BlNrarci-u wurepnpen: GTL]
ma = =] LIEE'T'U == Eyn.‘dparad Uanken® 36, oduc 802 6, aT6

H: E Hau,. Tanedguqan Honep DT00 7T 8681
Cl= chake: 1358 P BES 28 08

H3x. No 164/14.06.2019 1.

a0
JI-P TAHHEJA JAPUTKOBA ————
IIPEJCEJATEJ HA KOMHCHS IO | X Mo /17 A3
3JPABEOTA3BAHE KBM 44-TO HC LenEHo 8 18 26, 20 (5. |
hi (6]

YIEHOBETE HA KOMHCHA
MO 3APABEOIIAZBAIIE KbM 44-TO HC

OTHOCHO: 3akoHONPOSKT 33 HIMEHEHHE W TOITEIHEHHE Ha 3aKOHA 33 JAIILK BLPXY
Jofrapenara crofinoct Ne 954-01-37 o1 06.06.2019r.

Y¥BAMAEMA /1-P JAPHTKOBA,
YBAKAEMH IN'OCTIONRH H TOCTTIOTA HAPOIITH IHIPEACTABUTEJIH,

Or cesjasanero cu npes 2007r. oo MoMmeHTA bLarapekuar QapMalerTHued Chio3
MHOTOKPATIIO ¢ MOPCACTABAI LPHHIMIHATL CH TO3MNHA B OOA3A Ha OCROOOMIABAHED Ha
JOCTARKHTE HA JEKAPCTBCH NpoayeTd oT JJC. B rosu cvucesn 6axa H DOCTCTIHTC IH YCTHPH
CTAHOBHINA OTHOCHO PA3IHYHHE 3aK0IIONPOCKTH 34 W3MeHeH e v nonenserne va 3/ J1C.

Braexncianero na Hamaiena crapka Ha JIJIC BEpXY IeKapeTECHHTE HPOIYKTH DH MMaIo
MOZHTHEHO OTPAKEHNE 3a 10CThid Ha nanuenTHTe CAMO, aro ce 0TIIacH 34 BCHYKH IPO/IYETH OT
llosuteeen nexkapereen cuvenk no w262 ot 3MIIXM - ¢ pemmM I1a OTHVCKAHE 110 JIEKAPLKO
npegmeacamHe. Ilo 103w Hauwwd, ObirapckuTe DAaUHEHTH HAMA Ja €A TPETHPEHH  110-
HeOMArOMPHATHO O 'TE3N B HOYTH BCHYKH OT IRpKapHTe-wicHEM na EC. Chluo raka, ne ce
MPEYCTAIOBH HATATAHOTO O HAKOJIKD FOAMHY pas0Hpane, U HeHHTC A ICKAPCTREHHTE IPOIYKTH
B bLarapus ca BHCOKH 3a nanwerra nopaj pasMepa Ha HaoOaBRITE [ TLRTOBIHTE Ha jpedHo —
antckute. llpuuvHara neHHre Ha JEKapeTBEHHTE IPOIYKTH © buirapus, v cpaeHeHue c
€/IMHCTBEHMTE HAKOMKO pediepeHTHH TLKABH-TIcHEH Ha EC, e namyuero Ha JIJC B pasMep Ha
20% pBpxy NEKapPCTBEHHTE NPOIVKTH. llpencTaBHTCIATE Ha OLPMEBHW e HHCTHTYIIHE BHHATH Ca
3AABHBAIH  CBOETO HAMEPEHWE H JKeNaHHe LEHHTC Ha JCKapCTBCHHIE HPOJYKTH 1d Ohoar
CBOOPAICHH ¢ BLAMOIKHOCTHTE HA 3IParHHs TR #eT 1 Ha OBRITapCKHTE MAlHCIITH,

C ocBo00MKIABAIICTO 1A JOCTABKATA HA JiekapeTReHH npogykre ot JUC, anpxasata e
OEMOIICTPHPA MOCHCOOBATEIHOCT B JIEKAPCTREHATH CH IMOMOITHEA H IOC IAMATH LEHHTE 34
DAOHCHTHTE., UYBCTBHTENHO me ce HavaaaT H pasxoante Ha H30K m ma Sonnmaunnte egefun
BABCOCHEA 38 JICKAPCTHEHH UPO/IYKTH W 1IE CE TapaHTHpa HOPMAaTHoTo (YIKOHOHMPAHE Ha
(hapMALEBTHYHHA CEXTOP.

OcHOBATEIIHW CA MOTHEUTE Ha BHOCHTEIMTE 38 KOHCTATALINNTC b J0KNA1a Ha CreToRHAaTa
DAHKA OTHOCHO OTHOCHTENHD BHCOKMH pasviep Ha JJIC BEpXY NeKapeTBCHHTE NPOIYKIH CHPAMO
OCTAlATHTC OBpskasd wieHku na EC. BPC cuwra, uwe oceodowgapanc oT oflaramero Ha
MCKAPCTRCIHTS TIPOAYKTH ¢ Heupsk jansk JUJIC cnengpa Ja ce peamM3upa OTIOCHO BCHHKH
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NEKAPCTESHH NPOIVETH, BEMIOUEHH B [[03HTHEHNA TeKApCTREH CIIMCLE Mo 921.262, an.b, 1.1 - 4 or
FIMMTXM, a — ve camo 33 Te3d, 3AMLTAITAHE ¢ NTYOIHTHE CpeIcTea 0T OomEeTa ma H30K.,

HAupexruea 1122006 » Tpuaoskense 11l kpM Hes oTHocHO 00IDATA CHCTEMA HAa JAllLKa
Bhpxy nobaseHara croliHOCT, Kacaem@a crofigoctta Ha UJC B cTpanuTC-wICHEH, HIpHYHO
NpeiBrAIa, 1€ 38 JeKapcTBeHH NPOIYKTH MOTAT 14 ¢e IpHIaraT maMaicns craskd na JJC. B
OonmuHCTEOTO OT cTpamuTe Ha [C crapkata ma [[JIC 3a mekapeTBCIH NPpOIVETH € MO-HHCKA OF
obmara. 3 pesynTar na ToBa ce NPENOTBPATABA IPCKOMCPHOTO OCKLIABAIC HA JNCKAPCTBEHHTE
IPOIYKTH H KOCBCIIO CC YBCIHYABAT CPCICTEATA, ¢ KOHTC OOIICCTBEHHTE POHIOBE PATOIarar 3a
3alTamageTo BM. berapid ce HapekIa Ha €dHO OT IIBPBHIC MCCTA IO PasMcp IIa CTABKATA Ha
JIC erpxy nekapereenu npoaykT B EC,

Ha crnegpamo MsCTo, CUMTAME, Y€ 3aKOHONPOSKTHT CISIBA J4 OhI¢ JOMBIHEH C OrICT IIa
CICOHOTO!

- BLECAIANICTO Ha HaManena ¢Taska Ha JJJIC 1a ce oToaca 3a neEukH npoayveta ot 1LUIC. B
MPOTHREH CIVYaH, II¢ ¢ HATHIC HEPARHOIPABHO TPETHPAHE HAa OCHTYPCHH H HEOCHTYPCHH JTHIIA
NMpH JOCTHI J0 €IHH M CHUMHM NEKAPCTBEHH MPOAYKTH, KOHTO HE Ca HAOBIHO HIH YACTHUIO
sannatesd oT Oiomxeta Ha [[30K. Tepropuute Ha expo u Ha apedHO HA ICKAPCTBEHH IPOIVKTH
e BOMAT «aroiiHas oTueTHoCT HA JIJIC 32 npoayviTuTe, 3anmamasy o1 ooTxera Ha H30K u 2a
TE3H, KOHTO He ca 3annamasd. [locnegHoTo me moBele Oo IONBIHHTENHA AXMHHHCTPATHENA
TexecT 3a anTeknTe # 3a HAIL xaxkto m TpyIHOCTH B cueTOROIHATA oTdcTHOCT. MammmTe za
mazapa 1a JICKapCTRCHHTC MPOIVKTH IO JICKAPCKO MpeOmHMcanuce ue OLIAT MPOTHBOPCUHBH H
H3KPHBEHH.

- ornagade Ha JITIC ¥ 33 BR3HArPAXIEHHETO B JeAHOCTTa Ha MATHCTRP-(papMalleBTHTE 10
f]'l'li}’CKHHE Hid JIEKHPC'['HEHH IIP{'.I,il}"K'I'H Hd HACEIIEHHETO, l}ﬂ'ﬂfH'{HU 0T TOBRA, r&Hﬂj}HpaHU oT
HEHOOOPAZVBAHETO HY NpOoAyKTHTE. Takopa Be3HarpaxkzeHne ot 2.00 ngepa ¢ prmouen IJIC e
npeaeHaesHe B w8, and or Ilapeaba No 10 ot 2009 r. 33 voI0BHATA, peda, MexXaHHIMa H
KPHTEPUHTE 33 3ammamade oT [JauMoHANIHATA 3APaRHOOCHTYPHTENHA KACA HA JEeKapCTBEHH
OPOAVKTH, METHIIMHCKH H3ACHHS M Ha AMETHYHH XPAHW 38 COSUMATHH MEAMUMHCKH IETH,
DOTOBAPAHE HA OTCTBIKH H INPWIATAHE HA MEXSHH3IMH, TAPAHTHPAIIH OPSIBHIAMOCT H
yeroiuupoeT Ha DrooreTa Ha 30K,

Hapazaeane moIKpena 38 IPeUIOKSHEITE CaM0 dKO TOCOUSHHTE H3IMEHEHHA H JOTEIHEHHT
OBIAT BEAMPHETH.
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