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CPOK HA IOI'OBOPA

Unen 3. HacrosmusT 1oroBop ce CKIouUBa 3a cpok oT 12 (aBaHameceT) Mecella,
CYMTAHO OT JaTaTa Ha MOANKUCBAHETO MY HJIM J0 CH3JaBaHETO Ha YCIOBHS 3a JIOCTaBKa CJIE.
IIPOBEXKIAHETO HA LEHTPAIM3UPAHU €IEeKTPOHHU ThproBe. CpoKBT ce MpoabDKaBa Ja
CKJIFOUYBAHETO Ha HOB JIOTOBOD 3a JIOCTaBKa.

HAYMH 1 CPOK HA TIJIAILLIAHE

Uien 4. /IeipkuMara Ha mpojiaBada cyma IO BCSKa OT/ENHA JIOCTaBKa Ie Oblae
IJIATEHA OT KYMYBAUA TTO 0. CMETKA ..vvvvreeeiiuiieeeeeeiieeeeeeeaeeeeeisseeeeeeessnseesseenneseeesssnnseessens , BIC
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KaJICHJapHH IHU CJIEeJ BCsIKa JOCTaBKa U Mpe/icTaBsiHe Ha (akTypa.

MACTO U CPOK HA IOCTABSHE

Unen 5. IIpomaBaubT € [UIBXKEH Ja JOCTaBs JICKAPCTBEHUTE MPOAYKTH ChC
COOCTBEH TPAHCIIOPT JO AalTEYHOTO 3BEHO Ha KyIyBadya, HJIM JPYrO IMOCOYEHO OT KyIyBaya
anTEeYHO 3BEHO, Ha OTJIEJIHU JIOCTaBKH, B CPOK 0 24 yaca OT MOMEHTA Ha 3asBABAHETO OT
CTpaHa Ha KyITyBaua.

[TPABA 1 3AJBJDKEHMA HA ITTPOJTABAYA

Ynen 6.(1) IlpomaBaubT € UIBKEH Ja JOCTaBU KAYeCTBEHH JIEKAPCTBEHH
MPOJIYKTH, KOUTO:

1. ca momyunnu paspeuieHue 3a ynorpeba WM ca TONYYHIH yIOCTOBEPEHHE 3a
peructpauus no peaa Ha 3JIIIXM wunm no pena mHa Permament (EO) Ne 726 / 2004 rox. na
Epponeiickus napinamenT 1 Ha CopBera oT 31 mapt 2004 roamHa 3a yCTaHOBSIBAHE Ha
npouexypu Ha OOIIHOCTTa 3a pa3pelllaBaHe W KOHTPOJI Ha JIEKApPCTBEHU IPOAYKTH 3a
XyMaHHa M BeTepHHapHa ynorpeba U 3a cb3aBaHe Ha EBporeiicka areHnus mo JekapcTnara,
U mpd cnasBaHe wusuckBaHusaTa Ha Permament (EO) Ne 1901/2006 ma Epomneiickus
mapyiameHnT U Ha CobBeta oT 12 nekemBpu 2006 rogMHa OTHOCHO JIEKAPCTBEHUTE MPOLYKTH 3a
neauarpuyHa ynorpeba u 3a usmenenue Ha Permament (EMO) Ne 1768/92, Jmpextusa
2001/20/EO, HupextuBa 2001/83/EO u Pernament (EO) Ne 726/2004, u na Pernmament (EO)
Ne 1394/2007 na EBpomnetickust mapiamenT u Ha ChBera or 13 HoemBpu 2007 I. OTHOCHO
JICKapCTBECHUTE MPOJYKTH 3a MOJIEpHA Tepanus U 3a usMenenue Ha Jlupexktuna 2001/83/EO u
Ha Pernament (EO) Ne 726/2004;

2. orroBapsaT Ha wu3uckBanusTta Ha 3JIIIXM mo OTHOIIEHHE Ha KadecTBOTO,
ONaKOBKUTE U JIUCTOBKHUTE;

3. orroBapaT Ha u3uckBaHusATa Ha wi. 68 ot 3KHBII, B ciyuaute, xoraro
CBIBPKAT HAPKOTUYHU BEIIECTBA U ca BIHCcaHU B npuioxeHus Ne 2 u 3 ot 3KHBII.

(2) Beska ornenna maptuja TpsiOBa a € cHabJeHa ¢ MapTHICH cepTH(UKAT 3a
Ka4eCTBO.

(3) OcTaTpuHMAT CPOK Ha TOJHOCT Ha JOCTABSHHUTE JIEKAPCTBEHH IIPOLYKTH
TpsiOBa Jia € He mo-manko oT 60 (mecTaeceT) MpoOIEHTa OT OOMIMS CPOK Ha TOJHOCT KBbM
MOMEHTa Ha JJ0CTaBKaTa.

(4) llpm ycraHOBsIBAHE Ha HECHOTBETCTBHE MEXIy CpPOKa Ha TOJHOCT Ha
J0CTaBeHa MapTHJa JEKapCTBEHH CPEICTBA U JIOTOBOPEHHS B al. 3 CPOK Ha TOJHOCT,
IPOJaBavYbT € JUTHKEH Jla JOCTAaBH JIEKaPCTBEHH CPE/ICTBA C JOTOBOPEHUS CPOK Ha FOJHOCT J0
24 (nBazeceT U YETHPH) Yaca OT YBEAOMIBAHETO.

HUnen 7.(1) llponaBaubT ce 3ambiDKkaBa MpelUiaraHara leHa Ha JIEKapCTBEHHTE
IPOIYKTH, KOUTO ca BKItOYeHH B lIpunoxenne Ne 2 Ha [T03UTHBHHUS JIEKAPCTBEH CIIMCHK U
3arulalaHy ¢ myOJIMYHM CPEICTBA, 1a He € M0-BUCOKa OT peryIMpaHaTa LeHa, /hpekz[eneHa o
pena Ha wi. 261a, an. 1 ot 3XITJIM. S /]
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