JENMAPTAMEHT 3JIPABOOXPAHEHMUS
TOMCKOM OBJACTH

ITPUKA3
/{)' pf /lz/fj' r. Tomck Ne %

O BHeceHuM M3MEHEHUH B IpuKa3 JlenapramenTa 3xpaBooxpaneHus: ToMcKoit 061acT ot
10.01.2013 Ne2

B memsix mnpuBejeHHs HOPMAaTUBHOIO aKTa B COOTBETCTBHE C JeHCTBYIOLAM
3aKOHO/ATeNbCTBOM IIPUKA3BIBAIO:

1. Bmecrm B mnpukasz J[lemapramenta 3japaBooxpaHeHus ToMckoit o6macTu oOT
10.01.2013 Ne 2 «O mopsjke mnpenocTaBlIeHMsl CBeAeHH s BemeHus DeepanbHOro
perucrpa u obecrmeveHusl JIEKApCTBEHHBIMH —IIpenapataMd  OONBHBIX — reModuIIHei,
MYKOBHCLUIO30M, TI'MIO(U3apHBIM HAHU3MOM, O0Ne3HBI0 Iome, 310KaYecTBEHHLIMU
HOBOOOPa30BaHUSMY JTUM(OMTHOH, KPOBETBOPHOIM M POACTBEHHBIX UM TKaHEH, PacCesIHHBIM
CKJIEpO30M, a TalOKe II0CNe TPAHCIUIAHTAlMM OPraHoB M (WJIM) TKaHel» Clemyronue
U3MEHEHUS:

1) B mpeamOyne mpukasa CI0Ba «IpHKa3aMd MHHHCTEPCTBA 31PABOOXPAHCHUS K
comuanpHoro passutus Poccuiickoit @epepanuu ot 19.10.2007 Ne 650 «O dbopmax 3asiBOK
Ha TIOCTaBKY JICKApPCTBEHHBIX IIPENAapaToB, IPEJHA3HAYEHHBIX [UIs JICYEHHUS! OOJIBHBIX
3JI0KQYeCTBEHHBIMU HOBOOOPA30BaHUAMH JTUM(OUIHOM, KPOBETBOPHON M POJCTBEHHBIX MM
TKaHe#, reMopmiIned, MyKOBHCIMAO30M, THIO(PU3APHBIM HAHU3MOM, OOJe3HBIO 1 orme,
PacCesHHBIM CKJIEPO30M, a TaK)Ke IIOCNe TPAHCIUIAHTAllMU OPraHoB M (WJM) TKaHeil», OT
04.04.2008 Ne 1621 «O nopsixe Besienus PeiepaibHOro perucTpa 60JbHBIX reMopUIIHei,
MYKOBUCIHIO30M, THIIO(QU3APHBIM HaHU3MOM, OONIE3HBIO lome, 3I0KAYeCTBEHHBIMU
HOBOOOPA30BaHUSAMH TUMQOUTHOH, KPOBETBOPHOM M POJCTBEHHBIX MM TKAaHEH, PACCESTHHBIM
CKJIEpO30M, a TaKXe II0CJ]Ie TPAHCIUIAHTAIlMK OPraHoB M (MIJIM) TKaHeW» (1ajiee 1o TeKCTy -
npukas Ne 162H)» U3710KUTH B HOBOU peaKIiuu:

«prKa3zoM MUHHCTEPCTBA 3APABOOXPAHEHHS] M COLUAIBHOIO PasBUTHs Poccuiickoit
®ezeparmr o1 19.10.2007 Ne 650 «O ¢opmax 3asBOK Ha MOCTABKY JIEKAPCTBEHHBIX
IpernaparoB,  MNpeJHa3sHAYEHHBIX i1 JIeYeHUsST  OOJNIBHBIX  3JI0KAYECTBEHHBIMU
HOBOOODA30BaHUAMM  JIUM(OMIHOM, KPOBETBOPHOW ¥  POJCTBEHHHIX KM TKaHEH,
reMoQuieid, MyKOBUCIHI030M, THIIO(PU3APHBEIM HAHK3MOM, 00Jie3Hb0 ['ole, paccessHHBIM
CKIEpPO30M, a TakKe IOCJe TPaHCIUIAHTAlMM OpPraHoB M (WJIM) TKaHeW», NPHUKa30M
Munucrepcrsa 3apaBooxpanenus Poceuiickoit @enepanuu ot 15.02.2013 Ne 691 «O Mepax
1o peanu3anuu nocranosinenus IlpasurenscrBa Poccuiickoit @enepanmu or 26.04.2013 Ne
404 «OO6 yrBepkmeHMH MpaBUI BejeHHs DenepatbHOrO perucTpa JHUI, OOJNBHBIX
reMouimel,  MyKOBHCIMZO30M, THIO(QU3APHBIM  HAHWU3MOM, OonesHblo  Iomre,
3J1I0KaYeCTBEHHBIMU HOBOOOPA30BaHUSIMH JTUMMOUIHOM, KPOBETBOPHON M POACTBEHHBIX MM
TKaHEH, PacCesiHHbIM CKJIEPO30M, JIHI| IIOC/Ie TPAHCIUIAHTALMM OpPraHoB M (WiM) TKaHei
(manee o Texcry — mpuka3 Ne 69H)»;

2) B IpUIOXKEHHH | K yKa3aHHOMY IPUKA3Y:

a) HOMIMYHKT «I» IyHKTa 1 JONONHUTH CIOBaMH «IO (JOPME, YTBEPIKIEHHON
nprKkasoM MuHKMCTEpCTBAa 31PABOOXPAHEHUS M CONMAIBHOTO pasBUTHA Poccuiickoii
®epnepannu ot 19.10.2007 Ne 650 «O ¢dopmax 3asBOK Ha IIOCTAaBKY JIeKapCTBEHHBIX



IpernaparoB,  NpeJAHA3HAYEHHBIX  JUIS  JIEYeHHs]  OOJBHBIX  3JI0KAYECTBEHHBIMU
HOBOOOpa30BaHMAMHM  JUM(OUIHONW, KPOBETBOPHONM ¥  POJACTBEHHBIX UM  TKAHEH,
reMo(unmeli, MyKOBHCIHI030M, TUIIO(GU3APHBIM HAHI3MOM, 00Je3HbI0 1 o1me, paccesHHBIM
CKJIEPO30M, a TaKXKe I10CJIe TPAHCIIaHTAI[UK OPraHoB M (WJIM) TKaHEH);

0) myHKT 2.1. M3JIOXHUTH B HOBOM pelaKiiyu:
«2.1. Opranusyor (o0ecrednBaroT):

a) Ha3zHaueHWe  CIEIHAJIUCTA, OTBETCTBEHHOI'O 32  JIOCTOBEPHOCTH U
CBOEBPEMEHHOCTb IIPE/IOCTABJICHUS] CBeJleHnH s Belenus DejepanbHOro perucrpa,
[PUKA30M PYKOBOJIUTEISI MEIUIIMHCKOM OpraHu3aIiuy;

0) 3anonHeHMe B 3JIEKTPOHHOM BHJE MM Ha OymaxHoM Hocurelsie ¢popm Ne 01-DP,
Ne 02-OP, Ne 03-@P B cooTBeTcTBHM C IpuiIoxeHusmu 2, 3, 4 x npuxazy Ne 69H, Ha
GonbHbIX B3H, KOTOPBIM OCYLIECTBIIAIOT BBIECKY PELEHTOB Ha JEKAPCTBEHHBIE IPENapaThl
B COOTBETCTBHH C 3aKJIIOYEHHUEM IIABHOT'O BHEIIITATHOT'O CIIEI[HAIMCTA;

B) yuer 6onpHBIX B3H 1o xaxmaomy 3a00j1€BaHHIO;

) BBIIMCKY PEIENTOB Ha JIEKAPCTBEHHBIE Mpenaparhl s Jedenus 601bHbx B3H B
COOTBETCTBHHU C 3AKIIFOYCHHEM IJIABHOTO BHEMITATHOIO CIENUAINCTA (JIMIA 3aMEeMIaroIero)
u ¢ pacnopspkenueM IlpaBurtensctBa ot  31.12.2008 Ne 2053-p «O muepeune
HEHTPAIM30BAHHO 3aKyMaeMbIX 3a CYET CPeJCTB (elepaabHOro OI0JpKeTa JIeKapCTBEHHBIX
cpenctBy. Jlisi BHOBb BBISABJICHHBIX IpaXJaH, HE BKIIOYEHHBIX B 3asBKy Ha I1OCTABKY
JIEKapCTBEHHBIX IIPENaparoB B TEKYIIEM TOXy, BBIIMCKY pPELENTOB OPraHu3yioT B
HHIUBUIYalbHOM  IIOpSAAKE HAa OCHOBAHMM  3aKJIOYEHHWS] TJIABHOI'O  BHEIITATHOTO
crienuanMcra  (Jdma  3aMelaloliero) M 10 COrNIacOBaHUIO ¢ JlemapraMeHToM
31paBooxpaHeHus Tomckoit obactu;

1) KOHTPOJIb 32 CBOEBPEMEHHOM BBHIITMCKOMN PELENTOB Ha JIEKapCTBEHHBIE MPEHapaThl
JuIs JiedeHus: 0oabpHBIX B3H;

€) BEICHME peecTpa BBINMCAHHBIX PEHENTOB W WHOW  [PedyCMOTPEHHOI
JEHCTBYIOIIMM 3aKOHO/IaTeIbCTBOM OTYETHOCTH

K) 3aIUTy MHOOPMAIIMOHHBIX PECYypCOB, COJEPXKAIMX IEPCOHANBHBIE JAHHbIE
oonpHBIX B3H, 0T B3710Ma U HECAHKIIMOHUPOBAHHOT'O JIOCTYIIA. »;

B)  IYHKT 2.2. U3JIOXKUTH B HOBOU PEAKI[HH:

«2.2. Ilpencrasisror B JlemapraMeHT 31paBooXpaHeHUs ToMCKON 00acTu Ha GyMakKHOM U
(M) HaA DJIEKTPOHHOM HOCHTENSIX € OOECIEeUeHHMEM 3allUThl MMEPCOHANLHBIX JAHHBIX B
COOTBETCTBMH C 3aKOHOJATeNbCcTBOM Poccuiickoit @eneparuu:

a) ¢opmy Ne 01-OP «HampasieHue Ha BKIIOUCHHE CBE/ICHHH (BHECEHUE M3MEHEHU
B cBeleHus) o OompHOM B @exepanbHblii perucTp JumI, OOJBHBIX TreMo(uUIUeH,
MYKOBHCLIAJIO30M, THIOQU3ApPHBIM HaHU3MOM, Ooyie3Hbio ['olme, 3/10Ka4ecTBEHHBIMU
HOBOOOpa30BaHUSIMH JTUM(POUIHON, KPOBETBOPHOM U POJACTBEHHBIX UM TKaHEM, PaccestHHBIM
CKJIEPO30M, JIMI] I10CJI€ TPAHCIUIAHTALUU OPTraHoOB M (MJIM) TKaHEe», COrJIaCHO MPUIIOKEHUIO
2 x mpukasy Ne 69H, B TeueHue msatu pabouux JHeW ¢ MOMEHTA MMOJIyYEHHs] MeIUIUHCKON
OpraHM3anyesl MUCHbMEHHOI'O 3aKJIIOYEHHs IJIABHOI'O BHEINTATHOrO CIenuanucra (JIuia
3aMeEIIaIOIEro) COOTBETCTBYIOMIEIO IPOGUIIA, a TAKXKE B CIIydae U3MEHEHHUS IEPCOHABHBIX
JAHHBIX OOJIBHOI'O MIIH €r0 MPUKPEIUICHUS] K METUIIMHCKOU OpraHu3alluy;

0) KONMIO MHCBMEHHOI'O 3aKJIIOYEHHMs INIaBHOTO BHEIITATHOrO CIenuaiucra (JImIa
3aMEeIIAloIIero) COOTBETCTBYIONIETO MPOQMIIsS IpPHU YCTAHOBJIEHHH JUArHo3a BIEPBHIE: O
HaJIM4YUK 3a00J1€BaHusl, TOTPEOHOCTH B JIEKAPCTBEHHOM IIpernapare;

B) KOIMIO NHCBMEHHOI'O 3aKJIIOYEHMs TJIAaBHOI'O BHEINTATHOrO clelraiucra (JIuia
3aMEIAloIEero) COOTBETCTBYIOINEro NMpoduisi Ha OOJBHBIX, BKIIOUEHHBIX B DejepanbHbli
PErucTp, B Cllydae M3MEHEHMs JUarHo3a, CXEMbl JIEYCHUs, IOTPEeOHOCTH B JIEKAPCTBEHHOM
npenapare, B TeUEHHE ISATH pabouuMx JHEH ¢ MOMEHTa IOJyYeHHs JaHHOI'O 3aKJIIOYEHHUs
MEIULIMHCKONW OpraHu3aluei;

I) KOIMIO IMHCBMEHHOIO OTKa3a ITallMeHTa OT IpHeMa JICKApCTBEHHOI'O Iperapara



W/UIA OT JIEYeHHsl B Cllydae, €CIH IAlHMeHT OTKA3bIBAETCS OT MPUEMA JIEKAPCTBEHHOIrO
nperiapata u/Wik OT JiedeHus (C MOCHeMyIONMM HAlPaBICHHEeM [allMeHTa Ha TIOBTOPHYIO
KOHCYJILTallMIO K IIIABHOMY BHELITATHOMY CIELMAJIMCTY COOTBETCTBYIOIIETO Mpouis ¢
LEJIBIO ONPE/IECNICHN JalbHEHIIeH TaKTHKY JICYCHHS ),

n) Gopmy Ne 02-OP «M3BemieHue 06 MCKIIOYEHUM CBEJCHHH O OGONBHOM M3
DeziepaibHOrO PErucTpa Jul, GOJNBHBIX reMOGUINeH, MyKOBUCLH030M, THIIODU3APHBIM
HaHU3MOM, Oone3npio Il'orme, 3710KaYeCTBEHHBIMU HOBOOOPA30BaHMSMM JTHUM(OUIHOIN,
KPOBETBOPHOW W POJCTBEHHBIX MM TKaHEH, pPACCESHHBIM CKJIEPO30M, JIHI[ IOCHe
TPAHCIUIAHTALMK OPraHOB M (WJIM) TKaHEH», COTIaCHO MPHIOKEHHIO 3 K npukasy Ne 69H, B
TEYEHUH IIATH PabOUMX JHEH C JaThl MOCTYIUIEHHs CBEJECHHH O BBIE3le OOJBHOIO 3a
npezensl TeppuTopun ToMckoi 0651acT B CBS3M ¢ HU3MEHEHHMEM MECTa )KUTEIhCTBA MM HA
Cpok Oojiee 6 MecsLeB, a TAKXKE B Clydae CMEPTH OOJILHOIO;

€) HMHBIE CBEJEHMs, HEOOXOAUMBIC JUIs aKTyalu3allMd JaHHBIX DenepaibHOro
peructpa, 1o 3anpocy JlenapramenTa 31paBooxpaneHust TOMCKOM 061acTu. »;

I) IYHKT 3 U3JIOXKUTH B HOBOM PENaKIMU:

«3. YrpasiieHue 3/[paBooXpaHeHus aqMuHucTparmu I'opona ToMcka:

a) OCYLIECTBISIET KOHTPOJIb 32 CBOEBPEMEHHOCTBHIO IPEJOCTABICHUSI CBEICHHUIMA 110
dopmam Ne 01-DP, Ne 02-OP, yTBepskieHHBIM TpuKazoM Ne 69H;

6) ocymecTBisIeT GOPMUPOBAHKE 3asIBOK HA [OCTABKY JIEKAPCTBEHHBIX MPENAPaTOB
Ha rpax/ia, BKIIOYEHHBIX B Denepanbubiii peructp no B3H, ¢ yuerom morpeGHocta u B
coorBeTcTBHU ¢ Pacnopsbkennem IpaBurenscrBa Poccuiickoit @eneparmu ot 31.12.2008 No
2053-p «O mnepeyHe LEHTPATU30BAHHO 3aKYyNAEMbIX 3a CYET CPENCTB (heIepaNbHOro
OroJpKeTa JIEKapCTBEHHBIX CPEACTBY», HMHBIMH HOPMATMBHBIMH IIPABOBBIMH aKTaMH B
ycTraHoByieHHbIe JlenapraMenToM 3/ipaBooxpanenus ToMckoit obnactu Cpoku;

B) IpEJCTaBIIsIeT Ha corylacoBaHue B JlemapramMeHT 31paBooxpaHeHusi ToMmckoii
o0iacT 3agBKM Ha IOCTABKY JEKAapCTBEHHBIX IIperaparoB Mo (opMe, yTBEpKICHHOI
nprKa3oM MMHUCTEPCTBA 3pPaBOOXPAHEHHS M COIHMAIBHOIO pasBUTHS PoccHiicKoit
®epeparuun ot 19.10.2007 Ne 650 «O dopmax 3assBOK Ha MOCTABKy JIEKAPCTBEHHBIX
npernaparoB,  NpPeAHA3HAYEHHBIX  JUISL  JIeYeHWS  OOJNIBHBIX  3JI0KAYECTBEHHBIMHU
HOBOOOpa30BaHMAMU  JUMGPOUIHON, KPOBETBOPHOW W  POJACTBEHHBIX MM  TKaHEil,
reMoQuiiei, MyKoBUCIMI030M, THIOGU3APHBIM HAHH3MOM, 00JIe3HbI0 1 0mIe, paccesHHBIM
CKIIEpO30M, a TakXKe II0Cie TPAaHCIUIAHTAUUM OpraHoB u (WiIM) TKaHeH», u
epCOHU(PUIIMPOBAHHBIEC CBEICHHUS K HElf;

I) NIpPUHMMAeT COBMECTHO ¢ JlemaprameHTOM 3ipaBooxpaHeHust ToMckoil o6nactu
ydyacTHe B IPOBEPKE paAIMOHAJIBHOCTH U CBOEBPEMEHHOCTH HAa3HAYEHWs, BBINUCKH,
UCIOJIb30BAHMS JIEKAPCTBEHHBIX IPENaparoB, MpeJHA3HAYCHHBIX IS JIEYSHUs] OOJNBHBIX
B3H, BHOCAT NpeMIOKeHHs M0 IOBBILEHHIO KauyecTBa OKa3aHWs UM JIEKApCTBEHHON
MIOMOIITH.»;

1) TOMIYHKT «0» IIyHKTa 4 M3JIOHTh B HOBO# pefakiuu: «0) IpesocTaBiseT B
HenapramenT 3apaBooxpaHeHust Tomckoit obmactu ¢opmy Ne 05-OP «Csemenusi 06
OTIMYMIEHHBIX JIEKAPCTBEHHBIX IIpernaparax, IpelyCMOTPEHHBIX MepPEeYHEM JIEKAPCTBEHHBIX
IpenaparoB, JMIaM, 00IbHEIM reMopuiInel, MyKOBHCIHI030M, TUITOPHU3APHBIM HAHM3MOM,
Gonesnpro I'omte, 310kauecTBEHHBIMU HOBOOOPA30BAHUSIMHU JIMM(BOHUIHOMN, KPOBETBOPHON U
POJICTBEHHBIX MM TKaHEH, paCCESHHBIM CKJIEPO30M, JIUIAM I10CJIe TPAHCILIAHTAIIMH OPraHoB
¥ (MIM) TKaHeH, anTeyHod opraHusanueil», CoriaacHo NPHIOKEHHIo 7 K mpukasy Ne 691, B
DJIEKTPOHHOM BHJIe M Ha OyMa)XKHOM HOCHUTENE eXeMecsyHo, He mo3aHee 10 ymcia mecsna,
CJIEZYIOIIETO 33 OTYETHBIM;»;

€) HOAIMYHKT «B)» IIYHKTa 4 M3JI0KUTH B HOBOH PEIAKIMK: «B) 3aojHsIeT hopmy Ne
06-®P «CpezmeHuss O BBIIMCAHHBIX U OTIYIIEHHBIX JIEKAPCTBEHHBIX IIpenaparax,
IPEeyCMOTPEHHBIX  IIEpEYHEM  JICKapCTBEHHBIX  IIpenaparoB, IMpEACTaBlISeMble B
MunucrepcrBo 3apaBooxpanenust Poccuiickoit @epepanuu st GOPMUPOBAHKS M BEICHUS



DeiepallbHOTO PerucTpa Jul, GONBHBIX TeMOMUIINEeH, MyKOBUCIHIO030M, IHIOMU3APHEIM
HaHU3MOM, Ooie3Hbio [omie, 3710Ka4eCTBEHHBIMH HOBOOOPA30BAHMSAMU  ITHMMOUIHOM,
KPOBETBOPHOW ¥ DPOJCTBEHHBIX MM TKaHEH, pACCESHHBIM CKIEPO30OM, JIHIl IIOCIE
TPAHCIUIAHTALUKM OPraHoB U (WJIM) TKaHEH», COINacHO NPUIOKEHHIO 8 K mpuxazy Ne69u ¢
y4eroM TpeOOBaHMH MHCTPYKIMH II0 3amojiHeHuto (opmel Ne 06-®P, cormacho
IPUIIOKEHHUIO 9 K nipuKaszy Ne69w;

pasMemaer exemecsyno ¢opmy Ne 06-@P B BHAe SJIEKTPOHHOIO JOKyMEHTa B
MH(pOPMAIMOHHO-aHAIMTHYECKOH cucTeMe Munsipasa Poccun «®DeepanbHbrit peructp
OOIBHBIX CEMBIO BBICOKO3aTPATHBIMU HO30JI0OT UsIMH;»;

K) TOAIYHKT «B» IYHKTa 6 HM3JIOXUTh B HOBOW PENAKIUHU: «B) MPEIOCTaBISET B
MunucrepeTso 3xpaBooxpanenus Poccuiickoii ®esepaiyu Ha GyMaXHOM HOCHTENE U (mm)
B 3JIEKTPOHHOM BHUJie CBeJieHUs 0 601bHOM 110 opme Ne 04-DP coriacHo NpuUIoKeHHIo 5 K
npukasy Ne 69H, B Teuyenwe maTH paboumx AHEH ¢ JaThl 1OJIy4eHHs HANPABICHHUS WM
U3BEIIEHUS OT MEJUIMHCKUX OpraHU3aIUii;;

3) TOANYHKT «T» IIyHKTa 6 H3IOXKHTH B HOBOH pPENaKIMM: «T) OCYIIECTBIISET
KOHTPOJIb 32 CBOCBPEMEHHBIM pasmelneHrneM B MHpopManmoHHO-aHAINTUYECKOH CHCcTeMe
Munsnpasa Poccnn  «@enepanbHblii  perucTp OONBHBIX CEMBIO  BBICOKO3ATPATHHIMH
HO30JIOTHSAMH»  CBE/ICHUH, MpPeNyCMOTpPeHHBIX Qopmoit No  06-DP, yrBepxIeHHO
npuioxenueM 8 k nmpuxaszy Ne69H;».

3) B IpUIOXKEHMH 2 K yKa3saHHOMY Mpukasy cioBa «MBamaumkoBa O.A. - u.0.
HayaJlbHUKAa OTAeNda KayecrBa M O€30IIaCHOCTH MEAUIMHCKOM IIOMOIIY, TJIABHBIH
CIELHANINCT — TJIaBHBIM TepaneBT JlemaprameHTa 3apaBooxpaHeHuss TOMCKOH o6iacTiy
3aMeHUTh cioBaMu «lMBannukoBa O.A. - HaYaJbHUK OTJENa KauyecTBa M 0O€301aCHOCTH
MeJUIUHCKOM oMoy JlenmapramenTa 3apaBooxpanenust ToMckoi obmactu.

2. KOHTponb 3a HCIIOJHEHHEM HACTOSIIEro IPHKa3a BO3JIOKHUTh HA 3aMECTHUTENIS
HavajlbHMKa JlemaprameHTa 3[paBooXpaHeHUss TOMCKOW o0mactd 1O  JiedeOHO-
npodunakruyeckoit padbore Tumomuny E.JI.

HavaneHuk nenapramenTa 0O.C. KobsixoBa

MusypkuHa



