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ABPKABEH
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MHUHUCTEPCTBO

HA 3 IPABEOIA3SBAHETO
Hapeada 3a maMenenne v gownaneune na Ha-
pexba Ne 4 or 2009 r. 3a yoxoBHMATa M peja 3a
TMpeRuMCBAHe M OTHYCKAKE M JACKAPCTBEHU
nponyktTn {06n,, B, 6p. 21 or 2009 r; u3sm. u
moi, op. 91 or 2009 r, 6p. 94 or 2011 r, 6p. 2
or 2012 ., Bp. 81 w 104 or 2013 r, Op. 15, 68 u
95 or 2014 r.; uam. ¢ Perenne M 5812 wa BAC

or 17.05.2016 1. — Gp. 91 or 2016 1)

§ 1. Byn. 23, an. | nymara ,3a0sRUTEeTHOY
Ce 3anam4yana.

§ 2. Bun. 24 cenpaRsaT CNCHHNTE H3MCHCHMA
H OB HEHMS !

. B an. 2, 7. 1 maxpas cc nocrass saneras
¥ ce noHaps L OCECH KOTATO AMICBA ITOMXONMIa
OIAKORKA CHIAACHO CHMCBKA 110 9n, 262, an. 1
SIITIX M~

2. ATHHEEH 5 cC M3MCHS TaKa;

»(3) Penenrypuure fnankn 1wo an. 1 3anni-
KHMTCHIHO CE IOII'LJIBAT B CJiCKTpDHH'd (})O[)Ma,
paBi’IC‘-IﬁTBEIT Ce M M3ZAaNMTE T'H J]CK('][.')M/J'ECKFAI)M
MO NCHTANHE MCEMIEMHA ITOMAFAT ITOIITNC M TMYCH
nevar W/ MAEY NeYaT Ha TeYcOHOTO 3aBeHeHme.”

§ 3. Buan. 30a cenpasst CHenrure M3MEHCHHYA:

1. Anunes 2 ce UIMEHS Taka:

»(2) JIeKAPCTRCHUAT AMCT UO IIPUIAOKCHMC
No 52 MoXc Aa OLAC # caMO B CACKTPOHNZ
dopma, KaTo ¢ HORINCBA CLINACHO 3axond
34 CICKTPOHHMS LOKYMCHT H CHCKTPOHHUTE
YOOCTOBCPHMTEIHE YCIYIM C KBAKMOHUMPAH HIN
VOBELPIICHCTEAR ENCKTPOHEH 1OJIIIHC.”

2. Cn3gasar ce ain, 5, 6, 7u 8:

»(3) Korato nexapctsenuTe NpogyKkTH ca 3a
3AOKAYCCTRCHY 3a00TABaHU, NCKaperscHEAT
JueT 10 Al 1 ce HpUIpYIXRaBa OT TepaneBTHYEH
$HUI ChrAACHO IpHIMKeRMUe Ne 50,

(0) TepanesTwynusaT Guie Moxe fa Objle 1 caMo
B CACKTPOHHA $OPMA, KATO CC HOJIIMCBA ChINACHO
JaxoHa 3a NEKTPOHHMA FOKYMEHT M SIIEKTPOHHUTE
VIOCTOBRCPUTCIHH YCNYIHM ¢ KBANMPHIHpan MU
YCEBBPHIICHCTBAH CICKTPOHCH IORIIIC.

(7) TepanepTuHHsT QUL CE THHILABA CEIAACHO
PENIEHNETO Ha KNMHHMYHATA OHKONOTHUHA KOMU-
CHA O XMMHOTEPAIINA/KITMHKYHATA KOMHECHA 110
XEMATONOTHSA, OTPA3CHO B TTPOTOKON, CANOKPATHO
Ha NTLPRHA JICH OT TCPANMATA 10 ChOTBETHATA
KIMHMYEA TBTeKa/aMOyAaTopHa npoueaypa.

(8) TepaneBTHuyHUAT ¢uiN ce NMONBIBA B ABa
CK3CMISIpa, MOAIIHCBA CC OT JICKYBAHINs eKap,
cngi ROETO ce IpelaBa 3a M3NLIHeHHEe B Gon-
HUYH&aTa anTeka.”

§ 4. B uxn. 30g, an. 1 qudpara 4% cec 3aMens
CoLe L, 7%

§ 5. Upen 30r cec uMaMcHS Taka:

LA 30r. (1) JlekapcTBeHHM NPOAYKTH 1O
un, 262, an. 6, 1. 2 3JIIXM, sannamasy Ha-
weano o H30K, Morat fa opejnuceaT aunaTa
o ui. 4, an. 1, paboremu B ncucbHy sancic-
HUA — U3OLIAHUTENINM Ha DOAHMYHA IIOMONIL 10
RIKHEMYHY ObTEKM/AMOYIaTOPHH NPOHEAYDH
chriaacHo Hapegabara no un. 45, ax. 2 330,

{2) Koraro curiacno mapepbara o wa. 45, an. 2
330 HCKAPCTBCHUTC LPOIYKTH 37 3H0KAYCCTBC-
Hit znbongasanng ce sanmaatr or H30K ussnu
eHatTd Ha KNIMHUYRHATE lI'[JTCKH/aMGyHa’[‘()pl'ﬂ"lTC
NPOUCAYPH, CBIIHUTE cC HPEAITHCBAT ¥ TIPUITATAT
CAMO CHCHL BRCTO PCHICHMC 33 NMPOBCKAAHC Ha
JERAPCTBEHO NeueHMe oT ofmaTta KAMHMUHA
OHKOMOTMMYHA KOMUCHI/KAUHUYIHATA KOMHUMCHA
M0 XeMAaTOAOTHA CBhTRACHO MCIUIEMHCKHUTC CTAH-
napTH  MeAMuMHcKa OHKOJorMa Y/, Knmumnuna
xeMaTtonorua”

(3} ilexapeTBEHMTE NPOUYKTH 34 NeueHHe HA
3MOKAYECCTBCHM COAMIIHY TYMOPM IIPH AMUA HaR
18 1., ¢ M3KJIOUCHMC Ha ONMOMJIHMATE aHalTeTH-
WM, ¢C NPCIHHHCBAT OF NCKYBAWWSA NCRKap Cleq
PCMEHHKC Ha RIMAMUAATE OUKOROPHIHA KOMUCHS
IO XMMMOTCPAIIMA CHINACHO MCAUTIMHCKI A CTAH-
naprt Menpnprcka oakonorng”. Komucuara ce
CRCTOU HAW-MANKO OT TPUMA TeKaAPU ¢ HPH3HATA
CrenMannoct ,, MetnMHCKd OHKOROTHAY, KOMTO
paboTsaT B neuchHOTO 2aREAEHTIE, U Ce ONpeens
CLC 3alloBe) Ha PEKOBOMHTENS BHa neyeduoro
FABCACHHCE., PCmicHM4Ta Ha KIMHMMHATA OHKO-
JOrWYHa KOMMCHMA JI0 XHMMMOTCPANKA CC BIIHC-
BT B IPOTOKONM CBrAACHO npuioxenue Ne 86
1 CC IMOJUIMCBAT OT YOCHOBCTC Ha KOMMCHITE.
Ilporoxonwure ca sanuanm 3a cpok juo 180 pun
CYHTAHO OT HAYANOTO HA MCUCHUETO IO CXEMATa.

(4) HMerapcerseHNTE HPONYKTH 32 JeUeHMe Ha
3AOKAYCCTBEHH XEMATONOTH YR 3aDONABAHNA TP
Tuia Hajg 18 r, ¢ MIKMIOUEHUE HA OITMOMIHMTE
AHATTCTHIIN, CC TIPCHHUCBAT OF NCKYBAILM J¢-
Kap CHCH PEIICHME HA KAMHMYHATA KOMMCHA 1O
XCMATOROTHA ChIJIACHO MCIWIHHCKHA CT‘dI‘IHapT
,,KJ]MHM‘IHH XCMH'I'OH()]‘IJISI“. Pesrrenmsra ce pumesar
B IIpOT(]K()Jl 11O Oﬁp’dBC[l CLIAACHO l']pMJ](J}KCHHC-
Ne 8B, nojnMcan o7 Hal-Malko TPUMa NeKapu ¢
MIPH3HATA clleUMaRHoCT , KAWHNYHA XeMaToaoTna ™.
IlporokonuTe ca BaluMpHKM 34 cpok A0 180 jxun
CUUTAHO OT HAYANOTO HA JCHCHMETO N0 CXeMaTa.

(5) HexapcTeeHUTE DPONYRTH 33 JIGUCHME Ha
ZNOKAYCCTBEHY 3a000sBAHN S IPY THUA T0H 18 r.,
C M3KNIOUYEeHHMEe Hd ONMHOMANHTE aHANICTHIM, C¢E
TPCNIIMCEAT OT NEKYBAIIMA JeKap clejl peileHue
Ha KIMHMUYHA OHKONOIMYHA KOMUCH/KITUHNYHA
KOMMCHA IO XCMATOJOTHA 3a TMila ol 18 rogmmm,
PelreHHATA C¢ BIMCRAT B IIPOTOKCN 110 0Dpasen
CHIMACHO TpunoxeHus Ne 86/Ne 88 1 ce nnopnmcsar
I'Iﬂﬁ-MaJTI(O QT IBaMa J]CKapH CBhC CIICHHAIHOCT 10
Slenmarpua® w ,KnuHEKUHA XeMaTOROTHA® UK
HIETCKA KAUHMYHA XEMaTOTOTHUSA M OHKONOTHUAY,
KOMTO paboTaT B nevebHOTO 3aBefeHue. TipoTo-
KRONHTE ¢4 BANMIHNM 3a cpox Ao 180 jpHu cumTaHO
OT HAaYAJNOTO Ha JCUCHUCTO HO CXCMATA.

{6) PemcHusATa Ha KOMMCHMTE 110 am. 3 — 5
Cd C'bINIACHO 'l‘C-pal'lCBTIrﬂlHMTC CXCMM 34 ICUCHHC
B CBLOTBECTCTBHE ¢ 0jo0pennre papMaro-Tepa-
LHEBTHYHM PBROBOECTEA.

(7) Mwmuara 1o an. 1 Morar jla NPegIKCBAT Ha
300 cne snokagecTsernu 3aDoNgBAHUA JeRap-
CTECHM TPORYKTH 3a fevuenuc/HpoAbIKaBaHe
Haz JBCYEHMETO B M3BLHCTAIMOHapHU YCIOBHA,
KA4KTO CIEIRA;
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. NCRAPCTBCHM HPOJYKTH 33 LCPOPATHA 1IPH-
neAHa HAPOTHBOTYMOPHA TEPANMS 1 HENOpanHa
XMMUOTCpaus — UPH ACXOCHKTANM3a U Ha
30I1., nexyBaHE B COHUIOTO JeucBHO 3aBefere
110 KAMHHMUHM IBTCKM HAM AMOYIATOpHA 1po-
HEAYPA 38 CHCTCMHO NCKAPCTBCHO RCYCHMC 1IpH
3AOKAYCCTRCHN 3abomasanms;

2. ONHOMAHY AHAATCTHIY ~ HPH CITAHCCPHO
HaDnionenue npy 3MOKauecTBeHM 3a00adIBaHuUA
U IIPH BPOJCHM XCMATONOTHYHN 3afonasaHus.

(8) B cnyyaure no ax. 7, . T 301 cnenna
1a ca JeKYBAHW NO KIUHUIHM 1BTeru/ambyna-
TOPHM NPONEJYpM, 110codcHu B Hapepdbara Io
i, 45, an. 2 or 330, mnpu KOMTO CTOHHOCTTA
Hd JCKAPCTRCHHMTC MPOAYKTH C¢ 3aIIdamd OTF
H30K M3BLH HeHATA Ha KNMHHYHATA NLTEKa/
amOymaTopnaTa npolenypa.”

§ 6. B un. 305, an. 1 mudpara 4% ce 3amens
cne 7%

§ 7. B un 48, an. 1 ce cu3pgana T. 6
6. B CHYYAHTE, KOTATO HE ¢ M3NBIAHCHO M3-

173

3

MCKBAHETO Ha ui. 24, an. 5.
§ 8. B un. 50 ce ch3pasar an. 4 u 5:
»(4} Koraro nexapcTBerMTe NPOAYKTH ca
34 JCUYCHHC HA 3TOKAUCCTBCHH 3aB0NABAHMS

B CTANHOHAPHM YCIOBHA, DORHWUNATA AUTCKA
BORW SKYPHAN 33 PA3TRAPATC Ha ACKAPCTRCTH
SPOAVETH 33 BCUCHMC Ha OHKONOTHYHHM/OH-
KoxeMarogornur 3abongnaHua 1o olpazen
conriaacno npuinerenue Ne 81, B xolfTo jganuure
CC PETHCTPHPAT CHEAHCBHO.

(5) B cnyuatt ue clicp IPUIOTBARC Ha MH/H-
BMJIYANHUTS HO3M 32 JICHS OT JIA/ICH NCKAPCTRCH
HPONYKT c¢ GOPMHUPA OCTATTLK, KOHTO HE MOXE
Aa ODEC TPMIOKCH B CpOKa MY Ha TORHOCT,
HOCOUCH B KpaTKaTa XapakTepucTHKa Ha me-
KAPCTBEHMS NPORYKT, OCTATHKDLT CC OTPa3aABa B
OIINC Ha HCM3HOM3RACMUTE OCTATDIL OF JeKap-
CTBCHM ITPOJYKTH 33 NCUCHME Ha OHKONOrMuEn/
OHROXCMaToNorManK 3aboasasanusg no obpasen
ChINMACHO npuioxcHue Ne 8e.

$ 9. Bua. 506 ce npaBAT cACOMHUTE MSMEHCHHA:

1. B an. 1 nudpara 4% ce 3ameHy one 7%

2. B an. 2 nudpara 4% ce zaMena cnc 7"

§ 10.Bun. SUnuudpara 4% cc3aMens cne 7%

§ 11. B un, 50¢, an. 1 mudpara 4% ce sameHs
¢he 7% B OYMUTE ,al. 5 u/MAW KAUIMIHAY ce
3AMCHST ¢ a8, 8§ u/mnu ambyaaTopHa“

§ 12. Cw3nasa ce npeIoxeHMe Ne 50 KBM
ui. 30a, an. 5:

JIpuroxense Ne 56
xBM 9a, 30a, an. 3

TEPATIEBTHMYEH QM
110 11pOTORON Ne
MamuenTt: Wwme TIpesume Qamunus

Jara ua M3 Ne/ BnipacT:
PaRHANC: Allp N
Prer Terno; Ten. noBEpXHOCT
(em): ()
Kpearu- Otaene- Hara — wauano ma
HITH: HIE, TIMC TCPANUHTA:
I RON:
TIuxnn Kunmuore-
Ne: panesTHI-
Ha eXCeMa:
Hara «~ |Ne| Yac IATC| Jexap- Je- | Thee wa | Cras- | M- § Pe- | Kop- | Ho- | Kowretirep | OGem | Bpewme/
ﬂ.CH/ THH 3£:1 CTHCH Kap- mpuna- Jap#- | BHAY- | JyK- | THP@HA | M- § 33 ITAnMeT- (a 1o~ ] CROPoCT
TP~ APOIYKT — | cTBe- TaHe Ha amia | oo | Wame- | orest §ora (BaExa  §TORMA | 3a TpHia-
o~ THPTos- Ha (iv, sc, | Hoza | mosa Ha | HupLyan- CTLKRO, pas- |ranc ¢h
e crko ume | dop- | po, uH- (mg/ §n03a- |Ha go34 Ganxa PVC, | Top mil/h)
HHe Mid | TPAKaBu- meg/ | tan [ (mg/ unQys. cax, | (ml)
TAPHO, U/ % meg/ CITPUHAREOR-
HHTpABC- MIU/ 1974 Ka, CHacTo-
IHKATHO MU} MIU/ MCHA HOM-
H T.H.) MU} na u p.)
Hama: |1
Hen Me . [
Hama: {1
Hen Mo ..
2
Hama:
Hen Ao .
Hama: |1
Hent Mo 15
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Hama: |1
en Ao . P

Heamere |
Hew Me 55

Hexynauy Terap, oo, {monmitc) HasHAUCHO HAD e {(nara)

Wmc Tpessme Qamunimg

TIpurorkmnn: mar.-qapm./nomM.-papm. Mne Tpesiome GamMmsnss o (tronrmuc)
Tposepum: Mar-gapm. Mime TIpesuve QaMuams i (rropinc)

§ 13. Hpunoxenue No 86 kwm un. 30r, an. 3 ce usmers Taka:

Lllpunoxenne MNe 86
koM uit. 30, an. 3 4 5

EESHO SABENEHHE HlEEEEEERENE

INPIBEH PARI pETACTRRY HOMEP D 35eReHs

UME H3 AEMelHOTO J3seneHie

MMPOTOKON OT KNMHAYHA OHKONOTMYHA KOMUCKUA NO XUMUOTEPATA
[y 5. = - H I ' B

Ha OHKONOTMYHATA KOMMCUA 110 XMMUOTEDanUA KbM feuebHOTO 3aBefeHUe ce pasrmeda M oBCHAM Npunoxexata
MEOMLIMHCKA OKYMEHTAUMA
¥ PELUEHME HA OELLA KNUHUYHA OHKOTOTUUHA KOMUCHA No. ooovoeereccccreceneane faara: [T T

LI LI

B NEMEOHO 3BBEIEHIE 1 ittt s s s e evr s vesas et | |

appaezHpafian  per HoMep#a neveb
TIAUMEHT i l | | | 1 | l | | ‘ | | D [Jerd [JnHy TjccH [ mpaxganun 5a EC (4w no asycrpam caorobiu)
. P30K Me.  agpaserpaiton  EVH (YA nayMenta Mon wix
i [[ [ 1] N e o o |
W fiertuiacatunten HOMED Hi NMERTE KO/ Ha flbPXBER

HMe, npesume it damunus

JIHATHOZAL (ov.ereiciiuessiinmetistmcsneietesioes batetis e s seass 40444084410 481 1HAC L8 S804 544588 X048 15 B8 401 E211 5 SERE 1S RAFS 1L 0 RSSO E RSO B RE RE SO R R MKE 10
LTI

Baranaguarnoaz:| | L T T T 11

e S I R I R~ I
OT0 404
XucTonorayeH pesynyar. . D:i:]____l____m:l

MpepuxTasHy, [ ] |11 ] I| R L ] 1]

UMYHOXKUCTOXUMUYHH U C Vine 3] ne (3] Vine (+1-) Wne (++) e () e 1+i)
TEHETUYHH MapKepy: l F | | : - | | ! | _ | | ; | | i

(no HoMeHKnaTypa) [ (+5) [ [ [y (+4-} line -} Viner {+1) line )
PBeT {EM) e Terno {Kr) coumirens: TenecHa NOBBPXHOCT (KB. M cvceen l{enesa cToiHocT AUC ..t

T ————— ) I I
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Ule ce NPOBEAE NEKAPCTBEHO NMEUBHIE MO CXBMA: ...oov.veieeieeeerseesseesessseessecsss s sersbessd i1 4404148041410 41 4064850410340 814 48 PE4 200 1008324 2 128 b 444 $04 44044 RE4PAE 41O SRR PSP 00 100

Tur Tepanua:
[ neaposanTHa

flevefHa Tepanks (nanuatueHa):

[ xumamorepanua

[ agrosanTna
[ nupaa nunes

PEWEHUE:

I neuebra
[[1 sropa nunus

[T}rpera nusrun

[ Juerenpra nurus

[ ] nopegHa nuHus

ATC MexayHapeaHo Leninqu {ibT Ha Craxnapta Vrarensyanya noia [iosa 38 uken 06wz 4034 33 npeToKONa
HENBTEHTHD fipunaraxe Aosal {mg/muea/TUMILMU {mg/mcg/IUMIUALE {mg/mep/AUAMIUMLT)
Haumeropanue ANN/ (iv, sc, po, uenesa
WHTDPAKABUTAPHO, ETORHOCT
VHTPABEUHAMHO AUC
UT.H])
[ xopMoHoTepanun
ATC Mexiynaposuo Jreninnm CTannapTha aosa WinausuayanHa gosa losa 32 uuken Oblwa po3a 3a
“e”aTe“T'*“”Nw (mpAnep/TUMIUAMUY | (mg/megAUMIUMLD npavoxona
HaUMEHOBaHKE (g/mepAUMIUMLY
{rapretHa
ATC Mewaynaposno Dew/nnu CrasaapiHa fosa YAHAMBKMAYANHA 4038 Noza 38 4en Obusa po3a 3a
HENATERTHO (mgancp/TIMIUAML | (mgfneAUMIGMIUD npoTokoNa
HaumeHosaHue ANN/ (mgmep/TUAMILIMIT)
) umyHorepanus
ATC Mexaynapoao fleninru Crangaprra posa Whanauayansa aoaa [lo3a 3a UuKen 0Bua ao3a 22
HENATEHTHO (mammep/TUAMTUMU) {mgimeg/TUMIUMUY rpoToKona
KaumeHosaHue ANN/ (mg/mep/TUMILIMLY)

Epoik Usknu (nosTopeH#A): D

OueHxa cnen WKL Na ...,

Wutepsan: Bpod fHu: |:|

CbNBLTCTBANA TEPanuR:

[} ocTeomoaynaropu

ATC

MexayHapoaHO HENaTeHTHE HaumeHoeaHue ANN/

Lloaa {eaHokpaTHa)

Obwa aoaa 23 NPOTOKSNE
(my/mep/TUMIU/MU)

[ koro

HUOCTUMYNURALLM DAKTOPK
ATC MexzayHapoHO HenaTeHTHO HavmeHoBaHve /INN/ [loaa (epHoKpaTHa) 0bwa ao3a 2a APOTOKONE
(mp/mep/IUMIUMU)Y
[ xopTuxocTeponaw
ATC MexAyHEPOZHO HeNATeHYHO HauMeHoBaHue fINN/ Dosa (egsokpamia) 0BwWwa Aosa 3a NPOTOKORA
{mg/mcgAUMIUMUD

OLeHKa Ha TePamieBTUYHASA OTIOBOP:

[ nauanto neuexue
[] ntnen otrosop
[(uactnuHa pemucun

7] crabunna Gonecr uny cTauxonupane (6e3 peMucun, #o 6es Nporpecur)

[J nporpecus Ha Gonecrta
[ peuvnms

D HENOHOCUMOCT KM RPUNATraxHoTo neveHue

[Tapowana

[ npoavnxasare
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I'Ipomxom,'r e sanugeH fo 180 OHy, CYNTAHO OT HAANOTO HA NEHEHWETD NO CXemara.

OHKOROrMYHA KOMUGHEA M0 XyMHoTepanus.
CNEYRRNHOECT YIH na nekap {vena Ha nekap, NOAAKC

mpepcegaren: [ 1 ) [ DL LT TT 1111

YneHose!

TAUMEHTET [DOSHTERATIHACTORHAKLT) & NCANKCEE NPK NDNYHABAHE HE NPOTORONZ

[TALMERT [POAUTENIHACTONHIR) - ...oo.ervs e enesesssesess sessessesssssesecasssonsasmasesssss seses
[nosnuc)

§ 14, Ilpunoxenne MNe 88 koM un. 30r, an. 3 ce usmMens raka:

LSpnaoxenne No 8u
KTM un. 30r, an. 4 u 5

ittt A AL A
NEYEBHO 3ABEREHUE, K3MBIHUTES HA AMBYNATOPHA NPOLENYPA } ] | | ! | | 1

PUBEH PE P paty KoNep Ha

WMe #3 NENEGHOTO 3aRefeHHE

fIPOTOKON 3A REKAPCTBEHO JIEMEHUE MO XEMATONOINA

KoM Petsenue Ne. . dgaT2: [ T [ T I T T | |uaKnunnuna xomucus no xemaronorus
Komucus, HasHaveHa ceC SaﬂOBeﬂ, No....... ORpeaens cnefroTo NeKapcT8eHo nevete Ha Ba3ata Ha B3ETOTD pelideHue
NpW nalkeHra.

MALWERT | | l | } | l | i | | Oers [Canw [Jeeu [ rpakaanin 1a EC {unk no asycTpasii cnoronbi)
PIOKNe.  sppasenpamow  ENH (MHY Hanaquemla Il;)lu

| ] | HEEREEEEEEEE L 1] sereepeae (T T T

e nifRaanoHe ROMEP Ha NAUWEHTS 60 Ba LpXaBa

HME, NPEIHME H hanunus

PBCT [6M) i LGN [ P—— TenecHa NOBLPXHOCT (KB, M) crmrmiirarniones

JAVBIHOBAL 1vvvrsreeeeereeesreremsssssuesars semesss saessesercsees ranss s semss somsasssbasastasess £nekseast s1aseE s FEaRE S Hmc S00E 1 RaEESott 1 o ReSEee S o8 Aot me bt s sbd s oL At AR Bh b SE1 MKR 10

(TTT

MpeavKTHBEH MapKep (KbASTO & NPYNOKUAMO):
T1Ph wiunn BCR-ABL (+) [} Ph wianu BGR-ABL (+) ¢ T315] mytayns (+) ] Deif7p wianu 053 myrayun (+) [ JAKZVB1TE myTauua (+)
I PML/RARA (+) [CIcnzoe (+) {1€D30 () CIFLT3-TD (+)

[ +e e uscnepsan [} POGFR reHnu npeHapexaaHss [] CD3 uimnu €D19 {+) [ HaMa NpeankTUBEH MapHep

[TpK neends 3a XuMUOTEPanUA/ApULENHAa Tepanna/MMyHOTEpPANUAIPACTEXHH haKTOPRICHMNTOMATRYHO NEYEH e

Nurug Ha Tepanug: [[] nupsa nusua [[J sropa nukua [ 1peta Audus [ 4etenpTa Nukus [ nera v cnepsawa nuHka
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CXEME [HAHMEHOBEHUE), ...o...evveiivurieeessisoeessstonsses st ermssessessssessoe s et srs s 48 o0 40588 000084505 42581258 122080241 8 1 8846 4RS840 108414840144 E PR AR P o808 b e AR SR b0

Tur ATC Mexgydapogso kenatedtio | [leninHu CraHgapTHa | WHg#suayanda fola lo3a 33 upKes 0OBwa posa
Tepanua raumeroaarie INN/ Aoza (e TUMIGIMY) | e/ IUMIUMU) | anghneg TUMIU/AL

Bpo# yuknu (noBTOpEHNA): D QueHsa cnen yuksn Ne ...
MpoToxontT € BamuaeH o 180 AHK, CHKTAHO OT HAYANDTO HA NEYEHUETO AO CXeMara.

Komucwsa 8 cheTas:

CREYHANHDLT YH sa nekap WmeHa Ha nekap, noanuc

mpeacenaren: [ 1 ] [ L1 1 L1 L LI11]

YneHope:

MaupeHTsT (DOARTENAT/HACTORRAKLT) & ROANMCES NPW NONYYaBAHE Ha NPOTOKONA

[IBUMEHT [POIMTEITHACTORHMKY. 1ovvcconucrmuurennesrassiinrasisssssssassssassssessssasss sassssssssesssans
{nonnuc)

§ 15, Cn3pana ce npunoxeunue Ne 81 kbum un. 50, an. 4
SLIpunoxennc Ne 8
KM un. 50, an. 4

JKypHan 3a pasThapife Ha NeRapCTBeHH TPOIAYRTH 33 FCUCHME HA OHROTOTHYHM/OHKOXCMATOIOTHYHH

zaBonABaHus
ST - [ Aarad Yae [dlexap-| Ko- Jmuomn-§ Bpodi Hcrarsk| Cpok | Ho- | Ho- | Tia- § [Ta- | Ta- | TTa- § Tla- [DSAS Tla- | Tipo- | Jdexy- [ Dap-
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§ 16. Cnajtana ce upunoxenne Ne 8¢ wnm un. 50, an. &

SHpunoxmenue Ne e
KuM wi. 30, an. 3
Quue a WCU3NONEBACMHITE OCTATTLIIM OT NCKAPCTBEHT HPOLIYKTH 34 IeUeHUE Ma OMROIOFETIH/OITROXCMA~
TONOTHUEY 3a00NABAHMA

Ne{ Hara | JMexap- | ATC| Jexap- Kon-so | Jek. ITap- Heusznonsea- | Mewa na | Croit-
crHen CTBCH | akT. 8-130 | op- | THALH eM OCTaThK | ia Qra- | HOCT Ha
TIPOIYKET TPWIYKT Ma Newma | za jens (mg/ | ROE/AMIL | OCTaTh-
{(Tpr. (INN) HPOH3RO- meg/1U/ (nB.) xa (nm)
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JaRAYMTCIRN pasnopentu

§ 17. Harcaxnje B Hapejbarta abperuaTypaTa
{33011 ce samena cne (30J1)

§ 18. B Hapepba Ne 8 or 2009 r. 3a yrebp-
KAABAHC HA MCJMIMHCKY cTanuapT ,Knunuana
xemarormoruga® (obu., OB, op. 25 ot 2009 r;
M3M. M Joi., 6p. 67 ¥ 92 ot 2010 r. m 6p. 32 or
2014 1), B IPUAOMEHHMCTO KBM UNCH CAMHCTECH,
pasien 11, ce cnspana 1. 4.2.4.1:

L4241 Knuauuyna KOMUCHS MOXKe Jia ce
¢h30AJC U KDM XCMATOROTHUHY CTPYRTYpI o7 11
HHUBO Hd KOMIICTCHTHOCT B neucbuure 3ABCICHMS,
OIPCICACHY 32 IIPOCACHABAHCTO Ha cfCcKTa OT
TEPANMATA ¢ NEKAPCTLEHM npouykTn B obnac-
TTA Ha KNMHHUHATA XEMATOJOTMS IO peja Ha
un. 316 or gapenbara no un. 261a, an. 5 or 3a-
KOHA 34 JCKAPCTRCHUTE HPOAVKTH B XyMaHHATA
MEIMIIMHA, B KOUTO palboTsT Hal-Manko TpuMa
REXApH ¢ MIPH3HATA CEeNManHoCcT Mo , KIHaMUHa
XeMaTONOrMsa”, KaTo Hali-MajKo ABaMa OT TIX ca
HA OCHOBEH TPYAOR JIOFOBOP 110 CMUCHAA Ha § 1,
T. 7 OF JONBIHUTCNHUTE pasropendu Ha 3aKoHa
34 JeycOHUTE 3aBeeHMA”

§ 19, B HapenBa No 28 or 2008 r. 3a ycrpoii-
CTEOTO, PCHA M OpTraHusalnugTa Ha pabotaTa Ha
ANTCKUTE M HOMCHKAATYPATA HA BEKADPCTBCHUTE
npoayxtu (obu.,, B, 6p. 109 ot 2008 1) wsm. ¥
nomn., 6p. 67 ot 2010 r., 6p. 2 or 2012 1, 6p. 81
o1 2015 1., 6p. 24 1 79 ot 2017 1), » ua. 39 ce
LPABAT CHCAHUTE UIMCHCHUSA:

1. Anunesa 1 ce M3MEHA Taka:

»(1) JleRapcTBeHMTE NMPOAYKTH ¥ MEJIMIIUH-
CKHMTC M3JICAMA, HpegHa3sHadeHM 33 KIMHMYHU
UIMUTBAHHMA, CC NOAYYABAT, CLXPAHIBAT, ITPH-
rOTEBAT M OTIYCKAT OT AliTCKATAa HA JcuedHoTO
3aREAICHUE OTHENHO OT JAPYIHMTE NEKAPCTREHU
WPOAYKTH M MEIMIMHCKM H3genud, ¢ obozmna-
YCHHE 33 CTATYTa MM, ChILIACHO [IPOTOKONA Ha
KIHHHYHOTO HM31IMTRAHE, a KOraro JcuchHOTO
3aBejeHME HE pasionara cbe cobeTBEHA anTeka
MAW ANTeKaTa He paboTy — B MOZXOLAILY 24 Lel-
Ta TOMCIHCHMSE, cie)l OM0DpeHte oT dapMancsr,
YNCH Ha M3CHACHOBATCICKM S CKHIL®

2. Anuaest 4 ce OTMEHS.

MuaMCTEp:
Kupun AnaHien
10072

o

Hapenba 3a wzmenenre ¥ jonnideHue #a Ha-
peata Ne 106 ot 2009 r. 3a ycnopusTa M peja
34 3ANAANIAWC HA JCKAPCTRCHM NPOIYETH No
i, 262, an, 6, 1. 1 uT. 2 or 3axona 3a gexkap-
CTBEHMTE NMPOAYKTH B XYMaHHATa MeHHMHHMHA,
Ha MEEMIMECKN U3TeA M Ha IHETHYRN XPAHHK
38 CHCHMHANHM MEAMHMHCKMW Hean, KAKTO 11 HA
JACKapCTBeHH NPOAYKTH 328 3APABBH JNeAHOCTH
mo =a. 82, axn. 2, r. 3 or Jaxoua 2a 3apase-
ro {0dn., IIB, 6p. 24 ot 2009 r.; wsMm. M joI.,
Op. 34, 38 u 40 or 2009 r, Op. 9 or 2010 r.,
op. 67 ot 2011 ., Op. 49 ot 2012 1., 6p. 48 o7
2014 1., 6p. 30w 62 oT 2015 1., 6p. 44 o7 20106 1.
u Bp. 89 or 2017 r.)

§ 1. Buu. 12, an. 2 Hakpas ce nocTass sane-
Tast u ce pobang ¢ n3kmoucHnce sa MU, xouro
H30K 3zannama Ha IPOM3BOLMTENHN HIIH ThPros-
M Ha eppo ¢ MU unm Texnn yubLInOMOIUICHH
UPEJACTABHTEH, CKATOUMAKM Jorosopu ¢ H30K
3a pocraska na MM no pepa wa wapenbara no
yx. 11, an. 1%

§ 2. Buj. 13, an, 2 1. 2 ce M3MEHS TaKa:

.2, cunebk ¢ MM o rpynw, xouro H30K
JAIIANIA B VCIOBRMATA Ha DONHMUYHATA MEJH-
IEMHCKa ITOMOUE, M CTOHHOCTT:, 0 KosTo H30K
3AMNAINA 34 BCAKA TpyEa Ha!

a) MeueHHN 3aBECHUS B UINBLIHCHUE HA AO-
TOBOPWTE 34 OKA3BAHE HA DONHYYHE MEIUIHHCKA
MOMOIN, CKIIOUYCHH MCXIY U3IMBIHUTCAM HA
MEJIUIMHCKA ITOMONL M JIMPEKTOpa Ha ChLOTRET-
mara P30K;

6) TPONUSBOIMTENRY MY THPTOBIM HA eIpo C
MM wnM TeXHH YI'BIHOMOLLCHY PeICTaBHTeIN,
ckarouunm jorosopr ¢ HIOK 34 jocrasxa pa
MM nmo pega Ha Hapepdarta mo ua. 11, an. 1°

§ 3. Bun. 168 ceNIpaBAT CNENHHMTE M3MCHCHN
M O IHCHUS!

. Ban. 1cacgpymure . 13, an. 2, ¢ 2%ce
[ocTang 3aperas u ce pobana ,Oyxeu ,a" 1 0%
a cael JIyMHTE ,LB0nRMYHa MCIMUMHCKE HOMOMUE"
ce pobaBg M Ha NPOMIBOAMTCHHM MAM THPTO-
BHU Ha elpo ¢ MM wny TexHu yILIHOMOUIEHH
OpeIcTaBUTERN, cKaounnu gorosopu ¢ H30K
3a goctaBka Ha MU no pepa na napenbara o
g, 11, an. ¥



