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ITPUKA3

«04 MOL 2023 rona N +96

r. Cumdepononsn

O eHeceHuu usmeHeHull 8 NpuKas
MuUHUcmepcmea 30pasooxXpaneHus
Pecnybnuxu K poim

Om 08 urona 2016 2ooa Ne 1056

B cootBerctBHu ¢ @enepansHbIM 3akoHOM oOT 21.11.2011 Ne 323-®3 "O6
OCHOBax OXpaHbl 3J0poBbs rpaxjaaH B Poccuiickoit ®enepaiuu", PenepaibHBIM
3akoHOM OT 17 wmrona 1999 roma Ne 178-®3 "O rocymapcTBeHHOH COLMaTbHOMH
nomomu", nocraHobneHueM [lpaBurenscrBa Poccuiickoit ®enepauun or 30 wuions
1994 roma Ne 890 "O rocymapcTBeHHOH NOAJEPKKE pa3BUTHUA MeEIULUMHCKOM
IPOMBILIICHHOCTH M YJIy4lIeHHWH oOOecredYeHus HaceleHUA U YUpexAeHHH
3[paBOOXPAHEHUS JIEKADCTBEHHBIMU CpPEJCTBAMH W H3OEIUSAMH MEIUIHHCKOIO
HasHaueHus", Ilpukazom MunucrepctBa 3apaBooxpaHeHus Poccuiickoii @enepanuu
or 24.11.2021 Ne 1093 "O6 ytBepxnaenuu IlIpaBun oTirycka JieKapCTBEHHBIX
IpenapaTtoB Uil MEAMIMHCKOro INpPHMEHEHUS aNnTeYHbIMH OpraHH3alHsMH,
WHAMBHIYJIbHBIMH MIPEANPUHIUMATENAMHU, UMEIOILUMH JIULEH3UIO Ha OCYIECTBICHHE
GbapMalleBTUYECKOH [EATEIbHOCTH, MEOWLIMHCKMMH OpraHM3allMsIMH, HMMEIOIIMMHU
JMLECH3UI0 Ha OCYLIECTBICHHE (apMaLleBTUYECKOH  HEATENIBHOCTH, M  HX
000cOOIEHHBIMH ~ TIOApa3leNneHUsMH  (amOynaTopusiMH,  (enpIIIEpCKUMH M
¢enpamepcko-aKyILiepCKUMHU yHKTaMH, LIEHTpaMH (OTAeleHUsIMH) oblLiei BpaueOHOiM
(ceMeiiHOM) INpPaKTHUKH), PACMOIOXKEHHBIMH B CEJIBCKHX IIOCEJIEHHUAX, B KOTOPBIX
OTCYTCTBYIOT anTeyHble OpraHu3alvu, a Taioke [IpaBun oTmycka HapKOTHYECKHX
CPEZCTB U IICUXOTPOITHBIX BELECTB, 3apErUCTPUPOBAHHBIX B KAYE€CTBE JIEKAPCTBEHHBIX
npenapaToB Ui MEIWUMHCKOTO IPHMEHEHHs, JIEKapCTBEHHBIX IMpenapaTroB IJIs
MEIMIUHCKOIO  TNPUMEHEHHs, COAEpXKallUX  HApKOTHYECKHe  CpeacTBa H
IICHXOTPOIIHBIE BeLecTBa B TOM uncie [lopsaka oTnycka anTedHbIMH OpraHH3alsIMH
MMMYHOOHOIOTHYECKHX JIEKApCTBEHHBIX IpemapaToB”, IlopsaxoM opraHu3anuu
obecrieueHUsT HacelleHUs JIEKApCTBEHHBIMH IpernapaTaMi M MEIMLIMHCKOIO
NPUMEHEHUs, MEIUUUHCKAMHU M3JeNUIMH, a TaKkKe CHeUHATH3HPOBAHHBIMH
NPOAYKTaMH JiedeOHOro TMUTaHUS [N JeTed-WHBAIMAOB, 3aKyIUICHHBIMH II0
roCyJapCTBEHHBIM KOHTpaKTaM, Ha Tepputopuu Pecny6auku KpbiM, yTBepXaAeHHOrO
noctaHoBiieHueM CoBera MuHUCTpOB Pecnybnuku Kpeim ot 3 wmrons 2015 roga Ne
305, IIpukazoM MuHHCTepCcTBa 3apaBooXpaHeHMs Poccuiickoit @enepauum ot
24.11.2021 Ne 1094 "O6 ytBepxneHun Ilopsnka Ha3sHaYeHHs JIEKAPCTBEHHBIX
npenaparoB, $opM peLenTypHhIX OJaHKOB Ha JIeKapCTBeHHble mpemnapatsi, [lopsaka
oopMIIeHHs yKa3aHHBIX OGJIaHKOB, UX y4eTa U XpaHeHHUs, GopM OJIaHKOB PeLeNTOB,



coAcpiKalluX HasHAYCHHE HAPKOTHYECKHX CPEACTB HJIM IICUXOTPOIIHBIX BCILIECTB,
Hopﬂmca X H3TrOTOBJICHHSA, PACIPEACTICHHS, PEruCTpaliid, y4c¢Ta H XpaHCHHA, a

takxe [IpaBun odhopmienus 61aHKOB pelienToB, B TOM YUcCie B popMe 3IEKTPOHHBIX
AOKYMEHTOB", neHcTByolied TeppUTOpHUaIbHOR NpOrpaMMOR ToCyIapCTBEHHBIX
rapaHTH# OecIIaTHOro OKa3aHHWs IpaXIaHaM MeIUIMHCKOW momoinu B PecrnyGmke
KpreiM, B Liensx peanu3aldd IpaB OTAEbHBIX KaTeropuil rpaxjaaH Ha obecledyeHHe
JIEKapCTBEHHBIMY IpernapaTaMy, MEAULMHCKUMH H3AENTUSIMH, CIIEHHaTH3HPOBaHHBIMH
NpOAyKTaMH Jie4eOHOro MUTAHUA 3a CUeT CPeACTB ¢eAepalbHOTO U PErHOHAIBHOTO
OIODKETOB M COBEPLIEHCTBOBAaHHS OPraHU3allHOHHOTO B3aMMOIEHCTBHSA CYyOBEKTOB,
OpraHU3YIOMIUX U OCYILECTBIAIONIMX oOecredeHHe OTHENbHBIX KaTeropuii rpaxinaH
Poccuiickoii ®denepanuu, NOCTOSHHO WM BPEMEHHO MPOXHUBAIOIIHMX Ha TEPPUTOPHH
Pecnny6nuku KpeiM, ekapCcTBEHHBIMHM IpenapaTaMi, MEeAULUHMHCKUMH HU3IEIHAMH H
CNeLHATN3UPOBAaHHBIMH NPOAYKTaMU JieueOHOTrO MUTaHus, corjacHo [lomoxeHHio o
MuHnucrepcTBe  3apaBooxpaHeHUss ~ Pecniybnmuku  KpblM,  yTBep)XIeHHOMY
nocta”HoBiieHueM CoBeta MUHUCTPOB Pecny6auku KpeiM ot 27.06.2014 Ne 149,

ITPUKA3BIBAIO:

1. BHectn B npuka3 MuHucTepcTBa 3apaBooxpaHeHus Pecnybnuku Kpbim
or 08 utona 2016 roma Ne 1056 «O6 yTBep)KIeHUH periaMeHTa B3aHUMOJECHCTBUSA
YYaCTHUKOB IpPOTpaMM JBIOTHOIO JIEKApCTBEHHOro OOecreyeHHss Ha TepPUTOPHH
Pecry6nuku KpbiM, mopsiika ocyliecTBIeHHsS W (OPMBI MOHHTOpPUHIA OobOecredeHHs
HEOoOXOIMMOro KOJIMYECTBA JIEKAPCTBEHHBIX IPENapaToB Ui OTAEIbHBIX KaTeropHid
rpaxnas B pecitybiauke KpeiM» (Ianee — npukas) cieayromuie n3MeHeHu:

1.1. ITynkr 1.3., 4 IIprka3a U310>KUTh B HOBOW pPedaKLIUHU:

«1.3. ®opMy peecTpa OTIYWICHHBIX pELENTOB JIEKAPCTBEHHBIX CPEICTB,
U3JleJIU MEIUIUHCKOTO0 Ha3Ha4YeHHs M CHELUATHU3UPOBAaHHBIX MPOTYKTOB COTJIACHO
MPHIIOKEHHIO 4 K HACTOSILIEMY IIPUKA3y»;

«4. KOoHTpoJIb UCTIOMHEHUS HACTOSIEro IMpHKas3a BO3JIOKUTh HAa 3aMECTUTENA
MUHHCTpa 3UAIUHOBA A.A.»;

1.2. B npunoxenun 1 x Ilpuka3y M310XUTh B HOBOY peIaKUHH MOAMYHKTBI:

«1.1. Hactosmuit pernameHrt (manee - PernaMmeHT) pa3spaboTraH BO HCIOJHEHHE
DenepanpHoro 3akoHa or 21.11.2011 Ne 323-®3 "O6 ocHoBax OxpaHBI 3IOPOBBS
rpaxaad B Poccuiickoit @enepanun”, GenepanbHoro 3akoHa ot 17 uiong 1999 roxa
Ne 178-®3 "O rocyaapcTBeHHOH coiuansHOi nomomu", [MopsaxoM opraHu3alMH
obecnieueHUsT HacelleHUS JIEKapCTBEHHBIMH IperaparaMd i MEIUIHHCKOIo
IOPUMEHEHHUS, MEOULUHCKMMH M3OENMAMH, a TaKXKe CHelUaIN3UuPOBaHHBIMH
NpOAyKTaMH JiedeOHOro MHUTaHUS i1 JAeTeH-WHBAIMIOB, 3aKYIUIEHHBIMH IIO
roCylapCTBEHHBIM KOHTpaKTaMm, Ha Tepputopun Pecnybnuku KpsiM, yTBepXaeHHOTrO
nocta”HoBienueM CoBeta mMuHucTpoB PecnyOnuku Kpeim ot 3 uroHs 2015 roma Ne
305, a Taxke MHBIX HOPMAaTHBHBIX IIpaBOBBIX akTOB Poccuiickoii ®enepauun u
Pecrmy6bmuku KpbeiM, periiaMeHTHPYIOIIWX BOMPOCHl peaiu3auuu  ¢eaepalbHbIX
IIPOrpaMM JIEKapCTBEHHOTO 00eCTIEYeHs;

«1.2. Lensmu pa3zpaboTku PernameHTa sSBIAIOTCA:

- OpraHu3ainus CBOEBPEMEHHOro, GecriepeGOMHOro U MOJHOrOo OOecredYeHus B
COOTBETCTBUM CO CTAaHAAPTAMH OKa3aHUSA MEOULHUHCKOH TMOMOIIH TIpaxiaH
Poccuiickoii ®epnepauuy, NpoXXHUBawoLMX Ha Teppuropuu Pecnybmuku Kpbim u



BKIIOYeHHbIX B elepalbHbId DPErMcTp JHL, HMEIOLIMX [PaBO Ha MONy4YEHHE
roCcyAapCTBEHHON COLIMAIBHONM MOMOIIM B BHZE Habopa COLHUANBHBIX YCIyr (Janee -

PerscTp) W He OTKa3zaBIIMXCA OT HONy4YeHHs Habopa COLMANbHBIX YCHYT,
npegycMoTpenHoro ®egepansHeiM  3akoHOM oT  17.07.1999 Ne 178-03,
HeOOXOJUMBIMH JIEKAPCTBEHHBIMHU IIpemnapaTaMi i MeIUI[HHCKOrO NMPHMEHEHHS B
obbeMe He MeHee, YeM 3TO MPeJyCMOTPEHO TMepevyHeM JXH3HEHHO HEeOOXOAMMEIX M
BaXKHEMUILNMX JIEKQpPCTBEHHBIX I[IpenapaTtoB, B COOTBETCTBHM C YTBEPXKIAeMBIM
IIpaButensctBoM  Poccuiickoit  ®enepauvu mnepedyHeM, MO  peleliTaM Ha
JeKapCTBEHHbIE MpenapaTbl, MEIULMHCKUMU H3JeNUAMH T0 pelenTaM Ha
MEIUIMHCKHE H3JeNUs, a TAaKXKe CHeUaJIM3UPOBAHHBIMH MPOAYKTaMH JiedeOHOro
NUTaHUS IS JeTei-UHBaNMAOB, B COOTBETCTBHU C yTBepxkaaeMbiM [IpaButenscTBOM
Poccuiickoii @eneparuu nepeyHeM (aajiee - JeKapCTBEHHbIE Mperaparhl);

- COBEpILEHCTBOBaHHE CHCTEMBI JIEKApCTBEHHOro obecnedyeHus B PecmyGumke
KpbiM nyTeM ynopsioueHus B3aMMOAECHCTBHS yYaCTHUKOB pealn3aluH (eaepayibHOM
nporpaMMbl obecrieueHuss HeOOXOOUMBIMU JIeKapCTBEHHBIMU IpemnapaTaMu (Jajee -
nporpamma OHJIII)»;

«2.1. Y4yacTHUKaMHU pOrpaMMBI SBJISFOTCS:

- MunuctepctBo 3apaBooxpaHeHus Pecnybnuku KpeiM (nanee - MuH3paB);

- T'ocymapctBeHHoe yHHTapHOe mnpennpusatue PecrnyOnuku KpbiM "KpbiM-
®apmanua” (ganee - I'YII PK "KpeiM-®apmanus");

- 'ocynapcTBeHHOe kaszeHHoe y4dpexaeHue Pecnybmuku Kpeim "KpeiM3apas"
(manee - 'KY PK "KpsimM3apas");

- I'ocynapctBeHHoe OromkeTHOoe yupexnaeHue PecnyOmuku Kpeim "KpbiMckuii
MEIUUUHCKUH HHQOpMalMOHHO-aHAIUTHYeCKUi 1eHTp" (manee - IBY PK
"KNMALI");

- MEIUIMHCKHE OpPraHM3alliH, BHIIUCBHIBAIOIIME DPELeNThl Ha JeKapCTBEeHHbBIE
npenapatel s OTHAENBHBIX KAaTeropwil rpaxkiaH 3a CHeT CpPeACTB (eaepabHOro
6roKeTa (nanee - MeIULUHCKUE OpraHU3alliH );

- [JIaBHbIE BHEINTATHBIE CIIEUaTUCThl MUH3ApaBa;

- (apmaLeBTHYECKHE OpPTraHW3allMUd - TOCTAaBUIMKH JIEKAPCTBEHHBIX CPEICTB,
UCIIONHAIOIINE rOCyJapCTBEHHblE KOHTPAaKThl Ha OKa3aHHE YCIYTr 10 OOeCIeYeHHIO
OTIENBHBIX KaTerOpHi rpaxKJaH HeOOXONUMBIMHU JIEKAPCTBEHHBIMH IpernapaTaMu 3a
CYET CpeACTB (helepalbHOIro OI0IKeTa;

- Otnenenre PoHAAa NMEHCHOHHOIO U COLMANBHOrO cTpaxoBaHHs Poccuiickoit
Qenepauuu no Pecnybmuxe Kpeim (manee - OOIICC no Pecnybmuke Kpeim),
OCYILECTBIAIONIEE BeI€HHUE PErHOHAIBHOro cermMeHTa ®enepalbHOIO perucTpa JIMIIL,
HUMEIOIIMX NpaBO Ha MOJy4YeHHWE TOCyNapCTBEHHOM COLHaIbHON momoinu (nanee -
®denepanbHblil perucTp);

- OTHENbHBIE KaTeropuM rpaxJaH, OTHECeHHble K (¢eaepalbHBIM
JBrOTONONyYaTeIM;

«3.1.2. 3awmouyaer ¢ OO®IICC mo PecnyGnmke KpeiM cornamenue o6
MHQOPMallMOHHOM OOMEHE CBEAEHHMSIMH O JIMLAX, UMEIIINX MpaBO Ha MOJydYeHHE
roCcyJapCTBEHHOH COIMAJIbHOM NOMOIIM B BHAE HabOpa COLUUANBHBEIX YCIYr B
COOTBETCTBHHM CO cTaTtbed 4.1 M myHkToM 5 crathu 6.4 ®DepepanbHOro 3akoHa OT
17.07.1999 Ne 178-®3 "O rocynapcTBeHHOM COIUANBHOMK MOMOLIH"»;

«3.1.7. Koopaunupyer Benenue Perucrtpa Bpaueit ((enpaiiepoB), UMEIOLIHX
MPaBO BBITUCKH JIbFTOTHBIX PELIETITOB, B TOM YHCJIE B 3JIEKTPOHHOM BHIE»;



«3.1.9. KoppektupyeT ¥ HampasiseT NMpUKa3aMH Ha 3aKylKy U ofecredyeHue
OCHOBHYIO, [OIOJHHUTENbHbIE H NEPCOHH(HULHPOBAHHBIE 3asBKH HA JEKApCTBEHHbIE

npenapaTbl, MEJULUHCKHAE U3NENUA M CleHaIM3UpOBaHHbIE TPOAYKTHI JieuebHOro
NUTaHusd Ay obecneueHus rpaxnaH mo nporpamMme OHJIIII oT MeaUIMHCKHUX
OpraHM3alii ¥ INIaBHBIX BHEIUTAaTHBIX CMEUHATMCTOB MuH3apaBa. OCHOBaHHEM IS
pacdera oObeMa 3aKynaeMbIX JIeKapCTBEHHBIX IPenapaToB, MEAHIMHCKHX M3AEIUN U
CHELUANIU3UPOBAHHBIX  NPOAYKTOB  Jie4eOHOro MUTAaHUA  ABIAIOTCA  3aABKH
MEMLIMHCKHX OpraHW3alliii ¥ IJIaBHBIX BHELITAaTHHIX CIELUATMCTOB MHH3IpaBa,
COCTaBJICHHbIE Ha OCHOBaHHHM IEPCOHUQHUIMPOBAHHON NOTPeOHOCTH TIpakaaH,
BKIItoueHHBIX B Peructp, a takke mamusie I'YII PK «Kpeim-®apmanusa» u I'KY PK
«KppIM31paB)» Ha OCHOBaHHH JAaHHBIX 00 OCTaTKaX U OTIYCKE 3a MPEeAbIaYIIHHA TEPHON
C y4eToM AedekTyphl U (apMaKOIKOHOMHYECKHX XapaKTePHUCTUKY;

«3.1.10. YTBepxnaeT mpuka3oM pasHapaaky (Ipd HEOOXOAMMOCTH) Ha BHITTUCKY
M OTOYCK  JIEKApCTBEHHBIX  MpenapaToB,  MENULUHCKUX  HU3JENUA |
CHEeLMAIU3UPOBAHHBIX TNPOAYKTOB JleueOHOro MNUTaHUSA B pa3pe3e METUIHHCKUX
OpraHM3allii U HampaBisgeT ee yyacTHUKaM nporpammsel OHJITI»;

«3.1.11. Koopaunupyer obecrieueHne ¢enepaibHbIX JBroTOMONy4aTenei
JIeKapCTBEHHBIMHU npenaparami, MEIULUHCKUMHU U3JETUAMA %}
CIELUATM3UPOBAaHHBIMH MPOAYKTAaMHU JIeueOHOTO IMTaHUs, 3aKyIUIEHHBIMH IIO
roCyapCTBEHHBIM KOHTpaKTaM»;

«3.1.12. OcymecTBiseT KOOpAUHALMIO 32 HaanexauuM ucnonHeHueM I'YII PK
"KppiM-Qapmanusa” BO3MOKEHHBIX (YHKUHA Mo ofecmedeHuo ¢enepalbHBIX
JBrOTONONIy4aTeseil JeKapCTBEHHBIMU NpernapaTaMy, MEAULMHCKUMH H3AETUSIMHU H
CHeHATH3UPOBAHHBIMH IIPOAYKTaMH JIEU€OHOTO MUTaHUSY;

«3.1.13. OcyiecTBnseT KOOpAMHALMIO 32 UHPOPMALIMOHHBIM COMIPOBOXAEHHEM
JBTOTHOTO JIEKapCTBEHHOTO O0eCledYeHUss OTAENbHBIX KaTeropuid rpaxaaH B
COOTBETCTBHH C YTBEPXKIAECHHBIM PETJIAMEHTOMY;

«3.2.1. B exeHenenbHOM peXHME OCYLIECTBISAET aHaJIU3 HATHYHUA
JIEKapCTBEHHBIX IIpENapaToB, MEIULMHCKUX H3AENUNA U CIEHUAIM3UPOBAHHBIX
MPOAYKTOB JIe4eOHOr0 MUTaHUS B aliTEYHOM CETH U Ha LIEHTPAIILHOM allTeYHOM CKJIaze
I'VIT PK "Kpemm-Dapmanius" (B TOM uucie HENUKBHAHBIX U C OrpaHUYEHHBIMH
CpPOKaMH TOJHOCTH), HHGOPMHPYET B MUCbMEHHOM BUAe MHH3paB ¢ MPHIOKEHHEM
COOTBETCTBYIOIIMX aHATUTUYECKUX PaCUETOBY;

«3.2.2. Ha3HayaeT mnpuKa3oM JIHI, OTBETCTBEHHBIX 3a IpPHEM 3agBOK OT
MEJUIMHCKUX OpraHu3alliii Ha 3aKyIKy JIEKAPCTBEHHBIX IpenapaToB, MeIULHHCKUX
U3JeIuii ¥ CHelUaIM3UPOBAaHHBIX MPOLYKTOB JieueOHOro NUTaHUA, obOecrnevyuBaeT
dbopMHpOBaHUEe CBOJHBIX 3asiBOK B YCTaHOBJIEHHbIE MUH3/IpaBOM CPOKH»;

«3.2.3. B cpoku, ycraHaBnuBaeMble MuH3IpaBoM, oOpraHusyetr c6op,
o0obuieHre, aHanu3 W NOpeAocTaBleHuHe TpeOyeMoit HHbOpMalMU IO BOIMpOCaM
JieKapCTBEHHOT0 o0ecrieueHus, B TOM YHCJIE B IOIBEJOMCTBEHHBIX OPraHU3allusiX.»;

«3.2.5. TIpoBOAUT MOHUTOPHHI JIEKAPCTBEHHOro oOecmedeHusi Mo Iporpamme
OHJIII, uHpopmupyer MuH3OpaB B TOM 4YHCIE IO OTHEIBHBIM ITHCHbMEHHBIM
3ampocamy;

«3.2.8. IIpu npoBeneHUHM OIKCIEPTH3Bl IPOBEpPSAET COOTBETCTBHE MAaHHBIX,
NPEACTABIIEHHBIX B PEECTPE OTMYIIEHHBIX PEIENTOB, B YaCTH HAJIMYUA IpaJaHHHA B
PETHCTpPEe OTHENBHBIX KaTeropuii rpaxzaaH, HMEIOIIMX MpaBO Ha JIbIOTHOE
JeKapCcTBeHHOe ofecreueHue, Halu4dus Bpada (Qenpaliepa) B perucTpe Bpadei



(denpaimepoB), COOTBETCTBHA  JIEKAPCTBEHHOTO TMpemapara IO  TOPrOBOMY
HalMEHOBaHHUIO, GOpMe BBIITYyCKa, IIEHEe FOCYJapCTBEHHOIO KOHTPAKTa»;

«3.2.10. Tocne ycrpanenus oummbok I'YII PK "Kpeim-®apmarus” nposogut
MOBTOPHYIO 3KCIIEPTH3Y B T€UeHHe MATH pabodux AHEH U BBIAAET aKT OKOHYATENbHOM
3KCIMEPTHU3BI, OJUH 3K3EMILIAP KOTOPOro nepenaet B MuH3paB HApO4HOY;

«3.2.11. KoHTponupyer cBoeBpeMeHHOe NepepaclpeesieHue JIeKapCTBEHHBIX
NpenapaToB, MEIULUHCKUX U3AEINA U CIENUAIU3UPOBAaHHBIX IIPOIYKTOB Je4eOHOro
IIMTaHUA C MHUHUMAJIBHBEIMH OCTAaTOYHBIMU CPOKaMH TOZHOCTH He paHee 4eM 3a 6
MECSLEB O OKOHYaHHs, [IPEANIPUHUMAET UHbIE JEHUCTBUS C LIENbIO HEAOMYIIEHH UX
HEPaLMOHAJIIBHOTO HCTOIB30BaHUNA;

«3.3.2. IIpoBoAAT KOPPEKTUPOBKY IpENIONKEHUH MEeIULIMHCKUX OpraHu3alluii
Ha IproOpeTeHUe JIeKapCTBEHHBIX IIPEnapaToB U OLEHKY 11eJIecCO00pa3HOCTH 3aKyIOK
JIEKapCTBEHHBIX IMpENapaToB C IeNbl0 (OPMUPOBAaHHS JIMKBHUAHOIO 3amaca s
TEKYyIUETO HCIONb30BaHUA MO KypupyeMoMy npodmmo. [Ipy BeIHECEHHH peIIeHUs O
HEOOXOIUMOCTH KOPPEKLUH acCoOpTHMeHTa M (Miad) oObeMa TOro HJIM HHOTO
3aKyNaeMoOro JIEKapCTBEHHOI'O CpeJCTBa IVIaBHBIM BHEIITATHBIM CIEIHATHCTOM
IPUHUMAIOTCS BO BHHUMaHHE OCHOBHBIE (DaKTOphl, BIHWSIOMME HA CTPYKTYpPY
noTpebieHus JaHHOTO Ipefnapara:

- XapaKTep ero norpebieHus 3a COOTBETCTBYIOIIUIN NPOIIEIIHIA IEPHOL;

- OpHUEHTHUPOBOYHAs A0S OONBHBIX, KOTOpble OyAyT HYXXIaThCi B JAHHOM
npemnapare;

- TpeOOBaHUS ACHCTBYIOMUX CTAaHAAPTOB OKa3aHWUs MEAULIMHCKOM MOMOLIH;

- (apMakOIKOHOMHYECKHE XapaKTEPUCTUKU C YYE€TOM aJbTePHATHBHBIX
aHaJIOTOB;

- HaJJM4YUe B NEepeyHe XXU3HEHHO HeOOXOAMMBIX U BaXKHEHIIHMX JIEKAPCTBEHHBIX
npenapaToB, YTBEpXKIEHHBIX Pacnopsbkennem  [IpaButensctBa  Poccuiickoid
Qenepaning;

«3.3.3 YyacTByIOT B (OPMUPOBAHUM OCHOBHBIX M JIOTIOJIHUTEJBHEIX 3afBOK Ha
JIeKapCTBEHHBIE IIpenaparbl, MEOULUHCKHAE H3AEeNus U CIelUaIu3dpOBaHHbIE
NPOAYKTHI JiedeOHOro MUTaHus 1Jis obecredeHus rpaxaal mno nporpamme OHJILy»;

«3.4.2. OcyuiecTBiaseT AOCTaBKY JIeKapCTBEHHBIX IpenapaToB, METUIIMHCKHX
U3JENUA M CHELUUAIU3UPOBAHHBIX IPOAYKTOB JieUeOHOrO MNHUTAHHWS B alTEeKH H
anTeyHble MyHKTBEl C YYETOM CPEJHEMECSYHOro OTIIyCKa 3a MpeAblaylIiHe MepUOJBbl,
OCHOBHOM M [OINOJHHTENBHBIX 3afBOK OT MEIULMHCKUX OpraHu3alui Ha
KaJIeHJapHBbIi IepHO, IpHKa30B MUH3/JpaBa Ha 3aKyIIKy U O0ECIICYEHHEY;

«3.4.9. ®dopMupyeT B NMyHKTax OTIyCKa 3amac JIEKapCTBEHHBIX NpenapaTos,
MEIMIMHCKUX M3ACIUNA U CHeLUAlU3UPOBAaHHBIX MPOIYKTOB jeueOHOro NMHUTaHHA B
COOTBETCTBUHM C 3asBKOW INPUKPEITICHHOM MEIUIIMHCKON OpraHW3allid B pa3sMepe
TPEXMECSYHON NMOTpeOHOCTH Ha OCHOBAaHHMU JAHHBIX CPEJHEMECAYHOI'O OTITyCKa 3a
NpeAplIyle NEPHOABl, OCHOBHON M JOIMOJHUTENBHBIX 3afBOK OT MEIMIIMHCKHUX
OpraHM3aliii Ha KaleHJapHBI NepHoA, MpHKa3oB MuH3ApaBa Ha 3aKymKy H
obecrneyeHue;

«3.4.10. ObecneunBaeT exxeJHEBHBIH (B paboure IHH) BBOJ ITyHKTAaMH OTITyCKa
B JJIEKTPOHHYI0 HHGOpMAalMOHHYI0 06a3y NaHHBIX 00 oOecledYeHHBIX pelenTax H
MIOCTABJICHHBIX Ha OTCPOYEHHOE obecrieueHue,

«3.4.11. B cpok o 20-ro umcna kaxzaoro mecsua GopMupyeT U Nepelnaer B
I'KY PK "KpemM3apaB" peecTpsl OTIIyHIEHHBIX peLEenToB (MPOHyMEpOBaHHbIE,



cOpoLIIOpOBaHHBIE) IO (GOpME B COOTBETCTBHH C NMpHIOXKeHHeM Ne 4 k HacTosieMy
IpUKa3y»;

«3.4.14. Bemer MOHMTOPHMHT U aHANW3 UCIIONHEHUS TIPUKA30B Ha obecrneueHue
asroronony4dareneit no nporpamme OHJIII Ha Tepputopun Pecriybnuku Kpbimy»;

«3.5.1. ITpunumaer ot ODPIICC no Pecnybnuxe KpbiM qaHHBIE pErHOHAIBHOTO
cerMeHTa PenepanbHOrO perucrpa JHll, HMEIOIKMX I[PaBO Ha IOJyYeHHE
roCyJapCTBEHHOH  COLManbHOM  TOMOLIM, M  OCYUIECTBIISeT 3arpy3Ky B
CTeLMAIM3UPOBaHHOE IporpaMMHOe obecneueHne, obecreynBaeT OOCTYITHOCTH
JaHHBIX  I1  BceX  yyacTHMKoB  mporpamMmbl  OHJIII  mocpencTBOM
CTeLIHATH3HPOBAaHHOTO MPOrPaMMHOT0 00eCIeue U,

«3.5.2. Uudopmupyer ODIICC mo Pecnybnuke KppiM 0 Hainuyuud ommbOK B
[epeJaHHOM PETHOHAIBHOM cermeHTe DeiepanibHOrO perucTpa JIMl, UMEIOLINX MpaBo
Ha nony4yeHue HCVYy;

«3.5.5. ®@opmupyeT CTaHIAPTH3UPOBAHHYID OTYETHOCTH IO MporpamMMme
OHJIIL»

«3.6.1. IlpukazoM Ha3Ha4alOT OTBETCTBEHHBIX JHUIl JJIS CONPOBOXACHUS
nporpammbel  OHJIII mo y4pexaeHHIO, KOTOPbIM BMEHSETCS IepCOHAJIbHAs
OTBETCTBEHHOCTh 32 MOJATOTOBKY M HUCIOJHEHHE 3aBKH MENUIMHCKOW OpraHu3aluu
Ha JIeKapCTBEHHBIE IIpemapaThl, MEIUIMHCKHE H3JENUi U CHelHaJIu3upOBaHHbBIE
NPOAYKTHl Je4eOHOro NMUTaHWS M B3aUMOJEWUCTBHE C NPUKPEIUICHHBIMU INyHKTaMH
OTIIyCKa AJI CBOEBpEMEHHOT0 obecrieueHus JTbroTOIoIydaTeNe»;

«3.6.3. Opranu3yioT paboTy 110 aHaIM3y HAJIMYMS JIEKapCTBEHHBIX NpernapaTosB,
MEIUILIUHCKIX HU3JENUH U CHeUUaIU3UPOBAHHBIX MPOIYKTOB JIEYeOHOrO NMHTAHHS B
TOM 4YHCJE ¢ ucTekarommMm cpokoM B anteqyHoi ceTH ['YII PK «Kpeim-Dapmanus»,
HOIMYMM [IpUKa30oB MuH3npaBa Ha obecrniedeHHe 10 OIpeAesIeHHOH JIBrOTHOM
nporpaMMe C UENbl0 OOecliedeHHs HENpEpHIBHOIO JIEYeHHS M PallHOHAILHOTO
UCITIONIb30BaHUA»;

«3.6.4. CocTaBnsfIOT OCHOBHYIO M JOMNOJHHUTEIbHYIO MEPCOHUGHUIIMPOBAHHYIO
NoTpeOHOCTP Ha  JIeKapCTBEHHblE Mpenaparbl, MeIUUHHCKHE H3JIeNHd |
CHeLHAIN3UPOBAHHBIE NIPOAYKTEHI JledebHoro nutanus no nporpamme OHJIII ¢ yueTom
naHHelX IlacrmoproB BpadeOHBIX y4YaCTKOB, OTIyCKa 3a MpeAbIAYIIHH IepHof,
CTaHAapTOB OKa3aHWs MEIULMHCKOM MOMOIIM B TOM YHCJIE B DJIEKTPOHHOH CHCTEME H
HaIpaBIAIOT €e B paMKax 3assBoyHo# kamnanuu B ' KY PK "Kpeim3apas"y;

«3.6.6. (O6ecneunBalOT BblAAYy pELENTOB TIpa)XAaHHUHY, 3aKOHHOMY
NPEICTABUTENI0O MM YHNOJIHOMOYEHHOMY JHLy C ¢uKcalued B MeIUIHHCKOM
JOKYMEHTAllUd ¥ KOHTPOJIb 32 KA4ECTBOM MPOBOAMMOTIO JIEYEHHS], 32 MPABUILHOCTEHIO
Ha3HAYEHUH JIeKapCTBEHHBIX mIpenaparoB no nporpamMMe OHJIIT mo MemuiimHCKHM
[IOKa3aHUAM;

«3.6.10. ExxeHenenbHO 1O MNATHHIAM COBMECTHO C IPUKPEIUICHHBIM ITyHKTOM
OTIyCKa IIPOBOAAT HMHBEHTApU3allMI0 pELENTOB, HAXOIAMIMXCH HAa OTCPOYEHHOM
oOcIyXMBaHUH, IpPH HEOOXOAMMOCTH WIPOBOIAT HW3MEHEHHE CXEMBI JICYEHHMS,
aHAJIOroByl0/CHHOHUMHMYECKYIO 3aMeHy, BBIHCKY peLENTOB HAa HHYK JIBTOTHYIO
IpOrpaMMy C aHHYJIHMPOBAaHMEM HEBOCTPeOOBAHHBIX peuentoB (oOecreYyeHHBIX II0
IpyTMM peLenTaM) [Uis CBOEBPEMEHHOIO M  HEIpephIBHOTO obecredeHHs
JBrOTONONyYaTeeH»;

«3.8.3. [Insa monydyeHUs JieKapCTBEHHBIX IMpENapaToB, U3AEIHH METUIIMHCKOIO
Ha3HA4YeHHUs U CNEeLMaIU3UPOBAHHBIX MPOAYKTOB JI€4eOHOro MTUTAHUS NPEIbABISIOT B



anTeyHble OpraHU3allu{ pelenThl, BHINUCAaHHblE METUIMHCKMMHU pabOTHHKaMHM Ha
aMOynaTOPHOM IIpHeMe, a Takke OPOPMIECHHBIE B 3JIEKTPOHHOM BHIE U JOKyMEHT

YIAOCTOBEPSAIOIMA JTUYHOCTD B TOM YHCJIE€ AOKYMEHT YIOCTOBEPAIOIIHHA JHYHOCTH
3aKOHHOIO IPEACTaBUTENs WIM JIHMLA, UMEKLEro oQOpMIIEHHYI0 B COOTBETCTBHH C
rpaXJIaHCKMM 3aKOHOAATenbCTBOM Poccuiickoit ®epepani  QOBEepeHHOCTH OT
NallMeHTa Ha IpaBO IOIY4YEHHE pelenTta W Ipenapara, MEJULHWHCKOrO HM3IENud H
CIIELIHAIU3UPOBAHHBIX IIPOAYKTOB JIeUEOHOr0 IUTAHUM,;

«4.1. HasHayeHHe U BBIHCHIBaHHE JIEKapPCTBEHHBIX MpeNapaToB, MEAUIMHCKUX
M3/ ¥ CHEeNUaIH3UPOBaHHBIX NPOAYKTOB JIeUeOHOTO MHUTAHHA OCYILECTBIAETCS
rpax/aHaM, MMEIOIMM B COOTBETCTBMHM C JEHCTBYIOIIMM (pelepallbHBIM
3aKOHOJaTeIbCcTBOM Poccuiickoid Denepauuy npaBo Ha MOJNy4YeHHE JIEKAPCTBEHHBIX
IpenapaToB 3a CYET CPEACTB (eaepanbHOro OromKera, BKIIIOYEHHBIM B DenepanbHblit
pEerucTp /ML, HMEINMX NpaBO Ha MOJyYeHHE TOCYJapCTBEHHON COIHAbHOM
IIOMOLIIH;

«4.2. T) JOOKYMEHT, NOITBEpPXKJAIOUMii mnpaBo Ha mNojJdy4eHHe Habopa
COLIMAIBHBIX YCIYT, @ TaKXe CIpaBKy, MOATBEPKJAIOLIyI0 IIpaBO Ha IOJyueHHE
Habopa COLMaIBHBIX YCIyr 1O YTBEpXAEHHOH B paMKax JeHCTBYIOLIErO
3aKOHOJATENBCTBA GOpMe»;

«4.6. B) [OKyMeHT, MOATBEpXAAOIMH I@paBo Ha noidydyeHHe Habopa
COLIMAIBHBIX YCIYr, a TakXKe CIIpaBKy, HNOATBEPXKJAIOIIYI0 IIpaBO Ha IMOJNyYEHHE
Habopa COLMaNbHBIX YCIAYT MO YTBEP)KIEHHOH B paMKax [elCTBYIOIIEro
3aKOHOJAATENILCTBA PopMeN;

«4.5. Tlpu Bole3ne Ha Teppuropuio PecnyOnuku KppiM rpaxkiaaH, HMeEIOIIMX
npaBo Ha oOecredeHHWe HEOOXOAMMBIMH JIEKAPCTBEHHBIMH IIpernapaTaMH 3a CYeT
CpeACTB (enepanbHOro OrojKeTa, NMPOXHUBAIOUIMX B HMHBIX perdoHax Poccuiickoif
Qenepani, Ha CpoK Oonee IMIECTH MecAlleB WIM B Cllydae H3MEHEHHS MecCTa
XHUTENbCTBA, INpU OOpallleHWH B MEJUIMHCKHE OpraHU3alMd HM MOTYT OBIThH
BBINTMCAHBI JIBIOTHBIE PELIENTH] Ha JIEKapCTBEHHbIE NIpenaparbl, MEANLIMHCKHE U3OETUS
U CIeUUaIU3MpOBaHHBIE MPOAYKTHl Jie4eOHOr0 NHTaHHMA HOCJE HaIlpaBlIeHHS
NepCOHUPHUIMPOBaHHOW NOTpeOHOCTM B MHUH3IpaB, COMIACOBaHHH HCTOYHHKA
(MHAaHCHUpPOBaHHMsA 3aKyIIKH M IIOCTaBKH, IPU OTOM MEIULIMHCKas OpraHH3alus
MHGOPMHpYET I'paXXJaH O BpeMEHH HeoOXOIUMOM Ha NpOBeIeHHS BEHIIIEYKa3aHHOMH
1§010)1 (D137 ) SN

«4.7. HHoropomHrve rpaxlIaHe T1oOcCie  NPOXOXKIEHHS  MPOLEXYPHI
uaeHtu¢ukanuu B PelepaibHOM DPETUCTpE JIUI, MMEIOIMX IPaBO Ha IOJy4YeHHE
roCyJapCTBEHHOM COLMAIbHONM IOMOIM, MOJJIeXaT BKJIIOYEHHIO B PErHOHANbHBIH
cerMeHT DenepanbHOro perucrpa IO MeCTy ero npeOblBaHHS B paMKax
YTBEP)KIECHHOIO MEXBEIOMCTBEHHOIO COIJIAlIEHUs C YyKa3aHHEeM CBEOeHHH o
KOJIMYECTBE HA3HAYEHHBIX M OTIYUICHHBIX NAalMeHTy WIH €ero 3aKOHHOMY
IPEACTAaBUTENIO JIEKAPCTBEHHBIX Ipernaparax, MEIUUUMHCKHUX M3IENNAX HWIH
CHEUMAIM3NPOBAHHBIX NPOAYKTaX JIEUeOHOrO0 NUTAHUA MJiS AEeTeH-MHBAIMAOB IS
BO3MOXXHOCTH BBIMUCKH JIBTOTHBIX PELIENITOBY;

«4.9. Peuentsl MoOryT OBITh TOJMYYEHH IAIIHEHTOM, €r0 3aKOHHBIM
NPEACTABATENIEM WK JIMIOM, HMeHlero OoQOpMIIEHHYlD B COOTBETCTBHH C
rpaXkKAaHCKUM 3aKOHOZaTelbCcTBOM Poccuiickoit @Penepanyii  IOBEpPEeHHOCTH OT
NAlUMEHTAa Ha MPaBo NMOJy4YeHNE peLenTay;



«4.19. B pexoMeHmaLMaX JIEKApCTBEHHOW TEpallMd M 3aKIOUYEHHSAX Bpayei-
KOHCYJIbTAHTOB, IVIaBHBIX BHELITATHBIX CHELIMAIMCTOB MMH31paBa JIeKapCTBEHHBIE

IpenapaTsl YKa3bIBAIOTCS IO MEXAYHApPOAHBEIM HEMAaTeHTOBAaHHBIM HAWMMEHOBAHMSAM
WIM TPYNIIUPOBOYHBIM XHMHUYECKMM HAaWMEHOBAHMAM, B Clly4ae MX OTCYTCTBHS, a
TaKXe IMPH 000CHOBAaHHON M JOKYMEHTAIHHO IMOATBEPKACHHOH HEOOXOAUMOCTH - IO
TOPrOBBIM HAaWMMCHOBAaHUSAM B  TMOpsAAKe, PpErIaMEeHTHPOBAHHOM  IIPHKa30M
MununcrepctBa 3apaBooxpaneHus Poccuiickoii ®enepaunn ot 24.11.2021 N 1094u
"O6 yrtBepxnaenuu I[lopsaka Ha3HaueHHs JIEKAPCTBEHHBIX IIpemapaTtoB, (opm
peLenTypHbBIX OJIaHKOB Ha JileKapcTBeHHble mpemaparthl, I[lopsaka odopMieHHs
yKa3aHHBIX OJIaHKOB, X y4eTa W XpaHeHHs, GopM OJIaHKOB pelenTOB, COACPIKAMINX
Ha3HAYeHHe HapKOTHYECKUX CpPEICTB WJIM IICHXOTPOIHBIX BewlecTB, [lopsaka ux
H3TOTOBJICHHS, pacIpelesieHUs, perucTpaliy, ydyeTa U XpaHeHus, a Takxe [Ipasun
odopMiieHHs OJIAaHKOB PELIETITOB, B TOM 4HCJIE B (OpMe 3NIEKTPOHHBIX JOKyMEHTOB'"»;

«4.22. Jlewamuuid Bpady CaMOCTOATENBHO OCYLUECTBISET Ha3HA4eHUsA Ha
OCHOBAaHHMH paHee HalpaBJIeHHOW B MUH3/1paB COIJacHO YTBEPXKIEHHBIX PErIAMEHTOB
HOTpeOHOCTH, BKJIFOYEHHOH B yTBepXKACHHbIe MUH3IpaBOM MpHKa3bl HA obecrieyeHue
JBIOTHOM KaTeropuM TrpaxKAaH JIEKapCTBEHHBIMH I[penaparamM, MeIUIUMHCKAMH
H3JIENHSAMH U CIEHATA3UPOBAaHHBIMU IPOAYKTaMH JIe4eOHOro IUTaHUY;

«4.23. Ha3zHaueHUe W BHIIIUCBIBAHUE JIEKAPCTBEHHBIX IPENApaToB II0 PEIICHUIO
BpadyeOHON KOMHCCHHM IIPOM3BOAMTCS MO IMpPEACTABICHHUIO JIeYallero Bpaya H
PYKOBOIMTEIS METUIIMHCKONH OpraHU3aliy B CIEIYIOUX CIIydasX:

- Ha3HauYeHHUS JIEKapCTBEHHBIX IMpPENapaToB, MENUIMHCKUX M3JENHH WIn
CHEIHATM3UPOBAHHBIX  NPOAYKTOB  JIeYeOHOr0  IUTaHUSl [0  TOPrOBBIM
HAaUMEHOBAaHMSM, TMPH HETUNMUYHOM TeuyeHUH 3aboseBaHMs, HAIWYUHM OCIOKHEHHH
OCHOBHOTO 3a0ojieBaHMs W (HMJIM) COMyTCTBYIOLUWX 3a00JieBaHWM, NMpPH Ha3HAYEHHUH
JIEKapCTBEHHBIX IIpernapaTtoB, OCOOEHHOCTH B3aUMOJEHCTBHS H COBMECTHMOCTH
KOTOpPBIX COTJIACHO HMHCTPYKUMSAM II0 HUX IIPUMEHEHHIO IPUBOIAT K CHHKEHHIO
3¢ GeKTHBHOCTH 1 6€30MacHOCTH (papMaKoTepanuy U (UiIH) CO34al0T NOTEHIHAIBHYIO
OMNAacHOCTH ISl )KU3HHU U 340POBbS MMALIUCHTA;

- BBIABICHUS IIOOOYHOM peakIuu C MPHIOKEHHEM KONMH H3BELIEHUS B
TeppUTOpHaNbHBIN 0TAEN Poc3apaBHan3opa;

- Ha3HA4YCHHUsS HAPKOTUYECKHUX M ICHXOTPONHBIX JICKAPCTBEHHBIX MpENapaToB
Cnuckos II u III (B cilydae NMpUHATHS pPyKOBOZUTENIEM MEAMIMHCKONH OpraHU3aLMH
pelIeHus 0 HeoOXO0IUMOCTH COTJIacOBaHMS Ha3HaYeHUs ¢ BpaueOHOM KoMuccueit);

- Ha3HA4YeHHUS JOPOrOCTOSINUX JIEKAPCTBEHHBIX IIperapaToB € YyKa3aHHEM
1e1ecCOO0pPa3sHOCTH Ha3HAYEHHsI B COOTBETCTBHM C  (apMaKOIKOHOMHUYECKUMH
XapaKTEpPUCTUKaMHU B COIIOCTABIEHUH C ajlbTEPHATUBHBIMU aHAJIOTaMH U COCTOSIHUEM
3/10pOBbS MALIKEHTA;

- OJHOBPEMEHHOIO Ha3Ha4YeHWs OJHOMY TIpaXJIaHMHy IiITH U Oonee
JIEKapCTBEHHBIX IIperapaToB B TeY€HHWE OJHUX CYTOK MIJIHA CBBIIIE JAECATH
HAaUMEHOBaHUI B TEYEHUE OJJHOTO MeCAIay;

«4.24. Ha3HayeHHe U BBHINIUCHIBAHHE HAPKOTUYECKUX H ICHXOTPOIHBIX
nekapcTBeHHbIX NpenaparoB Crnuckos II u III mamueHTaM ¢ BhlpakeHHBIM G0ONEBBHIM
CHHAPOMOM JIIO00ro reHe3a MOXET OCYIIECTBIATHCS CaMOCTOSITENIBHO JI€HYalllUM
Bpa4yoM HJIM MO pelleHUI0 BpaueOHONH KOMHUCCHH (B ClIydyae MPUHATHS PyKOBOJUTENIEM
MEJUIIMHCKONW OpraHu3alyy pPelieHHs O HEOOXOAUMOCTH COITIacOBaHHUA C BpadyeOHOM
KOMHCCHEN )»;



«4.25. Hashauenwe, BHIMKMCHIBAHME U OTIYCK JI€KapCTBEHHBIX IPENapaToB
OCYILECTBIIIOTCA B 00BbeMe Ha KypC JIEYEHHs IO TPEXMECAIHOM MOTPEOHOCTHY,

«5.1. ObGecneuenne NHll, BKIIOUYEHHBIX B PErHOHANbHBIA cerMeHT Perucrpa 1o
nporpamme OHJIIT Ha MOMEHT MoJa4yu H pacCMOTPEeHUS NOTPEOHOCTH, IPOU3BOIUTCS
IIyTE€M BBIIMCKH PELENITOB U NMpeAbABIECHUS peLielTa rpaXJaHaMH B IIyHKT OTILyCKay;

«5.3. T'YII PK "Kppim-@apmanus" obecrieurBaeT B MMyHKTaX OTIYCKAa HalW4ue
TPEXMECAYHOIO0 HECHM)KAEMOI'0 3alaca JIEKapCTBEHHBIX IpenapaToB, MEIUIIUHCKUX
M3JeNUi U CleUUau3HPOBaHHBIX MPOAYKTOB JIe4eOHOro NMUTAaHUSA B COOTBETCTBHHU C
3aBKOM MNPUKPEIUVICHHONM MEIUIUHCKON OpraHM3alMi B pa3Mepe TPEeXMECSYHOM
HoTpeOHOCTH Ha OCHOBAaHHMM JAHHBIX CPEIHEMECSYHOIO OTIyCKa 3a IpelblayIIHe
IIEPHOABI, OCHOBHOW M IOMOJHUTEIBHBIX 3afBOK OT MEJMLIMHCKMX OpraHM3alvil Ha
KaJIeHJapHbIH nepuoa, Npuka3oB MHUH31paBa Ha 3aKyIIKy H 00eCIieueHHE;

«5.6. T'YII PK "KpeiM-®apMaius" B TeueHHe 5 pabodyMX QHEH OCYLUECTBISAET
MEPONPHUATHSA IO TepepaclpeneeHHI0 JIEKapCTBEHHBIX IperapaToB, MEAUIMHCKHUX
H3JeJHi U CIIeLIHAITU3UPOBAHHBIX NPOIYKTOB J€4eOHOr0 MUTAaHUSA U3 HMHBIX ITyHKTOB
OTIycKa ¥ ¢ HeHTpanbHoro anteydoro cwiana ['YII PK "KpeiM-®apmanusa”, B Tom
yHcle AN 00ecredeHHss OTCPOUYEHHBIX pelienToB. B ciy4yae oTCyTcTBHS mpenapara Ha
LIEHTpaJILHOM anTedyHoM ckiane, B anteyHoi cetd I 'YII PK "KpeiM-®apmanusa” u B
3akynke ['KY PK «KpeimM3gpaB» ¢ Jarel yCTaHOBJIEHHS €r0 OTCYTCTBHS B CPOK HeE
Oonee 2 pabounx OHeH HampaBiseT NUCbMO B MUH3IpaB O HEOOXOAMMOCTH
JOTIOJTHUTEJILHON 3aKyNKHU JIEKapCTBEHHOIO IIpenaparay;

«5.7. MuH3gpaB ¢ pgathl yBEIOMJIEHHS 00 OTCYTCTBHM JIEKapCTBEHHOIO
mpenapaTta Npyd HaIWYHH (PUHAHCHPOBAHUS, YTBEPXKAEHHOH NepCOHUPHLMPOBAHHON
3asBKH B Cpok He Oonee 30 kaneHAapHBIX MAHEH NPUHUMAET pELICHHE O
tenecoobpasHoctd HampasieHus B [KY PK "KpeiM3gpaB" mOMONHHUTENbHBIX
NpUKa30B Ui MpOBelNeHHS 3aKynKd U obecledeHHs JBrOTONONIyYaTenaed 3a cyer
cpeactB ¢enepanpHOro Gro0mKeTa ¢ y4eToM $apMaKOIKOHOMHYECKUX XapaKTEPUCTUK
U HAIMYHUA aJbTEPHATUBHBIX aHAJIOTOBY;

«5.8. IIpy HEBO3MOXHOCTH OCYLIECTBJICHHS CpPOYHOM 3aKyNKH, OTCYTCTBHUSA
OCTaTKOB, HEBO3MOXXHOCTH IIPOBEJEHHA CHHOHHMHUYECKOIH/aHAJOTOBOM 3aMeHBI
MeAMLMHCKass opraHu3auus obeclieyuBaeT NalieHTa HEOOXOAMMBIM JIEYEHHEM, B
Te4yeHHne S pabouuMx [JHeH oOpraHu3yeT TOCMUTAIM3aUUK0 B JHEBHOH WM
KPYIJIOCYTOYHBI  CTallMOHAap, 3aMeHy CXeM JiedeHus H©  obecriedyeHue
JproTonoydareneit 1ubo 3a cyeT OrompkeTa MEIMLIMHCKOM OpraHHM3allid WIM HHBIX
HUCTOYHHUKOBY;

«5.9. Jlnd omnpeneneHUs HECHI)KaEMOH TpPEXMECAYHOM MOTpeOHOCTH B
JIeKapCTBEHHBIX IMpenapaTtax, MEIULUHCKMX U3JeIUid M CIEeNUaTIN3UPOBaHHBIX
NPOAYKTOB JiedeOHOro MuUTaHWA B anTekax W anteyHblx myHkTax ['YII PK "KpsiM-
®apmanug" Ha NOCTOSHHOR OCHOBE OCYILECTBIISET aHAJIU3 CPEAHEMECIYHOrO OTITyCKa
33 MpeAbIAyIIHe MEepHObl, OCHOBHOH M JONOJHHUTENBHBIX 3afBOK OT MEIHIIMHCKHX
opraHu3alMii Ha KalleHJapHbli MepuoA, MpHKa3oB MuH3IpaBa Ha 3aKylnKy H
obecrieueHue TbroTONOMy4daTenei»;

«6.1. B caydyae OTCYTCTBHA JIEKQPCTBEHHOTO Mpernapara B IIYHKTE OTIIyCKa Ha
MOMEHT oOpallleHHsi TIpaxJaHe, OTHECEHHble K Kareropuum (eaepaibHbIX
JILTOTONOJNy4YaTesieii, IMEIOT MPaBO MOCTaBUTh PELENT, B TOM 4YKciie OPOpMIIEHHBII B
3NIEKTPOHHOM BHJIE B ITyHKTE OTIIyCKa Ha OTCPOYEHHOE oOecreueHue;



«6.2. B cnyuyae OTCYTCTBHS JIEKapCTBEHHOI'O IperapaTa CHEIHAIMCT ITyHKTa
OTITycKa Ha JaTy oOpallieHHs NalMeHTa OCYLIECTBISAET INPOBEPKY BBIMMCAHHOIO

perenTa (B TOM 4HCNIe B SNEKTPOHHOH ¢opMme) Ha MpEeAMET NPaBUILHOIO
opOpMIIEHHS, PETUCTPUPYET PELENnT B CIECHUANBHOM JXypHaje, HENacT Ha pelenTe
OTMEeTKY 00 ajpece, HOMepe WJIH HaUMEHOBAaHHM alTeKH, JjaTe MpHeMa pelenTa Ha
obeclieuenne, BO3BpAIlaeT pelenT MAalHeHTy, BBOJUT peLEenT B AJIEKTPOHHYIO 0a3zy
JaHHBEIX OTCPOYEHHBIX PEIENTOB AJA Nepefaud cBeleHUd B EnuHyl0 MeIMLMHCKYIO
AH(OPMAIIMOHHYI0 cHcTeMy 3apaBooxpaHeHus PecnyOauku KpeiM, B Teuenue 1
paboyero nHs co IOHA perucrpauuu penenta cornacoseiBaeT ¢ I'YII PK "Kprim-
dapmanua" MOCTaBKY JIEKApCTBEHHBIX MpenapaTtoB A obecriedeHHs OTCPOYEHHBIX
pELENTOB B CPOK, HE IMPEBBIIIAIOMNA NeCATH pabo4yMx IHEH B COOTBETCTBHH C
JeHCTBYIOIIMMH HOPMAaTHBHO-TIPaBOBBIMU akTaMu Pocculickoii Denepauuny»,;

«6.3. C maTel NOCTYIUIEHHS JIEKapCTBEHHBIX IIpenapaToB IJs oOOecledeHus
OTCPOYEHHEIX PELENTOB MYHKT OTIycka B TedeHHe | pabouero nHs MHOOPMHpPYET
rpaxjaaH mo TejaeOHY M COIJIACOBBIBAET CPOKH IIOCEILEHMs IpaXkJaHaMH ITyHKTa
OTITyCKa;

«6.4. Ecnu rpaxaHe ¢ OaThl yBEIOMIIEHHUS B COOTBETCTBHM C IyHKTOM 6.3 B
TeyeHHe 5 pabounx mHeH He oOpaTIIHChH 32 0OECNEYECHHUEM DELENTa, OCTABJICHHEIE
JIeKapCTBEHHBIE MpernapaTsl MOTYT OBITh KCIIONB30BaHBI A OOeCnedeHHs Ipyrux
PELIENTOB, O YeM IIYHKT OTITyCKa HHGOPMUPYET IpaxkJaHUHA 110 TeNeOHY»;

«6.6. MenuiHCKas OpraHM3alldsA IPH IOMYyYEeHUH HHGOpMalUK OT ITyHKTa
OTIIyCKa O HEBO3MOXXHOCTH OOecleYeHUsl JIEKapCTBEHHBIMH IpellapaTaMH PELEITOB,
INPUHATBIX HAa OTCPOYEHHOE MCIIONIHEHHE, PacCMaTpHUBaeT BOIIPOC O CMEHE CXEMBI
JeYyeHU W TPOBENeHHH CHHOHMMHYECKOH/aHANIOroBOil 3aMeHBI JIEKapCTBEHHOTO
mperapara B TOM YHCJIe 110 UHOH JIBFOTHOH ITporpamMme;

«6.8. TYII PK "KpeimM-©apMmauusa" ¢ IaThl YCTaHOBJIEHHUS OOOCHOBAaHHOM
HEBO3MOHOCTH O0eCIedeHHsI OTCPOYEHHBIX PELENTOB 3a CYET IepepaclpeneleHus
TOBAapHBEIX OCTATKOB B paMKax NEeHCTBYIOIIMX KOHTPAaKTOB €XEHEIENbHO HNHUCBMEHHO
yBegomiseT 06 atom MuUH3IpaBy;

«6.9. Munsgpas ¢ pgatel obOpamenus ['YII PK "Kpemm-®apmanus" u/unu
MEIUIIMHCKOW  opraHu3allid o0  OTCYTCTBHUM  JIEKapCTBEHHOrO  Iperapara
MEAMLIHUHCKOTO H3JENUA WIH CIEeUUATU3UPOBAHHBIX MPOAYKTOB JIe4eOHOrO MUTaHUS
IOpd YCJIOBHHM HaJIMYUs (DUHAHCHPOBaHMS, YTBEpXKIEHHOH NEepCOHUHIMPOBAHHOM
3agBKH B CpOK He Oojiee 30 KalleHOapHbBIX JHEH NPUHUMAET pellleHre O HalpaBJIeH!H B
I'KY PK "KpbiM3gpaB" HONOTHUTENBHBIX IPUKA30B IS IPOBEIAEHHUs 3aKyIIKU U
obecreveHHns JILTOTOMOyYaTeNeld 3a CYeT CPeJCTB (PpeaepabHOro OI0mKeTa ¢ y4eTOM
(apMaKO3KOHOMHYECKHX XapaKTepUCTUK U HATUYHUS aNbTEepHATUBHBIX aHAJIOTOBY;

«6.11. B cnyuae GesneticrBus I'YII PK "KppiM-@apmanusa" no obecnedeHuro
OTCPOYEHHBIX PELENTOB, OTIYCKY HMEIOIIUXCS B HAIMYUY Ha UEHTPAJIbHOM allT€YHOM
CKJIaJle M alTeYHOW CEeTH JIeKapCTBEHHBIX IpernapaToB, MEIULIMHCKUX W3ACIUN U
CHELHATH3APOBAHHBIX  IPOAYKTOB  JIe4eOHOrO  NUTaHUSA, HECBOEBPEMEHHOIO
HepeMeLIeHH TNpelapaToB, HapyIIeHU 0 UCIIOIHEHHUIO NEeHCTBYIOIKUX HOPMaTHBHO-
IIpaBOBBIX aKTOB M JAaHHOTO perjlaMeHTa, MHH3ApaB paccMaTpHBaeT BOIPOC O
JMCUUTUTMHAPHOM OTBETCTBEHHOCTH PYKOBOIUTENS, 4 TAaKXKe HAJIOKEHHUH MTpadHBIX
¢unaHcoBbix cankuuii Ha ['YI1 PK "Kpeim-®apmanus'»;

1.3. B npunoxenun 1 x Ilpuxasy npusHaTe yTpaTHBIIMM CHIIy IIOIITYHKTHI
3.1.14,3.1.15, 4.2.e).



1.4. B npunoxenuu 1 k [Ipukasy no6aBuTh MOANYHKTHI:

«3.2.12. Kontponupyer obecrneueHue ¢enepanbHbIX JBrOTONONyYaTeNne
NIeKapCTBEHHBIMU [penaparamy, MeIUIIMHCKUMHU H3JENUIMUA )7}
CNELHATN3UPOBAHHBIMU NPOAYKTaMH JIeYeOHOro TIHUTAHHA, 3aKyIUIEHHBIMH I10
rOCyJapCTBEHHBIM KOHTpaKTaMy;

«3.2.13. OcywecTBiseT KOHTpOJb 3a Haanexamum ucnoidHenueM [YIT PK
"KpeiM-Papmauusa” Bo3NOXKeHHBIX ¢yHkuuit no obecneueHuio (eaepalbHBIX
JILrOTONOJNIyYaTeNlel JEKapCTBEHHBIMU IpernapaTaMi, MEIUIMHCKUMHU H3JEIHAMH H
CIELMANTM3UPOBAHHBIMH IPOAYKTaMU JIEUeOHOTO TUTaHUSAY;

«3.4.15. OcyuecTBaseT KOHTPOJIb HUCIOJIHEHHS HOPHUKa30B B COIMOCTABJIEHHHU C
YTBEpXACHHOH 3asiBKOH 1O obecrneyeHHIO JIeKapCTBEHHBIMH IIperapaTaMH,
MEIMIMHCKUMH H3JeNHsAMH M CHelUaIU3HPOBAaHHBIMU NPOAYKTaMH JiedeOHOro
IUTaHUs B pa3pe3e MENULMHCKUX OpraHM3aliil Cc NpeJocTaBlIeHHEM OTYETa B
Mumnsgpas u ['KY PK «KpsiM3apasy» He no3nHee 20-ro uncia Mecsiua, Clieaylomero 3a
OTUYETHBIMY;

«3.4.16. OcyiuecTBiasieT KOHTPOJb W CBOEBPEMEHHOE IiepepachnpeleieHue
JeKapCTBEHHBIX IMpenapaTroB, MEIWUMHCKHX W3l U CHelHaJu3ApPOBAHHBIX
IIPONYKTOB JIeueOHOro MUTaHUSI C MUHUMAIBHBIMH OCTaTOYHBIMH CPOKaMH I'OJHOCTH
HE paHee 4eM 3a 6 MecsleB JO OKOHYaHUs M OCYLIECTBIAET MHbIE ACUCTBUS C LIETBIO
HEJOIMyIICHUS X HepallMOHAIbHOI'O UCTIOIb30BaHUM;

«3.4.17. OcyuiecTBNATh OTMYCK JIEKAPCTBEHHBIX IpernaparoB, METUIHUHCKHX
U3JIEJIUNA U CTIELHATM3UPOBAaHHBIX MPOIYKTOB JIe4eOHOro MUTaHMs IO peLienTaM Bpaya
B TOM YHKCJI€ B 3JIEKTPOHHOM BHJE IPH NPEIbABICHHUH JOKYMEHTa YIOCTOBEPSIOIIETO
JUYHOCTh, JOKYMEHTA yAOCTOBEPSIOLUIEr0 JTUYHOCTh 3aKOHHOTO IPEICTABUTENA HIIH
N1, KMEIOLIET0 OPOPMIIEHHYIO B COOTBETCTBHH C IPaXXJaHCKHUM 3aKOHOAATEIHLCTBOM
Poccuiickoil denepauuy IOBEPEHHOCTH OT MAllMEHTa HAa MpaBO MOJyYeHUE pellenTa,
npenapara, MEOULUHCKOIO U3JENUsS U CIeHHaIU3UPOBAHHBIX MPOAYKTOB JiedeOHOro
MTUTAHUSY,

«3.4.17.1. IlpencraBneHue AOBEPEHHOCTH He TpebyeTcs B clydyae MOMyYEeHHS
peuenTa Ha JIEKapCTBEHHbIE TMpemapaTtel [ANd HHKypabenbHOro OOJBHOTO Ha
3aBeplialollieM 3Talle €ro JKHU3HW, NPU BBIJAYe MEIULHHCKUM pabOOTHHUKOM JIHILY
OCYHIECTBJISIIOIUMM YXOJ, HOKYMEHT, MOATBEPKIAIOUNA HHKYpabeIbHOE COCTOSHHE
GonbHOrO, colepXKalluii CBEIEHUS O JIMLE, KOTOpoe OyIeT MmoydaTh JIEKapCTBEHHBIE
[pernapaTsl 10 penenty (pamunus, UMs, OTYeCTBO (IPHU HAJTHMIUH), BH], CEpUsi, U (HIIH)
HOMep JOKYMEHTa, yYAOCTOBEPSAIOMIETO JINYHOCTH), 3aBepEHHBIN MMOANKUCHIO U MEYaThIO
IAHHOI'O0 MEQMIIMHCKOro pabOTHHKA, a TaloKe Me4aThi0 MEAULIMHCKOH OpraHu3aliny;

«3.4.17.2. OcymecTBiseT XpaHEHHE [OKYMEHTOB, IOATBEPKAAFOLIMIA
UHKypabenbHOe cOCTOsTHHE OOJIBHOTO B alITEYHON OpraHu3aIimy»,

«3.4.18. OcywecTBnser cwiaMH 3aBeAYIOIIUX (COTPYAHHKOB) aNTEYHBIX
IYHKTOB M anTeK €XEHEAENbHO MO TMATHUIAM COBMECTHO C MEIMIIMHCKHMH
OpraHM3allisIMH HWHBEHTAapU3alMIO pELENTOB, HaXOMAUIMXCA Ha OTCPOYEHHOM
o0CiIy>KMBaHUM AJIs1 OpraHU3allMM BCEMH JIOCTYIHBIMH CPEACTBAMH CBOEBPEMEHHOTO H
HEeNpepBIBHOTO 00eCrieYeHHs JIbrOTOOIyYaTesei;

«3.4.19. OcyuecTBisieT nepcOHUPUIMPOBAHHBIN YUeT U aHAIU3 oOecredyeHus
JIBIOTONOJIy4aTelel JIEeKapCTBEHHBIMU IMpernapaTaMy, MEIULIUHCKUMH H3JETHIMH H
CHELUATN3UPOBAHHBIMH MPOAYKTaMHU JIe4eOHOro MHUTaHUA 10 BCEM JIBIOTHBIM
IporpaMmamM, B TOM YHCJI€ NPOBOAMT aHAIM3 OTCPOYEHHBIX PELENTOB HAa MpeaAMET



daxta ofOecreueHUS MM BO3MOXHOCTH OOEClle4eHHss IO HHBIM JIBIOTHBIM
nporpaMMaM C IpefOCTaBI€HHEM E€XEHENEIbHO OT4eTa B  MEIULUHCKYIO

opranu3zaumo, Munsngpas u I KY PK «Kpsim3zapasy;

«3.4.20. OcywmectBnsior peructpauuio U mpepoctaBiusiior B [KY PK
"KppIM3paB" MONHBIM NakeT AOKYMEHTOB Ha IIOCTaBJIIEHHBIE WM OTMYIIEHHBIE
JeKapCTBEHHbIE IIpernapaTbl B COOTBETCTBUM C JAEHCTBYIOLIMMH HOPMAaTHBHBIMH
NPaBOBBIMH aKTaMH JIi BO3MOXXHOCTH OCYILIECTBJICHHS OyXranTepcKoro ydeTra H
OTYETHOCTH Ha MOCTOSHHOM OCHOBEY;

«3.5.10. Kontponmupyer BeneHue Peructpa Bpaueit (QenpamepoB), HMEIOMHX
[IPaBO BBIITMCKH JIbI'OTHBIX PELIENTOB, B TOM YHUCJIE B 3JIEKTPOHHOM BHJEY;

«3.5.11. OcywectBnser HHGOPMALIMOHHOE COMPOBOXAECHHE YYaCTHHKOB
JIBTOTHOTO JIEKAPCTBEHHOI'O 00ECIIeYeHHs B COOTBETCTBUH C JaHHBIM PErJIAMEHTOM.»;

«4.6.€) NOKyMEHT, MOATBEPXKAIOMIUH (haKT H3MEHEHHUS MECTa KUTEIbCTBAY,;

1.5. B n. 3 «OcHOBHBIE TEPMUHBI, OTIPEAENCHHUS U COKpALIEHU» MPHIIOKEHUS 1
K IIpHuka3y myHKTBl «CBOAHAS MOTPEOHOCTEY», KyTBEPXKACHHAS 3asBKay», «deaepalbHble
JBrOTOIOTyYaTe» U3JI0KUTh B HOBOH peJlaKLIUHU:

«CBOJHAs MOTPEeOHOCTh — YBEAOMIIEHUS (3asiBKH) MEIULIMHCKUX OpraHU3aIuii U
TTaBHBIX BHEMTATHBIX CIELMATNCTOB MuH3ApaBa, cocTaBiieHHble B NHCBMEHHOH
¢dbopMe UM B 3NIEKTPOHHOH CHCTEME, O TOTPEOHOCTH Ha OIpe/IeJICHHbIN KajleHIapHBIH
NEPHON B JIEKapCTBEHHBIX npemnaparax, MeIULIMHCKUX U3JENUsX,
CHELUAIU3UPOBAaHHBIX MPOAYKTaX JiedeOHOro mHUTaHWs, HX HaUMEHOBaHUSX,
J03UpOBKax, ¢opMax BbIIIyCKa M KOJIWYecTBe Ui oOecreueHus rpaxaaH 3a CYeT
cpelcTB denepaibHOro OromKeTay;

«yTBEpXJEHHas 3asiBKa — CBOAHas MNOTpeOHOCTH, NpolUeAIIas MIPOLexypy
PAacCMOTPEHHUS U COIIaCOBaHUS KOMHUCCcHer MuUH3IpaBay;

«(eepanbHbIe JHrOTONONyYATENH - TpaXKIaHe, BKIIOUYeHHbIE B DenepaibHbIi
PETUCTp JIHL, UMEIOLIUX MPaBO Ha MOJIy4YeHHE roCydapCTBEHHOM COLUANTBHON MOMOIIH
(manee - Peructp ¢enepaybHbIX JIBIOTHHKOB), U He OTKA3aBLIMECS B YCTAHOBIEHHOM
NOpsiKE OT MoNy4eHHs Habopa yciyr B MOJHOM O0beMe MIIH B YacTH OOecledeHus
JIEKapCTBEHHBIMHM IpenapataMy, umeromue crnpaBky u3 OO®OIICC mo Pecmy6Gimke
KpbIM Ha nonmy4yeHre rocyJapCTBEHHOM COLUAIBHON MOMOIIHY.

1.6. B 1. 3 «OcHOBHBIE TEpMHHEI, OIIPEENIEHNS U COKpAIeHUsD NMPIIOKEHU 1
K IIpuka3y 106aBUTh ITyHKT:

«JIBrOTONONyYaTelb — IPaKAaHWH, MMEIOLINI mpaBo Ha mMmoilydyeHHe Habopa
COLMANBHBIX YCIYr B 4YacTH oOecrnedeHus JIeKapCTBEHHBIMH IpelapaTaMH,
MEIULVHCKUMH H3JEINAMH M CHEUUATU3HPOBAaHHBIMH TPOAYKTaMH JIe4eOHOIO
NUTaHUA 10 mporpamme ofecnedeHHss HEOOXOOUMBIMH  JIEKAPCTBEHHBIMH
npenapaTaMy WM [0 perHOHANIbHOM TbrOTHOM ITpOrpaMMe.

1.7. B npunoxennu 2 k IIpuka3y U3noxuts B HOBOH pefaKIH MOAITYHKTEI:

«1.1. Hactosamuii pernaMeHT (nanee - PernamenT) paspaboTaH BO HCIOJHEHHE
DenepanpHoro 3akoHa or 21.11.2011 Ne 323-®3 "O6 ocHoBax oxpaHBI 3JOPOBBA
rpaxnad B Poccuiickoii @enepanuun”, nocraHosieHus [IpaButensctBa Poccuiickoii
®enepanvu ot 30 urong 1994 roaa Ne 890 "O rocynapcTBeHHOM NOAOEPIKKE Pa3BUTHSA
MEAMLIMHCKOH TPOMBINUIEHHOCTH M YJIydlieHHH oOecriedeHHs HacelleHHd H
yYpEXACHUIl 3IpaBOOXpaHEHHs JIEKAPCTBEHHBIMH CPEACTBAMH H  M3NEIHAMH
MeJMUMHCKOro HasHaueHus", IlopsakoM opraHM3anuu oOeCHeYeHHsT HaceJleHHs
JIEKapCTBEHHBIMHU IIperapaTaMi Uil MEIULMHCKOro IpHMEHEHHUs, MeIUIIMHCKIMH



HU3CIHSIMHA, a TaKXKC CIICHHAIH3HPOBAHHBIMH IIPOAYKTAMH JleyeOHOro MUTAHUS s
ﬂCTCﬁ-HHB&HHHOB, 3aKyIIVICHHBIMH 110 roCy1apCTBCHHBIM KOHTpaKTaM, Ha TCPPHTOPHH

Pecny6nuku  KpeiM, yTBepkaeHHoro nocraHoBneHueM CoBera MHMHHCTPOB
Pecniy6nuxu KpeiM ot 3 uroHs 2015 roga Ne 305, a Takxke MHBIX HOpPMAaTHBHBIX
npaBoBbIX akToB Poccuiickoit ®eneparuu u Pecniybnuku KpbiM, pernaMeHTHpYOIIKX
BOIIPOCHI pealii3allii PerHOHAJIBHEIX MPOTPaMM JIEKapCTBEHHOrO obecrniedeHus (aiee
- nporpamMma PJIO)»;

«1.2. Lensmu pa3zpabotku Pernamenra sBisroTCs:

- OpraHu3auds CBOeBpeMeHHoro, OecnepeOoilHOrO M MONHOro obecneueHHs
rpaxaaH Poccuiickoii ®denepanuu, mpoxuBaloIUX Ha Tepputopuu Pecrmybnuku
KpbiM, ipu aMOyJIaTOpPHOM JIEUEHHUH KOTOPBIX JIEKAPCTBEHHBIE CpPEACTBAa U U3JENHUS
METUITMHCKOrO Ha3Ha4YeHHUs OTIYCKAlTcs MO peuenrtaMm Bpaueidl OGecruiatHo U ¢ 50-
IPOUEHTHOX CKUIOKOH HeoOXOOUMBIMHM JIEKADCTBEHHBIMHM IIpenapaTtaMM Ul
MEIMIIMHCKOTO IPUMEHEHHs B 00beMe He MeHee, YeM 3TO NPEeLyCMOTPEHO IepeYHeEM
YKU3HEHHO HEOOXOAMMBIX M BaXHEHIINX JIeKapCTBEHHBIX MIpENapaToB, B COOTBETCTBHH
¢ yrBepxkaaembiM IIpaButensctBoM Poccuiickoit denepauuu nepedyHeM, Mo peuentam
Ha JIeKapCTBEHHbIE IMpemnaparbl, MEAWLMHCKMMH U3JeIUsAMH II0 penentaMm Ha
MeJUUUHCKHEe H3IeNUs, a TaKKe CIeUUATU3UPOBAHHBIMU TNPOAYKTaMH Jie4e6GHOro
MUTAHUA IS JeTei-MHBaJINAOB, B COOTBETCTBUHU C yTBepXxaaeMbIM IIpaBHTEIBCTBOM
Poccuiickoit @enepannu nepevHeM (Jayee - JekapcTBeHHBIE NPerapaThl);

- COBEpIIEHCTBOBAaHHE CHUCTEMBI JieKapcTBeHHOro obecrneueHust B Pecrybmnuke
KpeiM myTem ymopsiioueHUs B3aUMOJEHUCTBHS YYAaCTHHUKOB pealu3aliMd INporpamMm
PJIO;

- ofecreyeHrde palMOHAJIBHOTO HCIOJIB30BaHUS CPEACTB, BBIAEISEMBIX W3
oromxera PecnyOnmuku KpeiMm i peanu3zanuu nporpaMmsl PJIO».

«4.1.4. Koopaunupyetr BeneHue Peructpa Bpaueil (QenpamepoB), MMEIOLIUX
MIPaBO BBIITMCKH JIBIOTHBIX PELIENITOB, B TOM YHCJI€ B 3JIEKTPOHHOM BUIE»;

«4.1.7. KoppekTupyeT U HanpasJisieT MMCbMaMH OCHOBHYIO, JOTNOJIHUTENBHEIE U
HepCOHU(HULMPOBaHHbBIE 3asgBKM Ha JIEKapCTBEHHBbIE IIpenaparbl, MeIULUHCKHE
U3JIeNIUA U CIeUMaIN3UpPOBaHHbIE MPOAYKTHI Je4eOHOro MUTaHUsA 11 oOecrieueHus
rpaxzaal no nporpamme PJIO oT MeqMUMHCKUX OpraHU3alyi U INIaBHBIX BHEIUTATHBIX
cnenuanucToB MunsapaBa. OcHoBaHHMEM Ui pacyeTa oObeMa 3aKymaeMbIX
JIEKapCTBEHHBIX IpernapaToB, MEAMLMHCKHX M3OENUA M CIENUAIU3HPOBAaHHBIX
MPOJAYKTOB JIe4eOHOrO IHTAHHS SBISIOTCS 3asBKM MEIULMHCKUX OpraHU3alui,
COCTaBJICHHbI€ HA OCHOBaHHH NEPCOHUGULIMPOBAHHOIO y4eTa MOTpeOHOCTEHN IpaXKaaH,
BKJIIOUEHHBIX B perHoHanbHbId peructp, a Ttake naHHele ['YII PK «Kppim-
®apmanus» u ['KY PK «KpsiM31paB» Ha OCHOBaHHMM JAHHBIX 00 OCTaTKax U OTITyCKe
3a MNpeAbplAyIIHA MepHoa ¢ YydeToM JAedekTypsl u  (apMaKOIKOHOMHYECKUX
XapaKTEPUCTHKY;

«4.1.8. YTBepxaaeT NprKa3oM pa3HapsaKy (Ipu HEOOXOOUMOCTH) Ha BBIITUCKY
M OTHYCK  JIEKapCTBEHHBIX  IpenapaToB,  MEIWLMHCKHAX  H3JeIul H
CIEeUUATM3UPOBAHHBIX MPOAYKTOB JiedeOHOro IMTaHUSA B pa3pe3e MEIULUHCKHUX
OpraHu3alliii U HampaBJIsieT ee yYacTHUKaM nporpamMmsl PJIO»;

«4.1.9. KoopauHupyer oOecrniedyeHHEe PpETrHOHAIBHBIX JIBFOTOIOTy4YaTeaen
JIeKapCTBEHHBIMH npenaparami, MeIUIHHCKUMH H3IETUIMHU %}
CIEUUAIM3UPOBAaHHBIMU NPOAYKTaMU JieyeOHOro NUTaHUA, 3aKyIUIEHHBIMH IO
rOCyJapCTBEHHBIM KOHTPaKTaM»;



«4.1.10. Ocy1ecTBnsieT KOOpAMHALMIO 32 HajuIexaluM ucnonHeHueM ['YII PK
"KpoiM-OapManus”" BO3NOXKEHHBIX QYHKUHH 10 O00OECHEUCHHUIO PErHOHANBHBIX

NBrOTONONyYaTeNed JIEKAPCTBEHHBIMU IIperapaTaMi, MEAULMHCKUMU U3IENUIMU H
CHelATU3UPOBAHHBIMHU NPOAYKTaMHU JIeU€OHOTO MUTAHUAY,;

«4.1.11. OcyuiecTBiIseT KOOPAMHALIMIO 332 UHPOPMAIIMOHHBIM COITPOBOXKACHHEM
JBTOTHOTO JIEKAPCTBEHHOTO oO0ecnedyeHHuss OTAENbHBIX KaTeropuil rpaxhaaH B
COOTBETCTBHH C YTBEPXACHHBIM PETJIAMEHTOM;

«4.2.2. 1IpoBOAAT KOPPEKTUPOBKY MpEIONKEHUH MEAMIIMHCKMX OpraHu3aLuid
Ha NpHoOpeTeHHe JIEKapCTBEHHBIX NpelapaToB M OLEHKY LieIeco00pa3HOCTH 3aKyIOK
JIEKapCTBEHHBIX MPEMapaTtoB C LENb0 (OPMHUPOBaHHMs JIMKBUAHOIO 3amaca Uit
TEKYILETO HCMOJb30BaHUA MO KypupyeMoMy npoduito. IIpy BeIHECEHUH pellieHHs O
HeOOXOQUMOCTH KOpPpeKLIMH accopTUMeHTa U (i) obbeMa TOro WJIH HWHOIO
3aKyMaeMoro JIEKapCTBEHHOI'O CpeICTBa IJIaBHBIM BHEIMITATHBIM CIELHUAIHACTOM
NPUHHUMAIOTCS BO BHHMMaHHE OCHOBHble ()aKTOpbl, BIMSIOIIHE Ha CTPYKTYpY
norpebieHus TaHHOTO IMpenapara:

- XapakKTep ero norpebaeHHs 3a COOTBETCTBYIOIUH IPOILE/IINNA TEPHOL;

- OpHEHTHPOBOYHAS HOJA OOJBHBIX, KOTOpble OyIyT HYXAAaThCsi B JAHHOM
Ipenapare;

- TpeOOBaHUA AEHCTBYIOIUX CTaHIapTOB OKa3aHUs MEAULIMHCKON ITOMOLIH;

- ¢apMaKOPKOHOMHYECKHAE XapaKTEPUCTUKHM C YYE€TOM albTEPHATHBHBIX
aHaJoroB;

- HaJIHYHe B MEepeYHE XU3HEHHO HEOOXOAMMBIX U Ba)XXKHEHIINX JEKapCTBEHHBIX
IpenaparoB, yTBepxkaeHHbIX Pacnopsbkennem IlpaButensctBa  Poccuiickon
denepauun»;

«4.2.3. Y4acTByIOT B JOPMHUPOBAHUH OCHOBHBIX M JOIIOJIHUTEIBHBIX 3a59BOK HA
JIeKapCTBEHHBIE IIperapaThl, MEAWLIMHCKHE HW3JeIUs M CIEHUATH3UPOBAaHHBIC
IPOAYKTHI JIedeOHOro MUTaHus Juis obecrneueHus rpaxaad no mporpamme PJIO»;

«4.3.1. B exeHeNenbHOM DpEXUME OCYWECTBIAECT aHaIW3  HaJIU4us
JIEKapCTBEHHBIX IpernaparoB, MEJULIMHCKUX MW3ACIUH U CHeLHAIU3MPOBAHHBIX
MPOAYKTOB JiedeOHOIO MUTaHMs B aITEYHOM CETH U Ha LIEHTPAJIbHOM allTeYHOM CKJaje
I'VIT PK "Kppim-OapManus" (B TOM dYHcCIe HENMKBHIHBIX M C OTIPaHUYEHHBIMH
CpPOKaMH TOJHOCTH), HHGOPMHUPYET B MUCbMEHHOM BUIe MHH3paB ¢ NMPUIOKEHUEM
COOTBETCTBYIOIIUX aHATHTHYECKUX PacUETOBY;

«4.3.2. HasHayaeT mnpHKa3OoM JIML, OTBETCTBEHHBIX 3a IpUE€M 3asBOK OT
MEIUIMHCKIX OpPraHMU3alMid Ha 3aKyMKY JIEKapCTBEHHBIX IpenapaToB, MEIUIIMHCKUX
U3JEIHA W CIHeHHATH3HPOBAHHBIX MPOXYKTOB JiedeOHOro NHUTaHUA, obecreduBaeT
thopMHUpOBaHUE CBOAHBIX 3aBOK B yCTAaHOBJIEHHbIE MUH3/IpaBOM CPOKHY;

«4.3.3. IIpoBOAUT MOHHUTOPHUHT JIEKAPCTBEHHOI0 obecledeHus MO IporpaMme
PJIO, wundopmupyer MuH3ApaB, B TOM 4YHCIE MO OTAEIBHBIM IHCBMEHHBIM
3arpocam»;

«4.3.6. Ilpu npoBeNeHUU OHKCIEPTU3BI IIPOBEPSET COOTBETCTBUE JaHHBIX,
IIPEJICTaBICHHBIX B peecTpe OTIYILIEHHBIX PELENTOB, B YaCTH HAJIUYMs IpaKJaHHHA B
PETHCTpE OTHENBHBIX KaTeropuid rpaxaaH, HMEOMMX IPaBO Ha JbIOTHOE
JeKapcTBeHHOe ofecnedeHUWe, Hanu4yus Bpada ((enpamiepa) B perucrpe Bpaye
(benpainepoB), COOTBETCTBHA  JEKapCTBEHHOro mpemapara II0  TOPrOBOMY
HaUMEHOBaHHUIO, PopMe BEHIITYyCKa, EHE TOCY JapCTBEHHOI'0 KOHTPaKTa»;



«4.3.8. Ilocne ycrpanenus ommbok I'YII PK "KpoimM-®apmarua" npoBoaut
MOBTOPHYIO 3KCIIEPTH3Y B TE€YCHHUE MATH pabouux AHEH U BBIIAET aKT OKOHYATeNIbHOM

SKCIIEPTHU3b], OJUH 3K3EMILIAP KOTOpPOro nepeaaetr B MUH3IpaB HaApOUHOY;

«4.4.7. ®opMUpyeT B MyHKTax OTIyCKa 3amac JEKapCTBEHHBIX IIPENapaToB,
MEIULMHCKUX W3ICNHANA M CHeLHANIM3HPOBAHHBIX MPOXYKTOB JiedeOHOro IMHUTAaHHA B
COOTBETCTBHHM C 3asABKOM NPHUKPEIUICHHON MEAWLMHCKON OpraHu3aidd B pa3Mepe
TPEXMECSIYHON MOTPEOHOCTH HAa OCHOBaHUU JAHHBIX CPEIHEMECSYHOTO OTITYyCKa 3a
IIpeAsIAyIHE TIEPHOIBI, OCHOBHOM M JOMNONHHUTENBHBIX 3aABOK OT MEIHUIMHCKHX
OpraHu3alMii Ha KajJeHJapHbI Iepuoid, NpUKa3oB MHMH3IpaBa Ha 3aKyIIKy H
odbecrieyeHuey;

«4.4.8. ObecnieunBaeT exxeAHEBHBIN (B paboune JHH) BBOJ ITyHKTaMH OTITyCKa B
3JIEKTPOHHYI0O HHGOPMALMOHHYI0 0a3y OaHHBIX 00 oOeclnedeHHBIX pelnentax Hu
MIOCTaBJICHHBIX Ha OTCpPOUYEHHOE obecrieueHne»;

«4.4.11. B cpox mo 20-ro ymcia Kaxaoro Mecsina (GoOpMHpyeT W NepenaeT B
I'KY PK "KpeiM3gpaB" peecTpbl OTHYLIEHHBIX pELENTOB (IIPOHYMEpPOBaHHEIE,
cOpolopoBaHHbie) MO (OpMe B COOTBETCTBHHU C IpHiIokeHHEM Ned4 K HaAcTOAILIEMY
IpUKazy»;

«4.4.15. Beger MOHUTOPHHT M aHaNW3 HUCIOJNHEHHUS NIPHUKA30B Ha ofecrieueHue
Jaeroromnoydaresnes no nporpamme PJIO Ha Tepputopun Pecybnuku Kpeivy»;

«4.5.9. dopMupyeT cTaHIAPTU3UPOBAHHYIO OTUETHOCTD 110 nporpamme PJIO»;

«4.6.1. Ilpuka3zoM Ha3Ha4yalOT OTBETCTBEHHBIX JIHUL IJI COIPOBOXICHUSA
nporpammel  PJIO  mo  ydpexaeHuio, KOTOPBIM BMEHSETCS IEPCOHAIbHAS
OTBETCTBEHHOCTh 3a MOATOTOBKY M MCIOJHEHWE 3asiBKU MEOUIMHCKONH OpraHM3aluy
Ha JIEKapCTBEHHBIE Npenaparbl, MEAUIMHCKAE H3ACNUS M CIELUAIU3UPOBAHHBIE
IPOAYKTHI Jie4eOHOro MUTaHHA U B3aUMOJEHUCTBHE C NPUKPEIUIEHHBIMH ITYHKTaMH
OTIIyCKa JJIi CBOEBPEMEHHOI'0 00eCTIeUeHHUs JIbrOTOMOydaTenein»,

«4.6.3. Opranu3zyoT paboTy N0 aHAJIM3y HaJU4HA JEeKapCTBEHHBIX Mpenaparos,
MEIULMHCKUX H3AENUN U CIEelHATU3UPOBAHHBIX MPOAYKTOB JIEYeOHOrO IUTAHHS B
TOM 4ucle ¢ ucrekaommm cpokoM B antedyHod cetH I'VII PK «Kprsim-®Dapmariusy,
HaJIMYUM TpUKa3oB MuH3npaBa Ha oOecredeHHe 10 ONpeAeNeHHOW JIbrOTHOM
IporpaMMe C LENbI0 OOECNeYeHUsT HEeNpPEPHIBHOTO JIEUEHHUS U PAIHOHAIBHOTO
HCIIOJIb30BaHUAY;

«4.6.4. CocTaBIAIOT OCHOBHYIO M IOIIONHUTENBHYIO NEPCOHUDUIUPOBAHHYIO
noTpeOHOCTP Ha  JIEKapCTBEHHBIE  TMpemnapaTbl, MEIULHHCKHE H3OENUI ¢
CHeUaNN3NpPOBaHHbIE MPOAYKTHI JeueOHOro nutaHus mo nporpamme PJIO ¢ yuerom
naHHeIX [lacmopToB BpaueOHBIX YYacTKOB, OTHYyCKa 3a MNPEOBIAYLIHH MEepHO.,
CTaHJapTOB, KJIMHUYECKUX pPEKOMEHJAlMii U IOpPANKOB OKa3aHWS MEAWLHUHCKOMN
IIOMOIIY B TOM YHMCJIE B 3JIEKTPOHHO!N CHCTEME M HANPABIIAIOT €€ B paMKaX 3asBOYHOM
kamnanuid B '’KY PK «Kpeim3npasy»;

«4.6.8. ObecneuuBarOT BbIAA4Yy PpeUENTOB TIpPaXKJAaHHHY, 3aKOHHOMY
OPENCTAaBUTENO MM YNOJHOMOYEHHOMY JIHLy C QUKcalued B MEOULIHHCKOMH
JOKYMEHTAIMU U KOHTPOJIb 38 KAYECTBOM MPOBOJUMOTO JICYEHHS, 33 MPABHIIBHOCTHIO
Ha3Ha4YeHUN JIEKapCTBEHHBIX MpenapaTroB no nporpamMMe PJIO mo MeaumuHCKHM
MOKa3aHUIMY;

«4.7.3. Jlnd moiydeHHUs JIEKapCTBEHHBIX MpenaparoB, HU3IECHHN MeIHIIHHCKOIO
Ha3HA4YEHHUS U CIICHHAIM3UPOBAHHBIX NIPOAYKTOB JIe4€0OHOTO MUTaHUsS NPETBABISAIOT B
anTe4yHble OpPraHW3allMM PELENThl, BHINUCAHHBIE MEIWLMHCKUMHU pabOTHHMKaMH Ha



aMOyJaTOpHOM IIpHeMe, a Takke OQOPMIIEHHBIE B 3JEKTPOHHOM BHJE U JOKyMEHT
YAOCTOBEPSIOIMi JTUYHOCTh B TOM YHCIEe AOKYMEHT YAOCTOBEpSIOIMH JHYHOCTH

3aKOHHOTO TNPENCTABUTENS WIH JIMLA, UMEIOIEro opopMIeHHYI0 B COOTBETCTBHH C
TPaXIAaHCKUM 3aKOHONaTelbCTBOM Poccuiickoit ®enepaliud ITOBEPEHHOCTH OT
[IallieHTa Ha IpPaBO MOJy4YEHHE pelenTa W Ipenapara, MEOULMHCKOIO H3AENIUS H
CIEeLAaNU3UPOBAHHBIX IPOXYKTOB JIe4eOHOTO MUTAHUMDY;

«5.1. Obecrnieuenne 1L, BKIIOUYEHHBIX B PETHOHAIBHEIN cerMeHT Permcrpa mo
nporpamme PJIO Ha MOMEHT Mojay¥ U PacCMOTPEHHUS MOTPEOHOCTH, MPOU3BOIUTCS
IyT€M BBINHCKH pELENTOB K IMpPEIBbABICHUS pelenTa rpaxiaHaMH B IIyHKTBI
OTIIyCKay;

«5.3. T'YII PK "Kpeim-®apmanus” obecrieuriBaeT B IyHKTaX OTIYCKa HAaJTHYHE
TPEXMECSYHOTO HECHM)KAEMOI0 3alaca JIEKapCTBEHHBIX NpenapaToB, MEAUIIMHCKHUX
U3JENUH U ClelHaIN3UpPOBaHHbIX MPOAYKTOB JeueOHOro IMUTaHHUS B COOTBETCTBUHU C
3a9BKOM MpHUKPEIUVIEHHOM MEAMLMHCKON OpraHu3allid B pa3Mepe TpeXMecs4HOM
NoTpeOHOCTH Ha OCHOBAaHHUM [aHHBIX CpPEOHEMECSYHOTO OTIyCKa 3a IpeAblaylIue
NepPHObl, OCHOBHOI M JOIOJHHUTENBHBIX 3a{BOK OT MEAMIMHCKHAX OpraHM3alMil Ha
KaJleHJapHbI{ epHO, Nprka3oB MUH3ApaBa Ha 3aKyIIKy ¥ oOecrieueHuey;

«5.7. T'VIT PK "Kpeim-®apmarnusa” B TedeHue 5 pabouux IHEH OCyHIeCTBISET
MEpOTpUATHS N0 IepepaclpeesieHUI0 JIEKapCTBEHHBIX IpenapaToB, MeIHLMHCKUX
U3JIEJIAA U CIIeLHaTM3UPOBaHHBIX NMPOTYKTOB JIeueOHOrO MUTAaHUSA U3 MHBIX IYHKTOB
oTnycka U ¢ HeHtpainsHoro anredyHoro ckinaga I'YII PK "Kpeim-®apmanusa”, B Tom
yucie A o0ecreyeHus: OTCPOUYEHHBIX pElENnToB. B ciyyae oTCyTCTBHS MpenapaTa Ha
LIEHTpaJIbHOM anTedyHoM cknaje, B antedHoi cetd ['VII PK "KpeimM-Papmaius” u B
3akynke I'KY PK «Kpemm3gpas» ¢ gaTel YCTAHOBJIEHHS €ro OTCYTCTBHS B CPOK HE
Oonee 2 pabouyrx [HeW HampaBiseT NHUCBMO B MuH3ApaB 0 HeEOOXOOUMOCTH
JOTONHUTENBHOMN 3aKyIIKU JIEKapCTBEHHOTO IpernapaTay;

«5.8. Mun3gpaB ¢ [arbl yBeAOMIIEHHS OO0 OTCYTCTBHHM JIEKAPCTBEHHOTO
npenapara NpH HAIMYUN (UHAHCHUPOBAHUS, YTBEPXKIEHHOH MepCOHH(PHIMPOBAHHON
3a9BKH B Cpok He Oosee 30 KaleHIapHBIX [HEH NIPUHUMAET peIIieHHEe O
uenecoobpasHoct HanpasieHus B I'VII PK "Kppim-®apmauusa” RonolHUTENBHBIX
IpPUKA30B IS MPOBEACHHA 3aKyNMKH KU obecrnedeHus JbroTONoJIyJaTelield 3a cyer
CPEICTB PETHOHAIIBHOTO 0I0/KeTa C yueToM (apMaKOIKOHOMHUYECKHX XapaKTEPHCTHK
Y HAJIWYHS aJlbTePHATUBHBIX aHAJIOTOBY;

«5.9. Tlpy HEBO3MOXHOCTU OCYIIECTBIIEHHS CPOYHOM 3aKyIKH, OTCYTCTBHSA
OCTaTKOB, HEBO3MOXXHOCTH TMpPOBEACHUS CHHOHHMHUYECKOH/aHAOrOBOH 3aMeHBI
MEJUIMHCKass opraHu3alys oOecleyuBaeT MNalUeHTa HeoOXOOUMBIM JICUeHHEM, B
Te4eHHe 5 pabouux [OHEH opraHu3yeT TIOCHUTAIM3ALMIO B JHEBHOH WM
KpyTrJOCYTOUHBI  CTallMOHAap, 3aMeHy CXeM JiedeHHs W  obOecreveHHe
JBroTomnonyydareneil mudo 3a cuer OromkeTa MEAULMHCKOW OpraHM3alld¥ HJIA HHBIX
HUCTOYHHUKOBY;

«6.1. B cny4yae OTCyTCTBHUS JIEKapCTBEHHOTr'O IpernapaTa B IIyHKTE OTITyCKa Ha
MOMEHT oOpalleHus rpaxJaHe, OTHECEHHble K KaTerOpHH perHOHAIbHBIX
JBrOoTONONy4aTeNnel, MMEIOT NIPaBo MOCTAaBUTh PELENT, B TOM YHCIIe 0GOPMIIEHHEIH B
3JIEKTPOHHOM BH/I€ B ITyHKT€ OTIIyCKa Ha OTCPOYE€HHOE o0ecreueHre;

«6.2. B ciaydae oTCYTCTBHS J€KapCTBEHHOTO MNpelapara CIELHaJIMCT ITyHKTa
OTIlyCKa Ha JAaTy oOpalleHusl MalydeHTa OCYIIECTBIISIET IPOBEPKY BEHITHCAHHOTO
peuenta (B TOM 4YHCIE€ B BIEKTPOHHOH ¢opMe) Ha TMpeaMeT HNPaBHIBHOTO



oopMIIEHHS, pETHCTPUPYET PeLenT B CIENUANBHOM J)KypHaie, JelaeT Ha peLenTe
OTMETKy 00 ajpece, HOMepe WM HalMMEHOBAaHHH aNTeKH, JaTe NpHeMa pelienTa Ha

obecmeyeHne, BO3BpANIAeT peliENT MAlMeHTy, BBOJMUT pelenT B JNEKTPOHHYI 06a3y
JAHHBIX OTCPOYEHHBIX PELENTOB VI Nepefadyd cBeleHUd B ENUHYI0O MEOULUHCKYIO
MHGOPMALIMOHHYIO CHCTeMY 31paBooxpaHeHHs Pecnybmuku KpeiM, B Teuyenue 1
pabGouero AHs co JIHA perHcTpauuu peuenrta cornacoBbiBaeT ¢ I'YII PK "Kprim-
®dapmanua” NOCTaBKy JieKapCTBEHHBIX MNpenaparoB A obecreyeHus OTCPOYEHHBIX
peLenToB B CPOK, He IpeBblLAOMUNA AecaTH pabouux AHeH B COOTBETCTBHH C
IOEeUCTBYIOIIMMH HOPMAaTUBHO-IIPaBOBEIMH akTaMu Poccuiickoit ®eneparmmy;

«6.3. C pmaTel moOCTYyIUIEHUS JIEKAPCTBEHHBIX IIpenapaToB Ui OOecreueHHs
OTCPOYEHHBIX PELENTOB IyHKT OTIMyCKa B TeuyeHHe 1 pabodero QHA HHPOpMHUpYeT
rpaxxaad Mo TeJNeQOHY M COIIaCOBBIBAET CPOKHM TMOCELIeHHUS TIpaxiaHaMH IMyHKTa
OTILyCKa»;

«6.4. Ecnu rpaxnaHe ¢ AaThl YBeJOMJIEHHUS B COOTBETCTBHHM C MYHKTOM 6.3 B
TeyeHue 5 paboumnx AHel He oOpaTUIHNCh 3a obecrieueHHeM pelienTa, MOCTaBICHHEIE
JIeKapCTBEHHBIE Ipenaparbl MOTYT OBITh HCIOJIB30BaHbI AN obecreyeHHs APYTUX
PELIENTOB, O YeM MMYHKT OTITyCKa HH(POPMUpPYET rpakJJaHUHA IO TeJlePOHY»;

«6.6. MenMuMHCKass OpraHM3alds NpU MOJy4YeHHMH HHGOpPMalLMH OT IYHKTa
OTIyCKa O HEBO3MOXXHOCTH oOecleyeHHUs JTeKapCTBEHHBIMHU MpenapaTaMy perenToB,
IPUHATBIX HAa OTCPOYEHHOE HCIIOJIHEHHE, pacCMaTpHUBaeT BOMPOC O CMEHE CXEMBI
JICYEeHUS W TMpPOBEJACHUHM CHHOHHMUYECKOH/aHANOroBOM 3aMeHbl JIeKapCTBEHHOIrO
npernapara B TOM YHUCJIE€ IO UHOM JIbIOTHOM IporpaMmme;

«6.8. TVII PK "KpoiMm-®apmauus" C pgaThl YCTaHOBIEHHS OOOCHOBaHHOM
HEBO3MOXXHOCTH 00ecreueHns: OTCPOYEHHBIX PELENTOB 3a CUET Iepepacnpe/ieieHus
TOBapHBIX OCTAaTKOB B paMKax ACHCTBYIOLINX KOHTPAKTOB €Xe€HEeAEJIbHO IMHCHMEHHO
yBeZoMIIsieT 00 3ToM MuH3IpaBy;

«6.9. MunsgpaB ¢ patel obpamenus ['YII PK "Kpemm-®apmanusa” w/unu
MEJULUUHCKOM  oOpraHusanud o0  OTCYTCTBHH  JIEKAPCTBEHHOro  Ipernapara
MEIULUHCKOTO M3JENUs WU CHeUUaIu3UPOBaHHBIX MPOAYKTOB Je4eOHOrOo MUTAHHA
NpH YCIOBHH HalW4Ms (UHAHCHUPOBAHUS, YTBEPXKIECHHOW IepCOHM(DHUIHPOBAHHOM
3asBKU B CpOK He Oonee 30 KalleHOapHbIX JHEl IpUHUMAET pellleHHe O HalpaBjeHHH B
I'VII PK "KppiM-®apManus” JOMONHUATENBHBIX NPUKA30B Ui MPOBEACHHUS 3aKYIIKH M
obecneyeHHs JIbIOTOMOyYaTeNel 3a cueT CpeAcTB (elepaibHOTO GI0KeTa ¢ yYETOM
(bapMaKO3KOHOMHUYECKUX XaPAKTEPUCTHK H HATUYHA AJIbTEPHATHBHBIX aHAJIOTOBY;

«6.11. B cioyqae 6e3neiictBusa ['YII PK "Kpeim-®apManus" no obecrieyeHHIO
OTCPOYEHHEIX PELENTOB, OTIYCKYy HMEIOLINXCSA B HAIMYHMH Ha LIEHTPAJIBLHOM alNTeYHOM
CKJIaJe U alTe4YHOW CETH JI€KapCTBEHHBIX IpenapaToB, MEIULMUHCKUX H3AETHH H
CIEUMATU3UPOBAHHBIX  IPOAYKTOB  JIeYeOHOrO  MNHTaHHUSA, HECBOEBPEMEHHOIO
NepeMeLIEHHs NIPEnapaToB, HapyLIeHHH 110 HCIIOIHEHHUIO NeHCTBYIOMIMX HOPMaTHBHO-
IPaBOBBIX aKTOB M JaHHOIO perjiaMeHTa, MHUH3JIpaB paccCMaTpHBaeT BOIPOC O
JUCLUIUIMHAPDHON OTBETCTBEHHOCTH PYKOBOJAMTENS, a TaKKe€ HAJIOXEHHH ITpadHBIX
¢unaHcoBbIx caHkumid Ha I'YII PK "KpeiM-®apmanus».

1.8. B n. 3 npunoxenus 2 x Ilpumka3sy nyHKTBI «CBOAHAas MHOTPEOHOCTHY,
«yYTBepXIEHHas 3asiBKa» U3JI0)KUTh B HOBOM peaKLIUHU:

«cBOAHAsA NMOTPeOHOCTH — YBeIOMIIEHHs (3a5BKH) MEQUIIMHCKUX OpraHH3aliil 1
TJIaBHBIX BHEINTAaTHBIX CHELHMATUCTOB MMUH3IpaBa, COCTAaBIIEHHBIE B ITHCBMEHHOM
¢dbopMe WM B 3NIEKTPOHHOMN CHCTEME, O MMOTPeOHOCTH Ha OIpeIeNIeHHbIN KaJeHaapHBIi



nepuon B JEKapCTBCHHBIX nmpenaparax, MCOHUITHHCKHX N3ACITUAX,
CIICIMAIU3UPOBAHHBIX TMPOAYKTaxX JIe4eOHOoro NUTaHUA, HUX HAHMCHOBAHHAX,

N03MpOBKaxX, (GopMax BHIMYCKAa W KONW4ecTBe IS oOecredeHHs IpaxiaH 3a Cyer
CPeACTB PErHOHAIBHOTO OIOKETa»,

«yTBEpXKJEHHAad 3asBKa — CBOJAHAs IOTPeOHOCTh, MpOIIEAINas MPOLERypY
pPacCMOTpPEHHUS U COrjacoBaHusl koMHuccuel MuH3paBay;

1.9. B 1. 3 npunoxenus 1 x [lpukasy no6aBUTh MyHKT:

«IBrOTONOJNyYaTeNb — TPaXKAaHWH, UMEIOLUI MpaBo Ha MoOiy4yeHHe Habopa
COLHMANBHBIX YCIYr B 4YacTd o0ecneyeHHs JI€eKapCTBEHHBIMU IIpenapaTamy,
MEIMUHAHCKAMHA H3JENUIMH U CIIELHATU3UPOBAHHBIMH TPONYKTaMH JiedeOHOro
IMTaHHUA 10 IporpaMMe  olecredeHUss HEOOXOAUMBIMHM  JIEKAPCTBEHHBIMHU
npenapaTaMy WM 10 PErHOHAJIBHOM JILITOTHOM IIporpaMMe.

1.10. B npunoxenuu 2 k [Ipukasy 106aBUTh NOAIYHKTHI:

«4.3.9. B cpokd, ycraHaBauBaeMmble MuH3IpaBOM, oOpraHusyer cOop,
0000IIeHHe, aHAIU3 W IpeaocTaBlieHHe TpedyeMoil HH(OpMauHMH MO BOMpocaM
JIEKapCTBEHHOI'0 00ECIIeYeHHUs, B TOM YHUCIIE B [TOJBEJIOMCTBEHHBIX OPraHU3ALIUAXY;

«4.3.10. Kontponupyer obecrnieueHre perHoOHaIbHBIX JBIOTOIONy4YaTene
JIeKapCTBEHHBIMHU npernapaTrami, MEJULUHCKUMHU U3JIeTTUAMHU %}
CHEIHATH3UPOBAHHEIMH NPOAYKTaMH Jie4eOHOro MUTaHMs, 3aKyIUIEHHBIMH IIO
roCyIapCTBEHHBIM KOHTpaKTam»;

«4.3.11. OcymecTBnseT KOHTpOJdb 3a HamiexammMm ucnoiaHenuem I'YII PK
"KpbiM-@apmanua"” BO3JNIOKEHHBIX GYHKUMH 10 00ecnedyeHHUI0 perMOHAIBHBIX
JIBrOTONOJNyYaTeNel JIEeKapCTBEHHBIMHU IMpernaparaMy, MEJULUUHCKMUMH H3IEHHIMH H
CNEeNHATM3UPOBAHHBIMH MTPOAYKTaMH JIe4eOHOrO MUTaHUAY;

«4.4.16. OcymiecTBiseT 3aKynKy J€KapCTBEHHBIX MNPENnapaTroB, MEAHLMHCKHUX
U3JIENi U ClelHAIU3UPOBAHHBIX MPOMYKTOB JIeYeOHOIO MUTAHUS B COOTBETCTBHH C
[TonoxeHueM o 3akynkax ToBapoB, pabot, yciayr I'YII PK «KpsmmM-®apmanus», B
COOTBETCTBMM C IIeHaMH, He€ TMpEBbIIAIOINIMMH  IL€Hbl, YCTaHOBJICHHBIE
['ocymapcTBEHHBIM peecTpoM IpeaenbHbIX OoTITycKHbIX LeH ¢ HJIC, npu obocHoBaHMM
Ha4yaJlbHOM MaKCHMaJbHOM LEHbl JOroBOpa MCIOJB3YyeT HECKOJIBKO MeETOMOB,
npexycMOTpeHHbIX IlomokeHueM, B TOM d4Hxcle B 0O0A3aTebHOM MOPSAJKE
OCYILIECTBJISAET aHAIM3 3aKyNOK Ha MpPEAMET CPEAHEPHIHOYHONW CTOUMOCTH C LIEJIBIO
OCYILIECTBJIEHHUS 3aKyITKH U PallHOHAIILHOTO pacXoOBaHMs OI0MKETHBIX CPENCTBY;

«4.4.17. OcyiecTBnsieT NOCTaBKy JIEKAPCTBEHHBIX MPENapaToB, MEAUIMHCKHUX
U3ENNii U CHeHUaNu3UpPOBAaHHBIX IPOAYKTOB JIe4eOHOrO IUTaHWS B anTeKH H
anTevyHble MMyHKTHl C YYETOM CpPEJHEMECSAYHOIO OTIMyCKa 3a IpeablayIue MEepPHOJBI,
OCHOBHOM H [JONOJHHUTEIBHBIX 3aiBOK OT MEIULMHCKHX OpraHu3alui Ha
KaJIeHAapHbIH Nepruo, MprKa3oB MuH3IpaBa Ha 3aKyIIKy ¥ 00eCIIieueHUE;

«4.4.18. Ocy1iecTBisieT KOHTPOJIb UCMOJIHEHHS NPHUKA30B B COMOCTABIEHUHU C
yTBEpXKIEHHONW 3asBKOM 1O o0ecnedyeHWI0 JIEKapCTBEHHBIMH MpenapaTaMu,
MEIUIMHCKUMH H3AENHAMH M CHEIUAIU3HPOBaHHBIMU MPOAYKTaMH JiedeOHOro
MUTaHUSA B paspe3e MEIULUHCKUX OpraHu3alldid C MpeJOCTABICHHEM OT4Y€Ta B
Munzapas u I'KY PK «KpsiM3apas» He mo3nHee 20-ro 4ynciia Mecsua, CIeaYyIOIIero 3a
OTUYETHBIMY;

«4.4.19. OcyuiecTBiseT KOHTPOJb M CBOEBPEMEHHOE IepepaclpenelieHue
JIeKapCTBEHHBIX IpenapaTtoB, MEOULMHCKUAX U3JeMd M chelualii3upOBaHHBIX
NPOAYKTOB JIe4eOHOTO NMUTAaHUSI C MUHUMANIBHBIMH OCTaTOYHBIMH CPOKaMH T'OOHOCTH



HE paHee 4YCM 3a 6 MecsleB A0 OKOHYaHHUA U OCYLICCTBIISIET HHBIC JEHCTBUSA C LECIBIO
HEJOMYIUCHNs UX HEPALITHOHAJILHOI'O UCII0JIb30BAHUAY ,

«4.4.20. OcyiecTBniATh OTHYCK JIEKAPCTBEHHLIX IPenapaTroB, MEAULMHCKUX
U3JeNUN U CIIeHUaTU3UPOBaHHBIX [IPOLYKTOB JIeueOHOIrO MUTAHUs IO peLienTaM Bpaya
B TOM YHCJI€ B 3JIEKTPOHHOM BHUJE NPU NPEIBABICHUH JOKYMEHTA yAOCTOBEPAIOILETO
JMUYHOCTh, NOKYMEHTA YIOCTOBEPSIOLIErO JTUYHOCTh 3aKOHHOIO MpEICTAaBUTENA WU
NHLa, UMEoLLEro 0GOpPMICHHYIO B COOTBETCTBHH C I'pakIaHCKHUM 3aKOHOAATEIbCTBOM
Poccuiickoit deepaniuy JOBEPEHHOCTh OT MALlMEHTa Ha IIPaBO MOJYYE€HHE pelenTa,
npenapaTta, MEJULIMHCKOrO M3JeNus U ClelUaIn3dpOBaHHBIX MPOIYKTOB Jie4eGHOro
UTaHUAY;

«4.4.20.1. IlpencraBnenne noBepeHHOCTH He TpebyeTcss B cliydae IMOJNyYEHHUS
pelienTa Ha JeKapCTBEHHblEe IIpemapaThl [ HHKypaOenbHoro OOJBHOro Ha
3aBepIlalollieM J3Tale €ro >KU3HH, MpHU BBIJAaUY€ MEJULMHCKUM pPabOTHHUKOM JIHILY
OCYIIECTBIIAIOIUM yXOZ, AOKYMEHT, NOATBEpXKAalomuil UHKypabelbHOEe COCTOSHHE
00onBHOrO, CoJlEpXKAILIU CBEICHUS O JIUIE, KOTOpoe OyIeT MoiydyaTh JIEKapCTBEHHBIE
npernaparsl o penenty ((paMuiins, uMs, 0OTIECTBO (P HAIMYUK), BUJ, Cepus, U (UIIN)
HOMEp JOKYMEHTa, YJIOCTOBEPSIOUIETO JIMYHOCTH), 3aBEPEHHBIHN MMOAIUCHIO U I1€YaThIO
JaHHOTO MEAUIIMHCKOTO pabOTHHUKA, a TaKKe I1eYaThi0 MEAUIIMHCKOM OpraHu3aluu. »;

«4.4.20.2. OcymecTBiseT XpaHEHHE JOKYMEHTOB, MOATBEPXKAAOIIUN
HHKypabelbHOe COCTOSIHUE OOJIBHOTO B aliTEYHON OpraHU3aLum»;

«4.4.21. OcymecTBnsieT CWIaMH 3aBeAyIOIUUX (COTPYAHHMKOB) alTE€YHBIX
NYHKTOB M aITeK eXEHEAEeJbHO IO ISATHULIAM COBMECTHO C MEAUINHCKAMHU
OpraHM3alsiMH HHBEHTApHU3allMI0 pELENTOB, HaXOMALMXCd HAa OTCPOYEHHOM
o0CITy>KMBaHUH [IJi OPraHU3alUM BCEMH JIOCTYITHBIMU CPEACTBAMHU CBOEBPEMEHHOIO U
HEeNpepBIBHOTO 00ecnieueHUs JIbrOTOMONyqaTenei;

«4.4.22. OcymecTBiseT NepCOHNGUIIMPOBAHHBIN ydeT U aHanu3 obecredeHus
JBTOTONONyYaTeed JIEKapCTBEHHBIMHU IMpernapaTaMyd, MEJULUHCKUMHU H3IEIUIMH U
CHEeLMAIU3UPOBAHHBIMU MPOAYKTaMH Jie4eOHOro MUTaHUSA [0 BCEM JIbIOTHBIM
IIporpaMmaM, B TOM YHCJI€ NPOBOAMWT aHAIM3 OTCPOYEHHBIX PELENTOB Ha IMpeaMeT
¢akra obecredeHUsT WIH BO3MOXHOCTU oOOecredeHHs] [0 MHBIM JIbFTOTHBIM
IporpaMMaM € I[pPeJOCTaBI€HHEM €XEHEAEIBHO OT4YeTa B  MEAULUHCKYIO
opranu3auuio, Munszapas u I'KY PK «Kpeim3npasy;

«4.4.23. OcymectBnsior peructpauuio u mnpenpoctapiusior B [KY PK
"KpeiM31paB" MONHBIM NakeT MAOKYMEHTOB Ha IOCTAaBJIEHHblE WM OTIYILEHHEBIE
JIEeKapCTBEHHBIE TIpenapaTbl B COOTBETCTBUM C EWCTBYIOIIHMH HOPMAaTHBHBIMH
IIPAaBOBBIMH aKTaMH [UIi BO3MOXXHOCTH OCYIIECTBIEHHS OyXrajlTepcKoro yuera H
OTUETHOCTH Ha MOCTOSHHOK OCHOBEY;

«4.5.11. Kontponupyer BeneHue Peructpa Bpaueil (¢enpamiepoB), HMEIOIHX
MIPaBO BBIMUCKH JIbITOTHBIX PELIENITOB, B TOM YHCJIE B 3JIEKTPOHHOM BHUJIEY;

«4.5.12. OcymectBiser HWHQOPMAaLKMOHHOE COMPOBOXKICHHE YYaCTHHKOB
JBTOTHOTO JIEKAPCTBEHHOTO 00€CIIeUEHUs B COOTBETCTBHHU C JaHHBIM pErIaMEHTOM;

«4.6.12. ExeHeneNbHO M0 MATHULAM COBMECTHO C MPHUKPEIUICHHBIM ITYHKTOM
OTIIyCKa MpPOBOAAT HWHBEHTApU3aLlMIO0 pPELENTOB, HAXOIAIUXCS Ha OTCPOYEHHOM
oOcny)XMBaHUHM, IpH HEOOXOAMMOCTH IIPOBOINAT MW3MEHEHHE CXEeMBbl JIeUeHHUS,
aHaJIOrOBYIO/CHHOHUMMYECKYIO 3aME€HY, BBIIHCKY pELENTOB Ha HHYIO JIbIOTHYIO
IIpOrpaMMy C aHHYJIMPOBAaHHEM HEBOCTPEOOBAaHHBIX pelenToB (00ecredYeHHBIX IO



APYTHM peuenTaMm) [Uii CBOEBPEMEHHOTO M  HENPEpPBIBHOIO  00ecrnedeHHs
NBrOTOMONyYaTeNne».

«5.9. Jlng ompemeneHHS HECHH)KAaeMOH TpEeXMECAYHOH MNOTPeOHOCTH B
JEKapCTBEHHBIX Ipenaparax, MeIULMHCKUX U3JeNUi U  ClelHalM3UPOBaHHBIX
IPOAYKTOB JieyeOHOro mMUTaHUA B anTekax M anTeudslx nyHkTaX I'YIT PK "KpeiM-
®apmanys” Ha NOCTOSHHON OCHOBE OCYILECTBIISET aHAIU3 CPeAHEMECIYHOrO OTITYCKa
3a MpeABIaylIHe IEPUOBbl, OCHOBHON W OMOJHHUTENBHBIX 3a9BOK OT METHIIMHCKUX
OpraHM3alMii Ha KaJleHJapHBIA IIEpUOA, IpPHKa3oB MMH3ApaBa Ha 3aKylKy H
obecrnievyeHne NbroTONoNy4arenein;

«7. Ha3HaueHHe W BBINHCBIBAHHE JIEKAPCTBEHHBIX MPENApaToB, MEIHIIMHCKUX
U3JIeIUI U CIIeLIMAIM3UPOBAHHBIX MMPOIYKTOB JIe4eOHOT0 MUTaHUY;

«7.1. Ha3HaueHMe U BHINUCBIBAHUE JIEKAPCTBEHHBIX NPENapaToB, MEAULIMHCKUX
M3JENUNA U CTEeLMaIN3UPOBAHHBIX MPOAYKTOB Jie4eOHOTO MUTAHUA OCYIIECTBIISETCS
rpakaaHaMm, UMEIOIUM B COOTBETCTBUU C JIEHCTBYIOIMM 3aKOHOIATENIBCTBOM IIPABO
Ha TIIOJy4Y€HHE JIEKapCTBEHHBIX IIpernapaToB 3a CYET CpeACTB pPErdOHAIBHOIO
OromxkeTa

«7.2. Ilpu nepBHYHOM oOOpamieHHMd B MEIHULUWHCKYIO OpraHH3alUio s
BBINIMCBIBAHUS PELIENTOB IPaXKIaHUH NPEIbABIAET:

a) IOKYMEHT, YJOCTOBEDSIOUIMH JUYHOCTh (MacmopT, CBHUIETEILCTBO O
poxaeHun pebeHka);

6) IOKyMEHT, MOATBEPXKIAIOIIMIA npoxuBaHue B Pecny6nuke KpeiM (mpomucka
WM pErUCTpaLus);

B) NOJHUC 0053aTENBHOI0 MEAULIMHCKOTO CTPaxOBaHU;

I') JOKYMEHT, MOJATBEp)KJAIOLUi NpaBO Ha MOJydYeHHe Habopa COI[HAIBHEIX
YyCIyr, a TakXe CIpaBKy, IIOATBEPKIAOUIYI0O [IpaBO Ha IONydyeHHe Habopa
COLIMAJIBHBIX YCIYT 0 YTBEPXKACHHOM B paMKax AEHCTBYIOLIETO 3aKOHOAATENbCTBA
¢dopMe;

1) CTPaxOBOE CBUJETENBCTBO I'OCYAApPCTBEHHOTO MEHCHOHHOI'O CTPaXOBaHMS C
HoMmepom CHIJICy;

«7.3. BeIlIUCBIBaHKME PELIENITOB (B TOM YHCJE B DJIEKTPOHHOM BHAE) IpaxkjaHaM
OCYWIECTBIIIETCA B MEIUUHMHCKMX OpraHM3alMsAX, BKIIOYEHHBIX B IIepedyeHb
MEIHLMHCKUX OpraHu3aluil, MMEIOILMX MNpaBO HAa BBINHCHIBAHHE PELENTOB I
OecIIaTHOrO TOJMY4YeHHs JIEKapCTBEHHBIX MpENapaToB, MEOUIHHCKHX H3JIEIHH,
CIELHAIU3UPOBAHHBIX MPOIYKTOB JIEYeOHOro MUTaHUs, YYaCTBYIOUIMX B MpOrpaMmax
JBLOTHOTO JIEKAPCTBEHHOro ofecrieueHuss (manee - IlepedyeHb MeNUIIMHCKHUX
OpraHHU3aLHi)»;

«7.4. BpibOp rpa)kJaHWHHOM OJHOH MEIWIIMHCKOH OpraHH3allMH M3 YHKClIa
BKIIIOYEHHBIX MUH31paBoM B [lepeueHb MEIULIMHCKHUX OpraHU3aldii OCYUIECTBIISAETCS
B IIOpsJKEe, YCTAHOBICHHOM IpHKa3oM MuH3apascoupa3BuTus Poccuiickoit
Denepauyu ot 26.04.2012 N 4061 "O6 yTBepKaeHHH MOPAAKA BHIOOpA rpaXk JaHHHOM
MEIULIMHCKOM OpraHM3alUd NpH OKa3aHHU €My METUIIMHCKOW MOMOINM B paMKax
IPOrpaMMbl FOCYJAapCTBEHHBIX TapaHTUi OecIUIaTHOrO OKa3aHHsA TIpaxJaHaM
MEJIULIMHCKOH ITOMOIIH"»;

«7.5. MHOoropoanue rpaxinaHe npv oOpallleHHH B MEIUIIMHCKHE OpraHH3aIld{
00s13aHBl NPEABSIBUTD CIEAYIOIHE JOKYMEHTBI:

a) TOKyMEHT, YJOCTOBEPSIOLIHNH THIHOCTE;

6) monuc 0643aTeTBHOr0 METUIIHHCKOTO CTPAXOBaHHUS;



B) JOKYMEHT, IOATBEPXIAIOIINH MPaBo Ha INOMyueHHe Habopa COLMATBHBIX
YCIyr, a TaKke CIpPaBKy, HOATBEPXKHAIONIYI0 INPaBO Ha MOMyYyeHHe Habopa
COLIMANIBHEIX YCIYT 10 YTBEPXACHHOW B paMKax AEHCTBYIOLIEro 3aKOHONATENbCTBA
dopme;

I') CTPaxOBO€ CBUIETENHCTBO IOCYAApCTBEHHOIO NMEHCHOHHOIO CTPaxoBaHHUs C
Homepom CHWJIC;

1) BBIMUCKY W3 MEIUIMHCKON KapThl aMOynaTopHOro GOJBHOrO C yKa3aHHEM
IIPOBEJIEHHOr0 paHee JIEYEHHS W IMepHofAa, Ha KOTOpbI ObLIM  BBITMCAHEI
JieKapCTBEHHBIE ITpenaparhl;

€) IOKYMEHT, TIOATBEPXKAAOLIMI (aKT H3MEHEHUS MECTA KHUTEIBCTBA»

«7.6. Peuentbl BBINHUCHIBAIOTCA Ha HMs [AlMEHTa, JIs KOTOPOIo
IpeHa3Ha4YeHbI JIEKaPCTBEHHBIE MpENapaTh»;

«7.7. Peuentei Moryr OBITh MNONXy4YeHBl MALUEHTOM, €ro 3aKOHHBIM
NpeACTaBUTENIEeM WIM JIUIOM, HMEIomero OQOpMIEHHYIO B COOTBETCTBHHM C
rpaXIaHCKUM 3aKOHOJATensCTBOM Poccuiicko @enepan JOBEPEHHOCTH OT
IalpeHTa Ha NpaBo MOIy4YeHHE pelenTay;

«7.8. BrimuchiBaHHE pelEenTOB (B TOM 4YHCIEe B 3JIEKTPOHHOM BHAE) B
MEIMIMHCKUX OpPraHU3alUsax OCYIIECTBISIOT Jieyalllie Bpaul, ¢eapaiepa, aKymepKu
B Clly4yae BO3JIOXKEHHS Ha HUX ITOJIHOMOYHIA Jieyalllero Bpaya (najee - Jeqauiii Bpad),
HUMEIOLLIero NMpaBo Ha BHIITMUCBIBAHUE PELICITOBY;

«7.9. Jleyamue Bpaud Ha3HA4YalOT M BBIKMCHIBAIOT pPEUENTHl B MOpPSAKE,
yCTaHOBJICHHOM IIpHKa3oM MuHHcTepcTBa 34paBooxpaHeHus Poccuiickon Menepanuu
oT 24.11.2021 Ne 10941 "O6 yrtBepxneHuu llopsinka HasHa4YeHHUs JEKAPCTBEHHBIX
mpenaparoB, ¢opM peleNTYpPHbIX OJJaHKOB Ha JIEKapCTBEHHBIE Iipenaparthl, [lopsaka
odopMIleHHs YKa3aHHBIX OJIaHKOB, UX y4deTa U XpaHEeHHUs, GopM OIaHKOB PELENTOB,
collepXalluX Ha3HaueHWEe HAPKOTUYECKUX CPEACTB WM IICHXOTPOIHBIX BEUIECTB,
[Topsinka WX HW3rOTOBJIEHHUS, paclpeleieHUs, PEerucTpaluHy, ydyeTa U XpaHEHHUs, a
takxe [IpaBun opopmiieHns 6J1aHKOB pPELIETITOB, B TOM 4YHUCIE B GOpMe IIEKTPOHHBIX
JOKYMEHTOB"»;

«7.10. Penentsl s GecliaTHOro MOJIY4YEHHs JIEKApCTBEHHBIX IIpeNapaTtoB U
MEQULIMHCKUX U3 BRIMUCHIBAIOTCS Ha pelenTypHbIX 6ankax ¢opmel N 148-1/Y-
04(n) unu B QopMe IJIEKTPOHHOIO JOKyMeHTa. Peuent B ¢opMe 3JI€KTPOHHOTO
JOKyMeHTa (GOpMHpPYETCs C HMCNOJb30BaHHEM ENWHOM HH)OPMALMOHHON CHCTEMBI
3npaBooxpaHeHus Pecryonuku Kpeim»;

«7.11 Hapkotuyeckue U NCUXOTPOIMHbBIE JeKapCTBeHHbIE nmpenapatsl Cnucka 11
NepeuyHs] HapKOTUYECKHUX CPEINCTB M IICUXOTPOMHBIX BEIIECTB JILFTOTHOW KaTerOpHUH
rpakaaH BBIIUCBIBAIOTCS Ha ClieUHaIbHOM peuentypHoM OnaHke ¢opmbl 107-Y-HIT
Ha HapKOTHYECKOE CPEJCTBO U IICUXOTPOIIHOE BELIECTBO, K KOTOPOMY JOMNOIHUTENHHO
BBINKUCBIBAETCS pelent B 1 sk3eMIuisipe Ha pelentypHoM Onanke gopmber N 148-1/Y-
04 (n) unmu dopMmel N 148-1/Y-06 (1)»;

«7.12. TlcuxorpomHble nexkapcTBeHHble mpenapathl Crmcka III mepedyns
HapKOTHYECKUX CPEICTB U IICUXOTPOIMHBIX BEIIECTB, MHbIE JIEKAPCTBEHHbBIE CPEICTBA,
noAjexamue IpeaMETHO-KOJINYECTBEHHOMY Y4YeTY, JIEKapCTBEHHBIE IIpenaparthl,
obnajarompe aHabONMYECKOH AaKTUBHOCTBIO, KOMOWHHMPOBAHHBIE JIEKApCTBEHHBIE
mpenaparbl, COJep)Kallue KpoMe€ MalbIX KOJIWYECTB HAPKOTHYECKHX CpENCTB,
TICUXOTPOIHBIX BEHIECTB M UX MPEKYypCcOpOB Ipyrue ¢$HapMaKOJIOTHYECKUE aKTHBHBIE
BELECTBA, MpeAHa3HAYEHHBIE OIS JIEUeHHUs IpakK[iaH, MMEIOIIMX [TpaBo Ha GecnnaTHoe



NONyYeHHe JEeKapCTBEHHBIX MpeNnapaToB, BHIIMCHIBAIOTCS Ha pellenTypHOM Oianke N
148-1/Y-88. TIpu 3TOM [JONONHHUTENBHO BBIIHMCBHIBAETCA B 1 3K3eMILIApE peLenT Ha

peuentypHoM 6anke gpopmel N 148-1/Y-04 (i) unu gpopmst N 148-1/Y-06 (i1). Cepust
H JUana3’oH HOMEPOB pELeNTOB AJIi MEOUIMHCKAX OpraHM3alMil YTBEPKIAAKTCA
MunzipasomM»;

«7.13. Jleyamuii Bpady OQOpPMISET peLeNThl B 2 3K3eMIUIIpax, HMEILIMX
eOUHYIO CEepHI0 U HOMep. IlepBbIil 3K3eMILIAp pellenTa BbLIACTCs MMAlMEHTy Ha PYKH,
KOMHS peliernTa MoAINBaeTcs B aMOyJIaTOPHYIO KapTy MallUueHTay;

«7.14. Ha oOpaTHO# CTOpPOHE pellenTa YKa3biBaeTCs HOMep TeledoHa, IO
KOTOpPOMY CIECHMAIUCT IYHKTa OTIYCKA MOXET COrjacoBaTh C J€YalllUM BpayoM
o00p JIEKApCTBEHHOr0 Mperapara B paMKaX MEXIyHAapOAHOIO HEMaTEeHTOBAHHOI'O
WK TPYIIITUPOBAaHHOTO HAMMEHOBaHUS (Jlaiee - CHHOHUMHUYECKUH 1oa0dop)»;

«7.15. B penente ykaspiBaroTcs KoX 3aboneBanus B coorBeTcTBUM ¢ MKb-10,
MEXIYHApOJAHOE  HEeMaTeHTOBaHHOE WM  IPYINNUPOBOYHOE  HAMMEHOBAHHE
JIEKapCTBEHHOTO IIpernapaTra, MpH HMX OTCYTICTBMM - TOProBO€ HaMMEHOBaHHE
JIeKapCTBEHHOT0 IIperapara Ha JAaTUHCKOM S3BbIKE, IO3MPOBKa, (acoBka, ¢opma
BBHIITyCKa, pa3oBas 1033, KpaTHOCTh U OCOOEHHOCTH NPHEMa»;

«7.16. Pa3oBble, CyTO4HbIE U KypCOBBIE O3Bl IPY Ha3HAYEHHUH JIEKapCTBEHHBIX
IperapaToB ONPeAeNAIOTCS JieYalluM BpadyoM HCXOJs U3 BO3pacTa, Macchl OOIBHOTO,
TSKECTH M XapaKTepa 3a00JieBaHUS, HAJMUMS COIyTCTBYIOILEH MATOJOIHHM C yUYETOM
CTaHJapTOB OKa3aHUS MEIUIIMHCKOM ITOMOLIXY;

«7.17. B pekoMeHanusAX JNEKapCTBEHHOH TEpalMK U 3aKIIOYCHHUSAX Bpayei-
KOHCYJIbTAHTOB, TJIABHBIX BHEINTATHBIX CIEIUAINCTOB MUH3[paBa JIeKapCTBEHHBIE
IpenapaThl YKa3bIBalOTCH MO MEXAYHapOJHBIM HEMAaTCHTOBAaHHBIM HAaHMMEHOBAHMSIM
WA TPYNIIMPOBOYHBIM XMMHUYECKMM HaWMEHOBaHHUSAM, B Cly4ae MX OTCYTCTBHS, a
TaK)Xe MpH 000CHOBAHHOH M JOKYMEHTAIbHO MOATBEPXAEHHOH HEOOXOAUMOCTH - IO
TOPrOBEIM  HaWMEHOBaHWSAM B  IIOpAAKe, pPErJIaMEeHTUPOBAaHHOM  IIPHKa3oOM
MunuctepcTBa 3apaBooxpaHeHus Poccuiickoit @enepanuu ot 24.11.2021 N 1094n
"O6 yrBepxnaeHun Ilopsigka Ha3Ha4YeHHs JIEKApPCTBEHHBIX IIPENapaToB, GopM
pelenTypHEIX OJNIaHKOB Ha JieKapCTBEHHble mpemnapartbl, [lopsnka odopmiieHus
yKa3aHHBIX OJIaHKOB, MX y4eTa M XpaHeHHus, GopM OIaHKOB peLIENTOB, COAEPMKAILUX
Ha3Ha4YeHHe HapKOTHMYECKUX CpeIACTB MIM IICUXOTPONHBIX BellecTB, [lopsaka ux
H3TOTOBJIEHHS, paclpelesieHus, perucTpalliid, y4eTa U XpaHeHus, a Takxke [IpaBun
odopMIieHUs OJIAHKOB PELIENITOB, B TOM YHCIIE B POpMe 3NEKTPOHHBIX IOKYMEHTOBY;

«7.18. Jlewamuii Bpa4 HMeET MPaBO BOCIOJIB30BATECS PEKOMEHJAUMIMU
denepanbHBIX MEOWIMHCKUX OpraHU3alfii, ITaBHBIX BHEIITATHBIX CIIELUAINCTOB
MunzapaBa, B TOM 4HCI€ B YaCTH pPEKOMEHJAIMH Ha3HAuY€HUS TOPIOBBIX
HaWMEHOBaHHUI JIEKapCTBEHHBIX IIPenapaToB, I 0OOCHOBAHHO UX OTKIOHUTHY;

«7.19. Jlewammii Bpad CcaMOCTOATEIBHO Ha3HA4YaeT W  BBINKCHIBACT
JIeKapCTBEHHBIE IIpenapaTsl, ClIeHaTN3UpOBaHHble MIPOAYKTHl Jie4eOHOro MUTaHUsA B
clly4ae THIIMYHOTO Te4eHHs 3a0ojieBaHUS HCXOAS U3 €ro TSKECTH U XapakTepa, B
COOTBETCTBHH CO CTaHAapTaMH OKa3aHUS MEJULUHCKOHN TOMOLINY;

«7.20. Jlewamuii Bpad CaMOCTOATENBHO OCYLIECTBISICT Ha3HA4YEHUs Ha
OCHOBaHHH paHee HampaBieHHOH B MHUH3paB COIIACHO YTBEP)KAECHHBIX PErIaMEHTOB
MOTpeGHOCTH, BKIIFOYEHHOU B YTBEp)XKACHHBIe MUH3IpaBOM NpHKa3sl Ha obecnedyeHue
JMBrOTHOM KAaTerOpUM TIpaxJaH JIeKapCTBEHHBIMU IMpenapaTaMd, MeAULMHCKHUMHU
U3JIETUSAMH U CIeHATU3UPOBAaHHBIMU MPOAYKTaMH JIeueOHOTO MUTAaHU»;



«7.21. Ha3zHauyeHHe U BHIMMCBIBAHUE JIEKAPCTBEHHBIX MPEIapaToB M0 PEIICHHIO
BpaueOHOH KOMHCCHM TPOM3BOAUTCA IO MPEINCTaBICHHIO JI€Yalllero Bpa4ya H
PYKOBOAUTEINS MEAULIMHCKOM OpPraHH3alliy B ClIEAYIOMIUX Cly4asX:

- Ha3HAYeHHS JIEKApCTBEHHBIX IIpenapaToB, MEAUIMHCKHX W3JIENHM HIH
CIIELMAJIM3UPOBAHHBIX  NPOAYKTOB  JileueOHOro  MHMTaHHA 10  TOPIOBBIM
HAaUMCHOBAHWUAM, TPH HETHNHYHOM TE4YEeHHUH 3ab0JeBaHMs, HAIMYUU OCJIOXKHEHHMH
OCHOBHOTO 3a0ojieBaHUSA W (MIM) COIYTCTBYIOIIMX 3aboleBaHUM, NpU Ha3HaYeHHH
JIeKapCTBEHHBIX IIpenapaToB, OCOOEHHOCTH B3aMMOJAEHCTBUS W COBMECTHMOCTH
KOTOPBIX COTJIACHO HMHCTPYKLHSM II0 HMX INPHMEHEHHIO INPHBOAAT K CHIXKEHHIO
3¢ dexTHBHOCTH M 6€30MacHOCTH (papMaKkoTepanuy U (KUJIK) CO3AAI0T NOTEHIHUANbHYIO
OMAacCHOCTH IS )KU3HHU U 3[J0POBbs MMALIMEHTA;

- BBIABJIEHHA IOOOYHOW peakuuu C MPUIOKEHHEM KONUK MU3BELIEHUS B
TeppUTOpPHANIbHBIA 0TAeN Poc3apaBHan3opa;

- Ha3Ha4YeHHS HApKOTHYECKUX W IICUXOTPOIIHBIX JI€KapCTBEHHBIX IIPENapaToB
Cnuckos II u III (B cnmyyae mpuUHATHS pyKOBOAWTENEM MEAMIIMHCKON OpraHU3alyH
peleHus 0 HeOOXOAMMOCTH COTJIaCOBaHUS Ha3Ha4YEHHUs C BpaueOHON KOMHUCCHEI);

- Ha3Ha4YeHHS JOPOrOCTOSIIMX JIEKAPCTBEHHBIX IpeNapaToB C YKa3aHHUEM
1e/1eCOO0Pa3HOCTH Ha3HaYeHMS B COOTBETCTBHH C  (papMaKO3KOHOMHUYECKHMH
XapaKTepUCTHKaMH B COIIOCTABJIEHUHU C aJIbTEPHATHBHBIMU aHAJIOTAaMH U COCTOSTHHEM
310pOBbs MAI[UEHTA;

- OJHOBPEMEHHOTO Ha3HaYeHHA OJHOMY TpaXIaHHMHy natu u Oosee
JIEKapCTBEHHBIX IMpenapaToB B Te4yeHHWE OOHUX CYTOK WJIM CBBIIIE JECATH
HAaMMEHOBaHHMI B T€YEHHE OJHOTO MECALIA»;

«7.22. Ha3HayeHWe ¥ BHINHCBIBAHHE HAPKOTHYECKHMX M IICHUXOTPOIHBIX
nexapcTBeHHbIX npenaparoB CnuckoB II u Il manueHnTam ¢ BbIpak€HHBIM 60IEBBIM
CHHAPOMOM JII0OOro reHe3a MOXXET OCYWIECTBIATBCS CaMOCTOSTENBHO JI€YAIMM
BpavuoM WJIH 110 pelieHHI0 BpaueOHOM KOMHICCHH (B Cily4ae NPUHSATHS PyKOBOAUTEEM
MEIUIIMHCKONH OpraHU3allii pelleHHs 0 HEOOXOIHMMOCTH COrjlacOBaHUS C BpadeOHOM
KOMHUCCHEH);

«7.23. Ha3naueHue, BBINKMCHIBAHHE M OTIIyCK JIEKAPCTBEHHBIX IIPENapaToB
OCYIIECTBIAIOTCS B 00BeMe Ha KypC JIEYEHUS JO TPEXMECSIYHOU MOTPeOGHOCTHY,

«7.24. Ina neueHuss XpOHUYECKUX 3aboneBaHHUH JieKapCTBEHHbIE MpenapaTsl,
CMELHATH3UPOBAHHBIE MNPOAYKTHl IHUTAHUS H MEJUILMHCKHE W3IENIHS MOTYT
BBINIUCHIBATECA HA Kypc JeueHus a0 180 quei»;

«7.25. CneuyuanucThl MEIULMHCKOM OpraHW3alli¥ OTpaXkalOT BBITHCAHHEBIE
peuentel B ydetHo ¢opme 030-JI/y "Kapra rpaxpaHWHa, MMEMOIIEr0 MpaBO Ha
nonyderne HCY, mo ydery OTIOyCKa JI€KapCTBEHHBIX IIpemapatoB”, B Ipyroi
MEIULIMHCKOX JOKyMEHTAllMM B COOTBETCTBHU C JEHCTBYIOIIMMH HOPMAaTHBHBIMH
JOKyMEHTaMmu».

1.11. B npunoxxenus 2 x [lpukasy n. 4.1.12. npu3Hage yTpaTHBIINM CHILY.

1.12. IlpunoxxeHue 3 nmpU3HATh yTPATUBIIKUM CHILY.

2. KoHTponp HCNONHEHWS MpHKa3a BO3NOXHUTh HA 3aMECTUTENIS MHHHCTPA
Pecny6nuku Kpeim A.A 3usauHoBa.

MuHucTp K. Cxopynckni




YupexaeHHe-0TIpaBHTeb:

Bun nefaTenbHOCTH:

OpraHH3aLMOHHO-NpaBoBas popma/fopma cOOCTBEHHOCTH:

YupexaeHHue-noyJaTenb:

IlepHOAMYHOCTB:
EauHuLa m3MepeHus:

OTHYIIEHHLIX PeleNTOB JIEKAPCTBEHHBIX CPEACTB, H3Ae/IHH
MEJHIHHCKOro Ha3HaYeHHs H CTIeHAIH3HPOBAHHBLIX NPOAYKTOB

Kompt
Hara

(HaMMEHOBaHHE YUPEXICHNA)

(HaHMECHOBAHHE YYpEXKICHHS)

py6.

no OKY]]
no OKIIO

no OI'PH
no OKBO]1

no OKOIN®/OKPC
o OKTIIO
no OI'PH
no OKY ]l
no OKEH

PEECTP Ne

IIpunoxenue 4 x npukasy
MuHucTEPCTBa 3ApaBOOXPaHEHHS
Pecny6auxu Kpsim

ot 08.07.2016 Ne 1056

(B penakuuu Ilpukasa
MuHucTEpCTBa 31paBOOXPAHEHHS
Pecny6auxu Kpsim

oT «¥ » w2023 Ne¥fS6)

dopma PP-1



No | Peyen Jama @.H.0 |CHHJIC | Koo Koo Koo Topzoe |Kon-éo0 |3axyno|Homep | % IIpede |Cymma |An|OI'P
n/n|m, . u(zpaxcoa |meppu |\JII1Y 6o|6paua |oe omnyuien |YHaa |u Haobas |1bHaA (34 me|H
peu | cepus, oama |HuHa mopuu | eHewud. (penvo [Haume |noix JIC, yena |0ama |ku Ha|uena |omny |Ka |anme
/3a | Homep podcoe nocmo |ungpopm |wepa), |Hoeéan |yn./wum. (3@ yn.|Konmp |yn. 3a|603Me |UeHH YHOU
n. HUA AHHOU |. svtnuca |(ue JIC ¢ HJC \akma/ |oka3an |wenun |vie JIC opzan
2pasco pezuc |cucmem |ewezo 002080 |HYIO 3a uzay
aHuna, mpayu | e peuenm pa yeayzy |yn./uw uu,
noayy u m. omny
esinuc |obpawe |omnyc | ygyez 2pasxco cmus
Ku Hua &|kallIC |, aHuna weii
peuen |anmeyH nouc no JIC
ma oe OKAT
yupexnco o
eHue
Hroro ormymeHo Ha cyMMmy:
KonnuecTBo peuentos: 0
KonuuecTBO NBroTHHKOB: 0
PykoBoanTeNb yupeKACHHA:
M.IL (noanuce) (pacniudpoBka noaNMCH)

I'naBnblif 6yxranrep:

M.IL

(nmoamnuce)

(pacuinpoBKa NOAMMCH)




