NEMMAPTAMEHT 3IPABOOXPAHEHUS
KOCTPOMCKOM OBJIACTH

ITPUKA3

oT « 3 » anpens 2025 rona Ne 394

r. Koctpoma

O abroraom obdecneyenuu xxuresneit Kocrpomckoii odsactu
JIEKAPCTBEHHBIMHM NPeNnapaTaMu, U3AeJUsIMH MeIMINHCKOT0 HA3HAYEHHS U
CIeNMATU3MPOBAHHBIMHU NPOAYKTAMM JIe4eOHOI0 MU TAHUA
Nnpu aMOyJIaTOPHOM JIeYeHHUH

B coorBercTBuuM ¢ DenepanbHbiM 3aKk0HOM OT 17 mronst 1999 roga Ne 178-®3
«O rocynapCTBEHHOW COLMAIBHOM IOMOIIW», MNOCTaHOBIeHUWEM I[IpaBuTenbcTBa
Poccuniickonn @enepanun ot 30 mrona 1994 roma Ne 890 «O rocymapctBeHHOU
NOJJIEPKKE PA3BUTHUSI MEAULIMHCKON MPOMBIIUIEHHOCTH U YJIy4YIIEHUU 00eCTeueHus
HAceJeHUs] M YUPEKICHUN 3paBOOXPAHEHMSI JIEKAPCTBEHHBIMU CpPEICTBAMHU H
U3JIECIUSAMHA MEIMIMHCKOTO HA3HAYCHUS», B LEIX pealu3alldd IIPaB OTACIbHBIX
KaTEeropyui IrpakJaH Ha JIbIOTHOE IOJYYEHHE JIEKAPCTBEHHBIX NPENapaToB, U3ACIIAN
MEAMIMHCKOIO Ha3HAYEHUSI U CIIEUAIN3UPOBAHHBIX MPOIYKTOB JIECHEOHOTO MUTAHUS

ITPMKA3BIBAIO:

1. YTBepauTh npuiaraeMplii MOPSAJOK OpraHU3alUy JIbFOTHOIO OOecreueHus
xutenedt KocTpomckoil o6macTu JeKapCTBEHHBIMH Ipenaparamy, HU3JIEIHSIMU
MEIMIIMHCKOTO Ha3HAYeHHUsS U CIEHUAIN3UPOBAHHBIMH MPOAYKTaMH JeueOHOro
OUTAHUS IPU aMOyJIaTOPHOM JICUCHUH.

2. PyxoBomuTensaM MeAMIMHCKHX opranumzanuii KocTpomckoit oOmactw,
YY4acTBYIOIIMM B JILITOTHOM o0OecnedeHun xutened KocTpomckoid obmnactu
JIEKapCTBEHHBIMU  MpermapaTaMy, U3JEIUSIMU MEIUUUHCKOIO HAa3HA4YEeHHS H
CHEUUATN3UPOBAHHBIMU TPOAYKTAMU JIEYEOHOr0 NUTaHUS MpU aMOyJIaTOPHOM
JICYEHUN:

2.1. opraHu3oBaTh Ha3HAYEHWE U BBIIHCKY JIBIOTHBIX pPELENTOB Ha
JICKapCTBEHHBbIE  IIpemaparbl,  W3JeIus  MEIULIHUHCKONO  HA3HAYEHHA U
CHEMATN3UPOBAHHbBIE MPOAYKTHI JIE4YEOHOT0 MUTAHUS B COOTBETCTBUU C MPUKA3aAMHU
Muntpyna Poccum Ne929H, MunznpaBa Poccum ot 21.12.2020 Nel345x «O6
YTBEPXKACHUU MOPSAIKA MIPEIOCTABICHUS HA0OPa COIMANIBHBIX YCIYT OTJAEIbHBIM



|
|
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KaTeropusaM rpaxaaH» u nepequMi JIEKaPCTBEHHBIX IIPEIapaToB, YTBEPIKICHHBIM
pacnopsixenus [IpasurenncTa Poccuiickoit @eneparyu ot 12 okrabpsa 2019 rozpa
Ne 2406-p «O06 yTBEpKICHUH nepeiqz-m KU3HEHHO HEeOOXOIMMBIX W BaXXHEUIIHX
NeKapCTBeHHBIX IIPENapaToB, a TAKKe NepedHed JIeKapCTBEHHBIX IIPEIapaToB i
MEIHUIMHCKOTO MPHMEHEHUS ¥ MHHHMAJBHOIO ACCOPTHMEHTA JIeKapCTBEHHBIX
nperapaToB, HEOOXONMMBIX [N OKa3aHHs MEAMLMHCKOM MOMOIIH», IPHKa30oM
Mumnsapasa Poccu ot 24.11.2021 Nel1094r «O6 yTBEpXIESHHHU HOPSAIKA HA3HAUCHUS
NEKAapCTBEHHBIX MpenapaToB, (OpM pPENeNnTypHEIX OIaHKOB HA JICKaPCTBEHHBIC
TIpeapaTsl, nopsiika oQOPMICHNS YKa3aHHBIX OIaHKOB, HX yYeTa U XpaHeHus, GopM
ONMaHKOB pELENTOB, COAEPKALIMX Ha3HaYeHHe HAapKOTHIECKHX CPeJCTB WX
TICHXOTPOIHEIX BEIECTB, MOPAAKa UX W3rOTOBJICHHUS, PacTIpeeNeH s, PeruCTPalliy,
ydera ¥ XpaHEHWs, a TAKKe Npasmi odpopMIIeHNs GIIaHKOB PELEIITOB, B TOM YHCITe B
(opMe 3IEKTPOHHBIX JOKyMEHTOB» a TaKKe MpPHKa3oM MHUH3IPaBCOpA3BHTHS
Poccrsr oT 12 despana 2007roma Ne 110 «O nopsiike HasHAYCHHS W BHITHCHIBAHUS
JIEKAPCTBEHHBIX ~ MpEenaparoB,  W3jieiuil  MEOHIMHCKOTO  HA3HAYCHUS |
CIIENUATM3UPOBAHHBIX TPOIYKTOB JTe4eOHOr0 MUTaHUSDY;

2.2. OBECTH  HACTOSIIUI IpyAKa3 JI0  CBEJCHHS  CHEIUAJINCTOB
T10/IBE/IOMCTBEHHEIX OPTaHU3AIMH;

2.3. obecrieunTh HCIOTHCHUE npnxaza B IOABEIOMCTBEHHBIX OPraHu3anuix,

2.4. pa3sMeCTHTh B MEJUIMHCKAX OPraHM3aLHsIX:

1) mepeuyny KaTeropuii rpaXkIal, UMEFOIUX IPaBo Ha JEIOTHOE obecreyeHne B
coorercTBur ¢ DesepanbHEIM 3akoHoM 0T 17 wmions 1999 roma Ne 178-@3 «O
FOCYJapCTBEHHOM CONMANBHOM IOMOLIM» ¥ IOCTAHOBIGHHEM IIpaBHTeNECTBA
Poccutickoit Penepamuu ot 30 moms 1994 roma Ne 890 «O rocymapcTBeHHOMH
MOJICPKKE PA3BUTHS MEJHIMHCKON IPOMBIIUIEHHOCTH ¥ YIydIIeHHH 00ecTieueHus
HACEICHMS M YUPEKACHWH 3IpaBOOXPAHEHWs! JIEKApCTBEHHBIMM CPEICTBAMH 1
U3JeIUAMH MEIULIHHCKOTO Ha3HAYCHIL,;

2) mepeyeHb TOKYMEHTOB, HEOOXOAUMBIX JUIS TIPEIBSIBICHAS B MEUIUHCKYIO

OpraHm3aliio s OQOPMIEHHS MEIULMHCKHAX J[OKYMEHTOB JUISI JIBIOTHOTO
obecrieyeHns IO  pELENTaM  JIeKApCTBEHHBIMM  UpenapaTtaMy, —HU3EIUAME
MEIMIMHCKOTO Ha3HAUeHMs ¥ CHCHHAIM3UPOBAHHBIME IIPOJAYKTaMH Je4eOHOro
ITUTaHHS,
3) mepedH¥ JIEKapCTBEHHBIX NIPENapaToB, U3NEINH MEIULIMHCKOr0 Ha3HAYCHHMS
M CIELHAIH3HPOBAHHBIX [IPOIYKTOB Je4e0HOr0 MUTAHKS, BRIIMCHIBAEMBIX JIBIOTHBIM
KaTeropusaM TpaxkiaH OecIUIaTHO, YTBEPKAEHHBIE 3aKOHOZATEeNbCTBOM PocCuiicKoi
Depmepanuy W TEPPUTOPHATBHOM IPOTpPaMMOM  TOCYJapCTBEHHBIX TrapaHTHH
OecrIaTHOTO OKa3aHUs IpakHaHaM MeJUIIMHCKOHM IOMOINM Ha COOTBETCTBYIOLIMN
KaJIeHIapHbIX O U Ha IJIaHOBBIN TIEPHO/T;

2.5. MPOBOJUTH TEPBUYHBINA = KOHTPOJIb KadecTBa OKasaHus MEIUIUHCKON
TOMOIIH, B TOM YHCIe IPU BHITUCHBAHUHA PEIENTOB HA JEKAPCTBEHHbIE IPEHapaThl,
H37eNdsl MEIUIMHCKOrO Ha3HAYEHMS ¥ CIIeNUai3HPOBAaHHbIC IIPOAYKTHI Jede6HOoro
IIUTAHUS, OTITYCKAeMBIX 3a CUEeT CPEACTB (helepabHOr0 U 00IaCcTHOTO OI0KETOB.




3. PyKOBOJMTENSAM AaNTEYHBIX OPTaHW3aluil (aNTeK W aNTeYHBIX IIYHKTOB)
KocTpoMckoil 06GyacTH, Y4YacTBYIOIIMM B JIBTOTHOM OOeCrHedeHu# IKHUTeNeH
Koctpomcxkoit obractu:

3.1. ofecrequTh OTIIyCK JIKAPCTBEHHBIX IPENapaToB, U3NENui METHUIIHHCKOTO
Ha3HAYCHHUA U CIIECHUATU3HPOBAHHBIX IPOAYKTOB Ie4eOHOTO IMHUTAHUs [0 perenTaM
Bpadeii ¢ yueroM TpeGosanuii mpuxasa Munszipasa Poccuu ot 24.11.2021 Nel093n
«O6 yTBepK/ICHHU IIPaBUJI OTIYCKA JEKapCTBEHHbIX IPEnapaToB s MEAUIHCKOro
NPUMEHCHHUS anTEeIHBIMU OpraHu3anusaIMy, WHIUBUYJIbHBIMHA
TpeIIIPHHUMATEIISIMH, MMEIOIIMMU TULEH3UIO Ha OCYyILLECTBICHHE
dapMaleBTHIecKol NeATeIbHOCTH, MEIMUMHCKYMYU OpPTaHU3alUsiMi  HUMEIOIIMMH
NMHAUEH3UI0O Ha  OCYINECTBIeHHE (DapMaleBTHYECKOM  JEATeNBHOCTH M KX
06OCOONCHERIME  IOjpasjieiienusamMu  (aMOynaTtopusiMy,  GQENbAIIEPCKUMH |
(enpIIIepCKO-aKyIIEPCKUME  IyHKTaMH, IeHTpamu  (orgeneHusvu) OO
BpaueOHOH (ceMeHHON) TPaKTHKY, PACTIONOXKEHHBIMH B CENBCKHMX INOCEICHUIX, B
KOTOPBIX OTCYTCTBYIOT alTeyHbie oOpraHusaiuu, a Takke Ilpaswin oTiycka
HapKOTHYECKHUX CPEJACTB U IICHUXOTPOIHBIX BELIECTB, 3apErHCTPUPOBAHHBIX B
KAuecTBE JIEKAPCTBEHHBIX  MPEIapaToB IS  MEIMUIUHCKOTO  TPUMEHEHUS,
JIEKapPCTBEHHBIX MpernapatoB OIS MEAMIMHCKOTO TPHMEHEHUs, COINCPKAMUX
HAPKOTHYECKUE CPEe/ICTBA U NCUXOTPOMIHEIE BEIECTBA B TOM YHCIIE MOPS/IKA OTIIyCKa
anTeYHLIMH OPraHU3alKAIMI HMMYHOOHOIOTHYECKUX IEKAPCTBEHHBIX IIPETIapaToBy;

3.2. IPOBOAUTH BHYTPEHHUN KOHTPONL COOMOACHHA PabOTHUKAaMK alTeYHBIX
opraHmsanyii (anTeK ¥ AaNTeYHbIX .I[[yHKTOB) IOpSAKa OTIIYCKAa JIEKAapCTBEHHBIX
NpenapaTos, U3AeTUui MEUIIMHCKOTO Ha3HAYEeHH)S, CIIEIHATM3UPOBAHHbIX IPOTYKTOB
Jeue0HOTO TATaHus.

4, CuvraTh yTPATUBIIUM CHIIy IpHKa3 [AeNapTaMeHTa 3[PaBOOXPAHEHUSI
Koctpomcko#t obmactu ot 20.12.2018 Ne695 «O nprotHoM obecredeHun XKUTEIEH
KoctpomcKkoii 001acTH eKapCTBEeHHBIMU IIperapaTaMy, H3JeNUsSMU MEeIUUUHCKOTO
HA3HAUCHHS M CIEIUAIM3UPOBAHHEIME NPONYKTaMH JiedeOHOro MHUTaHMsd IIpH
aMOyJIaTOPHOM JISUEHU.

5. KoHrposs 3a HCHOJHEHHEM HACTOALIEro NPHKAa3a BO3NOXKATH Ha
3aMeCTHTeNI JUPEKTOpa JernapTaMenTa 3apasooxpanenns KocTpoMekoit obnacTu mo
nexapctsenHoMmy obecrieuenuto Hacenenus A.IO. Hukynosa.

6. Hacrosumii mpmKa3 BCTyIaeT B CHIy €O JHI €ro OQHIHAILEHOTO
OIyOIUKOBAHUS. "

Hwupexrop nenapraMeHTa




[Ipunoxenue

YTBEPXIEH
IIPUKa30M JerapTaMeHTa
3paBOOXPAHEHHUS

Koctpomckoit o6nactu
oT «03» anpesns 2025 r. Ne394

Hopsinok
OPraHM3alMu JbIOTHOIO o0ecnieyenus xurteseit Kocrpomckoii ob1actu
JIEKAPCTBEHHBIMHM NpenapaTamMmu, M31eJUsIMUA MeIUINHCKOr0 Ha3HAYeHHUS 1
CIEeNUAJTM3MPOBAHHBIMHY NPOXYKTAMM JIe4eOHOI0 MU TAHUS
npu aMm0yJ1aTOPHOM JIe4YeHHUH

I'maBa 1. O01mme moJ1o:keHus

1.1. Tlopsimok opranuzanuu JBrOTHOrOo obecrneuenust xutenet Kocrtpomckoit
00JIaCTH JIEKapCTBEHHBIMHU TMpenaparamMu, H3JACIUSIMU MEIUIMHCKOIO Ha3HAYEHUs U
CHEIUATN3UPOBAHHBIMHU MPOJAYKTAMHU JI€UeOHOTO MUTAHUS MPU aMOYJaTOPHOM JICUCHUU
(manee - Ilopsimox) ompenenseT GyHKIUU CYOBEKTOB, YIOJTHOMOYEHHBIX OCYIIECTBISATH
oOecrieuenue xkutened Koctpomckodt obnactu mnpu  aMOyJaTOPHOM — JICUEHHH
JIEKapCTBCHHBIMU  TIperapaTaMu,  HW3JICTUSMH  MEAWIIMHCKOTO  HAa3HAYCHUS U
CHEeUATU3UPOBAHHBIMU TPOYKTAMU JIEYEOHOTO MUTAHUS 32 CUET CPEACTB (heaepalbHOTO
1 00JIaCTHOTO OIOXKETOB U PETYIUPYET B3AMMOOTHOILICHUS MEKTy HUMH.

1.2. CyObekTamu, OCYHIECTBIAIONIMMUA OOECIIEYEeHUE OTACJIBbHBIX KaTeropuil
rpakaaH HEOOXOIUMBIMU JICKAPCTBEHHBIMHU TIpemapaTaMu, W3ACTUSIMH MEIUIIMHCKOTO
HA3HAYEHUS U CTHCIHAIU3UPOBAHHBIMU MTPOYKTAMU JICUEOHOTO MUTAHUS 32 CUET CPEJICTB
denepanbHOoro u oOJIacTHOrO OrO/KETOB Ha TeppuTopuun KocTpoMmckoi ob6mactu,
SIBJISIFOTCSL:

1) HdenaprameHT 3apaBooxpanenust Koctpomckoit obnactu (anee - Jlemaprament);

2) OI'bY3 «MeauruHckuii nHGpOpMaIMOHHO-aHAIUTHYECKU 11eHTp KocTtpomckoit
00acTH;

3) YnonHoMoueHHas dapmarieBTHYECKasi OpraHu3aIus;

4) AnTeuHble opraHu3aiyy (arTeKy U alTeuHbIe MMyHKTHI);

5) MeaunuHCKUe OpraHU3aliM, OCYLIECTBISIONINE BBIMMCHIBAHUE PELENTOB Ha
JIEKapCTBEHHbIE MTPenapaThl, U3AEIH MEAUIIMHCKOTO HA3HAUCHUS U CTICLIMATIM3UPOBAHHbIE
OPOAYKTHl JICYEOHOTO MHUTAHUS JIbFTOTHBIM KaTEroOpHsM TpaKJaH 3a CUeT CpEICTB
dbenepaaprHOrO U 001aCTHOTO 010 1KETOB (Hajiee - MO);

6) Otnenenne ®onpa I[lencuonHoro u ColmanabHOrO cTpaxoBaHus Poccuiickoi
®enepanuu no Kocrpomckoii obmactu.

1.3. OCHOBHbBIEC OHSTHS:

1.3.1. YnonHomoueHHasi ¢apmarieBTidecKas opranusanus (mamee - YDPO) —
OpraHu3alus, OCyIIECTBISIONIAs:
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- NMPUEMKY JICKAPCTBEHHBIX IPENapaToB, W3JICIHH METUIIMHCKOTO Ha3HAYCHUS |
CIEIUAIN3UPOBAHHBIX ~ NPOAYKTOB  JICYCOHOrO  IMHTAHHUS,  IOCTABISAEMBIX  IIO
rOCyJapCTBEHHBIM KOHTPAKTaM;

- XpaHEHHE, TPAHCIIOPTHUPOBKY M Iepeaady JECKapCTBCHHBIX IMPEHapaToB, H3CITHM
MEIUITMHCKOTO HA3HAYCHUS U CICHHAIM3UPOBAHHBIX IMPOJYKTOB JICYCOHOTO TMUTAHUS B
anTeYHBIC OpraHU3aIiy (aIITeKH, alITCUYHbIC ITYHKTHI);

- OTIIYCK JICKAPCTBEHHBIX TIPEIapaToOB, H3JCIMH MEAMIIMHCKOTO HA3HAYCHHUS H
CHCIMAM3UPOBAHHBIX TPOAYKTOB JICYEOHOTr0 THTAHHUS IO pelenTaM MeEANIIMHCKIX
OpTraHM3aIMi JLIOTHBIM KaTErOPUsM TpaXkJIaHaM;

1.3.2. AnTeuHble opraHu3ali - cOOCTBEHHBbIE /WK mpuBieueHHbie YDO Ha
JIOTOBOPHBIX ~ OTHOIICHHUSX  aNTCUHbIC OpraHW3allid, OCYIICCTBIISIONINE  OTITYCK
JICKapPCTBEHHBIX IperapaTosB, W3JICITHN MEMIIMHCKOTO Ha3HAYCHUS U
CHCIMATM3UPOBAHHBIX MMPOTYKTOB JIEYeOHOTO MUTAHUS JIbTOTHBIM KaTErOPHUSIM IpakJaH 3a
CYET cpeaAcTB (henepaabHOro u o0aacTHoro 0r0keToB (nanee — AO);

1.3.3. IIyHKTBI OTIIyCKa - alTEKH W alTEYHbIC MyHKTHI, OCYIICCTBIIAIOMNE OTITYCK
JICKapCTBCHHBIX pernapaToB, 178631 (3313171 MEIUIIMHCKOTO Ha3HAYCHHSI u
CHEIUATN3UPOBAHHBIX ITPOIYKTOB JICUEOHOTO MTUTAHUS JIbIOTHBIM KaTerOpHsIM IpakJiaH 3a
CYeT cpeaAcTB (heliepaaIbHOro U 00JaCTHOTO O0/IKETOB;

1.3.4. @enepanbHble JBIOTHUKM — rpaxkaane Poccuiickoit ®enepanuu,
POKUBAIOIIKE Ha Tepputopur KocTpoMmckoit 0051acTH, UMEIOIIUE MMPAaBO Ha MOJyYCHHUE
JIEKApCTBEHHBIX npenaparos, U3 JEeINN MEIUIITHCKOTO Ha3HauYeHUA u

CHEUUAIN3UPOBAHHBIX MPOAYKTOB JIEYEOHOrO0 TMUTaHUSA 1O pelenTaM Bpadeu
(benpamiepoB) B pamMKax OKazaHUs TOCYJAPCTBEHHOM COIMAIbHOM MOMOIINM B BHUJIE
Habopa colMaNbHBIX YCIYr B cooTBeTcTBUM ¢ DenepanbHbiM 3akoHOM OT 17.07.1999
No 178-@3 «O rocy1apcTBEHHON COUUAIIBHON TTOMOIINY;

1.3.5. PeruonanbHble JFOTHUKU - XuTenan KocTpoMckoil o00nacTv, HMEoUue
IIPaBO Ha MOJYYECHUE JEKAPCTBEHHBIX MPENapaToB, U3ACINI MEIUIIMHCKOTO HA3HAUYCHUS U
CHEIUATN3UPOBAHHBIX  MPOJAYKTOB JIEYEOHOrO0 TMUTaHUSA TI0 perenTaMm  Bpadei
(deapamepoB) B COOTBETCTBHHM C TocTaHOBJIeHHWEeM IIpaBurenbcTBa Poccuiickoit
Oenepaun - ot 30.07.1994 Ne 890 «O rOCynapCTBEHHOM TOMJIEPKKE PA3BUTHS
MEAMIMHCKON MPOMBIIIIEHHOCTH M YJIYYILIEHUU OOECII€UEHHUsl HACEJICHUS U YUPEKICHHM
3IpAaBOOXPAHEHUs  JICKAPCTBEHHBIMH CPEICTBAMU M M3JCAUSMH  MEIUIMHCKOTO
Ha3HAYEHUSD?;

1.3.6. Peructp - uMeronuili npaBoBoe 3HAYCHUE MOJHBIA OPUIIMATBHBIA TIEPEUYCHB
(U3HYECKUX JHI, MPOLIEAIINX YCTAHOBIECHHYIO MPOUEAYPY PETMCTpAllMd U BHECEHHUS B
pPErucTp, NOATBEPXKIarollyl0 (yCTaHABIMBAIOIIYI0) WX TMpaBa W OOS3aHHOCTH B
ONpENEICHHON CUCTEME OpPraHU3allMOHHO-IIPABOBBIX OTHOIICHHM (Hampumep, MpaBoO Ha
MOJTy4EHUE TOCYIapCTBEHHOMN COIMATBLHON TTOMOIIIN);

1.3.7. CnpaBouyHMK - TIepeyeHb  OOBEKTOB, HMMEIOIMIMX  YHHUKAJIbHbIC
uaeHTuduKaTopel (HOMEpa, MMEHa, KOHbl), I (HOPMAIM30BAaHHOTO TPECTABICHUS
XapaKTePUCTHUK W/UIN UACHTU(PUKAIIMU KOTOPBIX HUCIOJIB3YIOTCSA KOJbI COOTBETCTBYIOIINX
KJIacCU(PUKATOPOB W/WIK KOAU(PUKATOPOB. 3anmucH (ailya-crpaBOYHUKA MOTYT BKIIIOUATh
00ble CBEICHUS, XapaKTepU3yolIue 00bEKThI CIIPAaBOUHHUKA.

1.4. IlpaBo Ha o0ecnedyeHrue JIEKapCTBEHHBIMU IpeHapaTaMu, HU3JICIUsIMU
MEJUIIMHCKOTO Ha3HAYEHHs U CIEHUATM3UPOBAHHBIMU MPOAYKTaMHU JIEYeOHOTO MUTAHUS
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3a CYET CPeACTB (eaepaabHOTO OI0KeTa UMEIOT (heepalibHbIe IbTOTHUKH, BKIIFOUCHHBIE
B @DenepanbHBI PETUCTP JHI, MMCKOIIMX TPaBO Ha TOIYyYEHHE TOCYIapCTBEHHOM
COIMAJIbHOW TTOMOIIIH.

1.5. IlpaBo H©Ha o0ecrnedeHrne JEKapCTBCHHBIMH IMpenapaTtaMu, HW3ICIHsIMH
MEIMIIMHCKOTO HAa3HAYCHUS W CIEIUATN3UPOBAHHBIMU MPOAYKTaMHU JIEYeOHOTO MUTAHUS
3a CYeT CpeACTB 00JAaCTHOTO OIOKETa UMEIOT PETHOHAIBHBIC TbTOTHUKH, BKIIFOUCHHBIC B
Peructp peruoHanbHBIX JIBFTOTHUKOB, a Takxke (enepanbHbie JIBTOTHUKH (TIpU
HEBO3MOKHOCTH 00ECIIEUEHUS UX 3a CUET CPEACTB (efepabHOTO OIOHKETA).

I'naBa 2. ®yHKk1 UM Cy0bEKTOB, YIIOJTHOMOYEHHBIX OCYLIECTBJIATH o0ecrneyenmne
skureseid Kocrpomckoii o0J1acTi npu aM0yJ1aTOPHOM JIeYeHUH JIeKAPCTBEHHBIMU
npenapaTamu, U31eJUsiMM MeJUIIHHCKOT0 HA3HAYEHHS U CTIeHHAJIU3HPOBAHHBIMH

NPOAYKTAMH JIe4eOHOr0 MUTAHUA 32 CHET CPeCTB
(denepanbHOro U 00JIaCTHOTO 0I0IKETOB

2.1. MO, k xotopoii (enepaabHblii U PETHOHAIBHBIA JBIOTHUK MPUKPETUICH IS
MOJIYYeHUS] aMOYJaTOPHO-TIOJUKIMHUYECKOH TMOMOIIM, OCYIIECTBIISIET BBINUCHIBAHUE
pEeLenToB.

2.2. llpu Hamuuuu y ¢eaepalibHOTO M PETHOHAIBHOTO JIbITOTHUKA >KEJIaHus Ha
IpEeKpalieHue MEIUIUHCKOTO OOCTY>KHMBaHMs (C yTpaTod BO3MOKHOCTHU BBITIMCHIBAHUS
peuentoB) B MO mo MecTy XUTENbCTBa (IMOCTOSHHOM pErucTpalyM) TIaBHBIA Bpay
IMHCBMEHHO COTJIACOBBIBAET €ro oTKperieHne ot MO.

Anmvunuctpanued MO ¢enepalbHOMy WIM PETMOHAIBHOMY JIBIOTHHUKY BBIJAETCS
COpaBKa O CHATHM €ro ¢ MEIUIMHCKOr0 OOCIy)XKMBaHUsA, MEIUWLUHCKAas KapTa
aMOyJIaTOpPHOTO OOJILHOTO, a TaKXe€ KOHTPOJIbHAs KapTa JUCIAHCEPHOro HAOJIOACHUS.
VYyacTkoBbIM BpayoMm (enepanbHbId WIM PETUOHANbHBIA JIBTOTHUK YJAISeTCs W3
nacrnopTa BpaueOHoro ydactka MO.

B MO no HOBOMY MECTy MPUKPEIUVIEHUSI Ha OCHOBAHWM NMHCHMEHHOTO 3asBJICHUS
dbeneparbHOTO WM PETHOHATBHOTO JIBTOTHUKA M CIIPABKHU O CHSTHH €0 ¢ MEJIUIIMHCKOTO
oOcmy>KUBaHUs, 3alOJHSAETCS Ha HEro BCS HEOOXOoauMas MEAMIIMHCKAs JIOKYMEHTAIHs,
denepanbHbIN WIK PErHOHATIBHBIN JIBFTOTHUK BHOCUTCS B MACIIOPT BpauyeOHOTO yJacTKa.

2.4. BemuceiBanne peuentoB B MO ocymiecTBisieTcss  J€4alluM — BpadyoM
(penpamepom) Ha ocHoBaHuu CrpaBOYHMKA JIEKAPCTBEHHBIX MPENapaTroB, W3ACIUN
MEIUIIMHCKOTO Ha3HA4YEeHUS M CHEIUATM3UPOBAHHBIX MPOIYKTOB JIEUYEOHOTO NUTAHUS
(manee — CrpaBOYHUK TMpemapaTroB), KOTOPwIM dopmupyercs JlemapTaMeHTOM Ha
OCHOBAHHH I'OCYIAPCTBEHHBIX KOHTPAKTOB, 3aKJIFOUEHHBIX MOCTABIIUKAMM.

2.5. Ha3naueHWe JIEKQPCTBEHHBIX TMPENApaToB, M3ACIUNA  MEIUIIMHCKOTO
Ha3HAYEHHUS, CIEUUATU3UPOBAHHBIX MPOAYKTOB JI€4eOHOro IUTaHUS, BPEMEHHO HE
BKJIFOYEHHBIX B CIIPaBOYHUK IPENAPATOB, HO UMEIOIIUXCA B yTBEpPKAEHHBIX [lepeunsx,
OCYLIECTBJISIETCS B LESAX MPEAOTBPALLEHUS YIPOXKAIOIIUX XKU3HH COCTOSHHUNA PEIICHHEM
BpaueOHoi1 koMuccuu MO 10 coryacoBaHuio ¢ JlenapTaMeHTOM B CIEAYIOIIUX CIy4asx:

1) OTCYTCTBHE B CnpaBouHuke [penaparos, AHAJIOTUYHBIX o
(apMaKoJIOTHUECKOMY JIEHCTBUIO JIEKAPCTB;

2) TsKenoe TedyeHue OOJIe3HU MPH HAIWYUHU BEPUPHUIMPOBAHHON JIEKAPCTBEHHOMN
HEMEPEHOCUMOCTH.
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CornacoBanHoe pelnieHrne BpaueOHON komuccun MO HampaBisiOT OPHUIIHATIBHBIM
NOpsAJIKOM B JlemapTamMeHT Jyuisi MPUHSATHUSL PEUICHUsI O CPOKax U crocodax obecreyeHus
(benepanbHbIX U PETMOHATIBHBIX JIIOTHUKOB.

2.6. HaznayeHnue W BBINHMCHIBAHUE PEILENTOB Ha JIEKAPCTBEHHBIE IMpEenaparsl,
U3JIETUSl MEJIULIMHCKOTO TPUMEHEHUs, CIEUUATU3UPOBAHHBIE MPOJIYKTHI J1€4eOHOTO
MUTAHUS 32 CYET CPENICTB (PeiepaIbHOTrO U PErHOHAIBHOTO OIOJIKETOB JJIsl UCIIOJIb30BAHUS
rpaxJaHaMyd Mpu  aMOyJIaTOPHOM JIEYEHUH, OCYIIECTBISIOT Bpaud ((enbamepsl),
BKIItoueHHbIe [lemapramentom B Peructp Bpaueii (denpamepoB) Koctpomckoit odmactu,
HMMEIOILIMX TPaBO Ha JaHHBIN BUJT JEATEIIbHOCTH.

B memsx wuckmrodeHus: qyOIuMpOBaHUS BBITUCHIBAHUS PEIENTOB YYaCTKOBBIMU
BpauyaMu (BpayoOM-TE€pAeBTOM YYacCTKOBBIM, BPadyOM-IIEAUATPOM Y4YaCTKOBBIM, BpPadoM
oOmmelt mpakTuKn), GenpamepaMu u Bpadamu-crienuanucramu, B MO pa3spabaTeiBaeTCs U
YTBEPKIAETCSl MPUKA30M TMOJOKEHUE 00 opraHuzanuu obecrnedeHus: (enepanbHbIX U
PErMOHANBHBIX JTbIOTHUKOB.

2.7. OTnyck JieKapCTBEHHBIX MPENapaToB, U3AEIUM MEIUIIMHCKOTO HAa3HAYCHUS U
CHEIMAIN3UPOBAHHBIX MPOIYKTOB JIEUeOHOTrO MUTaHUA (PelepaTbHbIM U PEerHOHAIBHBIM
JeroTHUKAM ocymecTBiisier Y®O wuyepe3 COOCTBEHHbIE W/WIM TPHUBJICUYCHHBIE Ha
noroBopHoi ocHoBe AQO (IyHKTBI OTITYCKa).

YOO obecneunBaer Hamuuue B AQO (MyHKTax OTIycKa) HEOOXOJAUMOIO
ACCOPTUMEHTAa M KOJIMYECTBA JIEKAPCTBEHHBIX IMpenapaToB, H3JAEIUN MEIUIIUMHCKOTO
Ha3HAUYEHUS] U CIEHHUAIM3UPOBAHHBIX MPOAYKTOB JIEYEOHOTO MHUTAHHMS B COOTBETCTBUU
3asBkaM MO u pasHapsakamu JlenmapraMmeHra.

2.8. OTmyck JIEKapCTBEHHBIX MNPENapaToB, W3ACIUN MEAUIHUHCKOTO HA3HAYCHUS,
CHEUUAIN3UPOBAHHBIX MPOAYKTOB JIEYEOHOTO TUTAHUS OCYIECTBIAETCS B JI€Hb
obOpaienust rpaxkaad B AO (myHKTHI oTmycka). OTMeTka 00 00eclieYeHUN WM U3bITUU
peuenta ctaBuTcs B yueTHol ¢opme Ne 030-JI/y «Kapra rpaxkaaHnHa, UMEIOLIETO MPaBo
Ha TIOJTy4eHHE Ha0opa COIUAIBHBIX YCIYT, MO YYETY OTIYCKA JIEKAPCTBEHHBIX CPEICTBY.

2.9. Peuentbl, NpUHATHIE HA OTCPOUYEHHOE OOCITYKMBAaHUE, PETUCTPUPYIOTCS B
COOTBETCTBHM C mIpuKa3zoM MuHHCTEpcTBa 3apaBooxpaHeHus Poccuiickonn Penepanunu
or 31.08.2016 Ne647n «OO06 yTBEepXIE€HWU MPABHJI HAAJIEKAIICH anTEYHOW MPAKTHUKU
JIEKAPCTBEHHBIX TPEMApaToOB JUIsl MEAUIIMHCKOTO TPUMEHEHHUS» B JKypHaje ydeTa
penenToB, (HAXOAWBIIUXCS) HAXOIAIMIMXCSA HAa OTCPOUYCHHOM oOcHyx)uBanuu, (popma
*KypHana ycranaBinupaeTcs Y ®O) u XpaHITCs OTAEIBHO OT 00ECIEYEHHBIX PEIICTITOB.

Nudopmanuss 0 NPUHATBIX HA OTCPOUYECHHOE OOECHEUYEeHHE pelenTax B JICHb
MIOCTAaHOBKH Ha y4deT J1oBoauTcs crneruanuctamu AO (myHkTta otiycka) g0 Y ®O.

2.10. PeuenTsl, BhIMUCaHHBIE AJ1 (eAepalbHbIX JIbFTOTHUKOB, B KOTOPBIX YKa3aH
UCTOYHUK (puHaHCUpoBaHUS  «eaepalibHbIN», 00eCNeYynBalOTCs  JIEKAPCTBEHHBIMU
npenaparaM, HU3ACNUAMH  MEIMIMHCKOTO  HA3HAYEHHUS, CIEHUATM3HUPOBAHHBIMU
OPOAYKTaMHU JIEYEOHOrO0 MUTAHUSI B COOTBETCTBUHU C T'OCYJIapCTBEHHBIMHU KOHTPAKTAMH,
3aKJIFOUEHHBIMH 32 CUET CPEACTB (peiepalibHOTO OI0IKETA.

2.11. PeneniThl, BHIMHMCAHHBIC JISI PETMOHAIBHBIX JIBTOTHUKOB, B KOTOPBIX yKa3aH
UCTOYHUK (puHaHCHUpOBaHUA «CyOBeKkT P®d», obecrneunBaioTcs JIEKapCTBEHHBIMU
mpenaparamMu, HM3ACIUSIMH  MEAWIIMHCKOTO  HAa3HAYCHWs,  CICIHATM3UPOBAHHBIMU
MPOJyKTaMU JIEYeOHOTO TUTAHUS B COOTBETCTBUU C TOCYIapCTBEHHBIMU KOHTPAKTAMH,
3aKJIFOUEHHBIMH 32 CUET CPEACTB 00JIACTHOTO OIOJKETA.
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2.12. YOO u AO (myHKTBI OTIyCKa) OOECTIEUMBAIOT HAJJICKAIIUE YCIOBUS
XpaHEHUsT JIEKQpPCTBEHHBIX  MPENaparoB, HU3ACIUNA  MEAULUMHCKOTO  Ha3HA4YECHUS,
CHEIUAIN3UPOBAHHBIX TPOAYKTOB JIEUEOHOTO TMHUTAaHUA C Y4YeTOM TpeOOBaHMIA,
NPEABSABISIEMBIX K XPAaHEHUIO, COXPAHHOCTH, KOHTPOJIKO KayecTBa M CPOKOB T'OJHOCTH
Pa3JIMYHBIX TPYIIT TOBAPOB.

2.13. IloTpeOHOCT, B JIEKApPCTBEHHBIX MpernapaTax, HU3JICIUSAX MEIUIUHCKOTO
HA3HAYEHUS, CIEUHUATU3UPOBAHHBIX MPOJAYKTax JieueOHOTO muTaHus ompeneistor MO,
YIOJHOMOYEHHBIE Ha BBINHCKY pELENnTOB s (QeAepaJbHbIX M PErHOHAIbHBIX
JBIOTHUKOB.

2.14. MO onpenenstoT NOTPEOHOCTh B JIEKAPCTBEHHBIX IpernapaTax, H3JEIusx
MEIULMHCKOTO Ha3HAYEHUs, CIEUUATU3UPOBAHHBIX MPOAYKTaX MUTaHUS, HEOOXOIUMBIX
Ul aMOyJIaTOPHOW MEIMIIMHCKON MOMOIIHX (heiepaibHbIM U PETMOHATIBHBIM JIbIOTHUKAM,
HCXOJId U3 TSHDKECTH M XapakTepa 3a00JieBaHUs, B COOTBETCTBHE CTaHIApTaM OKa3aHHs
MEIULUHCKON ITOMOILH.

2.15. MO Beayr yder MmOTpeOHOCTHM B JIEKAPCTBEHHBIX IMpernapaTrax, HU3ACNUIX
MEIUIMHCKOTO0 HAa3HAYEHUs, CIECHUAIN3UPOBAHHBIX MPOAYKTAX MUTAHUSA HA MOCTOSIHHOMN
OCHOBE.

2.16. JlemapTtaMeHT, HUCXOJs1 W3 TOTPEOHOCTH B JIEKAPCTBEHHBIX IIpenaparax,
U3MICNIUSIX MEAUIMHCKOTO HAa3HAYEHHUS, CHEUUATU3UPOBAHHBIX NPOAYKTaX MHUTAHUSA, B
npezaenax MnepeyHen JEKapCTBEHHBIX MPENapaToB, U3AEIUN MEIUIMHCKOTO Ha3HAYEHUS U
CHEUUATU3UPOBAHHBIX TMPOAYKTOB JIEYEOHOTO MUTAHUS, YTBEPKICHHBIX IAEHCTBYIOLIUX
3aKOHOJIaTEIbCTBOM, ompenenser @opmy 3asBkd MO MyHHULIMIAIBHBIX pPAiOHOB H
TOPOJICKUX OKpPYroB Ha oOecmedyeHue MOTPEOHOCTEH (enepalibHbIX W PETHOHATBHBIX
JBIOTHUKOB.

®opma 3asBku MO MyHUIIMNIAIBHBIX PAHOHOB U TOPOJICKUX OKPYTOB YTBEPKAACTCS
npuka3zoM /lermapramenra.

2.17. B ycranoBnennsie [enapramenTom cpokn MO cOCTaBISIIOT TOJOBBIE U IPU
HEOOXOMMOCTH JTOTIOJTHUTENbHBIE KBapTalbHbIEC 3asBKH Ha oOecrieueHue MnoTpedHocTen
denepanbHbIX U PETHOHATBHBIX JIbTOTHUKOB.

2.18. 3asBKM COCTaBJSIOTCS HA OCHOBAHMM YYTCHHOM TMOTPEOHOCTH B
JIEKapCTBEHHBIX npenaparax, 17631 (15504 MEIULIMTHCKOTO Ha3HAYECHUS,
CIEUHATA3UPOBAHHBIX MPOIYKTAX MUTAHUS.

2.19. B ycranoBnenHsle JlemaprameHToM cpoku MO mnpenctaBisitOT TOJOBBIE
3asIBKM Ha OYHOE PACCMOTPEHHUE B CO3/IaHHYI0 JlemapTaMeHTOM KOMHCCHIO.

2.20. Tlocrme oyHOrO (3a0YHOTO) PACCMOTPEHUS] U KOMHUCCHOHHOTO COTJIACOBaHUS
TOJIOBBIX U JOTOJHUTENBHBIX 3asBOK B MOPSAKE, YCTAHOBIEHHOM 3aKOHOJATEIbCTBOM
Poccuiickoit ®denepanuu, QopMupyercs W pa3MemiacTcss TOCyAapCTBEHHBIM 3aka3
Koctpomckoit  o6mactu Ha  TOCTaBKY JIEKAPCTBEHHBIX  IpPENaparoB,  U3JETUN
MEIUIMHCKOTO Ha3HA4YEHHs, CHEIUATN3UPOBAHHBIX MPOIYKTOB JE€YEOHOrO MUTAHUS
OTZIE€JIBbHBIM KaTErOpUsM IPAKIaH.

2.21. B wMex3asBo4YHBIM mepuoj (B TeueHUE KalleHaapHoro Troma) MO,
OTBETCTBEHHBIEC 3a JILIOTHOE JIEKAPCTBEHHOE O0ECIEUeHNE HACEJICHUS, MPEICTaBISAIOT B
JlemapTaMeHT EepCOHU(PUIIMPOBAHHBIE 3asBKH Ha JIEKApPCTBEHHOE 00€CIEYeHUE JIbIOTHBIX
KaTEropuy rpaxkJaaH.
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2.22. OcHOBaHUEM Ui NEPCOHU(PUIIMPOBAHHBIX 3asIBOK SIBISETCS OJHOBPEMEHHOE
HAJIMYHUE HUKETIEPEUUCICHHBIX 00CTOATENHCTB:

1) oTcyTcTBHE HEOOXOAMMBIX JIEKAPCTBEHHBIX TMPENapaToB WIM aHAJIOTHYHBIX II0
(dapmakoI0oru4ecKkomMy JEUCTBUIO MpEnaparoB (€ciu JEKapCTBEHHBIN Mpernapar paHee He
3asBisics MO, ripu 00s13aTenbHOM HAJIMYUM npenapara B [lepeune);

2) TsKe0€ TeueHue O0JIE3HU U HaJIMYKEe JIEKAPCTBEHHON HEMEPEeHOCUMOCTH;

3) HanuuMe MOTPEeOHOCTH B CHEUU(PUUECKUX TOPOTOCTOSIIMX JIEKAPCTBEHHBIX
npenaparax Juisi 00ecriedeHus rpaKaaH 1o Ha3HAYeHUSAM (heJiepalIbHbIX TOCYIapCTBEHHBIX
MO 1 y3kux npo(UIBHBIX CIIENUATUCTOB (TI0 KU3HEHHBIM MTOKA3aHUSM).

Bo Bcex ocTanpHBIX ciydasx JEKapCTBEHHOE 00ECIEUeHHE TPa)KIaH, BKIIOUYECHHBIX
B peructpsl (enepasbHbIX W PETHOHAIBHBIX JIBFOTHUKOB TPOU3BOJAUTCS 3a CUET
BbIZIENIEHHBIX MO KOJIMYECTB JIEKAPCTBEHHBIX NPENaparoB Ha OCHOBAaHUU paHEe
MPUHSATHIX 3a5BOK.

2.23.IlepconnduniipoBattble 3asBKA OQOPMISIIOTCS B 2-X JK3eMIUIIpax Ha
OyMaXHOM HOcUTEJIE B popMaTe, ONPEAEICHHOM JlenapTaMeHToOM, 3aBEPSIFOTCS MOAMUCHIO
U IIe4aThl0 IJaBHOrO Bpada MO W HanpaBJSIIOTCS B YCTAHOBICHHOM IIOPSIAKE B
JlenapTaMeHT 10 IOYTE I C KypbEPOM.

K 3asBKe npunararorcs:

- OpUTHMHAJ BBITUCKU U3 aMOyJIaTOPHOU KapThl (MCTOpUU O0JIE3HU) C HA3HAYCHUEM
JIEKapCTBEHHOI'O IIpenapara;

- Komusi pemieHusi BpayeOHOM komuccun MO ¢ 000CHOBaHHMEM NOTPEOHOCTH
JIEKapCTBEHHOIO Mpenapara;

- corjacoBaHME€ TJIaBHOTO  BHEWITAaTHOro  cneuuanucra JlemaprameHta
COOTBETCTBYIOIIETO MNMpoduias (I JOPOTOCTOAIIMX CIEHU(PUUYECKUX MpEenapaToB),
3aBEPEHHOE €ro MOAMHUCHIO.

2.24. JlemapTaMeHT TIPUHUMACT pEUICHHE O JIEKapCTBEHHOM OOCCIICUCHHHU
OOJILHOTO CJIEYIONTUM 00pa3oM:

- BBIIEJSET JOMOJIHUTENIBHOE KOJIMYECTBO Ipernapara JUisl BBIIMCKH PELENTOB U3
CKJIa/1a YIIOJTHOMOYEHHOM (apMalieBTHYeCcKoi OpraHu3aluy;

- BBLIEISET JONOJHUTENBHOE KOJWYECTBO Mperapara JUisl BBIIUMCKH PELENTOB 3a
CUeT mepepacipenesieHrus npernapatoB u3 Apyrux MO, B TOM 4ucie ¢ MOCIEIYyHOLIUM
BOCIIOJIHEHHEM KOJINYECTBA ITPENApATOB;

- BBIJEISET JONOJHUTEIBHOE KOJMYECTBO IIpernapara Uil BBIIMCKH PELENTOB
nocJie MPOBEACHUS 3aKyNKW JIEKAPCTBEHHOrO mpernapaTta (Mpy HalWuuud (PUHAHCOBBIX
BO3MOXKHOCTEM).

2.25. 3adBKM Ha BO3BpAaT HEBOCTPEOOBAHHBIX JIEKAPCTBEHHBIX IpPENapaToB,
c(OPMHUPOBABIIUXCA B PE3YJIbTATE W3MEHEHUS CXEM JIeYeHUsI OOJBHBIX Ui HX
MOCJIEAYIONICH Mepeiaurd Ha CKJIAJ YIOJHOMOYEHHOM (papmarieBTUUeCKON opraHu3ailuu,
Hamnpasisitores MO B agpec I'VIIT «KocTtpomckas obsacTHast anTedHas 0azay.

2.26. 3asskn MO Ha T[ONOJHEHHWE 3amaca JIEKAPCTBEHHBIX IPENapaToB
HaIpaBISIOTCS B OTACN JOMOJHUTEIBHOTO JeKapcTBeHHOro obecrmeuenus [YII
«Koctpomckast oOnacTHas anTedHas 0a3a» (€XKEMECSYHO U NpU  HEOOXOAUMOCTH
€KEHECIBHO).

2.27. Jlns QopmupoBaHusi IOCTOBEpHBIX 3assBOK MO Ha MOMNOJHEHHE 3amaca
JIEKApCTBEHHBIX IPENapaToB OTBETCTBEHHbIE crenuaauctel MO B3auMMOAEHCTBYIOT €O



CHelHaMCTaMi  OTAeNa JOMOJIHUTENBHOTO JieKapcTBeHHoro oobecrneuenus [YII
«Koctpomckas obnactHas anteyHas 6a3a» i1ubo JlemaprameHTa O YTOUHEHUIO CBEIECHUMN
O HaJIMYMUM HAa CKJIAJ€ YHOJHOMOYEHHOM  (papMaleBTUYECKOM  OpraHU3aluu
JICKAPCTBEHHBIX IIPEIIapaToB — aHAJOIOB U MMEIIIMXCS JO3UPOBOK JIEKAPCTBEHHBIX
Ipenaparos.



