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VI

H3ax, Ne 5/08 respyapu 2019 1.
piLe;

J-P UBAH MA/[KAPOB
MPEJCEJATEJ HA BJIC

A-P JEYO JEYEB
YIIPABUTEJ HA H30K

YBEIOMJJEHHUE

32 HY2K/1aTa OT M3/JaBaHe Ha CbBMECTHO YKA3aHHE OTHOCHO NPHJIATAHETO
Ha 41.49, an.2 or HP/ 2018

ot a-p Xpucro Jumutpos, pencenaren va PK na BJIC - Benuko TeprOBO

YBAKAEMMU I-P MAJTKAPOB,
YBAJKAEMM JI-P JEYEB,

[Topagu paznuuso TeiakyBane B oraensute P30OK na nowmsruero ,,CPOK 3A
U3ITBJIHEHUE HA PELIETITATA” B Yi. 49 an.2 ma HPJ 2018: He ce donycka
ednoepemento npeonuceare om usnvinumen na IHUMIT w/uru om nexap om CHMII na
noeeie om mpu Jekapcemeeru npooykmu 3a eono zabonasane (edun MKB xod), kaxmo u
Oybaupane Ha NPeONUCAHUAMG 8 PAMKUME HA CPOKA 34 UNBIHEHUE Ha peyenmama, ce
Ch3/1aBaT NPEANOCTABKM 34 HApyIIaBaHe Ha [paBaTa Ha MAlMEHTHTe, BMEHSIBaHE Ha
BUHA Y JIEKapUTe U 3aTPyAHEHHUS B JeueOHO-AHarHOCTHYHUS IPOLIeC.,

B wacrt or PalionHuTe 3IpaBHOOCHIYPUTENTHH KAcH TIOHATHETO ,.CPOK 3a
H3NbJIHEHHE HA peuenrTara” ¢e THIAKYBa KaTo ,,CPOK, 33 KOHTO ca YpeanHCaHu
JeKApCeTBeHH npoaykTn”, ToBa ThiIKyBaHe NOPOTHUBOPEYM HA CHIBPIKAHHETO HA
HAPEJIBA Ne 4 ot 4.03.2009 r. 3a ycrnoBusTa U peja 3a npeanicBane u OTIYCKaHE Ha
JIEKapCTBEHH MPOXYKTH, @ UMEHHO: ""Banuanoct Ha penenrara" o3HayaBa CPOKBT,
32 KOMTO T MOKe j1a 0bJe H3NbJAHEHA B aNTeKaTa* u e onpeenen B wi. 30
oT HapendaTa, a UMEHHO:
tUn. 30. (1)Peyenmume, usnucanu no peda na mo3u pasoen, umam CpoK Ha 8AIUOHOCT
CHUMAHO OmM OamMama HA U30ABAHE, KAKMO CAe08a.:




1. 0o 15 xanenoapwu Onu — 3a pewyenmypna 6aanxa (obpazey M3 — H30K Ne 5
nonpurodicerue Ne 6) u 3a ompazvk A om peyenmypna branka (06pasey M3-H30K Ne 5
A nonpunoicernie Ne 7),

2. 00 45 xanendapnu Onu - 3a ompazvk B om peyenmypna 6ranxka (o6pasey M3- H3OK
Ne 54 no npunooicenue Ne 7);

3. 0o 75 xanenoapnu Ouu - 3a ompsazex C om peyenmypra 6aanxa (obpazey M3- H3OK
Ne 54 no npunooicernue Ne 7).

(2) Omoennume ompazvyu Ha peyenmypra oaanxa (obpasey M3 — H30K Ne 5 A no
npunodicenue Ne 7) ce usnuinaeam nociedosamento 6 creoHume Cpokoee cuuImano om
damama Ha U30a8anHemo .

1. flo 15 kanendapuu Onu — 3a ompasvk A;

2. (usm. - [IB, 6p. 95 om 2014 2.) om 25 0o 45 kanendapnu onu — 3a ompazvk By 3. (uzm.
- [B, 6p. 95 om 20142.) om 50 do 75 karendapuu onu — 3a ompszvx C.

(3) (Msm.- AB, 6p. 81 om 2013 2.) Ilpomoxonume no un. 24, ar. 1 umam cpox na
sanuonocm 0o 180 kanemdapnu Onu cuumaxo om damama Ha 3a8epacare.no uM 6
Pezuonannama 30pasHoocuzypumenia kaca.

C ornamasero Ha an. 3 or wi. 49 wa HPJI 2018 ce c¢b3naBa omie no-rojism
npobiiem, 3al10TO OPH HAJAaraHeTo Ha CaHKIWK Ko cera B npobaemante P3OK MOTHBBT
Oe HajBMIIABAHETO HA 5 /merT/ JHM NpelM CPOKa, 3a KOMTO ca INpeanmMcaHu
JIEKAPCTBEHHTE TIPOAYKTH (HermpaBiiiHo onueBaH oT P3OK karo cpok 3a M3Ib/IHEHHE Ha
pelenrara) — CJIeIOBATENHO NPEANMCBAHETO BEYe € JOIYCTUMO (HAMa o YCIOBHETO Ha
aJl. 3) eJMHCTBEHO HA BBIPOCHATA Jara — KpaeH cpok. Taka ca ch3fafgeHu ol Io-
TEXKKH YCIIOBHS 32 CAaHKIMH, NPEABUIL THIKYBaHeTO Ha ciyxkuresmte a H30K (cpok, 3a
KOUTO Cca MPEANUCaHN JIEKAPCTBEHUTE NMPOXYKTH) H KpPaiHO HENpUSITHH KOHGIIMKTH ¢
MalMEeHTH, KOMTO CjeiBa Ja ObjJar BpbUIAHH 33 TOBTOPHO [OCElIeHHe Ha
amOynaropusTa Ha Apyra jara.

Cunrtame ve € He0OX0IUMO Ja ce BB3NPHEMAT CIeHUTE MPUHITHITH:

- Cpokbr, 32 KOHTO ca NPEANMCAHNA JEKAPCTBEHUTE TPONYKTH € paziliyeH,
NPOU3THYA OT HA3HAYCHHETO Ha JIEKaps U Ce BIIMCBA KOHKPETHO BBB BCAKa
peuenTa. 3aBucH OT Opost TabAEeTKH B OITAKOBKA W HAUMHA HA [PHEMAaHe.

- CpoKbT 32 H3MbJIHEHHE HA PEHeNTATa € KOHCTaHTEH, BIUcad e B 4. 30 or
Hapenba 4 u e ynoben 3a nexapu u mauuentd. KOpeKTHOTO oTnyckaHe Ha
JIEKapCTBEHUTE CPEJICTBA € aHT@KUMEHT Ha (apmalleBTUTe, KOUTO CIe/Ba Ja
cbOMOABaT CpoKa, 3a KOWTO 1€ ca NpEAnHCcaHd M Jarata Ha HPEIXOiHO
OTIycKaHe, OTPa3eHa B PeLeNTyPHATA KHIDKKA,

Ilpeanaram nounsituero ,,Cpox 3a nsnbnyéﬂigé Ha peuenTara’, CbOTBETCTBALIO

Ha cpabpiadeTo Ha ,Hapenba 4 va M3 3a u i’IHC?faﬂﬁ Ha JIEKApPCTBEHUTE MPOIYKTH,
€[HO3HAYHO 7Aa ObJe ompeneneHo B cwmplmog yka3anue, KOeTo na yHubHuupa

A-P XPUCTO AUMHUTPOB,
Ipeacenaren na YC na PK na BJIC




Ha Baumanwuero Ha 1-p Mamxapos

[Ipencenaren na BJIC

YBaxkaemu a-p Maxkapos,

Otnoc 430 4. 49 ot HP/] ce 3nae, ue uma npodiem, Ha Cpbopa Oerre obemano
HaMHMPaHETO Ha pelIeHue.

IIpobnemsT e, ye B kacata (H30K, P3OK) ThikyBat crieriupuyHO MOHATUETO
CPOK HA U3ITBJIHEHME HA PELIETITATA.

Jlexapure ThIKyBaT TeKCTa KaTo MOHATHE, U3noia3BaHo B Hapenba 4. CpoxbT
3a IPeANMCBaHe Ha JIEKapCTBOTO 3aro4Ba J1a Te4e OT 3aKyIyBaHETO My U € B
3aBHCHMOCT OT HAYMHa Ha IIpUEMaHe U ChIbPKAHUETO B ONIAKOBKATa U ClIe]
2014 ronuna ce npemaxHa kato TeKcT B wi.49. BbBese ce MOHSATHETO CPOK 3a

U3IbJIHEHUE Ha perenrara, cboOpa3zno Hapenba 4 - cpokbT e ¢pukcupaH Ha 15,
451 75 nHU B 3aBUCUMOCT OT U3JlaBaHeTo Ha peuentute. CIIy>)KUTETUTe OT
Kacara He ce UHTepecyBar oT noHsATus B Hapenba 4, ThJIKyBaT Cpok 3a

U3IIbJIHEHUE KaTO CPOK, 3a KOMTO ca NPEJANUCAaHU MEIAMKAMEHTUTE, KOMTO

3ar04Ba Jia Te4Ye C OTIYCKAHETO MM B anTekara. Te He ce HHTEpECYBAT 34110 €

npomeHsH 4. 49, He ce unTepecyBat oT Hapenba 4.

AKXO TBJIKYBaHETO Ha TO3M TEKCT € M0 BH)KJIAaHHUSITA Ha CIYXKHTEJIMTE Ha Kacara,
aJl. 3 e 3aIBJDKUTETHO HeOOXO0IMMa U Clie/iBa Jia He OTIIa/a, MHAYEe HE €
BB3MOJXKHO J1a ce paboTH. AKO Ilie ce BbBe/le CMHCICHO ThIKYBaHE U Pe/l, Clie/Ba
Jia ce MOSICHU C JOIBJIHUTENIHO U3peUeHne KbM Wi.49 - Hanpumep Ja ce mocovar
nuaute ot Hapenba 4.

BapI/IaHT C HeIIpeABUIHMa CTOﬁHOCT, npeaBu HEACHUTE IMMOHAKOT'a YKa3aHus, €
H3pa60TBaHeTO Ha CbBMECTHO YKa3aHHE.

IIpobsiem ¥Ma U pelaBaHeTO My € HAJIOKUTENHO, 3al[0TO TOBCEMECTHO CE
CJIy4BaT IIPOBEPKU U CAHKIUU. T'BIIKyBaHETO € HEOOXOIUMO 3a JIEKapH,
CIIy)KMTEJIM Ha Kacara, (papMaleBTU 1 YWICHOBE Ha apOUTPaKHH KOMUCHHU.

HP/* 2014



Y. 49.

(2) He ce momycka enHOBpemenHO npeanucsane ot OIUUl m ot nekap
CHCLHUATHCT Ha TI0BEYe OT TPH JIEKAPCTBEHH MPOJyKTa 3a eHO 3a60MsBaHe (e1uH
MKB kon), kakTo ¥ ayG.ampane Ha npeanucaHusiTa B PaMKHTe Ha CpoKa, 3a
KOHTO ca Npeanucany JieKapcTBEeHH MPOIYKTH.

HPJI 2015
Y. 49.

(2) He ce nomycka emnHOBpeMeHHO npeamucsade ot OILUI u ot sekap
CIICHHATTUCT Ha MIOBEYE OT TPHU JICKAPCTBEHU TPOYKTA 32 €IHO 3a60IIBaHe (emuH
MKB xon), kakto u ay6ampane Ha NpPeANUCAHUATA B PAMKHTE HAa CpoKa3a
H3I'bJIHEHHE Ha pelenTara.

HP/1 2017

Y. 49. (2) He ce nomycka enHoBpeMeHHO NIPEANTUCBAHE OT U3IBJIHUTE
Ha [TUMIT u/unm ot nexap or CUMIT Ha noseye ot TPHU JICKAPCTBEHU MPOAYKTa
32 enHo 3abomsiBaHe (emuH MKB  koxm), kakTo m nyoaupa.ie Ha
NPEANUCAHUSATA B PAMKHTE HA CPOKA 3a U3NbJHEHHe HA peuenTara.

HPJI 2018

1. 49. ((2) He ce nomycka eHoBpeMeHHO NIPENUCBAHE OT U3ITBIHUTE
Ha [TMMII w/umu ot nexap or CUMIT Ha noseue ot TPHU JICKAPCTBEHU MPOAYKTa
32 enHo 3abonsBane (exuH MKDB  kox), KkakTo m aybupane Ha
NpeANHCaHUSITA B PAMKHTE Ha CPOKA 32 H3N'bJIHEHHE HA PelenTara.

(3) [Momycka ce mnpeamucBaHe Ha JIeKAPCTBEHM IPOAYKTH 10 5
KaJIeHIapHU THY [IPEId U3TUYaHe Ha CPOKa 110 al. 2.

HAPEJIBA Ne 4 ot 4.03.2009 . 32 ycroBusita 1 pena 3a npeAnucBade u
OTIIyCKaH€e Ha JIEKapCTBEHH IPOIYKTH

. 30. (1) Penenrute, usnucanu no pena ua To3u pasziein, UMar CpoK K2
BaJIMAHOCT CYMTAHO OT IaTATA HA M3IaBaHe, KAKTO CJIe]Ba:

1. o 15 xanennapuu nuu - 3a penentypHa Gnanka (o6pazery M3 - H30K No 5
110 ipuinoxeHue Ne 6) 1 3a OTpA3BK A OT pellenTypHa GiaHKa (obpazen; M3 -
H3O0OK Ne 5A no npunoxenue Ne 7); ‘

2. 110 45 xaneHmapHH IHH - 33 OTPA3BK B or peuenTypHa 61anka (o6paser M3 -
H30K Ne 5A no npunosxenue Ne 7);

3. no 75 kajleHAapHH AHH - 32 oTps3bK C OT peuenTypHa 61anka (o6pasery
M3 - H30K Ne 5A no npunoxenue Ne 7).




§ 1. ITo cmuchbia Ha Ta3u Hapeaoda:
2. "BajauaHocT Ha peuentara'' 03Ha4yaBa CPOKbBT, 32 KOHTO TS MOKe J1a

ObjJe H3NMbJIHEHA B allTeKara.

n-p Ceetnun Mutes
Cexperap
PK na BJIC Bapha



