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006 yrBep:kaennu TunoBoro mosoxkenusi 00 ooecrnedyeHnu 0€30MACHOCTH
noJiyyareJieid COUAJIbHBIX YCJIYT NPHU 00pallleHNH JIEKAPCTBEHHBIX CPE/ICTB
B YUPEKIEeHHH COIHUATBHOI0 00CTyKMBAHUS

B COOTBETCTBUU c denepanbHbIM 3aKOHOM
PO ot 12.04.2010 Ne 61-®3 «OO6 oOpaimieHun JIEKApCTBEHHBIX CPEICTBY,
®enepanbabiM 3aKk0HOM P® ot 21.11.2011 Ne 323-®3 «OO6 ocHOBax OXpaHbI
310poBbA TpaxkaaH B Poccuiickon denepaunmn», [loctanoBnennem IlpaBurenscTBa
P® ot 29 urons 2021 r. Ne 1049 «O denepanbHOM rocyJapCTBEHHOM KOHTPOJIC
(Hag3ope) B chepe oOpallieHus JIEKapCTBEHHBIX cpecTBy», [Ipukazom denepanbHOi
ciyk0bl 10 Haa3opy B cepe 3apaBooxpanenus ot 17.06.2024 Ne 3518 «O6
yrBepxaeHun [lopsinka ¢apmakoHaq30pa JEKapCTBEHHBIX IpenaparoB Jis
MEIULMHCKOIO IPUMEHEHHUsD», NPHUKa30M MUHHCTEPCTBA 31pPaBOOXPAHEHUS U
comranibHoro pazButusi PO ot 23.08.2010 Ne 706 «O06 yrBepx)aeHuu I[lpaBun
XpaHEHUs JIEKAPCTBEHHBIX CPEJACTB», B LENSAX MOBBIMICHUS 3PQGEKTUBHOCTH 3a
oOecrieyeHne 0E€30MacHOCTH TMOIMYYaTEeIsIMU COLMAIIBHBIX YCIYT MpH OOpalleHun
JIEKapCTBEHHBIX CPEJCTB B YUPEXKACHHM, a TaKke oOecredyeHHs 0e30MacHOCTU
NOJIy4aTeNI MU COLMANbHBIX YCIYr NpHU OOpalIeHUH JIEKAPCTBEHHBIX CPEACTB B
YUpEXKIACHUM Ha Pa3HbIX dTanax oOpalleHusl JEKapCTBEHHBIX MpenapaToB B
YUPEXKACHUN COLUATBHOTO O0CTYKUBAHUS, I P M K a 3 bI B A 10:

1.Y1tBepaute TumoBoe mojoxkeHne 00 oOecreuyeHun Oe30MacHOCTH
noJTyyaTesied COLMalIbHBIX YCIYyT TpH OOpallleHUH JIEKapCTBEHHBIX CPENCTB B
YUPEXKJIEHUHU COLMATILHOTO O0CTYKMUBAHUS COTJIACHO MPUIIOKEHHUIO K HACTOSALIEMY
IpUKa3zy.

2. PykoBOauTENAM YUYPEKICHUM COLMAIBLHOTO OOCTYXHBAaHUS, WMEIOLIUM
MEIULMHCKYIO JULEH3HUIO HA OCYIIECTBICHUE MEIUIIMHCKOMN 1€ATEIbHOCTH:

2.1. Ha3HauuTh OTBETCTBEHHBIX JMI[ 3a oOecrneuyeHue Oe30MacHOCTH
noJiy4areyied COLMAIbHBIX YCIYr MNpu OOpalieHUH JIEKApCTBEHHBIX CPEICTB B
yUpexICHUH, a Takxke olecreyeHue Oe30MaCHOCTH MOoJydyaTeiedl coluaIbHBIX
yCIIyT TIpy 0OpalieH!H JeKapCTBEHHBIX CPEJCTB B YUPEKIACHUHM HA Pa3HBIX dTanax
oOpalieHusi  JIGKAPCTBEHHBIX  MpENapaToB B  YUPEKACHUU  COLMAIBLHOTO
00CITyKUBaHUS.

2.2. BHecTu IOMOJIHEHUS B JOJKHOCTHBIE MHCTPYKIIMM OTBETCTBEHHBIX JIUI]



B YaCTM HX IOJJHOMOYMU U OTBETCTBEHHOCTH

2.3. O6ecnieunTh MOHUTOPUHT OE30MACHOCTH JIEKAPCTBEHHBIX MPEMAPaTOB
JUTSL METUIIMHCKOTO IPUMEHEHUS BKIIIOYasi B ce0st cO0p, 00pabOTKy, pErMCTpalIUIo
U aHanu3 uHGOpMAIMKU O TOOOYHBIX ACHCTBUSAX, CEPbE3HBIX U HEMPEIBUICHHBIX

HCIKCJIATCIIbHBIX PCAKIHAX.

3. PykoBoauTensaM YIpaBjieHUN COLMAIBLHOW 3allUThl HACEJECHUS W TpyAa
MPUHATh HAa WCIOJHEHUE TMpHKa3 MHUHHUCTEPCTBA TPyJla COLMAIBLHOIO Pa3BUTHA
PecnyOnuku Caxa (SIkytus) ot 14.04.2025 No546-o1 «O mpoBeneHUU MPOBEPKU
KOHTPOJISI M y4€Ta 3a CPOKAMU JEHUCTBUSA U XPAHEHUS JIEKAPCTBEHHBIX CPEIICTBY.

4. KoHTpOJIb UCIIOTHEHUS HACTOAIIETO MPUKA3a BO3JIOKUTh HA 3aMECTUTEIS

muHucTpa Koporkux 1.B.
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[Ipunoxxenue k mpukasy
MuHucTepcTBa TPYAA M COLMANBHOrO Pa3BUTUA

Pecny6nunku Caxa (ArytuA)

oT 2025Ne__

IHonoxenne 00 odecnneyeHUN 0€30MACHOCTH MOJMYyYATeNeHd COUAIBHBIX YCIYT
NpHu 00pallleHuM JTeKAPCTBEHHBIX CPEICTB
B YYPEXKACHHUH COLUAIBHOr0 00CTy:KUBAHUA

1. OO0mue mooKeHnus

1.1. Ionoxenue o0 obecrieueHUH OE30MACHOCTH MOJy4yaTesleld COLUATbHBIX
yCcIyr TmpH OOpallleHWH JIEKapCTBEHHBIX CPEICTB B YUPESKICHHUSX COLUAIBHOIO
oocnyxuBanus (nanee — IlomokeHue) omnpenenser cojaep)kaHue paboThl U
MEPONPHUATHUS MO 00ECTIEUEHUI0 0€30MaCHOCTH MOTyJaTeNieii CONATBHBIX YCAYT TPU
OOpalIeHNH JIEKapCTBEHHBIX CPEICTB B YUPEKICHUU COLMAIBLHOTO OOCITY>KUBAHHUS

« » .,

1.2. Tlonoxkenue pa3pabOTaHO B COOTBETCTBUU ¢ DepepalbHBIM 3aKOHOM
P® or 12.04.2010 Ne61-®3 «OO6 oOpaieHuH JEKapCTBEHHBIX CPEICTBY,
®enepanbabiM 3aKOHOM PD 01 21.11.2011 Ne 323-D3 «O6 ocHOBaX OXpaHbI 37[0POBBS
rpaxaad B Poccuiickoit @enepauumn», [locranosnenuem IlpaButenscrBa PO ot 29
utoHs 2021 1. Ne 1049 «O denepanbHOM TOCYIapCTBEHHOM KOHTpoje (HAa30pe) B
cdepe oOpalleHHs JeKapCTBEHHBIX cpelncTB», IIpukazom denepanbHOM CIIyKObI 1O
HAaJ130py B chepe 31PaBOOXPAHEHUS oT 17.06.2024 No 3518
«O06 yrBepxknenun llopsimka ¢apmakoHam30pa JEKAPCTBEHHBIX MPEMapaToB IS
MEIUIIMHCKOTO MPUMEHEHMs», NpUKa3oM MUHHCTEPCTBA 3ApPAaBOOXPAHEHUS U
counansHoro pazsutusg P® ot 23.08.2010 Ne 706n «OO0 yrBepxkaenuun IllpaBui
XPaHEHUS JIEKAPCTBEHHBIX CPEACTB», APYTUMU HOPMATHUBHBIMU MPABOBBIMHU AKTaAMH,
pErIaMEeHTUPYIOIUMU 00pallieHNe JIEKaPCTBEHHBIX CPEJICTB.

1.3. IIprka3oM pyKoBOAUTENS Y UPEKACHUS HA3HAYAKOTCA OTBETCTBEHHBIE UL
3a:

1.3.1. OGecneuenne O€30MaCHOCTH TMOJydaTeleld COLUAIbHBIX YCAYT MpHU
oOpallleHUH JIEKApCTBEHHBIX CPEACTB B Y UPEKICHUU;

1.3.2. OOGecneueHre 0€30MaCHOCTU TMOJy4YaTeae COIMaIbHBIX YCIYr MpU
oOpallleHUH JIEKAPCTBEHHBIX CPEICTB B YUPEXKICHUHM Ha Pa3HBIX ATanax oOparieHus
JIEKapCTBEHHBIX MPENApaTOB B YUPEKIECHNUN COLIMATBHOIO 00CITYKUBAHUS.

[loslHOMOYHST W OTBETCTBEHHOCTH BHOCSTCS B JOJDKHOCTHBIE HWHCTPYKLUH
OTBETCTBEHHBIX, YKa3aHHbIX B 11 1.3.

1.4. K nuuam, OTBETCTBEHHBIM 3a oOecrieueHrne 0e30MacHOCTH ToTydyaTeseit
COLIMATIBHBIX YCIAYT TIpH OOpaIlleHUU JIEKApCTBEHHBIX CPEACTB B YUPEKICHUU
COLIMATILHOTO OOCITYKMBaHWS Ha pa3HBIX OJTamax oOpalleHus JEeKapCTBEHHBIX
MpenapaToB B yUPEKACHUHN, OTHOCSTCS:



Bpauul WM HHBIE YIOJHOMOYEHHbIE JHIA JJii OOECIIEUEHUS IOBBILICHUS
3¢ (eKTUBHOCTH U 0€30IaCHOCTH JIEUECHUS ITyTEM KOHCYJIbTaTUBHOTO COMPOBOKICHUS
JIEKapCTBEHHOM Tepanuy, HA3HAYEHHOM [IOJIy4aTesll0 COLMAIbHBIX YCIYI B
COOTBETCTBUU C YCTAHOBJIEHHBIMU CTaHAAPTaMU MEIULIMHCKON MOMOILIY;

rJlaBHAsT MEIMILMHCKas cecTpa (MpUd HaIMYUM JIOJDKHOCTM B  ILTATHOM
pacnyicaHum);

cTapuias MEIWLMHCKas cecrpa (IpU HaIWMYUM JODKHOCTH B LITATHOM

pacnucaHui);

UHBIC JIMI[A, Y4YacTBYIOIIME B OOpalleHHH JIEKAPCTBEHHBIX CPEICTB B
YupexIeHuu.

2. OcHoBHbBIC HANIPaBJIeHUs o0ecneyeHUs 0€30MACHOCTH MoJIydaTeiei

COLHAJIBLHBIX YCJIYT NPH 00pPAlleHUM JIeKAPCTBEHHBIX CPEICTB B YUYpeKICHUIX
COLHATILHOI 0 00CIYKMBAHUS

2.1. OoOecnedyeHne O€30MaCHOCTU NOJy4yaTeNled COLMAIBHBIX YCIYr IHpHU
OOpalIeHNH JIEKAPCTBEHHBIX CPEJICTB OCYIIECTBIIAECTCS OCPEACTBOM:

2.1.1. OOecnieyeHHs] BBIOJHEHUS YCTAHOBJIEHHBIX TPEOOBAHHMI  MpH
NPUOOPETEHNH (3aKYIKE) JIEKAPCTBEHHBIX NIPENAapaToB;

2.1.2. O0ecnieueHus BBINOJHEHUS YCTAaHOBJICHHBIX TPEOOBAHUN MPU XpaHEHUU
JIEKapCTBEHHBIX IMPENaparoB B YUYPEKIEHUAX COLUATBHOTO OOCITYKUBAHUS H
CTPYKTYPHBIX MOAPA3ACICHUSIX;

2.1.3. OOecnieueHusi  BBITIOJHEHUS  YCTAHOBJICHHBIX TPEOOBaHWM  TIpH
OPUMEHEHNN (HA3HAYEHUU II0JIb30BATENI0 COLMAIBHBIX YCIYT) JIEKApPCTBEHHBIX
IpenapaToB BpadyeOHbIM TIEPCOHAIOM B COOTBETCTBUM C pa3padOTaHHBIMU
anroput™mamu, COllamu;

2.1.4. ObecrieueHus! BBHIIOJHEHHUS! YCTAHOBJICHHBIX TPEOOBAaHUN NpPU OTITYCKE
JIEKaPCTBEHHBIX MPENapaToB MOJIy4aTet0 COUUAIbHBIX YCIIYT;

2.1.5. MounutopuHra 0€30IaCHOCTM JIEKApPCTBEHHBIX IIpenapaToB  JUIs
MEAUIIMHCKOTO TMPUMEHEHUS, PErucTpaliy MOOOYHBIX JEHCTBHM, CEPbE3HBIX
HEXEJIaTeJbHbIX PEaklUHil, HENpeABUIACHHBIX HEXKENATEIbHbIX pPEaKkUuid Ipu
IPUMEHEHUH JIEKApCTBEHHBIX MTPENapaToB ISl MEAULIMHCKOIO IPUMEHEHNUS;

2.1.6. ObecrieyeHust cTpOroll OTYETHOCTH, MPO(HECCHOHATIBLHOIO KOHTPOJS 32
palMOHAJIBHBIM HCIIOJIb30BAHUEM, XPAHEHHEM, CPOKAMH TOJHOCTH JIEKApCTBEHHBIX
IIPENAapaToOB B CTPYKTYPHBIX IOAPA3ACICHUSIX, 32 JEATEIBHOCTBIO, CBSI3aHHOM C
000pOTOM HAapKOTHUECKHUX U IICUXOTPOIHBIX CPEJICTB;

2.1.7. OOecnieueHust CTPOroro COOJIOACHUS MPABHIJI PETHCTPAllUU OTEepalui,
CBSI3aHHBIX C 0OpaIEHUEM JIEKAPCTBEHHBIX CPEACTB 1JI1 MEIULMHCKOIO IPUMEHEHUS,

BKIIIOYCHHBIX B IICPCUCHB JICKAPCTBCHHLBIX CPCACTB AJII MCIUITHMHCKOI'O HpI/IMeHCHI/Iﬂl,

1 [Mpuka3 Munzapasa Poccuu o1 01.09.2023 N 4591 «O0 yTBEpKACHUN TIEPEUHS JEKAPCTBEHHBIX CPEICTB I METUIIMHCKOTO
MPUMEHEHHS, TIOIJIEKANINX TIPEIMETHO-KOJIIMYECTBEHHOMY YUETY»



MOJUISKAIIMX TPEAMETHO-KOJIUUYECTBEHHOMY YYE€Ty, B CIHEIHUAIbHBIX >KypHaJiax
(mpunokenue 1).

2.2. T'paxpanam, HaxoOSIIUMCI Ha COLHAIBHOM OOCIY)XKMBAaHUM B
YupexeHuy, ¥ MNOJy4arollMM JIEKAPCTBEHHBIE CPEIICTBA, BBIAAIOTCS JIEKAPCTBA
JIS)KYPHBIM MIEPCOHAIIOM COTJIACHO YKAa3aHHOW BPA4yOM JIO3UPOBKE C 3aKChIO B JIUCTE
HA3HAYCHUW W B OTIACIBbHOM JKypHAJIE€ €XKEIHEBHOTO Y4Ye€Ta MEIUKAMEHTOB.
[IpumepHas dopma xypHaja perucTpaiyu MIpuBeeHa B MPUIOKEHUU 2 K TUTIOBOMY
MOJIOKECHUIO.

dopma KypHana yTBEPKIACTCS MPUKA30M JTUPEKTOPA Y UPEKICHUS.

3. ObGecnieueHHe BHINOJHECHUS] YCTAHOBJICHHBIX TPeOOBAHUM
Nnpu npuodpeTeHun (3aKynkKe) JeKapCTBEHHBIX NMPeENnapaTroB

3.1. 3a oOecrieyeHue BBITIOJIHEHUS YCTAHOBJICHHBIX TPeOOBaHUW MpHU
NPUOOPETEHNH (3aKYIKE) JIEKAPCTBEHHBIX IPENAapaToOB HECET OTBETCTBEHHOCTH JIMIIO,
OTBETCTBEHHOE 3a obOecreueHne 0e30MacHOCTH MOIydaTee COLMATbHBIX YCIYT MPH
oOpallleHUH JIEKapCTBEHHBIX CPEICTB B YUPEKICHUU COLHUATBHOTO OOCTY>KWBaHUS
(WM MHOE YIOJIHOMOYEHHOE JIULIO).

3.2. Ilpuobperenue (3aKymnKa) JICKapCTBEHHBIX MpenapaToB OCYILECTBISECTCS B
COOTBETCTBUY C JEHCTBYIOIINM 3aKOHOAATENLCTBOM? Poccuiickoii Menepaym.

3.3. Ilpuem mnocTymawmMUX B YUYPEKICHUU COLUAIBLHOTO OOCITYKUBaHUS
JIEKapCTBEHHBIX MPENapaToB OCYIIECTBISIETCS JIUIIOM, YIIOJIHOMOYEHHBIM MPUHUMATD
MOCTYNAKOIIME B  YUPEXKICHUHU JIEKAPCTBEHHBIE Ipenaparhl. JaHHOE ML
o0ecriedynBaeT KOHTPOJb 32 COOTBETCTBHEM IMOCTYMAIONIUX JIEKAPCTBEHHBIX
npernapaToB TPeOOBAHMIM, MPEAYCMOTPEHHBIM JOTOBOPOM (-aMH) MOCTaBKH, a B
Clly4ae BbISIBJICHUS KaKUX-TMOO HECOOTBETCTBUM CTaBUT 00 3TOM B U3BECTHOCTD JIUIIO,
OTBETCTBEHHOE 3a o0ecreueHrne 0e30MacHOCTH MOydaTesiel COLMAIbHBIX YCIYyT MPH
OOpalIeHNH JIEKAPCTBEHHBIX CPEJICTB B YUPEKIEHUHU, JMOO HEMOCPEICTBEHHO
JUPEKTOpa YUPEXKIACHUS COLUATBLHOTO O0CTYKUBAHMUS.

3.4. JIBuKeHUE JIEKApCTBEHHBIX IMpEnaparoB OT MPUOOPETEHHs 0 CIUCAHUS
(yrunm3anun), BHeceHus nHpopmaruu B DeaepanbHOil HHPOPMAITMOHHOW CHUCTEME
MOHUTOPHHTA  JBWIKGHHMS  JIEKapCTBeHHBIX  mpemaparop (OI'MC  MJJIIT)
OCYIIECTBIISIIOTCS ~ OTBETCTBEHHBIM MEIMIIMHCKAM PaOOTHUKOM, Ha3HAYECHHBIM
MIPUKA30M PYKOBOIUTENS Y UPEKIACHHUS.

4. O0ecnieyeHue BHINOJTHEHNSI YCTAHOBJIEHHBIX TPeOOBAHWIA NIPHU
XPaHEHUH JIEKAPCTBEHHbIX NMPENnapaToB

4.1. B mnomemeHusx [ XpaHEHHs JIEKAPCTBEHHBIX CPEACTB JIOJKHBI
IIO/IEPKUBATHCS ONPEAEIICHHBIE TEMIIEPATypPa U BIAXKHOCTb BO3yXa, IO3BOJIAIOLINE
o0ecrneunTh XpaHEeHHE JIEKAPCTBEHHBIX CPEICTB B COOTBETCTBHU C yKa3aHHBIMU Ha

2 denepanbHblii 3aK0H 0T 05.04.2013 roa N 44-030 koHTpaKkTHO# cucTeMe B cd)epe 3aKyNOK TOBApOB, PaboT, YCIyT s
06€CHC‘ICHH$( roCyAapCTBEHHBIX U MYHUIIUITAJIBHBIX HYXKI



MEePBUYHOM M  BTOPUYHOU  (MOTPEOUTENHCKOW)  YIaKOBKE  TPeOOBaHHSAMHU
MIPOU3BOIUTENICH JIEKAPCTBEHHBIX CPEJICTB.

4.2. TlpoBepka COOTBETCTBHSI MX COCTOSIHHUSI YCTAHOBJIEHHBIM TpPeOOBaHUAM
IIPOBOJAMUTCS HE PEXKE OJHOIO pa3a B CYTKH HA OCHOBAaHUU IOKa3aTeNe THTPOMETPOB
U TEPMOMETPOB, €€ PE3YJIbTAaThl OTPAKAIOTCA B CIICIIMAIBHBIX JKYpHAJIaX y4yeTa.

4.3. XpaHeHUE JICKapCTBEHHBIX CPEJICTB B OTAEICHUAX (KaOMHETaxX) JTOJKHO
ObITh OpPraHM30BaHO B 3aMMPAOIIMXCS IMIKadax, MPU STOM YCJIOBHS XPaHEHUS
JICKaPCTBEHHBIX CPEICTB MPUBOJISTCS HA YIIAKOBKE JIEKAPCTBEHHOIO Mpernapara.

4.4. XpaHeHue OTIEIbHBIX TPYII JIGKAPCTBEHHBIX CPEJICTB B 3aBUCHUMOCTH OT
buzndeckux W (HU3MKO-XUMHUYECKHX CBOWCTB, BO3JCHCTBHS Ha HUX Pa3IMYHBIX
(GakTOpoB BHEIIHEH Cpellbl OpraHu3yeTrcss B COOTBETCTBUU C TpPEOOBaHUSIMU
HOPMAaTHBHOM JOKYMEHTALUK®,

4.5. JleaTenbHOCTh YUPEKIECHUS COLMAIBHOIO OOCITY>KMBAHHUS IO XPaHEHUIO
JIEKapCTBEHHBIX CPEJICTB JOJHKHA MOJHOCTHIO COOTBETCTBOBATH [IpaBuiiam XxpaHeHus
JIEKapCTBEHHBIX CPENCTB, YTBEPKIACHHBIM (Pe/lepabHbIM OPraHOM HCIIOJTHUTEIHHON
BJacTu B cdepe 3npaBooxpaHeHus. OTBETCTBEHHOCTh 3a COOJIOJCHHE yKa3aHHBIX
[IpaBun BO3JOXKEHA Ha JIMI, OTBETCTBEHHBIX 3a 0€30MACHOCTh MOITy4daTens
COLIMANIBHBIX YCIYT MpH OOpaIleHUH JIEKAaPCTBEHHBIX CPEACTB B YUPEKICHUU, B
npeaenax ux MOJHOMOYMH.

5. O0ecnieyeHue YCTAaHOBJICHHBIX TPeOOBAHMH NIPH NPUMEHEHUH
(Ha3HAYEeHUH MOIYYaTeN 0 CONUATBHBIX YCJIYT) JIEKAPCTBEHHBIX NpenaparTos.
MoOHMTOPUHI (€30IACHOCTH JIEKAPCTBEHHBIX NPeNnapaToB 1JIA MeAULMHCKOI 0

NpUMeHeHUst

5.1. 3a obGecneuenne >(PpheKTUBHOrO M OE30MAaCHOTO OKa3aHHS COIUAIbHO-
MEAUIMHCKUX YCIIYT MOIY4aTessiM COIMAIbHBIX YCIIYT MyTEeM KOHCYJIbTUPOBAHUS T10
COIMABHO-MEIUIIMHCKUM BOIIPOCAM B YaCTH JIEKAPCTBEHHOUN Teparny, Ha3HAYCHHON
NOJTy4aTet0 COLUAIbHBIX YCIYr B COOTBETCTBHM C YCTaHOBJIEHHBIMM CTaHJIAapTaMu
MEAUIIMHCKON ITOMOIIY, HECET OTBETCTBEHHOCTh COOTBETCTBYIOIEE YIIOJTHOMOUYEHHOE
JIMIIO: Bpad WJIM MHOE YIOJTHOMOYEHHOE JIULIO U3 YHCia MEAUIIMHCKOTO IepcoHana (MM
MOJKET BBICTYIIATh JIUIIO, OTBETCTBEHHOE 3a OoOecrneuyeHrne 0e301acCHOCTH MOIyqaTess
COILMANIBHBIX YCIYT MPU 0OpAaIICHUH JIEKAPCTBEHHBIX CPEACTB B Y UPEXKICHUH, J1ajiee B
HACTOSIIIEM pa3ziesie — YIOJIHOMOYEHHOE JIUIIO).

5.2. OcHOBHbIMM  (YHKIMSIMH  YIIOJHOMOYEHHOIO  JIMIA  SIBJISIOTCS
KOHCYJIbTUPOBAHHE MO COLUATbHO-MEAUIIMHCKUM BOIIPOCaM B YaCTH JIEKAPCTBEHHOMN
Teparuy, BHEIPEHHUE CTaHJAPTOB METUIIMHCKOM MOMOIIM B YacTH JIEKApCTBEHHOMU
TEepanuy, aHajlu3 pPALMOHAJBHOCTH OO0BEMOB MOTPEOJEHUS  JIEKAPCTBEHHBIX
IpernapaToB B COOTBETCTBUU C MpoduiieM YupexaeHus, COrIacOBaHUE 3aKyIIaeMoro
aCCOPTUMEHTA JIEKAPCTBEHHBIX TPENapaTroB MO HOMEHKJIAType M KOJIMYECTBY B

3 IMpuka3 MUHUCTEPCTBA 31PAaBOOXPAHEHHUS M COLMAIILHOTO pasButus PO ot 23.08.2010 Ne706H
«O0 yTtBepxaeHnu [IpaBui XpaHeHHs IEKapCTBEHHBIX CPEJICTBY



COOTBETCTBUM C YTBEP)KICHHBIMH CTaHIApPTaMM MEAMIMHCKOM IIOMOLIM U
GopMyJISIpHBIM ~ NEPEYHEM  JIEKAPCTBEHHBIX  IMpPENaparoB, aHAIU3  OLIMOOK
MEIUIMHCKOrO TIEepCOHaja MpU MNPUMEHEHUH (HA3HAYEHHUH) JIEKAPCTBEHHBIX
IpenapaToB U BEIPa0OTKA MEP MO UX MPEAYIPEXKACHUIO.

5.3. YnoiHOMOYEHHOE JIMLO JIMOO JIMIIO, OTBETCTBEHHOE 3a OOecreyeHue
0€30MaCHOCTU MOoJyvaTesied COUUAlbHBIX YCIYT MpPU OOpalIeHUH JIEKapCTBEHHBIX
CpeacTB (€ciM OHM HE COBNAAAIOT B OJHOM JIMIE, AaJiee B HACTOSIIEM paslielie —
OTBETCTBEHHBI 33 MOHHUTOPUHI), OCYILIECTBJISET MOHUTOPUHI O€30IacCHOCTH
JIEKapCTBEHHBIX MTPENApaTOB ISl MEAULMHCKOIO TPUMEHEHUS.

5.4. MoHutopuHr = 06€30MacHOCTH  JIEKAPCTBEHHBIX  MpenapaToB s
MEJIUIIMHCKOTO MPUMEHEHUsI BKJIIOYAeT B ceOs cOop, o0pabOTKy, perucTpaiuio u
aHanmu3 WHGOpPMAIMU O MOOOYHBIX JEHCTBUSX, CEPbE3HBIX U HEMPEABHICHHBIX
HEXXEJIATEIIbHBIX PEaKLUsX.

5.5. B cnmydae HacTymja€HHS CEPbE3HBIX HEXKEIATEIbHBIX PEAKIUNU IPH
NPUMEHEHUN JIEKAPCTBEHHOI'O Ipenapara il MEOUUUMHCKOTO MPUMEHEHUs C
JETATbHBIM MCXOAOM MJIM YrpO30M JKU3HHU IMOJYYaTelll0 COLUAIbHBIX YCIyT
VYupexnenue o0s13aH0 B cpok He Oosiee 3 pabouux gHeH coobmars B PoczapaBHaazop
O JaHHOM MHUIUJCHTE.

5.6. YNOTHOMOYEHHOE JHMII0O IIPU BBIABICHUM CIIy4acB WHAUBUIYAIBHOU
HENEPEHOCUMOCTH JIEKAPCTBEHHBIX CPEJCTB, SIBUBLIMXCS OCHOBAHUEM JUISl BBIIUCKU
JIEKapCTBEHHBIX IPENApaToB MO TOProBOMY HAMMEHOBAHUIO B PAMKax MpOrpamMm
JBTOTHOTO JIEKAPCTBEHHOTO 00ECIIEYEH U, B CPOK, HE MPEBBILAIOIINI 5 pabouux AHEH
C JaThl BBIMMCKUA COOTBETCTBYIOIIETO JEKAPCTBEHHOIO Ipenapara Mo TOPrOBOMY
HAaMMEHOBaHUIO, HanpasiseT B Poc3npaBHan3op coorBercTByroliee «M3Bemenne o
HEXENaTeNIbHOM  peakiMd WM  OTCYTCTBHUM  TepamneBTHYecKoro  3¢dekra
JIEKapCTBEHHOT O Ipenapara» 1no gopme, npuseaeHHOMN B npunoxxkeHuu Ne 1 k [lopsaky
ocylecTBIeHHs (hapMaKOHa30pa, YTBEPKACHHOMY ITpuka3zoM deaepanbHOl CiyKObI
1o Haa30py B cepe 3apaBooxpanenus oT 17.06.2024 No 3518 .

B ciydae, ecnu Xapakrtep CBENEHHMM HE COOTBETCTBYET COICPIKAHUIO ITOJIEH
yKa3aHHOW (QoOpMBl JOMyCKaeTcs HX HpeAcTaBieHue B Poc3npaBHaa3op B
MPOU3BOJILHON (hopMe.

5.8. Konuu cooOuieHuii, HampaBieHHBIX B Poc3apaBHaa30p ydpexIeHHEM
COLMAJIBHOTO OOCITY’KMBaHUS B COOTBETCTBUU C IMyHKTaMu 5.5, 5.6 HacCTOSILEro
[TonoxxeHust, COXpaHsIIOTCA B MEAUIMHCKON TOKYMEHTAIIMH MOJIy4aTeNsl COLUAIbHBIX

YCIIYT.
6. O0ecrieueHue BHINOJTHEHNS YCTAHOBJIEHHBIX TPeOOBAHMIA NIPHU OTIyCKe
JIEKAPCTBEHHBIX CPEICTB

6.1. OTBETCTBEHHBIM 3a OpPraHMU3aLUI0 PabOTHl MO OTMYCKY JIEKAPCTBEHHBIX
IpenapaToB IOJYYaTeI0 COLUMANbHBIX YCIYr  SIBISIETCSA Bpad Yy4YpEKIACHUS
COLMAIIBHOTO OOCIYy>)KMBaHMsI WJIM MHOE YINOJHOMOYEHHOE JIMIO JUIsl 00ecredeHus



NOBBIIEHUS 3()PEKTUBHOCTH M OE30MACHOCTU JICUEHUS IMYyTeM KOHCYJIbTaTUBHOTO
COIPOBOKJEHUS COIMATIbHO-MEIUIIMHCKUX YCIYT B YaCTU JIGKAPCTBEHHOW Tepariuu,
HA3HAYEHHOU MOJIy4aTeN0 COLMAIBHBIX YCIYT B COOTBETCTBUU C YCTAHOBJIEHHBIMU
CTaHJapTaMU MEIULIUHCKOW MOMOIIIH;

rJlaBHAsT MEIMILMHCKas cecTpa (MpUd HaIMYUM JIOJDKHOCTM B  ILTATHOM
pacnyicaHum);

CTapuIMe MEAMIMHCKAE CecTpbl (NP HAIWYUK JOHKHOCTM B IITATHOM
pacnucaHui);

WHBIC JIMIIA, YYaCTBYIOIIHE B OOpaIICHUH JIEKAPCTBEHHBIX CPEACTB B
YUPEKICHUH COLIMAIBHOTO O0CTYKHUBAHUSI.



[Tpunoxenue 1

(HaI/IMeHOBaHI/Ie OopraHusaiuu, I/IMeI'OI_[Ieﬁ JIMICH3UIO Ha MCIUIIMHCKYIO I[EHTeHLHOCTL)

Kypuan*
ydeTa oneparyii, CBI3aHHbIX ¢ 0OpaIEHUEM JIEKAPCTBEHHBIX CPECTB
JUISL METUITAHCKOTO IPUMEHEHHS

(HaI/IMeHOBaHI/Ie JICKAPCTBEHHOI'O CPEACTBA AJII MEAULITUHCKOTO HpI/IMeHCHI/Iﬂ)

(mo3upoBKka, nekapcTBeHHas (GopMa, eMHUIA U3MEPESHUSI )
[MPUXO/, PACXO[J Ocrarox
Bcero 3a
Bcero o .
OcTatok MecsI] 110 dakTuueckuii Tloxmuce
Ot xoro Ne megunmHCcKOrQ pacxox | KypHaly
Mecsn Ha l-e N u nara MPUXOLLY [Hara Komnnuect OCTaTOK Ha YIIOJTHOMOYEHHO
MOJTy4eH Konnuectso nokymenra (D.1.C 3a ydera Ha
4HCII0 JIOKyMEHTa c BBIJIAYH * BO KOHEI[ Mecsina TO JHLa
0 rpaxaaHuHa <*> MECHIL KOHEIL
MecsIa OCTaTKOM
Mecsna
1 2 3 4 5 6 7 8 9 10 11 12 13
SlHBapp
DeBpanb
Maprt u 1.1

*
<F> Yka3bIBaercs B ClIy4a€ MHAUBUAYAJIbHOI'O Ha3HAYCHHUS U BBINIMCBIBAHUS JICKAPCTBECHHOT'O CPEACTBA KOHKPETHOMY I'paKIaHUHY




[IpumepHas hopma xKypHaa® 1o MOJTYYEHUIO OT MPaXKIaH, IPOKMBAIOIIMX B OPraHU3aluaX
COLIMANTLHOTO 00cTy>KrBaHus, U Beigaue JIII qj1st MeAUIIMHCKOTO UCIIOJIb30BaHUS

[Ipunoxenue 2

HOJYYEHHUE HA XPAHEHHUE BbIJAYA Ocratox
[)5(0) Toprosoe 5[0 Toprosoe ®UO JIEKAPCTBEHHOTO
MIPOKUBAIOIIETO | HAaUMEHOBaHHE (5[0 IToanuce TIPOKUBAIOLIETO | HAUMEHOBAaHHUE IToanuce
Cpoxk Koun-Bo Hara, Cpok | Kon-Bo | otBercTBe npenapara,
Hara B OPraHM3ALMH | JIEKAPCTBEHHOT | OTBETCTBEH |OTBETCTBEHHOTO B OpraHHM3alMH |JIeKapCTBEHHOTO OTBETCTBEHHO en
JTHOCTH en. BpeMs TOJHOCTU en. HHOTO .
COIMAIBHOTO 0 mpemapara HOTO JIUna biaic| COIMAIBHOTO mpemnapara . TO JIHIA
o0CITyKUBaHHs (cepus, Ne) obcmyxuBanus | (cepwus, Ne)
1 2 3 4 5 6 7 8 9 10 11 12 13 14 15




	Приложение 1
	Приложение 2

