IMPABUTEJLCTBO
TBEPCKOM OBJIACTH

MMOCTAHOBJIEHHNUE

24.08.2023 | Ne 367-nn
r. TBeph

O TIlopsinke OGecnmiiaTHOro oGecmeveHnst JIEKAPCTBEHHBIMH TIpenapaTraMu,
MEIHIMHCKUMH H3JIEJIHAMH H  CHEUHAJTU3UPOBAHHBLIMH  NPOIAYKTAMH
JIe4eOHOro NUTAHUA OTACJIbHBIX KaTeropmi rpasxxaan B TBepckoii o0acTu

B cootBerctBuM ¢ 3akoHOM TBepckoit ob6mactu or 31.03.2008 Ne 23-30
«O OecruiaTHOM O0eCIieYeHUH JIEKapPCTBEHHBIMU MpENapaTtaMd, MeAULMHCKHIMH
H3ACNUSAMM U CIIEIMATN3UPOBAHHBIMUI HPOyKTaMHU JIEYEOHOTO MHTAHUS OTHENbHBIX,
Kateropuii rpaxaad B Teepckoif obmnactu» [IpaButenscTBo TBepckoil oGnactu
IIOCTaHOBJISIET:

1. Vreepaute Ilopsmok GecruiatHOro oGecrieueHHs JeKapCTBEHHBIMH
IpenaparaMu, MCAUIUHCKAMHY U3ACITHAMU U CIICUATU3UPOBAHHBIMU NTPOIYKTaMHU
ne4e0HOro MUTAHUA OTJENBHEIX kareropuit rpaxnan B Tepckodl obnactu
(nmpunaraercs).

2. IlpusHaTh yTpaTHBIIMMHU CHILY:

1) mocTaHoBNeHHe AnMHUHHCTpauuu Teepckoil obnacty or 14.07.2008
Ne  200-ma «O6 yrBepxmenumu Ilopsiaxka OecruiatHoro  obecredeHus
JEKapCTBEHHBIMHM MpernapaTaMd W HU3ICTUSAMH MEIHUIMHCKOTO HAa3sHaYeHUs
OTICNILHBIX KaTEropHi rpaxad B TBepcKoii 001acTiy;

2) mocraHoBlIeHUe AnMuHucTpanuu Teepckoit obmacta ot 12.11.2008
Ne 413-na «O BHeceHny u3MeHEHHI B TOCTaHOBIEHHE AAMUHICTpanuy TBepcKoil
obmnactu ot 14.07.2008 Ne 200-ma»;

3) nocTaHOBICHHEe AMUHHUCTPALUAK Teepckoii obnactu or 17.08.2010
Ne 401-ma «O BHECEHMH M3MEHEHNMS B IIOCTaHOBIEHHe AnMUHUCTpamy TBepckoil
obnactu ot 14.07.2008 Ne 200-may;

4) nocranosneHue IlpaButensctBa Tsepckoit obmacta or 28.05.2013
Ne 201-mm1 «O BHeceHUH H3MEHEHHH B IOCTAHOBIICHUE AIIMI/IHI/ICTpaHI/II/I TBepckoi
obnactu ot 14.07.2008 Ne 200-1a»;

5) nocranosnenue IIpaBuTenscTBa Teepckoit o6nacty or 25.11.2014

Ne 600-nt «O BHECEHMH M3MeHEHHHT B ocTaHoBNeHre AMuEUCTpariy TBepeKoii
obnactu ot 14.07.2008 Ne 200-may;
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6) nocranosinenne IlpasurenscrBa TBepckoit ob6macti ot  04.02.2022
Ne 61-mn «O BHeceHMHM H3MeHeHHs B Ilopsnok GecruiaTHOrO obecredeHus
JEKapCTBEHHBIMH MpenapaTaMd M H3JENUAMH  MEJUIMHCKOrO Ha3zHaueHUs
OTJIENIbHBIX KaTeropui rpaxiaH B TBepckoii oGiactu».

3. Hacrosiee nocraHoBjIeHHe BCTYIIAET B CHIIY CO IHS €ro oQUIHATLHOIO
OILyOIMKOBaHHS.

I'y6epnartop

TBepckoii 001acTH HN.M. Pyaensn




IIpunoxenue
K IoctagoBneHuto [IpaBurenserpa .

TBepckoit obnactu
ot 24.08.2023 Ne 367-nin

IMopsizok GecrnaTHOro oGecIeyeH s TeKapCTBEHHEIMU NIpeniapaTaMH,
MEMIUHCKUMY U3IEIUSIMHU U CIIENUATH3UPOBaHHBIMU NPOAYKTaMH JIeueOHOTO
IIUTAHUS OTACNBHBIX KaTEeroOpHil rpaxkaad B TBepckoi obsractu

1. Hacrosnumii INopsinok pa3paboTaH B COOTBETCTBUHU C 3aKOHOM TBepckoif
o6sacty ot 31.03.2008 Ne 23-30 «O GecruaTHOM 06ecreueHHH JIeKapCTBEHHBIMU
npenapaTaMy, MEUIUHCKAMH U3AETUAMY U CHEHHATU3HPOBAHHBIME IIPOAYKTAMH
Jie4eOHOTO TMTaHMsS OTHENBHBIX Kareropuil rpaxman B Teepckoii oGmacT»
(masiee — 3aKoH) U OLpeeNsIeT NPOIEAYPY OPraHU3aLMU GECIIaTHOrO obeceyeHuns
JIEKapCTBEHHBIMHA IpenapaTamu, MEIUIIUHCKHUMHU U3ENUAMH U
CIIEIMAIM3UPOBAHHBIMHA TIPOAYKTaMH JIE4eOHOTO MUTAHUS OTHENbHBIX KATErOpHi
rpaXkaaH, YKa3aHHBIX B 4YacTH 1 cratbd 1 3akoHa (majnee COOTBETCTBEHHO —
OTHEJIBHBIE KATETOPHH I'PaXKIaH, IPaXJaHuH).

2. DyHAHCHPOBAaHME pacXoOB Ha  OOECHeYeHMe  JIeKapCTBEHHBIMH
npenapaTaMi, MEAULIMHCKAMH H3ACTHMAMH U CTIEIUATH3UPOBAHHBIME POy KTaMH
J1e4yeOHOro NMTAHUS OTACNBHBIX KATerOpUM IpakIaH OCYLIECTBISETCS 3a CUEeT
cpeacTB obnmacTHOro Gropkera TBepckoil 06NAcTH B IpeAeNax OGOIKETHBIX
ACCUI'HOBaHWH, NpelyCMOTPEHHBIX MUHHCTEpPCTBY 31paBooxpanenus Teepckoii
obnactu (nanee — MUHHECTEPCTBO) Ha 9TH LieNU B 061acTHOM Gromxere TBepcKoit
06JIaCTH Ha COOTBETCTBYIOIIUH (PMHAHCOBBIN TOJl U HA TUIAHOBBIH HEPHOL.

3.'maBHeIM pacmopsiauTeneM cpeAcTs obnacTHOoro Gromkera Tepckoit
0671acTH, yKa3aHHBIX B IyHKTe 2 Hactosmero [lopska, sensercs MHHACTEPCTRO.

4. MUHUCTEpCTBO B NeNsX peanusaudu llopsaka oCymIecTBIseT B
COOTBETCTBHM C 3aKOHOHATEJIBCTBOM O KOHTPAKTHOM cucTeMe B cepe 3aKyIoK
TOBapoB, padoT, yciIyr s obecHedeHHs TOCYAApPCTBEHHBIX M MYHHUIMIIAIBHBIX
HYXJ 3aKyNKy JIGKQpCTBEHHBIX [IpenaparoB, MEAHIMHCKUX M3ICNUR W
CHEUHATN3HPOBAHHEIX IPOAYKTOB JIE4€0HOI0 TUTAHMS.

OGecrievenne  OTHAENBHBIX ~ KaTeropwil  IpakaaH  JI€KApCTBEHHBIMH
IpenapaTamMu, MEAUOUHCKUMU U3AEIUAMUA U CHENHaTU3APOBAHHBIMH MPOLYKTAMH
11e4eGHOro NUTAHHS, 3aKYIUICHHEIMHE MHHMCTEPCTBOM, B TOM YHCJIe HX IIPHEMKa,
XpaHCHHUE, yYeT U JOCTaBKa JI0 allTEYHBIX U MEJHLITHCKUX OPraHu3alui B esIx Hx
OTHyCKa OTACJIBHBIM KaTeropHsIM IPaK[aH, OCYIIECTBISIETCH YITOJHOMOUYEHHBIM
CKIaoM (Zanee COOTBETCTBEHHO — YCIYyrd YHOJHOMOYEHHOrO CKJaja,
VYII0JIHOMOYEHHEBIH CKIIaN).

VIOJIHOMOYEHHBIN CKJIaJ[ Ompeessercs MunucTepcTBOM B COOTBETCTBUU
C 3aKOHOZAATEILCTBOM O KOHTPAKTHOM CUCTEME B cepe 3aKyHoK TOBapoB, paboT,
yciyT mnst obecreuenns rocy JapCTBEHHbBIX M My HHIMIATBHBIX HY XK,
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5. CTOMMOCTB yCITyT YIIOTHOMOYEHHOTO CKJIajia COCTABIAET He Gomee NecsTi
OPOIIEHTOB OT o0mel CcyMMbl (UHAHCHPOBAHUS PpACXOJOB, CBS3aHHBIX C
GecIuiaTHBIM OO€CIIeUeHHeM JIEKApCTBEHHBIMH TIperapaTaMM, MEIHULHHCKAMU
U3MIETIMAMU ¥ CHEIUAIH3MPOBAHHBIMU NPOAYKTAMH JIEYeOHOr0 IMTUTAHUS OTAENIBHBIX
KaTeropud rpaxiaH, HO He Oolee JUMHUTOB OIOJDKETHBIX 00s3aTeNIbCTB,
JOBENICHHBIX Ha YyKa3aHHblE Iead MUHHCTEPCTBY Ha COOTBETCTBYIOIIMH
(HHAHCOBBIH o/,

6. HomMeHKIaTypa 1 KONMYECTBO JIEKAPCTBEHHBIX MPENapaToB, MEAULMHCKUX
U3JeNTUiA U CIENUAIH3MPOBaHHBIX IIPOYKTOB JIeueGHOTO MMTAHUA [is OECIIaTHOIO
o0ecrieyeHus OTAENBHBIX KATErOpHil IpaXIaH B LIEJIAX OCYIIECTBICHUS HX 3aKYTIKH
ompeAenstorcd MHHUCTEPCTBOM B CBOJHOW 3afBKE HA COOTBETCTBYIOILIMI TOj
(manee — CBonHas 3asBKa).

7.CBonnas 3asgBka ¢opMmupyeTcs M yTBEpXKHaeTcs MUHMCTEPCTBOM
eXErofHo 1o 1 oxtA6ps rozxa, NpeLIeCTBYIOIIEro roay, Ha KOTOPbI (opMUpyeTcs
CBomHas 3asdBKa, C O0O0S3aTENBHBIM IMCHMEHHBEIM COINIACOBAHHMEM IJIABHBIMH
BHEINTAaTHBIMH cnieluanucTaMu MuHUCTEpCTBa O IpoduiisaM 3a00IeBaHMA.

®opma CBOAHOM 3asBKU YCTaHABIUBAETCS IPABOBEIM aKTOM MUHHCTEPCTBA.

8. Connasd 3asBKa hopmupyercss MUHHCTEPCTBOM Ha OCHOBaHHMHU:

1) TOTpe6HOCTH  MEIMUMHCKHX  OpPraHW3alljii,  I10JIBEJOMCTBEHHbIX
MunuctepctBy wiM  ¢eIepaisHBEIM  OpraHaM — HCIOJHHUTENIBHOH  BIIACTH,
OKa3pIBAIOIINX TMEPBHYHYIO MEIMKO-CAHUTAPHYIO IIOMOLIL, B JIEKAPCTBEHHBIX
npernapaTax, MEIUUUHCKHX HU3JCIUAX ¢ CHENHMAIM3HPOBAHHBIX MPOIAYKTaX
J1Ie4e0HOro IHTaHUs (Jajlee COOTBETCTBEHHO — IIOTPEeGHOCTH MEAUIIMHCKHX
OpraHM3aIii, MEAUIIUHCKUE OPTaHU3alIHHN);

2) madopManuy 06 ocTaTKaX JIEKApCTBEHHBIX NPENapaToB, MEAMIMHCKHUX
U3JEHAHN U CIIENMAIN3HPOBAaHHBIX IPOAYKTOB JIeUeOHOrO MUTaHMs 115 OECIIIaTHOro
obecrieueHus OTJEJIbHBIX KaTeropuii rpax<aaH, IIPeNOCTaBIsIeMOH
YHOITHOMOYEHHBIM CKIIaZIOM B IIOPSJIKE, YCTAHOBIEHHOM MUHHCTEPCTBOM.

9. IToTpe6HOCTh MEAULMHCKUX OpraHu3aiuii GOpMHUPYETCH MEOUIMHCKUMU
OpraHu3alMsM{d B COOTBETCTBMM C DPErMOHAIBHBIM cerMeHTOM @eJiepanbHoro
perucTpa rpaxiaH, HMEIUX IIpaBoO Ha obecledeHne JIeKapCTBEHHBIMH
npenapaTaMy, MEAUIMHCKAMHU U3JEIHIMH U CHEHUATH3UPOBAHHBIME TPOAYKTaAMH
Ne4e6HOro MATAHMS 33 CHeT OO/PKETHBIX ACCHTHOBaRMIA (eiepanbHOTO GIOIKeTa 1
OrompxeToB cy6hexkToB Poccuiickolt ®enepanuu, mo ¢opme, YTBEPXKACHHOMN
MriHucTepCTBOM.

10. 3a Ha3HAYEHHEM JIEKAPCTBEHHEIX MPENApPaTOB, MEAULIMHCKAX H3IENH 1
CIICLMAIM3UPOBAHHBIX IPOAYKTOB JIeYeOHOro MHUTaHUS TpakIaHWH obpaiaercs
B MEIWIHUHCKYI0 OPraHM3aluio, BBIOPaHHYIO UM B COOTBETCTBHU C YaCThiO 2
cratei 21 ®enepanbroro 3akona or 21.11.2011 Ne 323-03 «O6 ocHOBaX OXpaHsI
30pOBbs rpaXkaan B Poccuiickoit denepariumy.

11. HasHaueHwe NeKapCTBEHHBIX IPENapaToB, MEAHULHHCKAX H3NENUH U
CICUHUAN3UPOBAHHBIX  MPOAYKTOB  JIeYeOHOTO  IHTAHHA  OCYILECTBIIAETCS
MEJIUIMHCKEM PaGOTHAKOM MEIUILIMHCKOM OpraHu3aliy 110 Pe3y ibTaTaM 0cMoTpa

IpakaaHuHa U OQOPMIIIETCS PEIENTOM B COOTBETCTBHM C 3aKOHOAATENLCTBOM
Poccuiickoit ®enepanun.




12. Ilpu HeoOXONUMOCTH HA3HAYEHHS TPKTAHUHY JIeKapCTBEHHBIX
NperaparoB, MEAWIUHCKUX H3MEIMA U CIELMAIM3UPOBAHHBEIX IIPOAYKTOB
JIe4eOHOro MTaHus, HE BKIIOYEHHBIX MEJHUIMHCKOM OpraHu3anueil B notpeGHOCTD
MEMLMHCKON OpraHW3alM¥ Ha COOTBETCTBYIONMI roj (BHOBb BBISBICHHBIMH
NAUeHT, MN3MEHEHHE CXEMBl JIEYCHHS, HEOOXOAMMOCTh HA3HAYEHUS He
3aperucTpupoBaHHbIX B Poccuiickoii Menepamiu JieKapcTBEHHBIX MPENaparos),
MEIMIMHCKas  opraHuzanus  (OpMHMpYeT IONOJHHTENBHYK)  MOTPEGHOCTD
MEJMIMHCKOW OpraHM3alliy U HalpaBiseT ee B MUHHCTEPCTBO B TEUEHHE OHOTO
pabodyero AHS CO JHA Ha3HAYeHUs IPKJAHUHY JIEKAPCTBEHHBIX MPEIapaTos,
MEIUINHCKUX U3JeTHA U ClIeNHAIM3UPOBAaHHBIX POAYKTOB JIEUeOHOr0 MUTAHUS,
HE BKIIOYCHHBIX MEIUIMHCKON OpraHM3anuedl B HOTPeGHOCTh MEIUIMHCKOI
OpraHHu3ali¥ Ha COOTBETCTBYIOMIMIA IO,

13. Otmyck  1eKapCTBEHHBIX IPENApaToB, MENULMHCKHX W3AEIdH U
CTIENMATI3HPOBAHHBIX [IPOAYKTOB JIeueGHOTO IUTaHMs MpakaaHaM MPOU3BOIUTCS
YIOIHOMOYEHHBIM CKJIAJOM Yepe3 anTeYHble OPTaHHM3allMd B COOTBETCTBUU C
IIpaBuitamMu OTIyCKa JTEKapCTBEHHBIX IIPEMApaToB IS MEAUIUHCKOTO IPHMEHEHMS
anTeYHbIMM  OpPraHU3AIMIMH,  HHIUBHIYAIbHBIMH  TPEJIIPUHUMATENSIMH,
UMEIOIUMH JIMICH3UI0 Ha OCYIIECTBICHHE (DapMaleBTHYECKOM NeATeIbHOCTH,
MEIUUUHCKUMY OpraHu3aluAMM, HMEIOIIUMH JIMIEH3HI0O Ha OCYIIECTBIIEHHE
(hapmMaueBTHYECKOH HEATENBHOCTH, U UX OOOCOGNEHHBIMH HOApA3IeIeHHUIMM
(amOynaropusmu, denpamepckuMu u  (erbamepcko-akyIepckMMH Iy HKTaMH,
neHTpaMH  (OTAeneHWsMH) oOmell BpadeGHOHW  (CeMeWHOH)  mpaKTHKH),
PacIIONIOXXEHHBIMU B CEJIBCKHX ITOCENICHHUSAX, B KOTOPBIX OTCYTCTBYIOT alTE€4HbIE
OpranHmsaluM, a Takoke IlpaBunaMu OTIycka HApKOTHYECKUX CPEACTB H
IICHXOTPOITHBIX BEIIECTB, 3apErHCTPMPOBAHHBIX B KayecTBe JIEKAPCTBEHHBIX
IpenapaToB Uil MEIULMHCKOIO NPUMEHEHHS, JEKApCTBEHHBIX IPENapaToB s
MEIUIMHCKOTO  NPUMEHEHMs, COJEpKAIlUX HApKOTHYECKME CpejacTBa |
IICUXOTPONHBIE BellecTBa, B TOM u4ucie IlopsakoM OTIycka anTeYHbIMU
OpraHu3aIuIMHU UMMYHOOHOJIOTHYECKHX JIEKapCTBEHHBIX nperiapaTos,
YTBEPXICHHBIMU MunuCTEpCTBOM 3apaBooxpaHenus Poccuiickoii Meaeparum.

14.B  cmyyae BpeMEHHOrO OTCYTCTBHS B anTedHOH OpraHU3aLMH
JIEKapCTBEHHOTO IIperiapara, MEIUIMHCKOrO M3JEHs WK CIeNUaTH3UpOBaHHOIO
NPOJyKTa JIe4eOHOTO MNHTAaHHS, YKAa3aHHBIX B pELENTe, PElenT NPHHUMAEeTCs
anTevHOH OpraHW3anuel Ha OTCPOYEHHOE OGCIy)XHBaHHE Ha CpPOK He Goiee 10
pabounx IHed ¢ JAaThl OOpalleHHA TIPaXAHMHA B ANTEYHYIO OpPraHH3aLHI0
C o0si3aTeNbHBIM HAIpPaBICHHEM NHCBMEHHOIO YBEIOMJICHHS O TMOCTAHOBKE
pelenTa Ha OTCPOYCHHOe O0CITyXHBaHUe (Hajee — yBeIOMIECHHE) MEAULMHCKOH
OpraHu3al|y, 0QopMUBIIEH yKa3aHHBIA Perent, 1 YIOIHOMOYEHHOMY CKIajy B
TEYEHHE OIHOrO pabovero AHA CO AHS HPUHATHA pPEUEnTa HA OTCPOYEHHOE
o0CITy )KHBaHHE.

15. VYnonHomModeHHBI ckiag B ClIy4ae HaIMYUsg He0O0XOOUMOTO
JIEKapCTBEHHOIO Ipenapara, MeIHIMHCKOrO M3JEUs WIH CIEHaIH3HPOBaHHOTO
IPOIYKTa JIeYeOHOro MUTAHHS Ha CKiIaje JU6O B ANTEUYHBIX OPraHU3aLMAX B
TCUCHAE TPeX PabovMX [HeH CO JHA MONYYEHUS YBEHOMICHHS OCYILECTBISET
JIOCTaBKY HEOOXOUMOTO JIEKapCTBEHHOTO MPENapara, MEAUIIMHCKOTO U3/IeHs UITH
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CIeNUATTU3UPOBAHHOIO POAYKTA JIEY€OHOTO MUTAHHUS B AlITEUHYIO OpraHH3aluIo,
IPUHABIIYIO PENENT Ha OTCPOYCHHOE 00CITyKMBAHUE,

IIpy OTCY TCTBHH HEOOXOIMMOTO JIEKAPCTBEHHOTO IIPENapaTa, MeINLHHCKOTO
U3MICIHMA WM CHeHHaTU3HPOBAHHOIO INPOAYKTa JIEYeOHOIO IIMTAHUS Ha CKJaje
YTONHOMOYEHHOro CKliafa JI0O B anTeyHol ceTH YIIONHOMOYEHHOIO CKIana
COOTBETCTBYIOIIAs HMHpOpPMalUs B TeUeHHE OOHOrO pabodero JHS €O JHS
IOCTYIVICHUS. YBEAOMIICHHS HallpaBisieTCsd YTOJIHOMOYEHHBIM CKJIaJoM B
MEIHMIHUHCKYIO OpraHuM3anuio, OGQOPMHUBUIYIO pelenT, IPHUHATBI aNTeyHo
OpraHu3alHell Ha OTCPOUYEHHOE OGCILYKUBAHKE, VIS PacCMOTPEHUST BO3SMOXXHOCTH
3aMEHBI B COOTBETCTBHH C (eNepalbHBIM 3aKOHOAATENBCTBOM JIEKApPCTBEHHOIO
npenapara, MEIULUUHCKOTO H3AEIUSA HIM CHENHANTH3UPOBAHHOrO HMpPOAYKTA
Je4eGHOro NUTaHUA U O)OPMIIEHHS HOBOTO PELENITa.

16. MepnnuucKkas opranusanis, opOpMHUBINAs PELENT, IPHHATHI anTeHOoM
OpraHu3anyeil Ha OTCPOYEHHOE OOCIYKUBaHHE, B T€UeHHWE ABYX pabodux AHeit
CO [HA IOCTYIUICHMS YBEIOMIICHHS pacCMaTpUBaeT BO3MOMKHOCTh 3aMEHbI B
COOTBETCTBHH C (pefiepalbHBIM 3aKOHOAATEICTBOM JIEKAPCTBEHHOTO Iperapara,
MEIULUHCKOTO U3JSNIUS HITH CIEHMATH3NPOBAHHOTO MTPOAYKTA JIEUeGHOrO MUTaHUS
C o(opMIEHHEM HOBOTO peLENTa C COOTBETCTBYIOIIMM YBEAOMICHHEM
YIIOIHOMOYEHHOT0 CKIaja.

Ilpy OTCYTCTBMM BO3MOXKHOCTH 3aMEHEI B COOTBETCTBHH C (eepanbHbIM
3aKOHO/IATE/IbCTBOM JICKAPCTBEHHOIO IIpenapara, METUIMHCKOIO H3IENHS WM
CIICUMAIM3NPOBAHHOIO  IPOAYKTa JIEYEOHOro MHUTaHHS COOTBETCTBYIOIIAS
HHOOpMaHsA B TeYEHHe TpeX pabouux [HEl cO AHS NMOCTYIUICHHs yBEIOMIIECHUS
HanpasJIgeTCs MEIUIMHCKOM opranusanyieil B MUHHCTEPCTBO ISl OCYIIECTBICHUS
3aKyIIKH HEOOXOAMMOTO JICKapCTBEHHOTO Hpenapara, MEAUIMHCKOro H3AENNs WK
CHEeMAIM3UPOBAHHOIO IIPONYKTA JIEYe€OHOTO MUTAHMS.

17. MuHHCTEPCTBO NPH NOCTYIUIEHHH MHGOPMALMH, YKa3aHHON B ab3are
BTOpOM MyHKTa 16 Hactosmero Ilopsmka, obecreyuBaeT NpoBeleHHE 3aKYITKH
JICKapCTBEHHOIO Ipenapara, MeIULMHCKOrO U3JENUs WIN CIelHATH3UPOBAHHOTO
NPONyKTa JieyeOHOro IHUTaHWS B COOTBETCTBMH C 3aKOHOJATENLCTBOM O
KOHTPaKTHOH CHCTeMe B cepe 3aKyIOK TOBApOB, paboT, yCIyr s obecreueHus
rOCYAapCTBEHHBIX H MyHHUITUIIANBHBIX HY K],

18. Anreunass  oprammsanms, NpHHSABIIAS PELNENT HA  OTCPOUECHHOE
00Ciy’)KMBaHHUe, B TEYEHHE OXHOro pabodero JHS CO JHS OCTABKH HEOOXOIHMMOrO
JICKapCTBCHHOI0 Npenapara, MeJUUHHCKOr0 M3AENUA WM CHeHUaIn3HPOBAHHOTO
NPOIYKTa JIEYEOHOr0 MUTAHUS YBEIOMIISET IPaXX JaHHHA IIOCPEACTBOM TelehOHHOM
CBSI3H O BO3MOXXHOCTH IOJIYYHTD JIEKAPCTBEHHBIH Ipenapar, MEAULIMHCKOE U3AeITHe
YT CTICHUAANIM3UPOBAHHEIN IPOJYKT JIe4€0HOTO MUTAHMS IO PELEHTY, IIPHHATOMY
Ha OTCPOYEHHOE 0OCIIyKUBAHUE.

19. MenuuuHCKHe OpraHu3anyy HECYT OTBETCTBEHHOCTD 34

1) monHOTY M IOCTOBEPHOCTE NOTPEGHOCTH MEIUIIMHCKIX OpraHu3aluii;

2) HasHayeHVe IeKapCTBEHHBIX NPENapaToB, MEIMLMHCKUX H3STHH U
CHCIHUANM3UPOBAHHBIX ~ MPONYKTOB JIe4eOHOTO IUTaHUS C  HapyleHHeM
3aKOHOZaTeNbCTBA Poccuiickoi Oenepanum, B ToM YHCiie TpeGOBaHMIA IOPSIKOB HX
Ha3Ha4CHMs, YTBEPXKICHHBIX MUHHCTEPCTBOM 3ApaBOOXpaHeHHs Poccuiickoi




®depnepanyim;

3) HapymeHue TpeboBaHuil HacTosmero Iopsika.

20. B ciryuae ecnu MeAMIMHCKOM OpraHM3allueil JOMyIIeHb! HapyuUIeHus,
yKa3aHHbIe B myHKTe 19 Hacrosmiero ITopsiaka, 9To mpuBeno K HeOOXOAMMOCTH
NpHOOPETEHNs IPaXKJaHIHOM YKa3aHHOTO B PELENTe JIEKAPCTBEHHOTO npenapara,
MEAUUHCKOTO U3JENUS WM CIEIMATU3HPOBAHHOIO MPOAYKTA I€YeOHOTO MUTAHUS
33 CYeT COOCTBEHHBIX CPE/ICTB, MEAMLMHCKIE OPTraHM3aliH, JOMKHOCTHBIE JIMIA, 4
TAKXKe MHbIe PabOTHUKH YKa3aHHBIX MEIHIMHCKMX OPraHM3allyi, IOMyCTHBLLIUE
Hapymenne tpeboBanmii Hacrosmiero Ilopsmxa, HecyT OTBETCTBEHHOCTh B
COOTBETCTBUH C 3aKOHOIATEILCTBOM.

21. YOITHOMOYEHHBIH CKJIA[ HECET OTBETCTBEHHOCTh 34

1) mONHOTY, TOCTOBEPHOCTH HHPOPMALMH, HPEICTABIAEMOM B COOTBETCTBHH
¢ nyHkroM 8 Ilopsanxka;

2) oxasanme ycuyr VYIONHOMOYEHHOrO CKIafa C  HapylICHHEM
3aKoHonarenbcTBa Poccuiickoit ®enepaiium;

3) Hapyuenue TpeGosanuii Hactosero ITopsixa.

22. B rocyapcTBEHHBIH KOHTPAKT Ha OKA3aHHE YCAYr YIIOJIHOMOYEHHOIO
CKJIa/ia B 00s3aTENBHOM NOPS/IKE BKIIOYAETCS YCIOBUE O TOM, UTO B CIIy4ae eciid
YTIOIHOMOYEHHBIM CKJIaJOM [IOIYINEHB! HapyLleHHWs, yKa3aHHble B IyHKTe 21
Hactosmero  Ilopsajgka, 4Yro TpuBeno K  BOSHMKHOBEHUIO Ha  CKIIaje
YTIOITHOMOYEHHOTO CKJIajia WX €ro alTevyHol ceTH HEBOCTPEOOBAHHBIX OCTATKOB
JICKapCTBCHHBIX IIPENapaToB, MEMIMHCKHX M3JelHMd U ClIeHHATH3HPOBAHHBIX
IPONYKTOB JIe4eOHOr0 NMTAaHMUS WIM HCTEUECHHIO CPOKOB MX TOJHOCTH,
YTONHOMOYEHHBIN CKTa] Bo3MeInaeT obnacTHoMy Giomxery TBepckoil oGnactu
CTOMMOCTb  JICKAPCTBEHHBIX  IIpeNapaToB, MEAMIUHCKMX  M3Ieauid U
CIIENUAU3UPOBAHHEIX  IPOAYKTOB  Je4eOHOro NIUTaHUs, CIIMCaHHBIX
MunncTepcTBOM B pe3yJibTaTe UCTEUEHHS CPOKA UX TOJHOCTH.

23. MUHHCTEPCTBO HECET OTBETCTBEHHOCTh 33 OPTaHH3AIMI0 OECILIATHOIO
o0ecriedeHHs JeKapCTBEHHBIMM IIpenapaTaMy, MEIHIMHCKAMY W3AeTHAMHA M
CICIMATM3HPOBAHHBIMU NPOJYKTaMH JIEYeOHOrO MUTAHUS OTAENBHBIX KAaTeropuit
rpaxnad B TBepcKoi o0JiacTu.

24. MMHHCTEPCTBO B HEIAX  pealu3allid  HACTOSINErO IMopsnka
OCYILECTBIISIET B OPA/IKE, YCTAHOBIEHHOM MHHHCTEPCTBOM:

) koHTpons 3a coOmIOLEHHEM MEJMUMHCKMMH OPraHM3alusAMH U
YOTHOMOYEHHELIM CKIIaIOM TpeGoBanuil HacTosero [lopsaka;

2) MOHUTOPHHT ~ OOECIEUeHHs  OTAENBHBIX  KaTeropuii rpaXkJiaH
JIEKapCTBEHHBIMU [Ipernaparamy, MEIUIUHCKUMH U3JICTUIMHA )’}
CIENMATTM3UPOBAHHBIMY NIPOAYKTaMH JIEYE€OHOTO U TAHUS,

3) MOHWTOPHHI HAJIMYHS HA CKIa[e YMOJIHOMOYEHHOTO CKIaJa W B €ro
anTeIHOH CEeTH OCTaTKOB (B TOM YHCIE HEBOCTPEGOBAHHBIX) JEKAPCTBEHHBIX
NpENapaToB, MEAWINHCKHX U3MENHA W CHENMAM3MPOBAaHHBIX IIPOLYKTOB
J1€4e0HOTO TUTAHUS, CPOKOB UX TOHOCTH.

25. B mensx oGBEKTHBHOW ONEHKM YPOBHS GECILIATHOrO OOecIeyeHHs
JIEKapCTBEHHBIMH Ipernaparamm, MEIULUHCKUMH U3IETUAMU u
CIICUMATH3NPOBAHHEIMA ~ MPONYKTaMH  JI€YeOHOTro TMTaHHS MUHMCTEPCTBO




€XKEKBapTalbHO B CPOK HE IMO3IHee 25 Yucia Mecsna, CIEXYIOIErO 3a OTYETHBIM
KBapTajloM, npexncrapiser B IlpaBurensctBo TBepckoit o006iacTH oT4HeT oO
peanusalvyd  JICKapCTBEHHBIX  IIPENApaToB, MEAMIMHCKUX  H3IEIUil U
CIIENMAITM3UPOBAHHLIX IPOAYKTOB JEYEOHOIO IMHUTAHUS OTAENBHBIM KaTErOpHAM
TpajkaH HapacTalOIIMM UTOTOM 110 (OpMe COTITIACHO NIPUIIOKEHHIO K HACTOSILEMY
IMopsaxy.
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IIpunoxenue

K Ilopsanky OecruiatHoro oGecnieyeHus
JIeKapCTBEHHBIMH npenaparami,
MEIVLUHCKUMHI U3JENUSIMH H
CHENHUAIN3UPOBAHHBIMY IIPOJyKTaMH
ne4ebHOro IUTaHUS OTZEJIBHBIX

KaTeropuii rpaxxiad B TBepckoii obnactu

Otyer

O peaJIi3alliH JEKapCTBEHHBIX IpenapaToB, MEAUIIMHCKIX U3IEIHM
U CIIENMATN3UPOBAHHEIX IIPOAYKTOB JIEUSOHOrO MU TAHUA
OTJIEJIbHBIM KaTErOpusiM IrpakiaH HapacTalOIUM HTOIOM

H CTIENUANA3UPOBAHHBIX
[IPOLYKTOB JIEUeOHOTO

IIUTAHUA B alITCYHbIC
Opra”"u3aiuy,

CyMMa, pyo.

3a kBapran 20 roma
®uHaHCHPOBaHHE ITocraBneno KomauectBo |ObcnyxeHo| Peannzosano
Ha20__ rox, cymma, ' JIEKapCTBEHHBIX b %00 PELENTOB, |JIEKaPCTBEHHBIX
pyo. IIpenaparoB, o0paTuBIINXCS, IIIT. Hpenaparos,
MEIULIIHCKUX H3JeIHi Yell. cymMa, pyo.

Munuctp 3apaBooxpanenus Teepckoii 06nacTn




