HAPEJBA Ne 39 OT 13 CEIITEMBPU 2007 I'. 3A IIPUHIUIIUTE U
N3NCKBAHUATA 3A JOBPATA TUCTPUBYTOPCKA ITPAKTHUKA

H30a0ena om Munucmepcmeomo Ha 30paseona38anemo

Oo6n. JIB. 6p.77 om 25 Cenmemspu 20072., usm. /IB. op.16 om 26 Despyapu
2010..

Pazpea 1.
OO0 mo10KeHus

Un. 1. C rta3u Hapenba ce ypexaaT NPUHLMIKWTE M U3KMCKBaHMATa 3a JloOpara nuctpulyropcka
IIPAKTUKA IIPU THPTOBUSTA HA €IPO C JIEKAPCTBEHU ITPOLYKTH.

Un. 2. Jlumara, NOAy4YWad pa3peiiecHHE 3a THPrOBHS Ha €ApO C JICKAPCTBEHH MPOAYKTH WA
yJOCTOBEPEHHUE 32 PETUCTpaIs 3a THPrOBUs Ha €p0O Ha TepuTopusaTa Ha Penybnuka bwriarapus mo pema
Ha 3aKOHA 3a JICKApCTBCHUTE MPOAYKTH B XymaHHata memunuHa (3JIIIXM), morat ga ochiecTBsBaT
JNEWHOCTTa CU C JIGKApCTBEHHW TMPOAYKTH OT BCHYKHM JICKAPCTBEHH TPyHU  ChIVIACHO
aHATOMO-TEpaneBTUYHATA KiIacu(UKalus B ChOTBETCTBHE C HM3MCKBaHWsATa Ha CBETOBHATA 37paBHA
OopraHu3arus.

Un. 3. JloOpata aucTpuOyTOpCKa TMpakTHKA CE€ OCHIICCTBSABA IMPH CIHa3BaHE Ha MPUHIUIHATE 3a
CHOJIENISIHE Ha OTTOBOPHOCTTA 32 Ka4eCTBO M OE30MAaCHOCT Ha JIEKApPCTBEHUTE MPOAYKTUTE.

Paznea I1.
Opranuszanusi Ha pa0doTa U CPOKOBE HA I0CTABKAa

Un. 4. JlunaTa, MONyYUIu pa3pelieHne WIH yIOCTOBEPEHHE 3a PETUCTpAIlMs 32 ThPrOBHSI HA €IpO C
JIEKapCTBEHU IPOAYKTH, ca JIBKHU Ja:

1. ocurypsT moMenieHusl ¥ 003aBekKAaHe, KOUTO J1a OTTOBapsAT Ha M3MCKBAHUSATA KbM YCTPOWCTBOTO U
003aBeKIaHETO HA CKIaJ0BETE, ITOCOYEHH B WiI. 13 - 16;

2. OCUTYPSAT YCIIOBUS 32 ChXPAaHCHHE Ha JICKAPCTBEHHUTE MPOAYKTH, KOMTO Ja ChOTBETCTBAT Ha TE3H,
MTOCOYCHHU B Pa3pelIeHUETO 3a yroTpeda Wi yAOCTOBEPEHUETO 3a PETUCTPAIIUS U OTIAaKOBKATa,;

3. ocUrypar otTaeneH mKad ChC CEKPETHO 3aKIIOUBAHE M Jla ChXPaHSIBAT B HErO BCUYKHU JIEKAPCTBEHH
HpO}IYKTI/I, IIOCOYCHHU B HpI/IJ'IO)KeHI/IeTO, N3UCKBAIIIN OTACIHO CLXpaHeHI/Ie;

4. ocurypsaT OTACIIHO IIOMCIIEHHWE 3a ChXpPaHCHHWE Ha JICKAPCTBEHUTE MPOAYKTH, ITOKa3aIH
HECHOTBETCTBHUE C MH3HMCKBAHUsATA 3a KadcCTBO, 6J'IOKI/IpaHI/I U H3TCTJICHU HapTI/I)II/I, J'IeKapCTBeHI/I
MPOAYKTHU C U3TEKBJI CPOK HA TOJHOCT, C IMIOBPEICHH OIAKOBKHU MJIM ChC CbMHEHUS 3a ITPOU3X0/a;

5. ocurypsiBat KBaau(UIUpaH MEPCOHA;

6. U3UCKBAT Pa3pelIeHUETO 3a IEHHOCTTA Ha ThPTOBIIMTE HA €pO U APEOHO C JEKAPCTBEHH MPOIYKTH, C
KOUTO THPIyBar;

7. perucTpupatr 3aAbJDKUTEIHO JBM)KCHHETO Ha BCSKAa IMapTHAA C IIeJ CBOCBPEMEHHO OTKpHBaHE Ha
MPOITYCKH, OJIOKMpAaHEe W M3TETVITHE OT Ta3apa Ha JIEKApCTBEHW MPOAYKTH, KaKTO W J1a ChXpaHsIBAT
s1aTa JIOKyMEHTAIHS

8. ochliecTBABaT JOCTaBKaTa Ha JICKAPCTBEHHUTE MPOAYKTH JO THPTOBIMTE Ha APEOHO, MOTYYMIN
paszpenieHue 3a Thproeus Ha npedHo mo 3JIIIXM, B pamkuTe Ha 24 yaca OT Jarara Ha MOCTHIIBAHE HA
3asBKaTa, ako HE € JOTOBOPEH JIPYT CPOK;

9. U3BBPIIBAT MPEONAKOBAHE U MPEETUKETHPAHE HA JEKAPCTBEHHU MPOAYKTH CaMo CJe]l IoJydyaBaHe Ha



paspemienne 3a mnpousBoAcTBO cbrmacHo 3JIIIXM W TOA3aKOHOBUTE HOPMATHBHH AaKTOBE I10
NPUIAraHeTo My;

10. ocurypsiBAT HEOOXOIMMHUTE YCIOBHSI MPU TPAHCIOPT Ha JIEKAPCTBEHU NPOAYKTH, W3UCKBAIIU
CIICIIMAIHU yCIIOBHS Ha ChXpaHEHHUE (TeMIiepaTypa, OTHOCUTEIHA BIAXXHOCT, MPsSKa CIIbHYEBA CBETJIMHA
H Ip.);

11. ce3maBaT ¥ MOMIBPXKAT CUCTEMa 32 MOHHUTOPHpAHE Ha CICIMAIHHU YCJIOBHUS 332 ChXpaHCHHE, KaTo
JOKYMEHTAIUsTa 32 MOHUTOPUHTA C€ ChXPaHsBa MET FOJUHU OT JIaTaTa Ha IOCTaBKaTa;

12. ocurypsiBaT NMoBHIIaBaHE KBATU(PHUKAIMATA HA OTTOBOPHHS MarucTbp-hapmaieBT, pbKOBOJIUTEIINTE
Ha CKJIaJIOBE, MarucTbp-papMaineBTuTe, MOMOUTHUK-(APMAIICBTUTE M JIPYTHs MEPCOHAN, padoTel] B
CKJIaja;

13. ocurypsBaT paboTHO 00JICKIIO i OOYBKH 3a MEPCOHATIA;

14.ocurypsiBat uHboOpMaIMsg ¥ JAOKYMEHTAI[Ms OTHOCHO Ka4yeCTBOTO Ha JIEKAPCTBEHUTE MPOIYKTH,
KOUTO C€ ChXPaHsBAT B CKJIAJa;

15. npencrasat B cpok 10 30 ssHyapu Bcsika rofuHa B M3nmbiiHHTENHATA areHus 1o jgekapcrsara (MAJI)
Ha XapTHEH WIHM €JICKTPOHEH HOCUTEN MHGpOpMaIus 3a MPOAaJeHUTE Mpe3 MpeaxoiHara KaleHIapHa
TOJIMHA JICKApCTBEHH MPOIYKTH Ha THPTOBIM HA €IIPO, alITEKH, IPOTePHH | JIeYeOHHU 3aBeJICHUsI B Opoi
OIMaKOBKH ChC CHOTBETHA IIEHA 110 00pa3el], YTBBPACH OT U3IBJIHUTETHUS qupekTop Ha A,

16. ocurypsiBaT Oe€3NPEmsITCTBEH JOCTHI 1O CKIAJAOBUTEC TIOMEIICHUS U JOKyMCHTAIMsITa 3a
JIEKapCTBEHUTE MPOJAYKTH HAa OPraHUTE 3a IbP’KAaBEH KOHTPOJ MPH OCHIIECTBSIBAHE HA KOHTPOIHUTE UM
byHKINH,

17. pasmonaraT ¢ yTBbPACHH CTAHJIAPTHUA ONIEPATUBHU MPOIIETYPH 32 ICHHOCTHTE, KOUTO CE€ M3BBHPIIBAT
B CKJIaJia: TpHUEMaHe, paslpeliesiecHue, TOJpexkIaHe, ChbXpaHCHHE M EKCIEeAWpaHe Ha IMapTHIUTE
JIEKapCTBEHU MPOIYKTH, BKIIOUUTEIIHO W TPH HAJINYME HA TOBPEJICHU ONAKOBKH, KATO OCHTYPST
CBOCBPEMEHHOTO MM aKTyaJIH3HpaHe.

Uin. 5. JIunata, npuTexaBally pa3pelieHnue Wik yA0CTOBEPEHUE 3a PETUCTpalvs 32 ThPIOBHSI Ha €1IpO C
JIEKapCTBEHH MPOAYKTH, CE€ 3aabJDKaBaT B CiIydau Ha O€ACTBHS Ja OCHUTYpSIBaT HOIIHU JIEKYpPCTBa,
NeKYpCTBA B IPA3HUYHU U MTOYMBHU JIHU, ChIJIACyBaHU C KMETA HAa HACEJIEHOTO MSCTO U JAUPEKTOpa HA
PErHOHANIHUS UEHTHP MO 3paBeolia3BaHe.

Y. 6. (Ot™m. - [IB, 6p. 16 ot 2010 1., B cuna ot 27.04.2010 1.)

UYn. 7. Koraro numara, HOXy4YHId pa3pelieHre 3a THPTOBUS Ha €IpO C JIGKAPCTBEHU NPOIYKTH WIIH
yJIOCTOBEpEHHE 3a PErucTpanus 3a ThProBUS Ha €IpO, TPAHCIOPTUPAT JIEKAPCTBEHU MNPOIYKTH, ca
JUTBKHU J1a:

1. W3roTBAT NHCMEHH CTaHJAPTHU ONEpPaTHBHM MpOLEAYpH 3a JOCTaBKaTa M TpPaHCIOpPTa Ha
JIEKapCTBEHHUTE TIPOTYKTH;

2. He JIONyCKaT Jia ce TIOBPeIy WU 3aryOu TSAxXHaTa ISUI0CT U MACHTUYHOCT;

3. cma3BarT HM3MCKBaHHMATA Ha 3aKOHA 3a KOHTPOJI BBPXY HApKOTHYHHUTE BEIIECTBA U IPEKYPCOPHTE
(3KHBII - /1B, 6p. 30 ot 1999 r.) 3a nekapcTBEHUTE MPOAYKTH, ChIbpKAII HAPKOTUYHH BEILIECTBA 110
npuoxkeHns Ne 2 u 3 xbMm 4. 3, an. 2 3KHBII;

4. ocurypsiBaT ChbOTBETHUTE YCJIOBHUS (TeMIlepaTypa, BJIaXHOCT, CBETJIMHA W Jp.) Ha JICKapCTBEHUTE
MIPOIYKTH, U3UCKBAIIH CTICIIMATHH yCIOBHS 332 CbXpaHEHHE;

5. cra3BaT M3MCKBAaHUATA HA MPOTUBOINOXKAPHATA OXpaHa 3a JECHO3AMAIUMHUTE U FOPUMHU JIEKAPCTBEHU
IPOIYKTH;

6. ocurypsiBaT CHIIPOBOXKJAllla TOBAPUTE JTOKYMEHTAlMs, KOATO JlaBa MHGopMalus 3a Npous3xona U
Ka4eCcTBOTO Ha JICKApCTBEHHUTE TPOTYKTH;

7. ocurypsiBaT MOAXOJAIIN U 00€3011aCeHH MPEBO3HU CPE/ICTBA M 000pyIBaHE C LieN MPEeJOTBpaTsIBaHe
Ha OTKJIOHEHHS 110 OTHOIIIEHHE Ha CTAOMITHOCTTA, IIEJIOCTTa Ha OMTAaKOBKATa U €BEHTYAITHO 3aMbpPCsBaHE:



8. TOITBJIBAT 32 BCSIKA €KCIIEUIIHSI IPOTOKOJI, KOUTO ChABPIKA CICIHUTE TaHHU:

a) JaTa Ha eKCIICAMIINATA,

0) ume u agpec Ha pupmara MpPeBo3Bay;

B) (u3m. - JIB, Op. 16 or 2010 r., B cuma ot 26.02.2010 r.) ume u aapec Ha mojydarens (anrTeka,
aporepusi, iedeOHO 3aBeCHHE, THPTOBEIl HA €/IPO C JICKAPCTBEHU MIPOIAYKTH);

I') HaUMEHOBaHUE, JICKAPCTBCHa (OpMa, JTO3UPOBKA M KOJHMYECTBO HA JIEKAPCTBEHUTE MPOJYKTH IO
NapTUIN;

1) 0003HAYCHHUE Ha JICKAPCTBCHUTE TPOIYKTH, M3UCKBAIU CICIIHAICH PEKUM Ha ChbXPaHEHHE 110 BpeMe
Ha TPaHCIIOPTA.

Un. 8. B ckmamoBere 3a TBHProBHs Ha €IpO C JIEKAPCTBEHM TMPOIYKTH MoraT jaa paboTsT
MarucThp-hapMareBTy, MOMOUTHUK-(AaPMAIIEBTH U JIMIA OT IPYrH mpodecuu, MPUTeKaBalll YMCHHUS U
npodecroHalleH OMUT 3a OCUTypsSBaHE Ha MPABUIHOTO M3BBPIIBAHE HA JIEHHOCTUTE C IIEJ 3ara3BaHe
KaueCTBOTO Ha JICKAPCTBEHUTE MPOIYKTH.

Yn. 9. (1) OTroBopHUSIT MarucTbp-papManeBT ¥ PHKOBOJUTESIT HA CKJIaZa HOCAT OTTOBOPHOCT 3a
JIeMHOCTHUTE 110 3aKyIyBaHe, poax0a, CbXpaHeHNE U KOHTPOJI Ha JIEKAPCTBEHUTE MPOTYKTH.

(2) OtroBopHusT MarucTbp-GapMaleBT W PHKOBOJUTENAT HAa CKJIaJa Ce Ha3HAyaBaT 10 TPYIOBO
MIPaBOOTHOLIEHNE TIPU TBIHO PaOOTHO BpeMe.

(3) OTtroBopHUAT MarucTbp-hapMaleBT U PbKOBOAUTENAT HA CKIIaJa ca JUIbKHU J1a:

1. KOHTpONMpaT CBHXPAHEHUETO Ha JIEKAPCTBEHUTE MPOAYKTH Jla C€ OCBIIECTBSIBA CBIJTACHO
M3HUCKBaHUATA, MOCOUYEHU B pa3pelIeHHeTo 3a ymorpeda WM YJIOCTOBEPEHHETO 3a perucTpanus u
OIIaKOBKaTa, U Ja CIEAAT CPOKOBETE Ha FOJHOCT;

2. chXpaHSIBAaT BCUYKH JICKAPCTBEHU TNPOIYKTH, IMOCOYCHH B MPHUIIOKEHHETO, B OTIENEH mIKa( ChC
CEKPETHO 3aKJIIOUBAHE;

3. cienaT mpH 3aKylmyBaHe M MPOAaXKOa JIEKApCTBEHUTE NPOAYKTH Ja OBJAT CBHIPOBOIACHU C
JOKYMEHTAIMs, KOSTO ChIbpiKa:

a) HOMEp Ha pa3peuleHusiTa 3a [POU3BOJACTBO, BHOC WJIM TBProBUS C  JIEKapCTBEHH
MIPOAYKTH/YJOCTOBEPEHHE 3a PETUCTPALMs 32 THPrOBUS HA €ApO Ha JIMIATa, OT KOMTO Ce 3aKylyBaT U Ha
KOUTO C€ pojaBaT JIEKapCTBEHUTE MPOTYKTH;

0) I03MpOBKa M KOJWYECTBO, MAPTHJIEH HOMEP, CPOK Ha TOJHOCT, CEPTU(UKAT 32 OCBOOOXAaBaHE HA
napTuaa;

4. ocurypAT TOAPEKIAHETO Ha JIEKapCTBEHUTE MPOAYKTH CBIJIACHO aHATOMO-TepaneBTHYHATa
KJacuuKanys B CbOTBETCTBUE C M3MCKBaHUATa Ha CBeTOBHATa 3/IpaBHA OpraHu3allvs, KaTo Ce cra3Ba
a30y4YHUAT pell Ha JIAaTUHCKAaTa a30yKa;

5. OCHUTYPSAT MPHU ChbXPAHEHUETO Ha MAapPTUIUTE JIEKAPCTBEHH MPOJYKTH CIIa3BaHE Ha MOPEIHOCTTa Ha
CPOKOBETE Ha FOJIHOCT;

6. ocurypsT mpojaxk0ara Ha JEKapCTBEHHTE MPOAYKTH Jia C€ M3BBPIIBA B CHOTBETCTBUE C MPABHIOTO
"MapTUAUTE C HAM-KpaThK CPOK HA TOJHOCT Ja Ce MpoAaBaT IbpBH";

/. W3WCKBAT TMpH TOKyIKaTa W npojakbaTa HAa BCHUYKM JIEKAPCTBEHH IMPOAYKTH JIOKYMEHTH,
YIOCTOBEpSBALlM KaueCTBOTO M IPOM3XO0Ja Ha IapTHAaTa, a KOraTo C€ OTHAacs [0 JIEKapCTBEHU
MPOAYKTH, ChABPXKAILM HAPKOTUYHM BEILLECTBA, M JUIEH3US 3a ACHHOCT C JIEKAPCTBEHH IMPOIYKTH C
HapKOTUYHU BenlecTBa no npuioxenust Ne 2 u 3 kbm ui. 3, an. 2 3KHBII;

8. CcBXpaHsSBaT JIEKaPCTBEHW TPOIYKTH, TOKa3aJl HECHOTBETCTBHE C HM3WCKBAaHHATA 32 KA4eCTBO,
OJIOKMpaHU M M3TETJIEHU MapTUAHU, JEKapCTBEHU NMPOJYKTU C M3TEKBJI CPOK Ha TOJHOCT, C MOBpEAEHA
I'bPBUYHA WJIM BTOPUYHA ONAKOBKA, JIEKAPCTBEHU MPOAYKTH ChC CbMHUTEJIEH MPOU3XO0J, B 000C00EHO
3a LeJITa NOMEIIEHNE C TPAaiHO CUTHAITHO O3HAYECHHUE;

9. ocurypsiBaT €XETHEBEH KOHTPOJI BBPXY TeMIepaTypara B XJIQJWIHHKA W/WIN XJIAQAWIHHUS IKad,
W/WIIN XJaIUIIHATa KaMepa, KaTo pe3yJITaTuTe ce OTpa3siBaT B JHEBHUK;



10. ocurypsiBaT €KEIHEBCH KOHTPOJ Ha IlapaMETpHTE Ha cpejarta (Temieparypa, OTHOCHUTEIHA
BJIQXKHOCT M JIP.) B CKJIQIOBUTE MIOMEIICHHSI, KATO PE3YJITATUTE CE OTPA3sABaT B JJHCBHHK;

11. M3roTBAT U OCUTYypsIBaT CIIAa3BaHETO HA IpOrpaMa 3a XUTHECHU3MPAaHE Ha CKJIAJOBHUTE ILIOIIH, KOSTO
Jla BKIJIIOYBA BHUJIa HA MOYMCTBAIIMS areHT, IICPUOJIUYHOCT HAa CMSHATa My, YeCTOTaTa Ha TIOYUCTBAHETO,
KaKTO U 00CKTUTE, KOUTO IOICKAT HA ITIOYHUCTBAHE;

12. W3roTBAT M OCHTYpsBAT CIIa3BAaHETO Ha YTBBPACHHUTE CTAHJAPTHHU OICPATHBHH NPOICAYPH 32
JNCHHOCTUTE, KOUTO CE M3BBPIIBAT B CKJIaJa: MpUEMaHe, pa3npeeicHue, MoApexKaane, ChXpaHeHHe U
eKCIIeIUpaHe Ha MAPTUINTE JICKApCTBEHU MIPOIYKTH;

13. mpoBepsiBaT W CBXpaHABAT B CKJaJa BCUYKH JOKYMEHTH, CBBpP3aHH C KadeCTBOTO U
MOKYIKO-TTPOoak0aTa Ha BCSIKa MapTHAA JICKAPCTBEHH MPOIYKTH;

14. KOHTpOJIUPAT MPUEMAHETO, ChXPAHEHUETO M OTUYCTHOCTTA HAa BhPHATHTE JICKAPCTBEHH MPOAYKTH 03
OTKJIOHCHHMSI B TAXHOTO Ka4e€CTBO, €PUKACHOCT U OE30IMaCHOCT;

15. opranusupaT OJIOKHMPAHETO, M3TECTISHETO U ChXPAHCHHETO Ha JICKAPCTBCHHU IPOJYKTH, IOKA3aIx
HECHOTBETCTBUE C M3UCKBAHMATA 32 KAYECTBOTO, €(HPUKACHOCT U O0E30IaCHOCT MPH YCIOBHUATA U IO peja
Ha Hapeabara o wi. 274, an. 1 3JIIIXM;

16. opraHM3UpaT YHHIIOKABAHETO HA JICKAPCTBEHU MPOJYKTH MPHU YCIOBHATA U 10 peja Ha Hapeadara
mo ui. 274, an. 2 3JIIIXM.

(4) TTomomHuK-(hapMaIeBTUTE MOTaT Ja M3BBPIIBAT JACHHOCTH 10 YKa3aHHWE H O] PHKOBOJICTBOTO Ha
MarucTbp-(apmarieBT, OTTOBOPHHS MArHCThP-(hapMaIeBT U PhKOBOIUTEIS HA CKIIa/Ia.

Yn. 10. (1) TeproBumre Ha eapo TpsOBa jga MpHUTEXkKaBaT CHCTEMa 3a OJIOKMpaHE M HW3TCIJISIHE Ha
JICKapCTBEHH MPOAYKTH, IOKa3ajld HECHOTBETCTBUS C HM3UCKBAHUATA 3a KauecTBO, O€30MAaCHOCT H
e(hUKacHOCT.

(2) TeproBuuTe Ha enpo C JEKApCTBEHU MPOIYKTH ONPEACIAT C IMHCMEHA 3alOBe] YITBIHOMOIICHO
JUTBKHOCTHO JIUIIE 32 OCBIIECTBSIBAHE HA AEMHOCTUTE MPH OJOKHpaHEe U U3TETJIsHE.

(3) TeproBuuTe Ha e1poO YBEAOMSIBAT IPOM3BOAUTENS HIIH MPUTEKATEIS HAa Pa3peIeHUETO 3a yrnorpeda
WM YAOCTOBEPEHUETO 3a PETUCTPALIUA 3a JEHHOCTUTE MO OJIOKUPAHETO U U3TETIISIHETO.

(4) TeproBumTe Ha €ApPO C JCKAPCTBCHH MPOIYKTH Ca 3aJb/DKCHH Ja MPOBEPSBAT U aKTyaTH3UpaT
NepuoANYHO e(pEKTUBHOCTTa Ha IMpolleaypaTa U Ha MEpKUTe, MNpeArnpueMaHd Opu OJOKUpaHE U
U3TETJISTHE.

(5) TeproBuutre Ha €IpO C JICKAPCTBEHHW MPOAYKTH Ca JIBXKHHU Ja CHhXPAHIBAT ChC CHOTBETHO
0003HaYCHHE BCUYKU OJIOKUPAHH U U3TETJICHU MAPTUIU JIEKAPCTBEHU MPOAYKTU U JOKYMEHTAIHSITA KbM
TAX B OTAEJIHO IOMEIIEHNUE TPU OTPaHUYEH AOCTBHII U CIIa3BaHE HA YCJIOBUSTA HA ChbXPaHEHHUE.

(6) Bcuuku geiiHOCTH, CBBpP3aHU C OJOKMpPAHE W HM3TEIJITHE HAa MApTUAM JICKApPCTBEHH TMPOIYKTH,
3aIBJKUTENHO c€ O0OpMAT B MUCMEHH MPOTOKOJIU OT YIBIHOMOILEHOTO JIUIE MO all. 2, KOETO T'
ChXpaHsBa ¥ MPEICTaBs MPH MOUCKBAHE OT KOHTPOIHHUTE OPTaHH.

(7) Junero mo anm. 2 obobOmaBa Iputata uHGOpMAIMs, CBbP3aHAa C BCSIKO OTACIHO OJIOKHpaHE M
U3TEIVISIHE, U U3TOTBS IIMCMEH JI0KJIa, eK3eMIuIsip oT Koito ce usnpama B MAJI u PUOKO3 B cpoka,
MIOCOYEH B 3al0BE/ITa 3a OJIOKUPAaHE U U3TETJISHE.

Yn. 11. (1) 3abpansiBa ce AOCTHI Ha BHHIIHU JIMIA J0 MOMEHICHUITA 32 ChbXPaHEHHE Ha JICKaPCTBEHH
MPOAYKTH, KaKTO M U3BBPIIBAHE B IOMEIIEHUSATA HAa JAEHHOCTH, KOUTO HSAMAaT OTHOUIEHHE KbM
THProBUsATa HA €O C JIEKAPCTBEHU MPOTYKTH.

(2) TwproBuure Ha €apo C JEKAPCTBEHH MNPOIYKTH MOIABPKAT CHCTEMa 3a MpPEAOTBpPATSBAaHE M
OrpaHHYaBaHE Ha JOCTHIIA 10 CKJIAJ0BUTE IIOMELICHMUS.

Yn. 12. (1) TeproBiuTe Ha €IpO MPEAOCTABAT MPH MOWCKBAHE HA OPraHWTE HA IbPXKABHHUS KOHTPOI
CJIeIHAaTa JOKYMEHTALUs:
1. pa3penienre Win yA0CTOBEPEHUE 32 PETUCTPAIMs 32 ThPTrOBUS Ha €IIpO C JIEKAPCTBEHH MPOAYKTH U



JUICH3US 32 THPTOBUS HA AP0 C HAPKOTUYHH BEIIECTBA 32 MEIUIIMHCKU LIEIH OT MpriokeHus Ne 2 u 3
KbM 4. 3, an. 2 3KHBII, koraTo ¢ He00X0aAUMO;

2. KommHus OT JOKYMEHTHUTE, yIOCTOBEPSBAIIN KauyeCTBOTO M MPOU3XO0Ja 32 BCSKA MapTHUIA JCKAPCTBEH
MPOJIYKT B CKJIaJIa, KOUTO CE ChbXPaHABAT B CPOK 5 TOAMHH OT JOCTABKATA;

3. TOKYMEHTHU 3a JIBIXKEHUETO Ha JICKAPCTBEHUTE MPOAYKTH, ChIBPIKAIIM HAPKOTUYHH BEIIECTBA IO
npuioxxenus Ne 2 u 3 kpMm ui. 3, an. 2 3KHBII,

4. xomus OT JAOKYMEHTH, YJOCTOBEpSIBAIM IPABOCIIOCOOHOCTTA, KAKTO WU TPYIOBHUTE OTOBOPH Ha
OTTOBOPHHMSI MAaruCThP-hapMaleBT, PbKOBOJIUTENS HA CKJIaJla U TIEPCOHANIA;

5. maHHUM 3a JMIaTa, OT KOUTO C€ KYIyBaT M Ha KOWUTO C€ MPOAABaT JICKAPCTBEHU MPOIYKTH: BHJ U
HOMEP Ha ChOTBETHOTO pa3pelleHre WiIH YIOCTOBEPEHHE, M€, TOUCH azipec, TesieoH u dakc;

6. pasnopekaaHusITa 3a OJIOKMpPAHE HA MAPTHIH OT JICKAPCTBEHU IIPOTYKTH;

7. KHUTA 32 CAHUTAPHOTO CHCTOSHHE Ha CKJIa/a, B KOSITO OPraHUTE Ha IbP)KaBEH KOHTPOJ OTpa3siBatr
pe3yJITaTUTE OT U3BBPIICHUTE TPOBEPKH.

(2) TrproBuuTe Ha €aPO CHXpaHABAT B 00EKTa JOKIAJAUTE OT U3BHPIICHUTE UHCIIEKIIMK HA OPraHUTE Ha
JbP>KaBEH KOHTPOJI.

Paznean II1.
N3ucKBaHNA KBM CKJIAJI0BUTE NMOMEIeHUS

Y. 13. (1) CkimagoBere 3a ThProBHs Ha €IPO C JIEKAPCTBEHHU MPOAYKTH CE pasIoiaraT B yperyaupaHu
MMO3eMJICHH MMOTH W M3TPaJIeHu 3a IenTta crpaau chriiacHio Hapemba Ne 7 or 1992 r. 3a XurneHHHUTE
M3UCKBAHMS 3a 3/]paBHA 3allliTa Ha ceiuiiHaTa cpeaa (00H., JIB, Op. 46 ot 1992 r.; usm. u gor., op. 46
or 1994 r., 6p. 89 u 101 ot 1996 r., 6p. 101 ot 1997 r. m 6p. 20 or 1999 r.) WM B MOMEIICHUS,
HAMUpPAIIA CE€ B IIBPBH HAJA3EMEH €TaX Ha JKWIHIIHU CTpajy, ChIIIACHO 3aKOHA 3a YCTPOWCTBO Ha
TEPUTOPHSATA.

(2) MunuManHaTa pa3rbHaTa 3aCTPOCHA IIJIONI 3a CKJIaj 3a ThproBus Ha eapo € 100 kB. M.

(3) Ceriata BHCOYMHA Ha MOMEIICHUATA € Hal-Manko 2,50 M, Kato ObIe OCUTypeHa HEe0OXOaUMaTa
OCBETEHOCT M BEHTHJIALIHSI.

(4) Crenurte u TaBaHUTE Ha TIOMEIIEHUATA TPIOBa 1a OBJAT IMIAJKK U JIECHH 3a MIOYUCTBAHE, a ITOIOBETE,
OCBEH ITOCOYCHUTE XapaKTECPUCTHKH, a MMAT M T0Opa MeXaHW4YHa YCTOMYHUBOCT.

(5) TlomoBeTe M CTEHWTE B CAHUTAPHUSA BBH3eN TPsAOBa a MMAT BJIATOYCTOMYUBO MOKPUTHE, KOETO
ITO3BOJIIBA MOKPO MOYKCTBAHE M IC3UH(PEKITHS.

(6) OcserneHrero, BOIOMPOBOAHATA M KaHAIM3allMOHHATA HWHCTAJAlWsA, €JIEKTPO3aXpaHBaHETO U
SIICKTPUICCKUTE YPEIAH C€ HM3IBIHSIBAT B CHOTBETCTBHE ChC CTAaHAAPTUTE, HOPMHTE W IpaBWIIATA 3a
MIPOEKTHPaHe, YTBbPJCHHU B CTpaHaTa.

(7) (Hosa - /1B, 6p. 16 ot 2010 r.) [Tomernienusta, B KOUTO Ce pasiojiara CKJIaJbT 32 THPrOBUS Ha €IPO
C JIEKapCTBEHHU MPOJYKTH, TPsAOBa J1a ca HAIIBJIHO OTACICHH OT IMOMEIICHHS, KOUTO C€ HM3IOJ3BaT 3a
JPYTH TEH WK 32 IPYT BUJ JCHHOCT.

Yn. 14. (1) (M3m. - 1IB, 6p. 16 ot 2010 r., B cuma ot 26.02.2010 r.) CxaaabT 3a ThProBUs Ha €Ipo C
JIEKapCTBEHH MPOAYKTH pasIojiara ¢ MOMeIeHHS:

1. 3a mpuemMaHe Ha JICKapCTBEHH MPOAYKTH;

2. 3a eKCTeIUIUs Ha JIEKAPCTBEHU MPOTYKTH;

3. 3a paboTa ¥ ChXpaHCHHE Ha TOKYMEHTANUATA U WHAUBUIYATHU TapAepoOH 3a JTMUYHUTE BEUIH U APEXU
Ha MepcoHana;

4. OTJICITHYU TTOMEIICHHUS 3a:

a) ChXpaHEHUE Ha JIEKAPCTBEHH MPOTYKTH;

0) CbXpaHEHHE Ha CAaHUTAPHO-XUTHEHHH CPEJICTBA, TPEBHP30YHH U KO3METUIHH TIPOTYKTH;



B) CbXpaHEHHE Ha JIe3UH(PCKINOHHHM, IE3UHCCKIIMOHHN U JIePaTU3AIMOHHN CPEICTBA;

I') CbXpaHCHUE HA aKTUBHHU U TIOMOIIHH BEILIECTBA 33 HYKJIUTE Ha allTeKUTE, CHAOACHH ¢ HEOOXOIUMUTE
BEHTUJIAIIMOHHHU ChOPBKCHHSI M YPEIH 3a H3MEPBaHE;

1) ChXpaHCHHE Ha OMACHH, JCCHO3AMAIUMHU U TOPUMH JICKAPCTBEHU MPOJYKTH CHIVIACHO M3MCKBAHUATA
Ha Hapen6a Ne 2 ot 1987 r. 32 IpOTHBOINOXAPHUTE CTPOUTEITHO-TEXHUYECKU HOpMH (00H., /B, 6p. 58
ot 1987 r.; u3m., 6p. 33 ot 1994 r.);

€) ChbXpaHEHHE Ha JIEKAPCTBEHU IPOAYKTH, ITOKA3aJd HECHOTBETCTBHEC C M3HCKBAHMATA 33 KavyeCTBO,
OJIOKUPAHH M M3TETJICHU MApTUIH, JICKAPCTBEHU MPOIYKTH C U3TEKBJ CPOK HA TOJHOCT, C TOBPEACHH
IBPBUYHHU H/HIIA BTOPUYHH ONAKOBKH MJIM ChC CBMHEHHS 3a IPOU3X0/1a;

) ChbXpPaHCHHE Ha JICKAPCTBEHHU MPOJIYKTH, ChABPIKAIIM HAPKOTHYHHU BEIIECTBA OT HPUiIoKeHUS Ne 2 u
3 xpM ui. 3, an. 2 3KHBII;

3) ChXpaHEeHHE Ha paauodapMalieBTUIIN;

1) PACTUTEIIHHU JIEKAPCTBEHU IPOAYKTH U PACTUTCIIHH BEIICCTBA,;

5. 32 U3rOTBSIHE M 33 ChXpaHCHHUE HA Pa3TBOPUTE M MHBEHTApa 3a MOYMCTBAHE HA IOMEIICHUATA,

6. caHUTapeH Bh3eJ C MUBKA C TOIIA U CTYAECHA BOJA.

(2) TlomemenusiTa 3a ChbXpaHEHHWE Ha JIEKAPCTBCHH MPOAYKTH CE€ OOOPYABAT ChC CTEAXH H/HIN
3aTBOPEHHM IIKa(OBE, C MOAXOISIIHU IIOBbPXHOCTH, II03BOJISIBAIIH €KEIHCBHO ITOYNCTBAHE.

(3) 3a chxpaHeHHe Ha TEPMOJAOWIHM JIEKAPCTBCHH IPOAYKTH C€ OCHIypsBa XJIAAWIHHK H/HIN
XJQAWICH MKad, W/WIH XJIaJWIHa KaMepa, B KOWTO TeMIlepaTypara Ce CIeId ¢ TEPMOMETbD WU
ABTOMAaTHYHO OTYHMTAIIIO YCTPOUCTBO.

(4) (Hosa - 1B, 6p. 16 ot 2010 .) lonycka ce nmomemnieHusra o ai. 1, . 1 - 3, 5u 6 na ce usnonssar 3a
oOciTyBaHe JIEHHOCTTa Ha MOBEYE OT €MH ThPrOBEIl Ha €IPO C JCKAPCTBCHH MPOIYKTH, IIPH YCIOBHUE
Ye OCTaHAJMTE MOMEIUICHHs MO ajl. 1 ca WHAMBHUIYalHH 32 BCEKM THProBEll HA €ApPO U Ca SICHO
000co0eHHn 1 0003HAYCHH.

(5) (Homa - [IB, 0p. 16 ot 2010 r.) ITo m3kar0uYcHHE CKIAABT 32 THPrOBUS HAa €IPO HAa BCEKH ThPrOBEII
MOJXKeE JIa pasroJjiara ¢ eHo nomenieHue no aji. 1, T. 4, 6yksu "a" u "0", ako JEKapCTBEHUTE MPOAYKTH ca
000c00CHHM B OT/IC/THA 30HA.

Un. 15. TeproBumTe Ha €IpO C JIEKAPCTBEHU MPOAYKTH Ca 3aAbJIKCHU /1a:

1. ocurypst HEOOXOUMHUTE yCIIOBUS U 000pyABaHE B MOMEIICHUATA 32 IPUEMaHe U 3a €KCIICTUINS Ha
JIEKapCTBEHH MPOJYKTH, KOUTO J1a IPEANa3aT NPOAYKTUTE OT BIUSHUETO HA aTMOC(HEPHUTE yCIIOBUS;

2. mogmabpKar B JN0OpO XUTMEHHO CHCTOSHUE IMOMENICHHUATAa 3a ChbXPAaHEHHE; TOYUCTBAHETO Ha
MOMEILIEHUsATa CE€ W3BbPLIBA CHIVIACHO YTBBPJAEHAa NHCMEHa MporpaMa, BKIIOYBAlla YECTOTa Ha
MOYMCTBAHE, M3MOI3BAHUTE MOYKMCTBAIM PA3TBOPU, YECTOTATAa HA CMSHATA UM, KAKTO M HAYMHHUTE 3a
MOYMCTBAHE Ha MOMEIICHUATA U 30HUTE 33 ChXPaHEHHUE;

3. ocurypsT HeoOXxoauMara cbOOpa3HO oOema CKIajoBa IUION] 3a MPAaBHIHOTO CHXPAaHEHHWE Ha
JIEKapCTBEHUTE MPOAYKTHU 10 JO3UPOBKA, KOJIUYECTBO U MAPTUAU C IOCTAThYHO Pa3CTOSTHUE MEXY JBa
pa3IMYHU JIGKAPCTBEHU MPOAYKTA U MEXK]Y Pa3TUYHUTE MAPTUAHN OT €IMH U ChIII JIEKAPCTBEH MPOIYKT;
4. mpeanpueMar MEpPKH W J1a pa3paboTAT mporpama 3a 6opba cpelry HaBIM3aHETO HAa HACEKOMHU H
rpy3aydd B IOMEIICHUATA.

5. (aoBa - J/IB, Op. 16 ot 2010 r.) He JomMycKaT M3BBPIIBAHETO HA APYTH JEHHOCTH B CKJIaJa, OCBECH
MMOCOYCHHUTE B PA3PEIICHUETO 32 THPTOBHS HA PO C JIEKAPCTBEHU MPOTYyKTH.

Yn. 16. (1) TeproBumte Ha €apo C JIEKAPCTBEHHU MPOIYKTH OCHTYPSBAT MOCTABSIHETO B MMOMEMICHHUATA Ha
ypeau 3a u3MepBaHE Ha MapaMeTpuTe Ha cpefaTa (TeMIeparypa, OTHOCUTEIHA BIAXXHOCT M JIp.), KaTo
MOKA3aTeINTE Ce MPOCIEsBAT €KEJHEBHO ChIVIACHO YTBbPJEHA MUCMEHA POLEaAypa U PEe3yJITaTUTE Ce
OTpa3siBaT B THEBHUK.

(2) Ypenute 3a u3MepBaHe Ha MapaMeTPUTE HA Cpelara ce pasmojiaraT Ha MecTara B MOMEHICHUSTA C
Hal-rojieMU OTKJIOHEHHS], KOUTO MPEACTaBIsABAT PUCK 3@ KAYECTBOTO HA MPOAYKTHTE.



(3) Bcuuku w3MepBaTeNHU ypend B CKJIaJOBETE CE IOJjaraT Ha MpOBEpKa CHIVIACHO 3aKOHA 3a
U3MEpBaHUsATA.

JlonbJIHHTEIHE pa3nopeadH

§ 1. ITo cMucwia Ha Ta3u Hapenoa:

1. "Jlobpa muctpuOyTopcka MpakTHUKa" € Ta3W 4YacT OT CHUCTEeMarTa IO KauyeCTBO, KOSTO OCUTypsBa
a/IeKBaTe€H KOHTPOJI HAa BCUYKH €TaIly OT Mpolieca Ha ThProBHs Ha €JIpO C JEKapCTBEHH MPOAYKTH.

2. (ot™. - [IB, 6p. 16 o1 2010 1.)

3. "MonuTOopHuHr" € mpociensBaHe, OTYNTAHE U KOHTPOJIUPAHE.

3ak/II09uTeTHE pa3nopendu

8 2. Ta3u mapemba ce m3gaBa Ha ocHoBanue wi. 198 or 3akoHa 3a JECKAPCTBCHHUTE INPOIYKTH B
XyMaHHaTa MeIWIMHa W OTMeHs HapenOara 3a opraHu3anmsara ¥ CpPOKOBETE Ha JOCTaBKa Ha
JIEKapCTBEHH NMPOAYKTH TPU THProBusita Ha eapo (06H., JIB, 6p. 94 ot 2000 r.; u3m. u mor., 6p. 104 ot
2003 r. u 6p. 17 oT 2004 1.)

HAPEJIBA 3A UBMEHEHUE U JTOII'bJIHEHUE HA HAPEJIBA Ne 39 OT 2007 I'. 3A
HNPUHIUIINTE U UBUCKBAHUSTA 3A JOBPATA JIUCTPUBYTOPCKA ITPAKTHUKA

(OBH. - 1B, BP. 16 OT 2010 T'., B CWUJIA OT 26.02.2010T".)
§ 6. HaBcsikbie B TekcTa mymara "nekapcTBa' ce 3aMeHs ¢ "JIeKapCTBEHU MPOTyKTH".

3ak/II0YNTEeHHA Pa3nopeadu
KBbM HAPEJBA 3A UBSMEHEHUE U JOITBJIHEHUE HA HAPEJABA Ne 39 OT 2007 I'. 3A
NPUHIOUIINTE U UBUCKBAHUSATA 3A JOBPATA IUCTPUBYTOPCKA ITPAKTUKA
(OBH. - IB, BP. 16 OT 2010 I"., B CUJIA OT 26.02.2010T".)

8 7. Hapen0ara Bim3a B cujia OT JeHS Ha OOHapoABaHETO i B "J[bpKaBeH BECTHHUK', ¢ U3KIIOYEHHE Ha §
1, kolTO BNTM3a B CHJIA JIBA MECEIa CIIe/l BIM3aHETO B CHJIa HAa Ta3H Hapenoda.

[Ipunoxxenue kpM ui. 4, T. 3 JIekapCcTBEHU MPOAYKTH MO MEXKIyHAPOJIHN HEMMATEHTHU HAUMEHOBAHMS,
W3HUCKBAIIH OT/ICTHO (CaMOCTOSITENIHO) ChXpaHEHHE B MIKa( ChC CEKPETHO 3akitouBaHe Acenocoumarol
Acetyldigoxin Alcuronium Ambenonium Amsacrine Asparaginase Atracurium Atropine Azathioprine
Methyldigoxin Biperiden Bleomycin Busulfan Butylscopolamine Carmustine Chlorambucil Ciclosporin
Cigplatin Cyclophosphamide Cytarabine Dacarbazine Daunorubicin Digoxin Doxorubicin Epirubicin
Ergotamine Estramustine Ethyl biscoumacetate Etoposide Fluorouracil Fotemustine Galantamine
Hydroxycarbamide Idarubicin Ifosfamide Irinotecan Lanatoside C Lomustine Melphalan

M ercaptopurine M etandienone Methotrexate Mitobronitol Mitomycin Mitoxantrone Nalorphine

Nal oxone Nandrolone Neostigmine Oxymethol one Paclitaxel Pancuronium Pilocarpine Pipecuronium
bromide Procarbazine Pyridostigmine Rocuronium bromide Scopolamine Suxametonium Tegafur
Teniposide Tetracaine Tioguanine Tubocurarine Vinblastine Vincristine Vinorelbine



