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NMPABUTENbCTBO TBEPCKOW OBJIACTU

NMOCTAHOBJIEHUE
oT 24 aBrycta 2023 r. N 367-nn

O NOPAOKE BECIMJIATHOIO OBECMNEYEHUA NEKAPCTBEHHBIMU
NMPENAPATAMU, MEOULUIMHCKUMU U3OENUAMU U CNELUNANTUSUNPOBAHHBIMU
NMPOAYKTAMU NEYEBHOIO NMUTAHUSA OTAENbHBIX KATETOPUW TPAXOAH
B TBEPCKOW OBJIACTU

B coorBerctBum ¢ 3akoHom Tepckoit obmactu ot 31.03.2008 N 23-30 "O OGecrutatHOM
o0ecreuyeHnr JIeKapCTBEHHBIMH TpenapaTtaMu, MEIUIUHCKUMU HU3JENUAMHU U CHEIHAIU3UPOBAHHBIMU
MIPOJIYKTaMH JIeYeOHOTO MUTAHUS OTAEIbHBIX KaTeropuil rpaxaan B TBepckoii obnactu" [IpaBuTenscTBo
TBepckoii 0071acTH MOCTAHOBIISIET:

1. VYrBepaute Ilopsgok  OecruiaTHOro  oOecreueHUs  JIGKApCTBEHHBIMHM  IIpernapaTami,
MEIULIMHCKUMH M3JEIUAMU U CHEIHMaIM3UPOBAHHBIMU MPOAYKTAMH JIe4eOHOTO MUTAHUS OTJENIBHBIX
Kareropuil rpaxxaad B TBepckoit obmnactu (mpuiaraercs).

2. Ilpu3HaTh yTpaTUBIIUMU CUITY:

1) TIlocranoBnenune AnamuHUCTpauuu TBepckodt obmactu ot 14.07.2008 N 200-ma "OO6
yrBepxkaeHun [lopsaka OecraTHOro oOecredeHHsl JIGKApCTBEHHBIMH MpenapataMd W U3JEIHSIMH
MEUIIMHCKOTO Ha3HAYEHUs OT/ACIIbHBIX KaTeropuil rpaxaad B TBepckoit odmactu";

2) Tlocranosnenne AaMuHucTpaiu TBepckoit obmactu ot 12.11.2008 N 413-ma "O BHeceHHH
n3MmeHenuit B [locranoBnenne Anmunucrpanuu Teepckoit oomnactu ot 14.07.2008 N 200-ma";

3) INocranoBnenue AamunHucTpaiu TBepckor obmactu ot 17.08.2010 N 401-ma "O BHeceHHH
n3menenus B [locranoBnenne Anqmunuctpanuu Teepckoit o6mactu ot 14.07.2008 N 200-ma";

4) TlocranoBnenue [IpaBurensctBa TBepckoit obmactu ot 28.05.2013 N 201-nm "O BHeceHUM
n3MmeneHuit B [locranoBnenne Anmunucrpanuu Teepckoit oomnactu ot 14.07.2008 N 200-ma";

5) INocranosnenue [IpaBurensctBa TBepckoir obmactu ot 25.11.2014 N 600-nm "O BHeceHUH
n3MmeHeHuit B [locranoBnenne Anmunucrpanuu Teepckoit oomnactu ot 14.07.2008 N 200-ma";

6) Ilocranosnenue I[IpaBurenscrBa TBepckoit obmactu ot 04.02.2022 N 61-mn "O BHeceHUH
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m3menenuss B Ilopsimox OecriaTHOro oOecredeHusl JIEKAPCTBEHHBIMU MperapaTaMu U U3JIETHSIMU
MEUIIMHCKOTO Ha3HAYEHUS OT/ICIbHBIX KaTeropuil rpaxaad B TBepckoit obmacTu'.

3. Hacrosmiee [locraHOBNIEHHE BCTYIAET B CHILY CO JTHS €T0 O(PHUIMATBHOTO OITYOJIMKOBAHHUS.

I'y6epuartop TBepckoii obnacTu
U.M.PYJIEHS

[Tpunoxenue

K [TocranoBnenuto [IpaButenscrBa
TBepckoii obmactu

ot 24 aBrycra 2023 r. N 367-nin

NnoPALOOK
6ecnnaTtHoro ob6ecne4yeHus neKapCcTBEHHbLIMU NpenapaTtamm,
MeAULMUHCKMMU U3aenuaMm u cneumannanpoBaHHbIMU NPOAYKTaMu
Ne4e6HOro NUTaHUA OoTAENbHbIX KaTeropvun rpaxxaax
B TBepckou obnactu

1. Hacrosimmii Ilopsinok pa3spaboran B cooTBeTCTBUU ¢ 3akoHOM TBepckoit o0nactu ot 31.03.2008
N 23-30 "O 6GecninaTHOM OOecleYeHUH JEeKapCTBEHHBIMM NpenapaTaMu, MEAULIUHCKUMH U3/IEIUAMU U
CHEMaTIM3UPOBAHHBIMU MTPOJYKTAMHU JIEYEOHOTO MUTAHUS OTAEIbHBIX KaTeropuil rpaxnaan B TBepckoit
obmactu" (nmasee - 3aKOH) W OHpeIeNseT MpoLeaypy OpraHM3aluu OecIIaTHOrO obOecreueHus
JICKApCTBCHHBIMU IpliapataMu, MCIUUOWUHCKHUMU HU3ACITUAMHU W CIHCHUAIU3UPOBAHHBIMH IMMPOAYKTAMU
Je4eOHOro MUTAHUS OT/AENbHBIX KaTeropui TpakaaH, yKa3aHHBIX B yactu 1 ctatbu | 3akoHa (nanee
COOTBETCTBEHHO - OT/EJIbHbIE KaTETOPUU TPaXKJlaH, TPaskJaHUH).

2. ®uHaHCHpPOBaHHE PAcXOJ0B Ha oOecleyeHHe JIEKapCTBEHHBIMU IMpenapaTtaMu, MEeTUIIUHCKUMU
W3/ICTUSAMH U CTICIIHAIM3UPOBAHHBIME TIPOIYKTAMHU JICUEOHOTO MUTAHUS OTACIBbHBIX KaTETOPHil TpakaaH
OCYIIIECTBIISIETCS 32 CYET CPEACTB O0MacTHOTO Oromkera TBepckod o6macTH B mpenenax OKEeTHBIX
ACCUTHOBAHUM, MPEIYCMOTPEHHBIX MUHHUCTEPCTBY 3ApaBoOXpaHeHus TBepckoil obnactu (mamee -
MuHUCTepCTBO) Ha O3TU Ilend B obOmacTHOM Oropkere TBepckoil o0nacT Ha COOTBETCTBYIOIIMIA
(bMHAHCOBBIN TOJT U HA TUIAHOBBIN TIEPHO/I.

3. I'maBHBIM pacmopsauTeneM CpeAcTB obiacTHOro Oromkera TBepckoil 00JIaCTH, yKa3aHHBIX B
nyHkre 2 Hactosmero [lopsaka, ssBisiercst MUHUCTEPCTBO.

4. MuHuctepcTBO B Heisax peanusauuu [lopsaka ocymiecTBiseT B COOTBETCTBUU  C
3aKOHOJATEIHCTBOM O KOHTPAKTHOM cucTeMe B cepe 3aKyloK TOBApOB, paboT, YCIYT /uid o0ecredeHus
TOCYJapCTBEHHbIX M MYHHMLMIIAIBHBIX HYXJ 3aKyNKy JIEKapCTBEHHBIX IpenapaToB, METUIIMHCKHUX
I/ISHGHI/II\/’I " CIICOHUAIIM3UPOBAHHBIX ITPOAYKTOB JIEYEOHOTO MUTAHHUSL.

OO0ecneueHue OTACIBHBIX KaTel“OpI/Iﬁ rpaxxziaH JICKAPCTBCHHLIMU IIpCliapaTaMu, MCAULIMHCKUMU
N3ACIINAMUN n CrICuaIn3uPOBAaHHBIMHA IMpOAYKTaMH J1Ie4eOHOTO IUTaHUs, 3aKYIIJICHHBIMHA
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MuHuCTEpCTBOM, B TOM YKCIIE UX IMPUEMKA, XpAaHEHHE, YUE€T U JIOCTaBKa /10 alTEYHBIX U MEIUIIMHCKHUX
OpraHM3alyil B LEJSX UX OTIYCKa OTAEIbHBIM KaTerOpusM I'pax/iaH, OCYIIECTBISETCS YIOIHOMOYEHHBIM
CKJIaJIOM (Jlajiee COOTBETCTBEHHO - YCIYrH Y IOJTHOMOUYEHHOIO CKJIaJa, Y TOJIHOMOUYEHHBIN CKIIa).

VYTOIHOMOYEHHBIH CKJIaj] onpeaesercs MUHUCTEPCTBOM B COOTBETCTBHM C 3aKOHOJATEILCTBOM O
KOHTPAKTHOW cucTeMe B c(epe 3aKylmoK TOBApOB, padoT, yciuyr aisi oOecreueHusl TOCYIapCTBEHHBIX U
MYHULUIAIBHBIX HYXI.

5. CrouMocCTh ycIIyT YIIOJTHOMOUYEHHOTO CKJIaJla COCTABISET HEe O0Jiee ECATH IPOIICHTOB OT O0IIe
CyMMbI (DMHAHCHPOBAHUS PACXOJIOB, CBA3AHHBIX C OECIUIaTHBIM OOECHeYeHHEeM JIeKapCTBEHHBIMU
npernapaTtamMy, MEJUIIMHCKUMHU U3JEIUSAMU U CHEIHATU3HPOBAHHBIMU MPOIYKTAaMH JIEYeOHOTO MHUTAHUS
OTJIENbHBIX KAaTErOpuil rpakaaH, HO He Oojiee JTUMUTOB OIO/DKETHBIX 0053aTeNbCTB, AOBEICHHBIX Ha
yKa3aHHbIE 11eJ MUHHCTEPCTBY HAa COOTBETCTBYIONINI (PUHAHCOBBINA TO.

6. HomeHkimarypa M KOJMYECTBO JICKAPCTBEHHBIX IIPENApaToB, MEIUIMHCKUX W3JCIHA U
CIICHUAJIM3UPOBAHHBIX ITPOAYKTOB JIEYeOHOTO IHUTAHHUSA JITIA OecIuraTHOrO0 OOecIeYeHus OTACJIBbHBIX
KaTeropuil rpakJaH B LENSAX OCYIIECTBICHHS MX 3aKYIKH ONpPEAEISIoTcs MHUHHUCTEPCTBOM B CBOJHOM
3asiBK€ Ha COOTBETCTBYIOLIMI roa (nanee - CBojHas 3asBKa).

7. CBoaHas 3asiBKa GOpMUpPYETCS U yTBEpK1aeTcsi MUHUCTEPCTBOM €KEroHO 10 1 OKTA0ps roja,
MPEIIISCTBYIOMIETO TOAY, Ha KOTOphI Gopmupyercs CBoJHAs 3asBKa, ¢ 00S3aTEIbHBIM IMHCHMEHHBIM
COTJIACOBAHUEM TJIaBHBIMU BHEUITATHBIMU CclielMaIucTaMu MuHUCTEpCTBa Mo poduisim 3a0oaeBaHUi.

®opma CBOAHOM 3asBKH yCTaHABIMBAETCS [IPAaBOBBIM aKTOM MUHHKCTEPCTBA.
8. CBoaHas 3asBKa popmupyeTcst MUHHCTEPCTBOM HAa OCHOBAHUU:

1) DOTpeOHOCTM MEIUIMHCKUX OpraHu3alui, I[OJBEAOMCTBEHHBIX MMHHUCTEPCTBY WU
(benepanbHBIM OpraHaM HCIOJHUTENIBHOW BIACTH, OKAa3bIBAIOUIMX MEPBUYHYID MEAMKO-CAaHUTAPHYIO
IIoOMOIIb, B JICKAPCTBCHHBIX IpCraparax, MCAUIUHCKUX HU3ACIHAX U CIHCHHUATIU3UPOBAHHBIX MPOAYKTAX
Je4eOHOro MUTaHMs (Jjajiee COOTBETCTBEHHO - MOTPEOHOCTh MEIUIIMHCKUX OpraHU3alvid, MeIUIMHCKHIE
OpraHu3alln);

2) wuHpopmanuu 00 OCTaTKax JIEKAPCTBEHHBIX MPENapaToB, MEAMLIMHCKUX W3AEIMA U
CHEIMATM3UPOBAHHBIX MPOAYKTOB J€UYeOHOrO0 MHUTaHMUS s OECIUIaTHOrO OOEeCHedeHHUs OTAENbHBIX
KaTeroOpuil TpakJIaH, IPEeNOCTaBIAEMON YIIOJIHOMOYEHHBIM CKJIAIOM B IIOPANKE, YCTAHOBIEHHOM
MuHHCTEPCTBOM.

9. IloTpeOHOCTP MEIUIIMHCKUX OpraHu3alil (opMHpYyeTcss MEAMLIMHCKUMH OpraHU3alUsIMH B
COOTBETCTBUU C PETMOHAIBHBIM cerMeHTOM dDenepaabHOrO perucrpa rpaxaaH, UMEIONIMX IMPaBO Ha
o0ecrieyeHre JIEKApCTBEHHBIMU IpernapaTtaMy, MEAULIUHCKUMH H3JIENUAMU U CIEeUaTU3UPOBAHHBIMU
MPOAYKTaMH JIEUeOHOTO TMHTAHHWS 3a CYET OIOJDKETHBIX AaCCHUTHOBAHHWM (enepasbHOrO OIOKEeTa W
6r01xeToB cyosekToB Poccuiickoit denepanuu, no Gpopme, yrBepxaeHHOH MUHUCTEPCTBOM.

10. 3a Ha3HaYeHHEM JIEKAPCTBEHHBIX MPENAPATOB, MEIUIIMHCKUX U3AEIHUI U CIIEHHMATN3UPOBAHHBIX
MPOAYKTOB JICUEOHOTO MUTAHUS TPAKIAHUH 00pAIIaeTCsl B METUIIMHCKYIO OPraHU3alNIo0, BHIOPAaHHYIO UM
B COOTBETCTBHM C 4acTbio 2 ctaThl 21 denepanbHoro 3akona ot 21.11.2011 N 323-®d3 "O6 ocHoBax
OXpaHbl 310pOBbs IpakaH B Poccuiickoit @enepaunn”.
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11. Ha3nayenue JeKapCTBEHHBIX MNpPeNapaToB, MEIUWLMHCKUX HU3JIEIUN U CIEHHUATU3UPOBAHHBIX
MPOJAYKTOB  JIEYEOHOTO0 MHUTAHUS  OCYIIECTBISACTCS MEIUIMHCKUM PAOOTHHKOM  MEIUITMHCKON
OpraHM3aly 1O pe3yIbTaTaM OCMOTpa TpakJaHWHA U O(OPMIISIETCS PEIEnTOM B COOTBETCTBUHU C
3aKoHoJaTeNbecTBOM Poccuiickoit denepariumu.

12. IIpu HEOOXOIMMOCTH HA3HAYEHUS TPAXKAAHWHY JIEKAPCTBEHHBIX IPENapaToB, MEAULIUHCKUX
U3JIeIN U CHEIUAIM3UPOBAHHBIX IMPOAYKTOB JIEYEOHOTO MHUTAHUSA, HE BKIIOYEHHBIX METUIIMHCKOM
opraHuzanuei B TOTPeOHOCTh MEAUIMHCKOW OpraHu3allid Ha COOTBETCTBYIOIIMM oA (BHOBb
BBISIBJICHHBI ~ [AllMEHT, HW3MEHEHHWE  CXEMbl  JIeYeHHs, HEOOXOJUMOCTh  Ha3HAuYeHUs  He
3aperucTpupoBaHHblx B Poccuiickoit ®enepauuu JIEKapCTBEHHBIX —IpPENaparoB), MEAWULIMHCKAs
opranuzainus GopMUpPYET TOMOTHUTEIbHYIO MOTPEOHOCTh MEIUIIMHCKOM OpraHU3allii U HAIIPaBIISIET €€ B
MuHUCTEPCTBO B TEYEHHWE OAHOrO pabodero AHA CO JHS Ha3HAYEHUs TPaKJaHUHY JIEKapCTBEHHBIX
MpernapaToB, MEIUIUHCKUX H3JEIHH M CHEIUATU3UPOBAHHBIX MPOAYKTOB JIEYEOHOTO MHUTAHHS, HE
BKJIFOUEHHBIX ~MEIUIMHCKOM opraHu3anueil B NOTPeOHOCTh MEAMIMHCKOM OpraHu3aluu  Ha
COOTBETCTBYIOIIMM TOJI.

13. Ornyck JeKapCTBEHHBIX MPENapaTroB, MEAMIMHCKUX W3JCIUH M  CHEIHaTN3UPOBAHHBIX
MIPOJYKTOB JIeYeOHOTO MUTAHUS TpaXkJaHaM MIPOU3BOIUTCS YTIOJTHOMOYEHHBIM CKIIAZOM Yepe3 anTeuHbIe
OpraHu3ali B COOTBETCTBHU C [IpaBmiaMu OTHycKa JIEKapCTBEHHBIX NpPENapaToB JJs MEAUIIMHCKOTO
MPUMEHEHUS] AaNTeYHbIMU OpTaHU3AIMSIMH, HWHIWBUIYaJbHBIMU TMPEANPUHUMATEISIMA, HMEIOIIUMU
JUICH3UI0O Ha OCYIIECTBIICHHE (PapMaleBTUUECKON JAEATEIBHOCTH, MEIUIIMHCKAMHU OpPTaHU3aIMsIMH,
MMEIOIUMH JIMIICH3UI0 Ha OCYILECTBICHHE (apMalleBTUUECKON AEATeIbHOCTH, U UX 000COOIEHHBIMU
noJpas3ieieHus M (aMOyaTopusiMu, (QeNpIIIepCKUMA U (PEeIbAIIePCKO-aKYIIEPCKUMH  ITYHKTaMH,
HeHTpaMu (OTIEICHUSAMHU) OOIIel BpadyeOHON (CEeMEMHOW) MPAKTHUKH), PACIOJ0KEHHBIMH B CEIbCKHX
MOCEJICHUAX, B KOTOPBIX OTCYTCTBYIOT aNTEUYHbIE OpraHW3amuy, a Takke [IpaBuimamm oOTITycKa
HapKOTHYECKUX CPEJICTB U NCUXOTPOIHBIX BEIIECTB, 3aPETUCTPUPOBAHHBIX B KAaUeCTBE JIEKAPCTBEHHBIX
MpernapaToB I MEAWIMHCKOTO TPUMEHEHHUs, JIEKApCTBEHHBIX TMPEMapaToB Uil METUIIMHCKOTO
NPUMEHEHHS, COJEpXKAIMX HApKOTHMUYECKHE CpeJCTBAa M ICHUXOTPOIIHbIE BEIECTBA, B TOM YHCIE
[TopsiAKOM OTIyCKa anTeYHBIMHA OpTaHU3aIMSIMA UMMYHOOHMOJIOTUYECKHUX JIEKAPCTBEHHBIX IMPENaparos,
YTBEPKIEHHBIMU MUHUCTEPCTBOM 31paBooxpanenus Poccuiickon denepanu.

14. B ciyyae BpeMEHHOrO0 OTCYTCTBUS B allT€YHON OpraHU3aIlMM JIEKAPCTBEHHOTO Iperapara,
MEIUIIMHCKOTO W3JENUsS WU CIEUUaTN3UPOBAHHOTO MPOAYKTa IJIe4eOHOTO MUTAHUS, yKa3aHHBIX B
perenTe, perenT MPUHUMAETCS anTeYHOW OpraHu3alued Ha OTCPOYCHHOE OOCIY)XHMBaHHWE HAa CPOK HE
6ornee 10 pabounx mHeW ¢ AaThl oOpalleHUs TpakJaHWHA B aNTEUHYIO OpraHU3alUIo0 C 00s3aTeNbHBIM
HaIpaBJICHUEM IHCBMEHHOTO YBEJOMJIEHHS O IOCTAaHOBKE pEIeNTa Ha OTCPOUYEHHOE OO0CIIy)KUBaHHE
(mamee - yBeAOMJICHHME) MEAMIIMHCKOW oOpraHu3anuu, o(OpMHBINEH yKa3aHHBIM pernent, u
YTI0THOMOYEHHOMY CKJIaly B TEUEHHE OJTHOTO pabodero JHs CO JHS MPUHATHS PelenTa Ha OTCPOUYCHHOE
o0cCITy)KHBaHHE.

15. VYmonHOMOYeHHBIH CKJaJ B ciy4yae HaJu4Msl HEOOXOAMMOTO JIEKApCTBEHHOrO Ipemnapara,
MEIULUHCKOTO U3AETHs WIM CIEeHUAIN3UPOBAHHOTO MPOAYKTa JIedeOHOro MUTAaHUS Ha CKIiajae Jnbo B
anTeuHbIX OpraHU3alusAX B TEUEHHUE TpeX pabdodux JHEH cO IHS MOTYYeHUs YBEIOMIIEHUS OCYIIECTBIIAET
JOCTaBKy  HEOOXOJMMOTO  JIEKapCTBEHHOI'O  Iperapara, MEAULIMHCKOTO  MW3JENHUsS  WIH
CHEIHMATM3UPOBAHHOIO MPOJYKTA JeUeOHOro MUTAHUS B alTEYHYI0 OPraHU3allvio, MPUHSABIIYIO PELENT
Ha OTCPOUYCHHOE 00CTYKHBAaHHUE.

HpI/I OTCYTCTBHUU HGO6X0}II/IMOF0 JICKApCTBCHHOT'O IIpf€rapara, MCAUIHWUHCKOIO HU3ACIUA HIIN
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CIIELUATM3UPOBAHHOTO MPOJYKTa JIEYEOHOTO MHUTAaHWS Ha CKJIajae YIIOJHOMOYEHHOIO CKiajga Jnubo B
anTevyHOU CeTH YTOJIHOMOYEHHOTO CKJIaJa COOTBETCTBYIONIAs HH(POPMAIHs B TEYCHUE OJJHOTO paboyero
IHS CO THS TOCTYIUICHUS YBEIOMJICHHS HANpaBIAe€TCsl YTIOJIHOMOYEHHBIM CKIJIAZIOM B METUIIMHCKYIO
OpraHmM3anyio, OG(OPMHBLIYIO pELENT, MPHUHATHIA AanTeYHOW OpraHu3alMell Ha OTCPOUYCHHOE
oOCITy’>)KMBaHHE, [UIsI PACCMOTPEHHS BO3MOXKHOCTH 3aMEHBI B COOTBETCTBHH C (peaepanbHBIM
3aKOHO/IaTEeJILCTBOM JICKAPCTBEHHOTO IIperapara, MEAWIUHCKOTO H3JeNUS WIN CIEeHUaIN3UPOBAHHOTO
MPOAYKTA JIEUeOHOTO MUTAHUS U 0(POPMIICHHS HOBOTO PEIIETITA.

16. MeaumnuHckas opranu3aius, oGOpMHBIIAsS PELENT, MPUHATHIM anTeYHON OpraHU3alMed Ha
OTCpOUYEHHOE OOCTY)XUBaHUE, B TEUYCHHE JBYX pabOYMX JHEW CO JHS TOCTYIJICHUS YBEIOMIICHUS
paccMaTpuBaeT BO3MOXHOCTb 3aMEHbl B COOTBETCTBUU C  (efepalbHbIM  3aKOHOJATEILCTBOM
JIEKapCTBEHHOI'O Mpenapara, MEIUIUHCKOTO M3JENHs WM CHEIUATIM3UPOBAHHOIO MPOJAYKTa JeueOHOro
nUTaHus ¢ O(QOpMIIEHUEM HOBOTO pELENTa C COOTBETCTBYIOIIMM YBEAOMJICHHEM YIIOJIHOMOUYEHHOTO
CKJaja.

[Ipu oTcyTcTBHMM BO3MOKHOCTH 3aMEHBI B COOTBETCTBUU C (pelepalibHBIM 3aKOHOAATEIHCTBOM
JIEKapCTBEHHOI'O Mpenapara, MEIUIUHCKOTO M3JENHs WM CHEIUATIM3UPOBAHHOIO MPOJAYKTa JeueOHOro
MUTAaHUS COOTBETCTBYIOWIAs WHGOpMallMsig B TEYEHHE TpeX pabouux AHEW CO JHSA MOCTYIUICHHS
YBEJIOMJICHHUSI HAMPABIISICTCS MEIUIMHCKOW opraHu3anueii B MUHHUCTEPCTBO ISl OCYILECTBIICHUS
3aKYIKH HE00XO0JUMOT0 JIEKapCTBEHHOTO npernapara, MEJUIIUTHCKOTO U3JIeIHs WIH
CHEIHATM3UPOBAHHOTO TIPOAYKTA JICUSOHOTO MTUTAHUS.

17. MUHHCTEPCTBO MpH MOCTYIUICHUH HH(OpMAlMM, YKa3aHHON B ab3alle BTOpOM IyHKTa 16
Hactosuero Ilopsaka, o0ecnieunBaeT MpoBeaeHUE 3aKYIIKU JEKapCTBEHHOI'O IIpenapara, MEAUIIMHCKOTO
U3JeNUs  WIM  CHElMaIM3UPOBAHHOTO  MPOAYKTa JICUeOHOTO TMUTaHUS B COOTBETCTBHM  C
3aKOHOAATEIBCTBOM O KOHTPAKTHOM cHucTeMe B c(epe 3aKyloK TOBAapOB, paboT, YCIyr Il oOecreyeHust
TOCY/IapCTBEHHBIX ¥ MYHUITUTATBHBIX HYXI.

18. Anreynas opraHu3anusi, NPUHSABLIAs PELENT Ha OTCPOUYEHHOE OOCIyKUBaHUE, B TEUEHHUE
OJTHOTO pabodvero AHS CO JHSA TOCTaBKHM HEOOXOIMMOTO JIEKApCTBEHHOTO Ipernapara, MEIUIIMHCKOTO
W3NSl WM CHE[UATM3UPOBAHHOIO TMPOAYKTAa JIEYEOHOrO TMMTAaHUS YBEJOMIISET TpakJaHUHA
MOCPEJICTBOM TeNe(OHHOM CBA3M O BO3MOXKHOCTH IOJIYUYUTh JIEKAPCTBEHHBIN Npernapar, MEeIUIMHCKOe
u3Jlele WIM CHeUaJM3UpPOBAaHHBIA MPOAYKT JI€4eOHOro MUTAaHUS 10 peuenTy, MNPUHATOMY Ha
OTCPOYEHHOE O0CITy)KUBAHUE.

19. MenunuHCKHIE OpraHU3aIlii HECYT OTBETCTBEHHOCTH 3!
1) MOMHOTY U JOCTOBEPHOCTH MOTPEOHOCTH MEIUIIMHCKUX OpraHu3alui;

2) Ha3HauYeHHWE JIEKAPCTBEHHBIX MPErapaTroB, MEAUIMHCKUX H3JAEIUN M ClenuaIn3upOBaHHbIX
MPOAYKTOB JIeUeOHOT0 MUTAHMsI ¢ HAapyIlIeHHEM 3aKoHoJaTeabcTBa Poccuiickoit depepannu, B TOM Yucie
TpeOOBaHUM MOPSIKOB UX HAa3HAYEHMs], yTBEPKACHHbIX MUHHCTEPCTBOM 3apaBooxpaHeHus: Poccuiickoii
denepauny;

3) mapymenue TpeboBanmii Hactosmero [Topsaka.

20. B cnyuae, ecny MEOUIIMHCKOM OpraHM3alMel JONMYyIIEHbl HapyUIeHNs], yKa3aHHbIE B ITyHKTE 19
Hactosmero Ilopsaka, 4ro mpuBesno K HEOOXOJUMOCTU MPHOOPETEHUs TpakJIaHWHOM YKa3aHHOTO B
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peuenTe JEKapCTBEHHOrO Iperapara, MEJULUHCKOIO M3JEIUs WM CIELUUATIU3UPOBAHHOIO IIPOIYKTa
JIe4eOHOr0 MUTaHMA 3a CYET COOCTBEHHBIX CPE/ICTB, MEAMLIMHCKUE OpraHU3allui, JOJDKHOCTHBIE JIMLA, a
TaKXe UHbIC paOOTHUKU yKa3aHHBIX MEIUIIMHCKUX OpraHu3aluid, JOMYCTHBIINE HapylIIeHne TpeOOBaHUM
HacToswero Ilopsaka, HeCyT OTBETCTBEHHOCTb B COOTBETCTBUU C 3aKOHOJATEIILCTBOM.

21. YII0JTHOMOYEHHBII CKJIa HECET OTBETCTBEHHOCTD 34

1) momHOTY, OOCTOBEPHOCTh HHGOpPMAIUH, TMPEACTABISEMOM B COOTBETCTBUHM C IYHKTOM §
[Topsnka;

2) okazaHue yCIyr YTOJHOMOYEHHOIO CKJaJa C HapylleHHeM 3aKoHojaTenbcTBa Poccuiickoii
®denepanuu;

3) napyuienue TpeboBanuii Hactosiero [lopsaka.

22. B rocynapCTBEHHbII KOHTPAKT HAa OKa3aHUE yCIIyT YIOJIHOMOYEHHOTO CKJlaja B 0053aTeIbHOM
MOpSAKE BKJIIOYAETCS YCIOBHUE O TOM, YTO B Cllyyae, €ClM YIOJHOMOYEHHBIM CKJIAJOM JOIYILIEHbI
HapylIeHUs, yka3aHHble B yHKTe 21 HacTosmero Ilopsaka, yTo npuBeno K BOSHUKHOBEHHUIO HA CKJIa/e
YHOIHOMOYEHHOTO CKJIaJia WM €ro anTeYHOH CEeTH HEeBOCTPEOOBAaHHBIX OCTATKOB JIEKAPCTBEHHBIX
npemnaparoB, MCIAUIMHCKUX I/I3[[€JII/H>'I U COCHUAIMN3UPOBAHHBIX IIPOJYKTOB JIEYEOHOr0 IHUTAHUS WA
HCTEYCHHIO CPOKOB UX FOJJHOCTH, Y OJHOMOYEHHBIH CKJIaJ BO3MeIIaeT o0nacTHOMY OrokeTy TBepckoit
00J1aCTH CTOMMOCTH JICKAPCTBCHHBIX MpCIaparoB, MCEAULUHCKHUX I/I3[[€JII/II71 n CrneuuaiIn3upOBaHHBIX
IPOAYKTOB JICUEOHOTO NHMTaHUS, CIHUCAaHHBIX MHHHMCTEPCTBOM B pe3yJbTaTe HCTEUEHHs] CpoKa HX
TOJTHOCTH.

23. MI/IHI/ICTepCTBO HECCT OTBCTCTBCHHOCTHL 3a OpraHu3aluio OcecrIaTHOrO  OOCCIIeUEHHUS
JICKApCTBCHHBIMU IpliapataMu, MCIUUOWHCKHUMU HU3ACITUAMHU W CIHCHUAIM3UPOBAHHBIMH IMMPOAYKTAMU
JIe4eOHOT0 IMUTAHUS OTACJIBbHBIX KaTeropI/Iﬁ T'pax1aH B TBepCKOI\/’I o0JactH.

24. MUHHCTEpCTBO B IENAX peanu3aiuu Hactosmero [lopsiaka oCyIlIecTBIseT B TOPSIJIKE,
YCTaHOBJIIEHHOM MUHHCTEPCTBOM:

1) KOHTPONb 3a COONIIOJICHHEM MEIUIIMHCKUMHU OpPraHU3alUsIMU W YTIOJTHOMOYEHHBIM CKJIAJI0M
TpeboBanuii Hactosero [lopsnka;

2) MOHUTOPHHI O0ecreyeHHs] OTIENbHBIX KaTeropuil rpakaaH JIEKapCTBEHHBIMHU IIpernapaTami,
MEIULMHCKUMU U3JIENIUAMHI U CHEIMAIU3UPOBAHHBIMU POLYKTaMHU JIE4e0HOTO MUTAHUS;

3) MOHUTOPHUHT HAJIMYHUS HA CKJIa/ie YTIOJTHOMOYECHHOTO CKJIaJa M B €r0 alTeYHON CETH OCTaTKOB (B
TOM 4YHCIE HEBOCTPEOOBAHHBIX) JICKAPCTBEHHBIX MpENapaTroB, MEAWIMHCKUX  U3JCIUA |
CHeIMaTU3UPOBAHHBIX MMPOTYKTOB JIEY€OHOTO MUTAHMS, CPOKOB UX TOJHOCTH.

25. B memsix OOBEKTHBHOW OILIGHKH YPOBHSI OecIlaTHOTO oOOecneueHus: JIeKapCTBEHHBIMU
npenaparamMu, METUIIMHCKUMHU H3JEIHSIMU U CHEIUATU3UPOBAHHBIMU MTPOAYKTAMHU JIEYEOHOTO TTUTAHUS
MUHHCTEPCTBO €KEKBapTaJIbHO B CPOK HE MO3AHEE 25 yucia Mecdlla, CIEAYIOLIEro 3a OTYETHBIM
KBapTaJioM, npenacrasiseTr B [IpaButenscTBO TBepckoit 00JacTH OTYET O peaym3aliu JIEKapCTBEHHBIX
MpemapaToB, MEIUIMHCKUX W3JEINA ¥ CHEIHATU3UPOBAHHBIX MPOAYKTOB JIEUeOHOTO TMHTAHUSA
OT/IETTbHBIM KaTeropusM TpPaKJIaH HapacTalOlIUM HWTOTOM 10 (opmMe CcorjgacHO MPUIOKEHHUIO K
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Hacrosumemy [lopsaky.

OTtuer

[Ipunoxxenue

k [lopsinky 6ecruiaTHOro obecreueHus
JICKapCTBCHHBIMU TIperiapaTaMu, MEIUIIMHCKIMH
U3JICIUSMH U CTICIIMATN3UPOBaHHBIMU
MPOYKTaMHU JICUeOHOTO MUTAHUS OTJEIBHBIX
Kareropui rpaxxaan B TBepckoii o01actu

KaTCropuiam rpaxaad HapacTaroumum UTOroM

0 pcajin3anuru JICKAPCTBCHHBIX IIPEIIapaToB, MCANIIUHCKUX 15161 (SN 1710
U CIICHUATIM3UPOBAHHBIX IIPOJAYKTOB J1e4eOHOr0 MUTAHUA OTACJIbHBIM

3a kBaptain 20 roza
®uHaHCUPOBaH [TocraBneHo KonnuectBo | Ob6cmyxkeno | PeanuzoBaHo
ue Ha 20 JIeKapCTBEHHBIX T pELENToB, | JEKapCTBEHHBI
rof, CymMma, npernapaTos, 00paTUBIINXCS, IIIT. X TIPeraparos,
pyo. MEIUIUHCKUX U3AETHNA U qel1. cymma, pyo.

CIICHUAIM3UPOBAHHBIX
MPOJYKTOB JIEUEOHOTO
IIUTAaHUA B alITCYHBIC
OpraHu3aIu, CyMMma,

pyo.

MunucTp 31paBooxpaneHus TBepckoil obnactu
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