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EBPOITEMCKHA CbIO3

ITPYTN AKTOBE

PbKOBOICTBO

or 7 mapt 2013 ropmuna

3a gobpa mucTpuOyTOpCKa MPaKTMKA NMPM THPrOBMATA C JEKAPCTBEHM MPOAYKTH 32 XyMaHHA ymotpeda

(2013/C 68/01)

BBBETEHUE

Hacrosioto pbKOBOICTBO ce OCHOBaBa Ha wieH 84 u wuieH 856,
naparpa¢ 3 ot Hupekrnsa 2001/83/EO Ha EBpormeiickus maprmameHT
n Ha Cpera or 6 noemspu 2001 1. 3a yTBbLpKHaBaHe Ha KOIEKC Ha
OOLIHOCTTA OTHOCHO JI€KAPCTBEHM MPOIYKTM 3a XyMaHHA YIIOT-
peba (') (Ompektsa 2001/83/EQ).

Huctpubylmsara Ha eOpo Ha JIEKAPCTBCHU MPONYKTM IpPelCTaBIIsiBa
BaXHA HEMHOCT B VHTEIPUPAHOTO YIpaBlieHME HA Bepurata Ha
mocrapka. [IHelHata OMCTPUOYTOpCKAa Mpexa 3a  JIeKAPCTBEHM
IPOIYKT! CTaBa BCE INO-CIIOKHA M BKIIOYBA MHOIO yuactHuuu. C
HACTOSIIOTO PBKOBONICTBO CE YCTAHOBSIBAT MOIXOMSIIM MHCTPYMEHTH
3a MOJIIOMAraHe Ha MUCTpUOYTOpUTE Ha €Ipo NPY M3IBIIHEHNME Ha
[eHOCTUTE MM M 33 IPENOTBPATSIBAHE HA HABIM3AHETO HA (anum-
duipany JlekapcTBeHN IPOIYKTH B 3aKOHHATA BEPUIa Ha JIOCTABKA.
CpOMofIaBaHeTo Ha HACTOSILIOTO PHKOBONCTBO TAPAHTHPA KOHTPOI
BbpXy HUCTPUOYTOpPCKATA Bepura M CIENOBATESHO 3alla3BaHe Ha
KauyecTBOTO ¥ 1eNI0CTTa Ha JIEKapCTBEHMTE MPOHYKTIL.

B crotsercrye ¢ unen 1, maparpad 17 or [dupektusa 2001/83/EO
ICTpUOYLMS HAa €IPO Ha JIEKAPCTBEHM IPOMNYKTH O3HAYaBa: ,BCSIKA
MefHOCT, KOATO BKITIOYBA CHAaOmsIBaHe, MpUTEXKaBaHe, IOCTABKA WITH
eKCIIOPT Ha JIeKapCTBEHM MPOIYKTH, C M3KIIOUEHMe Ha CHaOmsiBaHe
Ha HaceneHyero. Te3y NEMHOCTM ce OCBIIECTBSBAT C IPOMU3BOIN-
TeNUTe WM C TeXHWTE [EMO3UTApM, C BHOCUTEINTE, C MPYTH
THPOBLM Ha €O WM ¢ $apMaLeBTHTe I C JIULATA, ONPABOMOLIECHN
[la IOCTABSIT JIEKAPCTBEHM MPOMYKTM HA HACENEHMETO B ChOTBETHATA
IIbpXKaBa-uJieHKa“.

Besiko muie, koeto paboT Kato mucTpuOyTop Ha efpo, TpsiOBa ma
TpuTeKaBa paspeleHye 3a muctpubyiys Ha enpo. B wen 80, Oyksa
k) or upekrusa 2001/83/EO e mpensunero mucrpubyropure ,Ja
Cra3BaT MPMHLMINTE M PHKOBOLCTBOTO 3a H0Opa MMCTPUOYLMOHHA
npaktuka“ (IIT).

() OB L 311, 28.11.2001 r., ctp. 67.

[lpuTexXaBaHETO Ha paspelieHue 3a [POM3BONCTBO BKIIOUBA 1
paspelueHye 3a IUCTPUOYLMS HA JICKAPCTBEHMTE MPOIYKTH, KOUTO
ca oOxBaHaTM OT paspelueHyero. CIENOBATENHO NPOU3BOIUTENINTE,
KOMTO WM3BbpIIBAT HAKAKBM  [MCTPUOYTOPCKM — HEMHOCTH  ChbC
coOCTBEHM MPOIYKTH, TpsiGBa ma ce chobpasssar ¢ MIII.

Io ompegerenne mUCTpUOyUMsTa HA €IPO He 3aBUCKM OT TOBA HAlM
ACTpUOYTOPBT €  YCTAHOBeH WM [eiicTBa B CIELMQUYHM
MUTHUYECKM TEPUTOPUM, KaTo CBOGOIHM 30HM WIM CBOOOIHM
CKIIajioBe. BCMUKM 3aIBIIKCHMS, CBBP3aHM C  [EMHOCTUTE 10
mcTpubyLMst Ha enpo (KaTo M3HOC, MPUTEKABaHe WM IIOCTABKa),
BaXaT CHUIO Taka 3a Tesu mucTpubyTopu. CHOTBETHNMTE pasferyt B
HACTOSILOTO PHKOBOIICTBO CJIENBA J1a Ce CIA3BaT CHUWIO M OT APYIH
YUACTHMULY, BKJIIOYEHN B [MCTPUOYLMATA HA JIEKAPCTBEHM [POIYKTH.

B kaHana 3a mucTpuOyums Ha JTeKapCTBEHM MPOMYKTH MOXKeE [1d MMar
pors M APYTM YYaCTHMLM, KaTo Hampumep nocpemuuumte. ChriIacHO
wieH 850 nuata, OCHLICCTBSIBALIM MOCPEIHMYECTBO B OONACTTa Ha
JIeKapCTBeHUTe MPOIYKTH, TPsOBa [1a ce NONYMHABAT HA OIpelesIeHy
pasmopen6y, NPUIOKMMM 33 OUCTPUOYTOpUTE HA €IpO, KAKTO U Ha
CHeLMATIHY PasNopendyl OTHOCHO MOCPETHIYECTBOTO.

ITIABA 1 — YIIPABJIEHME HA KAYECTBOTO
1.1. IpuHnmn

Iucrpubyropure Ha egpo TpsOBa [a MOMAbPXKAT CHUCTEMA 3a
KAuecTBO, ONpeNeNsia OTTOBOPHOCTHTE, MPOUECUTE M MPUHLMIIATE
33 yIpaBleHME HAa pPWUCKA, CBBP3aHM C TeXHuTe JeitHocTH (2).
Bomukm  meitHOCTM  TO  IMCTpuOyuMs cieaBa  Aa  ObOaT  SICHO
OmNpeyieNieH! M CUCTEMHO MperfiexaaHn. BCuuku KpuTmuHM eramu
OT MpolecuTe Ha MUCTPUOYLMSA M 3HAUMTETTHUTE MPOMEHM B HETO
TpstOBa ma GbmaT OOOCHOBAHM M, KOTaTo € MPUIIOKUMO, OfOOpeHH.
PBKOBOLCTBOTO Ha [aeHaTa OPraHM3alysi OTIOBApsi 33 CUCTEMATa 3a
KauyecTBO, KaToO Ce M3MCKBA HEroBaTa BOHEIA MO3MLMS M AKTMBHO
yuactue. CucTemaTa 3a KauecTBO criefBa ga Gboe MOOKpeNeHa ¢ aHra-
KHMPAHOCT OT CTPAHA Ha IEPCOHANA.

(%) Ynen 80, Oyksa 3) or dupektusa 2001/83/EO.
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1.2. Cucrema 3a KauecTBO

Cucremara 3a ympasiieHMe Ha KauecTBOTO CJIefBa fa oOXBaiia opra-
HI3AUMOHHATA CTPYKTypa, HpPOLENypuTe, NMPOUECUTE M PECYPCUTE,
KAKTO ¥ HeOOXOIMMMUTE HCIHOCTM 3a OCUIypsiBAHE HA YBEPEHOCT,
ye KauecTBOTO M ILIENIOCTTa Ha JOCTaBeHMs HPOIYKT Ce 3amaspaT U
TOJ OCTaBa B PaMKMTe Ha 3aKOHHATa BepMra Ha JOCTaBKa MO Bpeme
HA CbXpAaHCHNE M[WUIM TPAHCIOPTHPAHE.

CucreMata 3a KauecTBO CJelBa M3LSUIO 14 Ce JIOKYMEHTUpA, a
HeilHaTa eeKTMBHOCT 1a ce Habmomasa. Bewuku peftHOCTH, KOUTO
VIMaT BPB3KA ChC CUCTEMATa 3a KauecTBo, TpsiOBa f[a Obmar
OIIperieNieH U JOKyMeHTMpaHu. HyXHO e Ha ce BbBee HAapbYHUK
33 KauecTBOTO MM PABHOCTOCH JTOKYMEHTMPAH IOIXOM.

PpKOBOLICTBOTO ClefiBa J1a Ha3Hauu OTTOBOPHO MJTbKHOCTHO JINLE C
SICHO OIIPENENIEHM IIPAaBOMOILNVA M OTTOBOPHOCTH, 3a J1a CE€ rapaHTupa
NpwiIaraHeTo M MOOIbPXKAHETO Ha CUCTEMATa 3a KavyecTBo.

PbKOBOICTBOTO Ha AMCTPUOYTOpa CrienBa fa FapaHTHMPa, ue BCUUKM
e/IeMCHTY HA CMCTEMATa 3a KauecTBO ca 00e3IeueHM B [OCTATbYHA
CTEMeH ¢ KOMIIeTEHTEH MepCcoHa 1 MOIXOMSANIM M IOCTAThYHM TTOMe-
1wieHnst, 060pyIBaHE M CHOPBKEHIS.

Ilpu paspaboTBaHe MM IPOMsIHA HA CUCTEMATa 3a KAYeCTBO CIIelBa
Ia ce B3eMAT MpeBMI OOEMBT, CTPYKTypaTa M CIIOXKHOCTTAa Ha
neitHocTHTe Ha AMCTpuOyTOpa.

HeoGxomymMa e meiicTBala cucTeMa 3a KOHTPOJ Ha HpoMsHaTa. Tasu
CMCTeMa CrIefBa [1d BKITIOYBA MPMHUMINM 33 YIpaBleHHe Ha PIUCKa,
CBBp3aH C KauectBoTo. CumCTeMata 3a KOHTpON TpsiOBa ma Obe
ChpasMepHa U edeKTUBHA.

Che cucTeMaTa 3a KauyecTBOTO CilefiBa Mia ce rapaHTupa, ue:

i) cHabmsBaHeTO, CHXPAHSBAHETO, HOCTABSIHETO M M3HOCHT HA JIeKap-
CTBEHNUTE MPOIYKTY Ce M3BBPLIBA [0 HAUMH, KOITO OTIOBApsl Ha
m3uckBanusaTa Ha JJIIT;

ii) ca ompemeneHy SICHO OTTOBOPHOCTHTE IO YIIPABIICHUETO;

iii) mpomykTuTe ce MOCTaBAT Ha TOYHMTE IOMyYaTeNM B PAMKUTE HA
3aI0BOJIUTENIEH NIEPUONL OT BPEME;

iv) mpoTokomMTE Ce M3TOTBAT €IHOBPEMEHHO;

V) OTKJIOHEHMSTA OT YCTAHOBEHMTE NPOLEIYpY Ce JOKYMEHTUPAT U
pascrienBar;

vi) mpemmpmemar ce MONXOMAIIM KOPEKTMBHM U TNPEBAHTUBHU
mericTys (mmpoko m3sectHM Kato KIIM), 3a ma ce kopurmpat
OTKJIOHEHMs M TAKMBA [1a GBIAT IPENOTBPATSBAHM B ChOTBETCTBHUE
C NPMHUMINTE 3a yIpaBlleHMe HAa PUCKA, CBBP3aH C KauecTBOTO.

1.3. YnpasneHue Ha M{eMHOCTHM, Bb3JIOKEHM HA BbHIIHU
U3ITbITHUTENN

Cucremara 3a KauecTBO TpsiGBa J1a BKIIIOUBA KOHTPOIIA U Iperfena Ha
BCUYKM [IE/HOCTH, BB3JIOKEHU HA BBHIIHY M3IIBIHUTEIN M CBBP3AHN
¢ npumo0yBaHe, MpWTeXaBaHe, CHAOMsSBAHE WM M3HOC HA JEKap-
crBery nporyKTy. Te3y mpolecy CiiefBa [Ia BKIIIOUBAT YIIPABIICHMETO
Ha PUCKA, CBBP3AH C KAueCTBOTO, M [1a OOXBALLAT:

i) oueHsiBaHe Ha MPUIOJHOCTTA M HPOQECHOHANTHATA OATOTOBKA Ha
VBIIBIIHUTENS. BbB BPb3KA C MUBITBIHEHMETO HA [IEHHOCTTa M
IIpOBepsABAHE HA CTAaTyca Ha Pa3pelleHNeTo, aKO TOBA Ce M3MCKBA;

ii

=

ompeniesisiHe  Ha OTTOBOPHOCTMTE HA ydyacTBAIMTe CTPaHM U
npoliecuTe Ha MpenaBaHe Ha MHQOPMALMS 110 OTHOUIEHNME Ha
IEAHOCTH, CBbP3aHM C KauyecTBOTO;

iii) MOHMTOPMHT M Hpernel Ha M3ITBIIHEHMETO OT M3IBIHUTENS Ha
JIOTOBOPA, KAKTO U PENOBHO YCTAHOBABAHE M M3IbIHSABAHE HA
BCUYKM HyXKHM TOTOOPEHIIS.

1.4. Ilpernen M MOHMTOPMHI OT PBKOBOICTBOTO

PbKOBOICTBOTO CrieBa [a pasmonara ¢ OQuIManeH Mpouec 3a
NepUONyYeH Mpernel Ha CUCTeMara 3a KadecTBo. [IpertemsT TpsOBa
Jla BKITIOYBA:

1) M3MEpBaHE Ha IIOCTUTHATOTO IO OTHOLIEHME Ha NENUTE Ha
CUCTEMATA 32 KAUYECTBO;

ii) oleHKa Ha TMOKa3aTeNuTe 3a M3IBJIHEHME, KOMTO MOTaTr Jia ce
MBION3BAT 3d OCBLIECTBSBAHE HA MOHMTOPMHT Ha ePeKTMBHOCTTA
Ha IIPOLECUTE B PAMKUTE Ha CUCTeMaTa 3a KauecTBO, KaTo OIUIaK-
BaHMS, OTKIJIOHEHVS, KOPEKTMBHM M IIPEBAHTMBHM [EJHOCTH,
IpOMeHM B mpouecute; 0OpaTHa Bpb3Ka OTHOCHO MEHOCTH,
BB3JIOKEHM Ha BBHUIHM V3IIBJIHMTENM; HPOLECH Ha CaMoolle-
HsBaHe, BKJIIOUMTENTHO OLEHKM HAa pPUCKA U ONUTY; BBHIIHU
OLIEHKM, KaTO MHCIEKUMYM, KOHCTATaUMM M OOUTM Ha KIMEHTV;

iii) HOBHM pasmopenOy, YKasaHWS M BBIPOCH, CBBP3AHM C KauecTBOTO,
KOMTO Ca B CBCTOSIHME J1a OKaXKaT BB3MENCTBME BHPXY CUCTeMaTa
3a yIpaBlieHMe Ha KauecTBOTO;

iV) MHOBALNMM, KOUTO MOrat ga HOHO6PHT Cucremara 3a KaudeCTBo;

V) IpoMeHNM B Ou3HeC cpefata M LeJuTe.

Pe3ynTarhT OT BCeKM IpeINiell OT PHKOBOICTBOTO HA CHMCTEMATa 3a
KauecTBO TpsOBa ma Gboe CBOCBPEMEHHO [OKYMEHTMpaH, a
BBTPELIHOTO NpeliaBaHe Ha MHPOpPMALMITA J1d Oble ePeKTUBHO.

1.5. YmpasieHue Ha PUCKa, CBbP3aH C KauyeCTBOTO

YIpaBIeHNeTo Ha PUCKA, CBbP3aH C KAuecTBOTO, NPEICTABIIsABA CHCTe-
MaTHUeH MpoLieC Ha OLIEHKA, KOHTPOI, MpenaBaHe Ha MHPOPMALs U
Tperell Ha PUCKOBETE, CBBP3aHM C KAaueCTBOTO Ha JIeKApCTBEHMUTE
NPONYKTH. YNpaBleHneTo Ha pPHUCKAa MOXe Ja ce Mpurara KakTo
TPEIBAPUTEIIHO, TaKd ¥ C OOpaTHA CHIIa.
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Upes ympasneHMETO Ha PIUCKa, CBbP3aH C KauecTBOTO, CilefBa Ma ce
TapaHTHpa, Ye OLEHKATa HA PUCKA MO OTHOLIEHME HA KayecTBOTO Ce
OCHOBABa Ha HAyYHM 3HAHMs, ONMT B Mpolieca 1 B KpaiiHa cMeTKa ce
OTHACS IO 3alMTaTa Ha MalyeHTa. AcmekTuTe Mama® Ha pabotara,
Cra3BaHe Ha OIpeleNieHNTe IpaBuila M JOKYMEHTHpAaHe Ha Ipoleca
criefBa 1a ObIAT ChM3MEPMMM ChC CTeNeHTa Ha pucka. Ilpumepn 3a
TmpouecuTe TPU YIpaBleHMe HAa PUCKA, CBBP3aH C KaueCTBOTO, 1
TAXHOTO MpuiaraHe ca nocoueHu B Hacoku Q 9 Ha Mexnyna-
ponHara KouepeHiyst o xapmorusaums (ICH).

ITIABA 2 — IIEPCOHAII
2.1. MpuaIMI

IpaBunHara [UCTpUOYLMSL HA IIEKAPCTBEHM INPOMLYKTH 3ABUCK OT
Xopata. B Tasu Bpb3Ka € HyXKEH HOCTATHUHO HA OPOIl KOMIETEHTEH
EPCOHAIl 32 M3BbPUIBAHE HA BCUUKM 3alaudf, 3 KOUTO MIUCTPH-
OyTopsT Ha €Ipo € OTIOBOpeH. VIHIMBHMIIyalHMTE OTTOBOPHOCTM
crierBa a ObHAT SICHY, TPABUIHO pasdpaHM OT IepcoHanma M HOKY-
MEHTHpaHIL.

2.2. OTroBOpHO MIBXKHOCTHO JINIe

HucTpubyTOPBT Ha eOpo € MTbXEH NIa OIpeleNny OTTOBOPHO IUTbX-
HOCTHO nutie. OTTOBOPHOTO MITBKHOCTHO NMie TPsOBa ma OTroBapst
Ha TPO(ECHOHAIHNTE M3UCKBAHMS M Ha BCUYKM YCIOBHS, Ipef-
BUIEHM B 3aKOHOJATEICTBOTO HAa CHOTBETHATA IIbpKaBa-wieHKa (1).
XKemarenHa e  006pa3oBaTeNHO-KBATMUKALMOHHA ~ CTENEH IO
dapmauyst. OTTOBOPHOTO IITHKHOCTHO JIMLE CTIe[Ba [a MpUTeXaBa
NMOOXOMSIIA MPOPECHOHANHA IONTOTOBKA ¥ OINT, KaKTo U
NO3HAHMS 33 DOOPY IMCTPUOYTOPCKY MNPAKTUKY U 0OyuYeHNe O TSX.

OTFOBOpHOTO IUTB2KHOCTHO JIMIE CJIe[IBa Ja M3IIbJIHABA 3aIblI-
KEHMATa CUM  JIMYHO, KaTo Tpﬂ6Ba Ja ¥VMa BB3MOXHOCT 3a
TOCTOsSIHHA BPB3Ka € HETO. OTI‘OBOpHOTO IUTbKHOCTHO JIMIIE MOXKE
Ha penerupa CJ'Iy)Ke6HI/I 3a[IbJIZKCHMS, HO HE M OTTOBOPHOCTM.

B mucMmeHaTa ITbKHOCTHA XapaKTEpMUCTUKA HA OTTOBOPHOTO [UTbXK-
HOCTHO IMie CriefBa 1a OBIAT OMpefeNieHy IPaBOMOIIMATA My 3a
B3EMaHE HAa pelleHNs, KaTo Ce B3eMaT MpedBUI HEroBUTE OTIOBOp-
HOCTM. [ImcTpuOyTopsT Ha e€mpo CjeaBa [a IPemoCTaBM  Ha
OTTOBOPHOTO ~ [UTHXXHOCTHO  JIMUE  ONpENEICHUTE  [PABOMOLLNS,
pecypcu M OTTOBOPHOCT, HEOOXOmMMI 33 M3MBIHEHME HA 3aIbil-
SKEHUsITa My.

OTrOBOPHOTO IUTBKHOCTHO JILE CIIe[BA [a M3BbPIIBA 3aIIbIIKCHISTA
CM 10 HAuMH, C KOITO TapaHTHpa, 4ye AMCTPUOYTOPBT Ha eIpo e B
CHCTOSIHME [1a TIOKAXe ChOTBETCTBUETO CH ¢ 10OpaTa AMCTpuOyTOpcKa
NpaKTMKA M dYe Ca V3IbJIHEHU 3abIKEHMATa KbM OOLIECTBEHUTE
cryKO6u.

3ambIKeHuAITa Ha OTTOBOPHOTO JIITB2KHOCTHO JIMIE BKITIOUBAT:

i) rapaHTMpaHe, Ye ce NpuUIIara M ClasBa CUCTeMa 3a YIpaBleHue
Ha KauecTBOTO;

ii) QoxycypaHe BbpXy YIpPaBIIEHMETO HA paspelieHUTe IEIHOCTH U
TOYHOCTTA ¥ KAuecTBOTO Ha IPOTOKOIIUTE;

ili) rapaHTMpaHe, ye ce MpMIIAraT ¥ Cra3BaT MPOTPaMU 3a HAYaIHO
¥ mocrensamo obydeHe;

(') Ynen 79, 6yksa 6) or dupexrnsa 2001/83/EO.

iv) KoopmMHMpaHe U CBOEBPEMEHHO M3MBIHSABAHE Ha KaKBUTO U Ja
OmI0 omepaumy MO M3TEITISIHE Ha JIEKAPCTBEHY MPOIYKTH;

=

rapaHTMpaHe, ue CHOTBETHNUTE OIUIAKBAHMS Ha KIIMEHTUTE Ce
ypexmat eeKTHBHO;

vi

=

rapaHTipate, 4e¢ JOCTaBUMLNTE U KIIMCHTUTE Ca OH06pCHI/I;

vii

=

onoOpsiBaHe Ha BCUUKM TOIV3ITHIHMTENICKM MNEHHOCTH, KOUTO
¥IMaT BBb3HECTBME BbPXy HoOpara AMCTpUOYTOpCKA IPAaKTHKa;

viii) rapaHTMpane, ue caMOMHCIEKLMMTE Ce U3BHPIIBAT HA
TOAXONAIM  PEJOBHM ~MHTEpBaly, —CIENBaT —IIPeIBapUTENTHO
ompeneseHa IpOrpaMa M ca  BbBENEHM  HEOOXOmMMUTE
KOPEKTMBHM MEPKU;

&

BOIEHE Ha CBHOTBETHM IIPOTOKOIM 33 BCAKAKBU JIETIETMPAHN
3aIbIIKEHIIS;

X) B3eMaHe Ha pelleHNe OTHOCHO OKOHYATENHOTO YHMILIOKABaHE
Ha BbPHATY MPOIYKTH; NPOIYKTH, 34 KOWTO € YCTAHOBEHO, ue
Ca HETOIHY; M3TerJIeHN OT yrmoTpeba mpomyKTy i dammmdu-
LMPaHK TIPOIYKTI;

Xi

=

onoOpsiBaHe HA BCUUKYM BbPHATM MPOIYKTM KbM T[OIHATA 33
npofax0a HaIMIHOCT;

Xii

=

TapaHTMpaHe, Y€ Ce CIa3BaT BCUYKM MONBIIHUTENIHM W3MCK-
BAHMS, HANOXEHM OT HAUMOHAIIHOTO 3aKOHOJATEJICTBO 33
ompenesteHy npouyktu (2).

2.3. JIpyr mepcoHaiu

Ha Beuukm eramu or pefiHocTute 1Mo AMcTpuOyums Ha empo Ha
JIEKAPCTBEHM NPOILYKTM CJelBa []4 MMa [OCTaTbYHO Ha Opoii
KOMIICTEHTEH MepCcoHal. UMCIIeHOCTTa Ha HYXKHMSL IEPCOHA € B
3aBUCHMOCT OT oOeMa M 00XBaTa Ha IENHOCTUTE.

Heobxomnmo e OpraHu3aumMOHHATA CTPYKTypa Ha HUCTpUOYTOpa Ha
enpo fa Objie M3IOXeHa B OpraHM3aLMOHHA cxeMa. Porsita, oTroop-
HOCTUTE M BBTPELIHUTE B3AMMOOTHOLIEHMS HA LENUS TepCOHa
Tpsi6Ba ma GboAT SICHO yKa3aHNL.

Pornsita u OTTOBOPHOCTUTE Ha CITy2KUTEIINTE, pa6OT€IIII/I Ha KIJIIOUOBU
nosyumy, Ciensa  noa 6’])]18,T M3JIOKEHNM B IIMCMEHU [JIB2KHOCTHU
XapaKTEPUCTNKY, KaTO CE€ IOCOYBAT CBHIIO TaKa BCUYKM OpraHmsa-
LIVIOHHM MEPKM I10 Ha3HauaBaHE Ha 3aMECTHMUK.

2.4. Obyuenue

Bcuuknm uneHOBe Ha MeEpCOHAla, KOUTO Y4acTBaT B JEMHOCTUTE IO
mucTpubyuys Ha empo, ciemsa ga ObgaT oOyueHM BbB BPb3KA C
M3MCKBaHMsITA Ha JoOpata mmcrpuOyTopcka mpakTika. YneHosere
Ha NepcOHana TPsiOBa [a MMAT CHOTBETHATA KOMICTEHTHOCT 1 OINT
TIpey 3aI0YBAHETO Ha 3aJauuTe CU.

TlepcoHAIBT CrieBa [a MONy4YaBa HAYAIHO M TEKYLIO OOyueHue,
KOETO Jla ChOTBETCTBA HA M3ITBIIHSABAHATA PONS M Ja Ce M3BbpIIBA
Bb3 OCHOBA HA IMCMEHNM PA3MopenOy M B CHOTBETCTBME C INMCMEHA
nporpaMa 3a oOydeHue. OTIOBOPHOTO [UTHKHOCTHO JIMLE CBIIO
CriefBa JIa MOIIbPKA KOMIETEHTHOCTTA ci B 0ONacTTa Ha moOparta
ICTPUOYTOPCKA MPAKTUKA MOCPENCTBOM PEIOBHO OOyUeHMe.

(%) Ynen 83 or dupektusa 2001/83/EQ.
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OcBeH ToBa B 00yueHMeTo crensa ha ObIAT BKIIIOYEHM ACTEKTH 3a
WIeHTUMKALMS Ha TPONyKTa M m3bsArBaHe Ha QanumuimpaHnu
JIeKapCTBa, HABIM3AILYM BB BEPUIaTa Ha JOCTABKA.

YUneHoseTe Ha NepCOHANa, 3aHMMABALIM CE C BCAKAKBY MPOAYKTH, 3a
OopaBeHe C KOMTO e W3MCKBAT IO-CTPOTM YCIIOBMS, CIIeABa Iia
ToNyyaBar CreumanHo oOydenne. [IpuMepute 3a TaKuBa NPOIYKTH
BKJIIOUBAT ONACHY INPOIYKTH, PAagMOAKTMBHYM MaTepyaiy, IPOmyKTH
Ch3[ABallM  OCOOEHM pUCKOBE 3a  3MOymoTpebda  (BKITIOUUTEITHO
HapKOTVMYHM ¥ TICXOTPOIIHY BENIECTBA) M UyBCTBUTENTHM KbM TEMIIe-
paTypaTa IpOIyKTH.

3a wsI0TO O6yllCH]/IC ClienBa 1a €€ BOOM OTYET, a e(l)CKTI/[BHOCTTa Ha
O6y‘l€HI/l€TO nepnoonvHo fa €€ OLeHsBA M TOKYMCHTUPA.

2.5. Xuruena

Cnenpa fa ObIaT Chb3OaleHM M [ Ce UBIBIHABAT MOIXOMSLIM
POLEAYPY, CBbP3AHM ChC CIA3BAHATA OT IIEPCOHANA XMIVEHa,
KOWTO [1a CHOTBETCTBAT Ha M3BBPIIBAHUTE MeiiHOCTH. HeoOxomumo e
Te3M NpOLeNypu [a OOXBALAT 3UPABHUTE ACIEKTH, XUIMEHATa M
00NeKII0TO.

TTIABA 3 — TIOMELIEHUA U OBOPYIBAHE
3.1. IpuHmn

Huctpubytopute Ha empo TpsOBa @A pasloNararT ¢ [OMELICHI,
vHCTanamum 1 obopynsae ('), KOMTO Ca NOXOMSIM U OTTOBAPST
HA M3MUCKBAHMATA, 33 []d Ce [ApaHTMPA NPABUIIHOTO CbXPaHEHNUe M
macTpuOyLmst Ha JieKapcTBeHMTe MpOIyKTH. [lo-crienmanHo nome-
weHunsita TpsiGBa a ObOAT UMCTM, CyXM, KATO TeMIepaTypara ce
TOIIbPKA B CHOTBETHUTE TPAHMLI.

3.2. IloMemeHus

TloMelueHusTa CliefBa 1a ObIAT POEKTUPAHU MIIA IPUCTIOCOOEHM C
LeJl [1a ce apaHTMpa MOMIbPKAHETO Ha HYXHUTE yCIIOBUS 33 ChXpa-
HaBaHe. Te cmema [a  ObOAT  MONXOOSIO  00e30MaceHy,
KOHCTPYKTMBHO CTa0MJHM M C JOCTaThueH Kanauurer, 3a Ja
103BOJIABAT G€30I1aCHO ChXpaHeHMe 1 OOpaBeHe C IIEKAPCTBEHMTE
nponykri. Ha Mecrara 3a chxpaHsBade crieiga ga Obie OCUTYPEHO
MOOXOMAIO OCBETNIEHNe C OIIell Ha TOYHOTO U 0Oe30MacHo
VM3BbPLUBAHE HA BCUUYKM ONEPALIMU.

Korato momerenusita He ce yhpapidBatr IpsAKO OT ]IlI/ICTpI/I6yTOpa Ha
€po, CrefBa fa ce CKIIIo4M OOroBop. [ToMereHunsiTa 1Mo HTOroBop ca
NpeOMET Ha OTHENHO pa3pelleHue 3a ]II/ICTpI/I6yLU/I5[ Ha €apo.

JlexapcTBeHMTE MPOIYKTY CIIefBa Ja Ce ChXPaHABAT B OTHEIEHM U
SCHO O00O3HAUeHM 30HM, KaTO MHOCTBIBT IO TSX TpsibBa ma e
OrpaHiMyeH [0 YIeHOBeTe Ha IMePCOHAJA, KOMTO MMAT paspelleHme.
Besika cucteMa, ¢ KOSITO ce 3aMECTBAT efIeMEHTHTe Ha MATepUaTHOTO
OTIIeNsIHE, KATO HAIpyMep eNeKTPOHHO 000co0sBaHe Ha OCHOBATA Ha
KOMIIOTPU3MPAHA CHUCTeMa, TPsiOBA [1a OCUTypsiBa PaBHOCTOIHA
0e30I1aCHOCT ¥ CIleliBa [ Ce MOMUIOXM Ha OmOOpeHue.

IpomykTy, 32 KOMTO Ce YaKa pelleHMe 3a pasHopexkIaHe C TAX, MM
NPONyKTH, KOMTO Ca OTCTpaHEHM OT TOJHAaTa 3a Ipomax0a
HAJIMYHOCT, CJIelBa Oa Ce OTHENAT (M3MUYECKM WIM MOCPEICTBOM
NOAXONAIA €NIeKTPOHHA cucTeMa. ToBa BKIIIOUBA HAlpUMep BCEKM
IPONyKT, 3a KOMTO MMa ChMHEHMe 3a Qanumduuupare, W
BbPHATUTE TIPONYKTH. JlekapcTBeHMTe MPOAYKTH, MONMY4eHU OT
TpeTa Ibp:KaBa, KOMTO Obaue He ca IpeNHA3HAYeHM 33 Ma3apa B

(') Ynen 79, 6yksa a) or Hupekrusa 2001/83/EO.

pamkure Ha Cbi03a, CBIIO CNeOBA A Ce OTHENAT QU3MYECKIL
Beuuku HamepeHM 1O Bepurata Ha JIOCTaBKa (ayuyQuuypaHy
JIEKApCTBEHN IIPOIYKTH, MPOLYKTH C M3TEKBI CPOK Ha TOFHOCT,
M3TEITIeHN OT ynoTpeba NMPOIYKTH M MPOLYKTH, 33 KOMTO € YCTa-
HOBEHO, ue Ca HEIONHM, ClIefBa He3a0aBHO [i@ Ce  OTHENT
dusmueckn u ma ce cbxpaHsBar B 000cOOeHA 30Ha, Majede OT
BCHYKM [IPyTH JleKapcTBeHu npomykTu. HeoOxommmMo e B Teau 30HM
[la ce Mpusara MOIXOMSIIA CTelleH Ha CUTYPHOCT, 3a [Ia Ce FapaHTHpa,
Ye CHOTBETHUTE apTMKYIM OCTABaT OTHeNIeHM OT TO[HATA 3a
npogax6a HamuuHocT. Tesu 30HM TpsOBa ma ObmaT sicHo 0003-
HAUeHIL

CrenmanHo BHUMaHMe CrelBa 1a ce oOpbllia Ha ChXPAHSABAHETO Ha
TMPOIyKTH, 3a OOpPaBEHETO C KOMTO MMa KOHKPETHM MHCTPYKLMI,
Npe[BMUEHNM B HAUMOHAIIHOTO 3aKOHOHATENICTBO. 3a IONOOHM
MPONYKTM (HAamp. HAPKOTMYHM U TCHXOTPONHM  BEIIeCTBa) e
BB3MOXKHO [Ia Ce M3MCKBAT CIEUMANIHM YCIOBUS 33 CbXpaHsBaHe (1
CrenyanHy paspeuleHs).

PapmoakTvBHM MaTtepyuany M IIPYyIM ONAcHM NPOIYKTH, KAaKTO U
IPOIYKTY, KOMTO INPEICTABIABAT CIELMATIHM PUCKOBe 3a Oesomac-
HOCTTA NOpPAHy ONACHOCT OT NOXKap MM eKCIUIO3Ms (Hamp. Memu-
LMHCKY Ta30Be, TOPMBA, BL3IIAMEHMMM TEUHOCTM M  TBHPAM
BELIECTBA), CIIelBA [a Ce ChXpaHABaT B €OHA MIM IOBeue
060co6eHN 30HM B CBOTBETCTBUE C MECTHOTO 3aKOHOHATENICTBO M
Iy MONXOMSIIM MepKM 3a Ge30MaCHOCT U CUTYPHOCT.

B roMeleHnsATa 33 [IpUeMaHe M eKCIeNUIys CilefBa ia Obaar B3eTn
MepPKM 3a ONasBaHe HA MPONYKTMTE OT  I[peodIanaBaiuTe
KIIMMAaTHYHM yCIoBus. HeoOXommMo e MexXMy 30HMTE 3a IpUeMaHe
¥ eKCTIEMIMS ¥ 30HUTE 32 ChXPAHSBAHE [IA C€ OCUTYPH TOIXOIISALIO
pasnesisite. CrieniBa 1a ObIAT Ch3UALEHNM NPOLELYPU 32 OCUTYpSIBAHE
Ha KOHTPOI BHPXY BXOISALINTE/M3XOMALIMTE APTUKYIM. B 30HUTE 32
npueMate Tpsi6Ba ga Gboat ompeeneHy 1 00OPYHBAHM 1O CHOTBETCH
HAUMH YYacTBUM 3a M3BPIIBAHE HA [POBEPKM HA [IOCTABEHUTE
TPOIYKTH CIIell [PUEMAHETO UM.

CrenBa ja GBIAT B3eTH MepKM 3a TPEIOTBPATSBAHE Ha HepaspeleH
IIOCTBII 10 BCMYKYM 30HM HA IOMELICHMSTA, 33 KOUTO CE W3MCKBA
paspemerne. [IpeBaHTMBHMTE ~MepKM  OOMKHOBEHO — BKIIFOUBAT
CHCTEMM C BUIICOHAOJIONEHME 3a CMUTHANM3ALMSI MPOTUB HEIpa-
BOMEPHO TPOHMKBAHE JM CBHOTBETEH KOHTPON BBPXy mocTbma. IToce-
TUTENNTE CTefiBa [ ce TPMAPYKABAT.

TloMeleHnsTa M CHOPHKEHNATA 33 CbXpAaHEHMe CllefBa Ha ObuaT
uycry, 6e3 Hewucrotmu u mpax. Heobxomumo e ma Obuar mpuern
IPOrpaMy, MHCTPYKLMI U IIPOTOKOJIY 110 OTHOMICHUE Ha XUTMEHATA.
Crema ma ce m3bepe MOIXOAAMO OOOpymBaHe M IpemapaTu 3a
[OYNCTBAHE, TAKA Ye [IPU W3ION3BAHE Te [@ HE TPENCTABIISBAT
M3TOUHMK Ha 3aMbpPCSBAHE.

Tomemenysta cnenpa ma ObIAT MPoeKTMPAHM U 0OOPYHBAHM IO
TaKbB HAuMH, Y€ Ja OCUTYpsIBAT 3alIMTa Cpelly IPOHMKBAHETO Ha
HacekoMy, Tpusauy wimi npyrm XusotHu. CrefBa Ha ce mnpueme
IIPEBAHTMBHA IIPOrpaMa 3a KOHTPOIl Ha BPEIUTEIINTE.

[oMeleHMATa 32 MOUMBKA UM CAHUTAPHUTE BB3NM 33 CITYKUTEIUTE
crenBa ga ObgaT OTAENeHM N[O MOAXOMSL] HAYMH OT MeCTata 3a
chxpaHeHye. Hammumero Ha XpaHa, HaINTKY, THOTIOHEBYM UBLENNS
WIM JIeKapCTBEHM MPOIYKTH 33 JIM4HA ynoTpeba B 30HUTE 3a
chxpaHeHne TpsiGBa ma Obe 3a0paHeHo.



8.3.2013 1.

OdnimaneH BecTHNK Ha EBponeiickns cpo3

C 68/5

3.2.1. Konmpoa na memnepamypama u 3aoburarawama cpeda

HeobxommMo e ma mMa oGopymsade u pasmopenOy, KOMTO Aa ca
IOJIXOISL 32 M3BHPIIBAHETO HA [POBEPKM HA CPENaTa, KBIETO Ce
ChXpaHsBar Jiekapcrsenute nporyktu. (akropure Ha 3ao0mKassiaTa
cpena, KOMTO cliefBa [ia ObHAT B3eTV NPEIBMI, BKIIIOYBAT TeMIle-
patypa, CBETNIMHA, BITAXXHOCT M YMCTOTA Ha TOMELICHUATA.

[lpeny M3noON3BaHe 3a CKIIAJOBAaTA IUIOL[ CJICNBA J1a Ce HANPABST
HAuaJIHM KapTy HA TEMIpaTypara IpPU NPENCTABUTESHU YCIOBUSL
OGopymBaHEeTO 3a MOHMTOPMHI Ha TeMIeparypara TpsiOBa na Obpe
PasIONOXKEHO B CHOTBETCTBME C PE3YNITATUTE OT M3OTBEHMUTE KapTH,
KAaTO Ce TApaHTMpa, 4e YCTPONCTBATA 3a KOHTPOI Ca IOCTABEHM B
30HMTE C Haii-rofleMuTe yCTaHOBeHM Komnebarus. MeitHocTute 10
M3IOTBSIHE Ha KapTuTe CJefBa [a Ce IOBTapsiT B 3aBUCUMOCT OT
pesynTaTuTe OT OLEHKAaTa HAa PUCKA WIM KOTaTO Ca HAIpAaBEHMU
3HAUMTEIHM [IPOMEHM B ChOPbKEHMETO WM B 0OOpYHBaHETO 3a
KOHTPOJI Ha TeMIleparypara. 3a MalKy IOMELIEHNsS OT HSKOJIKO
KBaJ[paTHM MeTPa, KOMTO CE M3IION3BAT IPU CTAilHA TeMIEpaTypa,
TpsiOBa [1a ce M3BBPLIM OLEHKA HA [OTEHLMATHUTE PUCKOBE (HAIp.
OT HarpeBaTeili) M ChOTBETHO 1a Ce IOCTABST YCTPOICTBA 32 KOHTPOII
Ha TeMIIepaTypara.

3.3. OGopynsaHe

Lsoto obopymBaHe, KOCTO OKa3Ba BB3LEICTBUE BbPXY CbXPaHEHUETO
v auctpubyumsTa Ha JIEKApCTBEHM TMPOIYKTH, Crema ma Obe
NPOEKTUPAHO, PA3MONIOKEHO ¥ MOMIBbPKAHO IO CTaHHAPT, KONTO
OTrOBapsi Ha HETOBOTO MpelHa3HaueHue. Ha kirouoBoTo oOopymnsate,
KOETO € JKM3HEHOBAXKHO 3a NPOTHYAHE HA OIepalmuTe, TpsiOBa ma ce
TNpaBy I1aHOBA MONPbXKKA.

OGopymBaHeTo, KOETO Ce M3MOM3BA 33 KOHTPOJ VUM MOHMTOPHMHI Ha
cperiaTa, B KOATO JIeKAPCTBEHMUTE IPOIYKTU Ce ChbXPaHABAT, CleABa Ia
ce Kanubpupa Ha OMpENeNeHN MHTEPBAIIN Bb3 OCHOBA HA OLEHKA Ha
PMCKA M HaIeXIHOCTTA.

KanuGpuparero Ha 0GOpymBaHETO CrlefBa a Ce M3BbPLIBA CIOPET
NPOCIENUM HAlUMOHANIEH MM MeXKIyHapoJeH CTaHNapT 3a M3MepBaHe.
TpsibBa ma ce M3MON3BAT NMOMXOMSIINM CHCTEMM 33 aBapyitHa CUTHa-
NM3aIMSA € Ol [ABAHETO HAa IpENyNpexXIeHus, KOraro Nma
OTKIIOHEHMSI OT MpeMBAPUTENHO ONpeeNeHuTe YCIOBUS 3a ChXpa-
Henye. CurHanM3aLMMTE CIIElBa [ Ce HACTPONBAT HA MOAXOSIIN
HUBA M PEOBHO 7a Ce M3MMUTBAT, 3a Jla Ce TapaHTMpa MPaBUIIHOTO
VIM JIEfCTBHE.

Orepauyute 1O PEMOHTA, NOMIPbXKKATA ¥ KanmuOpUpaHeTO Ha
06opynBaHeTO CrelBa Ia Ce M3BHPUIBAT 110 TAKBB HAUMH, Ye
LIEJIOCTTa Ha JIeKapcTBeHMUTe HNPONYKTM Ja He ce M3/Iara Ha PUCK.

Ilo oTHOLICHNE HA JEMHOCTUTE [0 PEMOHTA, MOAIPBXKKATA M Kanmb-
PMpaHeToO Ha KITI0YOBOTO 00OpY/IBaHE ¢ HEOOXOMMO JId Ce MBFOTBST
CBOTBETHM MPOTOKONM ¥ PE3yNTaTnTe Aa Ce ChXpaHssar. KpM moco-
YeHOTO O00OpYIBaHE e YNMCISAT HANPUMEP XIAIMIHM CKITafloBe,
CHCTEMM C BMIEOHAOMIONEHME 3a CUTHAIM3ALMS [POTUB Herpa-
BOMEPHO IIPOHMKBAHE M KOHTPON BBPXY HOCTBIA, XIIATMIHUIMN,
TEPMOXUTPOMETPU MM JAPYTH 3aMMUCBAIIM YCTPOICTBA 34 TeMImepaTypa
¥ BIIAKHOCT, YCTPOJCTBA 33 KOHIMLMOHMpPAHE HA BB3[yXa M BCSIKO
obopynBaHe, KOETO ce W3ION3BA MMO-HATATBK 10 BEPUIaTa Ha
JIOCTaBKa.

3.3.1. Komniompusupanu cucmemu

ITpemn ma ce BbBeme B ynorpeOa HameHa KOMIIOTPU3MPAHA CHCTEMA €
HEOOXOMMMO [a ce JOKaxe —  IOCPENCTBOM  MOIXOMSIIM
VM3CTICBAHMS 3a OHOOpsIBAHE WM 3a IpOBEPKAa — ue CUCTEMATa e
B CBCTOSIHME [1d [OCTMTHE IXKEIaHWTE Pe3yNTaTy TOYHO, MOCTIe-
[IOBATEITHO ¥ BH3IIPOM3BOIMMO.

Ha pasnosnoxenne TpsiOBa fa MMa MOIpPOOHO MUCMEHO OMMCAHME HA
cuCcTeMaTa (BKITIOUMTENHO IUATPAMH, KBIETO € yMeCTHO). OmucaHueTo
CledBa 1a Ce NOIIbPXKA aKTyalusupaHo. B mokymenra TpsiOBa Ia
ObHAT OIMCAHM [PUHLMINTE, LEJIUTE, MEPKUTE 33 CUIYPHOCT,
o0XBaTa Ha CUCTEMAaTa ¥ OCHOBHUTE XapaKTEPUCTUKM, KaK Ce
VM3IO/I3Ba  KOMIIIOTPU3MPAHATA CUCTEMA Y HAYMHBT, 1O KOHTO TS
B3aMMOIIEICTBA C [IPYTU CUCTEMNL.

B KOMIIIOTpU3MpaHaTa CUCTEMa NAHHUTE Tpﬂ6Ba 1a C€ BbBEXIAT MIIN
IMPOMEHAT €IVHCTBEHO OT YIIBJIHOMOIIEHUTE 3a TOBA JIMLA.

[anHute TpsiOBa fa ca OCUTYpEeHM upe3 (QU3MUECKM M ENIeKTPOHHM
CPelCTBA ¥ 3aLIMTEHM CPelly CIIyYailHu M IIPOMEHM, 33 KOMTO He e
Owio mameHo paspemere. [lepuopMyHO CremBa fa ce IPOBEpsiBa
Ay CbXpaHCHWUTe NAHHM ca HOCTBIHM. [JaHHuMTe TpsibBa ma Obaar
3AIUMTEHM Ype3 Ch3[laBaHe Ha PE3ePBHM KOIMA IPE3 OMNpererieHu
uHTepBanmu. PesepsHuTe KOmus Ha IaHHMTE CIeMBa a Ce ChbXpaHABAT
Ha OTIENHO M 00e30M1aceHO MSCTO 3a NEPUOM, IMOCOYCH B HAILMO-
HaJIHOTO 3aKOHONATEJICTBO, HO Hali-MaJIKO 3a IeT TOAMHM.

Heobxommmo e ma Obmar ompemenieHu MpOLENypM, KOUTO @a ce
IpuUiaraT MpyM CpMB WM TOBpefa Ha CHUCTeMara. Tesy HpoLemypu
CTIeiBa [1a BKITIOUBAT M CUCTEMU 3a BH3CTAHOBSIBAHE HA JAHHWTE.

3.3.2. Visnumeanua 3a onpedendne Ha 200HOCMIMA HA home-
wenuama u obopydeanemo u 3a 0000pagaHe HA NPoyecu

[uctpuOyTopute Ha €Ipo CIeBA [d ONMPENENST KAKBU M3IMTBAHMS
3a OmpenessiHE Ha TOIHOCTTA HA KIIIOYOBOTO OOOpyHBaHe M[WlM 3a
omoOpsiBaHe Ha KITIOYOBNM IPOLECH Ca HeOOXOmMMM, 3a [a ce
IapaHTMpa MPABUIIEH MOHTAX M (YHKUMOHMPAHe Ha 0OOPYHBAHETO.
IloKyMeHTHpaH TOIXOM 3a OLEHKA Ha PWCKA CIIelBa [a Ce M3MOIN3Ba
3a ompepesisiHe Ha 0OXBaTa ¥ [MAa30HA HA JEIHOCTHTE, CBBP3AHN C
T0COYEHOTO M3IHMTBAHE 34 OINpENeNsiHe Ha TOIHOCTTA U/ 38 OH00-
psBare Ha mporecu (KaTo MPOLEC Ha CbXPAaHEHIe, B3EMaHe I OMaKo-
BaHe).

V3nuTBaHMATA 33 OmpeferisiHe Ha TONHOCTTA Ha 00OpYIOBAHETO V/[WiN
3a opmoOpsiBaHE Ha INPOLECH CIIefBa [1a Ce M3BHPIUIBAT MpeaM Ma
3aloYyHe M3MOJN3BAHETO MM M CTefl BCMYKM 3HAUMTETTHUM TPOMEHH,
Hamp. IIpY PeMOHT WM MONIPbKKA.

Ilo OTHOWIEHNME HA OIpENENSHETO HA TONHOCTTA Ha OOOPYIBAHETO M
3a OOOPABAHETO HA TPOLECK CIIeNBA [1d Ce W3TOTBAT JOKIAMM, B
KOUTO [OJIyYeHuTe pesynratn ce 0000WwaBar M ce KOMEHTHpAT
BCMYKM HaOmIonaBaHM OTKIOHeHMs. HeoOXommMMo € OTKIIOHEeHMSTa
OT YCTAHOBEHMTE MpOLedypyu [a ce HokymeHtupar. Ciemsa ma ce
B3eMaT TakKd ChIIO PelleHNs 3a JONBIHUTENHN JIEHCTBUS C OLJIeN
KOPUIMPAHE HA OTKIIOHEHMATA M [PEIOTBPATABAHE HA IOBTOPHO
HACTBIIBAHE (KOPEKTMBHYM ¥ TIPEBAHTMBHM meiicTBus). [IpuHLmMIMTE
Ha KOPEKTMBHMTE ¥ IpeBaHTMBHMTE [eiicTBusi TpsiGBa fa ce
pUIIarar, Koraro e HeoOxomumo. ChbOTBETHMAT NEPCOHANl CIelBa [1a
M3TOTBU M OOOPY [IOKA3ATENICTBO 3a ONOOPSBAHETO M MPUEMAHETO Ha
[[A[leH [POLIEC WIM Ha 4acT OT 00OpyaABaHE KATO YIOBIETBOPUTEIHMA
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ITIABA 4 — TOKYMEHTALIUA
4.1. ITpuHumn

IoGpata MOKyMeHTALs! MIPEICTABIIsIBA CIIECTBEHA YaCT OT CHCTEMATa
3a kauecTo. C TMCMEHATa [OKYMEHTAIMs Ce LT MNpeloTBpaTsBaHe
Ha TpemlkM OT BepbalHaTa KOMYHMKAauMs, KaTo ce I03BOIsBA
IpoCTielsiBAHe HAa CHOTBETHMTE ONEpALMM NPy AMCTpuOyumsTa Ha
JIEKapCTBEHM MPOJIYKTH.

4.2. O6wa undpopmanus

HokymeHTaumsTa  obXBalla  BCMYKM — IMCMEHM  IPOLELypH,
VHCTPYKUMY, IOTOBOPY, IPOTOKONIM ¥ JaHHM Ha XapTUEH WM eIleK-
TpoHeH Hocutell  [loKyMeHTauusra TpsbBa ga  Obge  Ha
Pa3IoNIOXeHMe ¥ Bb3CTAHOBMMA.

[lpn 0bpaboTBaHe Ha NMYHM NAHHM HA CIIYKUTeNUTe, Xandoro-
maTenUTe WM BCAKO IPYro  (QU3MYECKO JIMue Ce  IpuIiara
Hupekrtusa 95/46/EO 3a sammra Ha Quanueckute nuua npu obpa-
0OTBAHETO HA JIMYHM JaHHM M 33 CBOOONHOTO MBJIKEHME HA Te3
TaHHI.

MokymeHTauMsITa CrTefBa a Gbe JOCTaThYHO MOIPOOHA, KATO Ce MMa
npenBui 00XBaTHT HA HEMHOCTUTE HA AMCTPUOYTOpa Ha empo, 1 ha
Obe M3roTBEHa Ha PasbupaeM 3a IEPCOHANA €3VK, HAINCAHA SICHO,
HEJIBYCMIUCIICHO U (e3 TpeLIKL.

OTroBOPHOTO UTHKHOCTHO JIALE CIlelBa 1@ Ofobpu U Iommmiue
npolelypata M Aa MOCOuM ChOTBeTHATa mata. Ilpu HeoOXommmocT
CHOTBETHHTE YIILIIHOMOUICHN JIMLA CIIe[BA [1d ONOOPST, MOMMMIIAT
M IOCTAaBAT JaTa Ha JOKyMeHTauusra. [lokyMeHTHTe He OuBa I
Obmar peRomycHM. Ilpm Hyxma obade crmemBa fa ce OCUIYpH
JIOCTATBYHO MSICTO 3a TAKMBA BIIMCBAHISL.

Besko M3BBpLICHO M3MEHEHMe B IOKYMEHTALMATA Cllemsa Ha Oble
NONNMCAHO M M Ce NOCouM MaTaTa Ha u3pbpuiane. Crenm u3Me-
HEHNeTOo TPsi0Ba 1a MMa BH3MOXKHOCT 3a IPOUNTAHE HA OPUIMHATHATA
uropmatyst. Korato e uenecb06pasHo, MpUUMHATA 32 M3MEHEHUETO
CrlefBa J1a ce JOKYMEHTMpa.

[ToKyMeHTHTE CrefBA A Ce ChXPAHSBAT 3a INEPUONA, MOCOUCH B
HALMOHAIIHOTO  3aKOHONATENICTBO, HO HAJ-MAJIKO MeT TOIMHIL
JlvyHuTe [AHHM CleOBA A Ce M3TPUBAT MM IPEBPBLIAT B
AHOHVMMHM TAHHJ BeOHArA IIOM TSAXHOTO CHXPaHEHME IIpecTaHe Ma
Obe HeoOXOmMMO 3a LieTUTe Ha AMCTPUGYTOPCKUTE HEHHOCTH.

Bcekn CITy2KUTEIT Tpﬂ6Ba Ja MMa JIeCEH OOCTBII IO [siiaTa Heo0-
XonMMa HOKYMEHTALMsA 3a M3ITBJIHABAHMUTE OT HETO 3afayil.

HeobxommMo e ma ce oObpHe BHMMaHME Ha WU3MONI3BAHETO HA
BATMIHM M ofobpeHy mpouenypu. okymentute TpsiOBa Ia mmar
HEJBYCMICIIEHO ChIbpXKaHMe. 3aIIaBueTo, ChUIHOCTTA ¥ INpedHa3Ha-
YEHJETO VM CIIe[Ba 1a ce GOPMYMIMpaT sICHO. [JOKyMEHTHTE PElOBHO
Tps0Ba ma ce MperieXxmaT M fa ce NOMIbPXAT aKTyalM3MpaHML.
[Ipouenypure crempa [a BKIIIOUBAT KOHTPOJI Ha BapUaHTUTE Ha
mameHyst 1oKyMeHt. TpsiGBa fa CbllecTByBa CUCTeMa 3a IPENOTBpa-
TABaHE Ha HEBOJIHOTO M3MIONI3BaHE HA 3aMEHEH BapyaHT Cilefl Ipepas-
INeXIaHe Ha JaleH JOKYMEHT. 3aMeHEeHWTe WM  OCTapenu
npouenypu TpsOBa a ce mpeMaxsaT OoT pabOTHMTe MecTa M Ja ce
apXMBUPAT.

3a BcAKA CHENKA C TOJNYYeHM, NOCTaBeHM WM peau3upaHyu upe3
TIOCPETHMYECTBO JIEKAPCTBEHM IIPOIYKTY CIefBa [a Ce BOIM HOKY-
MeHTalysl 1ox (opMara Ha WM3NaneHu (aKTypu 3a IOKYIKa[mpo-
max0a, pa3MmMCKM 3a [OCTABKA, B ENEKTPOHEH B WM IOT
HSIKAKBa [Ipyra ¢opma.

HokyMeHTauMsTa TpsiOBa [1a BKIIOYBA HAll-MalKO CIelHaTa MHQOP-
MalMs: J1aTa, HaMMeHOBaHME Ha JIeKapCTBEHMs MPOMYKT, MOIy4eHo,
IOCTABEHO MIM PeanM3MpPaHo 4pe3 MOCPENHNUYECTBO KOMMYECTBO, MMe
W anpec Ha HOCTAaBUMKA, KIIMEHTA, NOCPENHMKA MM MONydaTerss,
CIopen Cllyyasl, KakTo M NMApTUIEH HOMEp IIOHE 3a JIeKapCTBEHMUTE
IIPOAYKTH C HaHECeHM MoKasarery 3a OesomacHocr (1).

Bcexu ot Npy M3BbPILIBAHE HA OIPENETIEHa Oonepauys CienBa na ce
MBIOTBAT ITPOTOKOJIN.

ITIABA 5 — OIIEPALIIU
5.1. Mpuauym

[lpn BCMUKM [eHCTBUS, KOMTO AMCTpuOyTOpuTe Ha empo Ipef-
IpyMeMar, CriefBa [1a ce rapaHTupa, 4e MIAEHTUYHOCTTAa Ha JieKap-
CTBeHMS NIPOLYKT He ce ryOum ¥ ue mUCTpuOYLMATa HA €Ipo Ha
JIeKapCTBeHNTe MPOOYKTM Ce J3BbPLIBA CIOpel MHPOPMALMATA,
IOCOYCHA HA BBHIIHATA OMAKOBKA. [IMCTPHOYTOpPBT HA empo TpsiOBa
Ila M3MOJNI3Ba BCMUKM HalMYHM CPENCTBA, 33 Ha CBeAe 1O MUHMMYM
puCcKa OT HaBM3aHe Ha GaMUMPUIUMPAHN TEKAPCTBEHN MPOIYKTU B
3aKOHHATa Bepura Ha JOCTaBKa.

Beuuky  JieKapcTBeHM IPOIYKTH, pasmpocTpanssanm B EC ot
mcTpubyTop Ha empo, TpsOBa ma ObIAT OOXBAHATH OT paspelieHye
3a THproBus, mpemocraBeHo or EC wiM OT mameHa abprKaBa-uieH-
Ka (3).

Beeku mmcTpuOyTOp, pasiiueH OT TUTYISIpS Ha PaspelleHUeTo 3a
THPIOBUS, KOWTO BHACS JIEKAPCTBEH MPOIYKT OT Ipyra IbpiKasa-
wieHKa, TpAOBA [d YBEHOMM TUTYIAPS HA paspelieHueTo 3a
THPrOBUsSL M KOMIETEHTHMSI OPTaH B AbpKABaTa-wieHKA, B KOSTO
JIEKAPCTBEHMAT MPOIYKT e Oblie BHECEH, OTHOCHO HAMEPEHUETO CU
ma BHece mameHmst mpomykr (}). Beumukm KimouoBu  orepaumy,
VBNOXKEHM IO-HONMy, ClemBa Oa OBJAT OMMCAHM [OIPOOHO B
CHCTEMATa 33 KauecTBO Upe3 NMOAXOMSIIM [TOKYMEHTHL.

5.2. Hpoylmaﬂe JaJIN TOCTaBUMIIUTE M3IIB/IHABAT M3UCKBA-
HUATA, NpPENsABSABAHN KbM TAX

HucrpubyTopute Ha eIPO ca 3aTBIIKEHM [ MPUEMAT IOCTABKUTE CH
Ha JIGKAPCTBEHY CPEICTBA CaMO OT JIMUA, KOUTO IIPUTEXKABaT
paspemieHye 3a MMCTpUOYLMS HA €OpO IM  paspellieHye 3a
IIPOM3BOJICTBO, B KOETO € BKJIIOUEH BBIPOCHUSAT MPOIYKT (¥).

HuctpubyTopute Ha €mpo, KOMTO MOMY4aBAT JIEKAPCTBEHNM NPOLYKTH
OT TpeTu IbpXKaBy, 3a LENUTE Ha BHOCA, T.. 3a LIEJIMTE Ha MycKaHe
Ha Te3um mpogyktu Ha masapa Ha EC, TpsabBa ma mpurexasar
paspeleHne 3a MPOM3BOICTBO (°).

Ynen 80, Oyksa m) u uner 82 or Hupekrtusa 2001/83/EO.
Ynen 76, naparpagu 1 u 2 or Iupekrusa 2001/83/EO.
Unex 76, naparpad 3 or dupekrusa 2001/83/EO.

Ynen 80, Oyksa 6) or Oupekrusa 2001/83/EO.
Unen 40, naparpad 3 or upekrusa 2001/83/EO.
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Korato nekapcTBeHuTe IPOLYKTH Ce MOMyYaBaT OT OPYT DUCTPUOYTOP
Ha €Ipo, MOMYYaBALMAT TUCTPUOYTOpP Ha empo TpsiGBa fa mpoBepn
[[/IJ IOCTABUMKBT CIA3Ba IIPUHLIMIIATE M HACOKMTE 3a 100pa AMCTPU-
OyTOpcKa MpaKTHKA M Hai MPUTEKaBa paspelieHue, HaIpuMep Karo
u3non3sea Gasara maHHM Ha Cbio3a. AKO JIEKapCTBEHISIT MPOLYKT Ce
TOJy4aBa upe3 MOCPEIHMUCCTBO, UCTPUOYTOPST Ha eapo TpsiOBa ma
IPOBEpU Ay CHOTBETHMSIT MOCPEOHMK € PErMCTPUpaH M Cliassa
M3UCKBAHMATA, MocoueHn B rasa 10 (1).

HpCII]/I BCAKO Bb3JIaraHE Ha IIOPBUKM 3a JIEKAPCTBEHM IPOOYKTU
crefBa fa ce HalpaBy IOAXOMSIIO IpOyuBaHE U 0]106pﬂBaHe Ha
nocrapunumte. Te3n obcTosATeNncTBa Tpﬂ6Ba Ila ce KOHTpoImMpar Io
CbOTBETHA MpoOLEOypa, a pe3yiTaTuTe J[a Cce€ HTOKYMEHTUpaT u
NEpMOONYHO T1a CE€ ITPOBEPABAT IIOBTOPHO.

[Tpyu cKiTrO4BaHe HA HOB TOTOBOP C HOBM IOCTABYMIIN TUCTPUOYTOPDT
Ha empo TpsOBa Ha M3BBPLIM HAINEXKHA IPOBEPKA, 3a [Id IpELeHN
NIPUTOIHOCTTA, KOMIIETEHTHOCTTA M HafIeKIHOCTTA Ha [IpyraTa CTpaHa
no porosopa. CrefiBa 1a ce oObpHE BHUMAHME HA:

i) pemyTaumsaTa MM HAEXIHOCTTA HA JOCTABYMKA;

ii) mpemmoxeHmsATa 3a MeKapCTBEHM MPOAYKTH, 33 KOMTO UMaA MO-
ToJsIMa BEPOSTHOCT Ha Obmar damumnuipans;

iii) mpemmoxeHMATa 3a TOMSMO KONMYECTBO NEKAPCTBEHN MPOHYKTH,
KOUTO OOMKHOBEHO €4 HAJIMYHY CAMO B OTPAHMYCHY KOJIMUECTBA;
KaKTO U

iv) HepeamuCTMYHM LIeHM.

5.3. IlpoyuBaHe manm KIMEHTUTE M3NBIHABAT M3MCKBAHUATA,
npensBsABaHM KbM TAX

HuctpubyTopute Ha empo TpsiOBa Ja rapaHTUPAT, e JOCTABSAT JIeKap-
CTBEHM MPOMIYKTH CAMO HA JIMIA, KOMTO IPUTEKABAT paspelleHye 3a
miCcTpuOyLMsl Ha epo WM KOMTO MMAT paspellieHye MM ca Ompa-
BOMOLLEH! [ JIOCTABSAT JIEKAPCTBEHM NPOIYKTH Ha HACETICHNETO.

IIpoBepkuTte ¥ NEPUONMUHMTE TOBTOPHM TPOBEPKM MOXE Ia
BKITIOUBAT: M3MCKBAHE Ha KOMMs OT pa3pellleHusATa Ha KIIMEHTa B
CBOTBETCTBME C HAUMOHAIIHOTO ~3aKOHOMNATEINICTBO, TPOBEPKA Ha
CTaTyca Ha KIMEHTa Ha ye0 CTpaHMIATA HA IaleH OpIaH,
M3MCKBaHE Ha JOKA3aTeJICTBO 33 M3NBIIHABAHE Ha NaleHM M3MCKBAHM
WM OKYMEHT 33 NPeOCTaBsHe Ha HaJleHo NMPaBo B CHOTBETCTBME C
HalMOHATIHOTO 3aKOHOMIATENICTBO.

Huctpubytopute Ha empo TpsiOBa a HaOIIODABAT CHENKUTE CY U [1a
pascrienBar BCIKO HapylIeHMe Ha HOPMUTE B MOMENMTE Ha Mpomaxba
Ha HAPKOTMYHM, TICHXOTPOIHU WM IPYTY OacHu Bemiectsa. HeoOu-
yajiHMTe MOJENTM Ha Tpomaxba, KOWTO MOTaT I1a MpElCTaBIsBAT
OTKJIOHEHJe OT NpaBMIIHATA ymoTpeba MIM HempasuiHa ymorpeba
Ha JafieHNsi JeKapcTBeH IPOMNYKT, IpM HyXknma TpstOBa ma Obmat
pascrienBaHyM M HOKIIalBaHM Ha KOMIeTeHTHUTE opranu. Kowmre-
TEHTHUTE OPraHM CIIeiBa [1a IpednpyueMaT MepKH, 3a Ja TapaHTMpaT
V3ITbIIHEHNMETO Ha BCAKO 3a[[b/IKEHME, KOETO MM € BB3JIOKEHO U €
CBBP3aHO € OOLIECTBEHA YCIIyTa.

(") Ynen 80, uerBbpra a;muest or Oupekrusa 2001/83[EO.

5.4. IlpueMaHe Ha J1eKapCTBEHM NPOXYKTHU

LICJ'ITa Ha 3aJbJIKCHMATA II0 MpPUEMAHETO € [a €€ rapaHTipa, 4e
NpucTuramara Inparka € IIpaBMiIHa, Y€ 3al Ipom3xoda Ha JeKap-
CTBEHUTE IIPOOYKTN CTOAT O]IO6pCHI/I JOCTaBuUMIM M Y€ 10 CbOT-
BETHUTE IPOOYKTN HSMa BUOMMM ILIETV, HAHECEHM IIPU TPaHCIOP-
TUPAHETO.

JlekapcTBeHnTe IPOMYKTH, 33 KOUTO MMa M3MCKBAHE 33 CIIELMAIIHO
CbXpaHeHNMe MIIM MepKM 3a CUIYPHOCT, CjlefBa Ia ce ION3BaT C
IIPMOPUTET M CNIel M3BLPUIBAHETO Ha CLOTBETHUTE IIPOBEPKM Te
Tpsi6Ba [1a GbIAT IPeXBBPIICHN He3a0aBHO B MOIXOMSIIN ChOPbKEHIS
3a CbXpaHEHMe.

TlapTummre nekapcTBeHM NPOHYKTH, mpenHasHaueHn 3a EC n
mppxasure or EMII, He OuBa f1a ce MpEeXBBPIAT MPU TOMHMUTE 3a
npofax0a HaMMYHOCTYM MpeM [a € TONyYeHO YBEpeHMe, B ChOT-
BETCTBME C IMMCMEHWUTE MPOLENypW, Ye 3a ChOTBETHUTE JIeKapCTBEHN
IPOIYKTY MMa paspellieHne 3a Mponax06a. 3a mapTuanTe, MABALIA OT
[Ipyra mbpxKaBa-wieHKA, Mpemu [a ObHAT MPeXBbPIEHN IpY TOIHUTE
3a mpomaxk0a HATMYHOCTH CE M3MCKBA MOIXOMSIIO KBATMQUIMpPAH
CIELMANIACT BHUMATENTHO J1a IIPOBEpM JOKJIaga 3a IIOCOUEHMS B
wed 51, maparpad¢ 1 or Mupektusa 2001/83/EO konTpon wmy,
Bb3 OCHOBA HA EKBVBANEHTHA CHUCTeMa, APYTO MIOKA3aTeNCTBO 3a
IyCKaHeTO Ha BBIIPOCHMS Ta3ap.

5.5. Cpxpanenue

JlekapcTBeHMTe TPOLYKTM U, IO LENeChOOPasHOCT, NPOLYKTHTE,
CBBP3aHM ChC 3[PABHUTE TPUKM, CIENBA [1d Ce CHXPAHABAT OTHENIHO
OT [pyrM NPONYKTH, 3 KOUTO MMa BEPOSTHOCT [a I IPOMEHSAT.
[locouennte npomykTH TpsiOBa fa ObIAT 3aUIMTEHM OT BpEHHMTE
Bb3UENCTBUS HA CBETIMHA, TEMIIEPATYPA, BIlAra Y [IPYTM BbHUIHM
dakropu. Heobxommmo e ma ce obbpHe 0COOEHO BHMMAaHME Ha
IPOLYKTH, 3a KOMTO Ce M3UCKBAT CLELMUUHM YCIOBMSL HA CbXpa-
HEHMe.

IIpenm  cbXpaHeHme BXONAIUMTE KOHTEHHEPUM C  JIEKAPCTBEHU
IPOIYKTY TpsiOBa ma OBIAT MOUNCTEHH, aKO € HeoOXOMMMO.

Omnepanpure B CKIIafgoBeTe TpsiOBa [l TapaHTUpAT, Ye Ce MOMIbpIKAT
TIOAXONAIM YCIIOBUS 33 ChbXPaHEHMe M Ca IpPeBUIEHM MOIXOMSIIN
MEPKM 33 CUTYPHOCTTa Ha HalMYHWUTE 3alacil.

Hanmunure nekapcTseHy HPOIYKTY CleABa [1a Ce M3PasXOBaT Ha
IPMHUMIA ,IAPTMAMTE C Hai-KpaTbK CPOK Ha TOJHOCT @A ce
nponasar mwepsu” (FEFO). HeobxonmMo e M3KImoueHmsTa ia ce JOKy-
MEHTHPAT.

C nekapcTBeHMTE MPOIYKTH TpsibBa fga ce OopaBu M Te ma ce
CbXpaHsBaT 10 TaKbB HAuMH, Ye [a e IPeJoTBpaTsBa pasNuiisBaHe,
CUyIBaHe, 3aMbpcsiBaHe UM cMecBaHe. JlekapcTBeHMTe IpPOLYKTM He
CreliBa f1a Ce CHXPAaHABAT AMPEKTHO HA MO, OCBEH aKoO e TIpel-
BUICHO OINAKOBKATa [a JOMyCKa TOJOOHO —ChXpaHeHye (Karo
HATpUMep HsKOM OYTWIIKYM 3a MENMLMHCKM ra3).

TlekapcTBeHUTE MPOIYKTH, YMUTO CPOK HA TOIMHOCT CKOPO Le M3Teue
WM Beve € WU3TeKb, TpsiOBa He3abaBHO ma OBAAT M3TEINEHM OT
ronHMTe 3a nponax0a HAMUHOCTM — WM QUBNYECKH, WA
IOCPEIICTBOM JIPYrO OTHEIISHE 10 €JIEKTPOHEH IIBT C PaBHOCTOEH
edekT.
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PemoBHO criefiBa Ha ce M3TOTBAT OMMCH HAa HANMYHUTE IIPOIYKTH,
KaToO Ce B3eMaT NPENBUII M3MCKBAHMATA 110 HalMOHAIHOTO 3aKOHOMA-
Tencrso. HepenHocTute, cBbp3aHM C HalnMYHOCTTAa HA MPOIYKTUTE,
TpsibBa ma ce pasCredBaT M TOKYMEHTUPAT.

5.6. YHMIIOXKaBaHe Ha 3ajieXalM CTOKU

TNomexammre Ha yHMIIOXAaBaHe JIEKAPCTBEHM MPOXYKTU CIIelBa Ma
Obaar 0003HAUEHN 10 CHOTBETHMS HAUMH, 3 CE [bPXKAT OTIEIHO 1 C
TSX 1 ce OOpaBy B ChOTBETCTBHE C OIpENeNieHa MMUCMEHa TPOLIEypa.

YHMUIOKABAHETO HA JIEKAPCTBEHN IPOIYKTH TPsOBa [a ce M3BbPLIBA
B CHOTBETCTBME C HALMOHANIHM MM MEXHYHApPOIHM M3UCKBAHMS 33
OopaBeHe, TPAHCIOPTMPAHE M YHMUIIOXKABAHE HA TaKMBA IPOMYKTIL.

[IpoTokonmTe 3a BCMUKM YHUUIOXKEHM JIEKAPCTBEHV MPOIYKTU CIIEBa
[la ce ChbXpaHsABaT 3a OMpEMeNeH MNepyor.

5.7. B3emane

Hy}KQH € KOHTpOJ, 3a J1a C€ rapaHTupa, 4e€ C€ B3eMa IPaBMIIHUAT
NpOOyKT. Hp]/[ B3CMaHe IMPOAYKTHT ClI€[Ba J1a MMa JOCTATbUHO IBITBI
OCTaBall CPpOK Ha TOOHOCT.

5.8. CHalnmsBane

KbM Bemuky mOCTaBKy TpsiGBa [a ce IPUIOXKM TOKYMEHT (HAIp. OMiC
Ha JIOCTABEHWUTe IPOIYKTH), B KONTO Ce [OCOYBA: HAaTaTa; HauMe-
HOBaHMe M (apMaueBTMYHA (OpMA Ha JIEKAPCTBEHMS IPOLYKT,
IapTUICH HOMep IIOHe 3a IPOIYKTUTE ¢ HAHeCEHM IOKasaTely 3a
0€30MMacHOCT; JOCTABEHO KONMYECTBO; MME ¥ alpec Ha JOCTABYMKA,
uMe u agpec Ha momydarens (1) (meiicTButenHuTEe  $UBMUECKN
NOMEIICHNsS. 3 ChXPAaHEHNME, 4aKO Cd Pa3NuuHyu) ¥ HOIXOMSLN
YCIOBMS 33 TPAHCIOPT M CbXpaHeHue. [IpoToKommTe criefiBa fa ce
ChXPAHSBAT IO TAKBB HAUNH, Ye MNEHCTBUTEIIHOTO MECTOIOJIOXEHNE
Ha TPOIYKTa [1a Obie U3BECTHO.

5.9. M3Hoc 3a TpeTu TbpKaBu

VI3HOCHT Ha JeKApCTBEHM NPORYKTM MONAfa B paMKure Ha medu-
HUMATA 33 ,UCTPHOyms Ha empo” (). JInie, KOETO OCHLIECTBSBA
M3HOC Ha JIEKApCTBEH) NPONYKTH, TpsOBa [a IpUTEXKABa paspelleHie
3a TUCTPUOYLMSL HA eIpo WM paspelieHye 3a mpou3soucTso. Tosa
YCIIOBME € BAIMIAHO CHLIO Taka M B CIIyuail de AMCTpuOyTOpHT Ha
€fpo, KOWMTO OCBILIECTBSIBA M3HOC, NECTBA B CBOOOMHA 30HA.

Ilpu M3HOC HA JeKapCTBeHM MPONYKTU NpAaBMIIATAa 33 OUCTpUOYLMS
Ha €IpO Ce MPMIAraT B TsxHata wsuioct. Korato obave ce u3HAcsT
JIeKapCTBeHNM NPONYKTH, He ¢ HeoOXommmo ma Obmar oOXBaHATH OT
paspetuennero 3a Tbproust or EC win nageHa mbpxasa-uieHka (3).
Huctpubytopute Ha empo CjlegBa [a IpPeNNpyeMaT IOIXOMSIIN
MEpKM, 3a N1a NPeNOTBPATAT JOCTMIAHETO HA TAKMBA IPOLYKTM HO
nasapa Ha Cbio3a. Koraro mmcrpuGyropute Ha eIpo TOCTaBAT JeKap-
CTBEHM HPONYKTY HA JIMLA OT TPETM ObpPKaBY, Te CIIe[Ba 1A IapaH-
THPAT, Ye BBIPOCHUTE JOCTABKM C€ OCBUIECTBSBAT CaMO Ha JIMI,
KOUTO MMAT paspellieHye IUIM Ca ONPAaBOMOLIEHM Ha MOJIy4aBaT
JIeKapCTBEHM TPOIYKTH 3a IMCTPUOYLMSE HA eapo miy CcHabusiBaHe
Ha HACeNICHUETO B CHOTBETCTBME C IPIIOKVMMUTE IPABHU Y aIMU-
HYCTPAaTUBHY PAa3NOpen0y Ha CHOTBETHATA [IbPKABA.

(') Ynen 82 or dupekrusa 2001/83/EO.
(¥) Ynen 1, maparpa¢ 17 or Oupektnsa 2001/83/EO.
(}) Ynen 85a or [mpekrusa 2001/83/EO.

ITIABA 6 — OINUTAKBAHUA, BBPHATHU, IOHO3PUTEITHU U
QANMMPUUNPAHU TIEKAPCTBEHU MPOOYKTU U U3TEITISAHE
HA JIEKAPCTBEHM ITPOOYKTU

6.1. IpuamMn

BCuuKY IaHHM 3a OIUIAKBAHMSL, BHPHATH, NONO3PUTETHY, aniumdu-
LMpPaHY ¥ U3TEITIEHN JICKAPCTBEHM NPOIYKTH TPsIOBA [1a ce TOKYMEH-
THMPAT, KaTo ce 00pabOTBAT BHMMATEIIHO B CHOTBETCTBUE C IICMEHM
npouenypy. ChOTBETHATA IOKYMEHTALVS CIIe[Ba [a Ce MPEHoCTaBs Ha
KOMIIETEHTHHUTE OpraHu. 3ab/KUTENHO e W3BbpIIBA OLEHKA Ha
BbPHATHTE JIEKAPCTBEHM MPOIYKTH MpEy [a ce OgoOpy Mpempo-
maxGara uM. HyXeH e INOCIeNoBaTelieH NOOXOX OT CTpaHa Ha
BCUUKY IAPTHBOPY [0 BepUraTa Ha JOCTABKA, 32 [a Obe yClelIHa
6opbara cpewty anumuIMpaHnTe JTEKAPCTBEHN MTPOLYKTIL.

6.2. OnnakBaHus

OmyrakBaHusiTa CiefiBa 1a GbIAT IOKYMEHTHPAHM C LSUIATa ITbPBO-
HauanHa uHpopMauys. HyXHO e [a ce NpaBM pasiuka Mexmy
OINIAKBAHMSA, CBbP3aHM C KAueCTBOTO Ha JalleH JIeKapCTBeH
HpO]IyKT, M OIUIaKBaHMS II0 OTHOLIEHME Ha ]II/ICTp]/[6yL[]/I5[Ta. B
Clyyail Ha OIUIAKBAHE 110 OTHOUICHME HA KauecTBOTO Ha JajieH
JIeKAPCTBEH MPOLYKT ¥ MOTEHIMANeH HedeKT Ha IPOMyKTa, CIelBa
ma  Obmar  uHGOPMMPAHM — He3a0aBHO  IPOVM3BOIMTENST V[V
TUTYJSIPAT HAa PaspellieHyero 3a THProBUs. BCSKO — OIIakBae,
CBBP3aHO C [MCTpuOyumsTa Ha MageH MpOHYKT, Tpsba ma ce
pasciienBa  IIATENHO, 3a [ Ce YCTAHOBM OCHOBAHMETO MM
NMPVUMHATA 33 OIIAKBAHETO.

HyXHO e ma ce HasHaum Jmue, KOeTo ma o6paboTBa OITAKBAHMATA,
KATO Ce ONpeNeNy IOCTATBYHO Ha Opoil MOMOLIEH NepCOHAIL

Crien pascriefBaHETO ¥ OLICHSABAHETO HA JAlIeHO OIIAKBAHE CIIENBA Ja
ce TpednpueMar NOIXOISLI TOCeNBAL NeHCTBIS, dKO € HYKHO (B
TOBa YNCIIO KOPEKTMBHM U INPEBAHTUBHU HeﬁCTBMH), BKJTIOUUTEITHO
KOTaTo Ce M3MCKBA YBENOMSBAHE HA HALVOHAIHUTE KOMIICTCHTHJ
OpraHiu.

6.3. BbpHaTu JIeKapCcTBEHM NPOXYKTH

BopHarire mpomykTi TpsibBa ma ce 06paGoTBAT B CHOTBETCTBHE C
IMCMEH, OCHOBAH Ha PUCKA NPOLEC, KAaTO ce B3eMa IpPelBUI ChOT-
BETHVST MPOIYKT, BCUUKM CIICLMQUUHN M3MCKBAHMS 3 CbXPAHEHNE U
W3MMHAIIOTO BpeMe Crlell IbpPBOHAYalHATA EKCNeNMINMA Ha JieKap-
cTBeHMs NpomyKT. [lpomykrure ce BpBIIAT B CHOTBETCTBUE C
pasnopeOnTe Ha HALMOHAIHOTO 3aKOHOMNATEIICTBO M YCIOBHUSITA IO
JIOroBOpa MeXMy CTPaHMUTe.

JlekapcTBeHMTe NIPONYKTH, KOUTO Ca HAIyCHalM IIOMEIIEHNATa Ha
mucTpubyTopa, MoxKe fa GbIAT BbPHATM HpPM TONHUTE 3a MpopaxOa
HATIMYHOCTM CaMO aKO BCMYKM OT CIemHUTe OOCTOSITENICTBA Ca
W3IIBITHEH:

i) NekapcTBeHMTe NPONYKTM Ce HAaMMpar B COOCTBEHaTa Cu
BTOPUUYHA OIAKOBKA, KOATO He € OTBAPAHA M He € HapylieHa,
¥ ca B 06PO ChCTOSIHME, CPOKBT UM HA TOIHOCT HE € U3TEKbII U
He ca Ouim u3TerneHy;
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ii) mexapcTBeHMTE MPOOYKTH, BHPHATM OT KIIMEHT Oe3 paspelucHue
3a auctpubyuys Ha €Ipo WIM OT anTeKy C paspelleHne 3a
JIOCTaBKA HA JICKAPCTBEHM HPOLYKTYM HA HACENICHNETO, BMHATY
ce BPBUEAT NPy TOIHMTE 33 MPONAk0a HAIMYHOCTH, aKO ca
BbPHATy B PaMKNTE HA HalieH NMPUEMIMB CPOK, HaIpuUMep AeceT
HHU;

ili) ako KNMMEHTBT JOKaxe, Ye JIEKApCTBEHMTE MPOMYKTHM Ca TPAHC-
NOPTMPAaHY, CBXPAHSBAHM U C TAX ce OOpaBU B CHOTBETCTBUE C
TeXHUTE CTCUMPUUHN M3UCKBAHMS 32 ChXPAHEHME;

iv) mekapcTBeHMTE TNpOIYKTM Ca MpPOBEPEHM M OLEHEHM OT
JIOCTaThYHO 10Ope OOyYeH M KOMIIETEHTEH MEpPCOHAN, KOWTO
VMa paspelicHMe 33 LeNTa;

V) mucTpuOyTOpHT MMa HAJEKIHM [OKA3aTeNCTBA, Y€ CHOTBETHVST
MPOIyKT e O JOCTaBeH Ha JafieHus KIMEHT (Bb3 OCHOBA Ha
KONMSL HAa OPUIVMHAJIHO M3BECTHE 3a JIOCTaBKA WIIM 4pe3 M030-
BaBaHe Ha HOMepa Ha (akTypy, M T.H.), MAPTUIHUAT HOMep Ha
MPOIYKTUTE C HAHECEHNM MOKa3aTeny 3a Oe30MacHOCT, e M3BECTeH
¥ HSIMa IIPUYMHA JId Ce CMATA, Ye IPONyKTHT e Omn ¢anmmdu-
IMpaH.

OcBeH TOBa IEKAPCTBEHMTE MPONYKTM, 3a KOMTO C€ M3UCKBAT
creluQUUHM  TEMIEPATypHM YCIOBMS 33  CbXpAHEHMe, Karo
HAIIPUMEp HMCKA TeMIeparypa, MoraT [a ObgaT BbPHATM KbM
TOJIHMTE 33 NMPORaxKOa HANMMUYHOCTM CAMO AKO MM JIOKYMEHTAITHM
JIOKa3aTesiCTBA, Y€ MPONYKTBT € CBhXPaHSABAaH IIPM  pa3peleHNTe
YCIOBMS TIpe3 LSUIOTO BpeMe. AKO € HAacTBIMIIO HSIKAKBO OTKIIO-
HeHue, TPsOBa 1a ce M3BBPIIM OLCHKA HA PUCKA, Bb3 OCHOBA Ha
KOATO @a Ce HOKaXe LEIOCTTa Ha MpONyKTa. Jl0KasaTencrsoTo
CIIefiBa JIa BKJIIOUBA:

i) mocraBka 710 KIIMEHTa;

ii) mpernen Ha mpoOfyKTa;

ili) oTBapsiHe Ha TPAHCIOPTHATA ONAKOBKA;

iv) BpblIaHe HA NMPOAYKTa B ONAKOBKATa;

V) HefictBus 10 CbOMpaHe Ha IpPOIYKTA M BPbIIAHE HA MIUCTPH-
OyTopa;

vi) BpblaHe B XITAMMIHMKA Ha OUCTPUOYTOPCKMS OOEKT.

TlpogykTuTe, KOUTO Ca BHPHATM IPM TOIHNMTE 33 Mpofaxba Hammu-
HOCTH, CJleBa [a GBHAT MONpEHeHN IO TAKBB HAUMH, 4e eeKTHBHO
Ila JeiicTBa CHCTeMaTa 33 M3Pa3XOllBaHe CIOPEN CPOKAa Ha TOTHOCT
,IAPTUIINTE C HAli-KPaThK CPOK Ha TOAHOCT Ja ce MpOfaBaT MbpBU"
(FEFO).

OTKpa]IHaTI/I MPOOYKTH, KOUTO ca O BB3CTAHOBCHM, HE MOXKE Ta
6'])]18.T BbpHaTM MNpU TOOHUTE 3a npoua}K6a HaJIMYHOCTM U Ha C€
NponaBaT Ha KIIMEHTIN.

6.4. Qamumduuupann nekapcTBeHM NPOLyKTH

Iuctpubyropute Ha empo TpsiGBa HesabaBHO ma uHpOpMUpPAT
KOMIIETEHTHNUTE OPraHy M TUTYJISPS. HAa PaspelleHNeTo 3a ThProBUs
3a BCUYKM JIEKAPCTBGHM [POIYKTH, KOUTO CAa YCTAHOBWIM KaTo
dammuduuypasy Wi 3a KOUTO MMAT ChbMHEHMe, ye ca panmumuim-
pamu (). 3a Tasm wuenm cimemBa ma Oboe Ch3ameHa CHOTBETHATA
npouenypa. CreBa Ha ce TOKYMEHTMPAT BCUUKM ITbPBOHAYAIHN
[@HHM ¥ J1a CC M3BBPIIM PA3CIIeNBaHE.

Benuky  pammmuumpaHn JeKapcTBEHM POIYKTH, OTKPUTH 11O
BepuraTa Ha [IOCTaBKa, TpsiOBa He3abaBHO fa ObmaT Qu3MUECKU
OTHeNIeHM U ChXPAHEHM B OINpENeNeHM 30HM, Hajnede OT BCUUKM
[PyrH JIEKAPCTBEHM IPOIYKTH. BCUUKM CBOTBETHM MHECTBUS IO
OTHOLICHYE HA TaKyMBa MPOOYKTH CiienBa Aa ObHAT HOKYMEHTHPAHMU
¥ TIPOTOKONNTE [Ia Ce ChXPAHSIBAT.

6.5. Usrernsane Ha NneKapCTBEHM NPOXYKTH

EQekTMBHOCTTA Ha MepKkuTe 3a W3TErIsiHE HA IPOINYKT —CIIefBa
penoBHO 1a Gble OleHsBaHA (IIOHE BEIHDBK [OMIMIIHO).

HeoOXommMo € MHeiicTBMATA MO M3TEITIAHE Ha MOraT f[a 3aloyHar
HE3a0aBHO U 10 BCAKO BpeMe.

IyctpubyTopbT TPsiOBa A CIIaBa MHCTPYKLMNTE HA ChOOLIEHNETO 3a
M3TENNIsSHE, KOUTO CrleiBa a OBIAT OHOOPEHM OT KOMIETEHTHMUTE
OpraHI, aKO TOBA CE M3UCKBA.

Besika omepauyst o M3TeINISHE CIelBa JIa ce NOKYMEHTMPA 110 BpeMe
Ha HeHOTO u3BbpIIBaHe. IIpoTOKOMMTE TpsIOBA A Ca JIECHO
IOCTBIHM 33 KOMIIETCHTHUTE OpPLaHIL.

[lokyMeHTaIMsATa MO MMCTPUOYTOpPCKaTa MHEHHOCT criemBa fHa Obe
TIeCHO JOCTBITHA 3a JIVIETO(TMIATA), OTTOBOPHO(M) 33 W3TEITISHETO,
¥ CJefBa A ChIbpXKA [OCTATHYHO MHGOPMALIMS OTHOCHO HUCTpUOY-
TOpUTE ¥ KIMEHTMTE, HAa KOMTO Cd M3BBPIICHM IPEKV IOCTABKM (C
ampecy, TereOHHM M[WiM paKC HOMepa B M M3BBHH PabOTHO Bpewme,
MApTUIAHN HOMepa — IIOHE 33 JIEKAPCTBCHMTE MPOIYKTH C HAHECCHN
nokazareny 3a 0e30IacHOCT, KaKTO Ce M3MCKBA OT 3aKOHOMIATeNl-
CTBOTO, @ CBUIO ¥ [IOCTABEHMTE KOJMUECTBA), BKIIFOUMTEIHO
MHQOPMALIMA 32 M3HOCA HA MPOMYKTUTE M MPOOUTE HA JIEKapCTBEHM
IIPOIYKTH.

HaIIpC]I'bK’I)T B IIpoL€Ca Ha U3TEITIAHE CIIETBA [1a 6’1)]1€ TOKYMCHTUPaH
C omnjed Ha OKOHYATEIITHMA HOKJIALI.

I[TTABA 7 — TEMHOCTH, Bb3[TATAHA HA BHHIIHM M3ITHIT-
HUTETIN

7.1. NpyHomn

Bcsika meitHOCT, KOSITO € 0OXBaHaTa OT pbrosoucrsoto 3a I u e
BB3IIOKEHA Ha BBHIUEH M3IBIHUTEN, TpsiOBa [a Obie ompeneneHa,
CBITIACYBaHA JI KOHTPONMPAHA IHPABWIHO, 3a [a ce M30erHaT Hemo-
pasyMeHysi, KOUTO MOIaT Ha 3aceTHaT LNIOCTTa Ha IpoHyKTa. Hyxen
€ IMCMEH HOTOBOP MEXIY Bb3JIOKMTEIS M M3NBIHUTENS, B KOWTO
3aIb/KEHMSTA Ha BCSKA CTPaHA [1a €a SICHO YCTaHOBEHINL

(") Ynen 80, 6yksa u) or dupekrusa 2001/83/EO.
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7.2. Bw3noxuren

Boanoxutensar e OTTOBOPEH 3a HeHOCTUTE, Bb3TIaraHM Ha BbHILEH
M3ITBITHUTEIL.

BB3ITOKUTETIAT HOCM OTTOBOPHOCT 3a IMpELEHKAaTa Ha Mpodecio-
HaJlHaTa KOMIIETEHTHOCT Ha M3IIBIIHUTENS, 3a 1a MOXe HeoOXomuMara
pabora ma Obme yCHEINHO M3BbPLICHA, KATO TapaHTMPa, upes
JIOTOBOpA M Ype3 M3BBPIIBAHE HA ONUTY, CMA3BaHETO Ha NPUHLMIIATE
u Hacokute 3a NJII. Cnensa fga ce M3BbpLIBA OOMT HAa U3MBIHUTENLS
IpedM 3aloyBaHe HA BB3TIOXKEHNTE My MEIHOCTM KaTO BBHIICH
VBIBIIHUTENI ¥ BCEKM IIBT, KOTATO HACTBIIM IIPOMSHA B TSX.
Yecrorara Ha ofmmruTe TpsiGBa a ObIe ompeeNieHa Bb3 OCHOBA Ha
pUCKa ¥ B 3aBMCUMOCT OT €CTECTBOTO Ha BB3JIOKEHUTE NEHOCTIL
Onurnre crenpa na ObIAT paspeleHyt MO BCSKO BPEMe.

Bhanoxxutensar crnema ia MIpenoCcTaBy Ha M3ITBIIHUTENA LisdilaTa Heo0-
Xoonma I/IH(l)OpMaI.II/IH 3a M3BbPUIBAHE HA TOTOBOPEHUTE ONE€palViNt B
CBOTBETCTBME CbC CHCHI/I(I)I/ILIHI/ITC VIBUCKBAHMS 3a MPOOYKTa M BCUUKU
JIpyr CbOTBETHM M3NCKBAHMUA.

7.3. UsmpnuuTen

M3mbnHuTenst Tp}[6Ba Ha pasmonara ¢ IMNOOXOHOAUIM TOMEIIEHNS U
060pynBaHe, npouenypy, 3HaHMA M ONUT M KOMIIETEHTEH IE€PCOHAII,
3a [a M3BbPUIN pa60TaTa, BbB3JI02K€HA OT Bb3JIOKUTEIIA.

V3rbHMTENAT HAMA NMPaBo Ja MpeXBbpIis Ha TpeTa CTpaHa KoATO U
ma Ouio OT HeMHOCTMTE, BB3TIOKEHNM My IO I0roBop, Ge3 mpemsapu-
TeJIHATA OLEHKA M OJOOpeHMe Ha IOrOBOPEHOCTHTE OT CTpaHa Ha
BB3TOXKNTENS, KakTO M Ge3 OmMT Ha TperaTa CTpaHa, KOWMTO ce
U3BDLPIIBA OT BB3TOXKMUTENS MM OT M3MBIHMTeENS. [1oroBopeHocTTE
MEXIy M3IBITHUTENST M KOSTO M [1a OMio Tpera crpaHa Tpsibsa ma
rapaHTMpar, ue MHPOpPMALMITA 3 AMCTPUOYLMSITA HA €Ipo Ce Ipe-
IOCTaBs IO CBIIMS HAUMH, KAakTO MeXMIy ITbpBOHAUATHUTE
BB3JIOKUTEN M M3IBIHUTEN IO I0TOBOPA.

VBmeIHMTENAT 1O IOTOBOpA CrelBa Ja Ce Bb3IbpXKA OT BCAKA
Le/HOCT, KOSATO MOXKe J]a 3acerHe HeONarompysTHO KauyecTBOTO Ha
IPOAYKTA(IPOOyKTHTE) Mpu OOpaBEHETO C TsX, M3BLPLIBAHO 3a
BB3TIOKHUTETIS.

V3IbIHNTENAT 1O JOroBOpa € IThXKeH Ja M3IPAaTH Ha Bb3IIOXKMUTEI
BCSIKA MHQOpMALS, KOSTO MOXKe Ha IOBIIMsie BbPXY KauecTBOTO Ha
TIPONYKTA(IIPOIYKTUTE), B CHOTBETCTBIME C M3MCKBAHETO IO JOTOBOPA.

ITIABA 8 — CAMOMHCIIEKIMN
8.1. MpuHumn

CaMOMHCIIeKLIMKTE CrelBa [a Ce M3BBPUIBAT C LeN 1a ce Habmromasa
VBITBIHEHMETO 1 CIA3BAHETO Ha HPMHLMINTE Ha mobpara muctpuby-
TOpCKA NMPAaKTMKA M [a Ce MpeiaraT Hy>KHMUTE KOPEKTUBHM MEPKIL.

8.2. CaMoOMHCIIEKIIIU

HyxHO e 1a ce BbBele POrpamMa 3a CAMOMHCIICKTHPAHE, B KOSTO [
OboaT OOXBAHATM BCMUKM acleKT OT mobparta mmcTpubyTOpcKa
IPaKTHKA U V3IIBIHEHUETO Ha pasnopenoure, HacoKuTe M IpoLie-
[ypuTe B paMKMTEC Ha ONpeleNieH [EepHOI OT BpeMe. BbaMoxkHO e

CaMOMHCIIEKIIMUTE A Cc€ pa3ferdaT Ha HAKOJIKO OTHEIHM CaMo-
VIHCIIEKIMN C OTpaHNYeH 00xBar.

CaMOMHCIIeKIMHTE CTIefBa A Ce M3BBPIIBAT IO OE3IPUCTPACTEH U
3abNI00UCH HAuMH OT OINpefeNieH 3a LeTa KOMICTEHTeH MepCoHal
Ha npegnpuatuero. OmMTUTE OT HE3aBUCMMM BBHIIHM €KCIEPTHU
CBIIO MOXE Ja ca IONE3HM, HO Te He MOTaT Ha Ce M3IOMN3BaT 3a
3aMecTBaHe Ha CaMOMHCIEKLMMTE.

Bemuky  camomHcmekumm  cnemBa ga  GBIAT  OKYMEHTHPAaHM.
IokraguTe CrefBa 1a CHIbPXKAT BCUYKM HAGMIONEHIS, HAIPaBeHN
no BpeMe Ha MHCIeKuusTa. Komye ot moknama Tpsba ma ce mpe-
IOCTaBM Ha PBHKOBOICTBOTO M IIPYTW CBbp3aHM JMua. B cryuaii ue ce
YCTAHOBSAT HEPETHOCTY V[V HENOCTATHLM, TSIXHATA [IPUUMHA CIIe[BA
ma Obme ompemeneHa M @a Ce IOKYMEHTMPAaT M Ipenmpuemar
KOPEeKTMBHY U TipeBaHTUBHM mHeficTust (KTI).

ITIABA 9 — TPAHCIIOPTUPAHE
9.1. Ipuammn

HoctaBsuis IUCTPpUOYTOpP HA €IPO HOCH OTTOBOPHOCT 33 IIpef-
TMa3BaHe Ha JIEKApCTBEHMTE NMPONYKTH OT CuymBaHe, QanmmduimpaHe
¥ Kpaxk0a, KaKTo U [a rapaHTMpa MONIbPXKAHETO HA TeMIIePaTypHUTE
yCIoBMs N0 BpeMe Ha TPAaHCMOPTMpaHe B PaMKUTe Ha MpUEMIIMBU
TPaHuILIN.

HesaBucumo oT HaumHa Ha TpaHCIIOPTNPaHE CII€IBa Oa MOXKeE Ha ce
TOKaXe, Y€ JIEKApCTBEHUTE NMPOLMYKTV HE Ca M3JIOXKEHNM Ha YCIIOBMA,
KOMUTO MOraT fa Hapymar TAXHOTO KaueCTBO M ILISIIOCT. Korato ce
IUIaHMpa TPaHCIOPTUPAHETO, CII€IBa [a C€ MU3IMOJI3Ba IOOXOM,
OCHOBaH Ha puMCKa.

9.2. Tpancnoprupane

[lo BpeMe Ha TpaHCHOPTMpAaHe CilefBa [ Ce IOMIbPKAT HYXKHUTE
YCIIOBUS 32 ChXpaHEHME Ha JIEKAPCTBEHMTE IPOLYKTU B PAMKUTE Ha
OINpeNieNieHUTe TPaHULM, KAaKTO ¢ OCOYEHO OT MPOM3BOIUTEIITE MU
¢ OMMCAHO HA BbHIIHATA ONAKOBKA.

AKO O Bpeme Ha TPAHCIOPTMPAHETO HACTBINM OTKIOHEHMe, Karo
HalpUMep TEMIIEPATyPHO KoneGaHue WM yBpeKIaHe Ha MPOLYKTa,
TOBa TpsibBa [a ce MOKITamBa Ha AMCTPMOYTOpa ¥ Ha MONydYaTens Ha
3acerHaTuTe JlekapcTBeHn pofykTi. HykHa e chlio Taka mejicramia
TMpOLelypa 3a pascieBaHe I CIPaBsiHE C TeMIIEPaTypHMTE Kolle-
Oanus.

HucrpuGyropbr Ha egpo TpsOBa @A rapaHTMpa, ue IPEBOHMTE
cpefctBa M 0OOPYHBAHETO, M3MON3BAHM 33  TPAHCIOPTMPAHE,
CbXpaHeHMe WM OOpaBeHe C  JIEKAPCTBEHM —IPOMYKTH, Ca
NONXOMSIIN 32 TAXHATA yHoTpeba U ca OOOPYHBAHM O CHOTBETHIUS
HauMH, 3a Ja Ce MpeJoTBPaTM W3IIaTaHeTO Ha MPOIYKTUTE Ha
YCIIOBUSA, KOMTO MOTaT J1a 3acerHaT TAXHOTO KauyecTBO M ILENOCTTa
Ha ONlaKOBKaTa.

HyxHyu ca micMeHy mpouemypu 3a paborata ¥ MOAOPbKKATa Ha
BCUUKM TPEBO3HI CPEICTBA M OOOPYIBAHETO, KOUTO Ca BKIFOUECHM B
npoueca Ha IMCTPUOYLMSs, B TOBA YMCIIO MOYMCTBAHETO M IIPEN-
TNa3HUTe MEPKMU.
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OmeHKaTa Ha pMCKa Ha MapuIpyTMTe Ha JOCTaBKa CrefBa ha ce
W3MON3BA, 33 4 Ce ONpedely Kbple € HyXeH TeMIepaTypeH
KOHTPOIL. JI310/13BaHOTO 00OpyHBaHEe 3a MOHMTOPMHI Ha TeMiepa-
TypaTa IO BpeMe Ha TPAHCIOPTMPAHE B CAMOTO IIPEBO3HO CPENCTBO
u/win B KOHTeliHepuTe, ClefBa Aa Ce MOAObpXa M KanmOpupa
NEPUOIMYHO, HO IOHE BEIHbXK TOIMIIHO.

Koraro ce 60pasit ¢ 1eKapcTBeHM MPOIYKTH, CIIEMBa [1d Ce M3IOII3BAT,
1O BB3MOKHOCT, CICLMATM3NPAHI IPEBO3HI CPEICTBA 1 00OpyIBaHe.
Korato He ce wM3MON3BAT CHELMANM3UPAHYM IPEBOHU CPEOCTBA U
obopymsaHe, cremBa A JMa [eViCTBALM INPOLEOypy, 3a Ha Ce
rapaHTMpa, 4ye KauecTBOTO HA JIEKapCTBEHMs HPOIYKT HsMa ma Obie
VM3IIOKEHO Ha PUCK.

HocTaBkMTe crefBa Ha Ce MU3BBPIIBAT HA afpeca, IOCOYEH B
M3BECTMETO 3a JIOCTaBKa, IO MOEMaHe Ha IpuKaTa OT IOJyyaTess
WM [0 HEroBMTe MOMeNIeHWs. JIeKapcTBeHMTEe MPOIMYKTYM He OuBa
Jla CE OCTaBAT B JAPYTY INOMEIIEHMS.

Crnemsa na Gboar OmpemerneHM THKHOCTHM JIMIA 33  CIICLIHK
IOCTAaBKM U3BbH OOMUAIHOTO PAbOTHO BpeMe, KAaTO € HYXHO [a
¥IMa Ha Pa3MoNIOKEHMe M IMCMEHN NPOLEypH.

Korato TpaHCMOPTMPAHETO Ce M3BbpIIBA OT TPeTa CTPaHA, CKITIO-
YEHUAT JOTOBOP CJIefBa 1@ ChIbPXKA M3MCKBAHMATA CHINIACHO IVaBa
7. HocraBuuumre Ha TPAHCIOPTHM yoayrm TpsGBa ma  Obmar
YBEJOMEHN OT MCTPUOYTOpa Ha €pO 33 CbOTBETHUTE YCIOBMS HA
TPAHCIOPTMPaHe, TPWIOXNUMIM 34 [ameHata mpartka. Creumanto
BHJMMaHMe TpsibBa a ce 0ObPHE Ha MOHMTOPMHIA HA TEMIEPATypaTa,
YHCTOTATA M CUTYPHOCTTA HA BCHYKM MEXIMHHU ChOPbXKEHMs 3a
CbXpaHEHMe, KOTaTo [0 MAapupyTa Ha TPAHCIOPTUPAHETO €
BKJIIOUEHO PA3TOBAPBAHE M IIOBTOPHO HATOBAPBAHE WM TPAH3UTHO
ChXPAHEHME B TPAHCIIOPTEH Bhb3elL.

Cnempa ;a ce B3eMaT MepKM 3a CBeX[IaHe 0 MUHUMYM Ha IPOIBII-
SKUTENIHOCTTA  Ha  BPEMEHHOTO —CbXpaHeHue, JIOKaTo ce 4aKa
CIeABaIys €Tall OT TPaHCIOPTHMS MapLIpyT.

9.3. KonTeiinepu, ONakoOBKM U eTUKETHpaHe

JlexapcTBeHMTe NPONYKTM MOraT [a ObHAT TPAHCIOPTUPAHU B
KOHTeJiHepy, KOUTO He OKa3BaT BpENHO Bb3MENCTBUE BbPXY
KauyecTBOTO HA IIPOINyKTUTE ¥ IpemiaraT MNONXOMsIA 3alyTa OT
BBHILUHM BB3[IEHCTBYS, BKIIIOUMTESIHO 3aMbpCSIBAHE.

V360pbT Ha KOHTeiiHepa J OIIAKOBKATA CJIe[BA [a Ce IPABU Bb3
OCHOBA Ha V3MCKBAHMATA 33 CbXPaHEHME ¥ TPAHCIOPTMPaHE Ha
TIeKapCTBEHNTE IIPONYKTH; HYKHOTO MPOCTPAHCTBO 3a JaleHO KONu-
YeCTBO JIEKAPCTBEHM IIPOIYKTH; OUYaKBAHWUTE KPAiiHV TeMIepaTypy Ha
BBHIIHATA CPeHa; MPOTHO3HOTO MAKCUMAlHO BpEMe 3a TPaHCIOp-
THpaHe, B T.4. CbXpaHEHNeTO B TPAH3UTHNUTE CKITaoBe Ha MUTHUIIUTE;
KayeCTBOTO Ha OMNAKOBKATa M HA TPAHCIOPTHUTE KOHTENHEPU.

Ha xoHtejiHepute TpsiOBa [a 1MMa ETMKETH, KOMUTO [a OCUIYpSBAT
OCTaTHYHO MHQOPMALMSl 10 OTHOLICHME HA M3MCKBAHMSTA 33
OopaBeHe ¢ IPOIYKTMUTE, TAXHOTO CbXpaHCHME ¥ IPEIa3HuTe
MEpKM, 3a J1a Ce TrapaHTupa, 4ye Te Ca TPETUPaH! NPaBUIHO M Tpe3

LANOTO BpeMe ca 3amurteHn. KoHteiiHepute TpsiGBa 1a Mo3BoIsBAT
MICHTUQVKALYS HA CHIbPXKAHMETO U M3TOUHUKA My.

9.4, HpOJIyKTl/l, 3a KOUTO €€ MU3MUCKBAT CIIEIMATTHU YCIIOBUSA

Ilpy [OCTABKM, CBIbPXKALM JIEKAPCTBEHYM MPOLYKTH, 3d KOMTO Ce
V3UCKBAT CICIMATIHY YCTIOBMSI, KAaTO HAmpuMep HAPKOTHMYHK M
ICHXOTPONHY  BELIECTBA, OMCTPUOYTOPHT HAa €O ¢ UThKEH Ia
MOIABPXA BEPUTaTa HA [IOCTABKA 0€30MACHA M CUIYpHA IO
OTHOIICHNME HA Te3M NPOIYKTM B CHOTBETCTBUE C M3UCKBAHIIATA,
OmpeeNneH OT CHOTBETHMTE IbPXKABM-UICHKM. 3a [OCTABKATA Ha
Te3u MPOIYKTHM Ca HyXHM IONBITHUTETHN IEHCTBAIIM CHCTEMH 33
KOHTPOIL. Hy:KHM ca ¥ OIlepaTVBHM IPOLELypY 33 CIPaBSHE C CBEH-
TyanHa KpaxO0a.

JlekapcTBeHnTe NPOMYKTH, KOMTO CBIbPXAT MaTepuamy C BUCOKA
aKTVBHOCT ¥ PAIMOAKTHBHY MATepyaiy, ClelBa Ia ObIAT TPAHCIIOpP-
TMpaHyM B GE30MACHM, CNEUMAIM3UPAHN U CUTYPHU KOHTEliHepy M
npeso3uy cpencrsa. ChOTBETHMTE NpEdNasHM Mepku TpsiOBa I
OTIOBApAT HA pasnopendure Ha MEXIYHAPOMHUTE CIOPA3yMEHMUS U
HalMOHAIHOTO 3aKOHOIATENICTBO.

3a YyBCTBUTEIIHM KbM TeMIlepaTypata IIPONYKTM CJefiBa Iia ce
V311071382 00OPYIBAHE € MOXOMSIIN XapPaKTEPUCTUKY (HAIP. TePMOO-
TNAKOBKA, KOHTEIHEPM WM IPeBO3HM CPeAcTBA C KOHTPONMpaHa
TeMIepatypa), 3a Ha Ce TapaHTMpa NOMIbPXKAHETO Ha MPaBUITHM
YCIIOBUSL TIPM TPAHCIOPTMPAHETO MEXKMIy MPOVM3BOIMTENS, OUCTPU-
OyTopa Ha epo U KIIMEHTA.

AKO ce M3M0MI3BaT NPEBO3HM CPENICTBA C KOHTPOIMpPaHa TeMIlepaTypa,
M3MO/I3BAHOTO M0 BPeMe Ha TPAHCIOPTa 0OOpYIBAHE 33 MOHMTOPUHT
Ha TemmepaTypaTa criefiBa Ja ce NOAUbpXKa M MepUMOAMYHO Ma ce
kamubpupa. CrefBa ma ce M3IOTBAT KApTi HAa TEMIEpAaTypara Ipu
TIPENCTABUTEIIHM YCIIOBMS, KaTO Ce MMAT MpEeIBUI CE30HHUTE OTKIIO-
HEHUS.

Ipn Hyxma Tpsi6Ba Ha ce MpemnocTasst MHGOPMALVS HA KIMEHTHUTE, 3a
IIa ce JOKaXe CMa3BaHETO HA YCIOBMATA IO OTHOUICHNE HA TeMIle-
paTypaTa Ha CbXpaHSBaHE Ha IPOIYKTHTE.

AKO e M3MON3BAT ONAKOBKM 3a OXNAXNAHE B TEPMOU3OIMPAHMU
KyTuy, Te TpsiOBa 1@ Ca pAsNONOKEHM N0 TAKbB HAUMH, de
IPONYKTBT [a HAMAa INPAK KOHTAKT C OXIAXMIAlATa ONAKOBKA.
TlepcoHamsT TpsiGBa ma ¢ oOydeH Ha mpoleaypute 3a paboTa ¢
TEPMOM3OIIMPAHN KyTUM (CE30HHM KOHQUIYpaLmu) M 3a IOBTOPHA
ynorpe6a Ha OIAKOBKMTE 3a OXITaXKIaHe.

CrnemBa a ce ch3mane cucreMa 3a KOHTpPOII Ha MOBTOpHATa yHOTpC6a
Ha OIIAKOBKMTE 3a OXJIaX[aHe, 3a Ja C€ rapaHTupa, 4e HsAMa [a ce
VI3NION3BAT IO TpPEIIKa OINAKOBKM 3a OXJIaXHaHe, KOUTO HE ca
Hall'bJIHO OXJIA[IEHM. Hy}KHO € nogxogsAmo (1)M3M'{€CKO pasnersaHe
MEXIY 3aMpa3eHNUTE M OXJIaIEHUTE OINAaKOBKU C JICM.

[IpouechT Ha MOCTaBKAa Ha YYBCTBUTENIHM HPOHYKTUM M KOHTPOIBT
BbPXY CC30HHNMTE TEMICPATYpPHM OTKIIOHEHMs ClleBa Ha Obmat
OIMCAaHM B MUCMEHA IIPOLENypa.
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ITIABA 10 — CIEUVM(UYHU PA3IIOPEIBU 3A TIOCPETHU-
LIMTE (')

10.1. IpuHOMn

LJToCpeHUK” e Nuile, KOETO y4acTsa B AEHHOCTH 10 Ipofaxbara mimm
3aKyIyBAHETO HA JIEKAPCTBEHN MPOAYKTH, C M3KIIOUEHNE HA AUCTPU-
Oyumsara Ha €Ipo, KOMTO He BKITHOUBAT (M3MUECKOTO GopaseHe M
KOMTO Ce M3pa3siBaT B JIOTOBApPSHE, HE3ABUCUMO M OT MMETO Ha
LIPyTo Fopumudecko win ¢uanuecko mie (2).

Mocpenumimre nomiexar Ha perucrpamys. Te TpsOBa ma uMar
NIOCTOAHEH alpec ¥ JaHHM 33 KOHTAKT B [IbpKapaTa-ulleHKa, B
kosito ca pervctpupant (). Iocpennuumte TpsibBa [a yBemoMsBAaT
KOMIETCHTHMSI OPraH 3a BCUMKM [POMEHM B Te3u HaHHM Oe3
HEHYKHO 3a0aBsiHe.

[lo onpeneneHye NOCPEIHULNMTE HE 3aKYIYBAT, OCTABAT WM [bpXKAT
nekapcra. CIelIOBATENHO M3UCKBAHMATA 33 IOMELIEHWS, MHCTAlIALNM
u obopynsane, ompemenenu B [upextusa 2001/83/EO, He ce
npunarat. Bemuky mpyru npaswia B Hupektmsa 2001/83[EO
obaue, KOMTO Ce OTHacST [0 [MCTpubyTOpMTe HA EHpo, Ce
IPUIIATAT CbILO U 33 IOCPETHULYATE.

10.2. Cucrema 3a KauecTBO

Cucremara 32 KauecTBO Ha NOCpeOHMKA criemsa ga Obae odopmeHa
mycMeHo, Ta Gbie omoOpeHa 1 fa ce akTyamumsupa. B cucremara 3a
KauecTBO TpsiOBa ma OBIAT IOCOYEHNM OTTOBOPHOCTUTE, IPOLECUTE U
JIpaBIeHMETO HAa pUCKa IO OTHOIIEHMe Ha MefHOCTMTE Ha
TNOCpEIHNKA.

CucreMara 3a KauecTBO CJe[Ba [a BKIIIOYBA IUIAHA 33 M3BBHPEIHN
CUTYaLH, C KOITO ce OCUTypsiBa epeKTUBHOTO MBTEIVISIHE HA JieKap-
CTBEHM NPOMIYKTH OT IMa3apa IO HAPeXIaHe Ha MPOM3BOMMTEIS MIIH
KOMIICTEHTHNTE OPTaHM M W3BBPIUIBAHO CHBMECTHO C IIPOM3BO-
UTENIsSE WIM TUTYISAPS. HA PaspelieHieTo 3a THPIOBUS C AafeHus
nekapcreeH mponykr (*). KommerenTHute opranu TpsiOBa He3aGaBHO
ma ObaT MHGOPMUPAHU 3a BCUUKM MOTO3PEHNS 33 Qanumuimpanu
JIeKapcTBa, MpeularaHy Mo Bepurata Ha JocTaska (°).

10.3. Ilepconan

Beekyt uneH Ha IepcoHanma, KOWTO yuacTBa B I[OCPETHMUECKN
mefiHocTy, TpsOBa @ Obe 3alMO3HAT C MPUIOKMMOTO HALMOHAIHO
3aKOHOIATEIICTBO M ChC 3aKOHORaTenicTBoTo Ha EC mo BbIpocure 3a
dammuduuyparnTe TEKAPCTBEHN MTPOLYKTI.

nen 856, naparpad 3 or Iupekrnsa 2001/83/EO.
nen 1, maparpad 17a or [dupektusa 2001/83/EO.
en 856 or Oupexrusa 2001/83/EO.
nen 80, Oyksa 1) or upektusa 2001/83/EO.
nex 856, naparpad 1, tpera anmuuest ot upekrusa 2001/83/EO.
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10.4. [ToxymeHTaums

Ipurarat ce obumTe pasmopenby 3a DOKYMeHTaUMsATa OT I7aBa 4.

OcBeH CbOTBETHUTE HOKYMEHTMpaHM ONEpaTMBHM MNpoUeoypu B
JOMNBITHEHUE CJIEIBa 1A 6’b]1&T BBBETICHN IIOHE CIIEMHUTE IPOLEIYpU
M MHCTPYKIMM:

i) npouenypa 3a pasiiieXaaHe Ha OIUIAaKBaHMNS;

ii) mpouenypa 3a MH$OPMMPAHE HA KOMIETEHTHNUTE OPraHMU U TUTY-
JISIpUTe Ha paspellieHMe 3a THPIOBUS OTHOCHO ChMHEHMS 3a
danmuuduiypany neKapcTBeHM MPOIYKTI;

iii) mpouemypa 3a okassaHe Ha ChAelCTBMeE NPV UBTEITIAHE HA JeKap-
CTBEHM IIPOIYKTI;

iv) mpouemypa 3a rapaHTMpaHe, 4e 3a JIeKapCTBEHMTE MPOIYKTH,
KOUTO Ce peausyupar upe3 MOCPENHUUECTBO, MMa paspelieHue
3a THPIOBHS;

V) mpouemypa 3a M3BbPIIBAHE HA IPOBEPKM [aM  TEXHMUTE
OCTABSILIM TUCTPUOYTOPY HA PO IPUTEKABAT paspelleHue 3a
ICTPUOYIINS, ANy MPOU3BOIMTENIATE VM BHOCHUTEIINTE, KOUTO
W3BBPIIBAT  JIOCTABKMTE WM, IIPUTEXABaT —paspeuleHyue 3a
MPOM3BOLCTBO M JalM TEeXHUTe KIIMEHTM MMaT paspelleHue 3a
IOCTaBKa Ha JIEKAapCTBEHM INPOINYKTM B ChOTBETHATa IIbprKapa-
uJIeHKa;

Vi) NOKyMEHTauMsTa 3a BCSIKA CHENKA C JIEKAPCTBEHM IIPOIYKTH,
peanu3MpaHa upes3 MOCPEIHUUCCTBO, CIIeABA [1d Ce ChXpaHsBa
noxt gopMara Ha QakTypu 3a IOKyIKa/pogax06a, B eeKTpoHeH
dopmar i mom Hskaksa mpyra ¢opMa 1 TpsOBa Ia BKIIOUBA
OHe CreliHaTa MHQOPMALMS: [1aTa; HAMMEHOBAHME HA JleKap-
CTBEHMsI NPOLYKT; KOIIMYECTBO, PeASM3UPAHO YpPe3 MOCPEIHMUK;
MMe M al[pec Ha IOCTABUMKA M HA KIIMEHT3; KAKTO M MApTUIEH
HOMep IIOHe 34 JIEKAPCTBEHITE TIPOLYKTY C HAHECEHN I10KA3aTesIn
3a 6E30MACHOCT.

HOKyMCHTaI.II/IHTa cienBa  Ha Cce  IMpenocTaBsAs Ha KOMIICTEHTHUTE
OpraHm 3a LeINTE Ha MHCIEKUMM 3a INepuona, IMOCOYCH B HaAlMO-
HAJTHOTO 3aKOHONIATEJICTBO, HO Hai-MaJIkO 3a TeT TOMVHIL.
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TTPUITOKEHUE

Peunuk Ha TePpMUHUTE

Tepmunn Onpenenenns

Ho6pa mucrpubyropcka npakruka ([IIIT) JIIT mpencrapnsBa 4acTTa OT OCUIYPSABAHETO HA KavyecTBOTO, C
KOATO Ce TapaHTMpa, 4Ye KauyecTBOTO Ha JIEKapCTBEHUTE
IPOIYKTM Ce MOMIbPXa HAa BCUUKM €TalM OT BepUrata Ha
IOCTaBKA — OT OOEKTAa Ha MPOM3BOLMTENS IO alTeKata WM
JMUETO, KOETO MMA paspemleHMe [a [OCTaBs JIeKapCTBEHM
IPOIYKTU HA HaCEleHMETO WM OIPaBOMOLIEHO 3a Tasy LeJL

[Ipouenypa 3a usHOC [Tpotienypara 3a U3HOC 1O3BONIsIBA Ha cTOKMTE HA OBLIHOCTTA 118
HAIyCHaT MWUTHMYeCKaTa Tepuropus Ha Cbro3a. 3a 1emmte
Ha HACTOSLIOTO PBKOBOLCTBO [IOCTABKATA HA JIEKapcTBa OT
nbpxasa-uieHka Ha EC, mo morosapsma gbpxkasa or EMO ne
ce CymMTa 33 M3HOC.

(Qamunduunpan nexapersen npouyxr (1) Bceku 1eKapcTBeH MpONYKT, IIPM KOWMTO ca IpeHcTaBeHu
HEBAPHO:

a) HEroBaTa MOCHTUYHOCT, BKIJIFOUUTEIIHO HEroBaTa OIIAKOBKA U
IaHHM Ha €TUKETa, HEroBoTo MMe WM CbObpxKaHME, IO
OTHOIICHME HA KOATO M Ja € OT HErOBUTE CbCTAaBKM, BKIIIO-
YUTEITHO CKCUMIIUMEHTUTE, M KOJIMYECTBOTO HAa AKTUBHOTO
BELIECTBO B [1030Ba €OMHMIA 3a TE3M CBCTABKU;

(=)
=

HETOBMAT M3TOUHMK, BKIIIOUMTEIIHO HErOBMAT IPOU3BOOMTEIL,
CTpaHaTa, B KOATO € IPOM3BENEH, CTpaHaTa Ha IIPOM3XOM MU
TUTYJIAPSA HAa PA3pPEIICHMETO 3a THProBMA C HErO; MIN

B) XPpOHOJIOIUATA, BKIIIOYMTEIIHO 3alMCUTE W [NOKYMEHTUTE,
CBbpP3aH) C MBIOJI3BAHUTE KaHAIM 3a ]I[I/ICTpI/I6yHI/[H.

CBoGomHM 30HM M cBOOOIHM CKiamose (%) CBOGOIHNTE 30HM 1 CBOOOIHMTE CKITaioBe ca 060co0eHN yacTn
OT MuTHMYecKaTa Teputopusi Ha OOGIHOCTTA WM TIOMELEHNs
BbPXY Hesl, B KOUTO:

a) HeOOLIHOCTHMTE CTOKM 33 LENNTe HA  MUTHUYECKOTO
obnaraHe ¥ Ha MepKMTe Ha THPIOBCKATa IOJIMTUKA IpPHU
BHOC C€ CUMTaT 3a HAMMPAauMt Ce W3BHH MUTHMYECKATa
Teputopust Ha OOWIHOCTTA, aKO He Ca JIONMyCHaTH 34
cBoGOMHO ~oOpamieHme, He Ca TOCTABEHM MO  ApYT
MUTHMYECKM PEXUM M He Ca ynoTpeOsBaHM WM U3pas-
XO[IeH! B HapylleHue Ha MMUTHIUYECKOTO 3aKOHOIATENICTRO;

0) OOIIHOCTHMTE CTOKM, 3a KOMTO TOBA € MPEIBUNEHO OT
criemuuHy  OGUIHOCTHM Pa3lopenOn, IMON3BAT MepPKMTE,
TPWIAraHy TIPU M3HOC HA CTOKM, HA OCHOBAHNE [IOCTABSIHETO
¥M B CBOOOIHA 30Ha MM B CBOOONEH CKITafL.

Tputexasate CbXpaHeHye Ha JIeKapCTBEHM MPOIYKTH

Tpancropr ITpemecTBaHETO Ha JIEKAPCTBEHM NPOIYKTH MEXKIY [IBe MECTOIO-
noxenns, Oe3 ga GbIAT CbXPAHSIBAHM 33 HEOMPABIAHM MEPUOIM
OT BpeMe

CHabpsiBaHe Tonyuasaxe, npugoGMBaHe, 3aKylyBaHe Ha M3IUIALIAHE MIIN

KylyBaHe Ha JIeKapCTBEHM IIPOOYKTH OT IIPOM3BOIMTENIN,
BHOCUTEIIM WIIM JIPYTH IDUCTPUOYTOPM HA eIpo

VanuTBaHe 3a ompenensHe Ha TOTHOCTTA HeiicTue 3a J0KasBaHe, uye KOeTo M Ha Omwio obopynsaHe
paboTy TpAaBMIHO ¥ MECTBUTENHO BOAM IO OYAKBAHUTE
pesynTaTi.

Tymara ,0g00psiBaHe” MOHSKOra MMa MO-PA3IIMPEHO 3HAUEHME,
3a J1a BKJIIOYM IOHSATMETO ,M3NMTBAHE 3a OMNpeHessHe Ha
TOIHOCTTA".

(Onpenernero B Eudralex Tom 4, PeuHuk KbM PbKOBOLCTBOTO
3a 100pa MPOU3BOICTBEHA MPAKTMKA)
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Tepmunn

Onpenenenns

ITocraBka

Bcuuky meiiHOCTM 10 OcurypsBaHe, IIpOfaBaHe, HapsBaHe Ha
JIeKApCTBEHM TPOIYKTM HA THPIOBUM Ha eapo, (apMaieBTy
WM JIMLA C paspelleHne WM ONPABOMOMIEHM Jia CHaGmsBat
HACeIeHUETO C JIeKAPCTBEHM IIPOIYKTI.

YHpaBHCHI/IC Ha pucka, CBbp3aH € KaueCTBOTO

CucreMaTiyeH NpoLeC Ha OLEHKAa, KOHTPOI, IpefaBaHe Ha
VHQOpMAIIMS M TIPErTiell Ha PYUCKOBETE, CBbP3AHM C KAuyeCTBOTO
Ha QapMaleBTHYHMS (TeKapCTBEHMS) TPOIYKT, Npe3 KMBHEHMS
UVMKBII Ha MPOMYKTA.

Cucrema 3a KauecTBo

COOpBT OT BCUYKM ACHEKTH HA CUCTEMATd, KOATO MUBIIBIIHSBA
TONUTHUKATA 3a KAUeCTBO ¥ TapaHTMPA, Ue LeuTe 3a KauecTBOTO
Ca V3ITBITHEHM.

(MexnyHaponHa KoH(epeHUMs 33 XapMOHM3MPAHE HA TEXHU-
YeCKMTe M3MCKBAHMA 3a  PErMCTpalMs HA  JIeKapCTBEHM
TPOIYKTM 3a XyMaHHa ynotpeba Q9)

OnoGpsiBaxe

HeictBue 3a [OKasBaHe, ue BCAKA MpOLEOypa, IIPOLIEC,
obopynBaHe, Matepual, HEMHOCT WM CUCTeMA IE/CTBUTEIHO
BOIM IO OYAKBAHMTE PE3YNTaTH (BX. CBHIIO ,JM3MMTBAHE 3a
oIpefieNiiHe Ha TOTHOCTTA®).

(Onpenernero B Eudralex Tom 4, PeuHuK KbM PBKOBOLCTBOTO
3a 106pa MPOM3BOICTBEHA IPAKTHKA)

(") Ynen 1, naparpa¢ 33 or [upekrusa 2001/83/EO.

(%) Ynenose 166—181 or Permament (EVMO) Ne 2913/92 na Coeera or 12 okromspu 1992 r. OTHOCHO Cb3maBaHe Ha MUTHMUECKN KOIEKC Ha

O6mmocrra, OB L 302, 19.10.1992 r., cp. 1.
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