
no ETHKA 3A MHOrOLJEHTPOBH HSRHTBAHMfl
onepaTHBHa npoqeflypa Ne 10

Ha 6e3onacHOcrra

MsroTBM/i:

fl-p AneKcafid'&p OcKap
ripedcedamen, KOMUCU^HO emuKa sa
MHOsouenrnpoeu *

flou,. Acena CmouMi
dupeKmop,

aeHU,ufi no
nexapcmeama

B curia OT:
0 -03-

riPOCJlEflflBAHE HA BE3OHACHOCTTA

1. Uenra HS npoueAypsTs e Aa ce onpeAenn peA^T 33 npocjieAflBsne na SesonscnocTTS
na MSHMTBaHMTe npOAyKTM, npunaraHM B OAo6peHM OT KOMMCMHTS KJIMHMMHM MSHMTSSHMS
H3 JieK3pCTB6HM npOAyKTM.

2. O6xBama BCMMKM A3HHM sa 6esonacHOCT no KJIMHMHHM MsnMTBannfl, nonyMMJiM
nonoKMTenno CTSHOBMine OT KOMMCMSTS.

3. OTFOBOPHOCT no MsntrineHMeTO e HS npeAceA3Tena, HnenoBeTe M ceKpeTspn HS
KOMMCMflTS.

4. HopMaTMBHM aKTOBe M flOKyMBHTM, MSHOJlSBaHM 33 M3rOTBflH6TO H3 T33M COFI

4.1. HapeA6s 31, o6n. flB, 6p. 67 OT 17. 8. 2007 r.,
4.1.1. FlpMnoxeHMe 1 - npMHMnnnTe H3flo6paTa .(riMHMHHa FlpSKTMKS (flKFl)

4.2. HapeASa Ns 2 OT 5 cpespyapM 2008 r. 33 MSMCKBSHMHTS KbM ct6Mp3HeTO,
nOTB"bp>KA3B3HeTO M npeAOCTSBflHeTO H3 MHCf)OpWI3LtMSR 33 H6>KenaHM JieKapCTBeHM
P63KL4MM M KbM C"bA"bp>K3HMeTO M Cf)OpM3T3 H3 CneillHMTe AOKJiaAM 33 Cto6lHeHMfl 33
H6>Ken3HM JieK3pCTB6HM p63KU,MM M nepMOAMHHMT6 AOKJ13AM 33 6e30naCHOCT H3 M3
(o6n. fls. Bp.24 OT 4 MspT 2008r.)

5. npou,eflypa (T. 5, 6, 7, 8 M 9)

5.1. MHflMBMflyanHM c-bo6meHMa sa newenaHM

5.1.1.

5.1.2.

5.1.3.

5.1.4.

yseAOMflBa KOMMCMSRTS no STMKS sa
sa BC5RK3 noflosupaHa HeoMaKBaHa cepnosHa He>KejiaHa

neKapcTBena peaKMiin, nacrbnMna B X)AS na KJIUHM^HO
npoBe>KAamo ce na TepMTOpM^Ta na P. BtJirapMH, KOSTO BOAM AO
MJIM >KMBOT03acTpaiiJ3B3LL(o ctCTonHMe, Haii-icbCHO 7 AHM OT
na MHCpopMau,MH sa nea. Bt3Jio>KMTenflT npeAQCTaBn HS
Aon-bnHMTenna MncfiopMauMfl no cjiyHaa B cpoK 8 AHM OT ASTSTS, na KOSTO
e MsnpaTeno yBeAOMnenMeTO.

yseAOMJiBa KoMMCuaTa sa BCMMKM noflOSMpaHM
cepuostui HexenaHii neKapciBeHu peaKMiin, HacrbnM/iM B

XOA3 H3 KTIMHMMHO M3nMTB3He npOB6)KAaLL(O C6 H3 TepMTOpMflT3 H3 P.
KOMTO ne ca etc CMtpTen MSXOA MTIM xnBOTosacTpaiuaBaiuM,
15 AHM OT nonynaBSHeTO HS undpopMSLtMa 33 HacrbnEaneTo MM.

Cto6meHMHTa S3 noflosMpanM HeonaKBaHM cepnosnn Hewe/iami
peaKuuM, HaicT-bnunn Ha repnTopiwiTa Ha Peny6nnKa

fi, ce noAasaT AO KoMMCMSTa no e rMKa nesaGaBno M He no-KtcHO
OT 15 AHM OT nonynaBane na MHc|)opMauMfl 33 HacTtnBaneTO MM.
Btsno>KMTe^jiT yseAOM^Ba KOMMCMHTS 33 BCMMKM noflosupanii
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KOMUCHfl HO ETMKA 3A MHOrOMEHTPOBH HSIIHTBAHkm
COn Ne 10. ripocneAflBaHe Ha SesonacHOCira

cepnosHM HewenaHM jieKapcreeHM peaKqun, Hacrtnunn B
Ha KTII/IHHHHO usnwTBaHe, npOBe>Kflaino ce MSB^M Tepmopuflia Ha P.

na no-roneMi/i nepnoAM, HO He no-paflKO OT eeflH-b>K Ha uiecr
Meceqa.

5.1.5. C"bo6meHi/iflTa sa noAoswpaHM Heo^aKBann cepnoann HewenaHi/i
neKapCBenn peaKMMM ce npeflcraBar B KoMi/ici/iaia no eiMKa sa
MHoroueHipoBM Msni/iTBaHMfl na eneKiponeH Hocmen M/MJIM no
ocfjHLiMajiHara eneKiponna nou^a HJ KEMI/I, Kaicro cneflsa:
secretar.kemi@mh.government.bg

5.1.6. CtoGmeHneio sa nofloanpaHa HeonaKBana cepnosna He)KenaHa
neKapCTBGHa peaKqun ctfltpxa ASHHH, ctrnacno napeASara no «nn.191
OT SJinXM n cneAHOio: sarjiaBi/iero n KOAS na nsnuTBaneTO,
onucanne na ctSnTneio, naxoAa, pasKpusane nnn ne na KOAB,
na MsnMTBaHMfl npoAyKT etc cTsBMTneTo (MMa/H^Ma npi/WMHHO
Bpt3Ka) cnopeA rnaBHua nscneAOBaren, Mnenne sa npeouenKa nnn He na
paapeujeHneio sa KJIMHU^HOTO nsnuTBane.

5.2. roflmuen flOKiiafl 33 6e3onacHOCT

5.2.1. Bt3no>KHTe^aT npeAOCiaBfl BeAH"b>K TOAHUJHO na KoMncuflia no eiMKa sa
MHoroueHipOBKi nsnuTBannfl cnnctK na BCI/WKM noAosupann neoHaKBann
cepnosHM nexe/iann jieKapcTseHi/i peaKMMn, KOHTO ca BtsnuKHann npes

nepnoA, n AOKTIBA sa eesonacHocrra na yHacTHMUMie B

5.2.2. OopiviarbT n ctAtpxanneTO na AOKnaAa ca B ctOTBeiCTBue c
pasnopeABme na Hn. 191 OT SJIFIXM.

5.2.3. FoAniiiHuqT AOKnaA sa 6esonacHOCT ce npeACTasa na xapTnen n/nnn
ejieKTponeH HocnTen B flenoBOACTBOTO na MuHMCTepcTBO Ha
SApaseonasBaHeTO n no ocjDnunannaTa eneKTpOHna noiya na KEMU,

: secretar.kemi@mh.government.bg

5.2.4. rOAMLUHHHT AOKTiaA S3 SeSOnaCHOCT CtA"bp>Ka o6o6l46HM A3HHM 33
6esonacHocTTa na MsnHTBani/m neKapcTBen npoAyKT sa nocneAHum
eAHoroAniueH nepnoA, CMMTano OT AaTaTp na ntpsoTO paspemeHne sa
npoBe>KAaHe Ha KHMHU^HO nsnuTBane c nsni/iTBani/m npoAyKT na

na EsponeMCKua ctioa.

5.2.5. KoraTO npoBe>KAa nose^e OT BAHO KJIMHMMHO nsnuTBane c BAHH n
nsnuTBaH npoAyKT, Bi>3no>KMTenflT noAasa o6m roAMLuen AOKnaA sa
BesonacHOCT. B Tesn cnynan AOK/iaA"bT ctAtpxa Aannn sa npocjDwia na
OesonacHOCT na nsnuTBaHna npoAyKT n roAnniHUTe AOKnaAn sa
6e3onacHOCT no BCJIKO OT npoBe>KAaHMTe B Etnrapua

5.2.6. BtsnoKMTeJiflT noAasa roAHLUHna AOKnaA sa 6esonacHOCT B cpOK AO 60
KaneHflapHM AHM cneA Kpaa Ha nepnoAa, KOMTO oSxBama AOKnaA^T. 3a
K/1HHH4HH nsnuTBaHna c npoA"b/i>KMTenHOCT noA 6AHa roAnna, roAniueH
AOKnaA sa BesonacHOCT ce noAasa B cpOK AO 90 AHU cneA npuK/iiOHBaHe
Ha nannTBaneTO, c yBeAQWineHneTO no nn. 142 an. 2 or SJinXM. flpn
noncKBane OT KoMncn^Ta no eTHKa Bt>snc>KHTenaT npeAOCTasa

sa SesonacHOCT n MSB-BH noconeHMfl CPOK.

5.2.7. ToAMLUHMTe AQKnaAn sa SesonacHOCT ce nperne>KAaT OT onpeAe/ien OT
npeAceAaTena nnen Ha KoMMci/iflTa n, npn Heo6oxoAHMOCT (no npeueHKa
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no ETHKA SA MHoroqEHTPoen
COn Na 10. npocneflasaHe Ha GeaonacHOCTra

na nperne>KAau4i/m), ce npeflciaBflT Ha saceflanne Ha KoMi/ici/mia.

5.3. flpyrn flaHHM sa 6e3onacHOCT

5.3.1. BtsnoxMTejiHT npeflCTasa na Kowincupia BCI/MKM aKiyannaaunn na
AanHMTe sa SesonacnocT n nepnoflUMHM AQKnafln.

5.3.2. BtsnoxmenflT MHCpopMi/ipa KoMncnaia no eiMKa sa BCflKa Apyra
MHcpopwiaLu/m, KOHTO wioxe AS npeACTaBnasa san/iaxa sa SApasero n
SnarononyMnero Ha naMneHTure, Aa noBnuae na xoAa na npoy<HBaHero
MJIM Aa npowieHM noJio>KMTenHOTO ciaHOBMLi^e Ha Kowincufl no einKa sa
npoA"b/i>KeHMe na KJIMHH>HHOTO nsnuiBane.

5.3.3. (IpeACTaBeHme HOBM Aanni/i ce pasrne>KAaT n OMeHaeaj OT onpeAenen OT
npeAceAaiena nnen na KowwcuflTa MJIM BtHiueH eKcnepr n ce
npeAciaBSRT Ha KoMncnaia sa ciaHOBmne sa neoOxoAHMme wiepKn.

5.4. AKTyajwaaLjufl Ha 6pomypa Ha MScneflOBarerm

5.4.1. flpn aKTyajinsupane na Gpouuypa na MscjieAOBaie/ifl BtsnoKMTennT fl
na KOMncmna sa

5.4.2. flontneaHeio Ha Spooiypaia na MsaneAOBajerm c HOBM Aannn He e
ctmecTBena npoMnna, aKO ne AOBe>KAa AO npoivienn B npoueAypure no
npoiOKon MJIM MHCpopwinpaHOTO ctrnacne (Aa 6t>p,e cfDopwiynnpaHO OT

5.4.3. HoBaia MHCpopiviaMMa ce npeACTasyi Karo o6o6iueHMe,
KpaiKO o6o6meHne na StnrapCKn esuK, n ce OT6enfl3Bai CTpaHML4MTe or
AOKyMeHTaL4Maia, c MapKMpaHM npoMenn, cpaBH^Bau^n aicryanHMTe n
npeAnaraHi/rre HOBM TeKCTOBe (BtSMO>KHO Kaio track changes), IOKTO n
oSocHOBKa na npoiweHme 1/1 cranoBmne OT BtsJiOKMTerm OTHOCHO

na c-bOTHoujeHMero

5.5. npeflnpHGMane Ha wepnn OT

5.5.1. KoMncuflTa npeuensiBa nocTbnunaTa MH^opMaMMa (OT
ctoGu^eHna sa Hewe/iann peaKL4MM, TOAHLUHM AOKnaAM sa 6esonacHocT,
Apyrn A3HHM sa 6esonacHOCT n aKryajinsupana 6poiuypa na
nscneAOBaTenn) n HeiiHOTo sHaneHne sa npOBe>KAaHe Ha nsnuTBaneTO.

5.5.2. KoMncuflTa npoTOKO/ifipa pemenne OTHOCHO CTaTyTa na nsnuTBaHeTO no
6AHH OT cneAHUTe

nono>KMTenHOTO CTaHOBHi±ie;

nsucKBa

npoiviana B npoTOKona n/nnn HHCpopwinpaHOTO ctrnacne sa
OTpasasane Ha nosaTa nHcpopiviaL(M?i;

• nsjinsa c peaienne sa npeKpaT^sane na nono>KHTenHOTO CTanoBMLMe.

flpn peiueHne sa neoSxoAHMOcT OT npowmna B npOTOKo/ia, CTaHOBnu^eTO ce
npenpama AO HAJ1 c npenopBKa MAJ1 p,a MSMCKB OT B-bsnoKUTena npoiviana B npoTOKO/ia,

npaBOMomnflTa na AreHMnyiTa no M^. 127, an. 1 OT SJIFIXM.
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