAJTEOBAHTHA XT ..ooocooeoiceeeveeeeeeeeeeeeeseeeves s s seeensseeon
JIEUEBHA XT
BUDGOCOOHATU
XOPMOHOTEPAINMS
TAPTETHA (BUOJIOTMYHA) TEPATIUS

AHTHUEMETHUIU
KOJIOHMOCTUMVYJIMPAILLN ®AKTOPH ..

WHTPAKABUTAPHA XT
Bpoit mmkm/Kypcose TpoabmxuTennocT

Unrepsan: [l cenmuna; 2 cenmunm; 3 ceamunm; 4 ceMunu
KonTponHu n3cneaBaHus Mo NpeleHka Ha JieKaps:

[3amxpmxurencn nabop uscneBanus Cope MEIMIMHCKUS CTAHAAPT

kK [Buoxumus [ Tymopuu mapkepu [JExorpadpus
[JPentrenorpama na Gemi 1po6ose Okt CJEKT O Jipyru
KoctHa cumaTHT padus Mawmorpadus

JleueOHara cxema u NPOABIDKUTEIHOCT MO3BOJIABAT IPU 3al1a3€HO 061110 CBHCTOSIHUE M JIMIICA HA TOKCMYHOCT M3MMCBaHe Ha 48-u yac.
JleyeHneTo Moxe Ja 6’5}16 TMPOBEJCHO U 110 KIIMHUYHA TpoLeaypa.
JIOKJIAJIBAJT:
TIPEJICEJIATEJI: YJIEHOBE: “
§ 13. Ipunoxenue Ne 88 kbM wi. 301, an. 1 ce U3MeHs Taka:

PenentypHa 6maHka N ......cocoveenee

3a JISKapCTBEHH NPOYKTH, 3aruamanu ot H30K

HammvenoBanme Ha JieueOHOTO 3aBesieHHe — Per. Ne

JIEKAP (FIME) . e
YUH na nexaps ..  HATAL e
3a00MABAHE TPYIA NO ..ot . 1o npuit. Ne 1

LIIprnoxenue Ne 7 xpMm . 24, an. 1

,IIprnoxenne Ne 8 xpMm . 24, an 1

I Ipunoxenne Ne 8a kpM ui. 30a, an. 1

L. Ipunoxenne Ne 86 kbm ui. 30r, an. 3

IIpunoxenne Ne 88 kM wi. 307, axn. 1
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TIpoToKOI Ne ..o JTATAL Lot
Rp.
1

Jlekap:

(moxnuc U neyar)
IMauuenr:
ETH:

Jlom. anpec:

I'p. (c.)

OtmycHan: Tonyunn:
Mar. dapm. YUH:

(moamuc u neyar) JHara: «
3aKJII0YHTETHH pa3nopenon
§ 14. B Hapen6a Ne 20 ot 2001 r. 3a ycioBusTa U pela, IPH KOUTO JIEKAPCTBEHUTE IPOIYKTH, ChABPIKAIIN HAPKOTHYHH BELIECTBA, MOraT jJa ObJaT OCBOOOIEHH OT
HSIKOU MepKH 3a KoHTpou (00H., 1B, 6p. 49 ot 2001 r.; u3m., 6p. 71 ot 2010 r., 6p. 37 u 104 ot 2013 r.) ce nMpaBAT CIACAHUTE U3MEHEHHS U TOMbIHCHHS:
1. B ui. 3 cien nymure ,,pa3peninTenHo 3a* ce go0ass ,,BHOC U
2. B un. 4, an. 2 nymure ,,3a THProBusi Ha JpeOHO M ChXpaHsBaHE HA™ Ce 3aMEHST ChC ,,3a ThPrOBUsI HAa €APO U APEOHO c*.
§ 15. Hapen0ara Bin3a B cuita OT ieHst Ha 00HapoABaHETO i B ,,/[bp)KaBeH BECTHUK .



