IIOCTAHOBJIEHUE XAJIbMI'
INPABUTEJILCTBA TAHhYUNH
PECIIYBJIIMKHA 3AJIBPH
KAJIMbBIKHUA TOI'TABP
oT 14 suBaps 2016 r. No 11 r. Diucra

06 yrBepxxneruu Ilopska obecnieueHns rpakaaH IeKapCTBEHHBIMHU IIpelapaTaMu
¥ CIELHAaTU3UPOBaHHBIMU IIPOTyKTaMHU JIeueOHOT0 IIUTAHMS IS JICUEHHS
3a00JeBaHNN, BKIFOUSHHBIX B IIEpEUEHE XXKU3HEYTPOXKAIOIINX M XPOHHIECKAX
IPOrPECCUPYIOIINX peaKuX (opdhaHHbIX) 3a00IeBaHMA, IIPUBOASIINX K COKPAIIEHUIO
IIPOZIOIDKUTEILHOCTH XKU3HHU I'paXkad WK UX UHBATUIHOCTH, TTPOKUBAIOIITIX
Ha Tepputopun Pecriybnuku KanMeikus

B cootBercTBUU ¢ PenepansHBIM 3ak0oHOM OT 21 HosiOps 2011 r. Ne 323-03
«O0 ocHOBax OXpaHBI 30pOBbs TpakmaH B Poccuiickoit Deneparmu», 3aKOHOM
Pecniy6nuxu Kanmeikus ot 24 certsaops 2014 r. Ne72-V-3 «O HeKOTOpPHIX BOIpOcax
B ctepe oxXpaHBl 3M0pOBBI IpaxaaH B Pecmybnmke Kammeikusy» IIpaBUTENBCTBO
Pecry6nuku KanMpIKus moCTaHOBIISIET:

1.  VYrBepmutre  npunaraemeli  Ilopsgox  obecmeueHws — rpaxnpaH
JIEKapCTBEHHBIMYU MpelapaTaMui CIIeNHaTU3UPOBAaHHBIMUA MPOAYKTaMH JiedeOHOro
IIUTaHUS A JIe4eHus 3a00JeBaHui, BKIFOUEHHEBIX B IIepeUeHb KU3HEYTPOKAIOIINX 1
XPOHUYECKUX IIPOTPECCUPYIOMMX pelkux (opdaHHbIX) 3aboneBanmit, MPUBOASIINX K
COKpAILICHUIO IIPOJOJDKUTENBHOCTU JKU3HM TpaXKHaH WM WX HHBAIMTHOCTH,
IIPOKUBAIOIIMX Ha TeppUTopuH PecrryOnrku KanMbIkus.

2. Omnpenennts MunucTepcTBO 31apaBooxpaHeHus Pecrmybmuku KamMmerkus
YIOJHOMOYEHHEIM OPraHOM HCIOJHUTENHHOM BJIACTH TIO BEIESHUIO PErMOHANBHOTO
cerMeHTa enepalbHOIO perucTpa JHI, CTpajarolldx peakuMmu (opdaHHBIMHA)
3a00JIeBaHUSAMM, IPUBOASIIAMH K COKPAIEHHIO IIPOJOJDKUTENHHOCTH JKH3HU

rpaXkiaH WM UX WHBAIATHOCTH.
3. Hacrosmiee mOCTaHOBIEHHME pACIPOCTPAHAETCd HAa IPAaBOOTHOILECHHS,

P

BozHuKkime ¢ 1 suaBaps 2015 ropa.

IIpencenarens IlpaBuTenscTBa

Pecny6muxu KanMeikus H. 3otos




Y1BepxIeH

nocradoBieHreM [IpaBUTENBCTBA
Pecny6uxu KamMbikus

ot 14 guBaps 2016 . Ne 11

Iopsinox
obecrieuenus rpaXk1aH JIEKapCTBEHHBIMHU IIpenapaTaMu 1
CHeNAaIM3UPOBAHHBIMY IIPOXYKTaMH 1€4e0HOT0 IIUTaHUS IJIsL Te4eHIA
3aboseBaHN}i, BKIIOYEHHBIX B ITIEpEeUEHb KU3HEYTPOXKAIOMIMX 1 XPOHUIECKUX
TIIPOTPECCUPYIOLINX PeaKHX (Op(aHHBIX) 32001€BaHMH, TPUBOAIIINX K
COKpAIIEHHIO POJOIDKUTEIFHOCTH XU3HH TPKIAH WIK UX HHBAIIMIHOCTH,
IPOXXMBAIOIIKX Ha TeppuTopur Pecmybmuku Kanmpikus

I. OO61ue 100X EHUS

1. Hacrosmuit [lopanok ompezienseT MeXaHu3M ydeTa i o0ecledeHus rpax/iaH,
3aPETHCTPUPOBAHHEIX B YCTAHOBICHHOM IOpSAKE Ha TeppUTOpMH PecryOiuky
KanMplkusi, CTpafailomux  3a00lleBaBMAMY,  BKIIOYEHHBIMH B II€PEHCHB
XKH3HEYTPOXKAIONMX M XPOHUYECKHX IPOTPECCHPYIOIMX penkux (opdaHHbIX)
3a00NeBaHyi, IPUBOASIIMX K COKPAaIEHHIO HPOMODKMTENBHOCTH XXU3HK IPaXIaH
VI UX HHBATHIHOCTH (33 HCKIIOUEHWEM 3a00IeBaHMH, YKa3aHHEIX B MYHKTE 2 9acTH
1 crateu 15 ®enepanpHoro 3akoHa «O6 OCHOBaxX OXpaHbI 3M0POBBS I'PaXA3H B
Poccuitckoit ®epepanuu») (manee COOTBETCTBEHHO — TpaXAaHe, CTPafarollre
penkumu  (ophaHHbIMK) 3a0oNeBaHHAME; penkue (OpdaHHEIE) 3a00JIeBaHAA),
JIeKapCTBEHHBIMY TIPETapaTaMy ¥ CIeLHali3UpOBaHHBIME POIYKTaMH J1ede6HOro
IWTagMs Tpd JledeHud B  aMOyNaTOpHBIX YCIIOBHSX 3a CHET  CPEJICTB
PECIyOIMKaHCKOTO OI0KETA.

2. Tpaxnamam, cTpajaoluM penxuMu  (opdaHHBIME)  3a00IeBaHUAMH,
rapanTupyeTcs OeciulaTHOe obecredeHHe JIEKApCTBEHHBIMU —IpeEnapaTtamu U
CIICLHaNnM3UPOBAHHEIME POAYKTAMH JIe4eOHOTO IHTaHWs TpH aMOyIaTopHOM
JIEeYeHWH B COOTBETCTBHHM C YTBEPXKIEHHBIMY CTaHIAPTAMH MEIULUHCKON ITOMOIIH,
IEeHCTBYIOIMM 3aKOHOIATEIECTBOM M COIIacHO IlepeuHio >KM3HEYTPOXAIOMNX U
XPOHHMYECKHUX TIPOTrPECCUPYIOIMX PeKUX (Op(anHHbIX) 3ab0neBaHuH, MPUBOAAIIIX K
COKpAaIleHHIO TPOJOJDKUTENPHOCTH JKH3HM TIpaXJaH WIM KX HHBaMIHOCTH,
yTBepKAeHHEOMy IlocranosienneM IlpasuTenscTBa Poccuiickoit (denepalyd OT
26 anpens 2012 r. Ne 403 «O mnopsnxe senenuss DenepalbHOrO PErucIpa JIHL,
CTpafaoNIUX XUIHEYTPOXKAIOUTUMHU B XPOHUYECKUMH NIPOIPECCUPYIOMUMH PEAKAMU
(opharsbMy) 3a60JCBaHUAMH, IPUBOAAIIMME K COKPAIEHHIO IPOJOIIKHTENPHOCTH
YKU3HU TPAKIAH UITH UX WHBATUJHOCTH, ¥ €0 PErHOHAIBHOTO CETMEHTa.

3. Kourpoms 000OCHOBaHHOCTM  HasHAueHWs  BpauioM (benmpamepom)
MEIUIIHCKUX OpraHH3aluii JIeKapCTBEHHBIX INpeaparoB U CIeUHaTH3UPOBAHHbBIX
IIPOJyKTOB JIe4eGHOTO NHUTAaHMsS OCYLIECTBISETCS BpaueOHOH KOMHCCHEH JaHHOH
MeOUIMHCKON OpraHu3alyu.

4. Konrponsr paGoOTBl MEIWIMHCKMX  OpraHHM3aliid  OCYIIECTBIAETCS
MHuHHCTEPCTBOM 31paBooxpaHenys PecnyOnuku KanMbIkus.



II. Opraausanus GecIuIaTHOro oOecledeH s IPaX/1aH JIeKapCTBEHHBIMU
npenapaTaMy U CIeHaIN3APOBaHHBIMU IIPOTYKTaMH JIE4eOHOTO IIUTAHMS ISt
nedyeHus peakux (ophaHHEIX) 3a00neBaHUR

1. B mensx rapaHTHpPOBaHHOTO OecIlIaTHOro oOecledeHus JIeKapCTBEHHBIMHU
npenaparaMy ¥ CIICIMalU3UPOBAaHHBIMU IPOAYKTAMM I€4eOHOro NMTAHUS IIpU
JeYeHUH B aMOyJaTOPHBIX YCIOBHUAX MEIMIMHCKMMH OpTaHU3aIlUsMH II0 MECTY
KUTENHCTBA BEAETCS IEPCOHUGUIIMPOBAHHEIN y4eT Ipak/iaH, CTPaJaroluX PeIKHMHU
(opdanHbIME) 32001EBaHUAMMU.

CBefeHHsS O TpaXIaHax, WMEIOIIMX IpaBo Ha OecmiaTHoe obecredeHne
JNIeKapCTBEHHBIMU TIpenapaTaMid U CIIeNHANTH3UPOBaHHBIMU NPOLYKTaMH JI€4e0HOro
[IATAHMS, €XEMECIYHO IPEACTABIAIOTCS MEAUIMHCKUMU OpraHMu3allusaIMH B
MusrcTepcTBO  3OpaBooxpaHeHus — Pecnybnmuxum — KanMeikua 1o Qopwe,
yTBepIKaaeMoii MuHMCTEpCTBOM 3/paBooxpaHeHua Pecirybnuku KanMpixus.

MunrcTepcTBO 3MpaBooxpaHeHus Pecrnyomuxu KainMpIkva — OCyIIECTBISET
BeleHMEe PEerHOHAIBHOTO cerMeHTa MefepanbHOro PpErucTpa JHI, CTPamgaroIiuX
KUZHEYIPOXKAIOUMMA W XPOHHYECKHMH  IPOIPECCUPYIOIUMU  PEIKUMHU
(opbanHBIMHI) 3a00I€BaHUSIMH, IPHBOAANIMMYA K COKPAIIEHHUIO IIPOJOKUTSIBHOCTH
YKU3HW MPaKIAH WM UX HHBAJIMIHOCTH, UMEIOIIUX IIpaBoO Ha OECINIaTHOE MOTyYeHUe
NEKAPCTBEHHBIX IIPENapaToB W  CHIENWaIN3UPOBAaHHBIX IPOAYKTOB JIe4eOHOro
IIITaHKS B COOTBETCTBUU ¢ HacTosAmM Ilopsaakom.

2. OcHoBanueM IS Ha3HA4eHHUs  JIEKapCTBEHHBIX  IIpPENapatoB  H
CIIENUATM3UPOBAHHEIX IPOAYKTOB JI€4e0HOTO IIMTAHMA SABJISAIOTCS JOKYMEHTSI,
HOATBEPKJAIOINMEe IpaBo Ha  OeclulaTHOE  JIeKapCTBEHHOe  obecreveHue
(amOynmaTopHas KapTa, HCTOpHUs pa3BUTHI peOeHKa, CTpaxoBOH ITOJIKC).

3. OcHoBanueM i OecIUIaTHOrO IONYyYEHHs JIEKapCTBEHHOIo IIperapara
SIBJISIETCS PELEIIT.

4. BIIKMCKa PeLeNToB Ha JEeKapCTBEHHbBIE IIpEenaparhl M ClelHalTn3upOBaHHbIe
TIPOLYKTH JIe4e6HOTO MUTAHUS TpaXKAaHaM, CTPAfaloIuM peikuMu (OphaHHBIMHE)
3a00/Ie€BaHMIAMH, IIpH JiedeHWH B aMOyIaTOpHBIX YCJIOBHUAX, OCYIIECTBISICTCS
Bpayamy ((benpamrepaMy) MEIUIIMHCKAX OpTaHU3alUi B COOTBETCTBUM C IPHKa3aMH
MuHuctepcTBa 31paBooxpasenus Poccniickon Oenepanuu.

5. OOecmeyeHre JIEKapCTBEHHBIMH IIperapaTaMyd M CIEeNMaIu3UPOBAHHBIMU
IIPOYKTAMK JIe9e6HOTO MUTAHUA IpakiaH, CTPaJaioliX PefkuMu (OphaHHBIMM)
3200/IeBaHUSIMY, OCYIIECTBIIAETCS OpraHu3alsIMY, OCYIIECTBISIOILIIMHI
dapMareBTHUeCKyI0 JeATeNBHOCTs (famee - (apMalleBTHYECKHe OpTaHM3aIluh),
ONpefeNeHHBIMA B COOTBETCTBUM € TpeOOBaHHAMM  NEHCTBYIOIIETO
3aKoHOJIATeNbCTBa Poccmiickoii Pemepanuy 0 KOHTpakTHOM cucreMe B cdepe
3aKyIIOK TOBapoB, paboT, ycIyr And ofecrmedeHMs TIOCYAapCTBEHHBIX K
MyHULUIAILHEIX HYX] 1 HOPMaTUBHEIX IIPaBOBAIX akToB PecmryOmuku KanMmeiku.

Obecneuenue OecIIaTHEIMU JIeKapCTBEHHBIMHU npenapaTaMu 51
CIHENUATH3HPOBAHHEIMHE IIPOIYKTAMY JIeIeGHOrO MUTAHNS BKIIIOYAET B cebs:

1) 3akymKy JeKapCTBEHHBIX IIpeNapaToB M CIELNHAIH3MPOBAHHBIX IPOAYKTOB
J1e4yeOHOro MUTAHUT;

2) XpaHeHHe, KOMIUIEKTOBaHHME M JOCTaBKy JIEKAPCTBEHHEBIX IpENapaToB M



CIeLMaNU3UPOBAHHEIX [IPOTYKTOB JIe4eOHOr0 TUTAHUS B alITCYHBIE ITYHKTHI;

3) OTmycK JIeKapCTBEHHBIX NpEnapaTOB ¥ CIEHUATH3HPOBAHHBIX IPOIYKTOB
JedeOHOTo MUTAHM IO perentaM Bpauel ((henpAlepoB) Yepes anTedHble TyHKTHL,

4) obecnieueHre KadecTBa TeKapCTBEHHBIX IIPENapaToB U CIIEIHANTU3NPOBAHHEIX
MIPOAYKTOB JIe4eOHOTO TUTAHUS;

5) ofecneueHnue pexuma oOMeHa uHMOpPMalME ¢  MeIUITUHCKAMU
OpraHM3alliIMH O HaJW4YMM ¢ IIOCTaBKaxX JIEKAapCTBCHHBIX IIPelapaToB M
CTIeIHAIA3UPOBAHHBIX IIPOIYKTOB Je4eOHOTO ITUTAHES.

6. YuerT OTIIyIIEHHBIX JICKAPCTBEHHBIX IIpenapaToB U CIEHHAA3NPOBAHHBIX
IPOILYKTOB JIeueOHOIO MHUTAHUSl OCYIUECTBISAETCS pabOTHUKOM (hapMaleBTHUeCKOH
OpraHM3aIlid, COOTBETCTBYIOWIAs WHGOPMAIMS IPeJACTABISETCS PYKOBOIHUTEIIM
MEIUIIMHCKAX  OpraHu3aluil  exeHelenbHOo 1o  (opMe,  YCTaHOBIEHHOMH
MunucrepcTBOM 3apaBooxpanenus Pecrybmuku KanMeIkus.

7. Ilpm 1DoNy4eHHWM MalMEeHTOM TaOJeTUPOBAHHBIX H HHBIX  (opMm
JIEKapCTBEHHBIX NpeIapaToB, ClIENUaTN3UPOBAHHBIX TTPOAYKTOB JIeUeOHOT0 TUTaHUS,
obecrieueHyie UM OCYIIECTBIISIETCS Yepe3 allTeHHbIe YIPEKICHHUS.

IIpy mapeHTEepaJbHOM cIocobe BBEIEHHUS JIEKapCTB MEOUKaMEHTO3HOE
obecmeyenuie OONBHEIX pelkuMHU (OopdaHHBIMU) 3a00JI€BAaHUSIMU OCYIIECTBISIETCS B
OpOQHUIBEHEIX ~ OTHENEHUSX  MEOWIMHCKAX  OpraHu3aiui,  OKa3bIBAIOIINX
CTallMOHAPHYIO IIOMOINb, a TakkKe B JHEBHBIX CTallMOHApax MEIUIIHHCKUX
opranuzanuit Pecrryonuxu KanMbeikus.

8. MunuctepcTBOM 371paBooxpanerus Peciybnuku KanMbIKus ocyiiecTBiIseTcs
3aKyIIKa JIEKAPCTBEHHBIX IIPENapaToB U ClIeNUaIu3UPOBaHHBIX IPOAYKTOB Ie4eOHOTO
OUTaHUS JUIS  JIedeHHs TpakOaH, CTpajalomux penkuMu  (ophaHHBIMH)
3a00JIeBaHUSAMH B CIIydasX:

1) u3MeHEHHUs cXeMBl paHee Ha3HAu€HHOW Tepaluyd B CTOPOHY YBEIMYEHUS
JIO3UPOBKH y JTHI], COCTOSIIIINX B pEerdoHaIbHOM cermeHTe DenepalbHOr0 perucrpa
JIUL, CTPaJAIOIUX >KU3HEYIPOXKAOIIMMU ¥ XPOHMUYECKMMH IPOTPECCHUPYIOIIMMHU
penkumu  (opdaHHBIMM)  3a0O0NEBaHMSAMM, IPHUBOJSAIMMH K  COKPAIEHHUIO
TIPOJOIIKUTENBHOCTH XU3HY TPaXIaH WY UX WHBAIAHOCTH;

2) mepBUYHOTO Ha3HAYEHHWs JIEKAPCTBEHHOM Tepamuy JullaM, CTpagaroluM
penxuM 3aboieBaHUEM, COCTOAIIMM B PermonansHoM cermeHTe PenepaiibHOTO
perucTpa  JIML,  CTPaJaloUIMX  JKU3HEYIPOXKAIOIMMU UM XPOHHUYECKUMU
IIPOTPECCUPYIOIMME peAKUMU (op(aHHBIMHE) 3a00JIEBaHUSIMH, INPHUBOAAIIUMH K
COKpAIIEHHAIO IPOJOJKUTENBHOCTH JXKU3HU TPaXIaH WIM WX HHBAIUAHOCTA U HE
BKIIFOUEHHBIM B OCHOBHYIO 3asIBKY;

3) mnepBHYHOrO Ha3HAUEHUs JIEKApPCTBEHHOM TepalMM JMlaM, BIIEPBLIE
BHISBJICHHBIM M paHee HE COCTOSBIIMM B permoHanbHOM cerMeHTe denepanpbHOro
pEeTHCTpa  JIML,  CTPafalolIMX  JKU3HEYTPOXKAIOIUMHU W XPOHUYECKUMH
IIPOTPECCUPYIOMIUME pPeOKUMU (OppaHHBIMU) 3a00JIEBaHUSIMY, NPUBOIIAIIUMHE K
COKpAILEHUIO MTPOIODKUTENHHOCTH KU3HM IPaXK/IaH MM UX WHBAIUIHOCTH.

ITo pesymbTaTaM IIPOBENEHHBIX AayKIMOHOB (TOPrOB) C IIOCTaBIIMKaMU
3aKIIIOYAIOTCS TOCY AapCTBEHHBIE KOHTPAKTHI Ha [IOCTaBKY MEAUKAMEHTOB.

Otrpy3ka ToBapa OCYIIECTBISETCS B MEIUIIMHCKHE OpraHM3aluy PecmyOiuku
KanMbIKus, OCYIIECTBISIONINE MeIHKaMeHTO3HOoe obecriedeHne OONBHBIX pPeiKUMU



(opdbanubIMI) 3200JI€BaHUAMHU, B CTPOIOM COOTBETCTBHUU C 3aIBKaAMH.

III. ®uHaHCHUPOBAaHHUE PACXOIOB, CBA3AHHBIX C OeCIIaTHBIM
obecrnieyeHrEeM JIEKapCTBEHHBIMU IIpenapaTaMy U Clieualn3ipOBaHHBIMU
IPOIYKTaMU JIedeOHOro MUTaHUS TPakiaH, CTPaJaroIIX
penkuMu (opdaHHBIMHE) 32001€BaHUSIMU

1. OuHaHCHUpOBaHHWE pacXoJOB, CBS3aHHBIX C OecIaTHRIM obecledueHueM
JIEKapCTBEHHBIMU IIpellapaTaMy ¥ CIEIHAIM3UPOBaHHBIME IPOIYKTaMH JIe4e0HOIro
MUTaHUS TPaXdaH, CTpajalolmux pedkumu  (opdaHHBIMEH) 3a00JI€BaHUAMH,
OCYIIECTBIISIETCS 3a CUET CPE/ICTB peciryOnuKanckoro OromKeTa.

2. Munucrepcrso 3apaBooxpanenus PecnyOnmuku Kammeikus B mpegpenax,
IIpeyCMOTPEHHBIX Ha YyKa3aHHBIE IeNH, JHUMHUTOB OIODKETHBIX 00s3aTeIbCTB
3aKiovaeT ¢ ¢papMaleBTHYECKUMU OpraHU3alisIMU FOCYJapCTBEHHbBIE KOHTPAKThl Ha
OodepeqHON TIoJ O eXEMEeCS4YHOM BO3MEIINCHUHM pacxXxofoB 3a OTIYLIEHHBIE
JIeKapCTBEHHBIE IIpenapaTsl U clieluanu3upoBaHHbIe IIPOAYKTHI JI€UeOHOr0o TUTAHHUA.

3. PapMaleBTUYECKHE OpraHU3allid He IOo3[Hee 25 Yucia TEeKyIEro Mecsna
IPeICTaBIAI0T B MUHHCTEPCTRO 3/ipaBooxpaHenus PecmybOmuku KanMeixus cueta 3a
OTIIyIIeHHbIE JIEKApCTBEHHBIE IpernapaTbl M CIENUaIU3UPOBAHHBEIE IIPOAYKTEHI
JeuyeOHOro IUTaH!S 32 TEKyIIMM Mecsll, ¥ CBOAHBIN peecTp PELETOB I10 KATErOpUAM
rpaXkKaaH.

4., CTOpoHBI €XEKBapTaIbHO IIPOBOIAT BBHIBEPKY B3aHUMOpACUETOB IIO
BO3MEIIEHUIO CyMM  3a  OTHyIIEeHHBIE  JIEKApCTBEHHBIE  IIpenapaTrbl M|
CIeHAIUN3UPOBAHHEIE IPOAYKTHI I€4eOHOrO MUTAHMU.

5. Jns omiaTel pacxoloB (apMalleBTUYECKUX OpraHu3al(ui, Ha OCHOBaHUHU
IPEJCTABIEHHBIX MMM B COOTBETCTBHHM C IIyHKTOM 3 HaCTOSIIETO pasjena
JIOKYMEHTOB, MUHHUCTEPCTBO 31paBooxpaHenus Pecrrybmuku KanMmeikus HalpaBiiseT
3a9BKy Ha (UHAHCHPOBaHWE pPacxojoB B MuHHCTepcTBO (uHAHCOB PecrmyOmukm
KanMsIxusi.

6. MunucrepcTBo ¢uHaHcOB PecnmyOmuxu KanMmbelkug — ocyliecTBIsAET
IepedrcieHe CpeAcTB Ha JHUIEeBOX cueT MuUHHUCTEPCTBA 3APaBOOXPAHEHMA
Pecrry6muku KanMpeikust, OTKpEITEIM B YrpasieHun @enepalbHOro KasHadyehicTa 1Mo
Pecry6muxe Kanmpikus.

7. MunucrepctBo 3apaBooxpaHeHus PecnyOnuku KanMBIKMS OCYIIECTBIIAET
KOHTPOJE I[eIEBOTO HCIIONB30BaHUSA CpEICTB PEeCIyOJMKaHCKOro OIOIKeTa,
HANpaBiseMbIX Ha obecrieueHHe TPaKAaH, CTPamalolluX pPeAKuMH (Op(haHHBIMH)
3aboneBaHMIMH, JIEKQpPCTBEHHBIMM IpenaparaMd U CIeLHaIM3MPOBAHHBIMA
IIPOAYKTaMH JiedeOHOro MUTaHuUs.

IV. O6g3aHHOCTH CYOBEKTOB CUCTEMEI OecIuiaTHOro obecredeHns
JIeKapCTBEHHBIMY NpenapaTaMy U CIelMalu3upOBaHHBIME [IPOLYKTaMHU
J1e4eOHOro MUTAHMUS MPAXKIaH, CTPAJAOIINX peaKkuMy (opbhaHHBIME) 3a00/1eBAaHUAMU

1. MunucTepcTBO 31paBooxpanenus Peciryonuxu KanMeIkus:
1) opraHusyeT BeleHME ydeTa Ipaxk[JaH, MMEIOIUX IPaBO B COOTBETCTBHH C



HactosumM IlopsakoMm Ha OecniaTHOe NONy4eHHe JIEKAPCTBEHHEBIX NpPEIapaToB U
CIelMaT3MPOBAHHBIX IPOAYKTOB JIeYeOHOTO MUTAHK;

2) ompepenseT HOTpeOHOCTH B (MHAHCOBEIX CpEICTBaX Ha INpHOOpeTeHHe
JEKapCTBEHHBIX IIPENapaToB U CIEIUATU3UPOBAHHBEIX IPOLYKTOB JIe4eOHOTO
IUTaHUS IS FpaXXaaH, CTPaJaomnuX peaKuME (ophaHHBIME) 3200JI€eBAHISIMHE;

3) o uToraM IpOBENEHMS 3aKyIOYHBIX IIPOIENyp B MOPSIKE, YCTAHOBICHHOM
3akoHozarenscTBoM Poccuiickoit ®denmepanui o KOHTpakTHOM cucreMe B cdepe
3aKyIIOK TOBapoB, paboT, ycoyr [uid o0ecnmedeHdus TroCyIJapCTBEHHBIX U
MYHHIUNAIBHBIX HyXI X HOPMAaTHBHBEIMH TIPaBOBEIMH aKTaMH PecmyOmuku
Kanmeikus 3aKimrogaeT KOHTPAKTHI ¢ (papMaleBTUIECKUMU OpraHH3allHsIMY;,

4) KOHTPOIIUPYET IIOCTaBKH JeKapCTBEHHBIX IIpenapaToB 51
CIEeIHaTU3UPOBAHHBIX MPOIYKTOB JeueOHOro NUTaHUS Ui obecledeHus TpaXKiaH,
cTpajaronmx peakuMu (opdaHHBIMH) 3a00eBaHUSMM, HMEIOIHX IIpaBO Ha
IIONlydeHHe JIeKapCTBEHHBIX IIPelapaToB U CIHEIHAIHA3UPOBAHHBEIX IPOIYKTOB
nedebHOro nuTaHus OecraTHo.

2. MemunuHcKkHe OpraHM3allil B COOTBETCTBHM C  PEKOMEHIAIMIMH
MunucrepceTBa 3npaBooxpanenus Pecrryonuku Kanmeikus:

1) oprasu3yloT ydeTr rpax/jaH, UMEIOLIMX IIpaBo Ha OecruiaTHoe obecmedeHHe
JIEKapCTBEHHBIMH IIperapaTamMy M CIeIHMalu3UpOBaHHBIMU MPOAYKTAMHU JIEYEOHOTrO
IIUTAHUS, YIeT BBIIUCAHHBIX PEIeNTOB;

2) Ha3HaYaOT OTBETCTBEHHBIX JIUI] IT0 COCTAaBJIEHUIO peecTpa GOIbHEIX;

3) KOHTPONHPYIOT IPABMIBHOCTH BBIIMCKH PELENTOB B MEIUIIMHCKUX
OpraHM3alysX U OTIIycKa MeIUKaMEHTOB B allT€UHBIX IIyHKTaX;

4) obecrieunBaloT Ha3HAUEHHE JIEKAPCTBEHHBIX MPEIapaToB B COOTBETCTBUHU C
TpeOOBaHMSAMU  TNPHUKa30B  MUHHCTEpCTBa  3[lpaBooXpaHeHus  Poccuiickoit
Oenepanyy;

5) ompemensroT NOTPeOHOCTP Ha OCHOBe pekoMeHAanmuid @enepanbHbIX
MEIUIMHCKUX I[EHTPOB B JIEKAPCTBEHHBIX IpelapaTtax M CIeIHalu3UpOBAaHHBIX
MIPOAYKTaX JeyeOHOro MHUTaHUA [0 HOMEHKJaType U KOJIUYECTBY C Y4YETOM
YUCIIEHHOCTH TpaXJaH, CTPajarolMx peakuMu (opQaHHBIMK) 3a00I€BaHUAIMY,
HMEIOIUX IIpaBO Ha OecIUlaTHOe TMOoNy4YeHue JIEKapCTBEHHBIX IIpenapaToB U
CIELMATU3UPOBAHHEIX TPOJYKTOB JeueOHOro MUTaHWS, M HalpaBILIOT JaHHBIE O
notpe6HOCTH B MUHHUCTEPCTBO 3paBooxpaHenus Pecrrybnuku Kanmeikus.

3. ®@apmalneBTHUECKHE OpraHU3aI[Mi HE3aBHUCHMO OT (pOpM COOCTBEHHOCTH U
JIOPUIUIECKON TPHUHAJJIEKHOCTH B COOTBETCTBUHM C 3aKJFOYEHHBIM KOHTPAKTOM
OCYLIECTBIISIIOT OTITYCK JIEKAPCTBEHHBIX IIpelapaTroB MU CIENUaAIA3UPOBAHHBIX
IIPOAYKTOB JIe4eOHOro IHUTaHUSI IO perernrtaM Bpadyel OecliaTHO, CO3Al0OT pE3epB
HEOOXOAMMEBIX JIEKapCTBEHHBIX IIpEerapaToB M CHEIMAIM3UPOBAHHBEIX IPOAYKTOB
neueGHOro MUTaHUS ¢ LeIbIo OecriepeboiiHoro obecriedeHus OOIBHBIX.



