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ITocTranosiienune IlpaBurenncrea TBepckoii o6acTu ot 24 aBrycra 2023 r. N 367-nn " O Ilopsake
OecriaTHOro odecrneyeHHs JeKapCTBEHHBIMH NpenapaTaMu, MeJUIUHCKUMH U3/1eJIUSIMH 1
CIeNMAJIN3HPOBAHHBIMH NIPOAYKTAMU JIe4eOHOr0 MUTAHKS OTAEJbHBIX KATerOpuii rpa’kiaH B
Teepckoii o01acTn"

B cootBerctBuu ¢ 3akonom TBepckoit ob6mactu ot 31.03.2008 N 23-30 "O OGecmatHOM
00eCreYeHNN JICKApCTBEHHBIMH TIperapaTaMy, MEAWIIMHCKUMH HW3JCIHSIMH W CIICIHATN3UPOBAHHBIMH
MIPOJIyKTaMM JIe4eOHOT0 MUTAaHUS OTICJIbHBIX KaTeropuil rpaxaan B TBepckoil obmactu" IlpaButenscTBoO
TBepckoit 061acTH MOCTaHOBJISET:

1. VYtBepaute Ilopsmox OecrmmaTHOro oOecredyeHus JIEKapCTBEHHBIMHM  IIpernapaTamu,
MEIUIIMHCKUMU HU3JICTUSAMH WU CHCIUAIM3UPOBAHHBIMUA TMPOAYKTAMH JICUEOHOTO THUTAHUS OTAEIbHBIX
Kareropuil rpaxxjaad B TBepckoit oGnactu (mpuiaraercs).

2. Ilpu3HaTh yTpaTUBIIUMH CUITY:

1) mnocranossienue AnmuHucTpauu TBepckoir o6mactu ot 14.07.2008 N 200-ma "O6
yrBepxkaeHuun [lopsinka OecriaTHOro obecriedeHHsl JIEKapCTBEHHBIMU TpenaparaMd U HU3AETUSIMU
MEJIMIIMHCKOTO Ha3HAYEHUs OTACIbHBIX KaTeropuil Tpaxaad B TBepckoit obmactu",;

2) nocranosjienne Anmunuctpauuu Tsepckoil ob6nactu ot 12.11.2008 N 413-na "O BHeceHuu
W3MEHEHUH B MOCTaHOBJICHUE AnMUHUCTpanmu TBepckoit oomactu ot 14.07.2008 N 200-ma";

3) nocranoBjienue Anmuuuctpanuu TBepckon obmactu ot 17.08.2010 N 401-ma "O BHeceHuun
W3MEHEHU B MocTaHoBIeHUE AnMuHUCTpanuu Teepckoit oonactu ot 14.07.2008 N 200-ma";

4) mocranosJjienue IlpaButensctBa TBepckoit obmactu ot 28.05.2013 N 201-nm "O BHeceHuu
W3MEHEHUH B MOCTaHOBICHUE AnMUHUCTpanuu TBepckoit oomactu ot 14.07.2008 N 200-ma";

5) nocranosiaenne IlpaBurensctBa TBepckorr obmactu ot 25.11.2014 N 600-nmm "O BHeceHUH
W3MEHEHUH B MOCTaHOBICHUE AnMUHUCTpanuu TBepckoit oomactu ot 14.07.2008 N 200-ma";

6) nocranosyenue IIpaButensctBa TBepckoit obmactu ot 04.02.2022 N 61-nn "O BHeceHuU
m3menenus B [lopsmox OecrutaTHOro oOecriedeHHsl JIEKapCTBEHHBIMHM IpernapaTaMu U U3JEIHsIMU
MEJIMIIMHCKOTO Ha3HAYEHUs OTACIbHBIX KaTeropuil rpaxaad B TBepckoit obmacTu'.

3. Hacrosiiiee nmoctaHoBJIEHHE BCTYIAET B CHITY CO JIHS €0 0()MIHAIBLHOI0 OIMy0JINKOBAHUS.

I'y6epnatop TBepckoit obmactu .M. Pynens

MpunoxeHune

K NOCTaHOBIIEHUIO

MpaButenbcTBa TBepckon obnactm
o1 24.08.2023 N 367-nn

Mopsgok
OecrmIaTHOro obecneyeHus JeKapCTBEHHBIMH NpenapaTaMu, MeIUIUHCKAMH H3AeJIUIMHA U
CHEeNMATN3HPOBAHHBIMH NIPOAYKTAMHU JIe4eOHOr0 MUTAHMUA OTACIbHBIX KATErOPHii IPAXKIAaH B
Teepckoii o01acTn

1. Hacrosimuii [Mopsanok paspaboTaH B COOTBETCTBHH ¢ 3aKk0HOM TBepckoii obmactu ot 31.03.2008
N 23-30 "O OecriaTHOM 00ecneueHUH JIEKapCTBEHHBIMU IpenapaTaMy, MEIUIMHCKUMU U3JCTUSIMH U
CMEeLUANTU3UPOBAHHBIMU TPOJIYKTaMH JIeYeOHOTO MHUTAHUS OTMAENbHBIX KaTeropuil rpaxaaH B TBepckoii
obOmactn" (manee - 3akoH) W OIpenenseT MpPOIeNypy OpraHu3alud OecIUIaTHOro obecredeHus
JICKApCTBEHHBIMH TpenapaTaMy, MEIUIUHCKUMH H3JEIUSIMU U CIEHUAIU3UPOBAHHBIMU MPOJIYKTaMU
JeyeOHOTO MHUTAHMs OTHAENbHBIX KaTeropuil rpaxkiaH, yka3zaHHbIX B 4actu 1 crarbu 1 3akoHa (nanee
COOTBETCTBEHHO - OT/JIENIbHbIE KAaTETOPUH I'PaX/iaH, IPaxIaHIH).
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2. duHaHCHPOBAaHHUE PACXOJIOB Ha oOecreueHue JIEKapCTBEHHBIMU IpenapaTaMy, MEAUIUHCKUMH
U3JETUSAMHI U CHEIHATN3UPOBAHHBIMH MPOAYKTAMH JICUEOHOTO MHUTAHKS OTACIBbHBIX KaTerOpuil rpaxaaH
OCYIIECTBIISIETCA 3a CYET CPEACTB 0oOmacTHOro Oropkera TBepckoil obimacTu B mpenenax OOKETHBIX
ACCUTHOBaHUM, MpelycMOTpeHHbIX MuHHMCTEPCTBY 37paBooxpaHeHHs TBepckoil oOmactu (nanee -
MuUHUCTEpCTBO) HA 3T LEeNW B OOMacTHOM Oromkere TBepcKkoil 00JaCTH Ha COOTBETCTBYIONIUI
(MHAHCOBBIN TOJ1 ¥ HA TUIAHOBBIM MEPUO/I.

3. I'MaBHBIM pacHOPSIUTEIIEM CPEACTB 0OJlacTHOrO Oropkera TBepckoit 00macTv, yKa3aHHBIX B
nyHnkre 2 Hacrosuero Ilopsaka, ssisercs MuHuCTEPCTBO.

4. MunucrepctBO B Lensx peanuzanuu Ilopsnka oOcCymecTBIsIET B COOTBETCTBUM  C
3aK0HO0/1aTeJIbLCTBOM O KOHTPaKTHOM cucTteMe B cdepe 3aKylnoK TOBapoB, paboT, yCIyr ajs obecreueHust
rOCy/IlapCTBEHHBIX W MYHUIUNAIbHBIX HYXKJ 3aKylKy JEKapCTBEHHBIX MpPEnaparoB, MEAWLUHCKUX
W3JIeNUH U CHeUaIn3UPOBAHHBIX TPOYKTOB JIEYEOHOTO MUTAHUSI.

ObecrieyeHre OTIENbHBIX KAaTETOPHH TpakJaH JEKapCTBEHHBIMHU IpernapaTamMH, MeIULIUHCKUMU
U3ENUSIMU U CHEUUAJM3UPOBAHHBIMU  MPOJAYKTaMHU  JIe4eOHOTO  MUTaHHUsSA,  3aKyIJIEHHBIMU
MuHUCTEpCTBOM, B TOM 4YHCJIE UX NMPUEMKA, XpaHEHHUE, YUeT U JIOCTaBKa JI0 alTEUHbIX U METUIUHCKUX
OpraHu3aluil B LEIsIX UX OTIYCKa OTJEIbHBIM KaTeropusaM I'paIaH, OCYLIECTBISETCS YIOJIHOMOYEHHBIM
CKJIAZIOM (J1aJie€ COOTBETCTBEHHO - YCIAYTU Y MOJTHOMOUYEHHOTO CKJIaa, Y TTOJTHOMOYCHHBIN CKIIA).

Y1oJIHOMOYEHHBIN CKIIaJ] onpeaensercs MUHUCTEPCTBOM B COOTBETCTBUU C 3aKOHOAATEILCTBOM
0 KOHTPaKTHOW cucteMme B cepe 3aKylnok TOBapoB, padOT, yCIyr Julsl oOecrieueHusl roCyAapCTBEHHBIX U
MYHUITATIATBHBIX HYX]I.

5. CtouMocTh ycinyr YTOJHOMOYEHHOTO CKJIaja COCTaBJISET HE 0oJjiee JECATH MPOICHTOB OT
oOmeli cymMMbl (DMHAHCHPOBAHMS PACXO0J/0B, CBSA3aHHBIX C OCCIUIATHBIM OOECIEYCHUEM JIEKAPCTBEHHBIMU
npernapaTam, MEIUIUHCKUMU H3JIENUSIMH U CIEUUATM3UPOBAHHBIMU MPOAYKTAMH JIEYEOHOTO MUTAHUS
OTJIENbHBIX KaTeropuil rpa)kAaH, HO He OoJiee JUMHUTOB OIOJKETHBIX O00s3aTENIbCTB, JAOBEICHHBIX Ha
yKa3aHHbIC 11eI1 MUHHCTEPCTBY Ha COOTBETCTBYIOIINM (PMHAHCOBBIN TO/I.

6. HomenknaTypa © KOJMYECTBO JIEKAPCTBEHHBIX IMpENapaToB, MEIUIUHCKAX HU3JEIUA HU
CHEIHATM3UPOBAHHBIX TPOAYKTOB JIEYeOHOTO MHUTAaHUSA JUId OECIUIaTHOTO OOECHeueHUsi OTIENIbHBIX
KaTeropuil rpaxJaH B LIEJSAX OCYIIECTBJICHUS UX 3aKyNKU OIpenesstoTcss MUHHCTEPCTBOM B CBOJHOM
3asiBKE Ha COOTBETCTBYIOUIMI roA (1anee - CBo/iHas 3asBKa).

7. CBoHas 3asBKa (opMUpPYETCs U yTBepxKAaeTcss MUHUCTEPCTBOM €KEroAaHo 0 1 okTa0ps roaa,
MPeIIeCTBYIOLIEr0 oy, Ha KOTOpbld (opmupyercs CBoaHasi 3asBKa, ¢ 00sS3aTeIbHBIM MHUCbMEHHBIM
COTJIaCOBAHMEM TJIaBHBIMH BHEUITATHBIMU ClielMaTcTaMid MUHUCTEPCTBA MO MPOoduisim 3a00eBaHHiA.

®opma CBOAHOM 3a8BKH YCTaHABIMBAETCS IIPABOBBIM aKTOM MUHUCTEPCTBA.

8. CBoanas 3asBka popmupyercss MUHHCTEPCTBOM Ha OCHOBAHUU:

1) mnoTpeGHOCTM MEOMIIMHCKUX OpraHu3aluii, MOJABEAOMCTBEHHBIX MUHUCTEPCTBY WU
denepanbHBIM OpraHaM HCIOJIHUTEIBHOW BIACTH, OKAa3bIBAIOUIUX MEPBUYHYI0 MEIUKO-CAaHUTAPHYIO
MOMOIIb, B JIEKAPCTBEHHBIX Iperaparax, MEAMIMHCKUX H3JENHUSIX U CIEeUUaTU3UPOBAHHBIX MPOIYKTaX
ne4eOHOro MUTaHUs (Jajee COOTBETCTBEHHO - MOTPEOHOCTh MEIUIIMHCKUX OpraHMu3allfii, MEAUIMHCKHE
OpraHU3aIlH ),

2) wuHpopMmauuu 00 oOCTaTKax JIEKAPCTBEHHBIX IPENnapaTtoB, MEIUIMHCKUX H3JeNuid |
CMELUANN3UPOBAHHBIX TPOJYKTOB JIe4eOHOTO MUTaHMUs Ui OeCIUIaTHOro oOecreyeHHs OTAEIbHBIX
KAaTeropui TpaxJaH, NPEAOCTaBIsAeMON YIOJIHOMOYEHHBIM CKJIaJOM B IMOPAJKE, YCTaHOBJIEHHOM
MuHuCTEPCTBOM.

9. IloTpeGHOCTh METUIMHCKUX OpraHu3aluil (OpMHUPYETCS METUIMHCKUMHU OpraHu3alusMHU B
COOTBETCTBUU C PETHOHAIBHBIM CETMEHTOM dDenepanbHOr0 pPErucTpa rpakJaH, MMEIOIIHUX IIpaBO Ha
oOecrieyeHHe JIEKAPCTBEHHBIMU IpenapaTaMy, MEIMIMHCKUMHU H3JENUSIMH U CHEelUATU3UPOBAHHBIMU
NPOJYKTaMH JieyeOHOTrO MHUTAaHMS 3a cyYeT OIO/DKETHBIX acCCHUTHOBaHMM (exepaibHOro OmJDKeTa U
0r0/pkeTOB cyobekTOB Poccuiickoit deaepannu, no Gpopme, yrBepx AeHHOH MUHHUCTEPCTBOM.

10. 3a Ha3HaUEHUEM JIEKAPCTBEHHBIX NIPENAPATOB, MEAULIMHCKUX U3AEIUI U CIIELUaIN3UPOBAHHBIX
MPOIYKTOB JIe4eOHOTO MUTAaHUS I'PakJaHUH 00palaeTcss B MEJUIIMHCKYIO OpraHU3altio, BHIOPaHHYIO UM
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B COOTBETCTBHHM C 4acThio 2 cratbu 21 ®exepanbHoro 3akona ot 21.11.2011 N 323-®3 "OO6 ocHoBax
OXpaHbl 310pOBbs rpakaaH B Poccuiickoit denepanun".

11. Ha3HaueHue JIeKapCTBEHHBIX IIPENapaTOB, MEAWLMHCKUX H3JAEIMN U CHELHMATU3UPOBAHHBIX
IIPOJIYKTOB JIEYEOHOTO MUTAHUSI OCYLIECTBIISIETCS MEIULIUHCKUM pAaOOTHUKOM MEAULIMHCKON OpraHu3aliu
10 pe3ylbTaTaM OCMOTpPa TPKIAaHWHA U O(POPMILIETCS PELENTOM B COOTBETCTBUU C 3aKOHOJIATEIILCTBOM
Poccuiickoit @enepanuu.

12. Ilpyn HEOOXOAMMOCTH HA3HAYEHMsI TPAKIAHUHY JIEKAPCTBEHHBIX MPENapaTtoB, MEAUIIMHCKHUX
M3JIENMH W CHEeNHAIM3UPOBAHHBIX MPOJYKTOB JIEUEOHOTO NHUTAHWS, HE BKIIOUEHHBIX MEIUIIMHCKOMN
opraHu3aieii B MOTPEOHOCTh MEAMIIMHCKOW OpraHu3alid Ha COOTBETCTBYIOIIMH To0j (BHOBB
BBISIBJICHHBIH ~ MAIMEHT, WU3MEHEHHME  CXEMbl  JIeUEHHUs, HEoOXOJAMMOCTb  HA3HAUEHUsS  HE
3aperucTpupoBaHHelx B Poccuiickoit ®enepanuu  JIEKAPCTBEHHBIX MPENapaToB), MEAMIIMHCKAS
opranusanus (GopMHUpYyeT JOMOIHUTENbHYIO NOTPEOHOCTh MEJUIIMHCKOW OpraHn3alliy U HalpaBiseT ee B
MuHUCTEpPCTBO B TEYEHHE OJHOTO padodero AHS €O JHS Ha3HAU€HUs TPpaKJaHUHY JIEKapCTBEHHBIX
MpernapaToB, MEIUIMHCKUX HU3JEIMA U CHEIUATU3UPOBAHHBIX IPOJIYKTOB JIEYEOHOTO IHUTAaHUS, HE
BKJIFOUEHHBIX MEAMIIMHCKOW oOpraHu3anued B MOTPEOHOCTh MEAMIIMHCKOW  OpraHu3alud Ha
COOTBETCTBYIOUIUN TOJ.

13. OTnyck Jd€KapCTBEHHBIX MPENnapaToB, MEIUIHMHCKUX HW3ACIHNA W CHEHNHATM3UPOBAHHBIX
MIPOJIYKTOB JIEUeOHOT0 MUTAHUS TpakJaHaM MPOU3BOJUTCS YTIOJTHOMOYEHHBIM CKJIAZIOM Yepe3 anTeuHble
OpraHM3aliy B COOTBETCTBHH C IIpaBuimamu oTITycka JIEKApCTBEHHBIX IpPENapaToB A MEIUIUHCKOTO
MPUMEHEHHsI aNTEeYHBIMH OpPraHW3AIMAMH, WHIWBUAYAIbHBIMH TPEANPUHUMATEIISIMH, HMEIOIIUMHI
JUIEH3UI0 Ha OCYIIECTBICHHE (apMaleBTUYECKOH EsITeNbHOCTH, MEAWLHWHCKHUMH OpraHU3alusMHu,
MMEIOLIUMU JIMIEH3UI0 Ha OCYHIECTBICHHUE (hapMalleBTHUECKON NeATeNbHOCTH, U UX 000COOICHHBIMU
noapazaeneHussMu  (aMOynaTopusiMu,  (QEeNbaIIepcKUMA U (PeNTbIIIEepPCKO-aKyIIEpCKUMU  TTYHKTaMH,
IeHTpaMu (OTAENCHUsIMH) OOIel BpauyeOHOM (CEeMEHHOWM) MPAaKTHKU), PACHOJIOKEHHBIMH B CEIIbCKHX
MIOCEJIEHUAX, B KOTOPBIX OTCYTCTBYIOT alTE€YHble OpraHu3anuu, a Takke I[IpaBunamm otmycka
HapKOTUYECKHUX CPEJICTB M MCUXOTPOIHBIX BELIECTB, 3aPErMCTPUPOBAHHBIX B KAa4EeCTBE JIEKAPCTBEHHBIX
penaparoB Juisi MEIULMHCKOTO IPUMEHEHUs, JIEKAPCTBEHHBIX IMpPENapaToB [UIsi MEIULUHCKOTO
IIPUMEHEHHUS], COAEPKAUX HAPKOTUUECKHE CPEJCTBA U IICUXOTPOIHBIE BEIECTBA, B TOM uncie [lopsakom
OTIIyCKa  aNTEeYHbIMH  OpraHu3alUsIMU  HUMMYHOOHOJIOTMYECKHX  JICKAPCTBEHHBIX  IIPENaparos,
YTBEPKJICHHBIMU MUHHUCTEPCTBOM 3paBooxpaneHus: Poccuiickoit denepanmu.

14. B cmyyae BpE€MEHHOIrO OTCYTCTBHSI B alTEUYHOM OpraHU3allMH JIEKAPCTBEHHOI'O IIpenapara,
MEIUIIMHCKOTO H3JETUsl WIA CHEIUAIU3UPOBAHHOTO MPOJYKTa JeUeOHOro MUTaHUS, YKa3aHHBIX B
pelenTte, peuenT NPUHUMAETCS anTeYHOM OpraHu3alueil Ha OTCPOUYEHHOE OOCIY)KMBaHHE Ha CPOK HE
6onee 10 paboumx mHel ¢ AaThl oOpalleHUs TpaXJaHWHA B aNTEUHYIO OPraHU3aldI0 ¢ 00sS3aTeIbHBIM
HampaBJICHHEM MHCbMEHHOTO YBEJIOMIICHUS O TIOCTAHOBKE pelenTa Ha OTCPOUYEHHOE OOCIYy)KMBaHHE

(mamee - yBeJOMIJIGHHE) MEIUIIMHCKOW OpraHu3anuy, OQOpMHBINEH YKa3aHHBIH peuent, |
VYOJIHOMOYEHHOMY CKJIally B TEUYEHHE OJHOr0 pabouero JHs CO JHS NPUHITHSA pelenTa Ha OTCPOUYCHHOE
oOciyKMBaHUE.

15. VYnonHOMOYEHHBIH CKJax B cCilydae Hajluuus HEOOXOAMMOrO JIEKapCTBEHHOrO Ipernapara,
MEIULMHCKOTO M3JeNUsl WIN CHEIMATU3UPOBAHHOIO MPOIYKTa JIe4YeOHOro MUTAHUs Ha ckiajge Jubo B
anTeYHbIX OPraHU3alMIX B TEUEHHE TpeX pabodMx JHEW CO JHS MOTy4eHHs YBEJIOMJICHHS OCYLIECTBISAET
JIOCTaBKy  HEOOXOAWMOTo  JIEKapCTBEHHOTO npernapara, MEJUIIMHCKOTO U3enus WU
CMELUANU3UPOBAHHOTO MPOAYKTA JIe4eOHOrO MUTaHUS B allTEYHYI0 OpPraHU3alio, MPUHSABLIYIO PELENT Ha
OTCPOYEHHOE O0CITy>KUBAHHE.

IIpu oTcyrcTBHM HEOOXOIMMOIO JIEKApCTBEHHOTO IIpenapaTa, MEAMLMHCKOTO H3AEIHs WU
CMELUAITU3UPOBAHHOTO TPOJYKTa JIEYEOHOrO MUTAHUS Ha CKJIaje YIOJHOMOYEHHOIo CKiaja JTubo B
anTeyHoO! ceT YIOJHOMOYEHHOIO CKJIaJa COOTBETCTBYIOLIAs MH(OpPMAIUS B TEUEHUE OJHOro paboyero
THS CO JHS TOCTYIUIEHMsI YBEJOMJICHUS HANpaBiseTCsl YTIOJIHOMOYEHHBIM CKJIAJOM B MEIULUHCKYIO
OpraHu3anio, O(OPMHUBIIYIO pELENT, NPUHATHI AanTeYyHOH OpraHu3alel Ha OTCPOUYCHHOE
oOclTy’)KMBaHUe, Uil pPacCMOTPEHHMsS BO3MOXKHOCTM 3aMEHbl B COOTBETCTBUH C  (peliepalbHBIM
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3aKOHOJATEIbCTBOM JIEKAPCTBEHHOI'O IIpernapara, MEJUIMHCKOTO M3ENus WM CIELUAIU3HMPOBAHHOIO
MPOJIyKTa JIe4eOHOTO MUTAHUS U 0(hOPMIICHUSI HOBOTO PEIICTITA.

16. MemunuHcKas opraHu3anus, o(GpopMHUBIIas pEIeNnT, MPUHATHIA anTeYyHON OpraHu3anuel Ha
OTCPOYECHHOE OOCTY)KMBaHWE, B TEUEHHE JBYX pabouumx IHEH cO AHA MOCTYIUICHUS YBEIOMIICHUS
paccMaTtpuBaeT BO3MOXKHOCTh 3aMEHbI B COOTBETCTBHM C  (peiepalibHbIM  3aKOHOJATEIbCTBOM
JIEKapCTBEHHOI'0 Ipernapara, MEAWLUHCKOTO M3JENIUsS WU CHELMATU3UPOBAHHOTO MPOJYKTa JIe4eOHOTO
NUTaHUS ¢ OQOPMIIEHMEM HOBOIO pELENTa C COOTBETCTBYIOLIUM YBEIOMIIEHHEM YTIOJIHOMOUYEHHOTO
CKJIaJa.

[Ipr OTCYTCTBHMM BO3MOKHOCTH 3aMEHBI B COOTBETCTBUHU C (hepepalibHbIM 3aKOHOAATEIHCTBOM
JIEKapCTBEHHOI'0 Ipernapara, MEIWLUHCKOTO M3JeNIUsS WU CHElHATU3UPOBAHHOTO MPOJIYKTa JIe4eOHOTO
MUTaHUS COOTBETCTBYIOIIAas HMHQpOpMalus B TeUeHUE TpeX pabouyux JHEH €O JHSA MOCTYIUICHUS
YBEJAOMJICHUS] HAIIPABIIAETCS MEJUIIMHCKON opranu3anueil B MUHUCTEPCTBO AJIsl OCYIIECTBIICHUS 3aKyIKH
HEOOXOJIMMOTO JIEKAPCTBEHHOTO Ipenapara, MEIUIUHCKOTO U3JeNus WM CIEeUHUaIu3uPOBAHHOTO
MPOJAYKTa JIe4YeOHOTO MUTAHUS.

17. MUHUCTEpCTBO MpHU MOCTYIIEHUU MH(pOpMallMU, yKa3aHHOW B ab3ame BTOPOM INyHKTa 16
Hactosiero Ilopsiaka, obecrieunBaeT MpOBEAEHHUE 3aKYIKH JIEKApCTBEHHOTO Ipenapara, MEeIUIIMHCKOTO
W3eNusT WM CHEIHUATM3UPOBAHHOTO  MPOJYKTa  JIeYeOHOro MNUTaHUSI B COOTBETCTBHU  C
3aK0HO/AaTeJILCTBOM O KOHTPaKTHOM cucTteMe B cdepe 3aKyloK TOBapoB, padoT, yCIyr ajs obecredeHust
rOCy/IapCTBEHHBIX U MYHUIIMITAJIBHBIX HYXI.

18. AnTeuHas opraHuzalvs, NPHUHSBINAs pPEUENT Ha OTCPOUYEHHOE OOCIYXHBaHUE, B TEUEHHE
O/IHOTO paboyero OHsS CO JHS IMOCTaBKM HEOOXOJUMOIO JIEKAPCTBEHHOTO Mpernapara, METUIMHCKOTO
W3JeNHsl WIM CIEeUUaIM3UPOBAHHOTO TPOAYKTa JIEYeOHOrO TMHTAaHUS YBEIOMIISIET TpakJaHUHA
MOCPECTBOM Telle()OHHOU CBSI3M O BO3MOXKHOCTH TOJIYYUTH JIEKAPCTBEHHBIM Mpernapar, MEIUIUHCKOEe
U3JleNe WM CHeNUAIM3UPOBAaHHBIA MPOAYKT JIe4eOHOTO MHUTAHHUA 10 PELENnTy, MNPUHATOMY Ha
OTCPOYEHHOE 0OCITY)KMBaHHUE.

19. MeaunmHCcKre OpraHu3aiuy HECYT OTBETCTBEHHOCTD 3a:

1) MOJIHOTY U TOCTOBEPHOCTH NOTPEOHOCTH METUIIMHCKUX OpraHu3aluii;

2) Ha3HAYCHHE JICKAPCTBEHHBIX IPENapaToB, MEAULMHCKUX H3ICTUNH M CHEIHATU3UPOBAHHBIX
MIPOJIyKTOB JIeYeOHOTO MUTaHUs ¢ HapyLUIEHHEM 3akoHoAarenbcTBa Poccuiickoit @enepanuu, B TOM YUCIe
TpeOOBaHUN MOPAIKOB UX Ha3HAYCHHMsI, YTBEPKIACHHBIX MHHHCTEPCTBOM 3/paBooxpaHenHus Poccuiickoit
denepanuu;

3) Hapymenue TpeboBaHuil HacTosmero [lopska.

20. B cnydae eciaum MEIUUIMHCKOW OpraHy3allieil JOMYIEeHbl HApYIICHUs, YKa3aHHbIE B MyHKTe 19
Hactosimero Ilopsiaka, 4To mpuBeno K HEOOXOIUMOCTH MPUOOpPETEHHs TIpa)XAaHWHOM YKa3aHHOTO B
peuenTe JEeKapCTBEHHOIo Ipenapara, MEIUUUHCKOTO H3JENHs WM CIEeUUaJTU3UPOBAHHOTO IPOIYKTa
7e4eOHOr0 MUTAHUS 32 CYET COOCTBEHHBIX CPE/ICTB, MEIUIIMHCKUE OPraHHU3aIlH, TOJDKHOCTHBIEC JIMIA, a
TaKk)Ke MHbIe PAOOTHUKH YKa3aHHBIX MEIUIIMHCKUX OPTraHU3allui, JOMYCTUBIINE HapyIIeHUE TPeOOBaHHI
Hacrosulero [lopsiaka, HECyT OTBETCTBEHHOCTb B COOTBETCTBHUH € 3aKOHOIaTEIbCTBOM.

21. YIoTHOMOYEHHBIH CKJIaJl HECET OTBETCTBEHHOCTb 3a:

1) MOJMHOTY, JOCTOBEPHOCTh HH(OpPMALMHU, TMPEICTaBIIEMOM B COOTBETCTBUM C IYHKTOM 8§
[Topsnka;

2) okazaHMe YCIyr YIOJHOMOYEHHOIO CKJIaJia ¢ HapylIeHHeM 3akoHojaTenbcTBa Poccuiickoil
Odenepauny;

3) HapymieHnue TpeboBaHuii Hactosmero [opska.

22. B rocyaapCTBEHHbIM KOHTPAKT Ha OKa3aHUE YCIYT YTOJHOMOYEHHOTO CKiIaja B 00s3aTeIbHOM
MOPSIIKE BKIIFOYAETCSI YCIOBUE O TOM, YTO B CJIy4ae €CIM YIOJHOMOYEHHBIM CKJIAJOM JOIYLIEHBI
HapylleHus, yKkazanHble B myHkre 21 Hactosimero Ilopsnka, 4To mpuBesio K BOSHUKHOBEHUIO Ha CKIajie
YNOJTHOMOYEHHOTO CKJaJa WM €ro amTeyHOH CeTH HEBOCTPEOOBAHHBIX OCTAaTKOB JIEKAPCTBEHHBIX
MpernapaToB, MEAMIMHCKUX HW3JACIHH U CHENUATU3UPOBAHHBIX TMPOJYKTOB J€4eOHOrO NHUTAHUS WU
HCTEYCHHUIO CPOKOB HX TOJHOCTH, YTIOJHOMOYEHHBIN CKJIaJ BO3MeIIaeT obaacTHOMY Orokery TBepckoi
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00JacTH CTOMMOCTH JICKAPCTBEHHBIX NPENapaToB, MEAUIMHCKUX W3JCIUA U CHCIHATU3UPOBAHHBIX
MPOJIYKTOB JICUEOHOTO NHUTAHMS, CIUCAHHBIX MUHHUCTEPCTBOM B pe3yJbTaTe HMCTCUCHHS CpPOKa HX
TOJTHOCTH.

23. MUHHCTEPCTBO HECET OTBETCTBEHHOCTh 3a OpraHM3aIiio OecIUIaTHOTO oOecredeHus
JIEKAPCTBEHHBIMH TIperapatamMy, MEAUIIMHCKUMH HW3ACTUSMH W CIEHHUATU3UPOBAHHBIMU TMPOIYKTAMH
JIe4eOHOTO MUTAHMS OT/ICJIBHBIX KaTETOPHH rpakaaH B TBEpCKO 00IacTH.

24. MuHHCTEPCTBO B IESIX peanu3anuu Hactosimero Ilopsigka OCyIIecTBIsSieT B MOPSJKE,
YCTaHOBJIEHHOM MUHHUCTEPCTBOM:

1) KOHTpOJIb 3a COOJIOJICHHEM MEIUIIMHCKUMHU OPraHU3alUsIMH U YTIOJIHOMOYEHHBIM CKJIAZIOM
TpeboBanuit Hactosmero [lopska;

2) MOHHUTOPHMHI OOecleueHus OTACNbHBIX KAaTerOpHi T'paKJaH JIEKapCTBEHHBIMH IperapaTamu,
MEJUIIUHCKUMU U3JICTTUSIMH U CTICIUATN3UPOBAHHBIMU MTPOIYKTAMU JICY€OHOTO MUTAHMUS;

3) MOHUTOPHHT HAJTUYHS Ha CKJIa/e YTTOJTHOMOUYEHHOTO CKJIaja M B €ro arTevyHOM CeTH OCTAaTKOB (B
TOM  YHCIi€ HEBOCTPEOOBAHHBIX)  JIEKAPCTBEHHBIX  MpEnapaToB, MEIUIMHCKUX  HM3ACIUA U
CHEIUATU3UPOBAHHBIX MPOJTYKTOB JIEYEOHOTO MUTAHUSI, CPOKOB UX TOJHOCTH.

25. B mensx OOBEKTHBHOM OIIGHKH YpPOBHSA OECIUIAaTHOTO oOOecreueHus JIeKapCTBEHHBIMU
npenaparamMu, MEAUIIMHCKUMH HW3JIETUSIMUA U CTHCIHAIU3UPOBAHHBIMHA MPOJIYKTAMHU JIEYEOHOTO TUTAHUS
MUHUCTEPCTBO €XKEKBApTAIBLHO B CPOK HE TMO3JHEE 25 4Yucia Mecsla, CIEAYIOIEro 3a OTYETHBIM
KBapTaJioM, mpesacTtasisier B [IpaButenbctBo TBepckoil 00iacTv OTYET O peamu3aiiy JEKapCTBEHHBIX
MpenapaToB, MEAUIIMHCKUAX U3JICTUN U CIICIMAIM3UPOBAHHBIX TTPOIYKTOB JIEYEOHOTO MUTAHUS OTACITHHBIM
KaTerOpHsIM TpaXKJaH HapacTAOIINM UTOTOM 10 (popme CoriacHO NMpuJiokeHno K Hactosmemy [lopsaky.

MpunoxeHune

K Mopaaky

6ecnnatHoro ob6ecne4vyeHns nekapcTBEeHHbIMU
npenapatamMmm, MEAULIMHCKUMU U3[eNUAMU

M cneymanusnpoBaHHbIMU NPOAYKTaMU fle4ebHOro NnuTaHus
OTAEeNbHbIX KaTeropun rpaxaaH B TBepckou obnactu

OTueT
O peanusBauuM JIEKAPCTBEHHHX MpelrnapaToB, MeAULMHCKUX MS3LeJuni
M cHeuMaauMB3MPOBAHHEX MNPOAYKTOB JIeYeBbHOI'O NUTAHUS
OTHEeJNILHEIM KaTer'opMsM I'PaxigaH HapacTaolMM MTOI'OM

Ba __ kBapran 20___ roma
DOuHaHCUPOBAHUE ITocTaBneHo Kommuectso O6cmyxe Peanu3zoBano
Ha 20 rox, cymma, JIEKapCTBEHHBIX JIUII HO JIEKapCTBEHHBI
pyo. [penaparos, 00paTUBIIHUXC | PEIENTOB, | X MPENaparos,
MEIUIIMHCKUX H3IEITHN s, YEIl. IIT. cyMMma, pyo.
u
cenuaIn3upoOBaHHBIX

IPOAYKTOB JI€4eOHOTO
IIUTaHKS B allTeYHbIE
OpraHH3aluH,

CyMMa, pyo.

MuHMCTp 3OpaBOOXpaHeHMa TBepcKoM objacTu
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