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IHNPUKAS3

«12» ssnBaps 2017 r. Ne 014 -n

O BHenpennu Ilopsaaka Begenusi enmuoro Perncrpa rpaxkiaan, uMeONuX NpaBo
Ha o0ecrevyeHune JIeKAPCTBEHHBIMHY NpenapaTaMu, MeIUIIUHCKUMHY U31eJTUIMUA 1
CHEeNHATU3MPOBAHHBIMU MPOAYKTAMM JIe4eOHOI0 NUTAHUSA, OTILYCKAeMbIMH 110
peuentaM Bpaydei 0ecr/iaTHO

Bo wucnonnenune mpukaza MunuctepctBa 3apaBooxpanenus PC (S) Ne(Ol-
07/2707 ot 21.12.2016r., cormacuo ®3 Ne323-®3 or 21.11.2011r. «O6 ocHoBax
OXpaHbl 370pOBbs TpaxnaH B Poccuiickont ®Penepaumm», D3 Nel78-O3 ot
17.07.1999r. «O rocynapCTBEHHOM COLMATIBLHOW MOMOIIM, B LENSAX YIOPSIA0OUYUBAHUS
Peructpa rpaxnaH, UMEWOIIMX MpaBO Ha oOOeCreyeHHue JIEKAPCTBEHHBIMU
npernapataM, MEAUIIMHCKUMU HW3ACIHUSIMU U CHEeHUATIU3UPOBAHHBIMU TMPOAYKTAMHU
Je4eOHOTO MUTAHUS, OTIYCKAeMbIMH T10 PElieTTaM Bpadel OecriaTHO

NPUKa3bIBal

1.Buenputs [lopsimok BeaeHust equHoro Perucrpa rpaxkaaH MMEIONIUX MPaBO
Ha oOecrnedYeHre JIeKapCTBEHHBIMU TMpenaparamu, MEAWIIMHCKUMH W3JEIUsIMUA U
CHEIUATN3UPOBAHHBIMU  MPOAYKTAMH JIEYEOHOTO TMUTAHUS, OTIMYCKAEMBIMHU TI0
perenTtamM Bpadeil 0ecriiaTHO, COTJIACHO IPUIIOKEHUIO 1

2.Ha3HauuTs OTBETCTBEHHBEIMH 3a BeJAeHHE M BHECeHHe JaHHBIX B EIuHBIN
pPErucTp rpaxiaaH, UMEIOIIUX MPaBO Ha oOecreyeHre JIeKapCTBEHHBIMU MpernapaTamu,
MEUIMHCKUMHU U3JICIUSIMH U  CICHUAIM3UPOBAHHBIMU TPOJYKTaMHU JI€4eOHOTO
nuTaHus, OECIUIaTHO 3aMecTuTeNisa 1Mo JieueOHol padore fAxomieBy P.H. (coriacho
npuwioxkenuto Nel — m.1.3.1., 1.3.2., 1.3.5.), nauanbauka OBKKubM/J[ AdanacreBa
K.E. (cormacno mpunoxenuro Nel — m.1.3.3.), Bpaua skcnepra Ilepdunbery O.A.
(cornmacHo mpuioxenuto Nel —m.1.3.4);


mailto:mcy_2013@mail.ru

3.Ha3nauuThe OTBETCTBEHHBIM 32 HHPOPMAIIMOHHBIN 00MeH EaunHoro peructpa
rpaxgad ¢ OAO «Caxadpapmarus», I'BY PC () «APMUAILl» u octanbHBIMU
nH(OPMAIIMOHHBIMU areHTaMu, apXuWBHpoOBaHue 3anuceil Perucrpa nHavanbauka OUT
SxoBaena I1.11.;

4 3amectutento mo jAerckoil ciuyxoe ([IpsukoBckas W.M.), 3aBemyronmm
tepaneBTuyeckux  otneneHudt  (bepezoBckas  M.C., OxonemnukoBa JLIL),
3aBenytomen JKararickoit monukiauHuky (CokxonoBa A.H.), 3aBemytoiei otneneHus
y3kux crnenranuctoB (Hukonaesa O.C.), xupyprudeckoro otnenenus (Amnsicuna JI.B.),
zaBenytomed [{O3CuP (Anuea B.M.), 3aBenyromemy Kanramacckoid ydacTKOBO
oonpaunbl (Munees H.B.), 3aBenyromemy TynaruHckod ydacTKOBOM OONBHUIIBI
(Eropoa M.K.): o0Oecneuurr o0si3aTe/ibHOEe BBINOJHEHHEe TpPeOOBAHMUM
Hacrosimero Iopsaaka;

5.3amectutento no jeueOHoM padote (SxosneBa P.H.): mpoectu 12 sHBaps
2017r. cemuHap cpeau MEIUUMHCKUX pPaOOTHUKOB MO BONPOCAM OpraHU3aluu
oOecrieueHus JIEKAPCTBEHHBIMU TMpernapaTamMd, MEAUIMHCKUMHA H3JCIUSIMU U
CHeIUaTN3UPOBAaHHBIMY MPOAYKTAMH JICUSOHOTO MUTAHUS JIs JIETEH MHBAJIUJIOB;

6.3amectutento o OMP (SlkoBineB A.A.): pa3MecTuTh HHGPOPMAIHIO O
[Topsinke BHecenust B Peructp JIJIO rpaxnaHn, MMEONIMX MpaBO Ha oOecreueHue
JIEKapCTBEHHBIMU npernapaTamu, MEIULITHCKUMU U3JICIIASIMU u
CHEIUATN3UPOBAHHBIMU  MPOAYKTAMH JIEYEOHOrO0 TMUTAHUS, OTIMYCKAEMBIMHU 10
penienTaM Bpadeit OecrijiaTHO Ha UHPOPMAIIMOHHBIX CTEHJIaX, UHTEPHET pecypcax;

7.KOHTpOJII> HaJl UCIIOJIHCHHUCM HACTOAIICTO ITPHUKa3a OCTABJIAIO 3a cOoOOH.

I'naBHbIM Bpa4 E.A. bopucosa



[Tpunoxenue Nel
k npuka3zy Ne 0141 ot 12.01.2017T.

IMopsinoxk BeneHus equHoro Perucrpa rpaskaaH uMeLIUX MPaBo HA
o0ecneyeHme JIEKAPCTBEHHBIMU NpenapaTaMu, MeTUIMHCKIMH U31eJTUAMHU U
CIENUATU3MPOBAHHBIMHU MPOAYKTAMM JIeUeOHOI0 MUTAHUSA, OTIIYCKA€eMbIMHU 110
peunenTaM Bpaueil 0ecrniaiaTHoO

1.1.Benenue EgmHoro perucrpa rpaxiaH, HMEIONIMX IPaBO Ha oOecreueHue
JIEKapCTBEHHBIMU npenapaTramu, MEIULUHCKUMHU U3JIETUSAMU u
CHEIMATU3UPOBAHHBIMU TMPOAYKTAaMHU JIEYEOHOro NHUTaHMs, OecruiatHo (Hanee -
Peructp JIJIO) ocymectBisgercs B LEIAX YNOPSAOYEHHUS MPEAOCTABICHUS
JIEKapCTBEHHBIX IIPENapaToB, MEAUIUHCKUX W3ICIMA W  CHEUATN3UPOBAHHBIX
OPOAYKTOB JIEUEOHOrO NUTAHMs, a TAaKXKe TIOBBIIICHUS KadecTBa OOCITY>KMBaHUS
rpakJaH, UMEIOIINUX B COOTBETCTBHM C JEHCTBYIOLIUM 3aKOHOJATEIbCTBOM IIPABO HA
NOJTy4Y€HHUE TOCYJapCTBEHHOM connanbHol oMoty B Pecriybnuke Caxa (Skytus).
1.2. Peructp JUUIO sBnsieTcs rocylapCTBEHHBIM HH(POPMAIIMOHHBIM PECYPCOM
Pecniy6nuku Caxa (SkyTus).

1.3. B Peructp JIO BKItOUaroTcs:

1.3.1. I'paknane, WMEIONIME TMPaBO Ha IMOJYYCHHE TOCYAAPCTBEHHOW COIMAIBHOMN
NOMOIIM B BHUAE HaOOpa COLMAIBHBIX YCIYyT B COOTBETCTBUM C DenepaiabHbIM
3akoHOM OT 17.07.1999 N 178-®3 "O rocymapCcTBEHHOW CONMAIBLHON Mmomomu" B
yacTu oOecreyeHus: HeOOXOAMMBIMU JIEKAPCTBEHHBIMH MperapaTaMu MO peLenTam
Ha JIGKapCTBEHHbIE IMpenapaTbl, MEAUIMHCKUMM HW3ACIUAMH [0 peLenTaM Ha
MEIUIMHCKHE U3ENHsI, B COOTBETCTBUU CO CTaHAApTaMU MEIULMHCKOW MOMOIIH, a
TaKk)K€ CIEUUAIN3UPOBAHHBIMU MPOAYKTAMH JIEYEOHOrO MHTaHUsA JJIs JIeTei-
VWHBAJIMIOB U BKJIIOUEHHBIE B PETMOHANIBHBIN cerMeHT deepabHOro perucTpa.
1.3.2.I'paxknane, WMMEIOIIME MpPaBO HA MEPbl COIMATBHOW TMOJJECPKKH B BHUJIEC
o0ecrieuyeHusl JIEKapCTBEHHBIMU TIperapaTtaMd B COOTBETCTBMU C IEPEUHEM TpYIIT
HaceJeHus: W Karteropuil 3aboneBanuid. [lpu amMOynmaTOpHOM JiIeUEHHUH KOTOPBIX
JIEKapCTBEHHBIE INpemapaTtbl M MEAULMHCKAE H3AEINAS B COOTBETCTBUM C
nonoxxkenusimu IIpaBurensctBa PO ot 30.07.1994r. Ne890 «O rocymapcTBeHHOU
NOAJIEPKKE Pa3BUTHSI MEAULIMHCKON MPOMBIILIEHHOCTH U YIy4YlIEHUU oOecreyeHus
HAcCeJeHUs M YYPEXKICHUN 3ApaBOOXPAHEHUSI JIEKAPCTBEHHBIMU CpPEJICTBAMHU U
U3JIETUSIMA  MEIUIMHCKOTO HA3HAYEHHUS» OTIYCKAIOTCA 10 penenTam Bpauden
OecriaTHo.

1.3.3.'paxxnane, OoJbHbIE TeMOpUIMEH, MYKOBUCUEA030M, THUNO(U3APHBIM
HaHU3MOM,  Oozne3Hpto  [ome,  370KaueCTBEHHBIMU  HOBOOOpPA30BaHUSIMU
TUMGOUTHOM, KPOBETBOPHON U POJCTBEHHBIX UM TKAHEH, PACCESTHHBIM CKIIEPO30M,
JMI] TOCJ€ TPAHCIUIAHTAllMHd OpPraHoB W (WJIM) TKaHEW, opraHu3als oOecredeHus
KOTOPBIX  JIEKAPCTBEHHBIMU  IIpENaparamMM  OCYIIECTBIAETCS 1O  IEPEYHIO,
yrBepxaeHHoMy [IpaButensctBoMm PD u chopmupoBaHHOMY B yCTaHOBJIEHHOM UM
nopsiake (mocranoBnenue IlpaButensctBa P® ot 26.04.2012r. Ne404 «OO6
yrBepxaeaun [IpaBun Bemenus DegepanbHOro perucrpa Jdl, OOJBHBIX
remounueii, MyKOBHCIEO30M, TuUnopu3apHbIM HaHU3MOM, Oose3nbto ['ore,



3JIOKAYECTBEHHBIMH  HOBOOOpA30BaHUSIMU  JTUMQPOUIHOH, KPOBETBOPHOU W
POJCTBEHHBIX MM TKaHEH, PACCESTHHBIM CKJIEPO30M, JIMI[ MOCJE TPaHCIUIAHTALIMU
OpraHoB U (WJIK) TKAHEW»).

1.3.4.I'paxnane,  CTpajalolIMe€  KU3HEYIPOXKAIOIMMU U XPOHHUYECKUMU
POrpecCUpyIONUMU  peAKUMU (opdaHHBIMU) 3a00JIEBaHUSIMHU, MPUBOIAIIUMU K
COKpAlICHUIO MPOJOJDKUTEIBHOCTH JKM3HU TpaXkJaH WIM WX HWHBAIMIHOCTH
(nocranoBnenue IlpaButensctBa PO ot 26.04.2012r. Ned03 «O mnopsiake BeleHUA
denepabHOTO PETUCTPa JUL, CTPAAAIOIINX )KU3HEYTPOKAIIUMA U XPOHHUYECKUMHU
MPOTPECCUPYIONUMU  peAKUMU (OphaHHBIMU) 3a00JICBAaHUSAMH, TPHUBOIAIIUMU K
COKPAIIEHUIO MPOJIOKUTEIBHOCTH KU3HU TPAXKJAH WIA X UHBAJTUIHOCTH, U €O
PETMOHAILHOTO CETMEHTa ).

1.3.5.'paxxnane uMEIOIIHE MPABO HA IMOJIYYEHUE TOCYJIAPCTBEHHOM COLMAJIBbHOU
NOMOIIM B BHAE Habopa COLHMAIBHBIX YCIYr B COOTBeTCTBHH ¢ DenepanbHbIM
3aKk0HOM OT 17.07.1999r. Nel178-®3 «O rocynapcTBEHHON COLMAIBHON IIOMOIIN», Ha
ocHoBanuu 3akoHOB PC () ot 21.02.2013r. Ne1227-1V «O conuanbHON MOAIEPKKE
BeTepaHOB Thula U BeTepaHoB Tpyaa B PC (S)» u ot 09.12.2004r. Ne189-3 Ne385-111
«O conuanbHOM MOJIEPIKKE KEPTB MoJuTudecKkux penpeccuit B PC (A)».

1.4 Bxmouenue rpaxkaanunHa B Peructp JIJIO sBmsercs ocHOBaHWEM IS
BBIIIUCBHIBAHUSI €MY pPELENTOB Ha TOJYyYEHUE JIEKQPCTBEHHBIX IIpenapaTos,
meauiuHckux usnenauit u CIUII GecriaTHO ¢ MCHOIB30BaHMEM (DYHKITMOHAIBHBIX
BO3MOXHOCTEH  WH(OpMAIMOHHOW  CUCTEeMBI  «JIBbrOTHOM  JIEKapCTBEHHOE
oOecrieyeHuey.

2.CocraB undopmanuu u cxema HHGOPMAIMOHHOTO OOMEHA.

2.1.Cnuckn PecnyOnMKaHCKMX JBIOTHHUKOB, cOMIacHO 1. 1.3.2. mepBoro m
NATHAAUATOI0 YHCJIA KaXKIOro mecsina (GOpMHUPYIOTCS B €IUHBIA peecTp U IO
kaHaimy ViPNet uwepe3 Tpancnoptabiii cepsuc EPMUC nampasmstores B OAO
«Caxadapmarus»;

2.2.Bce ocranpHbie JTroTHUKKM OOHOBIsIOTCS depe3 I'BY PC () «APMHUAIL
exKeMecsIHO (110 He0OXOAMMOCTH YaIlie);

3.CBenenuss B Peructp JUJIO rpaxknaH, uMEOMUX TMpaBo Ha obOecreueHue
JIEKapCTBEHHBIMU npenapaTamu, MEJIULIMHCKUMU U3JICIIUSIMU u
CHEIUATN3UPOBAHHBIMA MIPOJIYKTaMH JICUEOHOTO TMHUTAHHS, OTIMYCKAEMBIMHU II0
peuienitaM  Bpaded OecratHo, 1. 1.3.2. BHOCATCS BpadyamMH, BeAyIIHMMH
amMOyJIaTOPHBII NMPHEM, CTPOrO B COOTBETCTBUU C MOJOXKEeHUsIMU [IpaBuTenbcTBa
P® ot 30.07.1994r. Ne890 «O rocyaapCTBEHHOM MOICPKKE PaA3BUTHUS MEIUITMHCKON
MPOMBINIJICHHOCTH U YJIYYIIEHUHW OOECTeUeHUs] HaCeIeHUS U  YUPEKICHUM
3IpaBOOXPAHEHUs JICKAPCTBEHHBIMU CPEJCTBAMU U U3JCIUSIMH MEIUIIUHCKOTO
Ha3HAYCHUSD.

4 Ilopsinok Benenusi Peructpa Pecny0iamkaHCKUX JTbIOTHUKOB

4.1.Buecenne (M3MEHEHHE) NaHHBIX O Jbrotax rpaxaanuHa B Peructp JIJIO
BBITIOJIHAETCST TP €ro JIMYHOM OOpalleHUud B MEIUIIMHCKYI0 OPTaHHU3aIIo,
YIOJIHOMOYEHHYIO Ha BeaeHue Peructpa JIJIO, Kk KOTOpON NPUKpPEIUIEH JaHHbIN
IpaK/1aHWH;

4.2Ilepen BHecenueM cBeaenuii B Peructp JIJIO rpaknanuH [nomkeH OBITH
INPUKPEIUIEH K MEIULUUHCKON OpPraHU3aluy B COOTBETCTBUU C NpukazoM M3 PO or
26.04.2012r. Ned06n «O6 yrBepxknenuu Ilopsaka BbiOOpa TpakJaHUHOM
MEJIMIIMHCKOW OpraHu3alluy MpHU OKa3aHUU €My MEIMIIMHCKOW MOMOIIM B paMKax



IpOrpaMMbl  TOCYJapCTBEHHBIX TapaHTUN OECIUIATHOTO OKa3aHWs TpaxaaHaM
MEJIUIIMHCKOM ITOMOIIN;

4.3 I'paxxjaHuH UMEET PaBO Ha MOJyYEeHUE JIEKAPCTBEHHOIO0 00ECTICYEHHS IO OJTHOM
UM HecKobKUM KateropusiM. B Peructp JIJIO BHOcATCS BCe KaTeropuu, K KOTOPbIM
MOKET ObITh OTHECEH I'PaXKJaHuH.

4.4.Buecenne gaHHeix B Peructp JIJIO npousBoauTCS HAa  OCHOBAHUHU
MOATBEPAKAAIOIMIUX JTOKYMEHTOB, TPEACTABISEMBIX TIpPaXIaHUHOM. PEKBU3UTHI
MOATBEPKAAIOIINX JOKYMEHTOB, IPEACTABICHHBIX ITPaK/IaHAMH, BHOCATCS B Peructp
JUUIO Bpauamu, BeaymuMHu amMOyIaTOPHBIM MpPHEM, C YKa3aHHEM COCTaBa M CpoOKa
JEUCTBUS KATETOpUHU, K KOTOPOH OTHECEH IPAXKIAHUH.

4.5 1lonHblil IEpEYEHb KAaTErOpUid TpakAaaH MPUBEIEH B NpuiiokeHHH Ne2 mnpukasza
Munucrepctsa 3apaBooxpanenus PC (1) Ne01-07/2707 ot 21.12.2016r.
S.IIpekpamenue yuera

5.1.0cHOBanusAIMM I8 TpeKpalieHust JeucrtBus ceenaeHun Peructpa JIJIO o
IIPUHAJICKHOCTH TpaXJaHWHA K 4YHCIYy JIMI, MMEIOLUX IPaBO Ha IIOJIYYEHHE
JIEKapCTBEHHBIX MpenapaToB, MeauIMHCKuX uznenuit u CIUIII 6ecrinaTHO SBASIOTCS:
5.1.1.hcreuenune cpoka IeMCTBUS MPaBa Ha MOJIYYEHUE JICKAPCTBEHHBIX IIPENapaToB,
meauuuHckux uzgenud u CIUIID GecruiatHo (B T.4. HACTYIUIEHME NPEAEIbHOIO
BO3pacTa, 10 KOTOPOTO ACUCTBYET JIbIOTA).

5.1.2.1lpekpanienre 0OCTOSATENbCTB, HA OCHOBAHUM KOTOPBIX IPAKIAHUH OTHECEH K
COOTBETCTBYIOILEH KaTErOpHUH.

5.2.0cHOBaHMsAMM IS NIPEKpalleHus yuyera rpaxxaannaa B Peructpe JIJIO sBusroTes:
-CMEHAa MECTa KUTEIbCTBA

-BBISIBJICHHE OLTMOOYHBIX 3aMHCel

-BBISIBJICHUE TyOJIMPYIOIINX 3anucei

-CMEPTh 3apETUCTPUPOBAHHOIO JINLIA

5.3Jlns  obecnedeHUs:  PETPOCIEKTHBHOTO  ydeTa  3aluceid  MPOU3BOJIUTCA
apxuBupoBaHue 3amucedl Peructpa JIJIO OTBETCTBEHHBIM JIMLIOM MO YUYPEKICHUIO
AxosnebiM [LII. mnpu mnocryrieHnn wuHPOpMaUU OT Bpaudei, BEIyIIMX
aMOyJIaTOPHBIN TIPUEM.



