NEINAPTAMEHT 3IPABOOXPAHEHUSI
KOCTPOMCKOM OBJIACTH

ITPUKA3

or «@» /L 2018 r. Ne %8

O IEroTHOM O0ecIIeUeHNH

xuteneit KoctpoMckoit obnactu
JIeKapCTBEHHBIMU ITpenapaTaMy,
U3EJISIMU MEeIUIIMHCKOr0 Ha3HAYEeHUS U
CIELUATU3UPOBAHHBIMH MPOAYKTaMHU
JIeYeOHOT0 MUTAHUS

pH aMOyJIaTOPHOM JIeYEHUU

B cootBercTBHM ¢ DPenepanbHbiM 3akoHOM OT 17 urona 1999 roma Ne 178-D3
«O rocymapCcTBEHHOW COLMANBHOW IOMOLIW», NocTaHoBieHWeM IIpaBuTenbcTBa
Poccuiickoit @enepar ot 30 urons 1994 roma Ne 890 «O rocynapcTBeHHOU
NOJeP)KKe Pa3BUTHS MEIULUHCKOW MPOMBIIIJIEHHOCTU U YJIy4lIEHUU 00eCleYeHus
HaceJeHUs M YYPeXKIEHUH 31paBOOXpPAaHEHHUs JIEKapCTBEHHBIMU CPEACTBAMH H
U3JENHSIMHA MEIUIIMHCKOTO Ha3HAYEHHs», B LEISIX peal3alliyd IpaB OTIEIbHBIX
KaTeropwii rpakJlaH Ha JIbI'OTHOE IOIY4YeHHUE JICKapCTBEHHBIX NPENapaToB, U3AEIIHN
MEIULMHCKOr0 Ha3HAYEHHS U CTIeIHATM3UPOBAHHBIX MTPOyKTOB JIeUeOHOr0 MUTaHUS

IMPUKA3BIBAIO:

1. YTBepauTh NMpHiIaraeMblii TOPSIIOK OpraHU3alldy JIbFOTHOTO OOecTieueHus
xureneii  KocTpoMckoil o00nacTv JIeKapCTBEHHBIMU —Ipenaparamu, U3AeNUsIMHU
MEIUIHHCKOr0 Ha3HAYeHHWs W CIIeNUATM3HPOBAaHHBIMU MPOLYKTaMH JieueOHOro
MTATAHUS IPU aMOYJIaTOPHOM JIEYEHUU.

2. PykoBomuTensM MeAMUMHCKHX opraHuzauuii Koctpomckoil oGnacty,
y4aCTBYIOIUM B JILTOTHOM o0OecriedeHnn xuteneit Koctpomckoilt obmactu
JIEKapCTBEHHBIMU  Tpenaparamy, U3AEIUsIMU MEOUIUHCKOIO Ha3HAYeHUs U
CHENHATM3UPOBAHHBIMH TPOAYKTaMH JIedeOHOro NHTaHUs MNpU aMOyJaTOPHOM
JICYEHUH:

2.1. opraHu3oBaTh Ha3HAY€HUE U BBIIUCKY JIBIOTHBIX PpELENTOB Ha
JeKapCTBeHHbIE  Mpenaparbl,  U3Jeius  MEOUIMHCKOIO  Ha3HAa4YeHWs U
CrelHaTn3UpOBaHHbIE TPOAYKTHI JIeUeOHOrO MUTAHUS B COOTBETCTBUU C IIPUKa3aMHU
MuUHHCTEpPCTBA 3paBOOXPAaHEHUs U coLUanbHOro pasButus Pocculickor ®enepanuu
or 29 nexabpss 2004 roma Ne 328 «O06 yrBepxaenuu llopsaka mpenocraBieHHs




COLMAIBHBIX YCIYr OTHENbHBIM KaTeropusM rpaxnaan», or 09 sueapsa 2007 roma
Ne 1 «O6 yrBepxnmeHuu IlepeuHss wu3genuii MEAMLMHCKOIO HAa3HA4YeHHS W
CIEHHAM3UPOBAHHBIX IPOAYKTOB JIe4eOHOro IHTaHWsS M JeTeH-WHBaJIH/IOB,
OTIIyCKaeMbIX IO penenrtaM Bpada (denpamepa) NpH OKa3aHUM JOIOJHUTETbHON
OecIUIaTHOM MEIUIIMHCKOH ITOMOINM OTAEJbHBIM KaTeropHsM IpaK[IaH, MMEOIIUM
IpaB0 Ha I[ONydYeHHE TOCYAapCTBEHHOH COLMAIBHOM IIOMOLIW», IPUKa30M
MunrcTepcTBa 3apaBooxpanenus Poccuiickoit @eneparmu ot 20 nexabps 2012 roga
Ne 11758 «O06 yTBep)KI€HUU IOPsAKA Ha3HAYEHHs M BBINKMCHIBAHUSA JIEKAPCTBEHHBIX
IIperapaToB, a Takke (OpM peLEeNTypHBIX OJIaHKOB Ha JIEKaPCTBEHHBIE IpEIaparsl,
nopsiika oQopMIIeHHsI yKa3aHHBIX OJNaHKOB, MX y4YeTa M XpaHECHHA», a TaKKe
MPHKa3oM MHUHHCTEpPCTBA 3[PaBOOXPAHEHUS M COLIMAIBHOIO pasBuTHA Poccuiickoit
@eneparun ot 12 despans 2007roma Ne 110 «O mnopsaxe Ha3HaYeHHS H
BBIIMCBIBAHUS JIEKAPCTBEHHBIX IIpernapaToB, U3ENUA MEIULMHCKOrO Ha3sHAYEHHUS U
CIEIHATH3UPOBAHHBIX MPOAYKTOB JIe4eOHOTO MUTAaHUAY;

2.2.  OBECTH  HACTOSIIMW  TpUKa3 OO  CBEACHHUS  CIEIUAINCTOB
ITO/IBEIOMCTBEHHBIX OpraHU3alWi;

2.3. obecIeunTh UCIIOTHEHHUE MpHKa3a B IOIBEIOMCTBEHHBIX OpraHH3allusiX,

2.4. pa3MeCTUTh B MEAUIIMHCKUX OPTaHU3ALUAX:

1) mepevHH KaTeropuii rpaXkaaH, IMEIONINX PaBO Ha JIbFTOTHOE 00ecTeYeHne
B coorBeTcTBHM ¢ DefiepaibHbiM 3akoHOM OT 17 mronst 1999 roma Ne 178-03 «O
rOCyJapCTBEHHOW COIMANbHOM IIOMOINM» K MocTaHoBjJeHUEeM IIpaBuTenbcTBa
Poccuiickoit ®enepanmu ot 30 umrong 1994 roma Ne 890 «O rocynapCTBeHHOM
HIOAJEPIKKE Pa3BUTHS MEAUIMHCKON MPOMBIIUICHHOCTH M YTy4IIEHHH 00eCleYeHus]
HACelICHUSI M YUYPEeXIEHUN 37paBOOXPAaHEHUS JICKAPCTBEHHBIMU CpPEIACTBAMHM H
U3IETUSIMU MEJULIMHCKOTO HA3HAYECHUAY;

2) mepedyeHb TOKyMEHTOB, HEOOXOAUMBIX I IIPEIbsABICHUS B MEIUIUHCKYIO
OpraHuzaiuio s OQOpMIIEHHS MEIULMHCKAX JOKYMEHTOB [UIi JIBIOTHOI'O
obecriedyeHuss IO  pelenTaM JIeKapCTBEHHBIMU  IIpelapaTaMH, H3IEIHAMH
MEJUIMHCKOrO HA3HAYEHUS W CIENHATH3MPOBaHHBIMH IPOAYKTaMH JieueOHOro
TIUTaHUS;

3) mepevHHU JIEKapCTBEHHBIX NpenapaToB, U3AeINN MEAUIUHCKOTO Ha3HAYCHHS
U CIIEIMATH3UPOBAaHHbBIX [IPOAYKTOB JI€4€0HOr0 MUTAHMUS, BEIITMCHIBAEMBIX JIBIOTHBIM
KaTeropusM TpaxkIaH OecIUIaTHO, yTBeP)KIECHHbIE 3aKOHOAATENLCTBOM PocchicKoi
Ddenepaniid W TEPPUTOPHAIBHOW IIPOrpaMMOM TOCYAapCTBEHHBIX TapaHTHi
0OeCIUIaTHOTO OKa3aHWs TpaKAaHaM MEIUIMHCKOM IOMOINM Ha COOTBETCTBYIOIIMIA
KaJICHIapHBIN IOl ¥ HA IUIAHOBBIN IIEPUOL;

2.5. TPOBOJUTH IEPBUYHBIA KOHTPOJIb KauyecTBa OKa3aHUS MEIULIMHCKOHN
IIOMOIIY, B TOM YHCJIE TIPYU BHIMTMCHIBAHUM PELENTOB HA JICKAPCTBEHHBIE NIpENapaTsl,
U3JeNUS METUIIMHCKOTO HA3HAYEHHUS M CIEIHaIN3UPOBaHHbIe IIPOLYKTHI JIe4eOHOro
IIUTaHUs, OTITYyCKAEMBIX 3a CYET CPEJCTB (heZepallbHOro U 00JIACTHOTO OI0KETOB.

3. PyKkoBOOMTENSIM anTeYHbIX OpraHW3aluil (amTeK M anTe4YHBIX ITyHKTOB)
KocTpoMcko#i 007acTH, ydYacTBYIOIIMUM B JIbFOTHOM OOECIIEYCHHUH OKUTEICH
Koctpomckoit obnacTu:

3.1. obecrieunTh OTITYCK JIEKQPCTBEHHBIX IIPENapaToB, U3ACIUNA MEIULIMHCKOTO
HA3HAYEHHS U CIIELHAIHN3UPOBAHHBIX MPOIYKTOB JIEUEOHOrO MUTAHHUA MO pelenTaM




Bpayel C yueroM TpeboBaHMN mpHKaza MuUHHCTEpCTBA 3ApaBOOXPAHEHUS
Poccuiickoit @eneparuu ot 11 uronst 2017roma Ne 4031 «O6 yTBep)KAeHUH MTpaBUIl
OTITyCKa JIEKAPCTBEHHBIX MPENapaToB sl MEAULIMHCKOIO IPUMEHEHUs, B TOM YHUCIIE
HMMYHOOHMOJIOTHYECKUX JIEKAapCTBEHHBIX IPEeNapaToB, allTeYHBIMU OpraHH3alHsaMH,
MHAWBUAYATbHBIMHA MpeaIpUHUMATEISIMY, UMEIOIIYMHU JULEH3UIO Ha
(hapMaIeBTUYECKYIO AESITEIBHOCTEY;

3.2. MPOBOANUTH BHYTPEHHHI KOHTPOJIb COOJIOJEHNs paOOTHUKAMHU allTEUYHBIX
opraHm3andil (amTeKk M anTeyHBIX IIyHKTOB) MOpSAKA OTIYCKa JIEKApCTBEHHEIX
IIpernapaToB, U3AeINil MeIULMHCKOTO Ha3HAYEHU, CIIELUATH3HPOBAHHEIX IIPOAYKTOB
7e4eOHOro MUTaHHUS.

4. HauvanpHUKy oOTZIEIa JIEKapCTBEHHOTO OOECIeUeHUsT HaCeJICHHUs
KnoukoBoit C.H. o6ecneunTs KOHTPOJIb 32 UCIIOJIHEHUEM HACTOSALIETO IIPHKa3a.

5. Cuurarh yTpaTHBIIMM CHIy IpUKa3 AenapTaMeHTa 3ApaBOOXpaHEHHS
Koctpomckoii obmactu ot 27nexadps .2012roga Ne 830 «O0 yTBepkACHUH MOpsAAKA
JNBrOTHOrO  obecredeHus Jkurenet Koctpomckoll o6nacTé JIEKapCTBEHHBIMH
TpernaparaMy, H3AeIUsIMA MEAULUHCKOrO Ha3HA4YeHHs U CIENUAIM3HPOBAaHHBIMU
IPOIYKTaMH JiedeOHOro NMUTaHUsI IIpA aMOyJIaTOPHOM JIEUEHUUY.

6. Hacrosimuii mprka3 BCTyHaeT B CHJIy 4epe3 HEeCATh IHEH IOCie IHSA €ro
oHULIKaIEHOTO OIyONMKOBaHMUS.

HcnomHsomuii 0053aHHOCTH ‘ /47
JHAPEKTOpa AerapTaMeHTa J.B.HoBukoB




[Tpunoxxenue

VTBEPXXIEH
HpHKa30M nenapTaMeHTa
3npaBooxpaHeHH;1

KocTtpomckoii obiactu
ot «dD» nexabps 2018 . Ne 674

Hopsagok
OpraHM3alHH JbroTHOro obecneyenus xutenei Kocrpomckoii o0JacTHn
JIeKAPCTBEHHBIMH NMpenapaTaMH, H3AeJHAMH MeIHIHHCKOro Ha3HAYeHHS H
CHeNHaJTH3HPOBAHHBIMHA NPOAYKTAMH J1€4€0HOIr0 NHTAHHUS
npu aMOyJIaTOPHOM JIeYeHHH

I'aasa 1. O01ue noJ1oskeHus

1.1. Tlopsmox oOpraHW3alUH JIBIOTHOTO obecredenus xuteneid KocTpomckoi
00JIaCTH JIEKAPCTBEHHBIMM MpenapaTaMy, H3AENIHsSIMH MEIMIUMHCKOrO Ha3HAuYeHHs WU
CIIeNMaN3UPOBAHHBIMY MIPOAYKTaMU JIeUeOHOr0 MUTAHHA NMPU aMOylIaTOPHOM JICYCHUH
(manee - Ilopsmok) ompenenseT QyHKIMU CyOBEKTOB, yMOJHOMOYEHHBIX OCYIIECTBIATH
obecnieuenne xwurenedi Kocrtpomckoit obmactm mpu  aMOyNIaTOPHOM  JIEYEHHH
JEKapCTBEHHBIMHA  [pernapaTaMy,  HM3JeIMAMH  MEIMUMHCKOrO  HasHa4eHHs U
CIIEIMAN3NPOBAHHEIMY [IPOAYKTaMH JiedeGHOro MUTaHMS 33 CYET CPeCTB (eNepaTbHOTo
1 00J1aCTHOTO OIOKETOB M PETYJIUPYET B3aUMOOTHOILIEHUS MEXKTY HUMH.

1.2. CybGbeKkTamu, OCyLIEeCTBIIOMUe 00eCIIeueHre OTAEIBHBIX KaTeropuil rpaxkian
HEOOXOIUMBIMH JIEKAPCTBEHHBIMHE IIperapaTaMy, U3[eIUsIMA MEAUIIMHCKOIO Ha3HaYeHMUs
U CIENUAIU3UPOBAHHBIMUA IPONYKTaMU JIEUEOHOIO IIMTaHMs 3a CYET CpenCTB
denepansHoro u obnactHoro OromxeroB Ha Tepputopur KocTpomckoi obmacty,
SIBJISTFOTCSL:

1) lenapramenT 3apaBooxpanennst KoctpoMckoii obnactu (nanee - JlenapTamMenT);

2) OI'BY3 «MeauuuHCKu HHGOPMAIHOHHO-aHATUTHIEeCKHUH 1eHTp KocTpomckon
o0acTuy;

3) YnonHoMmoueHHas (apMaleBTHYECKas OpraHu3allus;

4) AnTeyHble OpraHM3al¥y (aITeKH U anTe4Hble IyHKTBI);

5) MeauIUHCKAE OpTaHM3alliy, OCYIIECTBISIOIIME BBIMHCBIBAHWE PELENTOB Ha
JIeKapCTBEHHBIE MPenapaTthl, H3/Ae/Us MeIULIMHCKOTO Ha3HAYEHHS ¥ CIICLUAIIN3UPOBaHHBIE
IPOAYKTHl JIeYUeOHOrO MHUTAaHWSA JIBIOTHBIM KaTe€ropusM TIpaKAaH 3a CYeT CpeACTB
denepansHOro u obnactHoro OromKeToB (naiee - MO);

6) Ornenenne Ilencuonnoro ¢ounma Poccuiickolt ®epepamuu B Koctpomckoi
o0JacTH.

1.3. OcHOBHBIE IOHATHUSA:

1.3.1. VnonHoModeHHas QapMmaleBTHueckass opranusauus (manee - YOO) —
OpraHu3allusl, OCYIIECTBIISIFOLIAs:
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- NIPUEMKY JIEKApPCTBEHHBIX IPENapaToB, U3ACIMA MEAULUHCKOTO Ha3HAYCHUA U
CIIELMAM3UPOBAHHBIX ~ HPOXYKTOB  JIeYeOHOro  IWTAaHUs,  IMOCTABIIEMBIX IO
roCyIapCTBEHHBIM KOHTPAKTAM;

- XpaHeHHMe, TPaHCIIOPTHPOBKY W Mepefady JIEKapCTBEHHBIX IPenaparoB, H3/eNuil
MEIMIMHCKOr0 HA3HAUCHHUs U CIEMAIM3HPOBAHHBIX IPOAYKTOB JIEYEOHOro IHUTAHUS B
alITe4Hble OPraHU3alUy (aITeKH, alTeIHbIe ITyHKTHI);

- OTICK JIEKAPCTBEHHBIX IIPEeMapaToB, M3AEIUM MEIUIUHCKOrO Ha3sHAYCHHA U
CIIeLIMATM3MPOBAHHBIX TMPOAYKTOB JIEYEOHOro MHUTAHUS IO peleNnTaM MEIMIMHCKAX
OpraHU3alMi JFTOTHBIM KaTErOpHAM IpakaaHaM,;

1.3.2. AmTeuHble OpraHM3aluM - COOCTBEHHble W/HIM nNpuBiedeHHble YOO Ha
JIOTOBOPHBIX ~ OTHOLICHWSIX  aNTeYHble OPraHW3aluW, OCYIIECTBILIONIHE  OTITYCK
JIEKapCTBEHHBIX Iperaparos, 171631 (S 0517 MEIUIIMHCKOTO Ha3HA4YeHUs u
CIIELHATU3UPOBAHHBIX IIPOIYKTOB J€4e0OHOr0 MUTAHKS JbIOTHBIM KaTeTOPHAM IPAXIAH 32
cUeT cpelcTB (eepanbHOro 1 001acTHOrO OI0/KETOB (manee — AO);

1.3.3. ITyHKTBI OTITyCKa - alTeKHU U aNlTedHbIe IMYHKTHI, OCYIIECTBILIOMIE OTIIyCK
JIeKapCTBEHHBIX IpernapaTos, 151631 (N 1207 MEIUIIMHCKOTO Ha3HA4YEHUS 1%}
CIIeNUATM3UPOBAHHBIX [IPOLYKTOB J€4€OHOr0 NMTAHKsI JIbIOTHBIM KaTerOpHsAM IpaXk/iaH 3a
cueT cpelcTB (eneparbHOT0 1 001aCTHOrO OIOKETOB;

1.3.4. Kogudukarop - Qaiin, comepxaiiuii KOA ¥ Ha3BaHWA MOHATHH OGBEKTOB
KOZIUPOBAHHS; TP 3TOM KOJIBI TOHSTHI He YYUTHIBAIOT CBA3H, COMOMYUHEHHOCTD 1/HIIU
WHBIE OTHOIIICHUS MEXIY ITOHATHIMHY,

1.3.5. ®epmepanbHble JIBFTOTHHKA — rpaxaane Poccuiickoit ®Deneparud,
MpoXKMBaroLIie Ha TeppuTopur KocTpoMckoii obmacty, HMeIoIKe NMpaBo Ha IONTYYeHHe
JIEKapCTBEHHBIX MpernapaTos, u3Jenui MEIHULITHCKOT'O Ha3HAYEHUs U

CIIeNMATM3UPOBAHHEIX NPOAYKTOB JIe4eOHOro IMHTaHMA MO pelentaM Bpaded
(benpauiepoB) B paMKax OKa3aHHS TOCYJApCTBEHHOH COLMAIbHON IIOMOIIM B BHJE
HaGopa CONMANBHEIX YCIyr B cooTBeTcTBHH ¢ PenepanbHeM 3akoHOM OT 17.07.1999
Ne 178-@3 «O rocyapCTBEHHOM COLUAIBLHOM TOMOLINY;

1.3.6. PeruonanpHble JBFOTHHKA - kuTeld KocTpoMckod 0061acTH, HMEHOIIHE
IPaBO Ha MOJIyYeHHe JIKapCTBEHHBIX NIPENapaToB, H3AeIUi MEIUIIMHCKOr0 Ha3HAYCHUA U
CIICIMATN3APOBAHHEIX NPOAYKTOB Jie4eOHOro MHTaHHA IO pelenTtaMm Bpadel
(GenpamepoB) B COOTBETCTBAM C ImocTaHoBneHueM [lpasurenscrBa Poccuiickon
®enepamnu ot 30.07.1994 Ne 890 «O rocymapcTBEHHOM MOANEPKKE pasBUTHA
MeIMIIMHCKON IPOMBIIUIEHHOCTH U YJy4IleHHH obecriedeHns HaceIeHUs U yIpeKIeHuH
3[paBOOXPAHEHHsI JICKADCTBEHHBIMHM  CPEACTBaMH ¥ U3ACNUAMU  MEIULUHCKOIO
Ha3HA4YCHUs;

1.3.7. Peructp - MMEIOIIHIA IPaBOBOE 3HAYECHHE IOJHBIA OQUIMAIbHbINA IepedeHb
GU3UUECKHX JIMIL, MPOIIEIIINX YCTaHOBICHHYIO MPOLIEAYPY PErUCTpalid U BHECEHMS B
PErucTp, TOATBEPKAAIOLIYI0 (YCTAHABIMBAIONIYI0) HX MpaBa M OOS3aHHOCTH B
OIIpefie/IeHHON CHCTEME OpraHM3alliOHHO-TIPABOBBIX OTHOINEHWM (Hampumep, MpaBo Ha
TIOJIyY€HHe [OCYIApPCTBEHHON COLUATIBbHON OMOLIM);

1.3.8. CmpaBo4HHK - IepedeHb OOBEKTOB, HMMEIOIIUX  YHHUKAJIbHBIC
HIeHTADUKATOPEl (HOMepa, HUMeHa, KOIbI), A1 (OpMalu30BaHHOIO MpPE/ICTABICHUSA
XapaKTEPUCTHK W/WITA UACHTU(PUKALUN KOTOPBIX MCIIOIB3YIOTCS KOIBI COOTBETCTBYIOIIHUX
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KJIaCCH(GHUKATOPOB W/WIIA KOTUPHUKATOPOB. 3anucH (aina-clipaBOYHMKA MOTYT BKIIOYaTh
JTr00bIe CBEIEHHS, XapaKTepU3yIoe OOBEKTHI CIIPABOYHUKA.

1.4. IlpaBo Ha oOecrneyeHHe JIEKAPCTBEHHBIMH IpenaparaMu, H3ACTHAMH
MEIUIMHCKOTO Ha3HAYEHUs W CIIEMalu3UPOBAaHHBIMU IPOIYKTaMHU Je4eOHOro MUTaHUs
3a cyeT cpelacTB (demepalIbHOro OroKeTa UMEIOT (efepaabHbIe ILIOTHUKH, BKIIOYEHHEIE
B DefepallbHBI PETHCTp JIKI, MMEIONMX IPaBO Ha IIONYy4YEHHE TOCYAApCTBEHHOM
COLMAJIBHOM ITOMOIIIH.

1.5. TlpaBo Ha o0ecrnedyeHre JEKAPCTBEHHBIMH IpeliapaTaMH, HU3IENUIMU
MEIULMHCKOrO Ha3HAUYeHHs M CIEeNHaIM3UPOBAHHBIMY MPOXYKTaMH JIeueOHOro IHUTAHUS
3a CUET CPEACTB 00JaCTHOTO OIOKETa MMEIOT PETHOHANIBHBIE JIBITOTHUKH, BKIIIOYCHHBIEC B
Peructp perdoHANbHBIX JIBIOTHHKOB, a Takke (enepalbHble JIBIOTHHKH (IIpU
HEBO3MOKHOCTH 00€ECIIEUEHHS MX 3a CUET CPeICTB (enepalbHOro OI0IKeTa).

I'naga 2. ®yHKIHH Cy0beKTOB, YIIOJTHOMOYEHHBIX OCYIIECTBJIAThL o0ecneyeHune
sxureseii Kocrpomckoii 06/acTi npu am0yJIaTOPHOM JICYEHHH JI€KAPCTBEHHBIMH
npenapaTaMi, H3JeJHSIMH MeJHUIHHCKOr0 Ha3HAYEHHS U CMeNHATH3HPOBAHHBIMHA

NPOAYKTAMH Jie4eOHOro MUTAHHSA 32 CUET CPEICTB
denepanbHOro u 00,1aCTHOrO OIOIKETOB

2.1. MO, k kotopo# deaepanbHbli U PEerMOHAIBHBIN JILFTOTHHK IPUKPEIUICH VIS
HoJy4yeHHus: amOyJaTOPHO-TIONUKIMHUYECKOH IIOMOIINH, OCYIIECTBJSET BBITHCHIBAHHE
PEeIenToB. :

2.2. Tlpu Hamuuuy y QenepalbHOrO M PErHMOHANLHOIO JIBITOTHHKA JKelaHHs Ha
IpeKpalieHre MeTULUHCKOro OOCIyXKHBaHMs (C yTpaTod BO3MOXXHOCTH BBIITHCBIBAHHA
peuentoB) B MO 10 MecTy JXHTENbCTBa (IIOCTOSHHOM PpErduCTpalyy) IJIaBHBIA Bpad
HMUCHMEHHO COTIJIACOBBIBaeT ero oTkperienue ot MO.

AnmMunrcrpaieit MO ¢enepanbHOMy WM PETMOHAIBHOMY JIBIOTHHUKY BBIIACTCS
CIIpaBKa O CHSTHM €ro ¢ MEAUIUHCKOTO OOCIy)XHBaHMS, MEIULMHCKas KapTa
aMOyIaTOpHOTO GOJNIBHOTO, & TaKKe KOHTPOJbHAs KapTa AMCIAaHCEPHOro HaOJIOACHHU.
V4acTKOBEIM BpauoM (QelepalbHBIi WM pPErHOHANBHBIA JBIOTHHK YAAIACTCS U3
nacropra Bpade6Horo ydactka MO.

B MO no HOBOMY MeCTy MPHUKpEIUICHUS Ha OCHOBAaHHMU NHCBMEHHOIO 3asBIICHHUS
(eZepabHOTO WM PErHOHAIBHOIO JBIOTHHKA M CIIPaBKH O CHATHH €ro ¢ MEIUIMHCKOro
00CITy)KUBaHUs, 3allOJHSETCS Ha HEro BCsA HeoOXoauMas MEOWLMHCKas HOKyMEHTalusd,
deepanbHbI WK PErMOHANBHBIM IBIOTHIK BHOCHTCS B IACIIOPT BpaueOHOrO y4acTka.

~ 2.4. BrmmceiBanue pernentoB B MO ocyllecTBisgeTcs JieYalldM — BpaioM
(benpmmepoM) Ha ocHoBaHWM CIpaBOYHMKA JIEKAPCTBEHHBIX IIPEMNapaToB, H3ACIUM
MEIULUHCKOTO Ha3HAYEHHs M CIEIUaIN3HPOBAHHBIX IMPOXYKTOB Je4eOHOIo NHUTaHHS
(manee — ChHpaBOYHHUK MpenapaToB), KOTOpbIA Qopmupyercsa JlemapraMeHTOM Ha
OCHOBAHUH rOCYAapCTBEHHBIX KOHTPAKTOB, 3aKJIFOUYEHHBIX IOCTABIUKAMHU.

2.5. HashHaueHue JIeKapCTBEHHBIX IpemapaToB, HU3HEIMHA  MEIUIUHCKOTO
Ha3HA4YeHHUs, CIENHUAIN3UPOBAHHBIX TMPOIYKTOB JIEeUeOHOrO IIMTaHWA, BPEMEHHO HE
BKJIFOUeHHEIX B CIIPaBOYHHK IIpernapaTroB, HO MMEIOLIUXCS B yTBEPKAEHHBIX IlepeuHsx,
OCYIIECTBJISIETCS B IEJSIX MPEJOTBPAIIEHNs YTPOXKAOMIMX JKU3HH COCTOSHHUN pellleHHeM
BpadyeOHO# komriccuu MO 10 cornacoBaHUIO ¢ JlenapTaMeHTOM B CIEIYIOLIMX CIy4dasx:
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1) orcyrctBue B CnpaBoyHMKe — IIpemapaToB, — @HAJIOTWYHBIX  IIO
(hapMaKoJOTU4eCKOMYy AEHCTBHIO JIEKApCTB,;

2) TaxKeNnoe TeueHHe OOJNIE3HHM IPH HATUYHH BepUQUIMPOBAHHON JIEKAPCTBEHHOU
HETIePEHOCUMOCTH.

CornacoBaHHOE pelieHre BpaueOHoM Komucc MO HampasisioT 10 JIEKTPOHHOH
nmoure win ¢dakcom B JlemapraMeHT Ui NPUHATHSA PEIICHHS O CPOKaX H criocofax
obecreyeHns penepaibHbIX U PETHOHAIBHBIX JIBIOTHHUKOB.

2.6. Ha3snayeHuwe U BBIIKCHIBAHHWE pELENTOB Ha JIEKapCTBEHHBIC IIpemnapartsl,
W3EIAs MeOUIMHCKOrO IIPUMEHEHHs, CIElHaIn3NpOBaHHble HPOMYKTHl J1€4eOHOro
IIMTAHUA 32 CUET CPEACTB (eIepabHOrO ¥ PErHOHATBHOIO OIOKETOB ISl HCIIOJIb30BAHMS
rpaKiaHaMH TpH aMOyJNaTOpHOM JIedeHWH, OCYIIECTBIMIOT Bpaud ((enbAuepsr),
BKioueHHble JemapTamenToM B Peructp Bpaueit (densamepos) Kocrpomcko# obnacty,
HMMEIOITNX IIPaBoO Ha JAHHBIN BU JEATEIBHOCTH.

B nemix HUCKIIOYEHHS OyOJUpOBAHUS BBINKCBIBAHHSA DPELENTOB Y4aCTKOBBIMHU
BpayaMy (BpauOM-TEpaIleBTOM YYaCTKOBBIM, BpaYOM-NEJHAaTPOM YYaCTKOBBIM, BPaioM
o61ueit mpakTHKy), GebaiepamMu U BpadyaMu-crenanictamMu, B MO paspaGatbiBaeTcs 1
YTBEpXKJaeTCs MpPHKAa30M [OJIOXKEHHe 00 OpraHu3aluh oOecriedeHus (efepalbHBIX U
pPETHOHAIIBHBIX JIbIOTHHKOB.

2.7. OTIIycK JIeKapCTBEHHBIX IIPenaparoB, U3euid MEAUIMHCKOro Ha3sHa4CHHs U
CIIEIMAIM3UPOBAHHEIX MPOAYKTOB JIe4eOHOro NMUTaHUA (EeNepPaTbHBIM U PErHOHAIBHBIM
nerotukam ocyimectisier YPO (onpenenseTcs €XerogqHo Ha OCHOBaHHMH 3aK/IIOYCHUS
rOCY/IAPCTBEHHBIX KOHTPAKTOB) Yepe3 COOCTBEHHbIE H/HIH PHBJIEYEHHBIS Ha JOTOBOPHOK
ocHoBe AQ (IIyHKTBI OTITyCKa).

V®O obecrneunBaer Hamuure B AQO (myHKTax OTIycKa) HEOOXOIMMOIO
aCCOPTUMEHTA M KOJHMYEeCTBa JIGKAPCTBEHHBIX IIPENapaToB, W3S MEAHIMHCKOIO
Ha3HA4YeHHs M CIENHAIM3MPOBAHHEIX MPOAYKTOB JIeueOHOrO IHUTaHHMS B COOTBETCTBHU
sasgsBkaM MO u pasHapsiakamu JlenmapraMeHTa.

2.8. OTmycK JeKapCTBEHHBIX IPENaparoB, U3AENHA MEAUIMHCKOTO Ha3HAYCHMI,
CIIENAAIM3UPOBAHHBIX IPOAYKTOB JIeHeOHOro IHMTaHUs OCYIUECTBIACTCA B JcHB
obpammenus rpaxnan B AO (myHKTH! otmycka). OTMeTKa 06 o0ecreueHu: Wik H3BbSATUY
penenra craButcs B yuetHo# popme Ne 030-JI/y «Kapra rpaxxnaHiHa, HMEIOLIEro NpaBo
Ha IIoJIy4eHre Habopa COIMANIBHEIX YCIIYT, 110 YYETy OTIyCKa JISKapCTBECHHBIX CPEICTBY.

2.9. PenenThbl, NpHHATbHIE Ha OTCPOUCHHOE OOCIY)XHBAaHHE DPETUCTPUPYIOTCA B
COOTBETCTBUH C IIpUKa30M MuHKCTepCTBa 3apaBooxpaHeHHus Poccuiickoit Dexepanyu
oT 31.08.2016 Ne647m «O6 yTBepKIeHWH TMpaBWI HaJNEXKaIled anTeYHOW MPaKTHKH
JIEKAPCTBEHHBIX [pernapaToB Ui MEIWIMHCKOrO IPUMEHEHHs» B JKypHalIe y4eTa
pelenToB, (HAXOAMBIUMXCS) HAXOMSLIUKCS HAa OTCPOYEHHOM oOcmyxuBaHud, (popma
XypHasia ycTaHapiuBaercst Y PO) U XpaHATCS OTAEIBHO OT 00eCIEICHHBIX PELSIITOB.

WudopMalss O HPUHATHIX Ha OTCPOYEHHOe obecreyeHWe peuentax B [cHb
TOCTAHOBKHU Ha ydeT goBoautcs crenuanictamu AO (ImyHKTa otirycka) no Y ©O.

2.10. PenenTsl, BeIIHCAaHHBIE A (enepalbHBIX JBIOTHUKOB, B KOTOPBIX yKa3aH
HICTOYHMK (PMHAHCHPOBaHUS «(derepalbHblil», O00ECIEeUnBAIOTCS JICKAPCTBEHHBIMH
npernapatamMd, H3IENHAMHM ~ MEJMIHMHCKOTO  Ha3HA4YeHHs, ClelUaM3HPOBaHHBIMU
IPOIAYKTaMH JieueOHOTO IHUTaHUSA B COOTBETCTBUM C IOCYIApCTBEHHBIMU KOHTPAaKTaMH,
3aKIIIOUEHHEIMM 34 CUET CPEJCTB (hemepaIbHOro OroKETa.
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2.11. PeuernTsl, BLIIMCAHHBIE ISl PETUOHAIBHBIX JBIOTHHKOB, B KOTOPBIX yKa3aH
HCTOYHMK (DMHAHCHPOBaHUS «CyObekT P®», obecrneunBaloTCs J€KapCTBEHHBIMH
mpenapatamMd, H3ICNHASMH ~ MEIWIMHCKOTO  Ha3HA4YeHHs, CIeIUalIu3MPOBaHHBIMU
IPOAYKTaMU JieueOHOTO MHUTAaHMSA B COOTBETCTBHUM C TOCYAApCTBEHHBIMH KOHTPAKTaMH,
3aKJIFOYE€HHBIMHU 33 CUET CPECTB 00IaCTHOrO OIOKeTa.

2.12. JlekapcTBeHHble Ipemaparbl, U3JEIUs  MEIHUIUHCKOrO  Ha3HAUYCHUA
CIIEHAIM3UPOBAHHBIE MPOMYKTHl JI€4eOHOr0 MNUTAHHSA OTITYCKAIOTCSA IO penenrtam ¢
OCTaTOYHBIM CPOKOM TOJHOCTH, AOCTAaTOYHBIM JUI KX IOJHOTO MCIOJb30BaHHA B
COOTBETCTBHH C Ha3HaYeHHeM Bpada ((empaiepa).

2.13. YOO um AO (ImyHKTHl OTIycKa) OOECHEYMBAIOT HaIJIe)Kallde YCIOBUA
XpaHeHHUs JIEKAPCTBEHHBIX IIPENapaToB, HU3AENUM  MEAULIMHCKOTO  Ha3HAYEHHUS,
CIIeLMAIM3UPOBAHHEIX MPOAYKTOB JIe4eGHOrO IHMTaHHA C y4eToM TpeboBaHHi,
IPEIBABIAEMBIX K XPAHEHHIO, COXPAHHOCTH, KOHTPOJIO KayeCTBA M CPOKOB TIOJHOCTH
Pa3INYHBIX I'PYII TOBAPOB.

2.14. TloTpeOHOCTP B JEKapCTBEHHBIX I[IperapaTrax, H3AeNUAX MEIHIUHCKOTOo
Ha3HAYEHHMS, CIICIIMANI3APOBAHHBIX IIPOAYKTaX JiedeOHOro muTaHus omnpexensior MO,
VIOJHOMOYEHHBIE HA BBIMUCKY peENenToB i (elepalbHBIX M PETHOHATBHBIX
JBIOTHHKOB.

2.15. MO ompeznensioT NOTPeOHOCTh B JIEKAPCTBEHHBIX IpernapaTax, HU3ACIHAX
MEIMIMHCKOT0 Ha3HAYeHHs, CIEIMAIM3UPOBAHHBIX MPOLYKTaX IUTaHMA, HEOOXOMMMBIX
1715 aMOyJIaTOPHOM MEAUIIMHCKOM MOMOIIH (elepalbHbIM U PETHOHANBHBIM JIBIOTHHKAM,
WCXOIs U3 THKECTH U xapakTepa 3a00sieBaHUA, B COOTBETCTBHE CTaHIApTaM OKa3aHM:A
METUIIAHCKON ITOMOLLH.

2.16. MO Bemyr y4er IHOTpeOHOCTH B JIEKAapCTBEHHBIX IIperapaTax, H3ACIHAX
MEIMIMHCKOTO Ha3HAUEeHHs, CIENUATN3NPOBAHHBIX MPOXYKTAaX NMUTaHUS HA MOCTOSHHON
OCHOBE. YUeT MOTpeOHOCTH B JIEKapCTBEHHBIX IIpemaparax BeAeTCs B IMPOrpaMMHOM
npoxaykre «Peructp moTpeGHOCTH XPOHHIECKUX OONBHBIX.

2.17. JlemapraMeHT, HCXOHAsS W3 MOTPeOHOCTH B JIEKAPCTBEHHBIX IIpenaparax,
W3MIeNUSAX MEOUIMHCKOrO0 Ha3HA4YeHUs, CHEIUAIU3UPOBAHHBIX IIPOMYKTaX NHUTaHUs, B
npezenax MnepevHel JTeKapCTBeHHBIX MIPenapaToB, U3eIni MEeIUIIHCKOTO Ha3HAYCHHs U
CIEIMATH3UPOBAHHBIX MPOLYKTOB JIe4eOHOrO NHUTAHMSA, yTBEPKACHHBIX NEHCTBYIOIIMX
3aKOHOJATENILCTBOM, ompefenser (opmy 3asBku MO MyHWIMIIAIBHBIX PaiOHOB H
rOpOJICKAX OKpPYroB Ha obecredeHHe MOTpeOHOCTEH (enepaibHbIX W PErHOHAIBHBIX
JBIOTHUKOB.

®opma 3asBki MO MyHHLUNANBHBIX PadOHOB M TOPOICKUX OKpYroB
yTBEPKAAIOTCS MpHKa3oM JlermapTaMeHTa.

2.18. B ycraHosieHHble [lenapraMeHTOM CpokH MO COCTaBJSIOT I'OJOBBIC M IIPH
HeOOXOMMMOCTH IOIOIHUTENbHEIE KBAPTANbHbIE 3asiBKH Ha obecliedeHHe MOoTpeOHOCTEH
(benepanbHBIX U pETHOHAIBHBIX JIBFTOTHUKOB. ,

2.19. 3asBKM COCTABISIOTCS Ha OCHOBAaHHHM YYTEHHOH MOTPeOHOCTH B
JIeKapCTBEHHBIX npenaparax, U3JENUIX MEIULUHCKOIO Ha3HAYECHHUs],
CIEIHATH3UPOBAaHHBIX IPOAYKTAaX MUTAaHHUA.

2.20. B ycranosnennsie [lenaprameHToM cpokd MO mpencTaBisSiOT TOJOBBIC
3asgBKH Ha OYHOE PacCMOTpEHHE B CO3JaHHyI0 JlemapTaMeHTOM KOMHUCCHIO.
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2.21. Tlocne OYHOrOo PacCMOTPEHHMsS M KOMHCCHOHHOIO COTIaCOBAaHUS TOZOBHIX H
TOTIOTHUTENIPHBIX 3asABOK B IOPSIKE, YCTAHOBICHHOM 3aKOHOIATENHCTBOM Poccuiickon
Depepaimu, GOPMHUPYETCS W pa3sMeIlaeTCs rocynapcTBeHHbI 3aka3 KocTpomckoi
06J1acTH Ha MOCTAaBKY JIEKAPCTBEHHBIX IIPENapaToB, U3/e/IUi MEIUIMHCKOTO HasHaYCHNUA,
CIELAATI3APOBAHHBIX [IPOLYKTOB 1e4€0HOr0 MUTAHU OTASIBHBIM KaTeropusM IpaxiaH.

222. B Mex3asBouHbi meprox (B TedeHWe KaneHmapHoro roxa) MO,
OTBETCTBEHHEIE 3a JIb[OTHOE JIEKapCTBEHHOe OOeCIeYeHrne HaceNeHUs, NPEICTAaBIAIOT B
JlemapTaMeHT IepCOHU(QUIMPOBAHHBIE 3assBKH Ha JICKapCTBEHHOS obecrieueHue JIbIOTHBIX
KaTeropui rpaxkaaH.

2.23. OcHOBaHUEM I IEPCOHUGMUIMPOBAHHBIX 3asBOK SABJIACTCA OAHOBPECMEHHOC
HaJIH4Iye HIDKEIEPEUHCIeHHBIX 00CTOATEIbCTB: '

1) orcyTcTBHE HEOOXOMMMEIX JIEKAPCTBEHHBIX IIPENapaToB WIH aHAJIOTMYHBIX TIO
(GapMaKoIIOrH4ecKoMy IEHCTBHIO IIpenapaToB B JIUMHUTaX (UHAHCOBBIX CPEICTB I
BBIIIACKM pELEnToB, BblAeneHHEIX MO Ha OCHOBaHMM paHee NPUHATBIX 3aiBOK (ecnu
JNeKapCTBEHHBIM Tpermapar paHee He 3assisuics MO, mpu 00s3aTeIbHOM HAJIWYUH
npenapata Ilepeune); ,

2) TsKenoe TedeHHWe OONE3HM H HAIM4ME JIEKapCTBEHHOM HEMEPEHOCHMOCTH
uMeromuxcs B iuMuTaXx MO JeKapCTBEHHBIX MTPENIapaToB;

3) HanHuWe TOTPEeOHOCTH B CHeNM(HUYECKHX JOPOTOCTOSUIMX JEeKAapCTBEHHBIX
npernapaTax [ o0ecriedeHrst rpaxxjaH [0 Ha3HAYCHUAM (benepanbHbIX roCy 1apCTBCHHBIX
MO u y3KuX OpOQHIBHBIX CIEIHATHCTOB (110 XU3HEHHBIM IIOKa3aHUAM).

Bo Bcex OCTaNBHBIX CIydasX JIeKapCTBEHHOe o0ecCIieueHne IpakiaH, BKIIOUEHHbBIX
B PErucTphl (eJepajibHBIX M PETHOHAIBHBIX JIBIOTHUKOB IIOCHC 1 oxTabpsa roxa,
NPeIIeCTBYIOLIEMY Oy 3asBKM WM C H3MEHCHHEM CXEM JICUECHHUS [IPOU3BOUTCA 32 CHET
JIAMATOB UTSL BBITHACKM DeLenToB, BbiedeHHBIX MO Ha OCHOBaHHM paHee MPHUHATBIX
3a5BOK.

2.24 JlepcoHHGUIMPOBaHHbIC 3asiBKH O(QOPMISIOTCS B 2-X OK3eMILIApax Ha
6yMaxHOM HOCHTeNe B GopMaTe ONpenelieHHOM JlenapTaMeHTOM, 3aBePsIOTCS HOAMHCEIO
¥ Teuarhio rIaBHoro Bpaua MO W HampaBisAoTCa B [lemapTaMeHT IO MOYTE WIH C
KypBEPOM.

K 3asBKe nmpuiiararoTcs:

- OPUTMHAJ BHIKCKY U3 aMOyIaTOPHOW KapThl (HCTOPUH 00JIe3HH) C HA3HAYCHUEM
JIeKapCTBEHHOI'O IIpernapara,

- xomusi peleHus BpaueGHoM komuccmn MO ¢ 06ocHOBaHHEM IIOTPeOHOCTH
JIEKapCTBEHHOTI'O IIpenapara,

- corlacoBaHMe T[JIABHOTO  BHEINTATHOro  crenuanucra JlemapraMeHTa
COOTBETCTBYIOIIEro mpoduist (it crnenuduYeckux IMpenapaToB), 3aBEPeHHOE €Tro
ITOJTIUCHIO.

2.25. JlemapTaMeHT IIpMHHUMAeT pelleHre O JEKapCTBCHHOM obecrieueHun
GOJILHOTO CJIEIYIOHM 00pa3oM:

- BBIIEJSIET NOIMOJHUTENBHBIN JIUMUT [ BBIMMCKH PELIETITOB U3 PE3€PBa,

- BBIIENSET [JOMOJNHUTENBHBIA JIUMUT JJIs BBIIMCKH PpELEnToB 3a CHeT
nepepacrpe/ieieHis JTUMUTOB (UHAHCOBEIX cpencTB u3 Jpyrux MO, B Tom 4ucne ¢
TIOCJIEAYIOIINM BOCIIOTHEHHUEM COKPAICHHBIX JIMMHUTOB,;
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- BBIZENISeT MAOIOJHUTENBHBIN JIUMHUT Ul BBIIMCKH PELeNTOB IOCIe IMPOBEACHUS
3aKyIIKH JIEKapCTBEHHOTO Ipenapara (IIpy Hanmuyuy GUHAHCOBBIX BO3MOXXHOCTEH).

2.26. 3asBKU Ha BO3BpaT HEBOCTPEOOBAaHHBIX JTUMHUTOB JIEKAPCTBEHHBIX IPENapaTos,
chOpPMHUPOBABIIKXCS B pe3ylbTare H3MEHEHUS CXEM JIEUCHUA OONBHBIX M HX
nocienyoomeil mepefadd B pesepB JlemapTaMeHTa HalpaBiIsAIOTCS MO B agpec I'VII
«Koctpomckas obnacTHas antednas 6asa» Juis GOPMUPOBAHUS PE3EPBHOTO 3aMaca.

227. Baseku MO Ha TIIONOJHEHHWE 3alaca JEKapCTBEHHBIX MpEnapaToB
HAIpaBIAIOTCS B OTAEN JONOJHHUTENBHOTO  JIEKApCTBEHHOTO obecrieuenus I'YII
«KoctpoMmckast ofnacTHas anTeuHas 6asza» (eKeMecsyHO U TIpH HE0OXOIUMOCTH
eKEeHEIEIBHO).

2.28. Jlns opMupoBaHWs AOCTOBEPHBIX 3agBOK MO Ha mONMOIHEHHME 3amaca
JNIeKapCTBEHHBIX IIPENapaToB OTBETCTBCHHbIC CIIEHMAIMCTEI MO B3anMOIENCTBYIOT CO
CTEeNHATHCTAME  OTHeIa  JOTOJHHUTENLHOO JIEKAPCTBEHHOrO  00eCIeyeHHs I'VII
«Kocrpomckas obnactHas antednas 6asa» aubo JlenapraMeHTa o yTOYHEHHIO CBEJICHUN
0 HaJIMYMM HA YIIOJHOMOYEHHOM CKJIaJe JIEKapCTBEHHBIX IPENapaToB — aHAJIOIOB M
MMEIOLIUXCS JO3UPOBOK JIEKaPCTBEHHBIX IPenapaToB.




