HAPEJIBA 3A CHIIECTBEHUTE U3UCKBAHMS U
MPOLIEJIYPUTE 3A OLIEHSIBAHE HA
CBOTBETCTBUETO CHC CHIIECTBEHUTE
W3UCKBAHMS HA AKTUBHU UMILIAHTUPYEMM
MEJJULIMHCKHA U3JAEJUS

IIpuema c [IMC Ne 185 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. CBHUICCTBCHUTC H3HWCKBAHUA KbM AKTUBHU HMIINIAHTHPYCMU MCIHUIMWHCKHU
U3/ICIHS;

2. TpoleaypuTe 3a OILIEHABaHE Ha CHOTBETCTBUETO CBHC CBHIIECTBEHUTE
HU3UCKBAaHUA,

3. M3UCKBaHUATAa KbM HOTH(DHUIIMPAHUTE OPTaHH.

Ui 2. Hapenbata ce npuiara 3a:

1. aKTUBHM UMIUTAHTUPYEMH MEAUIIUHCKH U3IICITHUS;

2. aKTUBHU UMIUTAHTUPYEMH MEIULIMHCKH U3/eNusl, U3pab0TeH! 10 MOPBUKA;

3. aKTHUBHM HWMIUIAHTUPYEMH MEAWLIWHCKH W3IENus, IMpeJIHA3HAYCHH 3a
KJIMHUYHU W3ITHTBAHUS;

4. aKTUBHU UMIUIAHTUPYEMH MEIUIIMHCKU W3JENHsI, KOUTO BKIIOYBAT KATO
HEepa3JeTHa YacT BEIIECTBO, KOETO, U3MOI3BAHO OTICIIHO, MOXKE /1a OB/e ONpeIeIeHO
KaTo JICKapCTBEH MPOIYKT IO CMHUCHIA Ha 3aKOHA 3a JICKAPCTBEHUTE IMPOIYKTH B
XyMaHHaTa MEIUIIMHA M YHMeTO JEHUCTBHE BBPXY OpraHu3Ma € CIIOMaratesiHO I10
OTHOUIICHHE Ha OCHOBHOTO INPEJIHA3HAYCHUE HA MEIUITTHCKOTO U3/IEINE;

4a. (moma - JIB, Op. 106 ot 2008 r., B cmia ot 21.03.2010 r.) akTHBHH
UMIUIAHTHPYEMHU MEAMLMHCKUA HU3JeNusl, KOUTO BKJIIOYBAT KaTO HepasdesHa dYacT
BEIIECTBO, IMOJIYYEHO OT YOBENIKAa KPHB MJIM UYOBEIIKA IUIa3Ma, KOETO, M3IOI3BAHO
OT/ICITHO, MOXKE J1a OBJIC OMPEICIICHO KaTO ChCTaBKa Ha JIEKAPCTBEH MPOAYKT HITH KaTO
JIEKapCTBEH MPOJYKT IO CMHCHIa Ha 3aKoHa 3a JIEKapCTBEHUTE MPOAYKTH B
XyMaHHaTa MEIUIIMHA ¥ YHETO JCHCTBHE BBPXY OpraHuM3Ma € CIIOMaraTeiHO II0
OTHOIICHHE HAa OCHOBHOTO MpEIHA3HAYCHIE Ha U3/ICITUETO;

5. aKTUBHM UMIUIAHTHPYEMHU MEIUIIMHCKU H3/IeJHs, C TOMOILTAa Ha KOUTO Ce
MpujIaraT BEMIECTBA, KOUTO MOTAT Ja CE ONPEACIAT KaTo JIEKapCTBEHH MPOIYKTH T10
CMHCHJIa Ha 3aKOHA 3a JICKAPCTBCHHUTE MPOIYKTH B XyMaHHATa MEIIUIIIHA,



6. NPpUHAJICKHOCTH 110 CMUCBHJIA Ha 3akoHa 3a MCIULMHCKUTC U3ACIINA.

Un. 3. Hapenbata He ce mpuiara 3a:

1. ¥H BUTPO TUATHOCTUYHHU METUIIUHCKH U3/IEIHS;

2. MEQUIIMHCKA M3AEIUA 1Mo wi. 2, ail. 1, T. 3 or 3aKk0oHa 33 MEIUILIMHCKUTE
W3IEIINS;

3. NeKkapcTBeHHW MPOAYKTH MO CMHCHIa Ha 3aKOHa 3a JEKapCTBEHUTE
IIPOIYKTH B XyMaHHATa MEIULUHA.

Un. 4. AKTUBHUTE HMIUIAHTUPYEMHU MEIWIMUHCKH W3JENHus Mo Wil. 2,
HapUYaHW TO-HAaTaThK '"m3nmenus", TpsOBa Ja OTroBapsT Ha CHIICCTBCHHUTE
M3WCKBAaHUS Ha TJiaBa BTOpa, KOWUTO C€ TMpujaraT KbM TSIX B 3aBHCUMOCT OT
CIEIMATHOTO NMpeJHa3HAYeHHE Ha ChOTBETHOTO H3/EIHE.

Un. 5. MeauuuHCKATE H3AEIUS 10 4Wi. 2, ¢ M3KIIOYEHHE Ha W3JE/IHATA,
IpeHa3HAuYeHU 33 KIIMHUYHO U3IHUTBaHE, U U3AENUATa, U3pabOTeHH IO MOphUKa, Ce
IMycKaT Ha Tas3apa W/wiu B jAelcTBHe, Korato umar HaneceHa "CE" MapkupoBka,
KOATO y/JOCTOBEpSiBA, Y€ CHOTBETCTBUETO Ha U3JENMITa CbC CHUIECTBEHUTE
M3UCKBAaHUA Ha IJ1aBa BTOpA € OWJIO OLIEHEHO MO MPUJIOKUMUTE MPOLEAYypHU IO IJlaBa

Tpera.

Un. 6. MenuuMHCKUTE U3AENUs MO Wi. 2, T. 3 ¢ MPEAOCTABAT 32 KIMHUYHO
HN3IIUTBAHEC Ha H3CJIICO0BATCII HpI/I CIia3BaHC Ha H3HCKBaHUATA, IIOCOUYCHH B IJIaBa
Tpeta, pasnen Il ot 3akoHa 3a METUIIMHCKUTE U3/ICIIHSL.

Wi 7. MeIMUMHCKUTE U3IETUS 1O Wi. 2, T. 2 C€ MyCKaT B ACHCTBHE, KOTATO
OTroBapsAT HAa M3MCKBAaHUATA Ha IJ1aBa IbpBa, paszein ||l or 3akoHa 3a MeAMIIMHCKUTE
U3JENHS.

Y. 8. MemumuHCKUTEe H3IeNHs MO Wi. 2, MPOSKTUPAHH U TPOU3BEICHH B
CBOTBETCTBHE C OBJITapCKUTE CTaHAAPTU, KOUTO BBBEKIAT XAPMOHU3UPAHUTE
eBponeiicku cTangaptd, nyonukyBanu B "Oduimanen BecTHUK" Ha EBpomeiickus
ChI03, CE MPUEMa, Y€ ChOTBETCTBAT Ha CHIIECTBEHUTE N3UCKBAHUS 110 TJIaBa BTOPA.

['maBa BTOpA.
CBIIECTBEHU U3NCKBAHUA

Pasznen .
OO1mm U3NCKBaHUA

Un. 9. Uzpmenmmeto ce MpoOeKTHpa M MPOU3BEXKAA Taka, 4e KOraTo ce



HUMIUIAaHTHpa HOpHA  ONOPCACIICHUTEC 3a HEro YCIOBUA MW CC HU3NOJI3BA CIIOpEA
npeaAHasHa4YCHUETO CH, Oa HC Cb3JaBa pPUCK 3a Oe3oImacHOCTTa Ha nanueHTa, Ha
MCIUIWHCKUA CIICHUAINCT UJIN Ha TPCTH JIMIIA.

Ui 10. Uspgenuero TpsibBa Ja MOCTHra mMpeaHa3HAYCHUETO, OMPEICICHO OT
MIPOU3BOJIUTENS, KATO C€ MPOCKTHpa W TPOM3BEKIA TakKa, Ue Jla OCHIIECTBABA €/IHA
WJIH TIOBEYE OT CICJAHUTE (PyHKIUU:

1. quarHocTHKa, npodunakTuka, HabIroAeHNE, ICYeHNEe WK O0JIeKYaBaHe Ha
3200JIIBaHUS;

2. IMarHOCTHKA, HAOIOICHUE, JICYCHUE, 00JIEKUYaBaHEe MIJIM KOMIICHCUPAHE Ha
TpaBMH WX UHBAJIUIOHOCT,

3. wu3cnenBaHe, 3aMsHAa WM KOPEKIMs HAa aHATOMHYHA 4YacT WM
(U3HOIOTHYCH TIPOIIEC;

4. KOHTPOJ BBPXY Ipolieca Ha 3a0peMeHsIBaHe.

Un. 11. Uzgenueto ce mpoekTHpa M MPOU3BEXKJa Taka, 4ye IO BpeMe Ha
[IOCOYEHUsI OT TIPOU3BOJAUTENSI CPOK HA TOJHOCT, KOrato € IOJUIOXKEHO Ha
HAaTOBApBaHUs, KOETO € BB3MOXKHO B YCIOBHS Ha HOpMajHa ymnorpeoa,
XapaKTepUCTUKUTE U (QYHKIMOHUPAHETO My cbIitacHO wi. 9 u 10 na He ce mpoMeHsT
JI0 CTEIEH, KOSATO MOYKE Ja U3JI0)KM Ha PUCK KJIMHUYHUTE yCJIOBUS M 0€30I1aCHOCTTA
Ha MAlMEeHTUTE UM Ha MEJIULIUHCKUTE CIEeIUAINCTH.

Un. 12. UznenueTo ce MpOeKTHpa, MPOM3BEXkJa M OIAaKOoBa Taka, 4e MNpHU
TPAHCHOPTUPAaHE U CBXPAHEHUE, aKO C€ CMa3BaT YCJIOBUATA, ONPEIEIIEHU OT
NpOU3BOUTENS  (TemmepaTypa, BIAQXHOCT M Jp.), Ja He ce BIoLIaBar
XapaKTEepPUCTUKUTE U AEUCTBUETO MY.

Un. 13. Beceku HexenaH cTpaHUYeH e(dekT mpu ymoTpebdaTa Ha U3ICIUETO
TpsiOBa J1a € B paMKHUTE HAa MPUEMIIMBHS DPUCK, HPELEHEH CIPSAMO IMPEABUICHOTO
IpeHa3HaYeHUe U T0I3aTa.

Yn. 13a. (Hos - [IB, 6p. 106 ot 2008 r., B cuia ot 21.03.2010 r.) Ipu
JIOKa3BaHETO Ha CHOTBETCTBHETO HA HW3/ICIHMETO ChC CHIICCTBCHUTE M3UCKBAHUS CE
BKJIFOYBAT M JAHHUTE OT KIIMHUYHOTO OLICHSBAHE CHIJIACHO TJIaBa TpeTa OT 3aKOHa 3a
MCIUIIMHCKHUTE U3CIINA.

Paznen 1L
[IpoexkTpane U KOHCTpyUpaHe

Un. 14. Pemenusita, NpHETH OT MPOU3BOIUTENS 3a MPOEKTUPAHE U
KOHCTpyUpaHEe Ha U3JeNneTro, TpsOBa Ja ca B CBHOTBETCTBUE C MPUHILUIIUTE 3a



0e30MacHOCT U JAa OTHUTAT PA3BUTUCTO HA HOBHUTC TCXHOJIOT'UU.

Un. 15. Uznenuero ce mpoekTHpa, IPOU3BEXkKJa U OMAaKoBa B €THOKpaTHa
OIAKOBKa CBITIACHO MPOLEIYPH, KOUTO OCHTYPSIBAT CTEPHIIHOCTTA MY JI0 OTBAPSIHETO
Ha OMAaKOBKaTa M MMIUIAHTUPAHETO My, KOTAaTO CE€ TPAHCIOPTHpA U ChXpaHsIBa MPHU
YCIIOBHUSATA, ONPEACTICHN OT IPON3BOANTEIIS.

UYn. 16. Uznenueto ce MpoeKTHpa W MPOM3BEkKIA Taka, ye Ja Ce OTCTPAHU
WIN CBEJIC 10 MUHUMYM:

1. pucKBT OT (U3MYECKO HapaHsSBaHE BBbB BPh3Ka C HETOBUTE (DH3HUECCKU
XapaKTePUCTUKH, BKIIFOUUTESITHO HETOBUTE Pa3MepH;

2. PUCKBT NPU M3IMOJI3BaHE HA M3TOYHUIM HA CHEPrus (PUCKOBETE, CBbP3aHH
C M30JIaIKATa, YTeUKaTa Ha TOK MJIM MPETPsiBAaHE HA U3JICITUETO),

3. PHCKBT, CBbp3aH C NIPEABUAMMHU MPOMEHHU B OKOJIHATA cpela (MarHUTHO
Mojie, BBHIIHU CICKTPUYCCKH BIMSHUS, pPa3psg OT CTATHYHO EJICKTPHUYECTBO,
HaJIsITaHe, MPOMEHU B HAJISITAHETO ¥ YCKOPEHUETO | JIp.);

4. pUCKBT OT TepalleBTUYHATa MaHHITYJIAIHsI, OCOOCHO KOraTo Ce M3MOJI3BAT
nedubpuIaTOpu UM BUCOKOUYECTOTHA XUPyprudecKka amnapaTypa;

5. (u3m. - /1B, 6p. 106 ot 2008 r., B cuna ot 21.03.2010 r.) pucksT, CBBP3aH C
HOHU3UPAIIH JIBYCHHS OT PaJIMOAKTUBHH BELIECTBA, BKIIFOUCHH B M3CIIUETO CHIIIACHO
n3ncKkBaHusATa Ha Hapenbata 3a oCHOBHHTE HOpMH 3a paauanuoHHa 3ammuTa (B, 6p.
73 ot 2004 r.), Hapen6a Ne 30 ot 2005 r. 3a ycioBUSITa U pefa 3a OCUTYpsIBaHE
3alUTa Ha JIMIATa MPU METUIIMHCKO obmbpuBane (00H., JIB, O6p. 91 ot 2005 r.; u3Mm.,
op. 99 ot 2006 r.), Hapenba Ne 32 ot 2005 r. 3a ycloBHATa M pejia 3a U3BbPIIBAHE Ha
WHAMBUYaJCH JO3MMETPUYCH KOHTPOJ HA JHIaTa, padOTel C W3TOYHHIIM Ha
Honmsupamu npueHus (B, Op. 91 or 2005 r.), Hapenba Ne 21 or 2006 r. 3a
YCIOBUATA M pejia 3a MPOBEXKJAaHE HAa MEAUIMHCKO OOJbYBAHE C HM3TOYHMIIM HA
WOHM3MpAIIY JTBYCHHUS TMPH HM3BHPIIBAHC HAa MEIMKOIPABHH IMPOLEAYPH Ha JIMIIA,
cpelry KouTo € o0pa3yBaHO HakazaTelHo mpous3BoiacTBo (B, 6p. 67 or 2006 r.) u
Hapenta Ne 28 ot 2005 r. 3a ycnmoBusATa M pefa 3a perucrpanus, oopaboTtka u
ChXpaHsIBaHE Ha JaHHUTE, ChIBPIKAIIM CE B PETUCTHPA HA JIUIATA, KOUTO PAOOTAT WU
ca pabotunu B cpena Ha Wonusupamm JpueHus (B, op. 76 ot 2005 r.);

6. pHCKBT, KOWTO MOXE Ja BB3HUKHE, KOTaTo MOJAPHKKATA W
KaJIMOPUPAHETO HAa M3JICIIMETO CTAHAT HEBB3MOXKHH, BCIICACTBUE HA:

a) yBeJIMYaBaHE yTeUKaTa Ha TOKa,

0) cTapeeHeTo Ha MaTepUaIUTe, BIOKEHU B U3/ICITNETO;

B) 3arpsIBAHETO, TCHEPUPAHO OT CAMOTO U3/ICITHUE;

I) HaMmajeHaTa TOYHOCT Ha HSIKOM OT M3MEPBATCIHUTE WM KOHTPOJIHHTE
YCTpPOMCTBA.

Un. 17. Uznenuero ce mpoekTHpa M IPOU3BEXKJA Taka, 4e J1a TapaHTHpa
XapaKTepUCTUKUTE U AEHCTBUETO CHIVIACHO pa3zen I, kato ce cbobpassiBa Che:

1. u36opa Ha U3MOJI3BAHUTE MaTEpHald, OCOOECHO MO OTHOIIEHUE Ha TAXHATA
TOKCUYHOCT;

2. CBBMECTUMOCTTAa MEXIy H3IMOI3BAaHUTE MaTepHaid W OWOJOTHYHHUTE



THKaHH, KJICTKH U TSJIICCHU TEYHOCTH MPEIIBUJI IPETHAZHAYCHUETO HA U3/ICIIUETO;

3. CbBMECTHMOCTTa Ha M3/EJIHMETO C BEIIECTBOTO WJIM BEIECTBAaTa, KOUTO €
MpeIHa3HA4YeHO J1a TpUIIara;

4. CUTYpHOCTTa Ha BPB3KHTE, KOSITO FapaHTHpa 0€30MacHOTO My M3I0JI3BaHE;

5. CUTYpPHOCTTA Ha U3TOYHUKA HA CHEPTHS;

6. 3amMTaTa Cpenry Te40Be, aKo € HeOOXO0IUMO;

7. (mom. - 1B, 6p. 106 ot 2008 r., B cuna ot 21.03.2010 r.) TouHocTTa Ha
MPOrPAMHHUTE U KOHTPOJIHHUTE CHCTEMH, BKIIIOUUTEITHO Ha codryepa. 3a u3enus,
KOWTO BKJIIOYBAT coTyep miau ca 3a copTyep, KOWTO cam 1o cebe cH MpeacTaBisiBa
MEIUIMHCKO u3zienue, cohTyepbT TpsiOBa na Obje BATUIUPAH CHIIIACHO PA3BHTUETO
Ha HOBHTE TEXHOJOTHH, KaTO CE OTYUTAT MPHUHIIMIUTEC HA PA3BUTHE HA >KU3HCHUS
IIUKBJI, YIPABIICHHE HA PUCKA, BAJTUIAIMS WU TIOTBBPXKIaBaHE.

Yn. 18. (U3m. - IB, 6p. 106 ot 2008 r., B cuna ot 21.03.2010 r.) (1) B
CIy4auTe Ha MEJUIHUHCKO HW3jeiue Mo wi. 2, T. 4 win 4a BEIIECTBOTO, KOETO €
OTIPEJICNICHO KaTO JIEKapCTBEH MPOAYKT, WM JICKAPCTBEHHST MPOIYKT, MOIYYEH OT
YOBEIIKa KPHB WJIM YOBEIIKA IUTa3Ma, TPsOBa Ja OTroBaps Ha W3MCKBaHUATA 3a
Ka4ecTBO, 6€30MacHOCT U €(pUKACHOCT CHITIACHO 3aKOHA 32 JICKAPCTBEHHUTE MPOAYKTH
B XyMaHHaTa MEJMIIMHA.

(2) Hotudumupanust oprad no wi. 64, an. 2 wimm wi. 65 or 3akoHa 3a
MEIUIMHCKUTE U3ACINsI, OOOCHOBaBalKM HEOOXOJOMMOCTTA OT BK/IIOYBAHETO Ha
BEIIIECTBOTO B MEAMUIIMHCKO H3AENUe Mo Wi. 2, T. 4 mpeaBu/ MpeIHa3HauYeHUETO MY,
M3HCKBA CTAaHOBUIIE OT pEryjlaTopeH oOpraH Ha JIbpXKaBa 4WICHKa WIH OT
EBporneiickata arenuus no jekapctBata (EAJI) 3a kauecTBOTO M Ge3omacHOCTTa Ha
BEIIECTBOTO, KAaKTO W KIMHMYHA OIEHKAa Ha CBHOTHOIICHHWETO TMOJN3a/pUCK OT
BKJIIOYBAHETO My B wu3aenueto mo an. 1. [lpum u3rorBsiHe Ha CBOETO CTAaHOBUIIE
peryiaTOpHUSAT OpraH Ha JbpkaBata uieHka win EAJl oTunTa mpoOW3BOJICTBEHUS
mpolec W JaHHUTE, OOOCHOBABallM IOJd3aTa OT BKJIIOYBAHETO Ha BEIIECTBOTO B
W3JIEITHETO, MPEAOCTAaBEHN OT HOTU(DHUIIMPAHUS OpTaH.

(3) B ciiyuante Ha uznenue mo wi. 2, T. 4a EAJI u3znaBa cTaHOBHIIIETO 110 aJl.
2.

(4) Tlpu mpomMeHH BBB BEIIECTBOTO MO aji. 1 Hali-4ecTo BCJCACTBHE HA
MIPOM3BOJICTBCHHSI TIPOIEC IPOU3BOAMTEIAT YBEJAOMSBA HOTH(GUIIUPAHHS OpPTraH.
Hotudunupanusr opran M3MCKBa CTAHOBHILE OT CHOTBETHHUS PETYIATOPEH OpraH Mo
an. 2 unu ot EAJI 0THOCHO Ka4ecTBOTO U 0€301acHOCTTa Ha TIPOMEHEHOTO BEIIIECTBO.

(5) Perymatopuust opran Ha abpxaBaTa wicHka win EAJl oTunta maHHuTE
3a MoJj3aTa OT BKJIFOYBAHETO HAa CHOTBETHOTO BEIIECTBO B M3IEIHETO, MPEJOCTABEHU
0T HOTH(UIMpAHUS OpraH, 3a Ja MPeleHU [aiu NPOMEHUTe Mo ain. 4 HsaMar
OTPHUIIATEITHO BH3/ICHCTBUE BHPXY YCTAHOBEHOTO CHOTHOIIICHHE TI0JI3a/PHUCK.

Y. 18a. (Hos - JIB, Op. 106 ot 2008 r., B cuia ot 21.03.2010 r.) (1)
CrotBeTHUAT perynatopeH oprad win EAJI uznaBa HayuHOOOOCHOBAHO MpeANrcaHue
Ha HOTU(DUIMPAHUS OpraH, KOTraTo Moiy4d WH(OopMaIus, ye BIaraHoTo B U3ACITUETO
mo wi. 18, an. 1 momomHO BemecTBO OM MOTJIO Ja TOBIHsSEC Ha YCTAHOBEHOTO
CBHOTHOIIICHHUE TT0JI3a/PUCK.



(2) B ciiyyaute no an. 1 HoTHUIPAHUAT OpraH MPELeHsBa U3BBPIIBAHETO
Ha [TOBTOPHA OLIEHKA HAa ChOTBETCTBUETO HA U3AEIUETO 10 MPUIOKUMUTE NPOLIEAYPH.

Uin. 19. U3nenuneTo u KoraTo € He0OXOAMMO - U ChCTABHUTE MY YacTH, TpsiOBa
Ja ca wWACHTU(UIMpPAHW Taka, Y€ TpPH NOTEHIMAJIeH pPUCK Ja MoraT Ja ce
MpeanpueMaT HeOOXOMMHTE MEPKH 3a 3alIHTA.

Y. 20. (1) Bepxy u3nenuero ce mocTaBsi KoJi, Ype3 KOHTO HEJIBYCMHUCIICHO Jia
Morat ga ce I/IJIeHTI/I(l)I/IHI/IpaT BUABT Ha MH3ACITIUCTO, HCTOBUAT IMPOU3BOJUTCII U
roJiiHaTa Ha MPOM3BOJICTBO.

(2) Koast o an. 1 tpsiOBa ja ce pas3ymra JIeCHO, aKO € HeoOXxoaumo, 6e3 aa
C€ HaJlara Xupypruuecka HHTEPBEHIIUA.

Y. 21. KoraTo BbpXy M3AECTUETO MM BHPXY HETOBHTE HMPUHAIIC)KHOCTH Ca
HAaHECEHM BU3YaJM3UPAHM WHCTPYKIMH 3a yHnoTpeba - MoKa3aHHUsS 3a ONEpaTUBHUTE
WIM peryiupammre napaMmeTpu, Ta3u HMHpopmanus TpsOBa Ja e paszdbupaema 3a
MEAULIUHCKUS CIEIUAINCT U, aKO € He00X0AUMO, 32 MaIHeHTa.

Un. 22. (1) Bepxy BCSKO HM3[ETHE CE HAHACAT YCTIMBO M HE3aJIMIUMO
CJIETHUTE JaHHU:

1. BBpXyY CTEpHIIHATA OMTAKOBKA!

a) METOJ] Ha CTepUIIN3ALIUs;

0) yka3aHue, 4e OIIaKOBKaTa € CTCPUIIHA;

B) IMETO U aJIpeChT Ha IPON3BOIUTEIIS,

I') ONMCaHUE Ha U3/IEIHETO;

1) U3pa3bT "'camMo 3a KIMHUYHO M3MUTBAHE", aKO U3/ICJIUETO € IIPeHA3HAYCHO
3a KIIMHUYHU M3IATBAHUS;

€) u3pa3bT "Mo MophUKa", aKo U3AETUETO € U3PAOOTEHO MO MOPHUKA;

) JeKIapaius, 4ye U3JIeIMeTo € B CTepHITHA Cpea;

3) MeceIl ¥ TOJIMHA Ha MPOU3BOJICTBOTO;

1) KpaeH CPOK, /10 KOWTO U3AEITUETO MOXKE J]a C€ UMIUIaHTHpa O€30IacHO;

2. BbpXY NMOTpeOUTENICKATA OTIAKOBKA!

a) (morm. - JIB, 6p. 106 ot 2008 1., B cmma ot 21.03.2010 r.) umeTo 1 ajpechT
Ha MPOU3BOJIUTENS U UMETO M aJipeca Ha YI'BIHOMOLIEHHS] My MpEACTaBUTEN IO Yl
10, an. 2 or 3akoHa 3a MEIMIMHCKUTE HU3AENHUS, KOTaTo MPOM3BOAMTEIAT HE €
YCTaHOBEH Ha TEPUTOPHSTAa Ha Jbp)KaBa WICHKA WIH JbpXkaBa OT EBpormeiickoTo
MKOHOMUYECKO MTPOCTPAHCTBO;

0) onMcaHKe Ha U3JICITUCTO;

B) Mpe/IHAa3HAYCHHE Ha U3/ICIIHETO;

I') CbOTBETHUTE XapaKTEPUCTUKHU 3a yIoTpedaTa My;

1) U3pa3bT "'camo 3a KIMHUYHO M3MUTBAHE", aKO U3/ICJIUETO € IIPeHA3HAYCHO
3a KIIMHUYHU M3IATBAHUS;

€) u3pa3bT "Mo MophUKa', aKo U3AETUETO € U3PAOOTEHO MO MOPHYUKA;

) JeKIapaius, ye U3JIeIMeTo € B CTepHITHA Cpea;



3) Mecell ¥ TOJIMHA Ha MPOU3BOJICTBOTO;

1) KpaeH CPOK, 0 KOWTO U3IEIHETO MOXKE JIa C€ UMIUIAHTHPA;

K) YCJIOBHS 32 TPAHCIIOPTUPAHE M ChXPaHCHHE HA U3JICITHETO;

1) (aoBa - JIB, 6p. 106 ot 2008 r., B cuna ot 21.03.2010 r.) o603HaueHue, ye
W3JIEIIUETO ChIbPKa BEIIECTBA, MOTYYCHH OT YOBEIIKA KPHB WM YOBEIIKA IIa3Ma, B
CIy4auTe Ha U3JEIue Mo wi. 2, T. 4a.

(2) Kwmeto ¢ moaxomsmo, uHbopMmanusaTa mo ain. 1 Moxke ga Obie
MpeICTaBeHa BbB BUJ HA OOIIOMPUETH CUMBOJIH.

Y. 23. (1) Besiko m3menue, KOETO ce MycKa Ha Masapa, ce HpUIpYy)Kasa ¢
MHCTPYKIMS 3a YIIOTpeOa, KOATO ChAbpKa:

1. roguHara, B kosaTo € HaHeceHa "CE" mapkupoBkara;

2. napopmManuara o wi. 22, T. 1 u 2 ¢ u3KII0YeHNe Ha Mecell U TOJIMHa Ha
MIPOU3BOJICTBOTO U yKa3aHUE 32 KpaeH CPOK, 0 KOMTO e 6e30macHO U3JeNIMeTO JIa ce
UMIUIaHTHPA;

3. XapakTepuUCTUKUTe Ha wuzfenueto no wi. 10 u BCHYKM HEXeIaHU
CTpaHUYHU €(PEKTH;

4. yadopmariys, TO3BOJISIBAINA HA JIeKaps Ja u30epe MOoaXOAII0TO U3IEHE,
CBHOTBETHHS cOPTyep U MPUHAICHKHOCTH KbM HETO;

5. uHdopmanms, mpeAHa3HayeHa 3a JieKaps, ako € HEeoOXOauMO - U 3a
MalyeHTa, 3a MPaBWJIHO IOJ3BaHE HA HU3JEIHMETO, HErOBUTE MPUHAJUICKHOCTH U
copryep, BKIIOUMTEIHO HH(pOpManus 3a BUAA, oOxBaTa Ha JAEUCTBHE U
NEPUOANYHOCTTA HA W3BBPIIBAHE HAa NPOBEPKUTE W M3MHUTBAHUATA, a KOTaTo €
HEO0OXO0IMMO - M MEPKH 3a MOJIPHKKA;

6. uHpopManus, MO3BOJABAIIA PUCKOBETE, CBBP3aHM C HMMIUIAHTHpPAHE Ha
U3IeNUETOo, 1a ObIaT n30erHaTy;

7. uHpopMalus 3a PUCKOBE, MPOM3THYALIM OT B3aUMOJEWUCTBUE C Jpyra
amapatypa, HMHCTPYMEHTH, KOMTO MOTraT Ja IOBIUAAT HEOJIaronpusiTHO BBbPXY
JEMCTBUETO HA U3JEJIMETO TI0 BpeMe Ha crienu()UuHN U3CIIeABaHUs WK JICUCHHE,

8. HeoOXoaMMHTE WHCTPYKIMH, B CIlydaii d4e CTepHiHATa OITaKOBKa Ce
MOBPEAHN, M MOAXOSIIM METOIM 32 TOBTOPHA CTEPUIIU3ALIMS, AKO € Bb3MOXKHO;

9. ykazaHue, ako € HeoOXOAUMO, Y€ M3/IETHETO MOXKE J1a CE TI0JI3Ba IOBTOPHO
caMO cJieJl BB3CTaHOBSIBAHE OT IPOM3BOAMTENS W TapaHUUs OT HEro, 4e Cclien
BB3CTAHOBSIBAHETO U3/IEJIMETO OTrOBapsl Ha ChIIECTBEHUTE U3MCKBAHUS HAa Hapenoara;

10. cpok Ha rOJHOCT HA EHEPTUWHUS U3TOYHUK;

11. mpeana3HuTEe MEPKU IIPU MPOMEHH B IEHCTBUETO HA U3/EIUETO;

12. npeana3HuTe MEpPKM NMpH MNPEABUIUMH BBHIIHU YCJIOBUS B Cly4ail Ha
u3IaraHe Ha MAarHUTHO T0JI€, BBHIIHHM EJEKTPUYECKU BIUSHUSA, €JICKTPOCTATHUCH
paspsij, HaJIsraHe Wid IPOMEHHU B HAJIATAHETO, YCKOPEHUE;

13. moxxozsia nHGpopMaLKs 3a JEKapCTBEHUs MPOIYKT, KOWTO € MpeIBUACH
Jla ce Mpuara ocpeiCTBOM U3EIHETO;

14. (moBa - JIB, 6p. 106 ot 2008 r., B cuma ot 21.03.2010 r.) mara Ha
M3TOTBSIHE HAa MHCTPYKIMATA 32 yroTpeOa WM Ha MocleHaTa i peaKiusl.

(2) Unctpykimsara 3a ymnorpeba BKIIOYBA WH(pOpPMALUs, MO3BOJSIBAIIA HA



JICKAps Ia pa3siCHU Ha MAallUCHTA IIPOTUBOIIOKAa3aHUATA OT yHOIpeGaTa Ha U31CIHUcCTO.

Un. 24. N3penuero ce mpuapykaBa OT TOKJIA OT KIMHUYHOTO U3MUTBAaHE IO
1. 57 0T 3aKOHA 3a MEIUIUHCKUTE U3/EIHs, C KOWTO Ce MOTBBPXKIABA, Y€ U3/ICTUETO
IpU HOPMAJHU YyCIOBHA Ha paboTa OTroBaps Ha M3MCKBAaHMATA Ha pasaen | u e
OLIEHEHO CHOTHOLIEHUETO MO0JI3a/PUCK HA U3JIEITUETO.

['maBa Tpera.
OLEHABAHE U YIOCTOBEPABAHE HA
CBbOTBETCTBHETO

Un. 25. Tlpemn na wanmece "CE" MapkupoBKata BBPXY H3ICIHETO, C
W3KJIIOYEHHE Ha W3Jeusl, U3pab0oTeH! MO MOpbUKa WK NMpeJHa3HAYeHH 33 KIMHUYHU
U3NUATBAHUSA, IPOU3BOAUTEIAT IIpHJIara €iHa OT CJIEJHUTE IIPOLEypH 32 OLICHSIBAaHE:

1. "IIpHO OCcUTypsiIBaHE HA KA4eCTBOTO" ChIIaCHO mpuiiockeHue Ne 1, unu

2. "EO uscnenBane Ha Tuna" chriacHo npuiioxkeHue Ne 2 B chueTaHHE ChC:

a) npouexaypata " EO npoBepka Ha mpoaykra" chriacHo npuioxenue Ne 3,
W

0) mpornenypara "OcHurypsiBaHe KadeCTBOTO Ha MPOM3BOACTBOTO" CHIVIACHO
npuiioxeHue Ne 4.

Un. 26. Ilpou3BomuTensaT MOXKe Ja BB3IOKH Ha YIBIHOMOILEHUS CH
npeacraButen no wi. 10, an. 2 or 3akoHa 3a MEAWIIMHCKUTE W3JEHHS Aa MPUTIOKU
MPOIIEAYPUTE 32 OIIEHABAHE HA CHOTBETCTBUETO MO MpuiiokeHust Ne 2 u 3.

UYn. 27. (1) [IpousBomurensr u/wim HOTHGHUIUPAHUAT OpraH o wi. 64, an. 3
Wi wi. 65 or 3akoHAa 3a MEAMIIMHCKUTE H3JETUS [0 BpeMe Ha TpWiaraHe Ha
MIPOLICTyPUTE 32 OICHSBAHE HA CHOTBETCTBUETO OTUMUTAT PE3yJITATHTE OT OIICHABAHETO
W TpoBepKaTa Ha NPOU3BOACTBEHUTE OIEpallid, KOraTo Te C€ IMPOBEXIAT B
CBHOTBETCTBHE C M3UCKBAHUATA HA Hapea0aTa Ha MEXJMHEH eTall OT IPOU3BOICTBOTO.

(2) Hotudpumupanuar opraH MoKe Ja M3MCKBA OT MPOU3BOIUTEIS HIIH OT
YI'BITHOMOIICHUS MY MPEACTaBUTEN BCSKaKBa MHGOPMAIMS WU JaHHU, HEOOXOAUMU
3a WM3BBPIIBAHE OICHSBAHE HA CHOTBETCTBUETO IO CHOTBETHATA TMPOIEAypa, KaTo
MPeJICTaBU MOTHBH 3a TOBA.

(3) (M3m. - IB, 6p. 106 ot 2008 r., B cuna ot 21.03.2010 r.) Pemienusita Ha
HOTH(UIIUPAHUTE OPTaHU TPU MPHUIIATAHE HA MPoIeIypuTe 1o priiokeHus Ne 1, 2 u
4 ca BaTUIHM 3a CPOK S FOJWHHM M MOTAT J1a ObAT YIBDKEHH 3a OIe S rOANHU TpH
M0/IaBaHe Ha 3asiBIICHHUE OT MPOM3BOJIUTEINS B PAMKUTE Ha ONpPEAENIeH CPOK, IOCOUCH B
norosopa 1o ui. 11, an. 4 ot 3akoHa 3a METUIIUHCKUTE U3JIEIIHS.

(4) JoxymeHTammsra W KOPECIOHACHIIUATA, CBBP3aHA C MPOIECIAYPHUTE,
MOCOYEHU B WiI. 25, TpsiOBa na Ob/ie Ha OBITapCKU €3UK WM Ha OPUIIHATHHS €3UK Ha
IbpKaBaTa WIEHKA, B KOSTO C€ W3IIBJIHSBAT TPOIEAYpPHUTE, WIM Ha HW30paH oOT



HOTI/I(l)I/II_II/IpaHI/Iﬂ OpraH I10 4J1. 65 ot 3akoHa 3a MCAULMHCKUTC U3ACINA C3UK.

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

Y. 28. JIueto mmo wi. 61, an. 1 ot 3akoHa 3a MEIUIIMHCKUTE U3IEIIHS, KOETO
KaHJAUJATCTBa 3a TOJMyYyaBaHEe Ha pa3pellieHHe 3a OlLCHSBaHE CHOTBETCTBHETO Ha
W3MenusITa 1O Wi 2, TpsOBa Ja OTroBaps Ha W3WCKBAaHUATA HA HAIMOHATHHUTE
CTaHJAPTH Ha IBHP)KABUTE UICHKH, KOUTO BBHBEXKIAT XaPMOHHU3UPAHUTE €BPOINEHCKHU
cranmapti  EN 45011, EN 45012 u EN ISO/IEC 17025, B 3aBUCUMOCT OT
MPOLICTyPUTE W U3JICTHUATA, 32 KOUTO KaHAUIATCTBA, U:

1. ma MoXe na W3MBIHSABA €IHA WM IOBEYE MPOLEIypH 3a OICHSIBaHE
CHOTBETCTBUETO HA U3AEIHUATA IO WI. 2;

2. 1a WMa METONVKA W WHCTPYKIMHM 32 U3IWTBAHE HA AaKTUBHUTE
MMIUTAHTHPYEMHU MEIUIMHCKH W3JIEIUs, KOraTo He Ce MpujaraT CTaHJIapTUTE 1O Y.
13 ot 3akoHa 3a MEIUIIMHCKUATE U3JICIIH;

3. Ia ©Ma HapBUHUK U MPOIIEIypH HA CUCTEMATA 110 KAYECTBOTO.

Yn. 29. (1) Jlumero mo un. 28 monama no mpejacenatens Ha JbpkaBHaTa
areHIUs 3a METpOJIOTuYeH U TexHuuecku Hamsop (JAMTH) nokymenrtamusTa mo 4.
61, ain. 3 ot 3aKkoHa 3a MEIUIIMHCKUTE U3ICINS.

(2) B cmygaute mo ui. 61, an. 4 ot 3akoHa 32 MEAUIIMHCKUTE U3CINS JTUIETO
npenctassa Ha npencenarens Ha JJAMTH ceptudukar 3a akpeauraius oT oprad mo
aKpeauTalMs Ha JbpXKaBa uleHKa - wieH Ha EBpomelickaTa opranuszanus 3a
akpeauTanys 1 noamnucan Myntunatepannoro crnopasymenne (MLA) B choTBEeTHHTE
o0acTy, B 3aBUCUMOCT OT U3JIEIMTA U IPOLEIYPUTE, 32 KOUTO KaHAUIaTCTBA:

1. 3a "I[IenHO ocurypsiBaHe Ha KadecTBOTO" (mpmiiokenme Ne 1) - mo
cranaapt EN 45012;

2. 3a "EO wuscnenpane Ha tuna" (mpwioxenue Ne 2) - mo cranmaptu EN
45011 u EN ISO/IEC 17025;

3. 3a "EO nposepka Ha npoaykta" (npunoxenue Ne 3) - mo cranmaptu EN
45011, EN 45012 u EN ISO/IEC 17025;

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

(3) KpM mokymeHTanmsTa mo aja. 1 uid 2 ce mpuiara ciupaBka B TaOlIWycH
BUJ, CBHIbpXKAalla BHUAOBETE AKTUBHU HMIUIAHTUPYEMH MEAULIMHCKU U3JIEIIUs,
MPUIOKUMHUTE 32 TAX CHUIECTBEHU H3UCKBAHMS, XAPMOHU3UPAHUTE CTAaHAAPTU WM
METOJMKUTE U MHCTPYKIIMHUTE 32 U3MEPBAHE U U3MUTBAHE, KOUTO Il CE MpUjiaraT npu
OLICHSIBaHE Ha CHOTBETCTBUETO.

JIOBbITHUTETHU pa3nopeon

8 1. ITo cmucwira Ha Hapembata "Hekeman crpanmueH epekT' € BCEKH



HEXeJaH M HEMpeIBUIEH OTrOBOP KbM aKTHMBHOTO HMILIAHTHPYEMO MEIUIIUHCKO
U3JIeNue TIPU YCIIOBUS Ha ynotpeba, ONMpeeieHH OT MPOU3BOANTENIS, BKIIOYUTEIHO B
pe3yaTaT Ha HEIOCTAThIIM WM HEMBIHOTH B MHCTPYKIMSTA 3a yrmoTpeda W BCAKO
CHOUTHE, KOETO € MPUYNHEHO OT MOTPEOUTEICKA IPEIIKa.

8§ 2. (U3m. - IB, 6p. 106 ot 2008 r., B cmma ot 21.03.2010 r.) Hapenbata
BBbBeka pasnopenoute Ha upextuna 90/385/EMO Ha CbBeta 3a cOMMKaBaHETO Ha
3aKOHOJIATEJICTBOTO HA JBbP)KABUTE YJICHKM OTHOCHO AKTHBHUTE HMILIAHTUPYEMH
meaunuucku u3nenus (OB, Crenuanno uzganune 2007 r., rmasa 13, tom 9), mocieHo
u3MeHeHa ¢ Jlupextusa 2007/47/EO (OB, L 247 ot 21.09.2007 r., cTp. 21 - 55).

3aKTIOYUTEHH Pa3nopeon

8 3. Hapenbara ce nmpuema Ha ocHoBanue wi. 18, 1. 1 u 2 u un. 61, an. 4 ot
3aKoHa 32 MEIUIIHHCKUTE U3IEIHS.

3aKITIOYUTENHU Pa3nopeon
KBbM I[TIOCTAHOBIJIEHUE Ne 294 OT 4 JEKEMBPU 2008
I'. 3A UBMEHEHUE U JOITbJIHEHUE HA HOPMATHMBHU
AKTOBE HA MUHUCTEPCKUA CbBET

(OBH. - 1B, BP. 106 OT 2008 I"., B CWJIA OT 21.03.2010T".)

§ 3. IloctanoBnenuero Biu3a B cuia ot 21 mapt 2010 r.

[Tpunoxenune Ne 1 kM wi. 25, T. 1 nun. 27, an. 3
(M3m. u gom. - 1B, Op. 106 ot 2008 r., B cuna ot 21.03.20101.)
"[Ip1HO OcUrypsiBaHe Ha KauecTBO"

1. (mom. - JIB, 6p. 106 or 2008 r., B cunma ot 21.03.2010 r.) "IIwnnO
OCUTYpsIBAHE Ha KayecTBO" € mpoleaypa, 4pe3 KOSTO MPOU3BOJAUTENAT, KaTo
M3IIBJIHSIBA 33JBJDKCHUSITA CU TI0 T. 2, OCUTYpsIBa U JIEKJIapupa, Y€ MPOU3BEIKITAHUTE
OT HEro MEIWLMHCKHU HW3JENHs OTTOBApAT Ha NMPUIOKUMUTE 3a TAX WM3UCKBAHUSA Ha
HapenOaTa. [Ipon3BOAUTENST WU HETOBUST YI'BIHOMOIICH MpeacTtaButed mo 4i. 10,
an. 2 ot 3akoHa 3a MeAWIMHCKHATE u3nenus HaHacs CE MapkupoBkaTa BBPXY BCSKO
W3JIeIMe U U3roTBA AEKjapanus 3a choTBETCTBHE. [[ekmapanusaTa 3a ChOTBETCTBHE CE
CBhXpaHsIBa OT MPOU3BOAUTENS U CHABPKA HHPOPMAIIUA 32 €JHO WM IMOBEYE U3/IeIusl,
UICHTHPUIIUPAHN C HAMMEHOBAHWE HAa W3ACIUETO, KOJ WJIH JPYTH XapaKTepHU
nokazatenu. Jlo CE mapkupoBkata ce HaHacs HACHTU(PUKAIMOHHUAT HOMEpP Ha



HOTH(HUIMPAHUS OpraH, KOWTO IIle OCHIISCTBABA HA30pa MO T. 5.

2. IlpouwsBoauTeNnaT MOAIBPKAa ONOOpPEHa CHUCTeMa IO KadecTBOTO 3a
MPOEKTUPAHETO, TPOM3BOACTBOTO, W3XOISMIMS KOHTPOJ W W3NUTBAaHUATA Ha
U3/IeHATA CHIVIACHO T. 3 M 4 M MOAJIeKalia Ha Haa30pa 1Mo T. 5.

3. Cucrema 1o Ka4ecTBOTO

3.1. I[Ipou3BomUTENAT 1MO/IaBa 3asBJICHUE 32 OICHSIBAHE HAa CUCTEMaTa My IO
Ka4yeCTBOTO 3a CHOTBETHOTO H3JENIME IMpe] W30paHHs OT HETO HOTU(UIMpAH OpraH,
KOETO ChIbpiKa:

a) HEOOXOIMMHTE IaHHU 32 CHOTBETHHUTE W3JCIHS WM 33 KaTeropusTa
M3/IeNH, 32 KOUTO IMpoIielypaTa € MpUiIokKuMa;

0) TOKyMEHTAIlMsI OTHOCHO CHCTEMaTa M0 Ka4eCTBOTO;

B) JeKjapamusi, dYe IIe W3NBIHSIBA 3aTb/DKCHUATA, MTPOU3THYAINN OT
oJ00peHaTa cucTeMa 1o KauecTBOTO;

I') IeKJapanus OT MPOU3BOAUTENS, e IIE MOIbpXkKa 0100peHaTa cucTemMa 1mo
KaueCcTBOTO 10 HAYWH, OCUTYpSBaIl HEHHATA TPUTOTHOCT U €()EKTUBHOCT;

n) (m3m. - JIB, 6p. 106 ot 2008 r., B cuna ot 21.03.2010 r.) gexnapanus, ue
e ch3Aaje ¥ MOJIbpXkKa JOKYMEHTUPaHa CHCTeMa 3a MpocieasBaHe 0e30macHOCTTa
Ha MEIUIIMHCKUTE W3/ICIHs, ITyCHATH Ha Ta3apa /WM B JEHCTBHE CBHIIACHO TIIaBa
cenMa OT 3aKOHAa 3a MEJUIMHCKUTE W3JCNUs, W IIe H3BbpIIBA OLCHSIBAHE Ha
KJIMHUYHUTE JaHHU CBIJIACHO TJIaBa TpeTa OT 3aKOHA 33 MEIUIIMHCKUTE W3JCNUs, U
e pasmnojara ¢ MEXaHHW3MH 3a TpWiIaraHe Ha MOIXOMISNIA KOPUTHpAIIN JEHCTBHS,
CHOTBETCTBAIIM HAa YCTAHOBEHUTE PUCKOBE. [IpOM3BOANTEIAT € THKEH /1a YBEIOMSBA
W3npaHuTeNHAaTAa areHuus IO JIeKapcTBaTa BEAHAra Cjel CUTHAll 3a CIICJHHUTE
WHITUICHTH/TIOTCHIIMATHA WHITUICHTH:

aa) 3a HEW3MPABHOCT WIHM HApYyUICHUE B XapaKTEPHCTHKUTE WM (YHKIHATA
Ha W3JIENTMETO, KaKTO M 3a HEJOCTaThIM U HEMbIHOTH B MHCTPYKLHMATA 33 yIOTpeoa,
KOMTO MOTAaT Jla CTaHAT WJIM BeYe ca CTaHAJIM NMPHYMHA 32 CMBPTEH CIy4ai Wiu 3a
CEpUO3HO YBPEKIaHE 3PABETO Ha MAIEHTa/MEIUIIMHCKHUS CTICLUAIUCT;

060) 3a BcsKa TEXHUYECKA WJIM MEIUIIMHCKA TPUYMHA, CBBp3aHa C
XapaKTePUCTUKUATE WA JEHCTBHETO Ha W3MIEIHETO, KOSATO TOpagdl TNPUYINHUTE,
MOCOYCHH B MOJOyKBa "aa'", BOIM 10 CHCTEMHO M3TETJIIHE OT Ias3apa Ha M3IENUs OT
€IMH U ChIII THII.

3.2. (m3m. - JIB, 6p. 106 ot 2008 r., B cuna ot 21.03.2010 r.) Cucremara 1o
KayeCTBOTO OCHUTYpPSBa CHOTBETCTBHETO HAa MEIUIIMHCKOTO HM3ENUE C MPHIOKHMHUTE
3a HEro M3MCKBAHMS HAa HapeadaTa 3a BCEKM €Tall - OT MPOSKTUPAHETO N0 KpaifHarta
MpOBEpKa.

Bcenuky enemMeHTH, M3MCKBaHHA U TPEANUCAHUS, IPUETH OT MPOU3BOAUTEIS
3a HeTOBaTa CUCTEMa MO KaueCTBOTO, TPsiOBa J1a ca IOKYMEHTHPAHU B CUCTEMATUYEH U
XpOHOJIOTHYEH pea BBB QopmMara Ha MEpKH, MPOHEAYpPH U HWHCTPYKIIHH.
JIokyMeHTaIusiTa Ha CHCTEMaTa II0 KadecTBOTO TpsAOBa Ja ChAbpKA IIBHIHA
uHpOpMAIMs 32 MPOrpaMUTEe IO KAaueCTBOTO, IUIAHOBETE TI0 KAadyeCTBOTO,
HAapBYHUIIUTE IO KAYECTBOTO M IMPOTOKOIHMTE TIO KAadeCTBOTO. Ts BKIIOYBA CBHIIO
CHOTBETHATA JOKYMEHTAIIMs, JaHHU U 3aIHCH, CBbP3aHH C MPOLEAYPUTE 32 KOHTPOI U
MpOBEpKa HA MPOSKTUPAHETO HA M3/IEIHTA, KAKTO U IBIHO OMUCAHUE Ha:

a) [eJUTe, KOUTO MTPOU3BOJUTENIST CH IIOCTABS 332 TOCTUTaHE Ha Ka4eCTBOTO;

0) opraHuzallMoOHHATa CTPYKTypa:



aa) OTrOBOPHOCTUTE U TMPABOMOIIMATA Ha PBHKOBOJHHUS TMEPCOHAN IO
OTHOILIEHUE HA IPOEKTUPAHETO U IIPOU3BOICTBOTO HA U3/IEIUETO;

60) meTonuTe Ha mpociesiBaHe epukacHOTO GYHKIIMOHUpPAHE HA cHUcTeMaTa
M0 Ka4eCTBOTO C IIeJT MOCTUTAHE KETAaHOTO KauyeCTBO Ha MPOEKTUPAHETO, KAYECTBOTO
Ha U3/EJIUETO U KOHTPOJIA HAa U3/ENINATa, KOUTO HE ChOTBETCTBAT HAa U3UCKBAHUATA 32
KadecTBO;

BB) METOAMTE Ha MpocieasBaHe e(hUKacCHOTO (PYHKIIMOHUPAHE HA cUCTeMaTa
[0 KAauyecTBOTO W B YAaCTHOCT BUJA M CTENEHTA HA KOHTPOJ, IpHJIaraHu oOT
MOAM3IBIHUTENN, KOTaTo IPOEKTHUPAHETO, MPOU3BOACTBOTO W/WIM KpalHaTta
MPOBEpKa M M3MUTBAHUS Ha M3/ICTUETO WM HAa HETOBUTE €EMEHTH CE€ M3BBHPIIBA OT
IIOIU3ITBIIHUTEIN;

B) MpOIEAYpPUTE 32 KOHTPOJI U MPOBEpPKa Ha MPOEKTUPAHETO HA U3AENUATA U
MO-CTEIHAHO:

aa) TEXHUYECKU MPOEKTHU CHEHH(PHUKAIUHU, BKIIOUUTEIHO CTAaHAAPTUTE IO
1. 8, KOWTO Ie ce Mpuiiarat, U pe3ylTaTUTe OT PUCKOBHUTE aHAIU3H, a KOTaTo
CTaHAApTHUTE MO 4WI. 8 HE ca MPUJIOKEHU U3ISIIO - ONMMCAHUE HAa PEIICHUsITa, 3a Aa Ce
U3IIBIHAT CHIECTBEHNUTE U3UCKBaHM Ha Hapeadara;

060) MeronuTe W CHUCTEMAaTUYHUTE ICHCTBHS 3a KOHTPOJI M IpPOBEpKa IO
OCHUTypsIBaHE Ka4eCTBO Ha €Tara Ha MPOEKTUPAHETO Ha U3ACTUETO;

BB) J€KJIapalus Aajid U3/EIMETO BKJIIOYBA KaTO HEPA3/JEJIHA YacT BELIECTBO
10 CMHUCHJIA Ha 4. 2, T. 4 WK 4a ¥ TaHHU OT U3NUTBAHUATA, TPOBEJCHHU 3a OLICHSIBAHE
Ha 0e30MacHOCTTa, Ka4eCTBOTO U IMOJI3aTa OT BIaraHeToO B M3/IEIUETO Ha CHOTBETHOTO
BEIIECTBO, KaTO C€ B3eMa IPEIBUL HEFOBOTO IIPEIHAa3HAUEHHUE;

IT) JaHHU OT MPEAKIMHUYHO OLIEHSBAHE;

1) JTaHHU OT KJIMHUYHOTO OIICHSBAaHE Ha M3/ENUATa CBHIIACHO TiiaBa TpeTa
OT 3aK0HAa 33 MCAULIMHCKUTE U3CIINS;

I') IpoBEepKaTa U METOAUTE 3a OCUTYpsSBaHE KauyecCTBO HA MPOU3BOIACTBEHHUS
MPOLIEC U MO-CIEIHATHO:

aa) TMpOLECHUTe M NPOIEIypUTe, KOHTO Ca H3MOI3BAHH, OCOOEHO II0
OTHOILIEHWE Ha CTepWIM3alMsiITa, CHaOASBaHETO/OCTABKUTE M  CHOTBETHATa
JOKYMEHTAIHS;

00) mpouemypu 3a HISHTHPUKAIUS HAa TPOAYKTa, CHCTABIHH U
OCBBPEMEHSBAHU YpPE3 YEPTEXH, cleluPUKAUU WM ChOTBETHA JOKYMEHTAllUs Ha
BCEKH €Tall Ha MPOU3BOJCTBOTO;

1) U3CJIEABAHMATA U W3NUTBAHMSTA, KOUTO ILIE CE€ W3BBPLIBAT MpPEIH, IO
BpeME Ha NPOU3BOJACTBOTO U CIJEJl HEro, C IIOCOYBAaHE YECTOTaTa Ha TAXHOTO
W3BBPIIBAHE U M3MOJ3BaHATa U3IUTBATENIHA anapaTypa.

3.3. (mom. - B, Op. 106 or 2008 r., B cmma ot 21.03.2010 r.)
Hotudunupanusr opran mnpoBepsiBa cucTteMaTa MO KadyecTBOTO, 3a Ja YCTaHOBU
CBOTBETCTBHETO 1 C M3ucKBaHMsATa Ha T. 3.2. Toil mpuema 3a CHOTBETCTBAIIM Ha
W3UCKBAaHUATA TE3M CHUCTEMU II0 KadyeCTBOTO, KOUTO Mpuiarar CbOTBETHHUTE
XapMOHU3UPaHU CTaHJIAPTH.

B exuna ot ogutopu TpsiOBa Aa MMa MOHE €IMH YWIEH C OMUT B OLICHSIBAHETO
Ha cbOTBEeTHaTa TexHousorus. llponenypara 3a oleHsBaHE BKJIIOUBA MPOBEpPKA C LIEI
M3BBPILIBAHE KOHTPOJI Ha MPOMU3BOJICTBEHUS MPOIEC B MPOU3BOJICTBEHUTE OOEKTH, a
KOraTo € HeoOXOAWMO - MPOBEPKa Ha MPOM3BOJCTBEHHUS MPOLEC U B OOEKTUTE Ha



JOCTaBYMIIN W/WIIH TTOAU3ITBITHUTEIH.

Pemennero ce cphoOmaBa Ha MPOM3BOMUTENS Clie]] KpailHaTa MpPOBEpKA.
CpOOIIEHHETO CHABbpPXKA 3aKITFOUYEHUE OT MMPOBEPKaTa M MOTUBUPAHA OIICHKA.

3.4. IlpousBonutenar TpsOBa aa mHbopMmHpa HOTUDUIMPAHUS OpPraH MO T.
3.3 3a MIaHUpaHU CHIIECTBEHH MIPOMEHH B 0JJ0OpeHaTa CUCTEMa MO KaueCTBOTO HIIU
Ha HM3JeusATa, 00XBaHATH OT Hesl. HoTudumupaHuaT opraH OICHSIBA MPEITIOKCHHUTE
MPOMEHHU U TSAXHOTO CHOTBETCTBUE C M3UCKBAHMATA Ha T. 3.2, clie]] KOETO yBEJAOMSBA
MIPOU3BOJUTENS 32 CBOETO pEIICHUE, MPEJCTAaBINKM 3aKJIIOUEHUE OT MpOBEpKaTa U
apryMeHTHpaHa OICHKA.

4. U3cneaBaHe MpoeKTa HA U3CIUETO

4.1. B nombiHEHWE KBM 3aJbDKCHHUSATA MO T. 3 MPOU3BOAMUTEIAT IM0JIaBa
3asBIICHAE JI0 HOTH(UIIUPAHHUS OPTraH, KOETO ChIbpXkKa JIOCHETO Ha MPOEKTa Ha
U3JIETNETO, KOMTO TOM MiIaHupa J1a MPOU3BEkK /A, ChIUIACHO OMUCAHUETO 1o T. 3.1.

4.2. (mom. - 1B, Op. 106 ot 2008 r., B cuna ot 21.03.2010 r.) B 3asBneHueTo
C€ ONMHUCBAT MPOEKTHT, MPOM3BOJICTBOTO M JICHCTBUETO HA CHOTBETHOTO M3/CIIAE U CE
MpHUApYy>KaBa OT HeoOXoauMmaTa JOKYMEHTAIMs 32 ChOTBETCTBHETO Ha H3JEIHETO C
M3MCKBAaHMATA HAa Hapendarta, U MO-CIEIHMATHO IMPOIEeIypUTe 32 KOHTPOJ U MPOBEPKa
Ha MPOCKTUPAHETO HA WU3JICIIHITA U IPOBEPKATA U METOAMUTE 32 OCUTYPSIBAHE KAYECTBO
Ha MPOM3BOACTBEHHUS Mpolec. To chabpKa ciaeaHaTa nHGOpMaIHs:

a) crnenupUKANMUTE 332 TMPOCKTUPAHE, BKIIOYUTEIHO MPUIOKEHUTE
CTaH/IapTH;

0) HeoOXOaUMHTE AOKA3aTeJICTBA 32 TAXHOTO OMNpenessHe, 0COOEHO KOraTo
CTaHJApPTHTE MO WI. 8 HE ca MPWIOKEHU H3IUI0; Te3W JOKA3aTeJICTBA BKIIFOUBAT
pe3yJITaTUTe OT MPOBEJCHUTE HEOOXOJIUMHU HW3IUTBAHUS OT MPOU3BOJUTENS WA OT
W3MUTBAHUSA, BH3I0XKEHH HA IPYTO JIMIIE HA OTTOBOPHOCTTA Ha MPOU3BOIUTENIS;

B) JCKJapanus Najdu W3ICIMETO CHAbPKA WIM HE KaTo HepasleliHa 4YacT
BEIIECTBO, IOCOYEHO B WI. 18, M JTaHHUTE OT MPOBECHUTE U3ITUTBAHMUS;

r) (m3m. - JIB, 6p. 106 or 2008 r., B cuna ot 21.03.2010 r.) maHHu oOT
KJIMHUYHOTO OICHSIBAHE CBHIIIACHO TJIaBa TpeTa OT 3aKOHA 32 MEJUIIMHCKHUTE U3ACIHS;

1) IPOEKT Ha WHCTPYKITHTA 32 yroTpeoa.

43. (m3m. - JIB, 6p. 106 or 2008 r., B cuma ot 21.03.2010 r.)
Hotudunmpanusar opran oneHsBa 3asBieHHeTO 10 T. 4.2. Korato u3nenmeTo otroBaps
Ha W3UCKBaHMATA Ha HapenOata, Tod m3maBa EO ceprudukar 3a wmscienBaHe Ha
npoekTa. KoraTto 3asBjIeHHETO € HEMbIHO, HOTU(GUIIMPAHUAT OPTaH MOXKE Ja TOUCKa
uH(opMaIMsa 3a JONMBIHUTEIHU W3MUTBAHUS U JOKA3aTEJICTBA 32 CHOTBETCTBUE C
M3WCKBaHUATA Ha Hapenbara. CepTudukarTbT TpsOBa Ja ChIABpPXKA 3aKITIOYEHUS OT
M3MUTBAHETO, YCIOBHATAa 3a BAJIMIHOCT, JaHHHU 3a WACHTU(DHKALKA Ha 0H0OpeHus
MPOEKT M aKO € HEOOXOMMO, OIIMCaHKNE HA IIPEJHA3HAUCHUETO HA U3/ICIIUETO.

B cnywaii Ha MEIUIIMHCKY W3JCIAS 10 WI. 2, T. 4 HOTH(GUITUPAHHUIT OpraH
M3MCKBA CTAHOBHUIIE OT PETyJaTOpEH OpraH Ha AbpkaBa wieHka wiu oT EAJI 3a
KauecTBOTO, 0€30IaCHOCTTA U KJIMHUYHA OI[CHKA HAa CHOTHOIICHUETO IMOJI3a/PUCK OT
BKJIIOYBAHE Ha BEIIECTBOTO B HM3/IEJHETO, Bh3 OCHOBA Ha KOETO B3€Ma OKOHYATEIHO
pemenne. ChOTBETHHAT perynartopeH opran win EAJI n3naBa CTaHOBUILETO CH B CPOK
no 210 nau OT JaTaTa Ha MOJAaBaHE HA BaTUAHO MCKaHe. CTAaHOBUIIETO HA ChOTBETHUS
peryJjaTopeH opraH cTaBa 4acT OT JJOKyMEHTaIHATa Ha u3zaemero. Hotupuimpanust
oprad uH(pOpMHUpa CbOTBETHHUSA perynatopeH opran wiu EAJI 3a penieHuero cu.



B cnyyait Ha MeAUIIMHCKU M3AENUs MO Wwi. 2, T. 42 HOTUDULIUPAHUAT OpraH
m3uckBa craHoBuie oT EAJL, Bb3 OCHOBa Ha KOETO B3eMa OKOHYATEJHO PEIICHUE.
EAJI nznaBa craHoBHmeTo cu B cpok 10 210 qHu OT AaTaTa HA MOJaBaHE HA BAIHIHO
uckaHe. CTaHOBUIIETO CTaBa 4YacT OT JAOKyMEHTAalUsTa Ha  H3/EIHUETO.
Hotudunmpanusar opran Bzema mpensuj crtaHoBuiiero Ha EAJL, korato u3rorss
cBoeTo peuienne. Korato cranoBumiero Ha EAJI e oTpunarenHo, HOTUGUIMPAHUAT
opraH MokKe Jia He u3lnaje cepTudukaT U ChOOIIaBa OKOHYATETHOTO CH PEIIeHUE Ha
EAJL

4.4. N3meHeHusATa B 0l00peHUs] MPOEKT, KOUTO 3acsraT ChOTBETCTBUETO ChC
CBILIECTBEHUTE M3MCKBAHMSI UM YCJOBUSTA 32 ymoTpeOa Ha M3AENUETO, MOANIekKaT Ha
JOIBIHUTETHO 0J00psBaHe OT HoTU(uUUUpanus opral, uzgan EO ceptuduxara 3a
W3CJIeIBaHE Ha MPOEKTa. 3asBUTENAT WHGOPMHUpPA HOTH(MUIIMPAHUS OpraH, H3Aal
ceprudukara, 3a BCIKO H3MEHEHHE Ha OJOOpeHUs NPOEKT. J(OMBIHUTEIHOTO
omoOpenue ce wu3maBa moja ¢opmara Ha JONBIHCHHE KbM MbpBoHawanHus EO
cepTu(duKat 3a U3CcjaeABaHE HA MPOEKTA.

5. Hanzop

5.1. [lenTa Ha HAA30pa € J1a OCUTYPH TOUYHOTO M3ITBJIHEHHUE Ha 3aIbJKCHUSTA
Ha MPOU3BOAMTES, MPOU3TUYAIIM OT 0I00peHaTa CUCTEMA 110 KaYyeCTBOTO.

5.2. TIpousBOAUTENAT OCUTYpsiBa HAa HOTH(PUIUPAHHUS OpPTraH JOCTBI M0
MecTaTa 3a MPOEKTUPAHE, MPOU3BOJCTBO, KOHTPOJ, U3MUTBAHUS U CKIIAJUPAHE U MY
MpeoCcTaBs HeoOxoauMaTa HHGOpMAITUs:

a) TOKyMEHTAIMsITa 32 CUCTEMaTa Mo KaueCTBOTO;

0) (mom. - /IB, Op. 106 ot 2008 r., B cuna ot 21.03.2010 r.) 3amucure mo
Ka4yecTBOTO, IMOCOYEHU B MPOEKTHATa YacT Ha CHUCTeMaTra IO KaueCTBOTO, KaTo
pe3yNTaTH OT aHaJIW3W, W3YUCIICHHS, W3MUTBAHMS, NAHHU OT MNPEAKIMHUYHO U
KJIMHUYHO OLIEHSIBaHE, IUIAHOBETE M PE3yJTaTUTE OT IMPOCIEISBAHE Ha W3/AEIUETO
cjies MyCKaHeTo My Ha mas3apa U Jp.;

B) 3amMCHUTEe MO KayecTBOTO, MOCOYEHH B MPOU3BOJACTBEHATa YacT Ha
cHUCTeMaTa MO Ka4eCTBOTO, KAaTO MPOTOKOJIM OT MPOBEPKH, JAHHH OT U3MUTBAHUS,
JTAHHU OT KaJauOpupaHe, TOKYMEHTH 3a KBadU(HUKAIMATa HA CHOTBETHHS MEPCOHA H
Ap.

5.3. Hotudunupanust opran u3BbpIiBa NEPUOANIHN OIWTH, 33 J1a CE YBEPH,
4ye MPOU3BOAUTENAT MOANbpKA M Ipuiara ogoOpeHaTa cUCTeEMa IO KadeCTBOTO.
Jloknan oT ouTa ce mpeaaBa Ha MPOU3BOIUTEIIS.

5.4. HotudummpanusT opran MOKe Ja W3BBPIIBA BHE3AIMHH MPOBEPKHU MPU
npousBoauTens. [Ipon3BoauTenar noayyasa JOKJIA OT OJUTA.

6.1. (u3m. - 1B, 6p. 106 ot 2008 1., B cuna ot 21.03.2010 r.) [IponsBoautenst
ChXpaHsBa B MPOABIKEHUE Hali-MaJKo Ha 15 roauHU OT JaTaTta Ha IPOU3BOJACTBO Ha
MOCJIETHOTO U3JIENINE ClIe/IHAaTa JOKYMEHTAIUsl, KOSATO IIPU MOUCKBaHE MpeoCcTaBs Ha
JmuaTa no 4i. 86, ain. 2 oT 3aKoHa 3a MEIUIIMHCKUTE U3ICIIH:

a) JeKJapanus 3a CbOTBETCTBHUE;

0) JOKyMEHTAIUs 3a CHCcTeMara 1o KadectBoro mo T. 3.1, Oykea "0" u mo-
CHEeIMaTHO JOKYMEHTAIUs, JaHHU U 3allUCH, CBBP3aHU C TPOLEIYPUTE 32 KOHTPOI U
MPOBEPKA HA MPOEKTUPAHETO HA MU3JIETUATA 1O T. 3.2;

B) JIOKyMEHTAIUsATA 110 T. 3.4;

') JOKyMEHTaluaATa 1o T. 4.2;



1) pelieHusTa u aoknaaure mo 1. 3.4, 4.3, 5.3 u 5.4.

6.2. (mm. - B, 6p. 106 or 2008 r., B cmma or 21.03.2010 r.)
Hotudunupanusar opran mnpefoctaBs Ha Jpyrure HOTU(PUIMPAHM OpraHd Ha
W3nbaHuTenHaTta areHIUs MO JekapcTBaTa M Ha JIbp)kaBHaTa areHuus 3a
METPOJIOTHYEH M TEXHMYECKH HaI30p HeoOxoaumara WH(GOpMaus 3a H3AaJCHH,
OTKa3aHU WIN OTTETJIEHU 0/100pEHNs Ha CUCTEMATa 110 KaYyeCTBOTO.

7. (u3m. - IB, 6p. 106 ot 2008 r., B cuna ot 21.03.2010 r.) [Tpunoxxumoct Ha
npouenypata "[Ibj1HO ocurypsiBaHe Ha KaueCTBOTO" KbM U3JENHUS 110 4. 2, T. 4a:

[IpousBoautensT uHGOpMUpa HOTHPUIMPAHUS OpPraH 3a OCBOOOXKIaBaHETO
Ha BCsSKa IOTOBAa MapTHJa M3JENus Mo wi. 2, T. 4a U My H3mpama oQuiraieH
cepruduKar, H3OaJ€H OT M3IBIHUTENHATa AareHuus IO JIeKapcTBaTa WA OT
nabopaTopusi, oNpeJiesieHa 3a Ta3u ILeJl OT peryjaTopeH opraH Ha Jpyra IbpriKaBa
YJIEHKa, 32 0OCBOOOKaBaHE HA MapTHIATa JIEKAPCTBEH MPOAYKT, IOJIy4Y€H OT YOBEIIKA
KpBB WIM OT YOBEIIKA IIa3Ma, KOMTO CBhCTaBIIsBa HEpasJeiaHa 4acT OT U3IEJIUETO U
YHeTO JIeWCTBUE BBbPXY OpraHM3Ma € CIOMaraTelIHO IO OTHOILIEHHME Ha OCHOBHOTO
IpeHa3HaYeHUEe Ha U3JIEIUETO.

[Ipunoxenne Ne 2 kbM ui. 25, T. 2, wi. 26 u wi. 27, an. 3
(H3m. u mom. - /IB, 6p. 106 ot 2008 r., B cuna ot 21.03.2010 1.)
"EO uscnenane Ha Thma"

1. "EO wuscnenBane Ha Tuma" e mpoueaypa, dpe3 KOoATO HOTHU(GHUIMPAHUST
OpraH ce yBepsiBa U cepTH]UIHpa, Ye MPeJACTABUTEICH 00pasell Ha MPOU3BEkKTaHaTa
MPOIYKIUSl OTrOBaps Ha MPUJIOKUMUTE 3a HETO M3MCKBaHUS Ha Hapeadara.

2. TIpou3BOIUTENAT WM HETOBHAT YIBIHOMOIIEH IpejacTaBuren mo wi. 10,
an. 2 ot 3aKoHa 32 MEAWLIWHCKHUTE M3JENHA 10/aBa 10 m30paH OT HETO opraH mo T. 1
3asiBIICHUE 32 W3CIe/IBAaHE Ha TUIIA, KOETO ChABpPKA ciaeaHaTa nH(OpMAIIHS:

a) WMe M aJpec Ha MPOU3BOAUTENS W/MIM Ha YI'BIHOMOIUEHUS MY
MIPEIICTABUTEIT;

0) MOKyMEHTaIusATa 1Mo T. 3, HE0OX0aMMa 3a OlIEHKAa Ha ChOTBETCTBHUETO HA
NPEJICTABUTENIHUS O0pasel] Ha MpOM3BEKJaHATAa MPOAYKILHUS, HApUYAH IMO-HATATBK
"Tun", ¢ U3UCKBAaHUATA HA HapeaoaTa.

[IpousBogutensT mpenoctaBs Ha  HOTUDUIMpaHUs  OpraH  THIIA.
Hotudunupanusat oprad Moxke Jia MOMCKa U Ipyru o0Opasiu, ako € HeoOX0aUMO.

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

3. (m3m. - /1B, 6p. 106 ot 2008 r., B cuia ot 21.03.2010 r.) JlokymeHTanusTa
TpsOBa 1a JaBa BB3MOXKHOCT 33 OIICHKA Ha MPOEKTUPAHETO, MPOU3BOJICTBOTO H
NEHCTBUETO Ha U3/ICIUETO U Ja ChAbpKa:

a) 00110 onucaHue Ha THIA, BKIOYUTEIIHO BCUUKHU TUIAHUPAHU BapUAHTH;

0) uepTekM HaA TMPOCKTa, MPEABUIACHW METOAM 3a IPOU3BOJCTBO, IIO-
CHEeLMAaJHO [0 OTHOIIGHHWE Ha CTepWIM3aludTa, JUarpaMd Ha KOMIIOHEHTHUTE,



criobsBaHe, CXeMH U JIp.;

B) ONMCAaHUS M TOSICHEHHWS KBbM YEpPTEKUTE M cxemure mo OykBa "0" u
(yHKIMOHUPAHETO Ha U3/EIINETO;

I) COHCHK Ha CTaHAApPTHTE MO 4Wi. 8, KOUTO ca MPUIOKEHU H3IUI0 HIU
YaCTUYHO, U ONTMCAHKE HA IPUETUTE PEILICHHUS 32 OCUTYPsIBAHE Ha ChbOTBETCTBUETO ChC
CBINECTBCHUTEe M3UCKBAHUS Ha Hapea0arta, B cllydald de CTaHJApTHTE Mo WI. 8 He ca
OUITM IPUITOKEHH,

1) pe3yATaTUTE OT W3YUCICHUSTA MPU IPOCKTUPAHETO, aHAJIW3 Ha PHUCKA,
pe3yATaTH OT U3BBPIICHUTE U3CJICABAHUS U JP.;

€) JeKJapaius Jajdd U3[ETHETO BKIIOYBA KAaTO HEpaseliHa 4acT BEHIECTBO
110 CMUCHJIA HA WI. 2, T. 4 uiau 4a ¥ TaHHU OT U3MUTBAHUATA, IPOBEJICHU 3a OLICHSIBAHE
Ha 0€30MacHOCTTa, Ka4eCTBOTO U IMOJI3aTa OT BJIAraHeTO B M3/CIHETO Ha ChOTBETHOTO
BEIIECTBO, KaTO C€ B3eMa MPEJIBUI HErOBOTO MPeIHAa3HAUCHHUE;

) JaHHU OT MPEIKIMHUYHO OLICHSIBAHE;

3) TaHHW OT KJIMHUYHOTO OIICHSBAHE CHIVIACHO TJIaBa TpeTa OT 3aKOHA 3a
MEJUIIUTHCKHUTE U3ICIHS,;

1) IPOEKT Ha UHCTPYKIUATA 32 yroTpeoa.

4. Hotudunupanusr opras:

4.1. Tlpernexaa ¥ OLEHSBAa JOKYMEHTAlUATAa M IMPOBEpsBa Jalld TUIBT €
MPOU3BEJICH B CHOTBETCTBHUE C JIOKYMEHTAILIMITAa, U YCTAHOBSIBA M3JEIHATA, KOUTO Ca
MPOCKTHPAHU B CHOTBETCTBHEC C MIPHIIOKHUMHTE H3UCKBAHMS Ha CTAaHIAPTUTE 110 WiI. 8,
KaKTO W H3/ENusATa, KOUTO Ca MPOEKTHpaHU, 0e3 Jla ca MPUIIOKEHU CHOTBETHHUTE
M3UCKBAHUS HA TE€3U CTAHIAPTH.

4.2. V3pppiiBa WM Bh3JIara M3BHPIIBAHETO HA TOIXOMISIIUTE TPOBEPKU U
HEOOXOIMMHUTE U3MUTBAHUS, 3a Ja MPOBEPH Jajdl MPUETUTE pPEIICHUs OT
MPOU3BOAMUTEIISI OCUTYPSIBAT CHOTBETCTBUETO CBC CHIIECTBEHUTE HW3UCKBAHUS II0
HapeadaTa, KOraTo He ca MPUJIOKEHHU CTaHAAPTUTE TI0 4JI. 8.

4.3. V3BbpiiBa WM Bb3Nara M3BHPIIBAHETO HA MOIXOMASIIUTE MPOBEPKU U
HEOOXOIMMUTE W3MUTBAHUSA, 3a Ja NPOBEpPH Jaid CTaHIAPTUTE MO wi. 8 ca
JNEWCTBUTEITHO MPUIIOKEHHU, KOTATO MPOU3BOIUTEISIT € U30pa TsX.

4.4, CwroacyBa C MPOU3BOJIUTENS MACTOTO, KBJIETO M€ C€ H3BBPIIBAT
M3CJIeIBAHUSATA U U3IIUTBAHUSITA.

5. (m3m. - JIB, 6p. 106 ot 2008 r., B cmia ot 21.03.2010 r.) Korato Tumst
OTroBapsi Ha U3MCKBaHUATA Ha HapendaTa, HOTU(GUIMPAHUAT OpraH H3/AaBa Ha
npousBoauTensi ceprudukat 3a EO m3ciensane Ha tumna. CepTUPUKATHT ChIbpPKA
MMETO U ajipeca Ha MPOU3BOUTENS, 3aKIIOUECHUSITA OT U3CIIEABAHETO, YCIOBHUATA, TIPH
KOUTO € M3AaJieH CepTH(PUKATHT, U JaHHUTE, HEOOXOAUMHU 3a HACHTU(DUIIMpPAHE Ha
omoOpenust tun. KbMm ceprudukata ce mpwiaraT CHOTBETHHTE YacTH Ha
nokymeHTanusaTa. Konue ot Hero ce cbxpaHsBa OT HOTU(DUITUpAHUS OpTaH.

B cnyuait Ha MeIUIMHCKY U3AENUd MO 4Wi. 2, T. 4 HOTUPUIIUPAHUIT OpraH
M3HCKBA CTAHOBWINE OT PEryJaTOpPEH OpraH Ha Jbpxasa uwieHka win oT EAJI 3a
Ka4eCTBOTO, OE30MaCHOCTTa W KJIWHWYHA OICHKAa Ha CHOTHOIIECHUETO IMOJI3a/PUCK OT
BKJIIOUBAHE Ha BEIIECTBOTO B M3/ETHETO, B3 OCHOBA Ha KOETO B3eMa OKOHYATEIHO
pemenue. ChOTBETHUSAT peryiiatopeH oprad win EAJI uznaBa cTaHOBUILETO CH B CPOK
no 210 qam OT JaTaTa Ha MOJIaBaHe Ha BATUIHO MCkaHe. CTAaHOBHUINETO HA ChOTBETHUS
peryjaTopeH opraH cTaBa 4acT OT JOKyMEHTalusTa Ha uzaenuero. HotuduuupaHust



opras uHpopMHpa CbOTBETHH perynartopeH oprad uinu EAJI 3a pemenuero cu.

B cnyuait Ha MeIMIIMHCKU M3AEHS 10 Wi. 2, T. 4a HOTUGULIUPAHUAT OpraH
n3uckBa craHoBuiie oT EAJL, Bb3 OCHOBa Ha KOETO B3eMa OKOHYATEIIHO PEIICHHUE.
EBpomneiickaTta areHius mo jekapcTBaTa W3JaBa CTAaHOBUIIETO CU B Cpok A0 210 nHu
OT Jarata Ha IOJaBaHE Ha BaluAHO HcKaHe. CTaHOBMILETO CTaBa 4YacT OT
JNOKYMEHTalusaTa Ha wusgenuero. Hotuduumpanuar opraH B3eMa [peaBH]
craHoBueTo Ha EAJI, xorato u3rorBs cBoero pemeHue. Korato cTaHOBUILETO Ha
EAJI e orpunartenHo, HOTUGULUUPAHUAT OPTaH MOXKE Jla HE HM3IaAe cepTuduxaTt u
chOOIIaBa OKOHYATETHOTO cU pemieHne Ha EAJL

6. 3asgBUTENAT € ATBXKEH Ja MHPOpMHUpa HOTU(GHUUIMpaHHUS OpraH, HM3Jal
ceprudukara 3a EO um3cnensaHe Ha Tuma, 32 BCUYKU CHIIECTBEHW M3MEHEHHS II0
0/100peHOTO H3/eNue, KOUTO MOraT Jia MOBIUSSAT Ha CHOTBETCTBHETO HA W3JIEIHETO
ChC CBILECTBEHUTE W3MCKBAHMA Ha HapendaTta MM Ha MPEANUCAHUTE YCIOBUS 3a
ynotpeba Ha mpoaykra. Hotudunupanusr opran wu3gaBa JONBIHEHHE KbM
mbpBoHavanHua cepruduxkat 3a EO wuscienaBane Ha Tuma, Korato € oJ00pui
V3MEHEHHUSATA.

7. Hotuduuupanuar oprad mno 1. 5 npu MOTHBUPAHO UCKAHE MPEIAOCTABS HA
npyrute HoTU(UIMpPAaHU opraHu, Ha V3mbIHUTENHATAa areHIUs 10 JeKapcTBaTa U Ha
JNJAMTH xonue oT u3naaeHUTe UIU OTKazaHUTe ceptudukatu 3a EO uzcnensane Ha
THIIA WU CepTU(PHUKATH C BPEMEHHO IPEYyCTAaHOBEHO JECHCTBHE W/WIM JONBIHCHHSITA
KBM TIX U HHGOpMHUpa POU3BOAUTEINS 3a TOBA.

8. (u3m. - JIB, 6p. 106 ot 2008 r., B cuna ot 21.03.2010 r.) [IponsBoautenst
WY YITBJIHOMOILEHHUAT MY NPEICTABUTEl ChbXPAaHABA B IIPOJBIDKCHUE HAN-MAJIKO Ha
15 romumHum oOT pgarata Ha MPOU3BOJACTBO HA IOCIETHOTO U3JENIUE KONMUE OT
ceprudukatute 3a EO n3cnenBane Ha TUNA U JON'BIHEHUATA KBM TSX.

[Mpunoxxenne Ne 3 kM ui. 25, 1. 2, 6ykBa "a" u ui. 26
(W3m. u mom. - /IB, 6p. 106 ot 2008 r., B cuna ot 21.03.2010 1.)
"EO npoBepka Ha mpoaykra"

1. "EO npoBepka Ha npoaykTa" € mpoueaypa, 4pe3 KosaTo HOTU(GHUIUPaAHUST
OpraH TMpOBepsiBa M CEPTUPUIIMPA, Y€ H3NIEIHITA, ONMMCAHU B T. 3, CBOTBETCTBAT HA
THUNa, omnucaH B ceprtudukata 3a EO wuscrnensane Ha THMA, U OTroBapsAT Ha
MPUIIOKUMHUTE KBM TSAX M3MCKBaHUA Ha HapeaOaTa.

2. [lpon3BOAMTENAT € JUIHKEH Ja MpearnpuemMe HeoOXOaMMUTE MEPKH, 3a Ja
OCHUTypHU Ype3 MPOU3BOACTBEHHUSI MPOIIEC ChOTBETCTBUE HA M3/ACNUATA C TUIIA, OMHCAH
B ceprudukara 3a EO wuscnenBaHe Ha Tuma, U ¢ OPUIOKUMHUTE 3a H3AEIHITA
W3MCKBaHMA Ha Hapendarta. [IpoW3BOAMTENAT WIM HETOBHAT YITBIHOMOIIEH
npencraButen Hanacs "CE" MapkupoBKaTa BbPXY TSAX W M3TOTBS JICKJapamus 3a
CBOTBETCTBHE.

3. [IpousBoauTeNAT, IpEaM Ja 3aII09HE TPOU3BOIACTBOTO, TPSOBA J]a MTOATOTBH
JOKYMEHTAllus, OINKCBAllla IMPOU3BOJCTBEHHS IPOlLeC, OCOOCHO 3a MpOLECUTe Ha



CTepWJIM3allisl, ¥ BCUYKH PYTUHHU TIPOIIECH, TapaHTHpAId XOMOTEHHOCT Ha
MPOAYKLHUATA U CHOTBETCTBUE HA M3JENUATAa C TUMA, ONUCaH B ceprudukara 3a EO
W3CJeIBaHE Ha TUIIA, U C MPIIIOKUMHUTE U3UCKBAHUS HA Hapea0aTa.

4. (m3m. - JIB, 6p. 106 ot 2008 1., B cuna ot 21.03.2010 r.) [IpousBoautemsT e
JUKEH Ja Ch3Aajge U NOJIbpXKa JIOKYMEHTHpaHa CHCTEMa 3a IpOCie/IsiBaHe
0e30macHOCTTa Ha MEIWIMHCKHUTE W3CNHs, IMyCHAaTH Ha Tazapa W/WIW B JICHCTBUE
CBIJIACHO TJIaBa ceaMa OT 3aKOHa 3a MEJIUIIMHCKUTE U3JeNIHUs, U 1IIe U3BBPIIIBA OLIEHKA
Ha KJIMHUYHUTE JaHHH CHIIIACHO TJIaBa TpeTa OT 3aKOHA 32 MEAMIUHCKHUTE U3ACTHS, U
e pasmnojara ¢ MEXaHHW3MH 3a TpWIaraHe Ha TOIXOMISNIA KOPUTHpAIIN JEHCTBHS,
CHOTBETCTBAIIM HA YCTAHOBEHUTE PUCKOBE; MMPOU3BOIUTEIAT € JUTHKEH Ja YBEIOMSIBA
W3nbaHuTeNHAaTA areHuus IO JIeKapcTBaTa BEAHAra Cjel CUTHAll 3a CIICJHHUTE
WHITUICHTH/TIOTCHIIMATHA WHITUICHTH:

a) HEU3NPAaBHOCT WJIM HApYIICHUE B XapaKTEPUCTUKUTE Wi (QyHKIHATA HA
U3IENTMETO, KAKTO M HETOYHOCTH BBPXY €THKETa WM B MHCTPYKLHMATA 32 yIOTpeoda,
KOMTO MOTAaT Jla CTaHAT WJIM BeYe ca CTaHAJIM NMPHYUHA 32 CMBPTEH CIy4al Wiu 3a
CEPUO3HO YBPEKJIAHE 3IPABETO Ha MAIMCHTA WIIM HA MEUIIMHCKUS CIICIIUAJIHCT;

0) BcsAka TEXHHYECKAa WM MEIUIMHCKAa [pHYMHA, CBbp3aHa C
XapaKTePUCTUKUATE WA JEHCTBHETO HAa W3MIEIHETO, KOSTO TOpagdl TNPUINHUTE,
nmoco4eHu B OykBa "a", BOJM JJO CUCTEMHO U3TETJISIHE OT Ma3apa Ha U3/ICIHs OT SUH U
CBII THII.

5. Hotudummpanust opras, 3a 1a YCTAHOBH CHOTBETCTBHETO HA M3/ICTHETO C
MPUJIOKUMHUTE M3UCKBAHMS HA HapeadaTa, U3BBPIIBA M3CICABAHUS M M3MUTBAHMS HA
CTaTUCTUYECKM NPUHIUO cbriacHo T. 6. [Ipom3BomuTensT ymbIHOMOIIABA
HOTU(UIIMPAHUS OPTaH Jia OIIEHU Ype3 OAUT €(hUKACHOCTTA Ha MEPKHUTE, MPEATIPHETH
CBIJIACHO T. 3.

6. CraTucTHuecka npoBepKa

6.1. [Ipow3BOIUTEIIAT 32 U3BBPIIIBAHE HA CTATHCTHYECKA MTPOBEpKa TPSAOBa Ja
MPEJCTaBH CBOUTE W3CIUS BBB BUJ HAa C€IHOPOJHU TAPTHIM W Ja TpeanpueMe
HEO0OXOMMHUTE MEPKH, 3a Ja TapaHTHpa, Y€ MPOU3BOJCTBEHHUAT MPOIEC OCHUTYpsBa
€THOTUITHOCT Ha BCSAKA MPOU3BEICHA MapTHIA.

6.2. MocTpu OT BCsKa MapTHIA, B3ETH MO CIIyYaeH MPHHIIMII, Ce M3MPoOBaT
MOOTIEIHO OT HOTHU(UIMPAHUS OpraH, Karo ce M3BBPIIBAT HEOOXOJUMHUTE TECTOBE,
MMOCOYCHN B CHOTBETHUTE CTAHIAPTH MO WiI. 8, WM ce W3BBPIIBAT €KBHUBAJCHTHHU
TECTOBE, 32 Ja C€ YCTAaHOBH CBOTBETCTBHETO HA W3JCIUATA C THIA, OMHCAaH B
ceprudpukara 3a EO wu3cnenaBaHe Ha Tuma, W CHOTBETCTBHETO HAa H3JEIHATA C
MPUIIOKUMHUTE KBM TSIX W3MCKBAHHS Ha HapeadaTa, Bb3 OCHOBA Ha KOETO ce IpHueMa
WJIH C€ OTXBBPJIS ChOTBETHATA MMAPTH/IA.

6.3. (mm. - JIB, 6p. 106 or 2008 r., B cmma or 21.03.2010 r.)
CraTuCTHYECKHUIT KOHTPOJI Ha W3/eiHsITa ce 0a3upa Ha XapaKTepHU KadecTBa M
MPOMCHIIMBA BEJIMYMHU, WM3MCKBAIlM CXEMH 32 B3eMaHe Ha mpoOu ¢ paboOTHU
XapaKTEpPUCTUKU, KOUTO OCUTYpPSIBAT BUCOKO HHMBO Ha OE€30MACHOCT U JCHUCTBHE Ha
W3IENTMETO B CHOTBETCTBHE C Pa3BUTHETO Ha HayKaTa M TexHWKara. Cucremara ce
Ch3llaBa Bb3 OCHOBa Ha CHOTBETHUTE CTAHAAPTH MO Wi. 8, KaTO ce B3eMa MPEIABU]L
cnernuguIHaTa XapaKTepUCTUKA Ha CHOTBETHUTE KATETOPHH U3ICIIHSI.

6.4. Korato maptuaara ce npuema, HOTU(UIUPAHUAT OpPTaH HAHACS CBOS
UACHTU(DUKAIIMOHEH HOMEP BBPXY BCSIKO M3/CIME M M3/1aBa MUCMEH CEpTHU(UKAT 3a



CBHOTBETCTBHE BB3 OCHOBAa Ha W3BBPIICHUTE TeCTOBe. Bcuuku M3nenus or JajeHaTta
mapTujila Morar Ja ce IyCHaT Ha Ila3apa C HM3KJIIOUYEHHE Ha Te3H, 3a KOWUTO €
YCTaHOBEHO, Y€ HE Ca B ChOTBETCTBHUE.

Koraro mnaptupata ce OTXBBpis, HOTU(GUIMPAHUAT OpraH 3abpaHsBa
nmyckaHeTo i Ha masapa. IIpu uyecto OpakyBaHe Ha MapTUAUTE HOTHU(DHUIMPAHUSIT
opraH MOXe BPEMEHHO Ja CIpe CTaTUCTUYeCKaTa MIPOBEpKa.

[Ipon3BoauTeNAT MOXXKE Ha OTTOBOPHOCTTa Ha HOTU(ULHUpPAHMUS OpraH Ja
HaHece UICHTH(DUKAIIMOHHUS My HOMED I10 BpeMe Ha IPOM3BOJICTBEHUS IPOIIEC.

6.5. [Tpon3BOUTENAT UM HETOBHST YITBTHOMOIICH MTPEICTABUTEIN MTPEICTABS
IIpU TMOMCKBaHE CEepTHU(PHUKATHTE 3a CHOTBETCTBHE, M3IaZACHU OT HOTU(UIMpPAHUS
opras.

7. (uoBa - JIB, 6p. 106 oT 2008 ., B cmina ot 21.03.2010 r.) [TprmroxkumocT Ha
npoueaypata "I[IbaHO ocurypsiBaHe Ha Ka4eCTBOTO' KbM U3JEIUs 1O 4. 2, T. 4a.

[IpousBogurensT nHGOpMUpPa HOTUPUIIMPAHUS OpraH 3a OCBOOOXKIaBAHETO
Ha BCSAKAa TOTOBA MapTHJIA WM3ACIUS 1O WI. 2, T. 4a W My H3Npamna oduIHalIcH
ceptudukar, u3gafeH OT M3IMbIHUTENHATa AareHuus IO JieKapcTBaTa WIH OT
nabopaTopusi, ONpeNesieHa 3a Ta3HW LN OT PeryjaTopeH OpraH Ha Jpyra IbpikKaBa
YJIeHKa, 32 0CBOOOK/1aBaHe Ha MapTHaTa JeKapCTBEH MPOAYKT, IOJIYyUYEH OT YOBEIIKa
KPBB MJIM OT YOBEIKA IJIa3Ma, KOMTO ChCTAaBIsABA HEPA3/eIHA YacT OT M3JEIMETO U
YUETO JIEHCTBUE BBbPXY OpraHM3Ma € CIIOMAaraTeJIHO II0 OTHOLUEHHE HAa OCHOBHOTO
MpeHa3HaueHUEe Ha U3JIeIUETO.

[Tpunoxenne Ne 4 xpMm ui. 25, T. 2, Oyksa "o6"
(M3m. u gom. - 1B, Op. 106 ot 2008 r., B cuna ot 21.03.20101.)
"OcurypsiBaHe KaueCTBOTO Ha IPOU3BOJICTBOTO"

1. Ilpou3BoauTeNAT OCUTYpsiBA IpPUJIAraHETO Ha CHCTEMa IO KauecTBOTO,
omoOpeHa 3a MPOU3BOJCTBO, M3BBPIIBA KpPacH KOHTPOJI HA CHOTBETHUTE H3ACIUS
CBIJIACHO T. 3 ¥ MOJJICKU HA HA/I30pa MO T. 4.

2. (m3m. - JIB, 6p. 106 ot 2008 r., B cuna ot 21.03.2010 r.) "OcurypsiBane
Ka4yeCTBOTO Ha MPOU3BOJICTBOTO" € MpoUeaypa, Ype3 KOSTO MPOU3BOIUTEINST, KATO
M3MBIHSABA 3aIbDKCHUsATAa 1o T. 1, ocurypsiBa W JAeKjIapupa, ue HU3ACIUATA
ChOTBETCTBAT Ha THMa, onucaH B ceptudukata 3a EO uscnenaBaHe Ha Tuma, u
OTroBapsT HA MPUIOKUMUTE U3NCKBAHUS HAa HapeabaTa.

[Tpon3BOAMTENAT UM HETOBUSAT YII'BIHOMOIICH npeacTaButen mo wi. 10, a.
2 or 3akoHa 3a wmeaunuHckuTe wu3aenus Hanacs "CE" MapkupoBkatra BBPXY
W3JIEINETO U U3TOTBS MUCMEHA JeKIapalus 3a ChoTBeTcTBUE. Jlekmapanusara ooxBaia
€THO WM TIOBEYEe MEAMIIMHCKHU H3CNHs, SICHO WUISHTU(UIMpaHU ¢ UMe, KOJ WU
npyru  xapaktepuu — nokaszatenn. Jo CE = mapkupoBkata ce  HaHacs
UICHTU(PUKAIMOHHUAT HOMEP Ha HOTU(DHUIIMPAHUS OPTaH, OTTOBOPEH 32 MPHUIJIAraHETO
Ha IpoueaypaTa.

3. CucremMa 1o KauecTBOTO



3.1. IlpousBoauTeNAT MojaBa 3asBIEHUE 10 M30paH OT HEero HoTU(dUUMpaH
OpTraH 3a OLIEHsIBaHE Ha cHUCTEMaTa My IO KaueCTBO, KOETO ChIbpKa:

a) HeoOXOAMMHUTE TAaHHM 32 U3JICTUATA, KOUTO Bh3HAMEPSIBa Ja MIPOU3BEK/IA;

0) TOKyMEeHTall}sl, CBbp3aHa ChC CUCTEMATa 110 Ka4eCTBOTO;

B) JeKjapanusi, dYe IIe U3NBIHSABA 3aJb/DKCHUATA, NPOU3THYAILM OT
oJ00peHaTa cucTeMa 1o KauecTBOTO;

I') IeKjapanus oT MPOU3BOAUTENS, e IIe MOJIbpXkKa 0l00peHaTa cucTemMa 1o
KaueCTBOTO IO HAYWH, OCUTYpSABAL] HEHHATA IPUTOTHOCT U €(h)EKTUBHOCT;

1) TEXHUYECKa JJOKYMEHTallMs 3a 0I00peHUs TUII U KOIIHUE OT cepTH(UKaTa 3a
EO u3cnenBane Ha Tuna, ako € He00X0IUMO;

e) (u3m. - IIB, 6p. 106 ot 2008 r., B cuna ot 21.03.2010 r.) mexmapanus, ye
e ch3aazne M MOATbpXKa JOKYMEHTHpPaHA CHCTEMa 3a MpocieasBaHe 0e30MacHOCTTa
Ha MEIUIMHCKUTE W3AEHs, MyCHATH Ha Ma3apa W/WIK B JeicTBUE CBITIACHO IJlaBa
ceaMa OT 3aKoHa 32 MEAMIMHCKHUTE W3JEIINs, U 1€ U3BbPIIBA OI[CHKA HA KIMHUYHHUTE
TaHHU CBITIACHO TJIaBa TPeTa OT 3aKOHA 3a MEJUIIMHCKUTE M3/IENINs, U IIIe pa3moara ¢
MEXaHH3MH 3a MpHJIaraHe Ha MOAXOJSAIIN KOPUTHPALIM IeHCTBUS, ChOTBETCTBAIIM HA
YCTAaHOBEHUTE PHCKOBE; MPOM3BOJUTEIAT € UIHKEH Ja yBeaoMsiBa V3mbaHUTEIHATA
areHIust 1O  JIeKapcTBaTa  BeJHAara  CieJ  CHTHAJI 32 CJEJHHUTE
MHIUICHTH/TIOTeHIIMATHU HHIUACHTH:

aa) HEeM3MPABHOCT WM HapyIICHHE B XapaKTEPUCTUKUTE WM (QyHKUIHUATA HA
W3IETTMETO, KAKTO W HETOYHOCTH B WHCTPYKIMATA 3a ymoTpeda, KOUTO Morar Ja
CTaHaT WIM BeYe ca CTaHaJIM NpPUYMHA 3a CMBPTEH cClydyall WJIM 3a CEpUO3HO
yBpEXKIaHe 3ApaBeTO HA MAMEHTA WK HA METUIIMHCKUS CTIICIIUAIIHCT;

060) BcsSka TeXHHYECKAa WM MEIUIMHCKA TMpPUYMHA, CBbpP3aHA C
XapaKTepUCTUKUTE WM JEHCTBHETO Ha W3JEIMETO, KOSTO MOpagd NPUYUHUTE,
MOCOYEHHU B MoaAOyKBa "aa", BOAM 10 CUCTEMHO M3TETJISTHE OT Masapa Ha M3/EIHs OT
€/IMH ¥ CBIII THII.

3.2. [Ipunaranero Ha cucTtemMara Mo KayecTBOTO OCUTYpsIBA ChOTBETCTBHETO
Ha M3/IeJHsITa C TUIIA, onKcaH B ceprudukara 3a EO uscnensane Ha tuma.

Benuky enemMeHTH, M3UCKBAaHUS U MPEANUCAHUS, IPUETH OT MPOU3BOAUTEIIS
3a HeroBaTa CUCTEMa M0 KaueCTBOTO, TpsiOBa /1a ca JIOKYMEHTHpPAHU B CUCTEMATUYEH U
XpOHOJIOTHYEH pex mox ¢opMaTa Ha MEpKH, MOPOLEAypU M HHCTPYKIIHH.
JIokyMeHTaIusATa Ha CHCTeMaTa 110 Ka4ecTBO TPOBa J1a ChIbpiKa biIHA HH(OpMaIus
3a [porpaMHuTe II0 KadyecTBO, IUIAHOBETE [0 KadyeCTBOTO, HAPBUHHUIIMTE I10
KaueCTBOTO, MPOTOKOJIMUTE 1O KAYECTBOTO M 3AIMCHUTE MO0 KaYeCTBOTO, KAKTO M ITBIHO
OIMCaHue Ha:

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

0) opraHu3aioHHaTa CTPyKTypa:

aa) OTFOBOPHOCTHTE U TIPAaBOMOIIMATA HAa PHKOBOIHUS TEPCOHAT IO
OTHOLICHHE Ha MPOU3BOACTBOTO Ha U3/EIHETO;

60) MeToauTe Ha MpocieaIBaHe €(PUKACHOTO (HYHKIIMOHUPAHE Ha CUCTeMaTa
M0 Ka4eCTBOTO C IIeJT TOCTATaHE Ha KEJIAHOTO Ka4eCTBO HA M3/IENUATA, BKIFOUYHTEITHO
KOHTPOJI Ha U3/IeNINATA, KOUTO HE ChOTBETCTBAT HAa M3UCKBAHUATA 32 KaUECTBO;

BB) (HOBa - /IB, O6p. 106 ot 2008 r., B cuna ot 21.03.2010 r.) meronute Ha
npociensBaHe e(UKacHOTO (yHKIMOHMpaHE HA CHCTEMaTa IO Ka4ecTBOTO WU B
YacCTHOCT BUJA W CTENEHTa Ha KOHTPOJI, NPUJIOKEH OT MOAMU3IBIHUTENH, KOraTo



IIPOM3BOJICTBOTO M/WJIM KpaliHaTa MpoBepKa M M3MMTBAHUS HA M3JENMATAa UM Ha
TEXHUTE €JIEMEHTH CE U3BBPIIBAT OT IMOAU3IIBIHUTEIH.

B) MPOBEpKATa W METOIUTE 32 OCHTYpsIBAaHE KauyeCTBO Ha MPOM3BOJCTBEHUS
MPOLEC U MO-CIIELUAHO:

aa) TpOIECUTe U TMPOLEAypPUTE IO OTHOUICHHE Ha CTCPUIIM3AIMITA,
CHAO/SIBAHETO U CHOTBETHATA JOKYMECHTAIIHS;

060) mpouenypute 3a HACHTU(DUKALUA Ha HU3IEIHETO, CHeUuPUKAUU U
JOKYMEHTAIUs OT BCEKH MPOU3BOICTBEH €Tall;

T') U3CJIeIBAaHUATA U U3MUTBAHUATA, KOUTO 1€ C€ M3BBPIIBAT MPEJIH, 10 BpeMe
Ha MPOU3BOJICTBOTO U CJIE€J HEro, C IOCOYBAaHE Ha YECTOTaTa Ha TAXHOTO U3BBPIIBAHE,
OIKCaHUE Ha U3IOJI3BAHOTO 000pYIBAaHE 3a U3MUTBAHE.

3.3. Hotudummpanust opraH mpoBepsiBa CHUCTeMaTa MO KadecTBO, 3a Ja
YCTAaHOBM CBOTBETCTBHETO I C wu3MCKBaHusATa Ha T. 3.2. Toll mpuema 3a
CHOTBETCTBAIM HA TE3M HW3UCKBAHUA CHUCTEMHUTE II0 KA4eCTBOTO, 3a KOWTO Ca
MPHUIIOKEHU CHOTBETHUTE XapPMOHHU3UPAHU CTAaHIAPTH.

B exuna ot onutopu TpsiOBa Jja ydacTBa MOHE YWIEH C ONUT B OLICHSIBAHETO HA
choTBeTHaTa TexHoJorus. Ilpomenmypata 3a olLeHsBaHE BKIIOYBA NpOBEpKa Ha
MPOU3BOJICTBEHNUTE O0CKTH. PemeHnero Ha HOTH(QHWIMpaHWS OpraH ChIbPKa
3aKJIIOYeHHE OT MpOBEpKaTa W MOTHBHpaHA OlLIeHKa. PelieHunero ce choOliaBa Ha
MIPOU3BOTUTEIIS.

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

4. Hamzop

4.1. llenta Ha HaA30pa € J1a OCUTYPH TOYHOTO U3IBIHEHUE Ha 3aAbIKCHUITA
Ha MPOMU3BOAUTEINS, IPOU3TUYALLM OT 0l00peHaTa cucTeMa 1o KayecTBOTO.

4.2. Tlpou3BOAUTENIAT OCHUTYpsiBa Ha HOTU(ULIUPAHHUSA OpPraH JOCTHI 0
MecTaTa 3a TPOM3BOJACTBO, KOHTPOJI, M3IMHUTBAHUS W CKJIQJMPaHE 32 M3BHPIIBAHE Ha
IIPOBEPKH U My IIPEJIOCTaBs HEOOX0aMMAaTa HHPOpMALIHSL:

a) TOKyMEHTalLMATA 32 CUCTEMAaTa 0 Ka4yeCTBOTO;

0) MaHHW OT CHCTEeMaTa IO Kad4eCTBOTO, OTHACSAIIO 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. HotudunupaHusT Opral U3BbpIIBA MEPUOJUYHU OJIUTH, 32 JIa CE YBEpH,
4e TMPOU3BOAUTEISAT TMOMIbPKA M TpHara cucreMara 1o KadecTBoro. Jokman ot
OJIUTa C€ MPEJOCTABS HAa IPOU3BOJUTEIS.

4.4, HotupunupaHusT OpraH MOXeE Jla M3BHPIIBA BHE3AIHU IMPOBEPKH MPHU
MIPOU3BOUTENS M TIPEIOCTABS HAa TPOU3BOIUTENS TOKIIA]] OT TPOBEPKATA.

5. Hotudunupanusat oprad npefaocTaBst Ha Apyrure HOTU(GHUIHMPAHU OpraHU
HeoOxomuMata wWH(pOpMAIUs 3a H3AAJCHUTE, OTKA3aHUTE WA OTTEIJICHHUTE
0JI0OpEHUs Ha CHCTEMH IO Ka4eCTBOTO.

6. (uoBa - JIB, 6p. 106 or 2008 ., B cuna ot 21.03.2010 r.) [Tpunoxxumoct Ha



npoueaypata "I[IbaHO ocurypsiBaHe Ha Ka4eCTBOTO' KbM M3JEIUs 1O 4. 2, T. 4a.

[IpousBourensT nHpOpMUpa HOTUPUIIMPAHUS OpPraH 3a OCBOOOXKIABAHETO
Ha BCSAKAa TOTOBA MapTHJA WM3ACIUS 1O Wi 2, T. 4a W My Hu3Npamna odHIHaIcH
ceptudukar, u3gafeH OT M3IbIHUTENHATa AareHuus IO JieKapcTBaTa WM OT
nabopaTopusi, ONpeNesieHa 3a Ta3HW LN OT PEryjaTopeH OpraH Ha Jpyra IbpiKaBa
YJIeHKa, 32 0CBOOOK/1aBaHe Ha MapTHaTa JeKapCTBEH MPOAYKT, IOJIYyUYEH OT YOBEIIKa
KPBB MJIM OT YOBEIKA IJIa3Ma, KOMTO ChCTAaBIsABA HEPA3/eIHA YacT OT M3JEIMETO U
YUETO JIEHCTBUE BbPXY OpraHM3Ma € CIIOMAaraTeJIHO 110 OTHOLUEHHE HAa OCHOBHOTO
MpeHa3HaYeHUe Ha U3JIeIUETO.



