HAPEJBA 3A CBIIECTBEHUTE N3UCKBAHUA 1
HPOLUEAYPUTE 3A OLHEHSABAHE HA
CBOTBETCTBHUETO CbC CBIIECTBEHUTE
N3UCKBAHUA HA MEJUIIUHCKHUTE U3AEJIHNSA 11O YJ1.
2, AJI. 1, T. 3 OT 3AKOHA 3A MEAUIUHCKUTE U3JIEJUA

IIpuema c [IMC Ne 186 om 31.07.2007 .
Oo6nu. JIB. 6p.65 om 10 Asecycm 2007e., usm. JB. 6p.106 om
12 Jlexemspu 2008e.

I'maBa mrepBa.
OBIIU ITOJIOXXEHUA

Y. 1. C Hapenbata ce ornpenessr:

1. cBIECTBEHUTE U3UCKBAHUS KbM MEIUIIMHCKUATE U3AEIUs o wi. 2, air. 1, T.
3 ot 3aKkoHa 3a MEAUIIMHCKUTE U3ACIUS;

2. TpoleaypuTe 3a OILIEHABaHE Ha CHOTBETCTBUETO CBHC CBHIIECTBEHUTE
HU3UCKBAHUA U CHABPIKAHUCTO HAa TCXHUUYCCKATA JOKYMCHTAI M,

3. U3MCKBaHUATA KbM HOTU(ULIUPAHUTE OPraHu;

4. M3UCKBaHUATA 3a MPOBEXJAaHE Ha aHAJM3 Ha PUCKa M 3a yNpaBlIEHUE Ha
pUCKa 3a MCIUIWHCKHW HU3ACIWA, NPU HNPOU3BOACTBOTO HA KOHMUTO Ca HM3IIOJI3BAHU
HEXH3HECIOCOOHA JKMBOTMHCKA ThKAaH MIJIM HEXU3HECTIOCOOHU MPOIYKTH, OTyUYEHU
OT )KUBOTUHCKH THKaHH,

5. mpaBuiaTa 3a KiacuUKaIus Ha METUIIMHCKUTE U3IeNus 110 T. 1.

Y. 2. (1) Hapenbata ce npunara 3a:

1. MegumuHCKH M3denus mo wi. 2, ain. 1, T. 3 or 3aKoHAa 32 MEIUIIMHCKHUTE
H3CIINS;

2. MEUITMHCKH U3JIEJHS 10 T. 1, n3paboTeHu Mo MOpPHUKa;

3. MEIWIIMHCKH U3JENHSI 110 T. |, TpeIHa3HAYCHHU 33 KIIMHUYHU WU3TUTBAHMS;

4. METUIIMHCKY HM3AeJHs 1o T. 1, KOMTO BKJIIOYBAT KaTO HepaslieiHa 4acT
BEIIIECTBO, KOETO, M3MOI3BAHO OTAETHO, MOXKE J]a ObJie OMPEIEICHO KaTO JIEKapCTBEH
MPOIYKT TIO CMHCHJIA HAa 3aKOHA 32 JICKAPCTBECHUTE MPOJTYKTH B XyMaHHATa METUITUHA
M YHMETO JIEHCTBHUE BBPXY OpraHM3Ma € CIOMAaraTeJIHO 10 OTHOIIEHHE Ha OCHOBHOTO
MpeHa3Ha4YeHUEe Ha MEUITMHCKOTO U3/IENNE;

5. MeauIMHCKU u3aenus mo T. 1, KOUTO BKJIIOYBAT KAaTO HEpas[eiHa 4acT
BEILIECTBO, MOJYYCHO OT YOBENIKAa KPBhB WM IIJIa3Ma, KOETO, M3IMOJI3BAHO OTIIEIHO,
MOXKE Ja ObJe OmpeleleHO KaTo ChCTaBKa Ha JIGKAPCTBEH MPOAYKT WIH KaTo
JIEKApCTBEH MPOJYKT II0 CMHUCHIA Ha 3aKoHA 3a JIEKApCTBEHHTE NPOIAYKTH B
XyMaHHaTa MEIWIMHA W YHETO JICHCTBHE BBPXY OpraHHM3Ma € CIIOMaraTejaHo II0
OTHOIIIEHWE HA OCHOBHOTO MpeTHA3HAYCHUE Ha U3/CIINETO;

6. MemMIUHCKH w3naenws mo T. 1, ¢ moMomra Ha KOWUTO C€ Mpuiaratr



JIEKapCTBEHU IPOIYKTH;

7. IpUHAATICKHOCTH [0 CMUCHIIA Ha 3aKOHA 32 MEAULIMHCKUTE H3/ICIHS;

8. cuctemu Wi HAOOPH OT MEIUITUHCKHU U3 10 T. 1;

9. MegMUMHCKM wu3ieiauss mo T. 1, mpu HpPOU3BOJACTBOTO Ha KOUTO €
U3IONI3BaHA HEKM3HECIOCOOHAa IKMBOTHMHCKA THKAaH WJIM  HEXU3HECTIOCOOHU
MPOAYKTH, TTOTyYEHH OT KUBOTHHCKHU THKAHHU.

(2) KuBOTHHCKHTE THKaHU, KOUTO MPOU3XOXKAAT OT KpaBH, OBIC U KO3HW,
KaKTO M OT €JIeHM, JIOCOBE, HOPKHM M KOTKH, MOTaT Ja ObJaT H3MOJ3BAaHU B
MPOU3BOJICTBOTO HA M3AENUATA 1o ai. 1, T. 9, mpeHa3HAYCHH J1a BIM3AaT B KOHTAKT C
YOBEIIKOTO TAJIO, C U3KJIIOYEHHE Ha T€3H, KOUTO BIM3AaT B KOHTAKT C YOBEUIKOTO TSJIO
4ype3 HeyBpeIeHa KOXKa, IIPU Clla3BaHe U3UCKBAHUATA Ha wi. 23, wi. 59, an. 2 u ui. 66.

(3) Mpoayktute, MONyYeHH OT KUBOTUHCKH THKAHU CIIEJl MPOU3BOJCTBCHA
npepaboTka, KaTo KojareH, KeJaTuH M JIOM, U3MOJI3BaHU B U3JenuaTa no ai. 1, 1. 9,
MpeIHa3HAYCHHU J1a BIM3AT B KOHTAKT C YOBEIIKOTO TSUIO, TPAOBA Ja MPOU3XOKAAT OT
CyOIpOyKTH, KOWTO OTroBapsAT HAa W3UCKBaHHATa Ha wi. 6, am. 1, Oykea "c¢" or
Pernament (EO) Ne 1774/2002 na EBpomeiickusi mapiameHT u Ha ChBeTa OTHOCHO
YCTAHOBSIBAHE Ha 3JIPaBHUTE IPaBHJIA, OTHACSIIU CH JO YKHUBOTHHCKHU CYONpPOIYKTH,
KOMTO HE ca TNpeaHa3HadeHH 3a KoHcymamwms ot xopa (OJ, L 273, or 10 okTomBpHn
2002 r., p. 1 -95).

Ui 3. (1) Hapenbara He ce npunara 3a:

1. MH BUTPO TUATHOCTUYHH MEIUIIUHCKH U3JICITHUS;

2. aKTUBHUA HMIUTIAHTUPYCMU MCOAULIUHCKHN U3ACIINAA,

3. JeKapcTBEHH TIPOAYKTH IO CMHCHIa Ha 3aKOHa 3a JIEKApCTBEHUTE
MPOAYKTH B XyMaHHaTa MEIUINHA;

4. MeUIIMHCKH n3aenus mo 4wi. 2, an. 1, 1. 1, kouto ca HepasaenHa 4acT OT
JIEKapCTBEHW TPOIYKTH M Ca TpPEJHA3HAYCHU OT IPOU3BOIMTENS 32 €THOKpaTHA
yrnoTpeda eJMHCTBEHO B TO3U BH/I.

(2) B caywaure mo an. 1, 1. 4 wuzmenuero TpsAOBa Ja OTroBaps Ha
M3UCKBAaHUITA Ha 3akoHa 3a JICKAPCTBCHUTEC IMPOAYKTH B XyMaHHaTa MCIWUIIMHA.
ChIllECTBEHUTE W3UCKBaHUs, OMNpEJACICHH B Hapemdara, ce mOpujarat camo I0
OTHOIIIEHWE Ha XapaKTePUCTHUKUTE, CBBP3aHH ¢ 0e30macHOTO (YHKIMOHUpaHE Ha
U3IICTTUETO.

YUn. 4. MemMunuHCKATE HU3AEINS [0 Wi. 2, ¢ M3KIIOYECHHE Ha H3ASIINATA,
MpeHa3HauYeHU 3a KJIMHUYHO M3MHUTBAHE, U U3JENNATa, U3pab0TeHH M0 MOpbUKa, ce
nycKaT Ha mazapa W/wiu B jAelcTBUe, korato umar HaHeceHa "CE" MapkupoBka,
KOATO yJOCTOBEpsIBA, Y€ CBHOTBETCTBUETO HAa U3JENMITa CbC CBHUIECTBEHUTE
M3HMCKBaHUS Ha TJlaBa BTOpa € OWJIO OLIEHEHO M0 MPHJIOKUMUTE MPOIeAypH IO riaBa

TpeTa.

Wi. 5. MenunuHCKUTE U3AeIUs 1Mo wi. 2, ain. 1, T. 2 ce myckaT B JeHCTBHE,
KOraTo OTroBapsAT Ha W3MCKBaHUATA Ha ThaBa mbpBa, pasmen |l or 3akona 3a



MCOAUIMHCKHUTE U3OCINA.

Wi, 6. MemumuHckuTe u3feaus mo wi. 2, an. 1, T. 3 ce mpemocTaBsar 3a
KJIMHUYHO W3MUTBAaHE HAa M3CJEeJ0BaTelNl PH Cla3BaHE HAa U3MCKBAHUSATA, TOCOYCHH B
ri1aBa Tpeta, paszaed Il or 3akoHa 3a MEIMLIIMHCKUTE U3/IETHS.

Un. 7. MenuuuHckuTe u3aenus mno 4wi. 2, an. 1, T. 8 ce myckar Ha maszapa
W/Uiu B JEUCTBHE, KOTATO OTrOBapsT Ha W3MCKBaHUATA, TIOCOYCHH B TJiaBa I'bpBA,
pazaen IV oT 3akoHa 3a MEIUIIUHCKUTE U3ETHUA.

Yn. 8. (1) MenuuuHCKHATE M3IENUs 1O WI. 2, IPOCKTUPAHU U NIPOU3BE/ICHU B
CBOTBETCTBUE C OBJIrapCcKUTEe CTaHAAPTH, KOUTO BBBEXKIAT XapMOHU3HPAHUTE
eBponeiicku cTaHgaptv, nyonukyBanu B "OdunumaneH BecTHUK" Ha EBpomneiickus
CBI03, CE MIPUEMA, Y€ CHOTBETCTBAT HA CHILECTBEHUTE U3UCKBAHMS HA IJ1aBa BTOPA.

(2) MenuuuHCKUTe M3ACTHS MO Wi. 2 (HAIPUMEp XUPYPTUYHUTE KOHIU W
u3zenuaTa no ui. 2, ain. 1, T. 4 unm 5, KoraTo MeXIy JIEKapCTBEHUTE MPOIYKTH U
MaTepUAJINTE, W3MOJA3BAaHU B H3JEIMATA, MMa B3aUMOJCHCTBHE), NMPOECKTHUPAHU U
MPOM3BEIEHH B CHOTBETCTBUE ¢ MoHorpadguu Ha EBpormeiickata ¢apmakones, ce
IpUeMa, 4ye OTroBapAT Ha ChILECTBEHUTE U3UCKBaHUs Ha Hapeaoara.

Wi 9. Knacudwukamusara Ha METUITUHCKUTE H3CTUs 1Mo wi. 2, ain. 1, 1. 1 B
knac I, Ia, 116 u I1I ce n3BbpIiBa B chOTBETCTBUE C NMpHIIOKeHHE Ne 8.

['maBa BTOpA.
CBbIIECTBEHU N3MCKBAHUA KbM MEJUIINHCKUTE
N3JIEJINA 110 YJI. 2

Paznen L
OO0 M3UCKBaHUS

Yn 10. (1) (Jom. - JB, 6p. 106 ot 2008 r., B cuma ot 21.03.2010 r.)
MenuIuHCKOTO U3/eHe ce MPOCKTHpa M MPOM3BEX/JA TaKa, 4e KOraTo ce M3I0J3Ba
IpH yCIOBHATA M 3a IIEJIUTEe, 3a KOWTO € TIPEIBHICHO, Ja HE 3acTpaliaBa
0e30macHOCTTa M 37paBETO HA MAIMCHTUTE, MEIUIIMHCKUTE CHEIUAINCTH W TPETH
JHILIA.

(2) (Jom. - AB, 6p. 106 ot 2008 r., B cuia ot 21.03.2010 r.) B ciyuaute o
an. 1 momsara 3a marueHta TpsiOBa Jla € TO-TOJISIMA OT TPEIBUACHUS PHUCK, KATO
CHOTHOILCHUETO TOJ3a/pUCK TpsiOBa Ma ObAE TaKoBa, Y€ Jla OCUTYpsiBa BUCOKO HHBO
Ha 3aIMTa Ha 3paBeTO M OE30MIaCHOCTTA.

(3) (Hosa - JIB, 6p. 106 ot 2008 r., B crma ot 21.03.2010 r.) M3uckBaHETO 11O
aJ. 2 BKJIIOYBA:

1. HamamsiBaHe, JOKOJKOTO € BB3MOXKHO, Ha pHCKa OT TpemKka MpH



ynotpebata Ha W3AETUETO, KOSNTO MOXE Ja Cc€ IBDKM Ha EpProHOMUYHHTE
XapaKTePUCTUKH Ha W3JEIMETO U Ha cpeaTa, B KOSATO TO € MpeaHa3HayeHo na Obiae
H3II0JI3BaHO, U

2. IpeleHsIBaHe Ha TEXHUYECKUTE TIO3HAHMS, OITUT, 00pa3oBaHUE U 00yUeHUE
M, KOraTo € BBH3MOXKHO, Ha 3PaBOCIOBHOTO M (PU3NYECKOTO CBHCTOSHUE Ha
MOJI3BATEINTE HAa U3ACTUITA.

Yn. 11. (1) PeuweHusita npu MNPOCKTHPAHETO M KOHCTPYHPAHETO Ha
MEIUIIMHCKOTO M37Ieie TpsOBa Ja ca B ChOTBETCTBUE C MPUHIIMITUTE 332 0€30MacHOCT
U J1a OTTOBAPAT HAa CHbBPEMEHHUTE TEXHOJIOTHH.

(2) Ipu wm300op Ha HAN-MOAXOMIIO PEIICHHE POM3BOAUTEIAT IpUIIara
MOCJIeIOBATEITHO CIICHUTE TPUHIIUATIH:

1. na enmuMHMHUpa WM a2 HAMaJId B HaW-TOJIsIMA CTETIEH pHcka (Oe3omaceH
IIPOEKT U KOHCTPYKIIUSA);

2. KOraTto ¢ HEBB3MOXXHO PHUCKBT Ja Oble eTMMUHHpAH, Ja TpPEIABUIN
CBHOTBETHUTE MPEANA3HU MEPKH, BKIFOUUTEIHO U TPEAYTPEIUTESITHA CUTHAIIH;

3. nma wuHpopMHpa MOTPeOMTENUTE 3a OCTAaTBUYHUS PHCK, KOHTO HE €
CJIMMHHUPAH, HE3aBUCHMO OT B3CTUTE MPENa3HU MEPKH.

Wi 12. MeaunuHCKOTO u3/1eue TpsiOBa J1a OTroBaps Ha MpeJHa3HAYCHHUETO,
OTIPEIEJICHO OT MPOW3BOIUTENS, M 32 [eJITa J]a C€ MPOEKTUPa, MPOU3BEKIA U OITAaKOBA
Taka, 4e Ja U3ITbJIHSABA €HA WIN TIOBEYE OT CICTHUTE (PYHKIIUH:

1. quarHocTHKa, npodunakTuka, HabIr0AeHNE, ICYeHNEe WK 00JIeKYaBaHe Ha
3200JIIBaHUS;

2. IMaTHOCTHKA, HAOJIO/ICHNE, JIeYeHne, OOIeKUaBaHe WM KOMIICHCHpaHe Ha
TpaBMH WX UHBAJIUIOHOCT,

3. wu3cnenBaHe, 3aMsHAa WM KOPEKIMs HAa aHATOMHYHA 4YacT WM
(U3MOIOTHYEH TPOLIEC;

4. KOHTPOJ BBPXY Ipolieca Ha 3a0peMeHsIBaHe.

Un. 13. MeaunuHCKOTO M3AeNUe ce MPOCKTHpPa W MPOU3BEXkKIa Taka, 4e Mo
BpeMe Ha MOCOYEHHMS OT IPOU3BOIUTENSL EKCIIJIOATAIIMOHEH CPOK XaPAKTEPUCTUKUTE U
JEHCTBUETO Ha M3JCIMETO HE TpsOBa Ja ce MPOMEHAT MO HAaYWH, KOUTO MOXE Ja
3acTpamd  O€30MacHOCTTa U 3ApaBeTO Ha MalMeHTUTe, Ha METUIIUHCKHUTE
CICMAJIUCTH M HAa TPETH JIMIA, KOraTo W3JCIHETO € MOMJI0XKEHO Ha
HaTOBapBaHe/ynap Mpu HOPMAJTHU YCJIOBHS Ha yrmoTpeoa.

Un. 14. MeuuuHCKOTO U3/IeNIMe C€ MPOEKTHPa, MPOU3BEXK/IA U ONIAKOBA TaKa,
4e TMpU TPAHCTIOPTUPAHE W CHXpaHEHWE, aKO Ce Clas3BaT HMHCTPYKIMUTE Ha
MPOU3BOJMTENS, Ja HE C€ Ch3JaBa PHCK OT MpOMsSHA Ha NEHCTBHETO My M Ha
XapaKTePUCTUKUTE MY.

Un. 15, Bceku Hexemnan cTpaHudeH e¢dekT mOpu ynorpedbata Ha
MEIMLMHCKOTO M3Jenue TpsiOBa J1a € B paMKHTE HAa NMPUEMIIMBHUSA PHUCK, IpELEHEH



CIIpsAMO NPEABUACHOTO IPECAHA3HAYCHHUC.

Yn. 15a. (Hos - JIB, 6p. 106 ot 2008 r., B cuma ot 21.03.2010 r.) Ipn
JIOKa3BaHETO Ha CHOTBETCTBUETO HA W3MEIIUETO CHC CHIICCTBCHUTE M3MCKBAHHS CE
BKJIFOYBAT U JAHHUTE OT KIIMHUYHOTO OLICHSBAHE CHIJIACHO IJIaBa TpeTa OT 3aKOHa 3a
MEJUITMHCKUTE U3ACIIHS.

Pazpnen 1L
[IpoexkTupane u KOHCTpyHpaHe. XUMUYHU, GU3UYHU U OUOJIOTUYHU
CBOMCTBA

Y. 16. Ilpu nmpoeKTUpaHeTo U MPOU3BOJCTBOTO HA MEJAUIIMHCKOTO H3IEIHE B
3aBHCHMOCT OT NPEJHA3HAYEHUETO My U C OIVIE]l FapaHTHPAaHE HA U3UCKBAHUATA KBM
HEro, onpe/esieHu B paszaen I, oT ocobeHo 3HaueHue e:

1. BuABT Ha MarepuajHTe, KOWTO CE€ U3MOJ3BaT, M OCOOEHO TIXHATa
TOKCUYHOCT Y BB3IIJIAMEHUMOCT;

2. CBBMECTUMOCTTAa MEX]y H3MOJI3BAaHUTE MaTepuald U OUOJOTHYHUTE
THbKaHU, KJIETKU U TEJIECHU TEUHOCTH.

3. (moBa - JIB, 6p. 106 or 2008 r., B cuna or 21.03.2010 r.) korato €
NOJXOAALIO0, pe3yJTaTuTe OT OMO(MU3WYHUTE MPOYUYBAHHS, YHUATO BAJIUTHOCT €
JIOKa3aHa.

Y. 17. (1) MeauuuHCKOTO H3/eHe ce MPOSKTHUPa, TPOU3BEXKa U OMAKOBa
Taka, 4¢ MaKCHMAllHO Ja C€ OrPaHWYM OIAaCHOCTTA 3a JIMIIATa, y4YacTBAlId B
TPAHCIOPTA, CHXPAHCHUETO M H3IMOJI3BAHETO HA M3ICIHETO (B T.4. MAILMEHTUTE), Ja
BIISI3aT B KOHTAKT ChC 3aMBPCUTEIH M OCTATHYHH BEIICCTBA.

(2) Ocobeno BHUMatTenHa TpsOBa Ja € TpEICHKAaTa 10 OTHOIICHUE Ha
ThPKAaHHUTE, KOWTO BJIM3aT B KOHTAKT, HA NPOJBIDKHTEIHOCTTa M 4YecToTara Ha
BB3JICHCTBUETO.

Y. 18. (1) Korato mpu HOpManHa ymoTpeda WM 1O BpeMe Ha PYTHHHH
IPOLEYPH MEIUIIMHCKOTO HM3IC/IMEC BIIM3a B KOHTAKT C MaTepHalld, BEICCTBA WM
rasoBe, TO C€ MPOCKTUPA W MPOU3BEXK/IA Taka, ue Jaa Objie rapaHTHPAHO OE30MaCHOTO
My H3I0JI3BaHE.

(2) Korato MeaMIIMHCKOTO H3JEAMe € TMpeAHa3HAYEHO 3a MpHjaraHe Ha
JIEKapCTBEH/H TPOJAYKT/H, TO C€ MPOEKTUPA U MIPOM3BEXKIA TaKa, Ue Ja € ChbBMECTHMO
C JIEKapCTBEHHs MPOIYKT, KaTO JCHCTBHETO Ha JIEKAPCTBEHUS IMPOIYKT CIOPE]
npeHa3HAYeHUETO My HE C€ TIOBJIMABA OT U3/IEIHUETO.

Y. 19. (1) B cyuyante Ha MEAMIIMHCKO HM3eIMe 1O wi. 2, ai. 1, T. 4 wiau 5
BEIIIECTBOTO, KOETO € OMpEeNeeHO KaTo JICKAPCTBEH MPOAYKT, WIH JIEKAPCTBEHUSIT
MPOJYKT, MOJy4YeH OT YOBEIIKA KPBB WJIM YOBEILKA IUIa3Ma, TPsiOBa Ja OTroBapsl Ha



W3UCKBAaHMATA 3a KAadeCTBO, 0E30MacHOCT W e(HUKACHOCT ChITIAaCHO 3aKOHa 3a
JICKapCTBEHUTE MPOJIYKTH B XyMaHHATA ME/IMIIMHA.

(20 (M3m. - B, Op. 106 or 2008 r., B cmma ot 21.03.2010 r.)
Hotudunupanusr opran mo uwi. 64, an. 2 unu 4i. 65 ot 3akoHa 32 METUIIUHCKHUTE
u3enus, O00OCHOBaBaMKM HEOOXOJAMMOCTTa OT BKJIFOYBAHETO HA BEIIECTBOTO B
MEAMIIUHCKO H3ZeNue 1o wi. 2, ain. 1, T. 4 mpeaBu/ NMpeaHa3HAYCHUETO MY, H3HCKBa
CTAHOBMILE OT pPETyJIATOPEH OpraH Ha bp)KaBa WieHKa Wi oT EBponeiickarta
areHius no Jjekapcrsata (EAJI) 3a xauecTBOTO M 0€30MacCHOCTTa Ha BELIECTBOTO,
KaKTO W KJIMHWYHA OIEHKA Ha CHOTHOIMIEHHETO IT0JI3a/PUCK OT BKIIFOYBAHETO MY B
nzaenueTo 1mo an. 1. [Ipu u3roTBsiHe Ha CBOETO CTAHOBHIIE PETYJIATOPHHUSAT OpPraH Ha
JabpkaBata uwieHka wim EAJI OTYuTa OPOM3BOJACTBEHHs TPOIEC U JIAHHUTE,
000CHOBABAIIHK TT0J13aTa OT BKJIFOYBAHETO HA BEIIECCTBOTO B HU3EIUETO, MPEJIOCTABEHU
OT HOTH(UIIMPAHHS OpTaH.

(3) (M3m. - IB, 6p. 106 ot 2008 r., B cuia ot 21.03.2010 r.) B cinyuaute Ha
n3nenue mo 4. 2, an. 1, T. 5 EAJI u3gaBa cTaHOBHIIETO MO all. 2.

(4) (Hosa - /IB, 6p. 106 ot 2008 r., B cuia ot 21.03.2010 r.) IIpu npomenu
BBbB BEIICCTBOTO MO ajl. 1 Hail-uecTo BCIEJACTBHE HAa IMPOU3BOACTBEHHS IPOIEC
MPOU3BOUTEIAT yBeJOMsBa HoTH(uIMpaHus opraH. HoTudumupanust oprax
W3UCKBAa CTAHOBHILNE OT CHOTBETHHS peryjaropeH opraH mo ai. 2 wiu oT EAJI
OTHOCHO Ka4eCTBOTO M 0€30IaCHOCTTa Ha TIPOMEHEHOTO BEIIECTBO.

(5) (Hosa - /1B, 6p. 106 ot 2008 r., B cuia ot 21.03.2010 r.) PerynatopHust
OpraH Ha Ibp)kaBata wicHka win EAJI oTynta TaHHUTE 3a 10J3aTa OT BKIFOUBAHETO
Ha CHOTBETHOTO BEHIECTBO B M3/CIMETO, MPEJAOCTABEHU OT HOTU(DHUIIMPAHHSI OpPraH, 3a
Ja TpeleHd Jald TMPOMEHHUTE MO ai. 4 HAMAT OTPHUIATETHO BB3ICHCTBHE BBPXY
YCTaHOBEHOTO CHOTHOIICHHE T0J13a/PHCK.

Yn. 19a. (Hos - JIB, Op. 106 or 2008 r., B cuia ot 21.03.2010 r.) (1)
CroTBeTHUSAT peryiaropeH oprad win EAJl u3naBa Hay4HOOOOCHOBAHO MPEANUCAHUE
Ha HOTH(HUIMPAHUS OpraH, KOrato moiyyd WH(OpManus, 4ye BIaraHoToO B U3/ICITUETO
mo wri. 19, an. 1 NMOMOIIHO BEmECTBO OM MOIJIO Jia TIOBIHSE Ha YCTAHOBEHOTO
CHOTHOILICHHUE T10J13a/PUCK.

(2) B cnyuaute mo an. 1 HOTUGHUIHUPAHUAT OPTraH NPELCHIBA U3BBPIIBAHETO
Ha HOBTOpHa OLCHKA Ha CbOTBETCTBUECTO HA U3ACJIUCTO 110 HpI/IJ'IO}KI/IMI/ITe npouenypn.

Y. 20. (U3m. - JIB, 6p. 106 or 2008 r., B cuia ot 21.03.2010 r.) (1)
MenuIHCKOTO M3JIeNTie ce MPOEKTHpa M MPOW3BEXKAa TaKa, 4Ye MaKCHMAJHO Jla Ce
HaMaJId PUCKBT OT OTICNISIHE Ha BEIIECTBA, KOWTO HSIMAT OTHOIICHHE KBbM
npenHa3HaYeHueTo Ha u3aenueTo. OcoOEHO BHMMAHHUE C€ OT/eNs Ha BELIeCTBaTa,
KOUTO ca KJIACHU(PUIIMPAaHU KATO KaHIEPOTCHHW, MYTareHHW WM TOKCHUYHH 3a
penponyknusaTa chkriacHo Hapembata 3a pega W HaumHa Ha Kiacu(UIUpaHe,
OIIAKOBaHE W €TUKETHpaHE HAa XMMUYHH BeliecTBa W mpemnapat (06H., JIB, Op. 5 or
2003 r.; u3M. u jor., 6p. 66 ot 2004 r., 6p. 50 u 57 ot 2005 ., 6p. 20 o1 2007 T. U OPp.
4u51012008T.).

(2) Koraro usnenue Wik 4acT OT HETO, IpeJHA3HAUCHO 3a MpujIaraHe u/uiu
W3BIIMYAaHE Ha JIGKAPCTBEH NPOAYKT, TeJeCHAa TEYHOCT WU JPYTH BeElIeCTBA B



YOBEIIKKSI OPTaHU3bM HIIM OT HETO, WIN U3JENNs, IPEeIHA3HAUYCHHU JIa TPAHCTIOPTUPAT
WIN CBhXpaHSBAT TaKMBa TCYHOCTH WIIM BEIIECTBA, CHIABPXKAT (PTamaTH, KOWTO ca
KJIACH(PUITUPAHN KAaTO KAHIIEPOTCHHH, MyTareHHW HWJIM TOKCHYHH 32 PEIPOTyKIHSATA
ot kateropus 1 wim 2 cwerioacHo Hapenbarta mo an. 1, BbpXy U3IEeNUeTo/U3Aenusara
W/WITM BBPXY OIMAKOBKATa HA BCSIKA OT YACTUTE UM, WM, KOTATO € MOIXOIAII0, BBPXY
MOTpeOHTENICKAaTa OIMAKOBKA, TPSAOBAa Ja WMa O3HAUYCHHWE, Y€ W3JCIUETO ChIbpiKa
¢dranaru.

(3) B ciayuaute Ha u3menaus, KOUTO CHABPXKAT BemiecTBa mo ain. 1 wimm 2,
MpeJHAa3HAYCHW 3a JICUCHWe Ha Jiela, Ha OpeMeHHHW WIM Ha KbPMadKH,
MPOU3BOUTENIAT JAOIBJIBA TEXHUYECKATA JOKYMEHTAIUs C MOTHBHPaHa 00OCHOBKa 3a
M3I0JI3BAHETO HA TE3U BEILECTBA B CHOTBETCTBHE CHC CHIIECTBEHUTE M3UCKBaHUS. B
WHCTPYKIIHATA 3a yHoTpeOa To mperocTaBst HHGOPMAIIHS 32 OCTATHYHUS PUCK OT TIX
1, aKO € TIPUJIOKHMO, TOCOYBA MOAXOISIIUTE PEIa3HH MEPKH.

Un. 21. MeauunHCKOTO W3ZENHE Ce MPOCKTHpa M TPOM3BEXKIA Taka, 4e B
3aBUCHUMOCT OT BUJa MY M XapaKTepUCTUKUTE Ha cpeJaTa, B KOSATO ce ymnoTpebsBa,
PUCKBT OT HEIIPEABUICHO MOIAIaHE HA BELIECTBA B HErO Ja C€ HaMalld B Hal-rojisiMa
CTETICH.

Pasznen III.
3apa3zsBaHe 1 MUKPOOHO 3aMbPCSIBaHE

Y. 22. (1) MeauIiHCKOTO M3Me/IHe ¢ MPOCKTHpa M MPOM3BEK/IA TaKa, ue
PHCKBT OT MH(MEKIINHU 33 NAIIMEHTUTE, MEIUIIMHCKUATE CICIMAIMCTH U TPETH JIMIIA Ja
Oblle OTCTPAHEH WM CBEJICH 10 MUHUMYM.

(2) MemuiMHCKOTO M3IeNue e MPOCKTUPA TaKa, 4e J]a MOXKE Jia CE U3IM0JI3Ba
JIECHO M CBIICBPEMEHHO BB3MOKHOCTTA OT 3aMbpPCSABAHE HA H3ACIMETO TPH
yrnorpebara My OT allMEHTa WM 00paTHO Aa ObJie MUHUMAJIHA.

Y. 23. (1) TekaHuTe OT )KMBOTHHCKH MPOU3XOJ TPAOBA Ja ca MOJYYCHH OT
KUBOTHH - OOEKT Ha CHelMalieH BeTepUHApPEH KOHTPOJ W HaONI0JIEHHE CBIIACHO
3akoHa 3a BETEpHHAPHOMEAMIMHCKATA JACWHOCT, C OTJIe] Ha TAXHOTO CIEeHU(UIHO
npeHa3HaYeHUe B METUIIMHCKOTO U3ZIETIHE.

(2) Hotupuumpanure opranu mo wi. 64, an. 2 wim 4i. 65 or 3akoHa 3a
MEIUIMHCKHATE M3ICNHUsS ca JIBKHU Ja ChXpaHsABaT MH(opManusaTa 3a reorpadckus
MIPOM3XOJ] HA )KUBOTHHTE.

(3) IIpu oOpaboTBaHETO, CHXpaHIBAHETO, M3MUTBAHETO M ymoTpedara Ha
THKaHWUTE, KJICTKUTE W BEUIECTBATa OT JKMBOTWHCKH MPOM3XOJ CE B3EMaT MEPKH 3a
ocurypsiBaHe Ha Oe3omacHocT. besomacHocTra mpm paboTa ¢ BHUPYCH M JIpyrU
NPEHOCUMM areHTH C€ OCUTYpsiBa upe3 H3I0JI3BaHE Ha BaJWAMpPAHH METOIH 32
WHAKTUBUPAHE WM IIMMUHUPAHE HA BUPYCH B IIPOU3BOACTBEHUS MPOLIEC.

Un. 24. (1) MeauuuHCKOTO HM3JelUe, KOSTO Npean yrnorpeda € B CTEepUIIHA



OMAaKOBKa, C€ TMPOEKTHpa, MPOU3BEKIAa W ONMAKOBa B OMAKOBKH 3a €JIHOKpATHA
ynoTpeba W/WIIM ce ONaKoBa CBHIVIACHO OOIIONPHETUTE MPOLEIYPH, TapaHTHpAIIN
HEeroBata CTEPUJIHOCT MPU TPAHCIOPTHUPAHE, ChXPAHEHUE U MyCKaHe Ha masapa Jio
MOMEHTA, KOraTo 3allliTHATa OMAKOBKa C€ MOBPEIH UIIA OTBOPH.

(2) MenuiuHCKOTO M3/e/ne, KOSTO Ce MyCcKa Ha masapa W/Wid B IcHCTBUE B
CTEpPHUJIHA OIMAKOBKa, Ce MPOM3BEXkKAa M CTEPHIM3MPA Ype3 MOIXOJSIIN BaIUAUPAHU
METOTH.

(3 MeauuuHCKOTO U3Aeare, MpeJHA3HAYCHO 3a CTePHIIM3aAIUs, Ce
MPOM3BEXK/Ia B MOIXOIAIIO KOHTPOIUPAHH 32 I[EJITa YCIOBUSL.

Y. 25. (1) CuctemaTa 3a OMaKkoOBaHE HAa HECTCPHJIHU MEIUIIMHCKH HU3CIIUS
TpsiOBa /J1a OCUTYpsIBa CTENEH Ha YMCTOTA, TaKa Y€ PUCKBT OT MUKPOOHO 3aMBpCSIBAHE
1a € MUHAMAJICH.

(2) Koraro wu3pmenueTo ce crepwiM3upa INpead ymnorpeda, PHUCKBT OT
MUKpPOOHO 3aMbpCsiBaHE TPsiOBa J]a € MUHUMAJIEH.

(3) Cucremara 3a omakoBaHe Ha M3ACIHUETO MO ajl. 2 TPIOBa Ja € MOAXOIsIIA
3a MMOCOYCHUS OT MPOU3BOIUTEIISI METO 38 CTCPUITU3ALIUSL.

Uin. 26. OnakoBKUTE W/MIK €TUKETUTE Ha METUIIMHCKO U3JieNne TpsOBa aa ce
paszauYaBaT OT WJACHTHYHU WM TOJOOHU MPOIYKTH, MpEJjaraHd B CTEPUIICH U
HECTEPHJICH BU]I.

Paznen IV.
Koncrpyupane u okoiHa cpena

Ui 27. Korato MEIUIIMHCKOTO HW3JCTUE € MpeJHA3HAYCHO 3a M3IOJI3BAHE B
KOMOMHAIUS ¢ JpYTy U3Jeius Wik o0opyBaHe, 1sulaTa KOMOMHALNSA, BKIIOYUTEIHO
CBbp3BalllaTa cucTeMa, TpsiOBa Ja € Oe3omacHa M Ja He HapylaBa CleUu(pUIHHUTE
GbyHKIIUM Ha U3aeIneTo. Besko orpannyenne 3a ynotpeda TpsioBa ga Ob/ie MoCOoYeHO
BBbPXY €TUKETA U/WIM B MHCTPYKLIMATA 3a yHoTpeoa.

Wi, 28. MeuImHCKOTO H3/IelTue ¢ TPOSKTHPa U MPOM3BEK/Ia TaKa, ue Ja ce
OTCTpaHH MM HAMaJIH, JOKOJIKOTO € BE3MOYKHO:

1. pucksT OT mOBpena, KOSATO 3acAra (U3MUECKUTE XapaKTEePUCTUKH,
BKJIFOYBAIIM: CHOTHOIICHHWE OOEM/HaJsiTaHe, pa3MepH W KOTato € HEOOXOAMMO -
€PrOHOMHYHUTE XapaKTEPUCTUKH;

2. PUCKBT, CBbp3aH C MPEABUAUMU MPOMEHU B OKOJHATa cpena (MarHUTHO
IMOJIC, BBHIIHU CJICKTPUYCCKH BJIHAHHWA, CICKTPOCTATUUYCH 3apsdad, TEMIICpaTypa,
KoJie0aHUs B HAJSITAHETO M YCKOPEHHUETO);

3. PUCKBT OT B3aMMHH CMYUICHHS C APYTU U3IETHSA, KOUTO MapaleilHo Ce
H3M0JI3BAT IPH U3CJICABAHUATA NI JICUCHUCTO,

4. pUCKBT OT YBeJIMYaBaHE Ha HEBB3MOXKHOCTTA 32 MOJIbPKAHE U
KanuOpupaHe HA MEIUIIMHCKOTO HM3/eNUe BCIIEACTBUE HA CTapeeHe Ha M3IMOJI3BAHHUTE



MaTepualid, KakTO HampuMep MpH HUMIUIAHTHTE, WM PHCKBT OT HamalsiBaHe
TOYHOCTTA Ha MEJUIIMHCKO U3/EINE C U3MEPBATEIHA WIH KOHTPOJIHA (PYHKIIHSL.

Yn. 29. (1) MeauuuHCKOTO M3ZEIHe Ce MPOCKTUPA M MPOM3BEKIA TaKa, ue
MIPH U3MOJI3BAHETO MY CHIVIACHO MHCTPYKIUATA 3a ynorpeda, KakTo M B YCJIOBUS Ha
eIMHUYHA TTOBPE/Ia J1a c€ M30€THE PUCKBT OT BH3IUIAMEHSBAHE M €KCIUIO3HS.

(2) UsuckBanero Ha an. 1 ce oTHACS B HaW-TOMAMA CTENEH 33 U3JCIHUs, IPH
ynorpebaTta Ha KOMTO CE€ M3MOJI3BAT 3aNa MK WU €KCILIO3MBHU BEIIESCTBA.

Pasnen V.
MenuuuHCKY U3IeNus ¢ u3MepBaTeIHu (PyHKIUN

Y. 30. (1) MeauumHCKOTO U3/eI1e ¢ U3MepBaTeNIHU (QYHKIIMH C€ IPOSKTHPa
U TpOM3BEXJa Taka, Y€ Ja CE OCHIYpPH AOCTaThuHAa TOYHOCT M CTaOWJIHOCT B
OIpeJeNICHUTe TPAaHUIM HAa TOYHOCTTA B 3aBUCHUMOCT OT IPEIHA3HAYCHHETO MY.
I'panunyTe Ha TOYHOCT CE MMOCOYBAT OT MPOU3BOAUTEIIS.

(2) Ckanara, o KOSITO CE OTYUTAT U3MEPBAHUS U HAOIIOICHHS, CE TPOCKTUPA
B CBHOTBETCTBHE C EPrOHOMHUYHHUTE MPUHIMIN CHOpE] IpeaHa3HAuYCHHETO Ha
MEAULIUHCKOTO U3/IeIHeE.

(3) CroitHOCTHTE OT H3MEPBAHETO CE MU3PA3sABAT B CIMHUIM CHIVIACHO 3aKOHA
3a U3MEPBAHUATA.

Pa3zngen VI.
3arura ot 00 IbYBaHE

Y. 31. MeauuuHCKOTO M3AENHE Ce TMPOCKTHpa M TPOM3BEKIA Taka, 4e B
CBHOTBETCTBHUE C INpPEJAHA3HAYCHUETO MY PaJUallMOHHOTO OOTbYBAHE HA MALUEHTHTE,
MEIMLIMHCKUTE CHEIUAIMCTH M TPETU JIMIA J1a € Bb3MOXKHO Hal-HHCKO, 06e3 ToBa J1a
orpaHuyYaBa MPHJIAraHeTO Ha HEOOXOTUMUTE 3a TEPalneBTUYHUTE U JUATHOCTHUYHUTE
1LIeJIM HUBA Ha 00TbYBaHE.

Y. 32. (1) Korato MeauIMHCKOTO H3JEIHE € MpeAHa3HaYCHO Ja H3IIbuBa
OMaCHM HHBA HA JbYCHHE 3a CHCHM(DUYHM MEIUIMHCKU LEIH M B TE3H CIIydau Ce
MPELICHsBa, Ye IM0J13aTa HAJIBUIIABA PHCKA, U3/ICIHETO CE MPOCKTHpPA U MPOU3BEKIA
TakKa, 4€ MCIUITUHCKUAT CIICIUAJIMCT Ja UMa BB3MOXXHOCT a4 KOHTpOJ'II/Ipa JIBYCHUCTO.

(2) MenuuuHCKOTO M3EIHE 1O al. 1 ce MPOSKTHpa U MPOU3BEKIA TaKa, de
aa OCI/II‘ypHBa B’b3HpOI/I3BOI[I/IMOCT nu HeO6XOI[I/IMO N3MCHCHHUC HA CBHBOTBCTHUTC
MIPOMEHITUBH TTapaMETPH.

Un. 33. Koraro MeIWMIMHCKOTO H3/eNUe € MpeJHa3HAYeHO Ja H3IIbuBa
MOTEHITMATHO OMACHO BUIUMO W/WJIM HEBUJIMMO JTHUCHHE, TO TPsIOBa /1a € CHaOIeHO ¢



BU3YyaJIHO H/Uan 3BYKOBO IIPEAYHPCIKACHUC 3a TOBA U3JTBYBAHC.

Un. 34. MeaummHCKOTO W3JEIHE C€ MPOSKTUpa M TPOW3BEXKJa Taka, 4e
PUCKBT OT M3JlaraHe Ha MAaLMEHTUTE, MEAULIMHCKUATE CIELMAIUCTH U TPETU JIMLA Ha
HEIPEBUICHO IPEMUHAIIO WIH PA3CESHO JIBYCHUE J]a € MUHUMAJICH.

Yn. 35. UHcTpyKnusATa 3a ynorpeba Ha MEAUIIMHCKO HM3ICIIHE, H3IBUBAIIO0
T'BUCHUE, CHIBPXKA OIPOOHA HHPOPMALIUS 3a:

1. XapaKTEpUCTUKATA HAa U3JIBUYBAHOTO JIHLUCHUC,

2. cpejcTBaTa 3a 3allliTa Ha MAIUCHTUTE ¥ MEAUIIHHCKUTE CIICIIUATUCTH,;

3. HAYMHUTE 32 MPEJAOTBPATIBAHE HA HETPaBHIIHA yIIOTpeOa Ha U3/IEINETO;

4. mpenna3BaHe OT PUCKOBE, Ib/DKAIIN CE HA HEMTPABUIIHO HHCTAJHMPAHE.

Wi 36. MeauuMHCKOTO W3JeiHe, W3TBhYBAI0 WOHWU3UPAIIO JTHhUCHUE, CE
MPOCKTHpa W TMPOM3BEKJA Taka, Ue Ja € OCHUTYPeHAa BB3MOXKHOCT 3a MPOMSIHA U
KOHTPOJI Ha KOJMYECTBOTO, '€OMETPHUATA U KAYECTBOTO HA HM3I'BUYBAHOTO JTHUYCHHE,
KOraTo TOBa € MPUJIOKHMO ChOOPa3HO MPEAHA3HAYCHHETO MY.

Un. 37. MenuUMHCKOTO M3ZeNe 3a AMArHOCTHKA, W3TBbUBALI0 HOHU3UPAILO
ThUEHUE, CE MPOCKTUPA M TPOU3BEXKIA TaKa, Y€ Ja Ce MOCTUTHE MOJXOMSII 00pa3
W/WJIM Ka4eCTBO CTIOpE]T MEUITMHCKATA 11T TP MUHUMAJTHO OOThYBaHE HA MAIlMEHTa
M Ha MEIUILIMHCKUS CIEIUAIHNCT.

Wi. 38. MeaWnMHCKOTO W3JENHE 3a Tepamus, H3IbYBAN0 HOHU3UPAIIO
TBbUEHUE, C€ TPOEKTUPA U MPOU3BEXK/IA TaKa, Ye Ja OCUTYPHU HAJEKIHO MPOCIIEIsIBaHe
Y KOHTPOJI Ha /103aTa, Ha BUJIa U €HEPTUATa Ha IBUEBHS CHOII, @ KOraTo € He00X0uMO
- ¥ Ha Ka4€CTBOTO HA JIYCHHUETO.

Paznen VI
N3nenusi, cBbp3aHU WIM CHAOJCHHU C U3TOUYHUK HA CHEPTHUS

Un. 39. MemunuHCKOTO W3/eHe, BKJIIOYBANIO B CHCTaBa CH BrPAJCHU
IPOTrpaMUpPyEeMHU E€JIEKTPOHHH CHUCTEMH, C€ NPOEKTUpa Taka, 4Ye Jia OCHTypsBa
MOBTOPSIEMOCT, Ha/IS)KTHOCT U JICHCTBUE HA T€3U CHCTEMH CIIOPE]] TPEJHA3HAYCHUETO.
[lpu BB3HMKBaHE Ha MBPBU JePEKT B cHCTeMaTra TpsAOBa Ja ca NPEIBHACHU
HEOOXOJMMUTE MEPKH 3a OTCTPaHIBAaHE MM HaMaJlsiBaHE Ha ITOCJIEABAIIN PUCKOBE.

Ui 39a. (Hos - JIB, 6p. 106 ot 2008 1., B cwita ot 21.03.2010 r.) 3a uznenws,
KOUTO BKJIIOYBAT COPTyep MM ca 3a coPTyep, KOMTO caM 1o cebe CH MpeaCcTaBiisaBa
MEIUIIMHCKO u3zienue, copTyepbT TpsOBa Ma Obje BaIUIUPAH CHIIIACHO PA3BHUTHUETO
Ha HOBUTC TCXHOJOI'MH, KAaTO C€ OTUMTAT HpI/IHHI/IHI/ITe Ha pa3BI/ITI/Ie Ha JXKU3HCHUIA



LUKBI, YOPABJICHUC HA PUCKA, BaJIMJAINA UIIU ITIOTBBPIKAABAHC.

Wi. 40. MeTMIMHCKOTO HM3JIEUE, MPU KOSTO 0E30MacCHOCTTa HA MAIUCHTUTE
3aBHCH OT BBTpPEIICH U3TOYHHUK Ha €HEeprus, TpsOBa J1a € CHAOIEeHO ChC:

1. amapatypa 3a onpeeisiHe ChbCTOSHUETO HAa U3TOUHUKA HAa €HEPTHUs;

2. ajapMeHa CHCTEMa, KOSTO Ja CHTHAJIM3Upa 3a BCIKO HAPYIICHHE B
3axXpaHBaHETO.

Un. 41. MeaunuHCKOTO W3/AeNMe, TpeAHa3HAue€HO 3a TPOCeIsIBaHEe Ha
KJIMHUYHYU TapaMeTpH Ha TMAIMeHT, TpsAOBa Aa € CHaOACHO C MOAXOMAAIIM alapMeHU
CUCTCMH, CUTHAJIM3UpAlM 3a CUTyallMM, KOUTO MOTaT Ja NpCAU3BUKAT CMbBPT HIIN
CEPHO3HO YBpEeXJIaHe Ha 3/I[paBETO Ha MalMEHTa.

Ui 42. MeaunuHCKOTO W3JENIHE Ce MPOSKTHpa W IMPOU3BEKIA Taka, 4e B
HOpMaJIHU YCIIOBUSI Ha paboTa PUCKBT OT Ch3JaBaHE Ha €JEKTPOMAarHWTHH IOJETa,
KOUTO MOTAT Jia MOBIUSAT HA JEHCTBUETO HA JPYTH WU3JCIHS WIM anapatd B OIU30CT,
Jla € MUHUMAJICH.

Uin. 43. MeauuHCKOTO H3/IeNue ce MPOEKTHpa U MPOU3BEXKAa Taka, ue Ja ce
M305TBa, JTOKOJIKOTO € BB3MOXKHO, PHCKBT OT CIIy4YailHM TOKOBH yIapH, KakTO U TpU
eIMHUYHA TTOBPE/Ia, Ype3 OCUTYPSIBAHE TIPABMITHO HHCTAIMPAHE HA H3CITHETO.

Un. 44. MeaMIIMHCKOTO HU3JIEJIUE CE€ IPOCKTUpa W IMPOMU3BEXKJA Taka, 4e
MaguCHTHET U MEAWLNUHCKHAT CICOHUATIUCT Oda Ca 3alllUTCHU OT MCEXaHHMYCH PHCK,
CBBpP3aH C YCTOMUMBOCTTa U CTAaOMJIIHOCTTa HA JBIKCIIUTE CE€ YacTU B H3MEIHETO,
KaKTO U Ha U3JEIUETO.

Y. 45. MG,I[I/II_II/IHCKOTO HU3JACIINEC CC IIPOCKTHPA U IIPOU3BCIKIA TaKa, Y€ KATO
CC OTYMTA Pa3BUTHUCTO HA HOBUTC TCXHOJIOIMH, PUCKLT 3a HALNUCHTUTC u/unu 3a
MEIUIUHCKHUTE CIICHHUAIIMCTH OT BI/I6paI_[I/II/I, TCHEpHUPAHU OT U3ACIIMETO, OCBEH AKO TC
ca 4acCT OoT CHGI_II/I(I)I/I‘IHOTO My HeﬁCTBHe, Ja € MUHUMAJICH.

Y. 46. MequmMHCKOTO M3/IeTNe ce MPOCKTHPa U MPOU3BEXKIa Taka, 4e KaTo
Ce OTYMTA PA3BUTHETO HAa HOBHUTE TEXHOJOIMM, PUCKBT 3a NAIlMEHTUTE W/MIU 3a
MCIUIHUHCKUTC CIICHHUAJIMUCTU OT HU3JIbUBAHUA OT HCTO HIYM, OCBCH aKO IIYMBT € 4aCT
OT creu(UIHOTO MY JICHCTBHUE, Ja € MUHUMAJIEH.

Un. 47. MeaMIIMHCKOTO H3JCJIME€ C€ MPOEKTHUpPAa U KOHCTPyHpa Taka, 4e
PUCKOBETE OT CBBP3BAHCTO MY C M3TOUYHHUIM HA CJIICKTPUYCCTBO, ra3, XuApaBJIndHa U
MMHEBMaTHYHA €HEPrusl IPU eKCIUIoaTaIusATa My J1a Ca MUHUMAJTHH.

Wi, 48. MeIuIMHCKOTO HU3JCNIHe Ce TMPOSKTHpa Taka, 49e JOCTBITHUTE MY



CJIEMEHTH M JONMMPHHUTE MM YacTH, C W3KIIOYEHHE Ha YacTUTE, NMpeIHa3HAYCHH Ja
W3ThUBAT TOIUIMHA, HE TPSOBAa Ja JOCTUTAT OMACHU TEMIIEpPATypH IMpPH HOpMalHA
ynotpeba Ha U3JEIHUETO.

Y. 49. MeauuMHCKOTO M3JeNie, KOETO AOCTaBs Ha MAallMeHTa CHePIUus WIN
cyOcTaHIIMM, C€ MPOEKTUPA U KOHCTPyHpa Taka, 4e CKOpOCTTa Ha IOTOKA Ja MOXeE Ja
ce peryiupa M HOJAbpXkKa C TOYHOCT, KOSTO Ja rapaHThpa Oe30macHOCTTa Ha
MalKEHTa U Ha MEIMLUHCKUS CIIELUAIINCT.

Yn. 50. (1) MeauuuHCKOTO wU3menue TpsibBa 1ga € CHAOJAeHO C
MPUCTIOCOOJICHUS 32 CUTHAJIM3MpAHE 3a BCSKA MPOMSHA B CKOPOCTTa Ha MOTOKa Ha
SHEPTHs WU CYOCTAHIIHS, KOSITO MOXE JIa 3acTpaliy 0e30IMacHOCTTa Ha MaIHCHTA.

(2) MenmunuHCKOTO — HW3menuMe  TpsAOBa Jga  MPHUTE)KaBa  3al[UTHH
MPUCTIOCOOJICHUS, KOUTO, JIOKOJIKOTO € BB3MOXKHO, Ja MPEJOTBPATAT WHIUICHTHOTO
OCBOOOKTaBaHE HA HENPEJBHJANMU KOJMYECTBA EHEPTHs WU CyOCTaHIUS OT
CHOTBETHHUS U3TOYHHK.

Yn. 51. (1) OyskuuuTe Ha KOHTPOJIUTE M MHIMKATOPUTE TpsiOBa aa Obaat
SICHO 0003HaUYEHU BbPXY MEIULUHCKOTO U3/EIHE.

(2) Korato wu3menuero € MPHUAPYKEHO OT HHCTPYKIHS 3a yMoTpeda HiIH
BU3yaJIM3UpaHa CUCTeMa C pabOTHUTE My MapaMmeTpH, Ta3u UHopMmalms TpsOBa 1a e
pa3bupaema 3a MEAULUHCKUS CIEIUAINCT, @ aKO € HeOOXOAUMO - U 32 MAIUCHTA.

Pa3zmen VIII.
Nupopmarus oT mporu3BOAUTENS

Yn 52. (1) (Jom. - JB, 6p. 106 or 2008 r., B cuima ot 21.03.2010 r.)
MeuIMHCKOTO U3/IeNIue Ce MPUAPYkKaBa OT HH(OpMaIus 3a 0€30MMaCHOTO My M TOYHO
M3I0JI3BaHe, ChOOpa3eHa ¢ KBaTU(pUKALUATA W/WIK C TIPEABAPUTEITHOTO 00yUeHHE Ha
MOTEHIUAIHUS TIOTPEOUTENT - MEIUIIMHCKU CIICIUAINCT WU TMAlUEHT, W ChIbPiKa
'bJTHA MH(OPMALIHS 32 TIPOU3BOIUTEISL.

(2) Uudopmamusra mo anm. 1 ce CbCTOM OT JaHHH BbpPXy CTHKETa Ha
MEIUIMHCKOTO M3/IEJIHE U JJaHHU OT MHCTPYKIUATA 33 yIoTpeoa.

(3) UudopmarusaTa 3a 6€30MaCHOTO M3MOJI3BAHE HA WM3JIEIHETO CE€ MOCTABS
BBPXY HM3ICIHETO U BbPXY MOTpEeOUTEICKATa My OIMAKOBKA, W/MJIH BBPXY OMAKOBKATa
Ha BCSIKO M3JIeJIie OT Habopa Wi cucTeMaTa, ako MMa TaKasa.

(4) Unctpykius 3a ynotpeda HEe ce M3MCKBA 32 MEIMIIMHCKUTE M3JICIHS IO
1. 2, an. 1, 1. 1 ot kitac | u knac Ila, KouTO MO TIpeTieHKa Ha MPOU3BOIUTENS MOTAT JIa
ce M3Mo3Bat 0e30macHo U 0e3 MHCTPYKIIHSA 32 yIoTpeoa.

Ui 53. (1) UadopmanusTa mo 4. 52 Moke J1a ObJic BEB BUJ HA CHMBOJIH.
(2) Usmon3BaHHWTe CHUMBOJNM WIH HIACHTH(GHUKAIIMOHEH LBAT TpsOBaT 1a
CBHOTBETCTBAT Ha XapMOHM3MPAHUTE CTaHIAPTU. B obnacTuTe, 32 KOUTO HSAIMa TaKUBa



CTaHJapTH, CUMBOJIMTE M I[BETOBETE TpsiOBa Ja OBJAT OMHCAaHU B TEXHUYECKATa
JOKyMEHTAIUs, IPUAPYKaBallla MEIMIIUHCKOTO U3/IEIIHE.

Uin. 54. (1) ETukersT chabpika ciaeaHata uHGOpMaIHs:

1. (u3m. - /1B, 6p. 106 ot 2008 r., B cuna ot 21.03.2010 r.) ume u agpec Ha
MIPOM3BOIMTENIS; KOTAaTO HM3JENHATa ce BHAcAT Ha Teputopusata Ha EC oT Tpera
Ibp)KaBa, €TUKETHT UM BHHINHATA OMAKOBKA WJIM MHCTPYKIHMATA 32 yroTpeba TpsaodBa
Jla ChABPKAT JAOMBIHUTEITHO UMETO U aJipeca Ha YII'BIHOMOIICHHS MYy TPEICTaBUTEI
mo wi. 10, am. 2 ot 3akoHa 32 MEOUIIMHCKHUTE W3/ICITHS;

2. mompoOHa wuHpopmanus, HeoOXoAMMa Ha TMOTpeduTens, 3a Ja
UICHTH(PUITUPA U3ICTUETO, M ONUCAHNE HA CHIBPKAHUETO B OTIAKOBKATA;

3. yKazaHue, B CJIy4ail 4e MEJUIMHCKOTO U3/CJINE € CTEPUITHO;

4. xoraro € MpUJIOKUMO - MAPTUACH HOMEp, IpealecTBan oT nymarta "LOT",
WJIM CEpUEH HOMED;

5. maaukanus Ha gaTtata, 0 KOSTO H3JEIMETO MOXKE Ja Ce€ H3I0JI3Ba
0e30IacHoO, U3pa3eHa KaTo roJuHa U Mecell;

6. B cnyuaili Ha AaKTUBHO MEIWIMHCKO W3JAeNTUE - TOJAMHATA Ha
MIPOM3BOJICTBOTO MY, KOSITO C€ BKJIFOYBA B MAPTUIHHS WJIH B CEPHUHHS HOMEp Ha
H3IEINETO;

7. ykazaHWe, B Ciy4all dYe MEIUIIMHCKOTO H3JeNHe € 3a €JIHOKpaTHa
yroTpe0a;

8. B ciyyaif ye MEeIWIMHCKOTO H3Aenue € u3paboTeHo Mo mophuKa - u3pasza
"u3nenue, HaMpPaBeHO Mo MopbuKa';

9. B cimyuall 4e W3JCIMETO € TpeJHA3HAYCHO 32 KIWHUYHO HW3IHUTBAHE -
n3pasa "camo 3a KIMHUYHO U3MUTBaHE";

10. BCUYKH CIICIIUATTHY YCIOBHS 32 ChbXPAaHEHUE W/WITU TOAPHKKA;

11. cienmaTHU MHCTPYKIUH 32 yroTpeoa;

12. nmpenynpexaeHus W/UIU TpeAna3Hd MEpKHU, KOWTO TpsOBa 1a ce
MpeANnpUueMar;

13. MeToza 3a cTepunu3anus, KbIETO € MPUI0KUMO;

14. B ciyyail Ha MEUIIMHCKO U3eNnue mo 4i. 2, ai. 1, T. 5 - uaaukamnus, e
U3JIEINETO ChIbpKA JIEKAPCTBEH MPOJYKT/ChCTaBKa HAa JIEKAPCTBEH MPOIYKT,
MTOJIYYCHH OT YOBEIIIKAa KPBB WJIM OT YOBEIIKA IIJIa3Ma.

(2) Cooppkanuero Ha eTukera 1Mo an. 1 TpsOBa ma Obae W Ha OBIrapCKH
€3MK, KOraTo MEIUIIMHCKOTO H3JeNNe He € MpeIHa3HaueHo 3a mnpodecroHaHa
yroTpeoa.

Un. 55. IlpousBogurenst sicHO ¢GopMmynupa TNpeJHa3HauYCHUETO Ha
MEJUIIMHCKOTO U3/IeJINE BbPXY €TUKETa U B MHCTPYKLHUSITA 32 ynoTpeoa.

Un. 56. MenuuuHCKUTE M3IENHUS W pasrio0seMHTe KOMIIOHEHTH, aKo €
BB3MOXKHO, C€ HACHTU(UIMpAT MO MapTHAW, 3a Ja MOXE Ja C€ OTKPHE BCEKHU
MOTEHIMAJIEH PUCK, Ch3/1aBaH OT U3JEJIUATA U PA3TI00sIeMUTE KOMIIOHEHTH.



Uin. 57. UHCTpyKIMATA 32 ynoTpeda ChAbpKa CIEAHUTE JaHHU:

1. undopmarnusTa, mocoueHa B ui. 54, ain. 1, ¢ u3kimroueHne Ha T. 4 U 5;

2. (yHKOUUTE HA MEAWIUHCKOTO W3JEIHe CBhriaacHO Wi. 12 W BCUYKH
HE)XEJIaHW CTPAHUYHU €(PEeKTH;

3. moxpoOHO OMMCaHWE Ha XapaKTEePUCTHKUTE HA JAPYTHM MEJUIIMHCKH
W3IeTUsT WM Ha O0OpyABaHE, C KOWUTO HM3IEIHETO CE CBHP3BA, 3a Ja (PYHKIHOHHpA
CTope]] peJHa3HaYeHNETO CH, C eI TIoTydaBaHe Ha Oe30macHa KOMOWHAIINS;

4. uadopmanus 3a mpoBepka Ha 6e30MaCHOCTTa Ha HHCTAJUpaHe U paboTa Ha
W3IENTMETO, KaKTO W HMHCTPYKIMW 3a HAYMHA M 4YecToTaTa Ha TMOUIbpXKaHEe |
KanuOpupaHe, HEOOXOAMMH 32  OCHTYpsiBAHE  MPAaBWIHOTO W  0O€30MacHO
(GYHKIIMOHUpPAaHE HA MEIUIIUTHCKOTO U3/IENIHE IO BCAKO BPEME;

5. mHpopManysl 3a TpPeAOTBpaTIBaHE HA PHCKOBE NpPU HMMIUIAHTHPAaHE Ha
U3/IEJMETO, KOraTo € He00X0AuMO;

6. mHpOpManMi 32 PUCKOBE, KOUTO MOraT Ja BB3HUKHAT BCIICJCTBUE HA
B3aUMOJICHICTBAE C JpPyTd MEIWIWHCKH W3IeIHS 10 BpeMe Ha CHeIH(pUIHU
W3CIICZIBAHUS U JICUCHNUE;

7. yKazaHUS B CIy4ail Ha yBpe)kK/laHE HAa CTEPUIIHATA ONMAKOBKA U MHCTPYKIIHA
3a IOBTOPHA CTEPUITH3AIIHSI, KOTAaTO € PUII0KIMO;

8. 32 MEIMIIMHCKHY U3/IeNus, TpeTHa3HaYeH! 32 MHOTOKpaTHa yroTpeoa:

a) ykazaHus 3a pabora mpu TMoOcieaBamia ymnotpeda, BKIIOYUTEIHO
MOYUCTBAHE, 1e3WH(EKIHsI, OTTAKOBaHE;

0) MeTO 3a CTepUIIM3AIUs TPH IOBTOPHA YIOTpeOa, KOraTo € IMpUII0KUMO;

B) YKa3aHHs 3a MOYMCTBAHE M CTEPHIIM3ALMSA, NMPABHIIHOTO M3MBIHEHHE Ha
KOMUTO J1la BOJAM JO CBHOTBETCTBME C wW3WCKBaHuWsATa Ha wi. 10, 3a w3menws,
npeHa3HA4YeHH 33 CTePHIN3AINS IPean yIoTpeoa;

') MAKCUMAJTHO JIOITyCTUM OpOii 3a ynotpeoa;

9. (HoBa - /1B, 6p. 106 ot 2008 1., B cuna ot 21.03.2010 r.) KOTaTO U3AETUETO
€ 3a eJIHOKpaTHa yrnoTpeba - HHpOpMaLus, IPEJOCTaBEeHa OT POU3BOIUTENS OTHOCHO
XapaKTEPUCTUKN M TEXHUYECKH (DaKTOpH, KOMTO CH3IAaBAT PHUCK, aKO HM3JEIHETO CE
M3I0JI3BA TTOBTOPHO; B CIlydauTe HA Wi. 52, an. 4 mHpopManmsTa ce MpeocTaBs Ha
MOJI3BATEIS TIPU TTIOMCKBAHE;

10. (mpemumma 1. 9 - JIB, 6p. 106 or 2008 r., B cuna ot 21.03.2010 r.)
noAapoOHa wHOpMAIMs 3a BCSIKa CleABallla MaHUITyJalus TMpeaud ynorpeba Ha
W3/IeJMETO, HallpUMep CTEPUIM3UPAHE, OKOHYATEIIHO CTII00sBaHE | T.H.;

11. (mpegumma 1. 10 - JIB, 6p. 106 ot 2008 r., B cuna ot 21.03.2010 r.)
nH(pOpMAIHS 32 €CTECTBOTO, BUJIa, MHTCH3UTETA U Pa3lPOCTPAHEHUETO HA THUYCHHUETO,
B CITy4ail 4e U3/IeIMeTO M3IIbYBa JIbUYEHUS ¢ MEIUIIMHCKO MTpeIHAa3HAYCHNUE.

Y. 58. MHCcTpyKIMsATa 3a yrnoTpeda BKIIOYBAa M HH(OpMAIs, TO3BOJISBAIIA
Ha MEIUIMHCKHUS CIEIHAIKNCT A2 YBEIOMH NalMeHTa 32 BCHUKH POTHBONIOKA3aHUS U
HE00XOIMMHU TPEANa3HA MEPKH, KaKTO CIIC/IBa:

1. npenmazHu Mepku B cioyyaid Ha MpoMsiHa BbB (YHKIHMHUTE Ha
MEIUIIMHCKOTO H3/eITHE;

2. Tpeamna3Hd MEpPKU B MPEIBUAMMHUTE YCIOBHSA Ha OOKpBKaBalata cpeaa
IIpH BIUAHUC HAa MarHuTHO I10JI€, HA BBHIIHO CJICKTPUUYCCKO IT0JIC WJIN IIPU ITPOMAHA B



HaJSTaHEeTO, YCKOPEHUETO U T.H.;

3. uHpopManHs 3a JTEKAPCTBEHUS MPOAYKT/IIEKAPCTBEHUTE MPOAYKTH, KOUTO
ce MpHUJIarat ¢ MOMOIITa Ha METUITMHCKOTO U3/ICIIHE, BKIIFOUUTEITHO TIPEIyTIPEKICHUE
3a aKTMBHHTE BELIECTBA, HEMOAXO AN 32 MPUIaraHe ¢ U3JIeIUETO;

4. mpennasHM MEpPKH 3a TMPEJOTBPATSABAHE HA PHCKOBE, CBBP3aHU C
METUITUTHCKOTO U3/ICITHE;

5. (mom. - JIB, 6p. 106 ot 2008 r., B cuna ot 21.03.2010 r.) uadopmanus 3a
AKTUBHUTE BEIIECTBA WJIM BEHIECTBATa, MOJYYCHH OT YOBEIIKA KPBHB WM YOBEIIKA
I1a3Ma, BKJIIOYEHH KaTO ChCTaBHA YacT B MEAMIIMHCKUATE U3ACIUs o wi. 19, an. 1;

6. U3MCKBaHA TOYHOCT HA MEIULIMHCKUTE U3/ICTUS C U3MEPBATETHU (PYyHKIIUU.

7. (HoBa - JIB, Op. 106 ot 2008 r., B cunma ot 21.03.2010 r.) mata =Ha
W3rOTBSIHE HAa MHCTPYKIIHMATA 32 yHOTpeOa WM Ha MOCIeTHATa i peaKIIHsl.

['maBa Tpera.
OLEHABAHE U YIOCTOBEPABAHE HA
CBbOTBETCTBHETO

Yn. 59. (1) Ilpemn na nanece "CE" MapkupoBKa BBPXY MEAUIIMHCKO
u3geane, koeto nomaaa B kaac |, ¢ uskmrouenne Ha uzmenusara mo wi. 2, ain. 1, 7. 2 u
3, IpOU3BOAMTEIIST MpUIara eHa OT CJIEAHUTE MPOLEIYPH 32 OLICHSIBAHE:

1. "IIpHO OCUTYpsIBaHE HA KA4eCTBOTO" ChIIacHO mpuiiockeHue Ne 1, unu

2. " EO uscnenBane Ha TMna" chriacHo npuiioxeHue Ne 2 B cbyeTaHHE ChC:

a) mpoueaypara " EO npoBepka Ha NpoaykTa'" chriiacHO mpuiioxkenue Ne 3,
WIH

0) mpornenypara "OcHurypsiBaHe KadeCTBOTO Ha MPOM3BOICTBOTO" CHIVIACHO
npuiioxeHue Ne 4.

(2) B ciaydaute Ha MEIWIMHCKMA wu3aenus mo wi. 2, am. 1, 1. 9
IIPOU3BOIUTENIAT, IPEAU J1a PUIIOKHU MIPOLEAYPUTE 3@ OLICHSIBAHE Ha ChOTBETCTBUETO
no aia. 1, uU3roTBst CTpaTerusl 3a aHalu3 Ha PUCKA U YNpaBICHHE HA pHUCKA OT
TPaHCMHUCHBHH CITIOHTU(OPMHH eHIle(aonaTuy chriaacHo npuioxeHue Ne 7.

Yn. 60. (1) Ipean na wanece "CE" MapkupoBKa BBPXY MEAUIIMHCKOTO
H3Iene, KoeTo momaaa B kiac Ila, ¢ u3kimrouenne Ha U3aeusaTa o wi. 2, air. 1, 1. 2 u
3, mpom3BOAMTENAT mpuiara mnporeaypara "EO nexnmapupane Ha ChOTBETCTBHE"
CBINIACHO NpuiokeHue Ne 6 B chueTaHUE C €JHa OT CIETHUTE IPOLEAYPHU:

1. "EO mpoBepka Ha npoaykTa" chriiacHo npuioxkeHnue Ne 3, umu

2. "OcurypsiBaHe Ka4eCTBO Ha MPOU3BOACTBOTO" ChIiIacHO npuiioxkeHue Ne 4,
W

3. "OcurypsiBaHe Ka4eCTBO Ha MPOAYKTa" chriacHo nmpuiioxkenue Ne 5.

(2) Bmecto ma mpuiara mporeaypure mo ai. 1, MPOU3BOJUTENAT MOXE Ja
cieasa nmpoueaypata no wi. 61, T. 1.

Un. 61. [Ipean na Hanece "CE" MapkupoBKa BbPXY MEAMIIMHCKOTO W3JETHUE,



Koeto momana B kiac 110, ¢ u3KIIOYeHHE Ha M3feaudTa mo ui. 2, ain. 1, 1. 2 u 3,
IIPOU3BOJAUTENAT IpUIara eHa OT CJIEIHUTE MPOLIEAYPH 32 OLICHSABAHE:

1. "I[lbnHO ocurypsiBane Ha KadecTBO" chriacHo mnpuioxkenue Ne 1 ¢
U3KJIIOYEHHE Ha T. 4 OT CHUIOTO NPUIOKEHUE, UITU

2. "EO uscnenBane Ha Tuna'" cbriacHo mpuiioxenue Ne 2 B ChueTaHHE ChC:

a) "EO nmposepka Ha mpoaykTa" chriacHo nprioxenue Ne 3, wim

6) "OcurypsiBaHe KaueCTBOTO Ha ITPOU3BOJICTBOTO" CBHIIACHO MpUIIOKeHHE Ne
4, unu

B) "OcurypsiBaHe KauecTBO Ha MPOAYKTa" ChIVIACHO IpuiioskeHne Ne 5.

Ui 62. Ilpenu na Hanece "CE" mapkupoBKa BBPXY METUIIMHCKO H3JIEIHE,
KOETO Tomaja B Kiac |, ¢ M3KIIFOYEeHMe Ha M3genusTa mo wi 2, am. 1, 1. 2 u 3,
MPOU3BOIUTENAT Npuiara nporenypa "EO nexinapupane Ha ChOTBETCTBHE" CHIIIACHO
npuioxenue Ne 6 u cheraBs EO mexiapanus 3a ChOTBETCTBUE MPEAM IMyCKaHE Ha
W3JICITHETO Ha ma3apa.

Ui 63. (U3m. - IB, 6p. 106 ot 2008 r., B cria ot 21.03.2010 r.) JIunata mo
wr. 22, an. 1 ot 3akoHa 3a MEJAWIMHCKUTE H3JETHUS, KOUTO CTCPUIN3UPAT CHCTEMHU
Wi HAO0OpH METUIIMHCKH W3JENHsl, W/UIU MEeIUUUHCKU u3nenus ¢ HaHneceHa "CE"
MapKUpPOBKa, KOUTO ca MpeJHa3HAUYCHH OT MPOU3BOAMUTENA Ja ObJaT CTEPUIU3UPAHU
npeau ymotpeba, 3a Ja TH TyCcHAaT Ha IMasapa, MpuiaraT Mo wu300p eaHa oOT
npouexypute no npuioxenus Ne 1 nim 4.

Uin. 64. TIpow3BOIUTENAT MOXKE Ja BB3JIOKH HA YIBIHOMOIIEHUS CH
npeactaButen mo wi. 10, am. 2 ot 3akoHa 3a MEAWIIMHCKUATE W3JCIHS Ja TPUIIOKU
MpOLIEIypUTe 3a OICHSBAaHE Ha CHOTBETCTBUETO MO MpruiokeHus Ne 2, 3 u 6 u na
CBhCTaBU JOKYMEHTAIMsATa MO rjaBa mbpBa, pazaeln |l or 3akoHa 3a MemuuuHCKUTE
W3JICNHS] 32 METUITUHCKUTE U3JIENHsI, N3paO0TEeHHU 110 MOPHUYKA, U JJOKYMEHTAIUATA TI0
ya. 50, an. 2 u wi. 56, ax. 1 or 3akoHa 3a MEIMIIMHCKHATE H3IENIHSA 3a HU3IEIUITA,
MpeIHA3HAYCHH 32 KIIMHUYHO U3ITUTBAHE.

Uin. 65. [Tpou3BOaUTENAT W/ UM HOTUPUIIUPAHHUAT OpraH Mo wi. 64, an. 2 uiu
y1. 65 or 3akoHa 3a MEIUIMHCKUTE H3JAEIHs 10 BpeMe Ha IpuiIaraHe Ha
MpOIeypUTe TIO OIEHSBAaHE Ha CHOTBETCTBUETO OTYUTAT pPE3yIATaTUTE OT
OLICHSBAHETO W TIpOBEpKaTa Ha TMPOU3BOACTBCHHUTE OIEpallMH, KOraTo Te ce
MPOBEXKJIAT B CHOTBETCTBHE C HM3MCKBAHUATA Ha Hapendata Ha MEXIMHEH eTal OT
IIPOM3BOJICTBOTO.

Y. 66. (1) B ciaywyante Ha MEAMUIMHCKH u3Aeaus mo wi. 2, air. 1, T. 9
HOTUQUIUPAHUAT OpraH mo wi. 64, an. 2 wim wi. 65 ot 3akoHa 32 MEAUIIMHCKHUTE
U3 B paMKHTE Ha MPOIeaypaTa MO OLEHSBAHE HAa CHOTBETCTBHETO H3BBPIIBA



OLIEHKAa Ha CTpaTerusrta Ha MpPOM3BOJMTENS 3a aHAJIU3 Ha pUCKa M yNpaBIeHHE Ha
pHUCKa, U3roTBeHa ChIJIACHO Wi. 59, ajn. 2, Bb3 OCHOBA Ha!

1. mHpOpManHsITa, MPEAOCTABEHA OT TIPOU3BOAUTEIIS;

2. o0OCHOBKaTa 3a BKJIOYBAHE HA JKUBOTUHCKM TBbKaHU WIH TEXHH
MPOU3BOTHU B MEAMLIMHCKOTO U3/IEIIHCE;

3. pe3yiTaTHTe OT W3BBPIICHUTE TIIPOYYBAHUS BBHPXY MPOIECUTEe Ha
eJIMMUHALMS U/UITU Ha JIeaKTUBALMS WIM PE3YITaTUTE OT JIUTepaTyPHU U3TOUHULIN;

4. KOHTpOJIa, YINPaKHABAH OT NMPOU3BOAUTENS, 32 MOA00pa HA W3TOYHHIIUTE
Ha W3XOJHHWTE MAaTepUad, KOHTPOJIAa BBPXY KpaWHHUS MPOAYKT W KOHTpOJAa Ha
NOU3IbIHUTEIINTE.

(2) HotuduuupaHusT opraH npereHssa u JOKyMEHTHPa He0OX0IUMOCTTa OT
W3BBpIIBaHE TIPOBEpKa Ha OOCKTUTE - W3TOYHHUIIM HA W3XOJHU MaTepUalH,
BKJIFOYMTEJIHO MPOBEPKA HA TPETU CTPaHH JOCTaBUUIIH.

(3) Hortudunumpanust opraH HM3HCKBa OT IPOU3BOIUTENS CEPTUPUKAT, C
KOHTO c€ yIOCTOBEpsiBa MPHUTOJHOCTTa HA M3XOJHUTE MaTepPHad B CHOTBETCTBHE C
npuioxumu MoHorpaduu Ha EBponeiickaTta papmakomnes - "[IpoaykTH, HocelM pucK
OT IIpeJlaBaHe Ha areHTU Ha XUBOTUHCKHU CIIOHTU(OPMHU eHIedatonaTuu", HapuiaH
"TSE ceprudukatr", wuszmagen ot Eppomeiickata mgupeknus 3a KadyecTBO Ha
JeKapcTBaTa.

(4) Bw3 ocHOBa Ha U3BBpILICHATA IO all. 1 - 2 OlleHKa HOTU(QUIIUPAHHUAT OPraH
U3roTBs 000O0IIEH OLIEHBYEH JOKIA.

(5) Koraro mpomsBoautenst He pasnonmara ¢ TSE ceprudukar,
HOTU(UIIUPAHUAT OpPraH ImpenoctaBs Ha JbpkKaBHATa areHIMs 32 METPOJIOTUYECH U
TEXHUYECKH HaJ30p M3TOTBEHHs OT HEro JOKJAJ 1O al. 4 Ha eJeKTPOHEH HOCHTEN,
HNPUIPYKEH C MMCMEHO HCKAHE 32 CTAHOBMILE OT ChOTBETHUTE KOMIETEHTHH OpPraHu
Ha JIPYTUTE AbpXKABU WICHKH OTHOCHO OIICHKATa M 3aKJIIOUEHUSTA BbPXY CTPATErHsTa
Ha TIPOM3BOAMTEIS 32 aHAJIN3 U YIIPABICHUE Ha PHUCKa.

(6) HotuduuupaHust oprad Bb3 OCHOBA Ha CTAHOBHIIATA MO aJl. 5, mony4yeHu
B CpOK /10 12 ceaMuIy OT JaTaTa Ha IMOMCKBaHE, B3eMa pelleHue 3a u3naBane Ha EO
cepTuduKat 3a u3cieaBaHe Ha MpoeKTa win ceptudukat 3a EO nscienBane Ha TUMA.

Yn. 67. (1) HotudunupaHusat opraH MOKe Ja U3UCKBAa OT MPOU3BOAUTEIIS
WIKM OT YIBIHOMOIICHUS MY TIPEJICTABUTENl BCAKaKBa HH(pOpPMAIUsS WM JIaHHH,
HEOOXOIMMHU 3a U3BBPIIBAHE OICHSIBAaHE Ha CHOTBETCTBUETO IO CHOTBETHATA
mpolLeypa, KaTto MpeAcTaBd MOTUBH 32 TOBA.

(2) (U3m. - IB, 6p. 106 ot 2008 r., B cmina ot 21.03.2010 r.) Pemenusra Ha
HoTU(UIIMpaHUTe Opranu mo wi. 64, an. 2 win wi. 65 ot 3akoHa 32 METUITUHCKHUTE
W3Menusl Ipy npuiarade Ha npuioxenus Ne 1, 2, 4 u 5 ca Banuaau 3a cpok 5 roaunu
U MoraT Ja ObJaT yIBIDKEHW MaKCHMAJHO C Omle S5 TOAWHW TNpH IOoJaBaHE Ha
3asiBIICHUE OT MPOU3BOAMTENS B pAMKHUTE Ha OMPEJIEICH CPOK, TOCOUYEH B JOTOBOPA MO
yn. 11, an. 4 or 3aKkoHa 32 MEIUIIMHCKUATE U3JICIIHA.

Yn. 68. lokyMeHTalusATa ¥ KOPECIIOHACHIINATA, CBbP3aHa C MPOIEIYPUTE,
mocoueHu B wi. 59 - 64 u 66, TpsOBa na ObIE ChCTaBeHA HA OBITAPCKU €3UK WM Ha
O(bI/IHI/IaJ'IHI/Iﬂ €3MK Ha JIbpiKaBaTa YICHKA, B KOATO CC€ U3NBJIHABAT MMPOLCAYPUTE, UIIU



Ha 30paH OT HOTU(UIIUPAHUS OPTaH €3HUK.

['naBa yeTBBpTA.
N3MCKBAHWA KbM HOTUOUITMPAHUTE OPI"’AHU

Y. 69. (1) Jumero mo wi. 61, an. 1 or 3akoHa 3a MEAMIIUHCKHUTE W3ICIIHS,
KOETO KaHAMIATCTBA 3a MOJTy4YaBaHEe Ha pa3pelieHue 3a OlEHIBaHEe ChOTBETCTBUETO HA
u3nenusITa mo wi. 2, an. 1, TpsOBa qa oTroBaps Ha M3UCKBAHUATA HA HAIIMOHATTHHUTE
CTaHJApTH Ha JBP)KABUTE WICHKH, KOMUTO BBBEXKIAT XapPMOHU3UPAHUTE CBPOICHCKHU
cranmapti  EN 45011, EN 45012 u EN ISO/IEC 17025, B 3aBUCUMOCT OT
MPOLICTyPUTE W U3JICTHUATA, 32 KOUTO KaHAUIATCTBA, U:

1. ma MoXe Ja HM3MBIHSABA €JIHA WM IIOBEYC IPOIECIypHU 3a OICHSBAaHE
CHOTBETCTBHETO Ha MEIULIMHCKUTE U3ACIHUS 10 WI. 2, aj. 1;

2. la WMa METOJUKH M HWHCTPYKIMH 33 WM3MUTBAHE HA MEIUIIMHCKUTE
M3JICNHSI, KOraTo He Ce IMpHjIaraT CTaHIapTUTE WM MOHOTrpaduuTe mo wi. §;

3. Ia UMa HapBUHUK U MPOLIEIypH HA CUCTEMATA 110 KaYECTBOTO.

(2) JTumero mo wi. 61, an. 1 or 3akoHa 3a MEIUIIMHCKUTE U3/ICIHS, KOCTO
KaHJIMJATCTBA 3a IIOJydYaBaHE Ha pa3pellieHHe 3a OLEHSBaHE CHOTBETCTBHETO Ha
U3MenusITa 1Mo wi. 2, an. 1, 1. 9, TpssOBa 1a mpuTekaBa 3HAHUS U OIUT, 33 ]a MOXKeE:

1. nma wuneHTHUIMpPa TOTCHIMAIHUS PUCK W Ja OICHU PHCKOBETE,
MPOM3THYAIM OT ynoTpedaTra Ha >KUBOTHHCKHM ThKAHW W TEXHHU IMPOM3BOJIHHU TMPHU
MIPOU3BOJICTBOTO HA CHOTBETHUTE U3/ICIIUS;

2. a OLICHHW CTpaTeTHATAa HA MPOW3BOJIUTEIIS 32 aHAIW3 W YyIpaBICHUE HA
pHUCKa OT TPAHCMHUCUBHU CIIOHTH()OPMHHM eHIIe(aaonaTuy mo wi. 59, ai. 2.

Y. 70. (1) JTumero mo un. 69 momama mo mpejacenatens Ha JbpkaBHaTa
areHIMs 32 METPOJIOTUYEH U TEXHUYECKH HaI30p AOKyMEHTalusITa 1o 4i. 61, an. 3 ot
3akoHa 32 MEAUIIMHCKUTE U3ACIIHA.

(2) B ciywaute o ui. 61, an. 4 ot 3akoHa 32 MEUIIMHCKUTE U3ENINS JULIETO
mpeAcTaBd Ha Impenacenartens Ha JlppkaBHaTa areHUuss 3a METPOJIOTUYEH U
TEXHUUYECKH HaJ30p cepTU(UKAT 3a aKpeauTalusi OT OpraH MO aKpeauTalus Ha
IbpKaBa WICHKa - WIeH Ha EBporelickaTa opraHu3alys 3a akpeauTaIus U MO IIcal
MyntunatepanioTo cropazymenue (MLA) B chOTBETHHUTE 001aCTH, B 3aBUCHMOCT OT
W3JIENHSITA U IPOLIEYPUTE, 32 KOUTO KaHIUIATCTBA:

1. 3a "[IenHO oOcWrypsiBaHe Ha KadecTBOTO" (mpmiokenwe Ne 1) - 1o
cranaapt EN 45012;

2. 3a "EO uscnensane Ha Ttumna" (mpuiokenue Ne 2) - mo cranmaptu EN
45011 u EN ISO/IEC 17025;

3. 3a "EO mpoBepka Ha npoaykrta" (mpuiokenune Ne 3) - mo crangapta EN
45011 u EN ISO/IEC 17025, a 3a u3agenusi, KOUTO Ce ITycKaT HA TMa3apa B CTEPHIIHA
OMaKoBKa - ¥ 1o ctanaapt EN 45012;

4. 3a "OcurypsiBaHe KauecTBOTO Ha MPOU3BOACTBOTO" (mpmiokenue Ne 4) -
no ctangapt EN 45012;

5. 3a "OcwurypsiBane ka4yecTBOTO Ha mpoaykra" (mpuioxenue Ne 5) - mo



crangapt EN 45012.

(3) KpMm nmokymenranmsra mo an. 1 wim 2 ce nmpujara u CrpaBka B TaOIMYCH
BUJI, CHIbPIKAIa BUIOBETE MEAUIMHCKH H3MEIHS, IPIIIOKUMHUTE 32 TAX CHIICCTBEHU
U3UCKBAHUSA, XApPMOHU3UPAHMUTE CTAHAAPTH W MOHOTpaUU WM METOAUKUTE U
MHCTPYKIIMHUTE 32 U3MEpPBaHEe U U3MUTBAaHE, KOUTO IIIe Ce MpUIaraT IpH OICHsIBaHE HA
CHOTBETCTBHETO.

JIOMBbJTHUTETHU pa3nopeon

§ 1. ITo cmucwna Ha Hapenbara:

1. "Knetka" e Haii-mankara opraHW3upaHa C€IWMHHUIIA Ha BCika (opma Ha
KHUBOT, CIIOCOOHA J1a BOAM HE3aBHCHMO CBILECTBYBAaHE U J1a CE€ BB3IMPOU3BEKIA B
MOAXOJIA1IA CPeaa.

2. "Tekan" e Bcska oOpraHM3WpaHa CBBKYMHOCT OT KJETKH W/HWIU
W3BBHKJIETHYHU ChCTABKHU.

3. "lIpon3BogHO" € BCEKM MaTepual, MOJydYeH OT )KMBOTHHCKA THKaH dYpe3
MIPOU3BOJICTBEH MPOIIEC, KATO KOJIAreH, )KeJIaTHH WIM MOHOKJIOHATHH aHTUTENA.

4. "HexxuzHecrnocoOHa ThKaH" € ThKaH, B KOSTO HE MPOTHYAT METAOOIUTHU U
Pa3MHOXKHUTEITHU MPOLIECH.

5. "TpancmucuBHU areHTH' ca HEKJIACHPUIHUPAHH OOJIECTOTBOPHH
MPUYUHUATENH, TIPUOHU U IPYTH MOJ0OHU, KATO MPUIMHUTEIUTE Ha CIOHTU()OPMHHTE
eHuedaronaTuy 1o ropeaTa v Ha 60IecTTa CKpenIy o OBLETe.

6. "Penyumpane, eTMMUHUpaHE WM OTCTpaHsBaHe'" € Mpoliec, 9pe3 KOUTo ce
MOCTUTa HamalsBaHe Opos Ha TPAHCMHUCHUBHHUTE areHTH, TIXHOTO €IIMMUHUPAHE WU
OTCTpaHsIBaHE C LIeJI Ja ce NMPEeJOTBPATU 3apa3siBaHe WU 00JIECTOTBOPHA pEaKIIHs.

7. "JleakTuBanmsa" € TPOIEC, Ype3 KOWTO Ce HamajsiBa BB3MOXXHOCTTa OT
3apa3siBaHE Ype3 TPAHCMUCHUBHM areHTH WK OT IMOJyYyaBaHe Ha MaTOr€HHA PeakKilusl.

8. "Crpana m3rouHHUK" € CTpaHaTa, B KOSTO )KHBOTHOTO € POJCHO, OTIJIETaHO
W/UITU YMBPTBEHO.

9. "M3xomHum Matepuaiu" ca CypOBHHM WM BCAKAKBB JPYT MPOAYKT OT
KUBOTUHCKHM TPOM3XOJ, OT KOWTO MJM C IOMOUITa Ha KOWTO C€ MPOM3BEKAAT
u3nmenudTa mo wi. 2, aim. 1, 1. 9.

10. "Ta3zobenpeHu, KOJNEHHM WIM pPAMEHHU CTAaBHU EHJONpPOTE3n" e
MMIUIAaHTUpYEMa dYacT OT ISUIOCTHA CTaBHA CUCTEMa, KOSITO € IpeJHa3HaueHa Ja
ocurypsBa (GyHKIMHM, MTOJOOHM 10 (YHKIMHUTE Ha ecTeCTBeHAaTa Ta300eapeHa,
KOJICHHa WJIM paMeHHa cTaBa. [lomMolIHWTE eleMEeHTH - BUHTOBE, T'ailkW, IJIATKH,
KJINHOBE U UHCTPYMEHTH, C€ U3KJIIOYBAT OT AePUHUIIUATA.

11. "Hexxenan ctpaHuyeH e(eKT" € BCEKH HEXKEJIaH U HETPEABUICH OTTOBOP
KbM MEIMIMHCKOTO H3JeJIMe TpU YCJIOBUS Ha ymnorpeba, OmpeaeneHd OT
MIPOU3BOJUTENS, BKJIIOUHUTEIHO BCJIEACTBUE HA HEJOCTAaThLM WM HENBIHOTU B
WHCTPYKIMTA 32 yHOoTpeOa, U BCSIKO CHOUTHE, KOETO € MPUUMHEHO OT MOTpeOuTencKa
IpelKa.

12. (voBa - /1B, 6p. 106 ot 2008 r., B cuia ot 21.03.2010 r.) "Ilonkareropus
u3nenus" € ChbBKYIMHOCT OT M3ENHsI, KOUTO UMaT oOIM o0iiacTy Ha yrnoTpeba min ca
MPOU3BEACHU IO 00IIA TEXHOJIOTHSL.



13. (noBa - /IB, 6p. 106 ot 2008 ., B cuna ot 21.03.2010r.) "I'pyna nogoOHu
n3zenus”" € ChbBKYMHOCT OT M3ENHUS C €HaKBa WIM Mojo0Ha yrnoTpeda Wi cXOaHa
TEXHOJIOTHSI, KOETO MO3BOJIsIBA KJIaCU(UIIMPAHETO UM B 00Ifa Tpymna usaeius, 6e3 na
Ce OTYMTAT CICUN(PUIHUTE UM XapaKTEPUCTUKH.

14. (noBa - /IB, Op. 106 ot 2008 r., B cuna ot 21.03.2010 r.) "MeauuuHcko
W3eNMe 3a eIHOKpaTHa yroTpeba" e wu3aenue, NpeaHa3HaueHO 3a W3IMOJI3BaHE
€THOKPATHO OT €/IUH MAIHEHT.

8§ 2. (U3m. - IB, 6p. 106 ot 2008 r., B cmma ot 21.03.2010 r.) Hapenbata
BbBe)KJa pasnopenoure Ha JupektuBa 93/42/EMMO nHa CbBeTa OTHOCHO
meaunuHckute usaenus (OB, Crneunmanno wsmanue 2007 r., rinaBa 13, tom 11),
nocneaHo uamenena ¢ Jupextusa 2007/47/EO (OB, L 247 ot 21.09.2007 r., ctp. 21 -
55), upextusa 2003/12/EO na Komucusita 0THOCHO pekiacuUIpaHe Ha TPBIAHHUTE
uMIUIaHTH B pamkute Ha upextuBa 93/42/ENO (OB, Cneunanno u3nanue 2007 r.,
rmaBa 13, tom 39), JlupektuBa 2003/32/EO na Kommcusara 3a BBBEKIAHE Ha
noJpoOHN creuupuKanuy OTHOCHO W3UCKBAaHMATA, MpenBUAeHH B JlupekTusa
93/42/EVIO, OTHOCHO MEIMIIMHCKHUTE W3ACNus, M3pabOTeHH dpe3 H3MOJI3BaHE Ha
ThKaHU OT KHUBOTHHCKH Tipom3xo (OB, Crnernuanno u3ganue 2007 r., riraBa 15, Tom
9), u Ha upextuBa 2005/50/EO na Komucusita 3a pexnacuduipane Ha XbI00YHH,
KOJICHHH U paMEHHH CTAaBHU 3aMeCTHTENH B paMkute Ha [lupextuna 93/42/EVO (OB,
Cnemnmanuo n3ganue 2007 r., rmasa 13, Tom 49).

[Ipexoanu u 3aKITIOYUTENHH pa3nopeon

8 3. (1) Ta3zobenpeHuTe, KOJCHHUTE U PAMEHHHUTE CTaBHH CHIOMPOTE3H, 3a
KOUTO € Omiia MPUIIOKEHA MPOoIleaypaTa 3a OICHSIBaHE Ha CHOTBETCTBUETO MO 4Wi. 61,
T. 1 WiIM 1m0 HAaIMOHAJTHOTO 3aKOHOMATEJICTBO HA JPYTUTE IbpPKABH WICHKH,
BeBe)kgamo wi. 11, maparpa¢d 3, Oyksa "a" or HupextuBa 93/42/EMO Ha ChbBerta
otHocHo Meaunuuckute m3menus (OJ, L 169, ot 12 romm 1993, p. 1 - 43) mpean 1
centemspu 2007 r.:

1. no 1 cenremBpu 2009 r. TpsOBa ma OBIAT MOUIOKEHU HA TOITBIHUTEITHO
OLICHsIBaHE Ha CHOTBETCTBUETO CHINIACHO T. 4 "M3cienBaHe MpoeKTa HA U3AETHETO" OT
[Mpunoxenne Ne 1 wiM CBIIIACHO HALMOHAJIHOTO 3aKOHOJATENICTBO Ha JIPYrHTe
Ibp)KaBU YiI€HKH, BbBexaalo T. 4 ot [Ipunoxenue Ne 2 kbm Jupextuna 93/42/EN0O;

2. 1o 1 centemBpu 2009 r. MoraT na OBIAT MyCKaHM Ha Ma3apa U MyCKaHHU B
nerictue xaro kiac 1106.

(2) HeszaBucumo ot pasmopenbara Ha aji. 1 MPOM3BOAUTEIAT MOXKE Ja
MPHUIIOKH TIporieaypata o wi. 59, an. 1, T. 2 WM M0 HAIIMOHAITHOTO 3aKOHOIATEIICTBO
Ha JpYruTe IbpKaBU UICHKHM, BbBexaamo 4wi. 11, maparpa¢ 1, Oyksa "0" ot
Hupextusa 93/42/ENO.

(3) Or 1 cenremspu 2009 r. Taz00eapeHUTE, KOJIEHHUTE U PAMEHHUTE CTABHH
€H/IONPOTe3n MOraT Ja ObJaT MyCKAaHW Ha Ias3apa W/WIM B JCHCTBUE, KOraTo €
W3BBPIICHO OIEHSBAHE HA CHOTBETCTBMETO MM Mo wi. 59, an. 1, 1. 1 wm mo
HAI[MOHAJHOTO 3aKOHOAATEJICTBO Ha JPYTUTE IBP)KAaBH WICHKH, BbBeXAAo wi. 11,



naparpad 1, 6yksa "a" ot Hupextuna 93/42/ENO.

8 4. (1) Tazo0enpeHuTe, KOJCHHUTE U PAMEHHHUTE CTaBHH CHIOMPOTE3H, 3a
KOHMTO ¢ Omsia MpHUJIOKEeHa MpoLeypaTa 3a OICHIBaHE Ha CHOTBETCTBUETO MO 4i. 61,
T. 2, OykBa "B" WM 1O HAIMOHAJIHOTO 3aKOHOJATEJCTBO HAa JPYTUTE ABPKABU
4JIeHKH, BbBeXaamo wi. 11, maparpad 3, oyksa "6" (iii) or dupextusa 93/42/ENO
npeau 1 centemspu 2007 r.:

1. no 1 cenremBpu 2010 r. TpsiOBa na OBAAT MOJIOKEHU HA OICHSIBAHE HA
CHOTBETCTBHETO ChIrilacHO Wwi. 59, an. 1, T. 2 niM Mo HaIMOHATHOTO 3aKOHOIATEIICTBO
Ha IPYTUTE Ibp)KaBU WICHKH, BbBexkaamo wi. 11, maparpad 1, 6yksu "6" (i) wmu (ii)
ot Jupextusa 93/42/ENO;

2. 1o 1 cenremBpu 2010 r. Morar qa ObAaT MyCKaHW Ha Na3apa W IyCKaHU B
nericteue karto kiac 110.

(2) HesaBucumo or pasmopemdara Ha aji. 1 MPOU3BOIUTEIAT MOXKE Ja
MPHUIIOKH TIporieaypata 1o wi. 59, an. 1, T. 1 iy Mo HAIMOHAIHOTO 3aKOHOIATEIICTBO
Ha JpyruTe Ibp)KaBU 4IEHKH, BbBexAamo ui. 11, maparpad 1, OykBa "a" or
Hupextusa 93/42/ENO.

(3) Or 1 cenremspu 2010 r. Tazo0eapeHUTE, KOJIEHHUTE U PAMEHHUTE CTABHH
SHJIONIPOTEe3W MoraT Jga ObJaT IyCKaHW Ha Ta3apa W/WiIH B JCHCTBUE, KOTaTo €
W3BBPILICHO OIEHSBAHE HA CHOTBETCTBMETO MM Mo 4wi. 59, an. 1, 1. 2 wim mo
HAI[MOHAJHOTO 3aKOHOAATEJICTBO Ha JPYTUTE TBP)KAaBH WICHKH, BhBeXAamo wi. 11,
naparpad 1, 6yksu "6" (i) unu (ii) ot Jupexrtusa 93/42/ENO.

8 5. Hapenbata ce npuema Ha ocHoBanue wi. 18, 1. 1,2, 3u 5u un. 61, an. 4
OT 3aKOHA 33 MEIUILIMHCKUTE U3IEIINSL.

3aKTIOYUTEHH pa3nopeon
KBbM ITIOCTAHOBJIEHUE Ne 294 OT 4 IEKEMBPU 2008
I'. 3A UBMEHEHUE U JOIThJIHEHUE HA HOPMATHWBHU
AKTOBE HA MUHUCTEPCKHUA CbBET

(OBH. - 1B, BP. 106 OT 2008 I'., B C1UJIA OT 21.03.2010T".)

§ 3. IloctanoBnenuero Bin3a B cuia ot 21 mapt 2010 r.

[Mpunoxenne Ne 1 kpm wi. 59, an. 1, 1. 1, un. 61, 1. 1 uun. 67, an. 2
(M3m. - [IB, 6p. 106 ot 2008 ., B cuma ot 21.03.2010 1.)
"[IbJIHO OCUTypsiIBaHE HA Ka4ueCTBOTO"

1. (mwm. - JIB, 6p. 106 or 2008 r., B cuma or 21.03.2010 r.) "IIwaHO



OCHTypsIBAHE Ha KayecTBOTO" € Mpoleaypa, 4pe3 KOSITO MPOU3BOAUTENAT, KaTo
HU3ITBJIHABA 3aAbJIZKCHHUATA CH IO T. 2, OCI/IprHBa nu ﬂeKHapnpa, qe HpOI/I3B€)KZ[aHI/ITe
OT HETO MCIAUIIMHCKU HU3ACIIHA OTFOBapﬂT Ha HpI/IJ'IO}KI/IMI/ITe 34 TAX HU3UCKBAHUS Ha
Hapenbata. I[IpousBogurenst nHanacas CE mapkupoBkaTa BBpPXY BCSIKO H3AENIUE U
W3TOTBS JCKJIapanus 3a ChOTBETCTBHE. JIekmapamusaTa 3a ChOTBETCTBUE CE ChXpaHSIBA
OT TPOU3BOAMTENSI W CHIbpKa HHPOPMAIMA 3a €AHO WM TIOBEUEe W3MIEIHs,
UICHTUQUIUPAH C HAUMEHOBAaHHE Ha H3ACIUETO, KOJ WM JPYrH XapaKTepHU
[MOKa3aTeIu.

2. TlpomsBoguTensaT MOIbpXka OJOOpeHa CHUCTEMa [0 KadecTBOTO 3a
MPOEKTUPAHETO, TPOU3BOJCTBOTO, U3XOMALIMS KOHTPOJI Y M3MHUTBAHMSITA Ha
W3JIeNuATa ChIIacHo T. 3.3 U 4 U nmojJiekala Ha Hai30pa Mo T. 5.

3. Cucrema mo KadecTBOTO

3.1. IIpon3BoAMTENAT MO/AaBa 3asBICHHUE 3a OICHSBAHE HA CUCTEMaTa My IO
Ka4ecTBOTO 32 CHOTBETHOTO H3JCNHUE Tpe] u30paHus OT HErO HOTU(DUIMpPAH OpraH,
KOETO CHIBPKA:

a) UMe U aJpec Ha MPOU3BOIUTENS U aJpec Ha JOMBIHUTEIHUTE OOCKTH 3a
MIPOU3BOJICTBO, 0OXBAHATH OT CUCTEMA TI0 Ka4eCTBOTO;

6) HeO6XO)II/IMI/ITe JaHHU 3a CBOTBECTHUTC WU3ACIUA WU 3a KaTel"OpI/If{Ta
W3JIENHsI, 32 KOUTO MPOIIeypaTa € IPUloKuMa;

B) JIOKYMEHTAIIMS OTHOCHO CUCTEMATa M0 Ka4yeCTBOTO;

I) TNHCMEHa JeKJapamus, 4Ye¢ He € TO0JaJCHO 3asABICHUE TMPH JPYT
HOTU(HUIIUPAH OpraH 3a ChIllATa CUCTEMa M0 KaYECTBOTO 32 ChOTBETHOTO H3/CIHUE;

1) JeKjapaiusi, 4Ye I€ HW3MbIHABA 3abJDKEHUSTa, TPOU3THYAILU OT
omoOpeHaTa cucTeMa Mo Ka4ecTBOTO;

€) AeKjapainus OT MPOU3BOJUTENS, Ye I MOJAbPKa 0100peHaTa cucTeMa mno
Kad€CTBOTO I10 HAYHH, OCI/II‘ypSIBaH_[ HeﬁHaTa HpI/II‘OIIHOCT 148 e(l)eKTI/IBHOCT;

x) (m3m. - 1B, 6p. 106 ot 2008 r., B cmita ot 21.03.2010 r.) nexmaparusi, ge
e ch3laje U MOAIbpKa JOKYMEHTHpaHa CHUCTeMa 3a mpocieasBaHe 0e30macHOCTTa
Ha MEAMIIMHCKUTE W3JeNus, MyCHATH HA Mas3apa W/WiIM B JCHCTBHE CHIIIACHO TiiaBa
ceama oT 3aKOHa 3a MCIUIIMHCKUTC U3ACIHNA, U IIC I/I3BT)pIHBa OIICHKA HAa KJIMHUYHUTC
JaHHU CHIVIACHO TJIaBa TpeTa OT 3aKOHAa 3a MEIULIMHCKUTE U3/ICTIHS, U 1€ pasnoara ¢
MCXaHU3MHU 3a HpI/IJIaI‘aHe Ha moaxogsaimmn Kopnrnpamn [[CI\/JICTBI/ISI, CBhOTBECTCTBAIII HA
YCTAaHOBCHHTE PHCKOBE; C JICKJIapanusara TWPOU3BOJUTEIIAT C€ 3aJb/DKaBa Jia
yBegoMsiBa M3MbIHMTENHATa areHlus IO JieKapcTBaTa BeaHAra clell CUTHal 3a
CJICOHUTC I/IHLII/IIICHTI/I/ IIOTCHIIMAJIHU UHIIUACHTH .

aa) HEM3MPAaBHOCT WM HApYyIICHHWE B XapaKTEPUCTUKHUTE W/WIM YyHKUIHATA
Ha M3IENNeTO, KaKTO U HEIOCTATHIM M HEMBIHOTH B MHCTPYKIUATA 3a ymoTpeoda,
KOUTO MOTaT Jia CTaHAT WM Beue ca CTaHAU MPHUYMHA 32 CMBPTEH CIy4yall WiH 3a
CEPHO3HO YBPEXKIAHE 3IPABETO HA MAI[UEHTA/MEUITMHCKHS CIICIIHAIINCT;

00) BcsSKa TEeXHUYECKAa WM MEIUIMHCKA TMPUYMHA, CBBbpP3aHA C
XapaKTepI/ICTI/IKI/ITe NN IIGI>'ICTBI/I€TO Ha HU3CIUCTO, KOATO HOpaIII/I HpI/I‘-II/IHI/ITe,
MOCOYEeHHU B MOJ0YKBa "aa", BOIM 10 CUCTEMHO M3TETJIIHE OT Ma3zapa Ha W3IETUs OT
€IMH U CBIII THII.

3.2. (u3m. - JIB, 6p. 106 ot 2008 r., B cma ot 21.03.2010 r.) Cuctemara mo
Ka4yeCTBOTO ocnrypﬂBa CBHOTBETCTBUECTO HA MCOAUIITMHCKOTO U3ACIHUEC C HpI/I.]'IO)KI/IMI/ITe
3a HETO M3MCKBaHUS Ha Hapeadata 3a BCEKH €Tam - OT MPOSKTHPAHETO N0 KpalHaTta



UHCHEKLUs. BCHYKM eneMeHTH, W3UCKBAaHUS W MPEANUCAHUs, MpPHUETH OT
MIPOU3BOUTENS 32 HEroBaTa CUCTEMa IO KayecTBOTO, TPsiOBa Ja ca JOKYMEHTUPAHU B
CUCTeMaTHYeH M XPOHOJIOTMYEH peJl BbB (hopMaTa Ha MPOUEAYPH U WHCTPYKIIHH.
JlokyMeHTaIusATa Ha CHUCTeMaTa II0 KadecTBOTO TpsiOBa Ja ChIbp)Ka IIbIIHA
uHpOpMAIMs 32 MPOrpaMUTEe IO KAaueCTBOTO, IUIAHOBETE IO KAadyeCTBOTO,
HAapBYHUIIUTE MO0 KAYeCTBOTO M MPOTOKONMTE MO KadecTBoTo. CmcremMaTa 110
KauecTBOTO BKJIIOYBA CHOTBETHATA JOKYMEHTAllMsl, JAHHU M 3allUCU OT MPOLEIypUTe
3a KOHTPOJI M MPOBEpKa HAa MPOCKTUPAHETO Ha MU3JENIUATA, KAKTO U II'BIHO OMHCAHUE
Ha!

a) LeJIUTe, KOUTO MPOU3BOJUTENIAT CH IMOCTABS 32 IOCTUTaHE HA Ka4eCTBOTO;

0) opraHu3alMoOHHATa CTPYKTypa:

aa) OTrOBOPHOCTHTE U TIPAaBOMOIIMATA HAa PBHKOBOIHUS TEPCOHAT IIO
OTHOUICHHE Ha MPOEKTUPAHETO U MPOU3BOJCTBOTO HA U3JCIUETO;

60) MeToauTe Ha mpocieasBaHe €PUKACHOTO (HYHKIMOHUPAHE HA CUCTEMaTa
M0 KaueCTBOTO C IeJ MOCTHTaHE KEITAaHOTO KauyeCTBO Ha MPOEKTUPAHETO, KAYECTBOTO
Ha W3/IeJIMETO U Ha KOHTPOJIAa Ha U3AETHUATA, KOUTO HE ChOTBETCTBAT HA U3UCKBAHMITA
3a KayecTBO;

BB) METOAMTE Ha MpociensBaHe e(pUKacCHOTO (PYHKIIMOHUpAHE Ha cUcTeMaTta
[0 Ka4ecTBOTO M B YaCTHOCT BUJA W CTENEHTAa HAa KOHTPOJ, MpHJIAraHu oOT
NOTU3IBIHUTENN, KOTraTo MPOCKTHPAHETO, MPOM3BOJACTBOTO W/WIM KpaiiHarta
MpOBEpKa M W3NMUTBAaHUS HA W3/CIIMETO WIM Ha HETOBHUTE €JIEMEHTH CE€ M3BBHPIIBA OT
NOJIU3IBIIHUTENH;

B) MpPOLEAYPUTE 32 KOHTPOJ M MPOBEPKA HA MPOCKTUPAHETO Ha M3/EIHITA,
BKITIOYMTETHO Ha CHOTBETHATA IOKYMEHTAIIHSI, ¥ TIO-CIICIIHAITHO:

aa) OMMCAaHME Ha U3/IEJMETO, BKIIOYUTEIHO INIAHUPAHU BapUaHTH;

00) TEeXHMYECKHM TMPOEKTHU CHeUu(PUKAINN, BKIIOUUTEIHO CTaHAAPTUTE
W/Wa| MOHOTpauUTe 1O Wi. 8, KOWTO I Ce MpHiIarat, ¥ pe3yJiTaTUTe OT PUCKOBHUTE
aHaJIM3M, a KOraTo CTaHAApTUTE /MM MOHOrpaduuTe Mo 4i. 8 He ca MPHUIIOKEHHU
U3ISUIO - ONMCAHUE HA PEHICHUSATA, 3a J1a CE€ M3ITBJIHAT CHIIECTBEHUTE M3UCKBAHUS Ha
HapenoaTa;

BB) METOAWTE W CHCTEMATUYHHUTE JEHCTBHSA 3a KOHTPOJI W IpOBEpKa IO
OCHUTYpsIBAHE Ka4eCTBO Ha €Tara Ha MPOEKTUPAHETO HA U3/ICTHETO U MO-CHEIHAIIHO:

- aKO MB3JENMEeTO ¢ Iel Ja (YHKIHOHHpa MO TpPeJHA3HAUYECHUETO CH Ce
CBBbp3Ba C JPyro WiM APYTH U3JeNus, TpsOBa J1a ce MpeACTaBsT J0oKa3aTeJICTBa, Ye TO
CHOTBETCTBA HA CHIIECTBEHUTE M3MCKBAHMA HAa HapeadaTa B KOMOMHALMATA C JAPYTH
W3JICTUS ¥ IPUTEXKAaBa XapaKTePUCTUKHUTE, OMPENIEIICHN OT IIPOU3BOANUTEIIS;

- nH(poOpMaIUs TaJIK U3JIEIMETO BKJIIOYBA KATO ChCTaBHA YaCT BEIIECTBO MM
JIEKapCTBEH NPOAYKT, IMOJYyYeH OT YOBEIIKAa KPBB WJIM OT YOBEIIKa IIa3Ma IO
CMHUCBHIA Ha WI. 2, ai1. 1, T. 4 viin 5, 1 HaHHU OT U3NUTBAHUATA HA BEIIECTBOTO WIIM HA
JIEKapCTBEHUS MPOIYKT 10 OTHOILIEHUE HAa KaueCTBO, 0€30MaCHOCT U €(pUKACHOCT;

- uHbOpMaNUs adu U3IACIUeTO € 1o wi. 2, an. 1, T. 9 u BCUYKHM NaHHH,
MO3BOJISIBAIIM OIICHKA Ha CTpATETHATa 3a aHAJM3 W yNpaBJICHHWE HA PHCKA CBHIIACHO
npuiioxenue Ne 7;

- pellieHuATa, IPUETU OT MIPOU3BOAUTENS ChITIACHO wil. 11;

- TAaHHH OT NPEIKIMHUYHO OIICHSBaHE;

- JaHHU OT KJIMHUYHOTO OILICHSBAaHE Ha M3JIeIMATa ChIJIACHO IJlaBa TpeTa OT



3aKoHa 32 MEIULIUHCKUTE U3/IEIHS;

- MPOCKT HAa C€TUKEeTa W/WIM HAa HWHCTPyKOHsSTAa 3a ynorpeba, ako e
MIPHIIOKHIMO;

') UHCIIEKIUATA U METOJIUTE 32 OCUTYPSIBAaHE KAYeCTBO HA MPOU3BOICTBEHUS
IIPOLIEC U MO-CIIELIUAIIHO:

aa) TpOIECUTe U TMPOIEAYPUTE 110 OTHOUICHWE Ha CTEPUIIM3AIMITA,
CHA0/IIBaHETO M CHOTBETHATA JIOKYMEHTAIIHS;

00) mpouemypu 3a HISHTHPUKAIUS HAa TPOAYKTa, CHCTABIHH U
OCHBPEMEHSIBAHU 4pe3 YEPTEHKH, CHCIUPUKAIIN WA CHOTBETHA JOKYMEHTAIlUs Ha
BCEKH €Tall Ha MPOU3BOJICTBOTO;

1) W3CJCABAHMITA M WM3MUTBAHMITA, KOUTO IIE C€ HW3BBLPIIBAT TPEIH, IO
BpeMe Ha TIPOM3BOACTBOTO M CJIEJ] HETrO, C ITOCOYBAHE YECTOTaTa Ha TAXHOTO
W3BBPIIBAHE H U3MOJ3BaHATa U3MUTBATENIHA amaparypa U IpOCiesBaHe
KanuOpUpaHEeTo Ha armapaTypara B IIpoleca Ha U3MUTBAHUITA.

33. (mom. - JIB, O6p. 106 or 2008 r., B cmma ot 21.03.2010 r.)
Hotudunupanusar opran mpoBepsiBa cuUCTeMaTa MO KadyecTBOTO, 3a Ja YCTaHOBU
CBOTBETCTBHETO U C mM3uWcKBaHmsTa Ha T. 3.2. Toil mpuema 3a CHOTBETCTBAIIM Ha
W3UCKBAaHUATA TE3W CHCTEMH II0 Ka4eCTBOTO, KOWUTO TMpWJIarat ChOTBETHHTE
XapMOHU3UPaHU CTaHAAapTH. B ekumna ot omuTopu TpsOBa Ja ¥MMa MOHE €AUH YIIEH C
ONUT B OIICHSIBAHETO HA CHOTBETHATa TexHoyorus. lIpouemaypara 3a oLeHsSBaHE
BKJIIOYBA OIICHKA Ha TIpEACTAaBUTENHA OCHOBAa HAa JOKYMCHTAIMSATa Ha MPOEKTa Ha
CBOTBETHHSI MPOMYKT/MPOAYKTH, TIPOBEpKa C I U3BBPIIBAHE KOHTPOJI Ha
MIPOU3BOJICTBEHHUSI MPOLIEC B MPOU3BOJICTBEHUTE OOCKTH M B ONPEICIICHU CIy4au -
MpOBEpPKa HA  MPOM3BOJCTBEHUTE OOCKTH HA CHaOgUTeNMTe W/WIM  Ha
MOAM3IBIHUTENUTE. PeleHneTo, KOeTo ChAbpKAa 3aKIOYEHUE OT MpoBepKara u
MOTHBHpAHa OLIEHKA, C€ ChOOIIaBa Ha MPOU3BOAUTEIIS.

3.4. TpousBoautensat TpsaOBa na WHGOpPMUPAa HOTUPHUIIUPAHUS OpraH 1o T.
3.3 3a IUIaHUpaHU CHIIECTBEHU MPOMEHU B OJ00OpeHaTa cCUcTeMa MO KauyeCTBOTO WUIU
Ha W3/enusaTa, 00XBaHATH OT Hesl. HoTudunupaHusaT opraH OICHSIBA MPEATOKCHUTE
MIPOMEHH U TSIXHOTO CHOTBETCTBUE C M3UCKBAHHATA Ha T. 3.2, clie]] KOCTO yYBEJIOMSIBA
MIPOU3BOJMTENS 32 CBOETO pEIlCHUE, MPEACTABINKU 3aKJII0UYeHHE OT IMpoBepKata U
MOTHBHpAHA OIICHKA.

4. U3cnenBane NpoeKTa Ha U3JEIUETO

4.1. B nombiHEeHHE KBM 3aJb/DKCHHUSATA MO T. 3 MPOM3BOAMUTENAT IMOJaBa
3asBIICHUE 10 HOTH(UIMPAHHUS OPraH, KOETO ChIbpXKA [TOCHETO Ha MPOEKTa Ha
W3JIeJIMETO, KOMTO TOM IUIAHMPA J1a TPOU3BEXkK /A, ChIIIACHO OIMCAHUETO 1o T. 3.1.

4.2. B 3asiBIEHUETO C€ OMUCBAT MPOEKTHT, MPOU3BOJICTBOTO U JEHCTBUETO Ha
CHOTBETHOTO H3JEJIME€ U C€ MpUApPYXKaBa OT HeoOXoaumaTa JAOKyMEHTAlus 3a
CHOTBETCTBHETO Ha M3JIEIMETO C M3WCKBAHMITA HA Hapemdarta, ONpeNeeHH B T. 3.2,
OykBa "B".

4.3. HotudunmpaHuar opraH oIleHsBa 3asBicHHeTo 1mo 1. 4.2. Ako
3asIBIICHAETO € HEI'BJIHO, HOTU(HUIIMPAHUAT OpraH MOXKE Jia IMOUCKa HH(popMaIus 3a
JOMBIHUTETHN W3MHUTBAHUS U JIOKA3aTeJICTBA 3a CHOTBETCTBHE C M3WCKBAaHUATA Ha
Hapenoara.

4.3.1. (m3m. - JIB, 6p. 106 ot 2008 r., B cmia ot 21.03.2010 1.) B ciyuaii Ha
MEIUIIMHCKH u3Aenus mo 4ia. 2, an. 1, T. 4 HOTUQUIUpPAHHUAT OpraH H3HCKBA



CTaHOBHIIE OT PETyJaTOpPeH OpraH Ha JbpkaBa uieHka uian oT EAJI 3a kadecTBOTO,
0€30IMacHOCTTa ¥ KJIMHUYHA OI[CHKA Ha CHOTHOIIIEHUETO IMOJI3a/PUCK OT BKIFOYBAHE Ha
BEIECTBOTO B HM3JICIMETO, BH3 OCHOBA Ha KOETO B3eMa OKOHYATEIHO pEIICHUE.
CrotBeTHUSAT perynatopeH opran unu EAJI uznaBa ctanoBuiietro cu B cpok 1o 210
THU OT Jararta Ha MOJaBaHE Ha BamuAHO WckaHe. CTaHOBWINETO Ha CHOTBETHUS
peryJjaTopeH opraH cTaBa 4acT OT JJOKyMEHTaIHsATa Ha u3zaemero. Hotuduimpanust
oprad uH(pOpMHUpPa CbOTBETHHUSA perynatopeH opran wiu EAJI 3a penieHuero cu.

4.3.2. (m3m. - /1B, 6p. 106 ot 2008 r., B cuna ot 21.03.2010 r.) B ciyuaii Ha
MEIUIIMHCKH W3Aedsd 1o wi. 2, ain. 1, T. 5 HOTHQUIUPAHHUAT OpraH H3HUCKBa
craHoBumie oT EAJI, Bp3 OCHOBa Ha KOETO B3eMa OKOHYATEIHO pEIlICHUE.
EBporieiickata areHnus 1o JiekapcTBata U3aBa CTAHOBUIIETO cH B Cpok 110 210 mHu
OT Jarata Ha TOJaBaHe Ha BadWAHO wWcKaHe. CTaHOBHUIIETO CTaBa 4YacT OT
JOKYMEHTalusATa Ha wusgenuero. HotudunupaHuar opraH B3eMa MPeABHI
cra”oBuieTo Ha EAJI, korato m3roTBs cBoeTo pemieHue. Korato craHOBHINETO Ha
EAJl e orpumatenHo, HOTUGHUIIMPAHUAT OpPraH MOXKE Ja HE M3/Aajae CEePTHUPHUKAT H
chOOIIIaBa OKOHYATEITHOTO cU pemieHre Ha EAJL

4.3.3. Korato wu3genuero € CchOOpa3eHO C OCHOBHHTE W3HCKBAaHUS Ha
Hapenbata, a B ciywamre mo T. 4.3.1 m 4.3.2 - craHOBWIIATA HAa CHOTBETHHTE
pEeryJaTOpHH OpraHd ca TOJOXKHUTEIHH, HOTU(dUIHMpaHUAT opraH wusnaBa EO
ceptuduKar 3a U3CIeABaHE HA MMPOCKTA.

434. B cayyaii Ha MEIUIMHCKO w3menue mo wr 2, ain. 1, 1. 9
HOTU(DUIIUPAHUSIT OpraH U3MBIHSABA 3aIBIIKEHUATA 110 YII. 66.

4.3.5. CeptudukaTsT TpsaOBa J1a CHIbpPKA 3AKIIOYCHUS OT H3MUTBAHETO,
YCIIOBHATA 332 BIMIHOCT, JTAaHHU 33 HJICHTH(UKAIUSA HA OJA0OPEHHUS MPOCKT U aKo e
HE00X0IMMO, OTMCaHUE Ha MpeTHA3HAYCHUETO Ha U3EIIHUETO.

4.4. N3ameHeHusTa B 00OpEHUS MPOCKT, KOUTO 3aCsATaT ChOTBETCTBHETO CHC
CBINECTBEHUTE M3UCKBAHUS WM C yCJIOBHUATA 3a yHmoTpeda Ha W3/CIIMETO, IMOJJIeHKAT
Ha JIOMBIHUTENTHO o00psiBaHe OT HOTUULIUpaHus opraH, uznan EO ceprudukara 3a
W3clie/IBAaHE HAa TpPOeKTa. 3asBUTENAT WHGOpMHpa HOTU(DUIHUPAHUS OpraH, H3Aall
ceprudukara, 3a BCIKO H3MEHEHHWE Ha OJIOOPEHUS TPOCKT. J(OMBIHUTEIHOTO
onmoOpenue ce wuzgaBa moja ¢opmara Ha JONMBIHEHHE KbM MbpBOHauanHus EO
cepruduKar 3a U3CIeABaHE HA MMPOCKTA.

5. Hamzop

5.1. llenta Ha HaA30pa € Ja OCUTYPH TOYHOTO M3IIBIHEHHE HA 3aIbIKEHUATA
Ha MIPOU3BOAMTEIS, POU3THYAIIM OT 0JI00peHAaTa CUCTEMA 110 Ka4yeCTBOTO.

5.2. TIpou3BOJMUTEIAT OCHTYpsSBa Ha HOTH(PUIUPAHHUS OPTaH JOCTBI JO
MecTaTa 3a MPOEKTHpPaHe, MPOU3BOJCTBO, KOHTPOJ, U3MUTBAHUS U CKIIATUPAHE U MY
MpeocTaBsi He0OXoauMaTa HHPOPMAIIHSL:

a) TOKyMEHTAIIMSITA 32 CHCTEMATa 110 KaueCTBOTO;

6) (m3m. - /IB, Op. 106 ot 2008 r., B cuna ot 21.03.2010 r.) 3anucure mno
Ka4ecTBOTO, IMOCOYEHHW B MPOCKTHATA YacT HA CHUCTEMaTa IO KadeCTBOTO, KaTo
pe3yJITaTH OT aHAIHM3H, U3YHCIICHUS, H3ITUTBAHUS, IIPUETH pelleHus mo wi. 11, naHau
OT TPEIKIMHUYHO U KJIMHUYHO OICHSBaHE, IUTAHOBETE U pE3yNTaTHUTEe OT
MpoclesiBaHe Ha M3/ICIUETO CJIe/ MyCKaHeTo My Ha ma3apa u Jp.;

B) 3alMCUTE TIO0 KAa4yeCTBOTO, TOCOYCHH B TIPOM3BOJICTBEHATa 4YacT Ha
cuUCTeMaTa Mo Ka4eCTBOTO, KaTO MPOTOKOIW OT MHCHIEKIHUU, JaHHU OT U3MUTBAHUS,



JAHHU OT KanuOpupaHe, JOKYMEHTH 3a KBaJM(UKALMITA HA CbOTBETHHS MIEPCOHAT U
7p.

5.3. HotudumupaHusT opran W3BbpIIBa MEPHUOJHYHN OJIUTH, 32 Jla CE YBEPH,
4ye MPOU3BOAUTENAT MOAAbPKAa W IpHiara oJo0peHaTa CUCTeMa IO KadeCcTBOTO.
Jloknaa oT ofMTa ce MpeaaBa Ha MPOU3BOAUTEIIS.

5.4. Hotudunupanusr opran Moke Ja M3BbpIIBAa BHE3AIMHHU MPOBEPKU MPU
MIPOU3BOJUTENS U aKO NPELEHH, Ja M3BBPIIM WU Ja BB3JIOKHU HM3BBPIIBAHETO HA
M3MUTBAHUA, 32 Ja MPOBEPH MPABHIHOTO (YHKIMOHUpAHE HA CHCTEMaTa II0
KauecTBOTO. [Ipom3BOMMTENSAT TONy4YaBa [OKJIAJ OT OJWTa W TPOTOKOJI OT
U3MUTBAHUATA, AKO Ca U3BBPILICHH.

6. (u3m. - JIB, 6p. 106 ot 2008 r., B cuna ot 21.03.2010 r.) IIpousBoautenst
WJIM HETOBUSAT YITBIIHOMOIIEH IPEJICTABUTEN ChXPaHSBa B MPOIBDKCHUE Hal-Mallko
Ha 5 ronuHy, a B CllydauTe Ha UMIUIAHTUPYEMH M3JeIUs - 32 Nepuoj Hail-manko 15
TOAWHM, OT JaraTa Ha MPOM3BOJACTBO HA TMOCJIETHOTO U3AENTUE ClIeJHATa
JTOKYMEHTaIlUs, KOSTO TPU TOWCKBAHE MPEAOCTaBs Ha Jumara mo wi. 86, am. 2 ot
3aKoHa 3a METUIIUHCKUTE U3eIIUs:

a) JIeKJapanus 3a CbOTBETCTBHUE;

0) JOKyMeHTalus 3a CHCTeMaTa IO KadeCTBOTO © B  YacCTHOCT
JOKyMEHTalUATa, JAHHUTE U 3alIUCUTE, IOCOYEHH B T. 3.2;

B) JOKyMEHTaIusATa 1o T. 3.4;

') JOKyMEHTalusaATa 1o T. 4.2;

1) pelieHusTa u goknaaure mo 1. 3.3, 4.3, 4.4, 53 u 5.4.

7. (u3m. - IB, 6p. 106 ot 2008 r., B cuna ot 21.03.2010 r.) [TpunoxxumocT Ha
nporeaypata "[IbaHO ocurypsiBaHe Ha KauecTBOTO'" KbM u3nenus ot kiac Ila u 116.

7.1. B cwvotBetcTBHE ¢ wi. 60 u 61 mponeaypara "[IbnHO ocurypsiBane Ha
Ka4ecTBOTO'" MOJKE Jla c€ MPHUJIIOKH M 32 MEIUIIMHCKUTE u3aenus oT kinacose Ila u 116
C U3KJIKOYEHHUE Ha T. 4.

7.2. 3a w3nenus ot kiac Ila HOTMQHUIMPaHUAT OpraH OLEHsBA KAaTO 4acT OT
OIlCHKAaTa 1Mo T. 3.3 TeXHUYECKaTa JOKYMEHTallus, onucaHa B T. 3.2, OykBa "B", Hali-
MaJKO 3a €JWH TMPEJCTaBUTEJICH OO0pa3ell OT BCSIKA ITOAKATETOPHS W3ACTHS 3a
CBHOTBETCTBHUETO i C paznopeaduTe Ha HapeaOaTa.

7.3. 3a m3nenus ot kiac 110 HOTMQHUIMPaHUAT OpTraH OLEHsBA KAaTO YacT OT
OIleHKAaTa 1Mo T. 3.3 TeXHUYeCKaTa JOKYMEHTaIlus, omucaHa B T. 3.2, OykBa "B", Hali-
MaJKo 3a €IUH TpejcTaBuUTeNieH oOpa3ell OT BCAKa Ipyna NOJOOHM H3AEIHs 3a
CBOTBETCTBHETO i ¢ pa3nopeadouTe Ha HapemdaTa.

7.4. TTpn n30upaHe Ha IPEACTABUTEIHUS 00pa3el] HOTU(OHUITUPAHUSAT OpTraH ce
cboOpa3siBa C HOBOCTUTE B TEXHOJIOTUUTE, OTYUTAa MOJOOMSATa B IPOEKTa,
TEXHOJIOTUSATA, IPOU3BOJICTBOTO U METOJMTE HA CTEPHIIM3ALUS, IPEAHA3HAYCHUETO Ha
W3IEITUETO W PE3YJITATHTE OT MPEAUIIHN OIEHKH (Harmpumep GU3HYecKd, XUMAIECKU
u OHOJOTMYECKH CBOICTBA), W3BBPIIEHH B CBHOTBETCTBUE C W3HUCKBAHMATA Ha
Hapenoara.

Hotuduuupanusar opran JgokymeHTHpa cbOpaHaTa uHpoOpManus C
000CHOBKa 3a n30paHus/m30panuTe oOpaszer/odpasiy U Npu MOUCKBAHE S IPEAOCTABS
Ha /bpkaBHATA areHLUs 32 METPOJIOTUYCH U TEXHUYECKH HA30D.

7.5. OueHka Ha JOMBIHUTETHU OOpa3lM ce U3BBPIIBA OT HOTU(PUIUPAHUS
OpraH KaTo 4acT OT MpoleaypaTa o Haa30pa 1o T. 5.



8. [IpousBogurenst  uHbopmupa  HOTUGULKpPAHUS  OpraH  3a
OCBOOOKJaBAaHETO HAa BCSKAa TOTOBA MapTHaa M3AeIus mo wi. 2, an. 1, 1. 5 u my
m3npama odunuaieH ceptudukar, u3ganeH OT V3mbIHWTEenHATa areHIus I
JeKapcTBaTa WK OT J1abopaTopusi, ONpeaesieHa 3a Ta3u el OT peryJaTopeH OpraH Ha
Ipyra JabpikaBa WIEHKA, 3a OCBOOOXKJaBaHE Ha MapTHAATa JIEKAPCTBEH MPOIYKT,
MOJIYYCeH OT YOBENIKa KPHB HMJIM OT YOBEIKA IIa3Ma, KOHTO ChCTABIsABA HEpas3ieiHa
4acT OT M3AETUETO M YHETO JCHCTBHE BBPXY OpraHM3Ma € CIOMaratejaHo IO
OTHOIICHUE HAa OCHOBHOTO IMPEHA3HAUYCHUE HA U3JICITUETO.

[Mpunoxenne Ne 2 kpm wi. 59, an. 1, T. 2, un. 61, 1. 2, wi. 64 u un. 67, ain. 2
(M3m. - [IB, 6p. 106 ot 2008 ., B cuna ot 21.03.2010 1.)
"EO usciaenBane Ha tumna"

1. "EO wu3cnenBane Ha Tuma' € mpouenypa, 4pe3 KOsITO HOTU(PULUPAHUAT
opraH ce yBepsiBa M IOTBbPK/aBa, 4e MpeACcTaBUTEICH 00pa3el] Ha MPOU3BEKIaHaTa
MPOIYKITUSl OTrOBaps Ha MPUTIOKUMHUTE 32 HETO M3UCKBaHUS Ha Hapeadara.

2. [lponsBoauTeNAT TOaBa A0 M30paH OT HETO OpraH 1o T. 1 3asBiIeHHE 3a
u3cle/IBaHe Ha TUIIa, KOETO ChABbpKa ciaeaHaTa HH(OpMAaIIKS:

a) MMe U aJpec Ha TMPOU3BOAUTENII WJIM HA YIBIHOMOIIEHUS MY
MIPENICTABUTEIT;

0) MOKyMEHTaIusATa 1Mo T. 3, HE0OX0aMMa 3a OlIEHKAa Ha ChOTBETCTBHUETO HA
MpeACTaBUTEIHHS 00pasell Ha MPOW3BEXKJaHATa MPOAYKIUS, HaApHUaH IO-HATATHK
"tun", ¢ W3WCKBAaHWATA Ha HapemdaTa, TMPOU3BOJUTEIAT MPEIAOCTaBS Ha
HOTU(DUIIMPaHUS OpraH TWIA, HOTU(QUIMPAHUIAT OpraH MOXKE Ja MOUCKa U APYTd
o0pa3iy, ako € He0OX0AUMO;

B) JIEKJIapanus, 4e 3asBIIEHUE 3a CBIIMS TUIN HE € MPEeJOCTaBeHO Ha JpPYyT
HOTU(UIIUPAH OpraH.

3. [JokymeHrtanusara TpsOBa Ja JaBa BB3MOXKHOCT 3a OICHKAa Ha
MIPOEKTUPAHETO, IIPOU3BOACTBOTO U ICHCTBHETO HA M3/ICTHETO U Ja ChIBPKA:

a) 001110 ONMcaHue Ha THUIIA, BKIIFOUUTEIHO BCUYKHU MJIaHUPAHU BapUAHTH;

0) uepTexu Ha NPOEKTa, MNPEIBUAECHH METOIU 3a TMPOMU3BOACTBO, IIO-
CHEIMaIHO M0 OTHOIICHWE Ha CTepUIHM3aluiTa, AWarpaMd Ha KOMIIOHEHTHTE,
criiobsiBaHe, CXeMH U JIp.;

B) ONMCAaHUS M TOSICHEHHMsS KbM YEpTeKUTe M cxemure mo Oykma "0" u
(YHKIIMOHUPAHETO HA M3/ICIHETO;

I) CONHCHK HAa CTAHAAPTUTE W/WIM MOHOrpaduuTe MO 4Wi. 8, KOHTO ca
NPUJIOKEHU U3IUI0 WIM YacTUYHO, M OIMCAaHWE Ha NpPUETHTE pEeLIeHHus 3a
OCHUTYpSIBAHE HA CHOTBETCTBHETO CBhC CBHINECTBEHHWTE W3MCKBAHMSA Ha Hapendara, B
Cllyd4ail ue cCTaHAapTUTE U/UIM MOHOTpaduuTe MO Wi. 8§ HE ca OMIIH MPHIIOKEHHU;

1) pe3ylTaTuTe OT HM3UUCICHHUATA NMpPHU NPOSKTHPAHETO, aHAIM3 Ha PHCKAa,
pe3yaATaTH OT U3BBPIICHNTE U3CIEABAHUS U JIP.;

€) AeKjapalus, 4e U3/1eJTUeTO BKIIYBA WM HE BKIIIOUBA KaTO ChCTaBHA YacT



BEIIECTBO WJIM JIEKAPCTBEH IMPOAYKT, MOJIY4YEeH OT YOBELIKa KPbB MM OT YOBEIIKA
ma3Ma, chbriiacHo wi. 2, an. 1, T. 4 wiu 5 U JaHHUTE OT MPOBEJACHUTE U3MUTBAHUS 32
KadyecTBO, 0€30MacHOCT U e(PUKACHOCT Ha Te3W BEIIECTBA WM MPOAYKTH IMPEABH]
IpelHa3HAYE€HUEeTO Ha U3JIEJIUETO;

) BCHYKHM JaHHH, MO3BOJISABAIM OIICHKA Ha CTpaTerusra 3a aHalIu3 M
yIIpaBJIEHHE HA PUCKA, aKO MEIUIIMHCKOTO U3ENHE € Mo wi. 2, ai. 1, 1. 9;

3) (u3m. - JIB, 6p. 106 ot 2008 r., B cuna ot 21.03.2010 r.) pemenusra,
IIPUETH OT MMPOU3BOJUTENS CHIIACHO Wil 11;

n) (mm. - JIB, Op. 106 ot 2008 r., B cuma or 21.03.2010 r.) manHHM OT
MPEIKINHUYHO OLICHSBAHE;

K) (moBa - JIB, 6p. 106 or 2008 r., B cuma ot 21.03.2010 r.) nanHU oT
KIIMHUYHOTO OIICHSBaHE Ha W3JeNHATa CBHIJIACHO TJlaBa TpeTra OT 3akoHa 3a
MEAMLIMHCKUTE U3/EIIHS;

n) (mosa - JIB, Op. 106 ot 2008 r., B cuma ot 21.03.2010 r.) mpoekt Ha
€THKeTa U Ha MHCTPYKIUATA 32 YIIOTpeOda, KOraTo € MPHIOKHUMO.

4. Hotudumupanusrt opra TpsioBa:

4.1. la mperyiexaa 1 OICHsBA JOKyMEHTAIMATA U JIa TPOBEPSBA AU TUIIBT
€ TMPOM3BEICH B CHOTBETCTBHE C JOKYMEHTAIUATA M J1a YCTAHOBSIBA U3/ICITHATA, KOUTO
ca MPOEKTUPAHU B CHOTBETCTBUE C MPHUJIOKUMUTE U3UCKBAHUS Ha CTAHJAPTUTE W/HIIN
MOHOTpauuTe MO Wi. 8, KaKTO W HU3JeNHsITa, KOUTO ca MPOCKTHpaHH, 0e3 1a ca
MPHUIIOKEHU CHOTBETHUTE M3MCKBAHUS HA TE3U CTAHAAPTH W/WIH MOHOTpapuu.

4.2. Jla w3BbpIIBA MWJIM Ja Bb3Jara MU3BBPIIBAHETO HA MOJIXOAALIUTE
M3CJeIBAaHUS U HEOOXOAMMUTE M3MUTBAHUSA, 32 J]a MPOBEPH Jall IPUETUTE PEIICHUS
OT TIPOM3BOJMTENSI OCUTYPSBAT CHOTBETCTBHETO CHC CHIICCTBEHUTE HM3UCKBAHHS II0
HapenbaTa, KOraro He ca MPHUJIOKEHU CTaHAApTUTE W/WIM MOHOrpaduuTe Mo 4i. 8.
Korarto u3nenuero ce cBbp3Ba C APYro M3JEIHE WU U3AETHs, 32 1a (yHKIHOHHUpPA 110
npenHa3HavYeHUe, TpsSOBa Ja ce TpeJCTaBh JOKa3aTeJCTBO, Y€ TO OTroBaps Ha
CBIIECTBEHUTE M3UCKBaHMs, KOraTo € CBbP3aHO C JAPYro/w u3aenue/s U Mmpurexana
XapaKTEPUCTUKUTE, OTPEACIICHU OT IPOU3BOIUTES.

4.3. Jla w3BBpIIBA WJIM Ja BB3Jara W3BBPIIBAHETO HA MOIXOMISAIIATE
U3CJeBaHUS U HEOOXOAMMUTE U3NUTBAHUSA, 32 J]a IPOBEPH JaJU CTAHIAPTUTE W/HIIN
MoOHOTpaduuTe 1Mo wi. 8 ca JACUCTBUTEIHO NPUIOKEHH, KOTaTO MPOU3BOAUTENAT €
n30pa TsX.

4.4, Jla cprimacyBa ¢ IMPOU3BOJIUTENS MSCTOTO, KBJETO IIE€ CE H3BBPIIBAT
HEO0OXOAUMHUTE MTPOBEPKHU M U3MUTBAHHMSL.

5. KoraTo THIIBT OTroBapsi Ha M3UCKBaHUATA HA HapeaOaTa, HOTUPUITUPAHUSIT
opran wu3gaBa Ha npousBogurens cepruduxkar 3a EO wuscnensaHe Ha Tua.
CeptudukarsT ChIbpKa MMETO W aJpeca Ha MPOM3BOAMTEINS, 3AKIIOUEHUSATA OT
MpoOBEpKaTa, YCJIOBUATA, TPH KOWTO € W3IAACH CEepTUPUKATHT, W JaHHUTE,
HeoO0XoauMU 3a uaeHTuULIrpane Ha ogoopenus tun. KeM ceprudukara ce npuiarat
CHOTBETHUTE 4YacTH Ha JOKyMeHTauusara. Komme OT Hero ce CbXpaHsBa OT
HOTU(DUIIMPAHUS OPTaH.

5.1. (u3m. - [IB, 6p. 106 ot 2008 r., B cuna ot 21.03.2010 r.) B cnyuaii Ha
MEAMLUMHCKA w3ienus mo wi. 2, ain. 1, 1. 4 HOTMUIUpPAHUAT OpraH H3HCKBA
CTAaHOBHUIIE OT PEryJaTOPEH OPraH Ha JIbpkaBa wieHka uiau ot EAJI 3a kauecTBOTO,
6e30macHOCTTa U KJIMHUYHA OLEHKA HAa ChOTHOILIEHUETO I10J13a/PUCK OT BKJIIOUBAaHE Ha



BEIIIECTBOTO B H3MEIHETO, Bb3 OCHOBA Ha KOETO B3eMa OKOHYATEIHO pEIICHUE.
CrotBeTHUAT perynaropeH opran uian EAJI u3naBa cranoBumiero cu B cpok g0 210
JTHU OT Jarata Ha IOJaBaHe Ha BalUAHO HckaHe. CTaHOBWINETO Ha CHOTBETHUS
peryjaTopeH opraH cTaBa 4acT OT JOKyMEHTalusTa Ha uzaenuero. Hotudpuuupanust
oprad HH(POPMHUpPA CHOTBETHUS perynatopeH oprad win EAJI 3a penieHueTo cu.

5.2. (m3m. - JIB, 6p. 106 ot 2008 r., B cmia ot 21.03.2010 r.) B ciyuaii Ha
MEIUIIMHCKH U3Aenus no 4i. 2, an. 1, T. 5 HOTUQUIUpPAHHUAT OpraH H3HCKBA
cranoBuie ot EAJl Bp3 ocHOBa Ha KOETO B3eMa OKOHYATEIHO pEILICHHUE.
EBporreiickaTa areHmus 1Mo JiekapcTBaTa M37aBa CTAHOBHUIIETO CH B Cpok J10 210 xHu
OT JaTrata Ha TMoOJaBaHe Ha BaduAHO wHckaHe. CTaHOBHUINETO CTaBa 4YacT OT
JNOKYMEHTallMsATa Ha usgenuero. HotudumnmpaHuar opraH B3eMa MPEABHI
cranoBuiieto Ha EAJI, xoraro u3rotss cBoeTo pemieHue. Korato cTaHOBUIIETO HA
EAJI e orpunarenHo, HOTUQUIUPAHUAT OpPraH MOXe Aa He u3aae cepTuukar u
ChOOIIaBa OKOHYATEITHOTO CH penienue Ha EAJL

5.3. B ciyuaii Ha MEIUIIMHCKO W3JIETKe 10 WI. 2, ai. 1, T. 9 HoTuGUIHUpaHUIT
OpraH M3MbIHSABA 33bJDKCHUSATA 110 Y. 66.

6. 3asBUTENAT € ATBKEH Ja MHPOpMHUpa HOTHU(GHUIMpaHHS OpraH, HM3Ial
ceprudpukara 3a EO mscnenBaHe Ha Tuma, 32 BCUYKU CHIIECTBEHH W3MEHEHHUS IO
0100peHOTO H3/eNue, KOUTO MOTraT Jla MOBIUSSAT Ha CHOTBETCTBHETO HA W3IEIHETO
ChC CHIICCTBCHUTE W3MCKBAHUS Ha Hapendara WM Ha MPEIINUCAHUTE YCIOBUS 3a
ynotpeba Ha mnpoaykra. HoTudumupanwsr opraH wu3maBa JIONBIHECHHE KbM
mbpBoHavanHusa ceptuduxkat 3a EO wuscienBane Ha Tuma, KOrato € OJ0O0pHIT
W3MCHCHHUSTA.

7. Hotudunmpanust opran mno T. 5 npegoctaBsd Ha APyrute HOTUGULIUPAHU
opraHu komue OT u3maneHute ceptudukaty 3a EO uscnenaBaHe Ha TUma W/UIU
JOITBIHCHHSITA KBM TSIX U MH(POPMHpPA TIPOU3BOIUTENS 32 TOBA.

8. (mom. - /IB, 6p. 106 ot 2008 r., B cria ot 21.03.2010 r.) [IpousBoautensr
WM HETOBUSAT YIMBIHOMOIICH MPEACTAaBUTEN ChXpaHsABa B MPOABIDKCHHE Hal-MallKo
Ha 5 TOJWHM, a B CIIy4aWTe Ha MMIUIAHTUPYEMHU H3JETHS 3a MEepuoj Hai-mamko 15
TOJWHA OT JaTaTa Ha MPOU3BOJICTBO HA TMOCIEAHOTO W3JENNe TEeXHHUYecKaTa
JOKyMeHTalus ©u Komue oT ceprudukatute 3a EO wuscnenBaHe Ha Tuma u
JOITBIHCHUSITA KBM TSIX.

[Mpunoxxkerne Ne 3 kpM wi. 59, an. 1, 1. 2, 6yksa "a", wi. 60, an. 1, 1. 1, an.
61, 1. 2, 6ykBa "a", wi. 63 u 64

(M3m. - IB, 6p. 106 ot 2008 1., B cmma ot 21.03.2010 1.)

"EO npoBepka Ha mpoaykra"

1. "EO npoBepka Ha mpoaykTa" € mporeaypa, Ype3 KOSTO MPOU3BOAUTEIIAT
WM HETOBUAT YI'BJIHOMOIIEH MPEACTABUTEN MPOBEPSIBA U AEKIApPHUpa, Y€ U3JCIHAITA,

MoMaJally Mo pasnopeadoure Ha T. 4, CbOTBETCTBAT HA TUIIA, ONMCAH B cepTU(dUKaTa
3a EO u3cnenBaHe Ha TUIA, U OTrOBapsT Ha MPUIOKHMUTE KbM TAX M3UCKBAHMS Ha



HapexadaTa.

2. [lpou3BoAMTENAT € JUIHKEH Jia MpeArnpuemMe HeoOXoAUMUTE MEPKH, 3a Ja
OCHUTYPH 4pe3 TPOM3BOJCTBEHUS TPOIIEC CHOTBETCTBHE HA M3/ICIHTA C TUIIA, ONTUCAH
B ceprudukara 3a EO wuscienBaHe Ha Tuma, U ¢ OPUIOKUMHUTE 3a H3AEIMITA
M3MCKBaHMUA Ha HapenOarta. [Ipenm ma 3amodnHe MPOU3BOJACTBOTO, MPOU3BOJUTEIST
TpsiOBa J1a TIOJATOTBH JOKYMEHTAIMATA, OTHACSIIA CE JI0 MPOU3BOJCTBEHHUS IIPOIIEC,
0COOEHO 3a MpOLECUTe Ha CTEpUIIM3alLlUs, KOraTo € MPHJIOKHUMO, TeXHHYEecKaTa
JOKYMEHTallMsi W BCUYKH PYTHUHHU TPOIECH, TapaHTUPALIM XOMOTEHHOCT Ha
MPOAYKIUATA, H KOTATO € HEOOXOMMO, ChOTBETCTBHE Ha M3IEIIUATA C TUIIA, OTIMCAH B
ceprudukara 3a EO n3cienBane Ha TUNA U MPUIOKUMHUTE U3UCKBAaHUS Ha HapeadaTa.
[IpousBogurenst Hanacs CE mapkupoBKaTa BbPXY TSIX M H3rOTBS JACKJIapamus 3a
CHOTBETCTBHE.

[IpousBoauTensaT npuiara U3MCKBaHUATa Ha npuioxeHue Ne 4, 1. 3 u 4 3a
U3IeNusl, KOUTO c€ IyCKaT Ha Ia3apa B CTEpPUJIIHA OMAKOBKA, W 32 OHE3W €TalH OT
MTPOU3BOJICTBEHUS TIPOIIEC, KOUTO OCUTYPSIBAT M MOIIBPKAT CTEPHITHOCTTA.

3. (u3m. - /1B, 6p. 106 ot 2008 r., B cuiia ot 21.03.2010 r.) [IponzBoautenar e
JUKEH Jla Ch3laje W Ja MOJAbpKa JAOKYMEHTHPaHa CHUCTEMa 3a IPOCie/IsiBaHe
0e30macHOCTTa Ha MEIWIMHCKHUTE W3CNHs, IyCHAaTH Ha Tazapa W/WIW B JICHCTBUE
CBIVIACHO TIJIaBa ceaMa OT 3aKoHa 33 MEIUIMHCKUTE HU3AENus, W 1€ H3BbpIIBA
OLICHsIBaHE HA KJIMHUYHUTE JAHHU CHIVIACHO IJ1aBa TPeTa OT 3aKOHA 32 MEAULIUMHCKHUTE
W3NS, W IIe pasloyiara ¢ MeXaHW3MH 3a MpHUJIaraHe Ha MOAXOISIIN KOPUTHPAIIN
JeMCTBUS, CHOTBETCTBAIM HA YCTAHOBEHUTE pUCKOBE. [IpOM3BOAUTENAT € [UIBKEH J1a
yBenoMsBa M3nmbaHHWTENHATAa areHUWs IO JIeKapcTBaTa BeaHara ciell CHUTHajl 3a
CJICTHUTE WHITMICHTH/TIOTCHIINATHA WHITUICHTH:

a) HEM3MPaBHOCT WM HApYyLIECHUE B XapaKTEePUCTUKUTE U/UIH JeHCTBUETO Ha
U3JIETTUETO, KAKTO M HEJOCTATHIM U HEIBIHOTH B MHCTPYKLUATA 32 yOTpeda, KOUTO
MoOraT JIa CTaHaT WM BeYe ca CTaHAJIM MPUYHMHA 33 CMBPTEH CIIy4ail MM 32 CEPUO3HO
yBpeX/IaHe 3ApaBeTo Ha MALMeHTa/METUILIMHCKUS CIICLIUAIIHCT;

0) BcsAka TEXHHYECKAa WM MEIUIMHCKAa MpHYMHA, CBbp3aHa C
XapaKTePUCTUKUATE WA JEHCTBHETO Ha W3MIEIHETO, KOSATO TOpagdl TNPUYINHUTE,
noco4eHu B OykBa "a", BOAM JJ0 CUCTEMHO M3TETJIsIHE OT Ia3apa Ha U3/AeHs OT €UH U
CBII THII.

4. 3a 5a YCTaHOBH CBOTBETCTBHETO Ha W3ACITHETO C MPUIOKHUMHTE
U3UCKBAaHUA Ha HapeadaTa, HOTU(QUIMPAHUAT OpraH H3BBPIIBA H3CIEIBAHUSI U
M3MUTBAHUSA HA BCSKO H3JENIME CBIVIACHO T. S WM M3CIEABaHE W HW3NUTBAHE Ha
CTaTUCTHYECKU MPUHITUI CHIIIACHO T. 6 10 M300p Ha TPOU3BOTUTEIIS.

[IpoBepkuTe HE ce mpuiarar 3a OHE3M €Talu OT MPOU3BOJICTBEHUS IPOLEC,
KOHUTO ca MpeJHa3HAYCHH 32 OCUTYpsIBaHE HA CTEPUIIHOCTTA.

5. IIpoBepka ype3 u3ciaeBaHe U N3MUTBAHE HA BCSIKO U3JEIUE

5.1. Bcesdko wu3menue ce u3cienBa WHAWBUAYalHO, KAaTo CE€ H3BbPIIBAT
MOJIXOAALIM W3MUTBAHUSA, OIPENEICHH B CHOTBETCTBUE CBHC CTAHIAPTUTE W/HIN
MOHOTpapuUTe 10 WI. 8, NN €KBUBAJICHTHU U3MUTBAHUS, 32 JIa C€ TIPOBEPU HETOBOTO
CBhOTBETCTBME C THMa, omnucaH B ceprudukara 3a EO u3cnenaBaHe Ha Tuma, U C
MPUIIOKUMHTE U3UCKBAaHUS Ha Hapeadara.

5.2. HotudumupanusT oprad HaHACS WU W3UCKBA Jla C€ HAHECE HETOBHST
UACHTU(DUKALMOHEH HOMEDP BBPXY BCSKO OJ0OpEHO M3JeNKe U U3/1aBa cepTuuKar 3a



CBHOTBETCTBHE Bb3 OCHOBA Ha M3BBPLICHUTE U3MUTBAHUS.

6. CraTucTHuecka npoBepKa

6.1. 3a u3BBpIIBaHE HA CTATHCTUYECKA MPOBEPKA MPOU3BOJUTEIST TPIOBa A
MPEJICTaBU CBOUTE MPOJIYKTH MOA (popmarta Ha €JHOPOAHU MAPTUIM U Aa IpeanprueMe
HEO0OXOMMHUTE MEpKH, 3a Ja TapaHTHpa, Y€ MPOU3BOJCTBEHHUAT IMPOIEC OCHUTYpsBa
€THOTUITHOCT Ha BCSAKA MPOU3BEICHA MapTHIA.

6.2. MocTtpu, n30paHu Ha CilydaeH NMPHUHIMNII, OT BCSAKAa NapTUAA ce€ U3MUTBAT
WHAWBUIYATHO OT HOTH(QUIMPAHUS OpraH, KaTo C€ H3BBPIIBAT HEOOXOIUMHTE
TECTOBE, TIOCOUYEHN B CHOTBETHHTE CTAHIAPTH W/WIHM MOHOTpaduu 1Mo wi. 8, Wiu ce
U3BBPIIBAT €KBUBAJIEHTHHU TECTOBE, 3a J1a C€ YCTAHOBU CHOTBETCTBHETO HA M3/EIMTA
c Tuma, onucaH B ceprudukara 32 EO m3cnensaHe Ha TWma, U ChOTBETCTBUETO Ha
M3IETUATA C TIPUIOKIMHTE 32 TAX U3MCKBAHMS Ha Hapea0aTa, Bb3 OCHOBA HAa KOETO CE
IpUeMa WIN Ce OTXBBPJIS ChOTBETHATA MAPTUAA.

6.3. (mm. - JIB, 6p. 106 or 2008 r., B cmma or 21.03.2010 r.)
CraTuCTHYECKHUIT KOHTPOJI Ha W3/eiusTa ce 0a3upa Ha XapaKTepHU KadecTBa M
NPOMEHJIMBU BEJIMYMHHU, M3MCKBAIlM CXEMH 3a B3eMaHe Ha MNpoOu ¢ paboTHU
XapaKTePUCTUKH, KOUTO OCUTYpPSIBAT BUCOKO HHMBO Ha OE€30MACHOCT U JCHUCTBHE Ha
W3IETMETO B CHOTBETCTBHE C Pa3BUTHETO Ha HayKaTa M TexHWKara. Cucremara ce
Ch3/laBa Bb3 OCHOBA Ha CHOTBETHUTE CTAaHAAPTHU U/MIIM MOHOTpaduu Mo 4. 8, KaTo ce
B3eMa MpeBH/I crienn(prUIHaATa XapaKTePUCTUKA HA CHOTBETHUTE KaTETOPUHU H3/ICIHSL.

6.4. Axo maptuaata ce mnpuemMa, HOTH(QUIMPAHUAT OpPraH HaHACSA WM
U3UCKBAa HAaHACSIHE Ha CBOS HACHTU(UKALMOHEH HOMEpP BbPXY BCSIKO H3JENINe U
u3aBa MUCMEH CepTU(UKAT 332 CHOTBETCTBUE BH3 OCHOBA HAa M3BBPLICHUTE
M3NMUTBaHMA. BeHuky W3nenus oT najieHara mapTuaa Morat Jia ce ITyCHAT Ha Iasapa, ¢
U3KIIIOYEHHE Ha TE3H, 32 KOUTO € YCTAaHOBEHO, Y€ HE Ca B ChOTBETCTBHE.

Axo maptumaTa HE ce TnpueMe, HOTU(PUIMPAHUAT OpraH 3alpaHsBa
myckaHero i Ha masapa. llpum yecto OpakyBaHe Ha NapTUIUTE HOTUDHUIIMPAHUST
OpraH MO€ BPEMEHHO Jia CIIpe CTaTUCTUYecKaTa IpoBepKa.

[Ipon3BoauTENAT MOXKE Ha OTTOBOPHOCTTa Ha HOTU(ULMpAHHS OpraH Ja
HaHece UICHTH()UKAIMOHHUS My HOMED IT0 BpeMe Ha IPOM3BOJICTBEHUS TIPOIIEC.

7. (mom. - JIB, 6p. 106 ot 2008 r., B cuna ot 21.03.2010 r.) IIpousBogutensr
WIM HETOBUSAT YITBIHOMOILECH IPEJCTaBUTEN ChXPaHABA B MPOIBDKCHHUE HaW-MallKo
Ha 5 romuHM, a B CIy4aWTe Ha MUMIUIAHTHPYEMH W3ICIHUs 3a MEepHoja Hah-mainko 15
TOJIMHU OT JjaTaTa Ha MPOU3BOJCTBO HA MOCIEAHOTO U3JeIHe ClIeIHaTa JOKYMEHTaLUs
U s TpeAoCTaBd NpU MOHWCKBaHE Ha Jumara mno wi. 86, am. 2 or 3akoHa 3a
MEIUIINHCKHUTE W3/ICITHSL:

a) JeKJIapamus 3a CbOTBETCTBUE;

0) JOKyMEHTAIUsTA 1O T. 2;

B) ceptudukatute o 1. 5.2 u 6.4;

r) ceprudukata 32 EO m3cnensaHe Ha Tuma CBIVIACHO NpHIIOKEeHHE Ne 2,
KOTaTo € MOJIXOAAIIO.

8. (m3m. - /IB, 6p. 106 ot 2008 r., B cmia ot 21.03.20101.) B choTBeTCTBHE C
1. 60 nponenypata "EO npoBepka Ha npoJyKTa" € NpUIokKUMa U 32 MEAULIUHCKUTE
n3nenus ot kiac Ila npu cnazBane Ha CleTHUTE U3UCKBAHHUS:

8.1. [IpomsBoauTensaT, Oe3 ja mpuiiara pasmopeaouTe Ha T. 1 u 2, ocurypsisa
U JIeKJIapupa Bb3 OCHOBA Ha JIeKJIapalusaTa 3a ChbOTBETCTBHE, Ue U3aenusiTa oT kiac Ila



ca TpOM3BEICHHM B CBOTBETCTBHEC C TEXHUYECKAaTa JIOKYMCHTAlUs Mo T. 3 Ha
npwiokeHue Ne 6 1 OTroBapsT Ha U3UCKBAHUATA HA HapeadaTa, KOUTO ca MPUI0KUMU
3a TSX.

8.2. Hotudunupanusr opras, 6e3 1a nmpuiaara pasmnopeaodute Ha 1. 1, 2, Su 6,
MOTBBPKJIaBa CHOTBETCTBUETO Ha wu3fenusra oT kimac Ila ¢ TexHudeckara
JIOKYMEHTAIUs 10 T. 3 oT npuiioxenue Ne 6.

9. B cioyuauTe mo T. 5 3a Bcsika TOTOBa MapTHIa OT U3JENUS Mo uil. 2, an. 1, 1.
5 ¥ B ciay4yaWTe Ha CTATUCTHYECKA IPOBEpPKa MO T. 6 MPOM3BOAMTEIAT HMH(DOpMHUpPA
HOTH(UITUPAHHS OPTaH 32 OCBOOOXKIABAHETO HA BCSKA TOTOBA MAPTH/IA H3ICITUI U MY
usnpama oQUIMAIeH CepTHPUKAT, W3AaleH OT V3nbIHWTEIHATA AareHIUs 110
JeKapcTBaTa WM OT JJabopaTopwusi, OmMpe/eieHa 3a IeTa OT PerylaTopeH OpraH Ha
Ipyra IbpikaBa WICHKA, 32 OCBOOOXKJAaBaHe Ha IMApTHAATa JICKAPCTBEH MPOIYKT,
MOJIyYeH OT YOBEIIKA KPHB WJIM OT YOBEIIKA IJIa3Ma, KOWTO ChCTABIIsIBA HEpas/eiiHa
4acT OT M3JACTUETO W YHETO JCHCTBHE BBPXY OpraHU3Ma € CIIOMaraTteiaHo IO
OTHOIIIEHWE HAa OCHOBHOTO TpeIHA3HAYCHUE Ha U3JICIIUETO.

[Ipunoxenne Ne 4 xpMm wi. 59, an. 1, 1. 2, 6yksa "0", wi. 60, an. 1, T. 2, 4.
61, 1.2, 6ykBa "0" 1 un. 63

(H3m. - [IB, 6p. 106 ot 2008 r., B cuna ot 21.03.2010 1.)
"OcurypsiBaHe KaueCTBOTO Ha IPOU3BOICTBOTO"

1. TlpowsBoAgMTENST OCHUTYpsiBa MpHJIAraHETO Ha OJ00OpeHa cHucTema IIo
Ka4eCcTBOTO Ha IMPOWM3BOJICTBO M M3BBPIIBA KPacH KOHTPOJI Ha CHOTBETHHUTE HW3ICIUS
CBIJIACHO T. 3 M MOJUIeKU HA HAJ30pa 1o T. 4.

2. (m3m. - JIB, 6p. 106 ot 2008 r., B cuna ot 21.03.2010 r.) "OcurypsiBane
Ka4eCcTBOTO Ha IMPOM3BOJCTBOTO" € Mpoleaypa, 4pe3 KOSITO MPOU3BOIAMTEIAT, KATO
U3IBJIHSIBA 3aJb/DKeHUsiTa 1o T. 1, ocurypsiBa u JAekiapupa, ue U3IeNuATa
CBOTBETCTBAT HA THMAa, ONMUcaH B cepTudukata 3a EO wuscnenaBaHe Ha Twma, U
OTrOBapsT HA MPUIOKUMUTE U3MCKBAHMSI HAa HapeabaTa.

[IpousBonutensat Hanaca "CE" mapkupoBKaTa BbPXY H3IEJIUETO U HU3TOTBS
MMCMEHa JIeKJIapaius 3a choTBeTCTBUE. Jlekiapanusita oOXBala €IHO WM TOBEYe
MEUITMHCKHA W3JCIUs, SICHO WACHTU(DHIMPAHU ¢ UME, KOJ WIH JIPYTH XapaKTepHU
nokasarenu. JlexnapamusaTa 3a CbOTBETCTBUE CE ChbXPAaHIBA OT MPOU3BOIUTEISL.

3. CucremMa 1o Ka4ecTBOTO.

3.1. [IponsBoauTeNAT MOAaBa 3asiBIICHUE 10 M30paH OT HEro HOTU(UIIUPAH
Opras 3a OLEHABAaHE HAa CUCTEMaTa My MO Ka4eCTBO, KOETO ChIbpiKa:

a) M€ U aJpec Ha MPOU3BOJUTEIIS;

0) HEOOXOIMMHUTE JaHHH 33 CHOTBETHUTE W3ICIIUS WU 32 KaTeropusra
W3JIENHsL, 32 KOUTO MpoLieIypaTa € IpUiIoKuMa;

B) JIOKYMEHTAIIM, CBbp3aHa ChC CHCTEMATa MO Ka4eCTBOTO;

I') MICMEHA JCKJIapalys, 4¢ He € MOJall 3asABJICHUE MPU APYT HOTU(DHUIMpPaH
Opra 3a chllaTa CUCTEMa M0 Ka4eCTBOTO 332 ChOTBETHOTO U3JIEIHE;



1) JeKiapanus, 4Ye IIe W3MNBIHABA 3aJb/DKCHHSATa, MPOU3TUYALNM OT
o00peHaTa cucTemMa 1o KaueCTBOTO;

€) JeKJIapanus OT MPOU3BOANUTEINS, e IIe MOIIbPKa 0JJOOpeHaTa CHUCTEMA T10
Ka4yeCTBOTO 110 HAYHMH, OCUTYPSBAIll HEHATa IPUTOTHOCT U €(PEKTUBHOCT;

) TeXHMYECKa TOKYMEHTAIMs 32 OJ0OpEHUsS THUI U KONHE OT cepTuduKara
3a EO u3cnenBane Ha THIIA, aKO € HEOOXOIMUMO;

3) (u3m. - JIB, 6p. 106 ot 2008 r., B cuna ot 21.03.2010 r.) neknapanus, ue
e ch3Aaje U NOJIbpXkKa JOKYMEHTHPaHA CHCTeMa 3a MpocieasBaHe 0e30macHOCTTa
Ha MEIUIIMHCKUTE W3/ICIHs, IMyCHATH Ha Ta3apa /WM B JEHCTBHE CHIIACHO TJIaBa
ceaMa OT 3aKOHa 3a MEIUIMHCKUTE W3JeiMs, M 1€ HU3BbpIIBA OICHSIBAHE Ha
KJIMHUYHUTE JaHHU CBIJIACHO IJIaBa TpeTa OT 3aKOHA 33 MEIUIIMHCKUTE W3IENUs, U
e pasmnojara ¢ MEXaHHW3MH 3a TpWIaraHe Ha TOIXOMISNIA KOPUTHpAIIU JEHCTBHS,
CHOTBETCTBAIIM HAa YCTAHOBEHUTE PUCKOBE; IIPOU3BOIUTEIIAT € JTHKEH J1a YBEIOMSBA
W3nbaHuTeNHAaTA areHuus IO JIeKapcTBaTa BEAHAra Cjel CUTHAll 3a CIICJHHUTE
WHITUICHTH/TIOTCHIIMATHA WHITUICHTH:

aa) HEM3IPABHOCT WJIM HApYyLIEHUE B XapaKTEPUCTHKHUTE /MU JCHCTBUETO
Ha M3JeJIMETO, KAKTO W HETOYHOCTH B MHCTPYKIHMATA 32 yNOTpeda, KOUTO MOraT Ja
CTaHAT WJIM BeYe ca CTaHaJM NpPUYMHA 32 CMBPTEH CIydyall WM 3a CEPHUO3HO
YBpEKaHE 3PaBeTO Ha MAIEeHTa/MEIUIMHCKHUS CTICUAIUCT;

060) BcsAKa TEXHWYECKAa WJIM MEIUIMHCKAa MpPUYMHA, CBBp3aHa C
XapaKTePUCTUKUATE WA JEHCTBHETO Ha W3MIEIHETO, KOSITO TOpagdl TNPUYINHUTE,
MOCOYCHH B MOJOyKBa "aa'", BOIM 10 CHCTEMHO M3TETJIIHE OT Ia3apa Ha M3IENUs OT
€IMH U ChIII THII.

3.2. [Ipunaranero Ha cucTeMara Mo Ka4yeCTBOTO OCUTYPSIBA CHOTBETCTBHETO
Ha U3/eusITa ¢ TuIa, onucal B ceprudukara 3a EO uscnensane Ha tuna.

Benuky enemMeHTH, M3MCKBAaHUS U MPEANUCAHUS, IPUETH OT MPOU3BOAUTEIS
3a HEeTOBaTa CUCTEMa MO KaueCTBOTO, TPsiOBa J1a ca IOKYMEHTHPAHU B CHCTEMATHYCH U
XPOHOJIOTHYEH peJl BbB (hopMaTa Ha MPOLEIYPH U HHCTPYKUIUH. JJoKyMeHTanusATa Ha
cUCTEeMaTa 10 KaueCTBOTO TpsiOBa Jja ChIbPIKa IIbJIHA MH(OPMALIKS 32 IPOTPAMUTE 110
KaueCTBOTO, IJIAHOBETE MO Ka4eCTBOTO, HAPHYHUIIUTE TI0 KAYECTBOTO U MPOTOKOIHUTE
10 Ka4YeCTBOTO, KAKTO M IBIIHO OMHMCAaHUE Ha!

a) LeJIUTe, KOUTO MPOU3BOJUTEIIST CH IMOCTABS 32 IOCTUTaHE HA KA4eCTBOTO;

0) opraHm3alMoOHHAaTa CTPYKTypa:

aa) OTrOBOPHOCTUTE W TIPAaBOMOLIMATA HA PBHKOBOJHMS IE€PCOHAN II0
OTHOLICHHE Ha MPOU3BOACTBOTO HA U3/IEIHETO;

60) meTonuTe Ha mpociesiBaHe epukacHOTO GYHKIIMOHUpPAHE HA cHUcTeMaTa
10 Ka4eCTBOTO C I1eJI IIOCTUTAHE HA )KEJIAHOTO Ka4yeCTBO HA M3JENUATA, BKIIOYHTEITHO
KOHTPOJI Ha U3/ICNIUATA, KOUTO HE ChOTBETCTBAT HA M3MCKBAHUATA 32 KaYECTBO;

BB) (HOBa - J/IB, Op. 106 ot 2008 r., B cuna ot 21.03.2010 r.) metomuTe Ha
npocineasBaHe eQUKAacHOTO (YHKIMOHMpPAHE Ha CHCTEMara IO KadeCTBOTO U B
YaCTHOCT BUJA W CTENEHTa Ha KOHTPOJ, HMPUJIIOKEH OT TMOAMU3IBIHUTEIH, KOTaTo
MIPOU3BOJICTBOTO W/WJIM KpaiiHaTa TMpOBEpKa M WM3MHUTBAHUS HA WM3JENHATAa WM Ha
TEXHHUTE €JIEMEHTH C€ M3BBPIIBAT OT TOAN3IBIHUTEIH.

B) MHCIIEKIIUATA ¥ METOAMUTE 32 OCUTYPSIBAHE KaYeCTBO Ha MPOM3BOJCTBEHUS
MIPOIIEC | MTO-CIEIIUAITHO:

aa) TpOLECUTE W TMPOIEAypUTE II0 OTHOUICGHHWE Ha CTepUIIM3AIMITa,



CHaO/SIBAHETO U CHOTBETHATA JOKYMEHTALUS;

00) mpouemypute 3a WACHTU(DHKANUS Ha HU3ICIHETO, CHEHUPUKAIUU U
JTOKYMEHTAIUs OT BCEKH IMPOU3BOJICTBEH €Tall;

I') U3CJIEe/IBAaHUATA U U3MMTBAHUATA, KOUTO 1€ CE€ U3BBPIIBAT IIPEH, 110 BpeMe
Ha TPOU3BOJACTBOTO M CJEJ HEro, ¢ MOCOYBAaHE YeCTOTaTa Ha TSAXHOTO M3BBPIIBAHE,
OIMCaHWe Ha W3IOJI3BAaHOTO 00Opy/IBaHE 3a M3MUTBAHE; TPSOBA /1a € BH3MOXKHO JIa Ce
npocesiBa KaluOprupaHeTo Ha 000pYIBAHETO 32 U3MUTBAHE.

3.3. Hotudunupanusar opran mpoBepsBa cucTeMara M0 KayecTBOTO, 33 Ja
YCTaHOBH CBHOTBETCTBUETO W C W3WCKBaHWsATa Ha T. 3.2. Toll mpuema 3a
CHOTBETCTBAIM HA TE3M H3UCKBAHUSA CHUCTEMUTE I10 KadyecTBOTO, 3a KOMTO ca
MPUIIOKEHU CHOTBETHUTE XapPMOHHU3UPAHU CTAHIAPTH.

B exuna ot oaumTopm TpsOBa ma ydacTBa TOHE €JWH WIEH C ONHUT B
OLIEHSIBAHETO Ha CbhOTBETHAaTa TexHousorus. Ilpouenypara 3a oueHsBaHE BKIIIOYBA
MPOBEPKH HA MPOU3BOJACTBEHUTE OOEKTH M B ONpEACNCHH CIydan B OOEKTHUTE Ha
CHAOUTEINTE W/WIIN Ha TIOAU3ITBIHUTEIIUTE.

Pemennero Ha HOTUQUIMPAHUS OPraH ChIAbPKA 3aKIIOUEHUE OT MPOBEpKaTa
¥ MOTHBHpaHa OlleHKa. PemnenneTo ce cho0mmaBa Ha MPOU3BOAUTEIIS.

3.4. TlpousBogurensT TpsOBa na wHpOpMupa HOTH(HIHMpaHWS OpPTaH 3a
IUTAHUPaHU CBIIECTBEHU NPOMEHU B CHUCTeMaTa Mo KauyecTBoTo. HoTuduuupanust
OpTraH OLICHsBA PEUIOKEHUTE MPOMEHH H TIXHATA ChBMECTUMOCT C M3UCKBAHHITA HA
T. 3.2. HoTndunupaHusT oprad yBeIoMsBa MPOU3BOJUTENS 32 CBOETO PEIICHHE U MY
MPEJICTABs 3aKJIIOUEHUE OT IPOBEPKATa U MOTHBHpAHa OLIEHKA.

4. Hamzop

4.1. llenta Ha HaA30pa € J1a OCUTYPH TOYHOTO U3IBbIHEHUE Ha 3aAbIKCHUITA
Ha MPOMU3BOAMUTEINS, IPOU3TUYALM OT 0100peHaTa cucTeMa 1o KayecTBOTO.

4.2. Tlpou3BOAUTENIAT OCHUTYpsiBa Ha HOTU(ULIUPAHHUSA OpPraH JOCTHI 0
MecTaTa 3a TPOM3BOJACTBO, KOHTPOJI, M3IMHUTBAHUS W CKJIQJMPaHE 32 M3BHPIIBAHE Ha
MIPOBEPKH U My IIPEJIOCTaBs HEOOXoaMMaTa HHPOpMALIHSL:

a) TOKyMEHTalLMATA 32 CUCTEMAaTa 0 Ka4yeCTBOTO;

0) MaHHW OT CHCTEeMaTa MO Kad4eCTBOTO, OTHACAIIO C€ JI0 MPOM3BOACTBOTO,
KaTo JIOKJagu OT KOHTPOJA, JAHHU OT M3MUTBAHUSA M KaluOpUpaHe, TOKYMEHTH 3a
KBUTM(UKANKITA HA TIEPCOHANIA U JIP.;

B) (HOBa - /IB, Op. 106 ot 2008 r., B cuna ot 21.03.2010 r.) TexHHueckara
JOKyMEHTaLHS.

4.3. HotuduupaHusT Opral U3BbpIIBa MEPUOJUYHU OJIUTH, 32 JIa CE YBEpH,
9e MPOU3BOIUTEIAT MOUTbpXKA M MIpHUJIara cCucTeMara 1mo kavectso. Jlokmax ot oaura
ce MpeA0CTaBs Ha POU3BOAUTEIIS.

4.4, HotupumupaHusT OpraH MOXeE Jla M3BHPIIBA BHE3AITHU IPOBEPKH MPHU
MIPOU3BOJUTENS. W aKO MPEIEHH, Ja W3BBPIIBA WM J1a BBH3IOKHA W3BBPIIBAHETO Ha
U3MUTBAHUA, 32 J1a MpoBepH (PYHKIMOHMPAHETO Ha CHUCTEMaTa MO KauyecTBOTO. Toi
nperaBa Ha MPOU3BOJUTENS JOKIAA 32 MOCEIIEHUETO M MPOTOKON OT M3MUTBAHUSATA,
aKo TaKHMBa Ca U3BBPILICHHU.

5. (mom. - JIB, 6p. 106 ot 2008 r., B cuna ot 21.03.2010 r.) [IponsBoautenst
ChXpaHsBa B NPOABIDKEHHE HAH-MalKo Ha S TOAMHM, a B CIIy4auTe Ha
UMIUTAHTHPYeMH W3JeNus - 3a Mepuoj] Hail-mManko 15 rogwem ot marata Ha
MIPOU3BOJICTBO Ha MOCIEAHOTO U3/AEIHNE CleHAaTa JOKYMEHTALUS U sl IPeJOCTaBsl MPU



MOMCKBaHe Ha JMIaTa 1o 4wi. 86, a. 2 oT 3aKoHa 32 MEAULUHCKUTE U3JIEIHS:

a) JIeKJapanus 3a CbOTBETCTBHUE;

0) moxymeHTanusra o T. 3.1, 6yksa "B";

B) IOKyMeHTanusTa o 1. 3.1, Oyksa "x";

I') IPOMEHHUTE 110 T. 3.4;

1) peleHusTa u JokiaaauTe mo T. 4.3 u 4.4,

e) ceprudukara 3a EO uscnenBane Ha Tuna chrilacHO puiioxkeHue Ne 2, ako
€ He0OX0IUMO.

6. (m3m. - 1B, 6p. 106 ot 2008 ., B crma ot 21.03.20101.) B croTBETCTBHE C
qi1. 60 nporenypata "OcurypsiBaHe Ka4ecTBOTO Ha MPOU3BOACTBOTO" € MPHUIIOKUMA U
3a MeIMIMHCKUTE u3aenus ot kiac [la mpu cra3Bane Ha CleHUTE U3UCKBAHUS:

6.1. IlpomsBomutensat, 6e3 nma mpuiara pasmnopenoute Ha T. 2, 3.1 u 3.2,
OCUTYpsiBa U AEKJIapHupa, 4e u3zenusra ot kiuac [la ca mpousBeseHn B CbOTBETCTBHUE C
TEeXHUYECKaTa IOKyMEHTaluss 1o T. 3 OT mpuioxkeHue Ne 6 u orroBapar Ha
M3MCKBAaHMATA Ha Hapendarta, MPHIOKAMH 3a TIX, B3 OCHOBa Ha JEKJaparusaTa 3a
CBHOTBETCTBHE.

6.2. 3a m3nenus ot kiac lla HOTMQHUIMpPaHUAT OpTraH OLEHsBA KAaTO YacT OT
oIleHKaTa 1o T. 3.3 TeXHUYeCcKaTa JOKYMEHTAIIUs, OIKCcaHa B T. 3 OT NMpHIoKeHue No
6, Hall-MaJKo 3a €AMH MpeJCTaBUTENIeH oOpasel] OT BCAKa MOAKATErOpHsl U3/eNus 3a
CBOTBETCTBHETO i ¢ pa3nopendouTe Ha HapemdaTa.

6.3. [Tpu nu3bupane Ha MIpeACTaBUTEIHUS/TIPEICTAaBUTEITHUTE
oOpazer/obpasiin  HOTUQUIUPAHHUAT OpraH ce cboOpazsgBa C HOBOCTHTE B
TEXHOJIOTUUTE, OTYMTA IOAOOWATA B IMPOEKTa, TEXHOJIOTHATA, MPOU3BOJACTBOTO M
METOANTE Ha CTEPHIIU3AIMS, MPEJTHA3HAYCHUETO Ha W3JCIMETO W PEe3yNITaTUTEe OT
NPEIUIIHU OLIEHKH (HampuMep (U3NYEeCKH, XUMUYECKH M OMOJIOIMYECKU CBOWCTBA),
W3BBPIICHU B CHOTBETCTBUE C M3UCKBaHUATA HA HapeadaTa.

Hotudunuupanusar opran JgokymeHTHpa cbOpaHaTa wuHpoOpManus ¢
000CHOBKa 3a n30paHus/m30paHuTe o0pa3er/odpasiy U Npu MOUCKBAHE S MPEAOCTaBS
Ha /bp)kaBHATA areHLUs 32 METPOJIOTUYCH U TEXHUYECKH HA30D.

6.4. OneHka Ha JOMBIHHUTEIHH OOpa3ly Ce W3BBPIIBA OT HOTU(OHUIIUPAHHS
OpraH KaTo 4acT OT MpoleaypaTa o Haa3opa 1o T. 4.3.

7. IIpousBomutensaT uHGOpMUpa HOTHPUIIMPAHUS OPTraH 3a OCBOOOKIaBaHE
Ha BCsAKa TrOTOBA MapTUAA W3AeNus 1mo wi. 2, an. 1, T. 5 u My usnpama opunuaieH
ceptuduKkar, u3gafeH OT M3MbIHUTENHATa AareHuus IO JieKapcTBaTa WM OT
nabopaTopusi, ompejaesieHa 3a LENATa OT PEryjJaTopeH OpraH Ha JApyra IbpikKaBa
YJIeHKa, 32 0OCBOOOKIaBaHE HA TAPTHIATA JIEKAPCTBEH MPOAYKT, TOJIYYEH OT YOBEIIKA
KpPBB MJIM OT YOBEIKA IJIa3Ma, KOMTO ChCTAaBIsABA HEPA3/eIHA YacT OT M3JEIMETO U
YHETO JCWCTBHE BBPXY OpPraHM3Ma € CIIOMaraTelHO MO0 OTHOIIEHHWE Ha OCHOBHOTO
MpeIHa3HaYeHNE Ha H3JIEITHETO.

n_n

[Tpunoxenne Ne 5 xpMm wi. 60, an. 1, T. 3, 4. 61, 1. 2, 6ykBa "B" 1 wi. 63

(M3m. - IB, 6p. 106 ot 2008 1., B cmma ot 21.03.2010 1.)



"OcurypsiBaHe Ka4eCTBOTO Ha IpoAyKTa"

1. TIpon3BOAMTENAT OCUTYpsBa TpPHJIAraHeTO Ha OJo0peHara cucTeMa IIo
Ka4yecTBOTO 3a KpaWHHUS KOHTPOJ W HU3MHUTBAHE HA MPOJIyKTa CBIIACHO T. 3 U
MoJJIeKallla Ha Ha/130pa 1o T. 4.

B nombrmHeHME 3a mW3menHATa, KOMTO C€ IyCKaT Ha Ia3apa B CTEpHIIHA
OMAaKOBKa, U 32 OHE3W €Tamu OT MPOU3BOJCTBEHHS Mpoliec, MPU KOUTO TPsOBa Ja ce
OCHUTYPH U TOJIbPKa CTEPUIIHOCT, TPOU3BOJUTEIAT MPHJIara U3UCKBAaHUATA HA T. 3 U
4 ot npunoxenue Ne 4.

2. (m3m. - IB, 6p. 106 ot 2008 r., B cuna ot 21.03.2010 r.) "Ocurypsiane
KaueCTBOTO Ha MPOAYKTa" € ImpoIeaypa, Ipy KOSTO MPOU3BOAUTEIIAT, KATO U3ITBJIHSABA
3aJJbJDKEHUATA 10 T. 1, OCHTYypsiBa M JIeKJIapupa, 9€ MPOAYKTHT ChOTBETCTBA HA THIIA,
omucaH B ceptudukara 3a EO u3cnenBane Ha THMa, U OTrOBaps Ha MPUIOKUMHUTE 32
Hero M3uckBaHusg Ha Hapeabata. [IpousBomutensat nanaca "CE" mapkupoBKaTa BbpXY
M3JICTTMETO U CHhCTaBs MHCMEHA JIEKJIapalns 3a ChOTBETCTBHE. Jlekiapanusara oOxBaia
€IHO WJIM TIOBeUe MEJMIIMHCKU H3AENus, SCHO UACHTU(DUIMpaHU ¢ MME, KOA WU
JpyTy XapaKTepHH MokazaTenu. Jlekiapanusra 3a ChOTBETCTBHE CE€ ChXpaHsIBa OT
MTPOU3BOTUTEIIS.

3. CucrteMa 1o KauecTBOTO

3.1. TlpousBomuTeNnaT mojaaBa mpea M30paH OT HEro HOTH(GUIUPAH OpraH
3asIBJICHHE 32 OIICHSBaHE Ha CHCTEMaTa My IO Ka4eCTBOTO, KOETO CHIBbpXKA:

a) M€ U aJpec Ha MPOU3BOJUTENS;

0) HeoOXOAMMHUTE AaHHU 33 CHOTBETHUTE M3CIUS MU KaTETOPUATA U3eIINs,
3a KOUTO MPOLeypaTa € MPUIOKHMA;

B) MHCMEHA JIeKJIapallis, 4e He € MOoJa 3asBICHUEe MPH Ipyr HOTU(DUIHpPaH
OpraH 3a ChlIaTa CHCTEMa 110 Ka4YeCTBOTO 32 ChOTBETHOTO U3/IEIINE;

') JOKYMEHTAIUsl, CBbp3aHa ChC CUCTEMATA 110 Ka4eCTBOTO;

1) JOeKJapamus, 4Ye IIe H3NBIHABA 3aIb/DKCHUSATa, MPOU3THYAIIN OT
oJ00peHaTa cucTema 1o KaueCcTBOTO;

€) JeKJapanus, 4e e OCUTYpH TMpHIaraHeTo Ha oj00peHara CUCTeMa 10
Ka4eCcTBOTO TOYHO U e(hUKACHO;

) TeXHHYECKa OKYMEHTAIMs 32 OJ0OpEHHS THUI U KONHE OT cepTudukara
3a EO u3cneaBaHe Ha TUIIA, AKO € MPUIIOKUMO;

3) (u3m. - JIB, 6p. 106 ot 2008 r., B cuna ot 21.03.2010 r.) neknaparnus, ue
e Ch31aJ€ U MOAIbpKA JOKYMEHTHUPaHa CHUCTEMa 3a IpocieasBaHe 0e30IacHOCTTa
Ha MEIUIIMHCKUTE W3/ICIHs, IMyCHATH Ha Ta3apa W/WIKM B JEHCTBHE CBHIIACHO TJlaBa
ceaMa OT 3aKkOoHAa 3a MEAWLMHCKUTE W3JENHs, W IIe HW3BBPIIBA OICHSBAaHE Ha
KJIMHUYHUTE JaHHU CBIJIACHO IJIaBa TpeTa OT 3aKOHA 32 MEIUIIMHCKUTE W3JCNUs, U
e pasmnojara ¢ MEXaHHW3MH 3a TpWIaraHe Ha MOIXOMISNIA KOPUTHpAIIN JEHCTBHS,
CBHOTBETCTBAIM HA YCTAHOBEHHUTE PUCKOBE; MMPOU3BOAUTEIAT € JUIHKEH Jla yBEAOMSIBA
W3npaHuTeNHAaTAa areHuus IO JIeKapcTBaTa BEAHAra Cjel CUTHAll 3a CIICJHHUTE
WHITUICHTH/TIOTCHIIMATHA WHITUICHTH:

aa) HEM3MPAaBHOCT WM HApyIICHHUE B XapaKTEPUCTHUKUTE W/UIU NEHCTBHETO
Ha W3JIENTMETO, KAaKTO M HEeJOCTAThIU WM HEIBIIHOTH B MHCTPYKLHMATA 33 yIOTpeoa,
KOMTO MOTAaT Jla CTaHAT WJIM BeYe ca CTaHAJIM NMPHYUHA 32 CMBPTEH CIy4ail Wiu 3a
CEPHO3HO YBpEXKAAHE 3IPABETO HA MAIlMEHTa/MEUIIMHCKUS CTICIIHAIIUCT;



00) BcsSka TEeXHUYECKAa WM MEIUIMHCKA TMPUYMHA, CBBbpP3aHA C
XapaKTePUCTUKUTE WM JEHCTBUETO Ha W3JEIHMETO, KOSTO TMOpagdl NPUYUHUTE,
MOCOYEeHHU B MOJ0YKBa "aa", BOIM 10 CUCTEMHO M3TETJIIHE OT Ma3apa Ha W3IETUs OT
€IVH U CBIIl THII.

3.2. Kato wacTt OT cucTeMaTa MO KayeCTBOTO BCSKO W3JEINUE WM
MpeCcTaBUTEIeH o0pasell OT BCSKa MapTulia M3Jeius TpsOBa ga ObJe MPOBEPEHO H
MO/IJIO’KEHO HA M3MUTBAHMS, MPEIBUACHHU B CTAHAAPTUTE U/WUIN MOHOTpadUUTE TIO YII.
8, WM Ha eKBMBAJCHTHU HA TIX TECTOBE, 33 Ja CE€ YCTAHOBU CHOTBETCTBHETO MY C
THITa, oncaH B cepTudukaTa 3a EO u3cinenBaHe Ha THIA, WM CHOTBETCTBUETO MY C
MPHJIOKUMHTE 32 HETO0 M3MCKBaHUA Ha HapenOaTa. Bcuuku eneMeHTH, U3MCKBaHUS U
NpeInucaHusi, NpPUETH OT TPOMU3BOAMUTENA, TpsiOBa Ja ca JOKYMEHTHPAaHU B
CUCTeMAaTHYeH ¥ XPOHOJOTHYEH pea moa Qopmara Ha MEpKH, NPOIEIypH |
MHCTpYKIMH. JoOKyMeHTalusTa Ha CUCTEMaTa MO Ka4eCcTBOTO TpsOBa Ja MO3BOJISBA
€HO3HAYHO THIKYBaHE Ha MPOTPaMUTE MO KA4eCTBOTO, IJIAHOBETE MO KadeCTBOTO,
HApPBYHUIIUTE U 3aMTUCUTE MO0 KAYECTBOTO U ITBJIHO ONMCAHHE Ha!

a) 1eInTe, KOUTO MIPOU3BOAUTENAT CH MOCTABS 32 MOCTUTaHE Ha KAYeCTBOTO U
OpraHM3alMOHHATA CTPYKTypa, OTTOBOPHOCTUTE U MPABOMOIIMATA HA PBKOBOJICTBOTO
0 OTHOIICHHE KAa4eCTBOTO Ha M3JIEIIUETO;

0) wu3cneABaHUATA W HM3NUTBAHHUATa, KOWUTO CE€ W3BBPIIBAT ClJEJ
MIPOU3BOJICTBOTO; TPsIOBa Ja € BB3MOXKHO Jla c€ TMpocieisBa KaauOpupaHETo Ha
000pyIBAaHETO 32 U3MHUTBAHE;

B) METOAMTE 32 KOHTPOJ BHPXY €(PEeKTUBHOCTTA HA CUCTEMATa M0 KaYyeCTBOTO;

I) 3a0UCUTE IO KAaueCTBOTO - NPOTOKOJIM OT MPOBEPKH, JAaHHU OT
W3MUTBAHUSA, TaHHU 32 KaIHOpUpaHe, JOKYMEHTH 3a KBan(HUKaIHsITa Ha IIepCoHaa.

[IpoBepku He ce mpuiarat 3a OHE3W €Tamu OT MPOHM3BOJCTBEHUS MpoOLEC,
MpeIHa3HA4YeHH 32 OCUTYpPSIBaHE HA CTEPHIIHOCTTA.

n) (Hosa - JIB, Op. 106 ot 2008 r., B cmra ot 21.03.2010 r.) meToaute Ha
npocnesBaHe ePuKacHOTO (YyHKIMOHUPAHE HA CHUCTEMaTa MO KavyecTBOTO U B
YaCTHOCT BUJA W CTENEHTa Ha KOHTPOJ, HMPUJIIOKEH OT TMOAMU3IBIHUTENH, KOTaTo
MPOU3BOJICTBOTO W/WJIM KpaiiHaTa IMpOBEpKa W WM3MHUTBAHUS HA WM3JENHATA WM Ha
TEXHUTE €JIEMEHTH C€ U3BHPIIBAT OT MOAU3IBIHUTEIH.

3.3. HotudunupaHusaT opran oIuTHpa U OLIEHSBA CHCTEMaTa 10 KauecTBOTO,
3a Ja YCTaHOBH CBHOTBETCTBHETO W C W3WCKBaHUATa Ha T. 3.2. Toll mpuema 3a
CBHOTBETCTBAILM HA T€3U M3UCKBAHUS CUCTEMUTE 1O KaueCTBOTO, 32 KOUTO € MPUIOKEH
CBHOTBETHHAT XapMOHU3UPAH CTAHIAPT.

B exuna omuTopu TpsiOBa Aa ydacTBa MOHE €IWH YIEH C OMUT B OLEHSBAHETO
Ha chOTBeTHaTa TexHonorus. [Iponemypata 3a oleHsSBaHE BKIJIIOYBAa IMPOBEpKa Ha
MPOU3BOJICTBEHUTE OOEKTH M B OIPENEICHU CIydau B OOCKTHTE Ha CHAOaUTENHNTE
W/WIH HA TIOJU3ITEITHUTEINTE.

Pemennero Ha HOTU(UIIMPAHUS OPTaH CHABbPKA 3AKITIOYCHUE OT MIPOBEpKATa
¥ MOTHBHpaHa OlleHKa. PenenneTo ce cho0ImmaBa Ha MPOU3BOAUTEIIS.

3.4. TlpousBogurensT TpsOBa na wHPOpMupa HOTH(DHIHMpaHWS OpPTaH 3a
IJIaHUPAHU CHIIECTBEHUW MPOMEHH B CHUCTeMaTa Mo kadecTBoTo. Hotudurmpanusr
OpTraH OLICHsBA PEUIOKEHUTE MPOMEHH U TIXHATA ChBMECTUMOCT C M3UCKBAHHITA HA
T. 3.2, clieJ] KOETO YBEJOMSBa MPOU3BOAUTEIS 32 CBOETO PEUICHWE W MY TpEeICTaBs
JIOKJIaJl OT IPOBEPKaTa M MOTHBHPAHA OICHKA.



4. Hamzop

4.1. Ilenta Ha HaA30pa € J1a OCUT'YPU TOYHOTO U3IBIHEHUE Ha 3aAbIKCHUTA
Ha TIPOU3BOAMTEIIS, IIPOU3THYAIIH OT 0JI00peHAaTa CHCTeMa 110 Ka4eCTBOTO.

4.2. Tlpou3BoAMTENSAT OCHUTypsiBA Ha HOTH(GULUPAHUS OpraH JOCTHII 0
MecTaTa 3a MPOU3BOJICTBO, KOHTPOJI, U3MUTBAHUS M CKJIAJMpaHE 32 M3BHPIIBAHE HA
WHCTIEKIINU U MY MPEI0CTaBsl HeoOxoaumaTa HHGOpMaIus:

a) TOKyMEHTaIMsITa 32 CUCTEMATa 1O KaueCTBOTO;

0) TexHUYeCKaTa JOKYMCHTAIHS;

B) JaHHM OT CHCTEMaTa 0 KAa4eCTBOTO, OTHACSIIO CE JIO MPOM3BOJICTBOTO,
KaTo JOKJagu OT KOHTPOJa, JaHHU OT M3MHUTBAHUS W KamuOpupaHe, TOKYMEHTU 3a
KBATH(UKAKATA HA TIEPCOHAJIA U JIP.

4.3. HotrduupaHusaT OpraH U3BbPIIBA NIEPHOJUIHN OJWTH, 33 J1a CE YBEPH,
4e TPOU3BOAUTENAT MOAIbpPXKA W TpHiara cUcTeMaTa Mo KadecTBoTo. Jlokiax ot
OJIUTA CE€ MpeJaBa Ha MPOU3BOIUTEISL.

4.4, HotupuuupaHusaT opraH MOXKe J1a U3BbpIIBA BHE3AIHU MPOBEPKU MpU
MPOU3BOJUTENST M aKO MPEIEeHH, Ja W3BbPIIM WU Ja BB3NOXKH H3BHPIIBAHETO HA
W3MUTBAHUSA, 32 J1a IPOoBepH (PYHKIIMOHMPAHETO HA CUCTEMAaTa MO Ka4eCTBOTO W Jia
YCTAaHOBH JaJIM W3JICJIAATA OTrOBapsAT Ha NMPHIOKMMHTE W3MCKBaHUS HAa HapeadaTa.
Hotudunupanusar opran B3ema ChOTBETEH oOpasell OT KpaiHaTa MPOAYKIUS U TO
MoJiylara Ha M3MHUTBAaHE CHIVIACHO CTAHIAPTUTE W/UIU MOHOTpaduuTe 1o 4. 8 uiv Ha
SeKBUBAJICHTHU W3NMUTBaHUA. KoraTo eJWH WM 1MoBede OT 00pas3luTe He ChOTBETCTBAT
Ha W3UCKBAHMATA, HOTU(MULUPAHUAT OpraH B3eMa HEOOXoauMHUTE Mepku. Tou
mpeaaBa Ha MPOU3BOAMTENS JOKJIAJ 332 MOCEHICHUETO U MPOTOKOJ OT M3MUTBAHMSITA,
aKO Ca U3BBPIICHH.

5. (mom. - JIB, 6p. 106 ot 2008 r., B cuna ot 21.03.2010 r.) [IponsBoautenst
ChXpaHsiBa B MPOABDKEHHWE HaW-Malko Ha 5 ToawHW, a B CIydyauTe Ha
AMIUTAaHTHPYEMH W3JCJIAS - 3a Iepuoja Hai-mManko 15 roauHuW OT jJarata Ha
MIPOU3BOJICTBO Ha MOCIEAHOTO M3/ACTUE CIeAHATA JOKYMEHTAIHUS U g MPEJ0CTaBs Mpu
MOMCKBaHE Ha JHUIlATa 110 Wi. 86, ain. 2 oT 3aK0oHa 3a MEIUIIMHCKUTE U3EIINI:

a) JIeKJIapaius 3a CbOTBETCTBHUE;

0) TexHUYecKaTa JOKyMeHTalus o T. 3.1, Oyksa "x";

B) IPOMEHUTE 110 T. 3.4;

T') pEIICHUATA U JOKJIaIUTe Ha HOTH(QUIMpaHUs oprad mo T. 3.4 umno 1. 4.3 u
4.4,

n) ceprudukata 3a EO u3cienBane Ha THIA CHIVIACHO pHIOKeHHe No 2, ako
€ TIPHIIOKHUMO.

6. (u3m. - IB, 6p. 106 ot 2008 r., B cuna ot 21.03.2010r.) B choTBEeTCTBHE C
1. 60 nponeaypara "OcurypsiBaHe KaueCTBOTO Ha MPOIYKTA" MOXKE J1a C€ MPUIIOKH U
3a MEIUITMHCKHTE U3eius oT kiac [la mpu cria3BaHe Ha CIICHUTE U3UCKBAHUS:

6.1. IIpousBogutensat, 6e3 na mpuiara pasmnopenoute Ha T. 2, 3.1 u 3.2,
OCHTYpsIBa M JCKJIapupa, 4e usaenusra ot kiac [la ca mpousBeeHN B ChOTBETCTBUE C
TEXHHYECKaTa JIOKyMEHTAIHs MO T. 3 OT mpwiokeHue Ne 6 u oTroBapsaT Ha
M3HUCKBAaHUATA Ha HapendaTa, MPUIOKHUMH 32 TSIX, Bb3 OCHOBAa Ha JAEKJIapanusira 3a
CBOTBETCTBHE.

6.2. 3a m3menust ot kiac lla HOTHQUIMpPaHUAT OpTaH OLEHsBA KAaTO YacT OT
olleHKaTa 1Mo T. 3.3 TeXHUYECcKaTa JOKYMEHTAIlHs, OKrcaHa B T. 3 OT MpuiioxkeHue Ne



6, Hali-MaJIKO 3a €JIMH Npe/ACTaBUTEIeH 00pa3el] OT BCSAKA MOAKATETOpHs U3AEIHs, 3a
CBOTBETCTBHETO i C pa3nopendourte Ha HapemdaTa.

6.3. [Tpu nu3oupane Ha MIpeACTaBUTEIHUS/TIPEICTAaBUTEITHUTE
oOpazer/obpasiin  HOTUQUIMPAHHUAT OpraH ce cboOpaszsiBa C HOBOCTHTE B
TEXHOJIOTUUTE, OTYMTA IMOAOOWATAa B IMPOEKTA, TEXHOJIOTHATA, MPOU3BOJCTBOTO M
METOANTE 3a CTEPHJIM3AIUS, NpPEeTHA3HAUYCHUETO Ha W3/CIHETO W Pe3yITaTHUTe OT
NPEIUIIHU OLIEHKH (HampuMmep (U3NYEeCKH, XUMUYECKH M OMOJOIMYECKH CBOWCTBA),
M3BBPIICHU B CHOTBETCTBUE C M3UCKBaHUATA HA HapeadaTa.

Hotuduuupanusar opran JgokymeHTupa cbOpaHaTa wuHpoOpManus C
000CHOBKa 3a n30paHus/m30panuTe o0paszer/odpasiy U Npu MOUCKBAHE S IPEAOCTaBS
Ha /bp)kaBHATA areHLUs 32 METPOJIOTUYCH U TEXHUYECKH HA30D.

6.4. OneHka Ha JOMBIHUTEIHH OOpa3ly Ce W3BBPIIBA OT HOTHU(DHUIIMPAHHS
OpraH KaTo 4acT OT MpoleaypaTa o Haa3opa 1o T. 4.3.

[Tpunoxxenne Ne 6 kpM wi. 60, an. 1, un. 62 u 64
(H3m. - [IB, 6p. 106 ot 2008 r., B cuna ot 21.03.2010 1.)
"EO pexnapupaHe Ha CbOTBETCTBUETO"

1. "EO pexnapupaHe Ha CBHOTBETCTBHETO" € TMpolenypa, IpH KOATO
MPOU3BOAUTENAT WM HETOBUAT YIIBIHOMOIICH TMPEICTAaBUTEN, KaTO U3IThIHSIBA
3aIBJDKCHUATAa 10 T. 2, a B CIy4auTe Ha M3JCNIHs, KOUTO CE€ IyCKaT Ha Ia3apa B
CTepUJIHA OMAKOBKA WJIM HAa M3METHUS C W3MEpBaTeNHM (DYHKIMH, KATO M3MbIHSIBA
3aIBJDKCHUSATA 110 T. D, OCUTYpsBA U JEKJIApUpPa, Y€ CbOTBETHUTE MPOIYKTH OTTOBAPST
Ha MMPUJIOKUMHUTE 3a TIX U3UCKBAHUS Ha HapeaoaTa.

2. (mom. - JIB, 6p. 106 ot 2008 r., B cuna ot 21.03.2010 r.) I[IpousBogutensr
TpsiOBa J]a MOATOTBH TEXHHUYECKATa JOKYMEHTalus, omucana B T. 3. [IpousBoautenst
WJIM HETOBUSAT YITHJTHOMOIICH MPEICTABUTE ChXpaHIBA TEXHUUYECKATA JOKYMEHTAIUS
W JeKJapaiusaTa 3a ChOTBETCTBHE 32 CPOK Hal-Malko 5 TOJWHU, a B CIy4YaWTe Ha
MMIUTAHTAPYEMHU W3ACJHs - 3a MepuojJ Ha-manko 15 roguHu OT [arata Ha
MPOM3BOACTBOTO Ha MOCIEIHOTO M3ACIIME U TH MPEIOCTaBs MPU MOMCKBAHE HA JIMIIaTa
mo 4i1. 86, aji. 2 oT 3aKOHA 3a MEAUILIMHCKHUTE U3ACIS.

3. (m3m. - JIB, 6p. 106 ot 2008 r., B cuna ot 21.03.2010 r.) Texnuveckara
JOKYMEHTAIIUsI, KOSITO TIIO3BOJISIBA OILICHSBAHE CHOTBETCTBUETO HA H3JCIHUETO ChC
CBILIECTBEHUTE U3NCKBAHMI HAa HapeabaTa, TpsOBa J1a ChIbpXKA:

a) oOmo omuMcaHue Ha WU3JACIHETO, BKIIOYUTEITHO ITUTAHUPAHU HETOBH
BapUaHTH U MPETHA3HAYCHUETO/IPEAHA3HAUCHUSTA MY

0) TPOEKTaHTCKH 4YEPTekKH, TMPEABUACHH METOJM Ha MPOU3BOJICTBO,
TUarpamMu Ha KOMIIOHEHTH, ACTailii, CXeMHU U JIp.;

B) ONHCaHHUs U OOSCHEHHE Ha YEpPTEXKUTE H JUarpamMuTe W Ha
(YHKIIMOHUPAHETO Ha U3CINETO;

I) pe3yiATaTUTe OT PUCKOBHS aHajW3, CIUCHK HAa CTaHAAPTUTE W/WIA
MoHOTpaduuTe Mo wi. 8, NMPWIOKEHH HANBIHO WM YacTUYHO, OINHCAHHE Ha



peleHusTa 32 U3MbIHEHNE Ha MPUWIOKUMUTE 3a HapeadaTa ChIIeCTBEHH U3UCKBAHMS,
B CJIy4ail 4e CTaHIapTUTE W/UIH MOHOTpA(UUTE HE Ca MPUIIOKECHH HAIIBIHO;

1) ONMMCaHWE HAa M3MOJ3BAaHUTE METOJM Ha CTEPHJIM3ALMS U MPOTOKOIH 32
BaJIMJIUpaHe, KOraTo U3/IEIMETO ce Mpejylara Ha rasapa B CTEpUJIHA OITaKOBKa;

€) pe3yJaTaTUTe OT HW3YUCIICHUSATa IMpPU IPOEKTUPAHE U IPOBEICHUTE
u3CcleIBaHus;

) J0Ka3aTescTBa 3a ChOTBETCTBHUE CBhC CHIUICCTBEHUTE M3MCKBaHUS, KOTaTO
U3JIEIMETO 110 IIPEIHA3HAUEHUE, ONIPEIEIEHO OT IIPOU3BOAUTENS, € NPEABUACHO Ja ce
CBBP3Ba C JPYTo U3AEINEe WIH U3/IEITHS;

3) pelIeHUATa, IPUETH OT IPOU3BOIUTENS ChIIIacHO Wi, 11;

1) TaHHH OT MPEIKIMHUYHO OLICHSBAHE;

K) JaHHU OT KJIMHUYHOTO OIIEHSIBAaHE HA M3JENIMATa ChIJIACHO IJlaBa TpeTa OT
3aKoHa 3a MEIUIIMHCKUTE U3JEIINS;

1) 0003HaUEHUS BHPXY €THKETA HA U3ACTUETO U MHCTPYKIIHS 33 ynoTpeoa.

4. (m3m. - JIB, 6p. 106 ot 2008 1., B cmma ot 21.03.2010 1.) [TpousBoauTesT €
JUBKEH Jla Ch3laJe M Ja MOJAbp’Ka JOKYMEHTHUPaHa CUCTEMa 3a Ipocie/siBaHe
0e30macHOCTTa Ha MEIUIIMHCKUTE W3AENs, IyCHATH Ha Maszapa W/WiM B JeicTBUE, U
3a Ha3HAauaBaHE Ha KOpUTHpALM ACHCTBUS, CHOTBETCTBALIM HA YCTAHOBEHHTE
puckose. IlpousBoauTenar e MIbkKeH Ja yBeAoMmsiBa M3mbiHUTENHATa areHUus IO
JeKapcTBaTa BeIHAra CieJ  CUTHAl 32 CJEeIHUTEe HMHIMICHTH/TIOTEHLIUATHU
WHITU/ICHTH:

a) HEM3MPaBHOCT WM HApYyLIECHUE B XapaKTEePUCTUKUTE U/UIH JeHCTBUETO Ha
U3JIENTUETO, KAKTO M HEJOCTATHIM W HEMBIHOTH B MHCTPYKLUATA 32 yOTpeda, KOUTO
Morart Jja CTaHaT WM Be4e ca CTaHaJu MPHUYMHA 32 CMBPTEH CIy4yall UM 32 CEPUO3HO
yBpeX/IaHe 3ApaBeTo Ha MALMeHTa/METUILIMHCKUS CIICLIUAIIHCT;

0) BcsAka TEXHHYECKAa WM MEIUIMHCKAa MpHYMHA, CBbp3aHa C
XapaKTePUCTUKUATE WM JEHCTBHETO Ha W3MIEIHETO, KOSTO TOpagdl TNPUYNHUTE,
noco4eHu B OykBa "a", BOAM JJ0 CUCTEMHO M3TETJIsIHE OT Ia3apa Ha U3/AeHs OT €UH U
CBII THII.

5. (mam. - JIB, 6p. 106 ot 2008 r., B cmma ot 21.03.2010 r.) Koraro
MIPOU3BOIUTENAT MyCKa Ha Maszapa M3JelHs B CTEpHIIHA ONAKOBKA WM M3/ETHS OT
kmac | ¢ wu3MepBaredHM (QYHKIHMM, TOW H3IBIHSABA 3aJbDKEHUSATA 10 TOBA
MPHUJIOKEHUE B ChUETAHHE C HIKOS OT MPOIeTypUTe ChriacHo npuioxkenns Ne 1, 3, 4
win 5. 3agbDKEHusATa My @O0 TpPWIAraHeTo Ha MpoLENypuTe, IOCOYEHU B
npwiokeHuss Ne 1, 3, 4 unu 5, u Hamecata Ha HOTU(DUITMPAHUS OpTaH Ce OTPaHNYaBaT
70:

a) eramuTe OT IPOU3BOJCTBOTO, KOUTO CE€ OTHACAT KBM OCUTYpsSBaHE U
MOAJbpKAHE HAa CTEPWJIHU YCJOBMS - B Cily4aill Ha W3JeNMs, KOUTO CE€ IIyCKaT Ha
raszapa B CTEpUJIHA OMAKOBKa;

0) eramuTe OT MPOU3BOJCTBOTO, KOUTO CE€ OTHACAT [0 OCUTYypsIBaHe
CBOTBETCTBUETO Ha MU3JEJIMATA C METPOJIOIMYHUTE U3UCKBAHUS - B CIy4yall Ha U3/€Ius
¢ u3MepBaTenHu QyHKIUH.

6. B cworBerctBHe ¢ wi. 60 mpoueaypara "EO JlexiapupaHe Ha
CBOTBETCTBUETO" € MpWIOKMMA U 3a MEAULMHCKUTE u3nenus or kiac lla mpu
CJIEIHOTO U3KIIIOUEHHUE:

Korato nmpouenypara "EO Jlekiapupane Ha ChOTBETCTBHETO" CE€ IpHJlara B



ChUETaHUE C MPOLEIYpUTE, TOCOYCHU B mpuiokeHus Ne 3, 4 u 5, nexknapupaHeTo Ha
CBOTBETCTBHETO C€ YJOCTOBEPSBA C €JHA JeKIapalus 3a CbOTBETCTBUE.

[IpousBoauTensT, nMpuiarail npoueaypaTa mo ToBa MPHIOKEHHUE, € IITbKEH
Jla OCUTYpHU U Ja JAeKJIapHpa upe3 JeKiapalnusra 3a ChOTBETCTBUE, Y€ MPOEKTHT Ha
M3JICTTMETO OTroBaps Ha MPHIIOKUMHUTE 32 HErO M3MCKBAaHUs Ha Hapeadara.

[Ipunoxxenune Ne 7 kpM wit. 59, ain. 2
AHayn3 Ha pUCKa U yIIpaBlIeHUE Ha pUCKa

1. AHanmu3 Ha pUCKa M yIpaBleHHE Ha pPUCKa

1.1. OOocHOBKa Ha W}3MOJ3BAHETO HA THKAHU WM MPOU3BOJHH OT
KUBOTHHCKH TIPOHU3XO/I.

[Ipou3BoaUTENAT € [UIKKEH 12 000CHOBE PEIICHUETO JIa U3II0JI3Ba 33 IAJICHO
MEAULUHCKO M3/IeNTUe ThKaHU MM MPOU3BOJHH OT )KMBOTHMHCKH MPOM3XO]I, TOCOUEHHU
B WI. 2, ain. 2 (c yTOYHSBaHE Ha J>KUBOTMHCKHUS BHJ M THKAaHUTE OT XUBOTHHCKHU
MPOU3XO0/) Bb3 OCHOBAa HA CTpATETHsATA 3a aHAIM3 W YIPABICHHE HA PHUCKA, KATO
OTYMTA OYaKBaHaTa KJIMHHYHA I10J13a, TOTCHIIMATHUS OCTaThbUeH PUCK U BB3MOKHHUTE
3aMECTHTEIH.

1.2. I[Ipouenypa Ha oLieHKa

C men ma ce rapaHTHpa BHCOKO HHMBO Ha 3allldTa HAa NAllMEHTUTE U
NOTPEOUTEITUTE MPOU3BOIUTEIAT HA W3ICTHUS, M3IOJ3BAI] THKAHU OT XUBOTHHCKH
MPOU3XO/ WIIM TEXHU IPOU3BOJHHU, € UIRKEH Jia Mpuiara MOIXOAsdlia U J00pe
JOKYMEHTHUpaHa CTpaTerus 3a aHaju3 M YIpaBiIeHHE Ha pUCKAa C LT Ja OTYHUTA
BCHYKH acCIleKTH, CBBpP3aHU ChC croHTrHdopmHa eHuedamonatus. Toil TpsiOBa na
UACHTU(DUIIUPA BCHUYKHA ONACHOCTH, CBBP3aHU C T€3U ThKaHW WJIN TEXHU NPOU3BOIHH,
Ja JOKYMEHTHpa MEpPKHUTE 3a CBEXJaHe JO MUHUMYM Ha pHUCKa OT 3apas3siBaHe M Ja
JOKa)Ke, Y€ OCTAThYHUSAT PUCK, CBBP3aH C U3ACIUATA 10 WI. 2, all. 1, T. 9, e mpueMius,
KaTo ce B3eMe MPEBH/I MPEAHA3HAYCHUETO UM M OYaKBaHATA T10J13a OT U3/ICITUETO.

be3onacHocTTa Ha JajJeHO M3/AEIME OT TJIeHa TOYKa Ha BB3MOXKHOTO
nperaBaHe Ha TPAHCMHUCHBEH areHT 3aBUCH OT (pakTopute, onmcanu B T. 1.2.1- 1.2.7,
KOUTO TpsIOBa J1a ObJaT aHATM3UPAHU, IPELICHEHU U yrpaBisiBanu. KomOnHaIusaTa OT
BCUYKH T€3U MEPKH onpeens 0e30MacHOCTTa Ha U3IeJIUETO.

JlBa KJIFOYOBH eJeMeHTA TpsiOBa 1a OBIAT B3CTH MPEIBHI:

- m300p HAa WU3XOAHM MaTepuaidd (ThKAaHW WX TEXHU MPOU3BOIHH),
MOJXOAALIM 10 OTHOIICHHE Ha MOTEHLMAJEH PUCK OT 3apas3siBaHe ¢ TPAaHCMUCHUBHU
arentd (T. 1.2.1, 1.2.2 u 1.2.3) u npeaBuj mo-HaTaThIIHATa UM 00pabOTKa;

- IIpUJIaraHe Ha MPOU3BOJICTBEH MPOILIEC, MO3BOJISIBAILL JIa C€ CIMMUHHUPAT UITH
JIe3aKTUBUPAT TPAHCMUCUBHUTE areHTH, HAMHUPAIIM Ce B KOHTPOJIMPAHUTE H3XOIHU
THKaHU WM MPOU3BOHU (T. 1.2.4).

OcBen TOBa TpsiOBa J1a ce B3eMaT MPEIBH] XapaKTCPUCTUKHUTE HA U3ICITHETO
U mpeaBusieHaTa My ynotpeba (1. 1.2.5, 1.2.6 u 1.2.7).

[lpn npunarane Ha cCTpaTerusiTa 3a aHAIW3 M YNpaBICHHWE HAa pPUCKA €
HE00XO0IMMO J1a ce B3eMe MPEIBU/I CTAHOBUINETO HA ChOTBETHUTE HAYYHU KOMHUTETH U



Ipu HeoOXOAMMOCT CTaHOBHMIATa Ha KomuTeTa 3a JeKapcTBEHH MNPOIYKTH KbM
EBpomnelickara areHIHUs 3a JISKapCTBaTa.

1.2.1. )KuBOTHUTE KaTO M3TOYHUK HA MaTepHal

PuckbT OT TpaHcMucuBHA CHOHTM(OpMHA eHledasonaTis € CBbp3aH C
M3XOJHUTE >KUBOTUHCKHM BHJIOBE, TMOPOAM M C ECTECTBOTO HAa HM3XOJHATA THKaH.
[pensun ¢akra, 4e 3apa3aTta ce aKyMyJupa 3a WHKYOAllMOHEH IMEPHOJ] OT HIKOIKO
TOJIMHU, M3IMOJI3BAHETO KAaTO M3TOYHUK Ha MJIAAM U 3ApaBU XUBOTHH CE€ cMsTa 3a
¢dakTop, HamansBall pUCKa. PUCKOBH KMBOTHH, KAaTO JKUBOTHH, OTKPUTH MBPTBH,
YMBPTBEHHU TIO CIIENIHOCT WJIM 32 KOWTO CBHIIECTBYBAT CBMHEHHS 32 TPAaHCMHCHBHA
CHOHTH(OpMHA eHle(daIonaTHs, ce U3KIH0YBAT.

1.2.2. T'eorpadcxu mpousxon

B 3aBucumocCT OT KITacupUIIMPaHETO HA CTPAHUTE CIIOPE]] TEXHUS CTATyT 110
OTHOLIEHHE Ha croHrudopmua eHuedanonatus npu roeexata (BSE) cwriachHo
Pernmament (EO) Ne 999/2001 na Epormetickust mapiameHT U Ha ChBeta oT 22 Mai
2001 r. 3a onpeesiTHE Ha MpaBUiIa 33 MPEBEHIIMS, KOHTPOJ U JTUKBHIUPAHE HA HIKOH
TpaHcMmucuBHH crioHrudopmun ennedanonatuu (OJ, L 147, ot 31 mait 2001 r., p. 1 -
40), 3a olLeHKA Ha PUCKa, CBBP3aH ChC CTpaHATa M3TOYHUK, IOJI3BaMe reorpadckus
puck ot crionrupopmHa eHiedanonatus npu roseaata (GBR). 'eorpadckusr puck
oT eHledasonaTis € KaYeCTBEH UHIUKATOP HAa BEPOSITHOCTTAa OT MPUCHCTBUE HA €JHO
WIM HSKOJIKO TOBEJA, 3apa3eHH ¢ TPAaHCMHCHBHA CHOHTH(OpPMHA eHuedaionaTus B
MPEeIKIMHIYEH WM KIMHWYEH CTaJuid, B NAJeH MOMEHT, B JaJiecHa IbpkaBa. B
cilydail ye ToBa MPUCHCTBUE € MOTBbpAcHO, GBR naBa yka3aHue 3a HUBOTO Ha 3apasa,
KaKTO € MIOCOYECHO B TabIuIaTa mo-aoiy:

IIpucbeCcTBUE HA €IHO WM HAKOJIKO T'OBEJA B
Huso na GBR  npenkyiMHWYEH WK KIMHUYEH CTaIUH, 3apa3eHH C
BSE, B reorpadcku paiion uiam appikaBa

I MHoro Manka BEpOATHOCT

[ MaJko BEpOsITHO, HO HE € U3KJIFOYEHO

[l BeposATHO, HO HE TOTBBPAEHO, WIH € I10T-
BBPJEHO, HO Ha HUCKO HUBO

v [ToTBBPIAEHO, HA BUCOKO HUBO

Hsxon ¢daktopu BmusaaT Ha reorpaCKus pPHUCK OT 3apas3sBaHe ChC
cnoHrudopMHa eHledasonaTis IpyU TOBeJaTa, CBbP3aH C M3MOJI3BAHETO HA ThKAHU
WIM TPOU3BOAHHU, MPOU3XOXKJAAIIM OT OINpeleeHd IbpkaBH. Tesum ¢daxktopu ca
nmocoueHn B wieH 2.3.13.2, T. 1 or MexayHapoaHus 300CaHUTApPEH KOJCKC Ha
Mexaynapoaaoto 6ropo mo enuzootunte (OIE).

PBKOBOIHUAT Hay4eH KOMHUTET, U3BBPIINI OIIEHKA Ha reorpadckusi puck ot
cnonrudopmua ennedanonarus npu ropegara (GBR) B Hsikou TpeTu AbpkaBH U B
IbP’KaBU WICHKH, MPOBIDKABA JIa TIPAaBU TOJ00HA OIEHKA 32 OHE3U JbP)KaBU, KOUTO
ca OTHPaBUIM MCKAaHUS 3a ONpefeNisHE Ha TEXHUS CTaTyT BbB Bpb3Ka ChC
cnoHruopMHa eHuedanonaTiuss NMpU TOBeJaTa, KaTo B3eMa IMPEIBUA OCHOBHHTE
¢daxtopu Ha OIE.

1.2.3. EctecTBO Ha M3X0AHATAa ThKaH

[IpousBogurensT TpsiOBa Ma B3eMe IO BHHUMAaHWE KIACU(PUIIMPAHETO HAa



PHUCKOBETE, CBbP3aHU C PA3IUYHUTE TUIIOBE M3XOJIHHU ThKaHU. M300pbT Ha ThbKaH OT
KUBOTHHCKM MPOU3XOA TpsiOBa aa ObJe MOAJIOKEH Ha KOHTPOJI M Ha OTJENHA
MpOBEpKa OT BETEPUHAP, a KMBOTHHCKHAT TPYI TPsAOBa Aa ObAe ACKIapHpaH KaTo
MOJIXO/A1] 32 KOHCYMAIUs OT YOBEKa.

[IpousBoauTensT TpsAOBa a rapaHTHpa, Y€ € M3KII0YEH BCSIKAKBB PUCK OT
KPBCTOCAHO 3apa3sBaHe B KIIAHUIIATA.

[IpousBogurensaT He TpsOBa da M3MOJI3BAa KAaTO M3TOUYHUK THKAHM HIIU
MPOU3BOJHHU OT >KMBOTHMHCKH MPOM3XOJI, KIACH(PHUIIMPAHU KAaTO MPUTEKABAIIH BUCOK
MOTEHIMAJI Ha 3apa3sBaHe ¢ TPAaHCMHCHBHA CMOHTH(OpPMHA eHIedanomnaTus, OCBEH
aKO M3MOJ3BaHETO Ha TaKUBA MaTepuaId € HeOOXOIUMO MpU M3KIIOUUTENIHU CIIydyau
IpeIBU rojsMara Mojiza 3a MalUeHTa W JIMICaTa Ha BCSKAKBa JApyra 3aMecTBalla
W3XOJHA THKaH.

OcBen ToBa TpsiOBa Ja ce cmas3Bar pasnopeadute Ha Permament (EO) Ne
1774/2002 na Epomeiickus napiameHT u Ha CwBera or 3 okrtomBpu 2002 r. 3a
YCTaHOBSIBAHE Ha 3[paBHU IpaBWJIa 332 KMBOTHHCKH CyONMpPOAYKTH, KOMTO HE ca
IpelHa3Ha4YEHHU 3a KOHCYMallHsl OT YOBEKa.

1.2.3.1. OBue u xo3u

Knacudukanusara Ha 3apa3Hds MOTEHIMAT Ha THKAHHUTE OT OBIE W KO3H €
ch3laZicHa Ha 0a3aTa Ha aKTyaJHU JAaHHU 3a TUTbpa HAa TPAHCMUCUBHU areHTH B
THKAHUTE M TEJIECHUTE TEYHOCTH OT OBLIE U KO3U, KOMUTO Ca 3apa3eHH IO €CTECTBEH
eT ¢ O6onectra ckpeinu. Ts e nmpeacTaBeHa B TaOJIMYEH BUJ KAaTO MPUIOKEHHUE KbM
cTaHOBHILE, preTo Ha 22 u 23 1o1u 1999 r. ot Hayunus ynpasurenen komuret (SSC)
3a "llonuTukarta 3a OTIVIeXkKAaHe U ompesensHe reHotuna Ha osiete" (The policy of
breeding and genotyping of sheep) u ¢ akTyanu3upaHa B CTaHOBHUIIETO, MpUeTo 0T SSC
Ha 10 u 11 auyapu 2002 r. OTHOCHO Pa3NpPOCTPAHEHHUETO Ha 3apa3aTa TPAaHCMHCHUBHA
crioHruopMHa eHiedaionaTis B ThKaHUTE Ha TNpexuBHUTE KuBOTHU (TSE
infectivity distributed in ruminant tissues state of knowledge December 2001) T.

Ta3u knacuduxanus Moxe aa Obe mpepasrieana NpeaBUl HOBUTE HAyYHH
No3HaHUA (HampuMep Ha 0a3aTa Ha ChOTBETHHUTE CTAHOBHUINA HA HAYYHUTE KOMHUTETH,
Ha Komutera 3a mareHTOBaHe Ha JICKAPCTBEHUTE MPOAYKTH M Ha MEPKUTE Ha
Komucusra 3a perynupane Ha M3MOJI3BAHETO HAa MaTepUalM, MPEICTABIABAILIN PUCK
oT TpaHCMHMCHBHA CHOHTH(OPMHA eHIedanonaTus. CrnpaBka Ha
JOKYMEHTH/CTAHOBHINA TI0O TO3M BBIPOC Iie Obae myoOnukyBaHa B "OdunuanieH
BeCTHUK" Ha EBponelckus chlo3, a TEXEH CIMCHK 1€ Ob/ie U3rOTBEH CJIe]l B3EMaHETO
Ha pelieHue ot EBponerickata KOMUCHS.

1.2.3.2. T'oBena

TeKkanuTe, onpenesaeHu KaTo crnenupuuupanu puckosu marepuanu (CPM) B
Ipunoxenue Ne 5 na Permament (EO) Ne 999/2001, ce TpeTupaT KaTo MaTepuajy ¢
BHCOK TOTCHIIMAJICH PUCK OT TPAHCMHUCHBHA CTIOHTH(OPMHA eHIIe(aTomaTHsL.

1.2.4. Jle3akTUBaLMs WIN OTCTpaHsIBaHE Ha TPAHCMHCUBHUTE areHTH

1.2.4.1. Koraro uznenusara He MOrar Ja ObJaT MOJUIOKEHU Ha IMpolec Ha
JIe3aKTHBAIIHS/OTCTPAHsIBAHE TIOpPAaJy HaHACSIHE Ha HETPUEMIIMBH TPOMEHH BBPXY
TSIX, IPOU3BOAUTEIIAT pa3duTa OCHOBHO Ha KOHTPOJIA BbPXY U3XOAHUS MaTepHall.

1.2.4.2. KoraTo mpou3BOAMUTENAT JACKIApUPa, Y€ MPOU3BOACTBEHUTE MPOLIECH
ca B CBCTOSHWE Ja CIMMHHUPAT WIH JCaKTUBUPAT TPAHCMUCHUBHUTE areHTH, TOH
Tpsi0Ba J1a MpeACTaBy J10Ka3aTeJICTBA Mo popMaTa Ha MOAXOIAINA TOKYMEHTALIHS.



CpotBeTHaTa MH(pOpPMaLUs OT NOAXOAAIIM MPOYYBAHUS OT HAyYHH
JUTEpaTypHU HW3TOYHULM W AHAJIM3M MOXKE Ja CIyXHU 3a JIOKa3BaHE Ha
JIe3aKTHBAIMATA/ TMMUHUPAHETO, B CIlydail 4e crenu(puIHUTe MPOIECH, ONMCAHU B
JauTepaTypaTta, ca CpaBHHUMM C H3IOJI3BAHUTE HPU MPOM3BOACTBOTO Ha H3/AEIHETO.
Te3u npoyuBaHus U aHAJIHM3H CJIEJ[BA CHIIO J1a CHOTBETCTBAT HA HAYYHUTE CTAHOBUINIA,
KOMTO MOKe Ja ca npuetu oT Hayunus komurteT Ha EBponeiickus cpro3 (EU Scientific
Committee). Te3u cTaHOBHUINA Ca pelIaBally B CiIydail Ha MPOTUBOPEUNBU CTAHOBHIIA.

B cnyuail ye u3cnenBaHusATa B Hay4yHATa JHUTEpaTypa HE JaBaT JOCTATHUHU
JI0Ka3aTeJICTBA, MPOU3BOJIUTENAT TpsiOBa 1@ W3BBPIIM KOHKPETHO H3CIEeIBaHE 3a
JIe3aKTHBALMS W/WIM €JMMMHHUpaHE Ha HayyHa OCHOBA, KaTO IIbP)KM CMETKa 3a
CJIEIHUTE €JIEMEHTH:

a) ueHTUULIpaHe Ha pUCKa, CBbP3aH C ThKAHUTE;

0) uneHTH(UIMpPaHEe Ha CHOTBETHUTE MOJICJIM HA areHTH;

B) MPUYMHU 32 U300pa Ha CHOTBETHUTE KOMOMHALIMY MOJEIU HA areHTH;

) omnpejeNsiHe Ha U30paHus CTaaui 32 eTUMUHHUPAHE /WU JIe3aKTUBUPAHE
Ha TPAaHCMHUCHUBHUTE areHTH;

1) U34HCIICHHE Ha (PaKTOPUTE HA PEIYKIIHSL.

3aKITIOYUTENHUAT TOKIaa TpsaOBa 1a UACHTUPUIMpPA KPUTHUHUTE MTapaMeTpu
U TPaHHUIIM Ha €(pEeKTUBHOCT Ha Mpoleca Ha Je3aKTUBALMS UM OTCTPaHsBaHE.

TpsibBa nma ce mnpuiarat AoOpe AOKYMEHTUPAHU MPOLEIYPH, 3a Ja ce
rapaHTHpa, 4€ yTBBPACHHUTE TMapaMeTpu Ha MpepadoTka ce cma3BaT MpH TEKYIIOTO
IIPOU3BOJICTBO.

1.2.5. KonuuecTBa H3XOMHU THKAaHU WIM TPOU3BOAHU, HEOOXOAMMH 32
MIPOU3BOJCTBOTO HA €HO MEAUIIMHCKO U3/IEeTINe

[IpousBoauTensT TpsaOBa aa ompeseau KoludecTBata HeOOpabOTEHU ThKaHU
WIA TIPOU3BOJHU OT >KMBOTUHCKH IPOU3XOJ, HEOOXOAMMH 3a MPOU3BOJACTBOTO Ha
€IHO MEeIUIMHCKO u3aenue. B ciydail Ha mpuiaraHe Ha METOJ 3a MPEYUCTBAHE
NPOU3BOJIUTENAT TpsOBa Ja TNpELEeHH Jand IOCIEJHUAT € B CBhCTOSHME Ja
KOHIICHTPHpA HUBAaTa HA TPAHCMUCUBHUTE areHTH, IPUCHCTBAILY B U3XOJHUTE ThKAHU
WJIA TIPOU3BOTHH OT KMBOTHHCKH TPOU3XO].

1.2.6. TpkaHu WIM OPOM3BOJHM OT KUBOTHHCKM MPOM3XOJ, BIU3AIIU B
KOHTAKT C NAI[HCHTUTE WIH MOTPEOUTETUTE

[IpousBoauTesT TPSOBA A2 B3eME TIPEIBHI:

a) KOJMYECTBOTO ThKAHU WJIM MPOU3BOAHU OT )KMBOTUHCKH ITPOU3XOL;

0) 30HaTa HA KOHTAKT: IUIONI, TUM (KOXa, JIMTAaBUIM, MO3BK W T.H.) U
CBCTOSIHUE (3IPaBO CHCTOSHUE WITH YBPEIIEHO CHCTOSIHHE);

B) TUIA TbKAHM WJIM MPOU3BOAHH, BIU3AIIM B JONUP C MALUEHTHTE W/HIU
NOTpeOUTETUTE;

I') NPEeABUIECHOTO BpeMe, Mpe3 KOETO H3JEIHETO Biu3a B JOMHUP C TAIOTO
(BKITIOUMTENHO epekTa Ha Ouope3opOLIHs).

[IpousBoguTensT ordnta Oposi HAa MEAWIUHCKUTE W3JCNIUs, KOUTO Ce€
M3I0JI3BAT B PAaMKHUTE Ha JlaJieHa Ipoueaypa.

1.2.7. HauuH Ha npunarase

[IpousBoauTensT TpsiOBA Aa OTUETE MPETMOPBHUBAHUS HAYMH HA MpUJIaraHe Ha
MpoAyKTa B MH(POPMAIMUTE, OTHACSIIM C€ N0 MPOAYKTa, OT HAW-TOJeMHs 0 Hai-
MaJIKHsI PUCK.



1.3. Ilpepa3riexaaHe Ha OLlEHKAaTa

[TpousBoauTensT TpsOBA Aa YCTAHOBHM M MOJIbPKA CUCTEMHA MPOIEaAypa 3a
MPOBEepKa Ha TMOJIy4eHaTa HHPOPMAIUS 32 MEJIUIIMHCKUTE W3JCIHS WIIA 33 TOI00HU
m3nenusi Ha (asata ciex mpousBoiacTBOTO. MHpopmanusara TpsiOBa na Obuae
MpereHsIBaHa ¢ orje/ Ha Oe30MacHOCTTa, B YaCTHOCT:

a) 1anu ca O YCTAaHOBEHH HEIO3HATH MO-PaHO PUCKOBE;

0) manmu o4yakBaH PHUCK, IMPOU3XOXKIAII OT OIMpejeNieHa OMAacHOCT, € CTaHal
HEMPUEMIINB,

B) JIaJIM ITbPBOHAYATHATA MPEIEHKa HEe Ce € OKa3aJia MOTPeIHa.

[Ipy Bceku OT TOpHUTE clydyad pe3yiTaTUTe OT NpEleHKaTa ce B3eMar
MIpEeIBUI B TIPOIleca Ha YIpaBICHUE HA pUCKA.

B cBemmunHata Ha Ta3u HoBa MHGoOpManus TpsOBa Na ce€ NPUCTHIU KbM
MIPEOLICHKA Ha MEPKUTE 32 yMpaBIeHUE HA PUCKA, TPUTIOKEHHU CIIPSIMO METUITTHCKOTO
u3fenue (BKIIOYMTETHO MpepasriiexaHe Ha NpuYdHaTa 3a M300p Ha THKAH WA
MPOM3BOJHO OT >KHUBOTHHCKH TMpom3xoa). [Ipm BB3MOKHOCT 3a MPOMsSIHA Ha
OCTAaTHhUHUS PUCK WM Ha HUBOTO Ha TOJIEPUPAHETO My HEOOXOIMMO € Jia ce MPEOIeHU
U JOKa)Ke BIMSHUETO BHPXY MEPKHTE 32 KOHTPOJ Ha PUCKA, IPHIIOKEHH TTO-PAHO.

PesynTtaTtute oT Ta3u npereHka TpsOBa 1a ObJaT JOKYMEHTHPaHH.

2. OueHsiBaHe Ha MegUIMHCKHUTE u3Aenus oT kiac |l oT HoTMduUUMpaHu
Oprasu.

[IpowsBouTenuTe Ha MeAUIMHCKH wu3Aenus oT kimac |l Tps6ea ma
MPEeACTABAT HA HOTHU(PUIMPAHUTE OPraHd BCHYKH JaHHM, MO3BOJIABAIIM OIIEHKA Ha
CTpaTerusTa MM 3a aHAJIM3 W YIPaBICHHE Ha pHUCKa. BCSKO HOBO CBelIEHHE 3a
puckoBeTe oT TSE, yCTAHOBEHO OT MPOU3BOIAUTENS U CBBP3aHO C HETOBUTE M3IEIUS,
TpsiOBa Aa ObJie CHOOIIABAHO HAa HOTU(UIIUPAHUS OPTaH.

Bcesika mpomsiHa, oTHacsIa ce 10 MeTOAUTE Ha U300p, crOupane, mpepadoTKa
W JIe3aKTUBAIUS/OTCTpAHsABAaHE, KOSATO BHACA W3MEHEHHWE B pE3yJITaTUTE OT
JOKYMEHTAIMsATa 3a yIpaBleHHWE Ha pUCKa, U3TOTBEHA OT MPOU3BOIUTENS, TPSOBa 1a
ObZe choOImaBaHA HAa HOTH(UIMPAHUS OpraH C el OJo0psiBaHe, Mpeau Aa Obae
MIPIIIOKEHA.

[Tpunoxenune Ne 8 kbM 4. 9
(M3m. - IB, 6p. 106 ot 2008 1., B cmma ot 21.03.2010 1.)
[TpaBuina 3a knacudukamms

1. lepununuu Ha mpaBuiiaTa 3a Kiacudukanus

1.1. IIpoXBIIKUTENHOCT:

a) (mm. - JIB, 6p. 106 or 2008 r., B cwra ot 21.03.2010 r.) BpemeHHa -
MPOIBIKUTENIHO U3MO0I3BaHe Ha U3enueTo 10 60 MUHYTH;

6) (u3m. - JIB, Op. 106 ot 2008 r., B cuna ot 21.03.2010 r.) kparkoTpaiina -
MPOABKUTEIIHO U3MOI3BaHe Ha u3aenueTo 10 30 nHu;

B) (u3Mm. - JIB, 6p. 106 ot 2008 r., B cuna ot 21.03.2010 r.) mpoabipKuTeIHA -



MPOIBIKUTEITHO U3MOJI3BaHe Ha u3aenuero Haj 30 aHu.

1.2. ’uBa3uBHU U3ETUSA:

a) u3zenye, KOeTo MPOHUKBA B TSUIOTO YACTHYHO WIIM M3LSUIO Ipe3 TeleceH
OTBOP WJIM Ype3 MOBBPXHOCTTA Ha TAJIOTO.

TeneceH OTBOp € BCEKM €CTECTBEH OTBOpP Ha TAJIOTO, KaKTO M BBHIIHATA
MOBBPXHOCT Ha OYHaTa sIOBJIKA WM TOCTOSHEH H3KYCTBEH OTBOp (MJI€OCTOMA,
KOJIOCTOMA, TPaxeocToMa).

0) wu3nmenye, NPOHMKBAIIO YPE3 XUPYPruyecka HWHTEPBEHIMS, € BCSIKO
WHBa3UBHO H3JIEJIME, KOETO NMPOHUKBA B YOBEUIKOTO TSUIO Mpe3 MOBBPXHOCTTa Ha
TSJIOTO C TIOMOIIITA WJIM TIPH YCJIOBUATA HA XUPYpPrUUecKa orneparusi.

W3nenus, pa3nuyau ot onucaHute B Oyksa "0", 1 KOMTO HE MPOHHUKBAT MpeE3
€CTEeCTBEHUTE OTBOPHM Ha YOBEIIKOTO TAJO, CE€ ONPEeNeNsT KaTo XHUPYpPruuecKu
WHBa3UBHU U3/ICTHSI.

B) MMIUIAHTUPYEMO H3JEJIUE € BCSIKO M3/EIUE, KOETO € NMPEeAHA3HA4YECHO Ja
ObZie M3LI0 BHBEJEHO B UOBEIIKOTO TAJIO WJIM J1a 3aMEHU eIMUTENHAaTa ThKaH WU
MOBBPXHOCTTa HA OKOTO 4Ype3 XHUPypruuecka HMHTEPBEHIUS C 17 Ja OCTaHe Ha
MSICTOTO CJIE]] IPOLIeAypaTa.

NmnianTupyemMo € U U3JeIHeT0, KOETO C€ BbBeXkJa YACTHYHO B YOBEIIKOTO
TSJIO 1O OMNEpaTMBEH MNHT W € MPeJHa3HAaueHO Ja OCTaHEe Ha MSCTOTO Clel
npoieaypara Hai-mManko 30 1HU.

1.3. Xwupypruuecku WHCTPYMEHTH 3a MHOTOKpaTHa ymoTtpeba ca
WHCTPYMEHTH, W3MOJI3BaHH B XHpypruvyeckata MpakTHKa 3a ps3aHe, NpoOuBaHe,
LIMEHE, KJIaMIIMpaHe, peTpaxupaHe U JPYyrH NpOLEAYypH, KOUTO HE ca CBbP3aHU C
aKTUBHO MEJIUIMHCKO H3/eNMe M Cle]l Te3d NpOoLEeIypH MoraT Ja c€ H3MOoJ3BaT
OTHOBO.

1.4. (mon. - B, 6p. 106 or 2008 r., B cuna ot 21.03.2010 r.) AxTHBHHU
MEJUIIMHCKU U3AENUs ca U3/ENNs, YUETO JIEHCTBUE 3aBUCH OT eJIeKTpUYecKa eHeprus
WM IPYT BHUJ MOIIHOCT, KOSITO HE CE€ T€HEpHpa OT YOBEUIKOTO TAJIO WM OT 3€MHOTO
IPUTETJISIHE U B IpoLeca Ha JEHCTBHE Ha W3JEIMETO CE M3BBHPILUBA IPEBPBIIAHE HA
Ta3u €HEePrusl.

MeauuuHCKUATE W3AENUs, MpeAHAa3HAYeHH 3a IMIpeHAcsHEe Ha CHEeprusd,
CyOCTaHLIMU WM IPYTH €IEMEHTH MEXAYy aKTUBHO MEJUIIMHCKO MU3/IeJINE U MalUeHTa
0e3 3HaUUTETHU IPOMEHHU, HE C€ ONPEEIIIT KaTO AKTUBHU MEJIULIMHCKHU U3CIIHA.

CamocToATeTHUAT cOPTyep € aKTUBHO MEIUIIMHCKO U3JIEIHE.

1.5. AKTUBHM TepaneBTUUYHHU U3JEIUS Ca aKTUBHU MEIULUHCKU W3JENus,
HE3aBHCHMO JIaJIi C€ MU3IM0JI3BAaT CAMOCTOSITEIHO WJIM B KOMOMHAIUS C APYTU U3JIEININS,
3a Ja MOAIBPXKAT, KOPUTHUPAT, 3aMEHAT WM BBH3CTAHOBABAT OMOJOTHYHH (YHKIUU
WIH CTPYKTYPH, HJIM OPTaHu C LIeJ JICYeHUEe WK o0JieKJyaBaHe Ha 3a00JsBaHe, TPaBMHU
WJIM UHBAJIUTHOCT.

1.6. AKTUBHU AMAarHOCTHYHU H3ACNHUS Ca AKTUBHU MEIUIIMHCKH W3IEIHS,
HE3aBUCUMO JIAJIA C€ M3II0JI3BAT CAMOCTOSITETHO MJIM B KOMOMHAIIHS C APYTH H3/EIHS,
3a J1a MpefocTaBAT MH(GOpMaIKs 3a MPOCeIBaHe Ha 3/PaBOCIOBHOTO ChCTOSIHUE U
¢busznonornunuTe (PyHKIUH, 32 JUATHOCTHIIMpPAHE, 32 KOHTPOJ WU 32 JICUCHHE Ha
3a00JIsIBAaHE WM HA BPOJACHU JC(EKTH.

1.7. (m3m. - JIB, Op. 106 ot 2008 r., B cwra ot 21.03.2010 r.) LlenTpanna
KpBBOHOCHA CHUCTEMA



3a menute Ha Hapenmbata "IEHTpadHa KPBHBOHOCHA cHUCTeMa" BKIIOYBA
CIEIHUTE KPHBOHOCHU CHIOBE: OCNOIPOOHUTE apTepuu, KOPOHAPHUTE apTepHH,
BB3XOJAIA a0pTa, JIbra HA aopTaTta, HHU3XOJAIIAa aopTa KbM pPa3KIOHEHHETO Ha
aopraTa, KOpDOHAapHU apTepuu, o0Ila CBhHHA apTepus, BBHIIHA CHHHA apTepus,
BBTpEIIHA ChHHA apTepHsi, MO3BYHHU APTEPHH, IIIABOBO-MHUIIHUYCH CTBOJ, CHPACUYHU
BeHH, Oe01poOHM BEHH, TOPHA U JIOJTHA TIpa3Ha BEeHA.

1.8. LlenTpanHna HepBHA cucTeMa

3a menure Ha Hapenbara "IEHTpaTHA HEpPBHA cUCTeMa'" BKIIOYBA MO3BK,
MO3BYHH OOBHUBKHU U TPHOHAYEH MO3BK.

2. [Ipunarane Ha mpaBuiiaTa 3a Kiacudukanus

2.1. Tlpunaranero Ha mpaBuUiaTa 3a KIACHPUKANMSI CE€ ONPEACNAT OT
MpeTHA3HAYCHUETO Ha U3/ICIIUETO.

2.2. Axo wu3menweTo € TMpeaHa3HauyeHO 3a YNoTpeba C JApyro u3jaemue,
mpaBwiIaTa 3a KiIacHPUIMpaHe ce TNpujarat OTACITHO 3a BCSKO OT H3ICIHSITA.
[IpunagnexxHocTHTE Ce KIacH(PUIMPAT CAMOCTOSITEIHO OT HM3EIHETO, C KOETO Ce
W3I0JI3BAT.

2.3. CodpryepsbTt, KOWTO ympaBisBa U3ACIUETO UIH BIIHsEC BBPXY JCHCTBHETO
My, TTOTIa1a ABTOMATHYHO KBM CBINHUS KJIac.

2.4. Axo u3aenueTo He € MpeJHa3HaA4YeHOo J1a IeHCTBA €IUHCTBEHO BHPXY WU
B ONpeJeNieHa YacT Ha TSAJIOTO, TO TPsIOBa Ja ce Kiacuuimpa Ha MPHUHIIMIIA HA Hali-
crienanu3upanaTa My yrnorpeoa.

2.5. Axo 32 eIHO W CBHILO M3AEIUE CE MpUaraT HIKOJIKO MpaBUia, CIOpe]
MpEeHA3HAYCHUETO MYy, OMNPEACNICHO OT MPOU3BOAUTENS, TpsiOBa Ja c€ MPHUIIOXKAT
MpaBUiiaTa 3a Kiacu(UIupaHeTo My B Hall-BHCOK KJIac.

2.6. (moBa - /IB, 6p. 106 ot 2008 r., B cuna ot 21.03.2010 r.) Ilpm
OmpeNeNisiHeE Ha  NOPOABDKUTETHOCTTa cbriaacHo T. 1.1 moxg  moHSATHETO
"MpOABIHKUTETHO M3MOA3BaHe" ce pa3dupa "HempeKbCHATa JACHCTBUTEIHA ymoTpeda
Ha M3JETHETO Mo MpeaHasHaueHue". B ciydaurte, korato ynorpebata Ha H3AETUETO
ce TpeKpaTH, 3a Ja Ce 3aMEeHH He3a0aBHO W3IEINETO C JAPYro IMOJ0OHO WU
WJIEHTUYHO, Ta3W yIoTpeba ce ompenesis KaTo yIbDKaBaHE Ha MPOIBIDKUTEIIHATA
ynotpeba Ha U3EIUETO.

3. Knacuduxanms

3.1. HemaBa3uBHN U3ACIINI

3.1.1. [IpaBuno 1. Bcuukyu HEMHBa3MBHU M3MIETHS ca OT Kiac |, ocBeH ako ce
MPUJIOKU HIKOE OT MpaBUiiaTa, MOCOUYECHH MO-J0JTy.

3.1.2. TlpaBmio 2. Bcuukn HEWHBAa3WBHU W3JENHs, TpEIHA3HAUCHU 3a
ChXpaHSBaHE WM TPEHACSHE Ha KPbB, TEJIECHU TEUYHOCTH WM THKaHU, APYTU
TEYHOCTH WJIA Ia30BE C LI€JI BIMBAHE UM BbBEXKAAHE B TAIIOTO, ca OT kiac [la:

a) aKo MOTaT Jia C€ CBBbPIKAT C aKTUBHO MEAMIIMHCKO M3/1eNne OT kiac |la wmm
OT TI0-BHCOK KJIac;

0) ako TmpeJHA3HAYECHHUETO UM € Ja CBbXPaHSIBAT WM OCHTypSBAT
MIPEeMUHABAHETO HA KPBB WM JAPYTH TCICCHH TCYHOCTH, KAaKTO M 3a ChXpaHsIBaHE Ha
OpraHu, ThKaHU WJIH KJIETKH.

B®B BcHukM ocTaHalU Cllydau, pa3lduyHH OT IocoueHuTe B OykBu "a" u "0",
HEWHBA3WBHUTE W3JICIHs, TIPESJIHA3HAYCHN 32 ChXpaHsABaHE WJIU MPEHACSHE HAa KPBB,
TEJECHH TEYHOCTH WU ThKAaHU, APYTH TEYHOCTU WM Ta30BE€ C 1€ BIMBAHE WU



BBBEKJaHE B TSIIOTO, ca OT kiac 1.

3.1.3. IlpaBmio 3. BcuukyM HEWHBAa3WBHU W3JENHs, NpEIHA3HAUCHU 3a
BIIMBaHE HAa KPBB, TEJIECHH TEYHOCTH WM JPYTH TEYHOCTH B OpPraHu3Ma C IIell
IpoMsiHa Ha OMOJIOTMYHHUS WM XMMHUYHHUS UM CbCTaB, ca oT kiac IO, ocBeH ako ce
M3ION3BAT 3a (UITpaLus, LEHTpOpyrupane win OoOMsAHA Ha ra3, TOIUIMHA, B KOUTO
ciydau ce kinacudumupar B kiac Ila.

3.1.4. [IpaBuno 4. Bcuuku HEMHBa3WBHU M3/ETHUS, KOUTO BIM3AT B KOHTAKT C
yBpeIeHa Koxa, ca:

a) oT knac |, ako ca mpemHa3HAYEHW Ja CE€ M3MOJI3BAT KATO MEXaHHYHA
Oapuepa, 3a IPUTHCKAHE WK aOcopOLus Ha eKCyaTu;

0) ot kiac 116, ako ca mpeaHa3HAYSHH /A C€ M3MOJI3BAT IIPH PaHU C YBPEICH
JiepMaJieH CJIOH U JIeueOHUAT UM e(EeKT € BTOpUYEH (HEONEePAaTHBHO Bb3CTAHOBSIBAHE
Ha KO’KHaTa paHa);

B) OT Kiac |la BbB BCHUKH clly4yau, pa3iiiyHU OT IMOCOYeHHUTe B OykBH "a" u
"0", BKITIOUMTETHO M3/CJIHSI 32 TI0I00psBaHE MUKpOCpeaTa Ha €JHa paHa.

3.2. uBa3uBHU U3OETHS

3.2.1. (mom. - JIB, 6p. 106 ot 2008 r., B cuia ot 21.03.2010 r.) IIpaBuio 5.
Benuky nmpoHWKBAIM Tpe3 TEIECHUTE OTBOPH U3/ACIHS, C U3KIIIOUSHUE Ha U3ICTUTA,
NPOHUKBAIIM 0 ONEpaTUBEH IbT, KOUTO HE ca MpeJHA3HAYEHH 3a CBBP3BaHE C
AKTUBHO MEJMIIMHCKO U3/IeTNe UM KOUTO Ca MpeHa3HAuYCHH 32 CBbP3BaHE C AaKTHBHO
MeIUIIMHCKO U3/ieiIne OT kiac I, ca:

a) oT KJac |, ako ca mperHa3Ha4YEHHU 3a BpeMEeHHa ynorpeoa;

0) ot knac Ila, ako ca mpenHa3HaYeHU 3a KpaTKOTpaiHa yrmoTpeda; KoraTto ce
yHoTpeOsiBaT B yCTHaTa KyXWHa 10 (hapuHrca, B yITHHUS KaHaT IO THIIAHYETO WM B
HOCHAaTa KyXuHa, ca oT Kjac [;

B) oT kiac 116, ako ca nmpeaHa3HaYeHH 32 TPOABIDKUTEIHA YIIOTpeda; KoraTo
ce ymoTpeOsBaT B yCTHaTa KyXrHa 70 (papuHTCca, B YIIHUS KaHAT JI0 THIIAHYETO WU B
HOCHAaTa KyXuHa 1 He ce abcopOupar oT JiuraBuiara, ca ot kiac Ila.

Beuuky mpoHUKBAIM IMpe3 TEeJIECHUTE OTBOPU M3IENHSA, C W3KIIOYCHHE Ha
W3JIeNUATA, TPOHUKBAIIH TI0 OTICPATHBEH ITHT, KOUTO ca MpeJIHa3HAYCHH 32 CBhP3BaHE
C aKTMBHO MEJUIIMHCKO n3aenue ot kinac Ila nim ot mo-Bucok kiac, ca ot kiac Ila.

3.2.2. IlpaBmiio 6. Bcuuky XupypruuyHo HHBA3UBHH U3/IEINHUs, IPEAHA3HAYCHH
3a BpeMeHHa ynoTpe0a, ca ot kiac Ila, ocBen ako ca:

a) (usm. - JIB, 6p. 106 ot 2008 r., B cuna ot 21.03.2010 r.) cmenuanHo
IpeIHa3HAa4YeHW 3a JAMAarHOCTHKA, NpPOCIEesBaHe, KOHTPOJI WJIM KOpPEKUHUs Ha
Chp/eUeH Je(DeKT WM Ha [EHTpaTHaTa KPHBOHOCHA CHCTEMA Ype3 AUPEKTEH KOHTAKT
B T€3M YaCTU Ha TAJIOTO, B KOUTO Cllyyau rnonajaar B kiac II;

0) Xupypru4ecky WHCTPYMEHTH, IIpeIHa3HAYeHN 32 MHOTOKpaTHa yroTpeoa,
B KOUTO CJIy4yad momnajar B kiac [;

B) MpeAHa3HAaYeHW JAa JOCTaBAT €Heprus moja Qopmara Ha HOHU3UPAILIO
JBYCHHE, B KOUTO CIy4au romnajat B kiac 116;

) MpeJHa3HauYeHN J]a UMAT OMOJIOTMYeH e(PeKT WM HAI'BJIHO MM YaCTUYHO
na ce abcopOupar, B KOUTO cirydau nonajat B kiac 110;

1) TpeAHa3HAYeHHW 3a IMpHJIAraHe Ha JIEKApCTBEHU MPOAYKTH IO HAYHMH,
KOHTO € MOTEHIIMAIIHO PHCKOB MOPaJN €CTECTBOTO Ha MPHIOKEHHE, B KOUTO CITydan
normanar B kiac 110.



e) (umoBa - JIB, 6p. 106 ot 2008 r., B cuna ot 21.03.2010 r.) cnemnuanHo
MpeIHa3HA4YeHHU 32 M3II0JI3BAHE 32 TUPEKTEH KOHTAKT C IICHTpaJHaTa HEPBHA CUCTEMA,
B KOUTO cirydan nonanat B kiac III.

3.2.3. [IpaBuiio 7. Bcuyuku XUpypruyHA HHBa3UBHU U3AEUs, TPeIHA3HAYCHU
3a KpaTKoTpaiiHa yrnorpe0ba, ca ot kiac Ila, ocBen ako ca:

a) (mom. - JIB, O6p. 106 ot 2008 r., B cuna ot 21.03.2010 r.) cmernuanHo
IpelHa3HAYeHU 3a JAMAarHOCTHKA, NpOCHesBaHe, KOHTPOJ WJIM KOpPEeKLHUs Ha
Chp/eUeH Je(heKT MM Ha LEHTPaIHAaTa KPHBOHOCHA CHCTEMA Ype3 AUPEKTEH KOHTaKT
B T€3W YaCTH HA TSIOTO, B KOUTO ciiy4au nomnaaat B knac 11

0) (mom. - JIB, O6p. 106 ot 2008 r., B cuna ot 21.03.2010 r.) cmemnuanHo
NpeIHa3HA4YeHU 3a JUPEKTeH KOHTAKT C IIEHTpajHaTa HEpPBHA CHUCTEMa, B KOUTO
caydau nionaaat B knac I

B) MpeAHa3HAaYeHW JAa JOCTAaBAT €Heprus moja Qopmara Ha HOHU3UpALIO
JBbYCHHE, B KOUTO CIy4au rnomnajat B kiac 116;

r) c OnosiornyeH e(eKT UK HAI'BJIHO, WM YaCTUYHO ce abcopOupaT, B KOUTO
cay4dau norazaat B kiac I;

1) TpeAHa3HAYeHH Ja MPEeThPIAT XUMUYHH IPOMEHH B OpPraHU3Ma, C
M3KITIOYCHHUE Ha W3/IeJHs, TIOCTABCHH B 3b0MTE, WIIU MPH MPHIIATaHe Ha JIEKapCTBEHU
MPOAYKTH, B KOUTO cllyyau rnonajart B kiac I16.

3.24. TIlpaBuno 8. BCHYKM HMMIUIAHTUPYEMH W3JCIUS W XUPYPTUYHH
WHBA3WBHH M3/CJIHS 32 IPOIBIDKUTENTHA yroTpeba ca oT kiac 116, ocBen ako ca:

a) MpeAHa3HAYeHH Ja ce IOCTaBAT B 3bOUTE, B KOUTO ClIlyyau ce
knacuguupar B kiac Ila;

0) mpeaHa3Hau€HM Ja C€ M3MOJ3BAaT B JUPEKTEH KOHTAaKT ChC CHPLETO,
LIEHTpaJHaTa KPbBOHOCHA CHCTEMa WIM IIEHTpajlHaTa HEepBHA cHUCTEMa, B KOUTO
cinydau ce kinacudunupat B kiac I1I;

B) ¢ OnosiornueH e(exT UM HAI'bJIHO, WM YaCTUYHO ce abcopOupaT, B KOUTO
cinydau ce kinacudunupat B kinac I1I;

I) MNpeAHa3HAYCHH Ja MPEThPIAT XUMUYHH IPOMEHH B OpPraHHU3Ma, C
M3KITIOYCHHUE Ha W3/IeJHs, TIOCTABCHH B 3b0MTE, WIIU MPH MPHJIaTaHe Ha JIEKapCTBEHU
MPOAYKTH, B KOUTO ciiyyau ce kiacuduuupar B kinac I11.

3.2.5. B u3kitoueHre Ha IPaBUIIO 8 BCUYKU TPBIHN UMIUTAHTU C€ OTPEEIIST
B kuiac II1.

3.2.6. B uzkmtouenue Ha paBuiio 8 Ta300eApeHUTE, KOJIEHHUTE M PAMEHHUTE
engonpotesu ce onpeaessrt B kiac I or 1 centemspu 2007 r.

3.3. IonbJIHUTETHY MIpaBuiia 3a AKTUBHUTE U3ACIUS

3.3.1. IlpaBuno 9. Bcuuky akTUBHU TEpaneBTUYHU U3IENHs, peIHA3HAYCHU
3a IpuiIaraHe Wi oOMsHa Ha eHeprus, ca oT kiac |18, ocBeH ako xapakTepucTUKaTa
Ha M3JENMETO € TaKaBa, Y€ NpUJIaraHeTo WM OoOMeHa Ha C€HEeprus KbM WIH OT
YOBEIIKHs OpPraHU3bM MOPaau IIIBTHOCTTA, €CTECTBOTO MJIM MACTOTO HA MPHUIIOKEHUE
€ TIOTeHIIMAJIHO PUCKOB, B KOUTO CJIyYau M3/IeIHeTo nomnajaa B kiac 116.

Benuky akTHBHU M3AENus, TpeHAa3HAYSHHN 32 KOHTPOJ M MPOCIe/sIBAaHE Ha
JeMCTBUETO HAa aKTUBHHUTE TEPaNeBTUYHU U3Aenus oT kiac 116 unu nmpenHazHaueHU
MPSIKO JIa BIMSISIT BBPXY JEHCTBUETO Ha Te3W U3Aemus, ca ot kiac 110.

3.3.2. [Ipaswio 10. AKTHBHHTE H3/IETHs, IPEIHA3HAUCHH 32 JUATHOCTHKA, Ca
ot knac Ila, ako ca:



a) MpeaHa3HaYeHM Jla JOCTaBST €HEPrus, KOSATO ce MOMTbIIA OT OPraHU3Ma,
OCBEH U3/IENUATA, KOUTO OCBETABAT TSAJIOTO HA MALMEHTA BbB BUIUMHUS CIIEKTHD;

0) mnpeaHa3HAYeHU Ja BU3YAJIW3UpPAT JBHKEHHETO HA PaJUOAKTHBHH
JIEKapCTBEHU MPOIYKTH B OPraHU3Ma;

B) IpEIHA3HAUEHU 3a JIUPEKTHA IUArHOCTUKA WM 3a HpOCJeAsBaHE Ha
KU3HEHU (DU3HOJOTUYHM IPOLIECH; B CiIydail 4e ca npeHa3HaueHH 3a MpOoCIieIsiBaHe
Ha XU3HEHOBAXXHU (DM3MOJIOTUYHHU MTapaMeTpH, YUUTO OTKJIOHEHHUS OT HOpMaTa Morat
Ja Cb3JaJaT CEpUO3€H PUCK 3a KMBOTA HA MAalMEHTa, HAIpUMEp INPOMEHHU B
cepreuHara aeitnocT, quinanerto, [IHC, ca ot kmac 116.

AKTUBHHUTE M3[e1Ms, NpeJHa3HAYeHU Ja M3IIbUBaT MOHHU3Mpalla paauanus
WIM TpeJHa3HauYeHW 3a JAMAarHOCTHYHA WJIM TepaneBTUYHA WHTEPBEHIIMOHHA
PaaMoIorusl, BKIIOUUTETHO U3/ENUsI, KOUTO KOHTPOJIUPAT WJIM MPOCIEAIBaT TaKHMBa
U3JIeNUs WK TIPSIKO BIUSAT Ha TAXHATa QyHKIUs, ca oT kiac 110.

3.3.3. [IpaBuno 11. Bcuuku akTHBHM M3AETUS, IPEIHA3HAYECHU Ja MPEHACAT
W/WJIH 12 OTJCIIAT BbB MM OT YOBEHIKHS OpPTaHU3bM JIEKAPCTBEHH MTPOAYKTH, TEIIECHU
TEYHOCTH WJIM BEILECTBA, ca OT Kjac |18, ocBeH ako (pyHKIIMOHUPAT MO MOTEHLUATHO
PUCKOB HauyuH IIOpagy €CTECTBOTO HA BELIECTBATa, MSACTOTO HA IPUIIOKEHHETO UM
BBpPXY YOBEIIKOTO TSUIO WJIM HAYMHA HA MpHIIaraHe, B KOUTO CIy4ad IMOIMaaaT B KJlac
116.

3.3.4. IlpaBuno 12. Bcuuku apyru akTUBHHM M3/1€1Us ca oT Kiac [.

3.4. CnenunanHu npaBuia

3.4.1. (u3m. - /1B, 6p. 106 ot 2008 r., B cuna ot 21.03.2010 r.) [IpaBumno 13.
Benukyn MeaMUIMHCKM M3[eNus, KOUTO ChIbP)KAT KAaTo Hepas[eliHa YacT BELIECTBO,
KOE€TO, M3IOJI3BAHO OTAENIHO, MOXKE Ja Ob/ie ONpeaeNieHO KaTo JIEKapCTBEH MPOAYKT
[0 CMHCBJIa Ha 3aKOHA 3a JIEKapCTBEHUTE MPOJIYKTH B XyMaHHATa MEIUIIMHA U YUETO
NEICTBUE € CIOMaraTeIHO [0 OTHOIIEHWE Ha OCHOBHOTO IIpeAHAa3HA4Y€HHE Ha
n3aenneTo, ca ot knac II1.

Beuukn MeIMIMHCKM M3AENUs, KOUTO BKIIOYBAT KAaTO HEpas3/eiHa 4YacT
BEILECTBO, MOJy4EHO OT YOBELIKA KPBB MIIU II1a3Ma, ca oT kiac III.

3.4.2. llpaBuno 14. Beuuku w3nenus, MpeTHA3HAYCHN 32 KOHTPAIICTIIINS UITH
npelana3BaHe oOT IMOJOBOIpeHOocMMH Ooject, ca oT kinac II6, ocBeH ako ca
UMIUIAHTHPYEMH WM WHBAa3WBHU 32 MPOJIBDKUTENHA yNOTpeda, B KOUTO ClIydyau
nomanmat B kiac 111.

3.4.3. (mom. - /IB, 6p. 106 ot 2008 r., B cuna ot 21.03.2010 r.) [IpaBumno 15.
Benukn  w3nenust, mpeaHAa3HAYEHW CIEUUATHO 3a Je3MH(EKIus, IMOYUCTBAHE,
U3IJIaKBaHe WJIM, KOTaTo € HeoOX0IMMo, 3a XHpaTUpaHe Ha KOHTAKTHU JIEUH, ca OT
kiac 116.

Benukn  w3nmenus, mnpeAHasHAYeHW —CHEIMANHO 3a Je3uH(eKuus Ha
MEUIIMHCKH W3Jenus, ca oT kiac |lla B ciayuyaute, korato usaenusra ca crenuaiHo
IpelHa3HaYeHU JAa ObJaT M3MOJ3BaHM 3a JE3MH(EKIUs Ha HMHBA3UBHU H3MEIHS,
nonazar B kiac 116.

[IpaBmiioTo He ce mpuiara 3a IPOAYKTH, IPeIHA3HAUYEHU 3a TOYUCTBAHE 10
¢u3nYeH IbT HA MEJUIIMHCKH U3JEINs, PA3IMYHU OT KOHTAKTHUTE JICIIH.

3.4.4. (m3m. - 1B, 6p. 106 ot 2008 r., B cuia ot 21.03.2010 r.) I[1paBuio 16.
Wznenus, xouto ca cbhC crnenupuyHO MpeTHA3HAYEHUE Ja 3alKucBaT PEHTIC€HOBU
JMAarHOCTUYHU M300paxkeHus, ca ot kiac Ila.



3.4.5. IlpaBuno 17. Bcuuku uzaenus, B YUE€TO MPOU3BOJCTBO Ca U3IMOI3BAHU
HEXU3HECIIOCOOHU JKMBOTHHCKH THKAaHW WM HEXKHU3HECIIOCOOHU TPOIYKTH,
MOJTy4eHU OT TaKWBa ThKaHU, ca oT kiac |ll, ocBeH ako ca mpemHa3zHayeHU caMo 3a
KOHTAKT C HEYBpE/IeHa KOXKa.

3.5. IlpaBuino 18. KpsBHUTE cakoBe ca oT kinac I10.



