HAPEJIGA 3A UBMEHEHUE HA HAPE/JIBA Ne 34 OT 2005 T'. 3A PEJIA 3A
SAIIVTAIIAHE OT PEITYBJIMKAHCKHUA BIOJUKET HA TEYEHUETO HA
BBJI'APCKUTE I'PAXKJIAHU 3A 3ABOJISIBAHUS, U3BbH OBXBATA HA
SAABJIAKUTEJTHOTO 3IPABHO OCUT'YPSIBAHE (B, BP. 95 OT 2005T".)

H3z0a0ena om Munucmepcmeomo Ha 30paseona3sanemo

Oon. /[B. 6p.94 om 29 Hoemepu 20112,
§ 1. B un. 2 ce mpaBsT CleTHUTE U3MECHCHHUS .
1.Ban. 1:

a) Touka 1 ce oTMeHs;

0) Touka 5 ce oT™MeHs.

2. B an. 2 1. 3 ce oTmMeHs.

3. AnuHes 6 ce oTMeHs.

§ 2. B un. 26 an. 6 ce n3MeHs Taka.

"(6) HoroBopute 1o ai. 5 Bau3aT B CHIIa OT jJaraTa Ha CKJIFOYBAHE Ha JIOTOBOPHTE 3a JOCTaBKa
Ha JIEKAPCTBEHHUTE MPOAYKTH, PAJAUOHYKIUIHH T€HEpPaTOpH, KUTOBE, PATAUOHYKIUAHH MPEKYypPCOpH U
MEJUIIMHCKHU U3JIeHs TI0 peia Ha 3aKoHa 3a OOIIECTBEHUTE MOPHUKH 3a ChOTBETHATA rOANHA."

§ 3. Unen 3a ce oTMeHS.

§ 4. Unen 4 ce oTMeHs.

§ 5. Bum. 5, 1. 1 nymure "un. 262, an. 4, 1. 3 u 4" ce 3amenst ¢ "wr. 262, an. 5, T. 3".

§ 6. Bun. 5a, 1. 1 nymurte "un. 262, an. 4, . 3 u 4" ce 3amensr ¢ "un. 262, an. 5, 1. 3",

§ 7. Bun. 7, ain. 4 nymure "wi. 262, an. 4, 1. 3 u 4" ce 3amensT ¢ "wi. 262, an. 5, T. 3".

§ 8. B . 10 ce mpaBsT ClIeTHUTE H3MCHCHHS .

1. Ban. 1 1. 3 ceorMmeHs.

2. Anures 3 ce OTMEHS.

3. Anunes 4 ce U3MeHsI Taka:

"(4) Crnenudukanmara mo ai. 1 ce W3roTBs B pPaMKHTE Ha OCHTYPEHHTE B OIO/pKeTa Ha
MuHHUCTEpCTBOTO Ha 3/paBeona3BaHeTo cpecTra.”



§ 9. Bun. 11, an. 2 cnexq nymute "'no wi." ce nobass "'8,".

§ 10. YUnen 12 ce u3meHs Taka:
"Un. 12. JlekapcTBEHUTE MPOIYKTH U METUIIMHCKUTE U3JENUS 110 Ta3u Hapeada ce OCUTypsBatT

BB3 OCHOBA Ha JOT'OBOPH, CKIIHOUCHHU I10 p€aa Ha 3aKoHa 3a O6HI€CTB€HI/IT6 HOp’bLIKI/I."

§ 11. B un. 14 ce npaBAT clieHUTE U3MCHEHHUS:

1. B an. 1 nymute "enna roguna’ ce 3aMeHsT ¢ "miect mecera'.

2. Annseu 3 1 4 ce OTMEHST.

3. B an. 5 gymure "pernoHamHUTE LIEHTPOBE I10 3/JpaBeola3BaHe’ ce 3aMEHST C ''PEeTHOHATHUTE

3/IpaBHH MHCIICKITUHN"

4. B an. 6:
a) B T. 1 nymure "wid B oHKoJorHuHO jgocue (Oianka Ha M3 Ne 501)" ce 3amenst ¢ "u B

MEIHUIIMHCKO JIOCHE, KOETO CE ChXPaHsBa B JICUeOHOTO 3aBe/ICHHE
0) B T. 2 nymute "win B oHKOJIOTH4HO focue (6anka Ha M3 Ne 501)" ce 3amnyasar.

§ 12. Unrenone 15, 16 u 19 ce ormeHsT.

§ 13. B un. 20 ce npaBAT clieqHUTE U3MCHEHHUS.
1. B an. 2 mymute "chc CHHS HAUTHKHA JIGHTA' CE 3aIMYaBarT.
2. Anmuaeu 3 1 4 ce OTMEHAT.

§ 14. B un. 21 ce npaBsT clIeTHUTE N3MEHEHHS

1. Anunes 1 ce u3meHs Taka:

"(1) JlekapcTBeHHTE MPOIYKTH 3a MALMSHTH, KOUTO CE JICKYBaT MPH aMOyJIaTOPHU YCIIOBHUS, 110
Ta3u Hapeada ce OTIyCKaT OT anTeKaTa KbM ChbOTBETHOTO JIe4eOHO 3aBEJIeHHE - KpaeH MoIydaTesl o il
20, cpelly MpeJcTaBeHa pelenTta W JIMYHa Kapra (ImacmopT) Ha JIMIETO, KOETO T'M ToJydaBa, M Ha
MaIMeHTa, 32 KOTOTO ca MpeanrcaHu."

2. AnuHes 2 ce U3MeHs Taka.

"(2) Ha oOpaTHara cTpaHa Ha pelenTara ce 3anMcBar JaHHUTE OT JIMYHaTa Kapra (macrnopT) Ha

MaIrMeHTa v Ha TIoJTyJaTelis, KOraTo JICKAPCTBEHUTE MPOIYKTH HE Ce TOTydaBaT JIMYHO OT ManueHTa."
3. Anunes 4 ce OTMEHS.

§ 15. B uin. 23 ce npaBAT ClIeHUTE U3MEHEHUS:
1. B ain. 2 nymure "1-B0" ce 3amenst ¢ "'5-0".
2. B an. 3 nymure "1-Bo" ce 3amensrt ¢ "5-0".

§ 16. Unen 25 ce oTMeHs.



§ 17. B un. 27a ce cp3maBat ain. 3, 4 u 5:

"(3) 3a mosyyeHHTE M HM3Pa3XOJBaHH KOJIMYECTBA PATUOAKTHBHU JICKAPCTBEHH MPOAYKTH,
PAIMOHYKJIMIHH T€HEPATOPH, KATOBE M PAAMOHYKIUIHU MPEKYPCOPHU JICUCOHUTE 3aBEICHHUS U3TOTBAT
OTYeTH 10 o0Opaselr chritacHo mpunoxkenue Ne 11a.

(4) Oryerute mo an. 3 ca 3a CPOK JBa Mecella W Ce u3mpamar B MHHHUCTEPCTBOTO Ha
3[IPaBEOIIa3BaHETO JI0 5-0 YKMCIIO HA MECella, CIICBAII U3THIYAHETO Ha OTYSTHUS TIEPUO/L.

(5) Ortuernre 1o am. 3 ce M3rOTBAT OT PBHKOBOAUTEIS] Ha CTPYKTYPHOTO 3BEHO
(oTnencHue/xnMHMKA), B KOETO c€ MpHaraT MOJYYEHUTE pPaIMOAKTUBHH JICKAPCTBEHH MPOIYKTH,
PAIMOHYKJIMHH TEHEPATOPH, KUTOBE M PAJUOHYKJIMIHH PEKYPCOPH M CE MOIMUCBAT OT PhKOBOIUTEIISI
Ha JIeueOHOTO 3aBelICHUE WM YIIBIHOMOIIEHO OT HETO JIUIE. 33 JIOCTOBEPHOCTTA HAa OTYETUTE CHITUTE
HOCSIT CbOTBETHATa OTTOBOPHOCT."

§ 18. B un. 30 ce mpaBAT ciieqHUTE U3MCHEHHUS.
1. Anmuaes 2 ce oTMEHS.

2. B an. 3 nymure "HamumonanmHusi HEeHTHp MO 3apaBHA HH(oOpManua' ce 3aMeHsT ¢
"Hanumonanuus HeHTbp 10 00IIECTBEHO 3paBe U aHAIU3H

§ 19. Unen 31 ce oTMeHs.

§ 20. B § 1 oT TOMBbIHUTENHUTE Pa3MOPeI0H Ce MPaBAT CICAHUTE U3MEHEHUS !

1. B 1. 3 nymute "ui. 262, an. 4, T. 3u 4" ce 3amensr ¢ "wn. 262, an. 5, 1. 3".

2. Touka 4 ce u3MeHs Taka.

"4, "JleueOHO 3aBeleHHE - KpaeH TMojiydaren’ € Je4eOHO 3aBeleHHe, KOETO OTroBaps Ha
KpUTEpUUTE TO Wi. 20, al. 2 U uMa CKIIIOYEH J0TOBOp ¢ MMHHCTEPCTBOTO Ha 3[paBEeOINa3BaHETO 3a
MoJTy4aBaHe Ha JIEKapCTBEHU MPOAYKTH WM MEIUIIMHCKHU U3JIETHs TI0 pejia Ha Ta3u Hapeada.”

§ 21. ITpunoxenne Ne 2 kbM ui1. 3 ce U3MEHs Taka!
"[Mpunoxenne Ne 2 kbM 4. 3

P4
[

MexgyHapogHO HenaTeHTHO HaMMeHOBaHMe
TexHeuveBM reHepaTopu
99-Mo Sodium Molybdate; 99m-Tc Technetium pertechnetate
TexHeuVeBmM KUTOBe
Technetium (99m Tc) macrosalb
Technetium (99m Tc) nanocolloid
Technetium [99mTc] Exametazine 0,5 mg
Technetium [99mTc] medronic acid
Technetium [99mTc] Tetrofosmin
Technetium (99mTc) Sestamibi
PagnodapmaueBTtumum 3a guarHocTumka in vivo
Sodium lodide [131 []
Sodium chromate [51Cr]
loflupane (123-1)
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lobenguane [131 I]

PagnodapmaneBtmuym 3a Tepanus

Sodium lodide [131 []

192 Ir 3a MukpocenekTpoH 150 cm/10 Ci

Strontium (89 Sr) chloride

Ytrium (90 Y) chloride

PagvodapmaneBTuLmM 3a AMarHocTuka in vitro

3H-Estradiol 3,7 MBg

3H-lMpomerecToH 3,7 MBg

1251 T3 KIT

125 [ fT3 KIT

1251 T4 KIT

1251 fT4 KIT

125 | TSH (96-100 npo6bu) KIT IRMA

125 | TSH (384-400 npo6bu) KIT IRMA

IS N N B IR EEES

125 | Insulin KIT IRMA

10 125 | HGH KIT IRMA

11 125 | FSH KIT IRMA

12 125 | LH KIT IRMA

13 125 | Prolactin KIT IRMA

14 125 | Testosteron KIT

15 125 | Progesteron KIT

16 125 | Estradiol KIT

17 125 | CA-15-3 KIT IRMA

18 125 | CA-125 KIT IRMA

19 125 | CA-19-9 KIT IRMA

20 125 | PSA KIT IRMA

21 125 | Plasma renin activity

22 125 | Calcitonin KIT IRMA

23 125 | Aldosteron

24 125 | ACTH IRMA

25 125 | Paratchormon intact IRMA

26 125 | beta 2 microglobulin

27 125 Vit B 12 + chonunesa kucenvHa

28 125 Digoxin

29 125 | Thyreoglobolin

30 125 | Cortisol

31 125 | DHEAS

32 125 | KapumHoembpuroHaneH aHtureH IRMA

33 125 | anti TG antibody

34 125 | anti TPO antibody

35 1251 TRAK

PapgunoakteHM natouynmnumn KobanT-60 ¢ pasnmyHa ehekTuBHa akTUBHOCT 3a
npesapexgaHe Ha rama-TepaneBTUYHNUTE ypeabu

§ 22. Ipunoxenne Ne 3 kpM wi. 14, an. 1 ce m3mens Taxa:
"ITpunoxxenne Ne 3 kpM un. 14, an. 1

MwuHucTepcTBO




Ha 3apaBeonasBaHeTo MPOTOKOIJT Ne

(neyebHo 3aBeaeHme) 3a npegnnceaHe Ha
nekapCTBEHM NPOAYKTU
3a neyeHne Ha UHEKLMO3HN
3abonssanusa (CIMNH,
Ty6epkynosa un gpyru)

OHEC, (oo , KOMUCKA B cbCTas (MMe 1 hamunus, cneunanHocT):

O-p
pasrnena npeAacTtaBeHaTa OT NieKyBallus nekap MeanumnHcKka AOKYMeHTaLUms, BKoYBaLLa aHaMHe3aTa 1 00EKTUBHMS CTaTYC |
Nme:

Agpec (rp./c., yn. Ne)

Bb3 0cHOBa Ha ropHOTO KOMUCKSATA YCTaHOBW, Ye NauMeHTbT cTpaaa oT:

(pasrbpHata guarHosa)

TenecHa maca:

lMpoBeneHo neyeHme 4O MOMEHTa:

EdbekT oT neyenuneTo:

lMpomsHa B neyYeHMeTo:

MpuymHM 3a NpomsiHaTa:

Lpyra nHgpopmaums:

KomucuaTa npegnara no-HaTaTbLWHOTO NleYeHMEe Aa 3anovHe/npoabikn CbC CNegHNTE NeKapcTBEHN MPOAYKTU 3a CPOK OT AB
JlekapcTBeH

npoAayKT

Nek. bopma Jlek. koHUeHTpaums KonnyecTBo 3a ABymeceydeH Kypc

lMpoTokonbT € BanuaeH ao

PbkoBoanten UneHoBe: 1. .....cccceevvveeeen.
Ha nNe4yebHOTO 3aBeeHuE: 2
(noanuc, nevar) B "

§ 23. Ilpunoxenue Ne 8 kpMm uit. 20, an. 2 ce U3MeHs Taka!
"ITpwtoxxenne Ne 8 xbm . 20, an. 2

PeuentypHa 6naHka - M3 N2 ..........cocoiiiiiiiiceccee e
3a nekapcTBa, 3annaLlaHu oT penybnukaHckus GroakeT

HanmeHoBaHue Ha nevyebHOTO 3aBegeHue - Per. Ne
Jlekap (nme)

oo} o] (o) 1 N | o HaTta:
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MaumeHT (Mve):

Jlekap:

(noanuc n nevar)

[om. agpec:

p. (c)

OTtnycHan:
Mar. dpapm.
(nognwvc n nevar)

Monyyun:

Harta:

§ 24. ITpunoxenue Ne 9 kpm 4. 20, an. 4 ce OTMEHS.

§ 25. B npunoxenne Ne 10 kpMm wit. 23, an. 1 ce npaBAT ClieIHUTE U3MEHEHUS

1. Aymute "un. 2, an. 1" B 3arnaBueTo ce 3aMeHSAT ¢ "4 2, an. 2".

2. [lymure "JlupexTop Ha" B Kpasi Ha IPUIIOKESHUETO Ce 3aMeHsT ¢ "PbkoBoanTeN HA".

§ 26. B mpunoxenune Ne 11 xbm 4. 24, an. 1 ce npaBsT cleIHUTE U3MEHEHUSI:

1. Iymute "ai. 2, ain. 1" B 3armaBueTo ce 3aMeHsT ¢ "'wr. 2, ai. 2".

2. [lymure "JlupexTop Ha" B Kpasi Ha IPUIIOKEHUETO ce 3aMeHsAT ¢ "PbkoBoauTeN Ha".

§ 27. Cn3naa ce npmwiokerne Ne 11a kpm 4. 27a, ai. 3:
"ITpunoxxenue Ne 11a kpm ui. 27a, an. 3

3a nony4yeHunTe n n3pas3xoaBaHu pagnoakTUBHU NieKapCTBEHU NPOAYKTU, PaONOHYKITMOHW reHepaTopun, KUTOBE U

OTYET

pPaavoHYKNAHW NpeKypcopu

38 NEPMOAA OT ..eeveeeieeeeiienns DO it
2T L TSP T PP PRTP
(Mme Ha neyebHOTO 3aBefeHWe W rpaga)
HavnmeHoBaHue Ha
paagnoakTuBHUTE
nekapcTBeHun MonyyeHo Wapaaxon-
NPOAYKTH, Kornu- THProBeKo Bpon 60nHwu, Bpon KONMM4yecTBo BaHO Heobxo-
o paagnoHyknuoHuTe 4eCcTBO B _ Ha KOUTO e AnarHocTun- npes ANMOCT OT
o HavMeHo KONMMYeCcTBO
reHepatopu, KUToBe | [4030Ba BaHIE npoBeaeHo umMpaHu nepuoga u npes npepasnpe
N paguoHyknuaHuTe | eguHula fie4yeHune OonHu CPOK Ha nepnona aeneHuve
npekypcopu (no rogHocT P

a3byyeH peq Ha
INN)




MN3roTteun: PbkoBoauten Ha

(Ha n3npallaHe Ha oT4eTa) (nve, nognuc) ne4yebHOTO 3aBefeHME:
(ume, noanuc u neyar)"

§ 28. ITpunoxenue Ne 13 xbMm ui. 31, an. 1 ce ormeHs.

3aK/II0YNTEeHHA Pa3nopeadu

§ 29. B Hapenba Ne 4 or 2009 r. 3a ycrnoBusitTa U pena 3a HpeaNUCcBaHe M OTIyCKaHE Ha
nekapcTBeHu npoayktu (00H., 1B, O6p. 21 ot 2009 r.; usm., 6p. 91 or 2009 r.) ce mpaBsAT CICAHUTE
U3MEHEHUS:

1. Ynen 5 ce u3meHns taka:

"Un. 5. (1) B perunonannara 3apaBHa uncnekuus (P3M) ce Boaum peructbp Ha JieKapute U
JeKapuTe IO JEHTaJHa MEAMLMHA, KOUTO TPEANUCBAT JIEKAPCTBEHH MPOIYKTH, ChIbpIKaIll
HapKOTHYHU BEIECTBA.

(2) B peructppa mo an. 1 ce BOmCBAaT JaHHUTE Ha JieKapsi/Iekaps MO JCHTAHA MEIUIUHA 110
JOKYMEHTA 3a CAMOJIMYHOCT, JIMYEH KOJ U KOJ| Ha JIeueOHOTO 3aBeeHue. "

2. B un. 12 an. 2 ce u3MeHs Taka:

"(2) Cnen m3tMyaHe Ha cpoka 1Mo ai. 1 penenturte ce mpeiaaBaT ¢ MPHUEMHO-TIpeaBaTeIeH
npoTokon Ha uHcnekropute B P3U, kouto ru cbxpansBaT 3a cpok 10 roaumHu, cien Koeto ce
YHUII0’KaBaT OT KOMHUCHSI, OTIpeiesieHa ChC 3aroBe]l Ha qupekTopa Ha P3N."

3. B un. 35 an. 2 ce u3meHs Taka:

"(2) B anrexuTe Ha JEUEOHUTE 3aBEICHHUS CHC CTAIMOHAp, CKJIFOYMIM JOTOBOP IO peaa Ha
Hapen6a Ne 34 ot 2005 r. 3a pena 3a 3amjamia€e OT penyOJMKaHCKUs OO/DKET Ha JICYCHMETO Ha
OBATapcKuTe TpakIaHH 3a 3a00JsIBaHMS, U3BBH 00XBaTa HA 3aIBIDKUTEITHOTO 3/IpaBHO OCHTYpsIBaHE, Ce
3aJbpKa €AMHUAT eK3eMIUIIp Ha perenrara.”

4. B un. 41, an. 3 abpeBuarypara "PI[3" ce 3amens ¢ "P31".

5. B un. 42, an. 2 abpeBuatypara "PL3" ce 3amens ¢ "P3U".

6. B ui. 46 an. 1 ce u3MeHs Taka:

"(1) OrnyckaHeTo Ha JIeKapCTBEHHU MPOAYKTH, MPEAMICAHHU TI0 pelia Ha riiaBa Tpera, pazaen I,
Ce W3BBpPIIBA OT aNTEeKH Ha JIeYeOHHW 3aBEICHHsI ChC CTAIMOHAp, CKIIOYMIM JOTOBOp 1O peda Ha
Hapen6a Ne 34 ot 2005 r. 3a pena 3a 3amiamia€e OT penyOJUMKaHCKUS OIO/DKET Ha JICYCHHETO Ha
ObJATapcKUTE TPak/IaHU 3a 3a00JsBaHus, U3BBH 00XBaTa Ha 3aIBJDKUTEIIHOTO 3paBHO OCUTypsiBaHe."

7. Unen 51 ce u3meHs Taka:

"Un. 51. MUHHCTEPCTBOTO Ha 3/IpaBEOIa3BaHETO OPTraHW3Mpa U KOHTPOJIMPA OTIEUYATBAHETO,
pasnpenensHeTO U OTYMTAHETO Ha CHEIHMATHUTE PelenTypHU OJaHKH 3a OTIyCKaHe Ha JIeKapCTBEHH
MPOJYKTH 10 npuioxenue Ne 4."

8. B unen 52 ce npaBsT CleTHUTE U3MEHEHHS:

a) B an. 1 nymure "u Ha peuentypaute Onanku oT npuiokeHue Ne 8 va Hapenoa Ne 34 ot 2005
. 32 pella 3a 3alvlalfaHe OT PenyOJMKaHCKHs OIOKeT Ha JICYCHHETO Ha OBJITapCKUTE IpakIaHH 3a
3a00JIsIBaHMS, U3BBH 00XBaTa Ha 3aIBJDKUTEITHOTO 3/IPaBHO OCUTypsiBaHe' ce 3aIrJaBar;

0) B an. 2 abpeBuarypara "PL[3" ce 3amens ¢ "P31";

B) B aj1. 3 abpeBuarypara "PI[3" ce 3amens ¢ "P3U".

r) B ain. 4 abpeBuarypara "PLI3" ce 3amens ¢ "P3U1".



9. B un. 53, an. 1 abpesuarypara "PL[3" ce 3amens ¢ "P3U1", a nymure "un. 5, an. 1, 1. 1" ce
3ameHdrT ¢ "wi. 5, an. 1"

10. B un. 54 ce npaBsT cieaHUTE U3MEHEHUS:
a) B Tekcta npeau T. 1 abpeBuarypara "PII3" ce 3amens ¢ "P3U";

0) B 1. 1 abpeBuarypara "PLI3" ce 3amenst ¢ "P3U", a nymute "un. 5, ain. 1, 1. 1" ce 3amMeHsT ¢
"gi1. 5, a;m. 1".

11. Ynen 56 ce ormeHs.

12. B § 4 oT npexoIHUTE W 3aKIIOYUTEIHUTE paznopeadu adpesuarypara "PLI3" ce 3amens c
"P3Hl'.

13. B § 6 oT npexonHUTE W 3aKIIOYUTEIHATE pasnopenadu adpesuarypara "PLI3" ce 3amens c
"P3Hl'.

14. TIpunoxenue Ne 11 kbM wi. 56 ce oTMeHs.



