MHUHUCTEPCTBO 3JIPABOOXPAHEHHS
CBEPJIIOBCKOM OBJIACTH

IIPUKA3
TOMAP 20% N 33—

r. Exatepun6ypr

O snecenuu usmenenuii  npuxas Munucmepcmea 30pagooxpanenus
Ceeponosckoii obnacmu om 19.02.2014 Ne 159-n «06 opzanuszayuu
JIEKApPCMEEHH 020 0becneuenua zpaycoan, npocusaroujux ¢ Ceeponosckoii
0011acHU, NEKAPCMEEHHVLMU RPERAPAMAMU U CREYUATUIUPOSAHHBLMU
RPOOyKmamMu 1e4edHo20 RUMAHUA 0JIA JIeHeHUA 3a60/1e6aH UL, 8KIIIOUEHHDIX 6
Ilepeuens srcusneyzporcaroumux u XpoHULECKUX NPOZPECCUPYIOWUX PeOKUX
(opgannsix) 3abonesanuii, npUGOIAUUX K COKPAUEHLIO RPOOOTIHCUMETbHOCIU
HCUBHU ZPACOAH WU UX UHEANUOHOCU,
3a cuem cpedcme 001acmHo20 61003iceman

B nensx ucnonuenus mocranosnenus IIpasurensctea CBepaIoBCKoi o6macTu
oT 26.10.2012 Ne 1202-ITIT «O6 ytBepxaenun Ilopsmka opranusanuu o6ecreyeHus
rpaxiia, IpOXHUBaroKUX B CBep/TIOBCKOR 00/1aCTH, TeKapCTBEHHBIME NPENapaTaMy |
CIICNHaTU3UPOBAHHBIMY NIPOJIyKTAMU JIeYeOHOr0 IMUTAHUS I JIedeHns 3a601eBaHumil,
BKJIOYEHHBIX B IlepedeHs >KU3HEYrpOXKaIOMHUX H XPOHHYECKUX IIPOTPECCHPYIOIIMX
peyikux (opdaHHBIX) 3a001€BaHMH, IPHBOAAIMX K COKPAIIEHHMIO IPOLOIKUTENLHOCTH
KU3HH TPaXJaH MM MX HHBAJIMAHOCTH, 38 CHYET CPEACTB OOJACTHOrO GIOIKETay,
OpraHU3alli{d CBOEBPEMEHHOIO JIEKAPCTBEHHOI'O 00ECIICUCHUS
ITPUKA3BIBAIO:

1. Brectu crnepyromuie u3aMeHenus B npukas ot 19.02.2014 Ne 159-n «O6
OpraHM3alMy  JIEKapCTBEHHOTO  oOOecredeHHs  rpaxJaH, [POXKUBAIONIMX B
CBeprnoBekoit 061acTH, JeKapCTBCHHBIME IIPENapaTaMy M ClICHHATH3HpOBAHHBIMA
OPONYKTaMH Jie4eOHOro IMTaHMSA s JiedeHus 3a00NICBaHM, BKIIOUYEHHBIX B
IlepedeHb KM3HEYTPONKAIOMMX H XPOHHYECKHUX IPOrPECCHPYHOLINX peaKux
(opdanHbIx) 3a601eBaHMIT, IPUBOIALIMX K COKPAIIEHHIO IPOLOIDKATENFHOCTH KHU3HM
IpaxkIaH UM UX UHBAIHHOCTH, 3a CYET CPEJCTB 00JACTHOTO OIOKETaN:

1) B mynxte 10 mpukasa cnosa «riaBHoMy Bpauy I'BY3 CO «O6nacThas merckas
KnuHEdgeckas OonsHuna Ne 1» (nanee — I'BY3 CO «OJIKB Ne 1») Bospekomy C.H.p
3aMCHHUTBh CJIOBaMH «H.0. riaBHoro Bpada I[bY3 CO «O6nactHas merckas
xrHEYeckas 6omsHuna Ne 1» (mamee — IBY3 CO «OJKB Ne 1») BemomectHOBY
C.P.»; ‘

2) BTOpOii ab3all myHKTa 4 mpuitoxerus Ne 3 K IIpuKasy M3/I0)KHTh B ClEYIOLeil
penaxuun: «PopMUpOBaHUE JOMONHUTENLHEIX 3asSBOK Ha JIEKAPCTBEHHBIE NPENapaThl



¥ CIIeIUaIM3UpPOBaHHBIE TPOIYKTHI JIedeOHOro MATAHUS OCYIIECTBIsAeTC I10 dopMe,
npuBeieHHOW B npwioxeHun Ne 4 k Hacrosmemy Ilopsaky TombKO mocie
COTJIacOBaHMWS  Ha3HA4eHUH  TJIaBHBIMH  CIEIHaIHCTaMHU MunuctepcTBa
3apaBooxpaHeHus CBEepIITOBCKOM 00JIACTH B CIYYasX:»;

3) nmocnennuii ab3an myHkra 3 npuioxeHus Ne 3 K npukasy H3J0XKMUTH B
crenyromieii pepakuun: «@opMel 3anonHgoTesa crporo B ¢opmarte Excel, usmenenue
CTPYKTYpBI TabmuIy He Jomyckaercsa. HaumeHoBaHHE OOHONW MEIUITMHCKOH
OpraHM3allUd B pa3HBIX s4YeHKax yKa3wlBaTh B OJHOM dopmare, KpaTKo (HalpuMep,
I'bY3 CO OJIKB Ne 1, I'bY3 CO Pexenckaa [IPb, MBY LII'b Ne 7, MAY JI'TI Ne 13
H T.J.);%;

4) mnpunoxenue Ne 3 K Ilopsnky paborsl 1o (GOPMHUPOBaHHIO H
IPEOCTABICHHUIO NTePCOHNGUIIIPOBAHHBIX JAHHBIX O TOTPEOHOCTH B JIEKAPCTBEHHBIX
Ipenaparax M CIHEOHAIA3UPOBAHHBIX MNPOAYKTaxX JiedeOHOro IHMTaHHUA VIS
obecriedeHUs TpakgaH, CTpajaloluX penkuMu (opdaHHBIMH) 3a00JeBaHUSMHU
VICKJTIOUHTB;

5) BHectTn wu3MeHeHuss B mpuioxkeHHe Ne 1 «[lepedeHp IeKapCTBEHHBIX
[IperapaToB M CIEIHAIM3UPOBAHHEIX MPOAYKTOB JIEYEOHOr0 ITHTAHMS, IOIIEKAIIIX
3aKyIly 3a CUeT CpelIcTB oOnacTHOro OrojpKeTa, JUIA JIEKapCTBEHHOTO O0eCIedeHHs
rpaXk/iaH, CTpalalomux peakuMu (ophaHHbBIMU) 3a00eBaHUAMIY (TIpHIaraeTcs);

6) BHecTH m3MeHeHUd B npuioxenue Ne 4 «Mudopmarmsa mo o6peMaM oTITycKa
JIEKapCTBEHHBIX = NPENapaToB M  CICHUAIM3MPOBAHHBIX IPOAYKTOB JieueOHOro
MUTaHus (MpUIaraeTcs). _

2. KoHTpOb 32 HCIIOTHEHHEM HACTOSIIIETO IIPHKa3a OCTABJISIFO 32 COOOH,

H.0. MuHHCTpa 31paBoOXpaHeHUs
Ceepmnosckoi obnacTu éz ' J.P. MenBenckas



Ipunoxenne No 1
K 1IpuKa3sy MuBHCTEpCTBa 3/[paBOOX paHEHHS
CaeputoBcKo# obmacTi

or 19 MAP 201 20141r. N D3] —p

H3menenus B IEPEYEHB

JIEKAPCTBEHHBIX NMPENAPaToB H CHENHATH3HPOBAHHBIX MPOAYKTOB Jie4eGHOro
NHTAHMS, NOMJIEKAMMKX 3aKYIY 32 CYET CPelcTB 00JiacTHOro OI0IKeTa,
AJIs1 JIEKAPCTBEHHOI0 o0ecnedeHus rPaxIan, CTPaJa0IUX peJKHMH

(ophanHBIMM) 32060/ IeBAHHAMH

9. I'omonucTuHypHs / Koa 3a0oaesanns E72.1

BxiaounTs:
Homep rpynnci no I'pynna no HaunmeHnoranue Popma BbINyCcKa
knaceupuratopy OK | Knacenduxatopy OK 004-93 TOBapa
004-93
Cypuiemponyies 1 Crnennanu3upoBaHHbIA
KOHCEPBBI U1 JIETCKOTO U
npoaykT neyebHoro | Cyxaa aMMHOKMCNOTHaA cmech bes
1549034 et IOUTAHUA 171 JeTei MeThoHuHa 0,5 kr
muTanus [1549390] - ——— > !
Ll 7 TOMOLIMCTHHYPHEH

19. FOHOmecKu# apTPHT ¢ CHCTeMHBIM HaYa10M / Ko/ 3a601eBanns -M08.2

Heknoanrs:
Koa ATX nnn (PapMako-TepaneBTHYECKAN MesxpyHnapoaHoe ®opma BbIMycKa
apmaxo- rpynna mo ATX HenaTeHTOBAHHOE
TepaneBTHYeCKOM Ha3BaHUe
TPYINEI
CeNIeKTHBHEIS JIHOQHIA3AT LI IPUTOTOBIEHHA
LO04AA24 Aaratent ¢ i vt
HMMMYHO/ETPECCAHTEI pacrBopa I HHbY3Hif
CEJIEKTHBHBIE TBO | ro
LO4ABO4 AnanuMyma6 PacTBOP JULA IOAKOXHO
MMMYHOZIEPECCaHTEI BBEJICHM
KOHIICH Jaiy HHA
L0O4ACO7 aHTHUTENA MOHOKIOHAJIEHBIE Tomunazymab UCHIRE L T Rl
pacTBopa 14 HHpY3Hift




[Mpunoxenne Ne 2
K IIpHKa3y MUHHCTEPCTBA 3/IPABOOXPaHCHHA
CaepaoBcKoii 001acTu

OT 19 MAP 1014 2014 r. No 3)62)’{ 0

@opma Ne 1

Wsmenenns B npuioxenne «Mcnonnenne cyénrexrom Poccuiickoii ®enepannn ®eaepaJIbLHOIO
3axona oT 21 Hosdps 2011 roga Ne 323-@3 «O06 ocHoBax 0XpaHbI 310POBbs IPakIaH B
Poccmiickoii Pegepanum» B 9ACTH OPraHU3aANNH oeceTeHHs JeKAPCTBEHHbIMH penapaTamMu
H CHENNaIA3APOBAHHBIMH IIPOYKTAMH JIeUeOHOIr0 NATAHMUS IPAXAAH, CTPAAAIMHX PEAKHMH
(opanubIMu) 3200/ 1€BAHHAMID)

®opma Ne 3
Hudopmanns no 06beMaM 0THYCKa JIEKAPCTBEHHBIX NPENapaToB M CHeNHAIM3APOBAHHBIX

NPOAYKTOB Jiede0HOro MATAHHS
3a kBapraji 20 I.

M310KUTH B CJeAYIOMei pelakin:
HaunieHOBAHHE Mopma BBHIIYCKA, J03UPOBKA Koa-Bo Kon-Bo Cymma
MHH YHAKOBOK pernenTon




