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r. I'lensa

06 yreepxaennn [Mopsiika yuacTus npeacrapureieil (papmManeBTHIECKHX
OpraHu3auui, IpoH3BOAUTE/IeH, MPOJABLOB MEIHIHHCKUX H3/1eJIMi B cOOpaHusIX
mequuuHcknX padornukos I'BY3 «Ilensenckas 00,1acTHAsi KITHHHYECKAs] 00JILHHULIA
um. H.H. Bypaenko» # HHBLIX MepPONPHUSTHAX, HANIPABJIEHHBIX HA MMOBLINICHHE HX
npodeccHOHATLHOI0 YPOBHS HJIM NPEI0CTABIeHeM HH(POPMALHH, CBSI3AHHOH ¢
oCyIIeCTBJIEHHEM MOHHTOPHHIA 0€30IaCHOCTH JIEKAPCTBEHHBIX NIPENapaTos H
MOHHTOPHHIA 6€30NaCHOCTH MEIHIHHCKAX H31eTHiH

B COOTBETCTBHU C IOANYHKTOM 5 MyHKTa 1 cTarbu 74 DeaepalbHOro 3aKoHa OT
21.11.2011 Ne 323-®3 «OG ocHOBaX OXpPaHbBl 3/0POBbs TpaxaaH PoccHiCKoH
Oejrepalliiy», a TAKKE B Ie/ISIX TOBBIIEHHS MTPOYECCHOHATEHOIO YPOBHS MEIHINHCKIX
pabOTHHKOB M OOecIedYeHus JOCTyIa MEIUIHHCKHX pabOTHHKOB K HH(OpMAIKH,
ITpeLyCMOTPEHHOM YacThio 3 cTarhi 64 defeparlbHOTO 3aKOHa OT 12.04.2010 Ne 61-03
«O6 0GpaIeHNH JTeKapCTBEHHBIX CPEICTB) M 9acThio 3 cTaThi 96 dejiepabHoro 3aKoHa
or 21.11.2011 Ne 323-®3 «O06 ocHOBax OXpaHbl 3/0pPOBbsS TIpaxaaH PoccuiickoH
Ddepepanyuy», 1P KK a3 bl B A 10

1. VYTBepAMTh TOPAAOK  YYacTHs  IPEACTaBUTENed  (apMaleBTHICCKAX
OpraHu3alui, IIPOU3BOJAMTEIIEH, NPOAABIOB MEAUIUHCKAX M3l B cOOpaHUsAX
meHeKknX padotnukos ['BY3 «Ilenszenckas obiacTHas KIXHHYECKas OOJIBHHIIA UM.
H.H. DbypneHko» ¥ HWHBIX MEpONPHATUIX, HANpaBICHHBIX Ha MOBBINICHAE HX
npo(eCCHOHAIBHOIO  yYPOBHS HJIM  [PEJOCTaBICHHEM uH(OpMAIH, CBA3aHHOH C
OCYIIECTBICHHEM MOHHUTOPHHIA O€30IaCHOCTH  JIEKapCTBEHHBIX — [PEIapaTos  H
MOHHTOPHHTA 6€30M1aCHOCTH MEIHIIMHCKUX M3IeTui (fanee — IMopsnox) (ITpunoxenue).

2. Pagornuxam I'BY3 «llenseHckas obnactHas knuHudeckas GonpHuua uM. H.H.
Byp):erK@r‘S; OCYIIECTBIIATh I[IpUeM IIPECTaBUTENEH (papManeBTHIECKUX KOMITaHUH,



MPOU3BOJIUTENICH WIM MPOJABIOB MEIUIMHCKUX H3ACIUA B CTPOIrOM COOTBETCTBHH C
YTBEPKASHHBIM [TOPSAIKOM.

3. Bo310XuTh 00S3aHHOCTH II0 OpraHU3alMH HCIONHCHUS M KOHTPOIIO 3a
ucrnojiHeHrneM llopsiika Ha 3aMecTHTeNs TJIAaBHOTO Bpaya 110 MEIUIIMHCKON 4YacTH
bynanoBa A.A.

4. IlpusHarh yTpaTUBIIMM CUIy Ipuka3 rnaBHoro Bpaua ['bY3 «llensenckas
obnactHas kiauHW4eckas OosbHmiia uM. H.H. Bypaenko» ot 28.03.2015 Ne 123 «O06
yTBepxkaeHun Ilopsinka mnpuemMa mnpejacTaBuTelneld ¢apMaleBTHYECKHMX KOMIIAHHH,
MPOU3BOJIUTEICH WM NOpoaaBloB MenuuuHckux wus3nenuit B [bY3  «llensenckas
obOnacTHas KiiMHKU4Yeckas OoinpHuIa UM. H.H. Bypnienko».

5. HavanpHuKy OTHEe/la aBTOMATHU3UPOBAHHOM CHCTEMBI YIpaBiIeHHS MelexuHy
B.A. pa3smecTuTh HacTosAmMi mopsyjok Ha odumuansHoM caiite I'BY3 «llenzeHckas
obnacrrHas kimHu4eckas oonpnuia uMm. H.H. bypnenkoy.

6. HawanpHuky oTAena JOKyMeHTallmoHHoro obecreuenuss Pasunoit H.B.
[IEPCOHAIBHO, [OJ  POCIHUCH  O3HAKOMHUTH C  HACTOAIIMM  IIPUKa3OM  BCeX
3aMHTEPECOBAHHBIX JIMI] (COTJIACHO JIUCTY O3HAKOMJICHHUS).

7. KOHTpOJIb 32 UCITOJIHEHHEM HACTOSIIEro MpHKa3a OCTABIISAIO 3a COOOM.

['naBHBIN Bpau ﬁ/ N.B. ®ponosa

HavanpHuk iopuamueckoro otieia
H.B. ®neonosa «40» /4 20041
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[IpuioxeHue
k npuka3y ['bY3 «Ilensenckas
oOsacTHasl KIMHUYECKas
6onpauna uM. H.H. Bypnenko»
OT 201 I Ne_ 405

Iopsigok

y4yacTHsi npejcraBuTelieil papManeBTHYECKUX OPraHU3aluH, NPOU3BOANTEICH,
IPOAABIOB MeIMUUHCKAX U3JeMii B cOOpPAHMAX MeTUIHHCKAX Pad0THHKOB I'byY3

«Ilenzenckasi 061acTHas KIMHH4Yeckas 0oasnnua um. H.H. Bypaenko» u HHbIX

MepONPHUATHSX, HANPABJIEHHBIX HA NOBbINIEHHE HX MPOeCCHOHATILHOIO yPOBHS
HJIM TIpeiocTaB/IeHueM HH(OpPMALNH, CBA3AHHON ¢ 0CYIeCTBICeHHEM MOHHTOPUHIA

6€301ACHOCTH JIEKAPCTBEHHBIX MPENapaToB H MOHMTOPUHIA 0€30NACHOCTH
METHIMHCKUX M3/1e/THH

1. O0mue MoJI0KEeHUs

1.1. Hacrostmmit  ITopsiiok  ydacTuss MpeAcTaBUTeNed  (apMalueBTHYCCKHUX
OpraHu3arii, IpPOU3BOJUTENEH, MPOJAABIOB MEIUIHUHCKAX U3JIeMnid B COOpaHHUAX
merHckux pabornukos I'BY3 «llensenckas obnacTHasi KIMHUYIECKAS OoJIbHHIIA UM.
H.H. bBypaeHko» M HMHBIX MEPOIPHATHAX, HAIPAaBICHHBIX Ha MOBBIIICHHC HX
IpOECCHOHATLHOIO  YPOBHS WM IPEJOCTABICHHEM HMH(MOPMALMY, CBI3aHHOH C
OCYILIECTBICHHEM MOHHTOPHHIA O€30IaCHOCTH  JICKAPCTBEHHBIX — IIPENApaToB U
MOHHTOPHHT'a GE30MTaCHOCTH MEIMIMHCKUX M3fenui (nanee — Tlopsiiok) yTBepXKIeH B
COOTBETCTBHH ¢ MOJIYHKTOM 5 myHKTa 1 crarsu 74 ®enepansHoro 3akona ot 21.11.2011
Ne 323-03 «O06 ocHOBax OXpaHbl 340pPOBbA I'pakIaH» OIPEACSCT IOPANOK IpUeMa
MEJIMIIMHCKAMH paboTHukamMu u pykoBomuteneM I'bY3  «llenzeHckas o0acTHas
imaErdeckas oonpauia um. H.H. Bypaenko» (manee — YdpekaeHue) IpeacTaBUTeIen
(hapMaIleBTHUECKUX OpraHu3aliii, IPOM3BOUTENEH, IPOJIABLIOB MEUIIMHCKIX U31ETHHI
(mamee — TpeACTABHTEIN KOMIIAHMH) B COOpaHMSX MEIUIUHCKUX pabOTHUKOB
Vupesxkjenus W HHBIX ~ MEPONPHUATHAX,  CBS3aHHBIX  C  IOBBIIIEHHEM  HX
npodecCHOHANBHOIO YPOBHA WM IPEeJoCTaBeHHeM WHGOpMALMH, CBA3aHHOH C
OCYILIECTBJICHHEM  MOHUTOPHMHIa  0O€30MacHOCTH  JICKapCTBEHHBIX — IIpernaparos U
MOHHMTOpPHUHTa 0€30MaCHOCTH MEJIMIIMHCKUX H3JICIIHH.

2. Iopsaok y4acTHs npeacTaBuTe/Ied OpraHu3auui

2.1. TlpueM mpejcTaBUTENICH OpraHu3alyi, 3aHUMAIOUIMXCH pa3paboTKOH,
[IPOM3BOJACTBOM © (WJIH) peanu3alueid JICKapCTBCHHBIX IIPENaparoB, MEIMLIMHCKUX
W3Jle]Mi, OpraHp3alud, OO0JafaloluX IIpaBaMH Ha HCIIOJIBE30BaHHEC TOProOBOIO
HAUMEHOBajysl  JIEKAPCTBEHHOrO  Iperapara, OpraHu3alMi  ONTOBOM — TOPrOBIH
JICKAPCTBEHHLIMU  CPEICTBAMH, ANTEYHBIX OPraHM3alMd (MX IPEICTABUTEIICH, HHBIX
(PUBHYECKUX U FOPUIMYCCKUX JIMI, OCYIIECTBIISIOMNX CBOIO JIEATEIbHOCT OT MMCHH 3THX



opraHuzanuii) B COOpaHUIX MEJAMIHUHCKAX PAOOTHUKOB YUPEKICHHS H HHBIX
MEPOIPUATHSIX, CBS3aHHBIX C TIOBBIIIEHHEM HX M[PO(ECCHOHATBHOIO YPOBHS HIIH
OpeoCTaRICHHEM HWH(OpMalKK, CBSI3aHHOM C  OCYIIECTBJIEHHEM MOHHTOPHHIA
0e30I1aCHOCTH JIEKAPCTBEHHEIX IIPErapaToB 1 MOHUTOPHHIA 0€30I1aCHOCTA MEAUIIUHCKHUX
M3JICJIMM  OCYINECTBIISCTCS IO IIPEJIBApUTEIbHOMY COIVIACOBAHMIO C IJIABHBIM BpayoM
Yupex1eHusl.

2.2. Vupexnenue obecriedrBaeT BO3MOXXHOCTDb y4acTHsl MEIUIUHCKUAX PAOOTHHKOB
B CICIYIOIUX MEPOIPUSITUAK, CBS3aHHBIX C IOBBIIIEHHEM HX INPO(heccHOHaIBLHOIOo
YPOBHS WM MPEIOCTaBIEHUEM HH(DOPMALUU:

- B COOpaHUSIX METUIIMHCKUX PAOOTHUKOB Y UpEKICHUS;

- IIpOBEJICHWE HWHBIX  MEPOIPHUITHH, HalpaBI€HHbIX Ha  IIOBBIIICHHE
npodeCcCHOHATBLHOI0 YPOBHS U HHOOPMHUPOBAHHOCTH MEAUIIMHCKUX PaOOTHUKOB.

2.3. CorracoBaHyde BPEMCHHM M JaThl YYacTHs IpeACTaBUTENCH KOMIIAaHWUH B
coOpanusx MeaunuHckux pabotHukoB ['BY3 «lleH3eHckas oOiacTHas KIMHHYECKAs
oonpruna um. H.H. BypaeHko» u MHBIX MEPONPUATHSX, CBI3aHHBIX C IOBBIIICHHUEM HX
npohecCHOHAIBHOIO YPOBHS HIIMA TIPeJIOCTaBIIEHHEM HHQOPMAalUH, IIPelyCMOTPEHHOH
yacTblo 3 crareu 64 61-DO3 u ugactero 3 crarer 96 323-D3 ocylecTBISETCS 110
IIpejiBapUTeIbHOMY OOpalleHnio (He MeHee 4eM 3a 5 pabouux JHEH 10 JaThl IpHeMa)
yKa3aHHBIX IpeJICTaBUTeNIeld Ha MMsI [JIABHOTO Bpaya Y4YpeXIEHHUs, HallpaBJICHHOMY B
[MMCHMEHHOM BHJIE B aJpec Y4pexkJIeHus, JIMOO o 3IeKTpoHHOU moute burdenko(@e-
pen.ru M mocpeIcTBOM (haKCUMIIIBHOW CBA3M 10 HoMepy 8(8412) 54-85-34,

2.4. B oOpaniennu JIOMKHBI ObITE YKa3aHb! CIISAYIONINE CBEICHUS:

- HAMMEHOBAHUEC KOMIIAHHUH, aJpeC, KOHTAKTHBIC PCKBU3UTEI,

- JIAHHBIC uua, YIIOJTHOMOYEHHOTO JIeUCTBOBATh OT MMEHH U B
MHTEepecax KOMIIaHWH;

- chepa nesITeIbHOCTH KOMIIaHUH;

- IpeAMET UHTEpeca:

a) IpOBEJICHHE  KJIMHUYECKUX  HWCHBITAHMH  JIEKAPCTBEHHOIO  IIperapara,
KJIMHAYECKUX MCTIBITAHUN METMIIMHCKOIO M3/1eII1s;

0) KOHCYJIbTAIlMM 110  0E30MaCHOMY, PpAIlMOHAIBHOMY H©  3(Q(PEKTUBHOMY
IIPUMCHCHUIO, O HEKEJIATEJIbHbIX peakUUsX IIPH INPUMEHEHHH TOBAapOB KOMIIAHHH,
HCITOJIb3YyEMbIX B MEAUITMHCKON OpraHu3alliy,

- rieneBas NpodeCCHOHANBHAS 8y TATOPHS MEIUIIUHCKUX PaOOTHHKOB,

- hopMa yuacTHs B cCOOpaHUM MEIUIIMHCKUX PaOOTHHKOB.

2.5. OBGparlienue o JIOMyCKe TPe/ICTABATENCH KOMIIAHUH Ui y9acTHsd B COOpaHUH
MEIMIMHCKUX pabOTHHKOB paccMaTpuBaeTcs B TedeHue S5 paboumx pgued. Ilpwm
IIOJIOKUTEILHOM — pellleHuH  oOpamieHuss HWHGoOpMalus O JOIYyCKe HalpaBiIseTcs
ITPEJICTABUTEII0 KOMIIAHUH.

2.6. B ciyuae jomycka JajbHEUIIyI0 paboTy N0 OOECHeYEeHUIO YdacTHs
npejcTaBuTelel KoMIlaHuid B COOpaHMKM MEIMIIMHCKHX paOOTHUKOB YUpeKIEeHHUS
obeclieunBagT 3aMeCTUTEI b INIABHOTO Bpaya I10 OKa3aHUI0 MEUIMHCKON YacTH.

2.7.MemuuHckne pabOTHUKM MTPUHMMAIOT YyJ9acTHE B COOPAHHSX MEIHI[MHCKHX
pPabOTHUKOB U UHBIX MEPOTIPHSITUSIX, CBSI3aHHBIX ¢ MOBBIIIEHUEM HX IMPO(ECCHOHAIBHOTO




YPOBHA € y9aCTHEM IIPEACTABUTENEH KOMIIAHHH B CBOOOLHOE OT OKa3aHUS METUIIMHCKOMN
IIOMOIITH BpeMs.

3. O6s13aHHOCTH PYKOBO/IMTE el H MEIUIMHCKUX PAaGOTHHKOB Yupexaenus

3. B o0s3aHHOCTH PYyKOBOAUTEICH W MEIUITHHCKUX paboTHUKOB VYupexjeHus B
CBA3H C OCYINCCTBICHUEM IIpHEMa TIPEIACTaBHTENEH (apMaleBTHYeCKHX KOMIIAHHIH,
IIPOU3BOJIMTEIICH WM IIPOAABLIOB MEUIUHCKUX U3/ BXOJIUT:

3.1. crporo cobmoaars TpeGoBaHUs JIEUCTBYIONIETO 3aKoHOJaTe/lbcTBa Pd
(BKIIOYas TpeboBanud cT. 73, 74, 96 MenepansHoro 3akona Ne 323-®3 ot 21.11.201 1, 4.
3 cr. 64 ®ezepanbHoro 3akona ot 12.04.2010 Ne 61-D3) 1 HacTOSIIHI ITopsinok;

3.2. wn3beratb KOH(IMKTA HHTEPECOB IIPU OCYILUECTBIICHHHA MEIUIIMHCKOM
JIEeSITCIIBHOCTH,

3.3. crporo cobo/1aTh IpaBa nanueHToB. IIpy HCITOTHEHHH HACTOSIIEro [Topsinka,
MCXOMUTH W3 IPUHIMIIA IPUOPUTCTA MHTEPECOB IIALIMEHTA M PYKOBOJACTBOBATHCS
IIPUHITUIIAMA MEJIMIUHCKON YTUKH U JICOHTOJIOTHH.

4. Orpannvennsi, HaJlaraemMble Ha MEIMUMHCKUX PaGOTHHKOB Yupexaenus: npu
OCylIeCTBJIEHUH HMH NPO(¢ecCHOHAILHOM 1eITeJIbHOCTH

4. Ha mMejmumackux pabOTHHKOB M PYKOBOAUTENEH YUPEKICHHUS B COOTBETCTBHH
co crared 74 depepainbHoro 3akoHa ot 21.11.2011 No 323-®3 «O6 ocHOBax OXpaHbI
3/10pOBBSA I'PAXKIAHY HAJIAralOTCsl OTPAaHUYEHHH, & UMEHHO MEJUIIMHCKHE PAaOOTHUKH H
PYKOBOJIMTENH YUPEIKICHHS He BIIpaBe:

4.1. IpHHMMATE OT OpraHM3alMi, 3aHUMAIOIMXCS Pa3pabOTKO, IIPOU3BOACTBOM H
(Min) peanusanmeit JICKapCTBEHHBIX IIPEIApaTOB, MEIUIHHCKIX U3JeJINM, OpraHu3alui,
00JIa/1al0NMX TIpaBaMH Ha HCIIOJIB30BAHUE TOPrOBOIO HAMMEHOBAHHSA JIEKapCTBEHHOT'O
lperiapara, OpraHM3alui ONTOBOH TOPrOBIHM JIEKAPCTBEHHBIMU CPEACTBAMH, AlTEYHBIX
OpraHM3alui (MX IpeACTaBuTeNeH, HHBIX (DHU3MYECKUX M IOPHIHYECKMX JIMII,
OCYILECTBIIAIOIINX  CBOIO  JIEATEIPHOCTE OT MMEHM OTUX OpraHusauui) (nanee
COOTBCTCTBCHHO - KOMITAHU, IPEJCTaBUTENIb KOMIIAHUH) MOIAPKH, ICHEXKHbIE CPENCTBA
(32 HCKIIOYEHHEM BO3HArPaXKACHWH MO J0roBopaM Ipu MIPOBEJIEHNHU KIIMHHUYECKHX
MCCIICJIOBAHNH JICKAPCTBEHHBIX IIPENaparoB, KIMHUYECKMX HCIBITAHHH MeIUIIHHCKIX
U3JICTTHH, B CBSI3U C OCYIUCCTBICHHEM MEIMIMHCKMM PaGOTHHKOM IIearordueckoll u
(M) HAy4HOH JIESTENBHOCTH), B TOM YHCIIE Ha OIUIATY PasBiedeHHuil, OT/bIXAa, IIpoe3ia K
MECTy OTIbIXa, a TakXkKe IPUHUMATh YYacTHE B pa3BICKATENBHBIX MEPOIPHATHAX,
IIPOBOJIMMBIX 3a CUET CPE/ICTB KOMITAHUH, Ipe/ICTaBUTEIeH KOMITaHUM,

4.2. 3akmo4arh C KOMIIaHWEH, IIpeACTaBUTENIeM KOMIIAHMH COIJIAIICHHS O
Ha3HAUCHHH MIIM PEKOMEH/IAIMK IAIlMCHTaM JIEKapCTBEHHBIX IIPeraparoB, MeIUIIMHCKAX
M3ICIHH (38 MCKIIOYEHHEM JIOIOBOPOB O INPOBEJEHHH KIHHHYECKHX MCCIIeOBAHHIA
JICKapCTBEHHBIX 1IPENApaToB, KITMHAYCCKHX MCITbITAHUH METHITMHCKUX H3/IENH);

4.3. pOIyYaTh OT KOMIIAHHH, [IPEACTABUTEIS KOMIIAHHH 00pasIbl JIEKApCTBEHHBIX
HpenapaTofz, MEIMIMHCKAX M3JICIIMA JUUIs BPYYEHHUs TNAIlMeHTaM (3a MCKIIOYEHHEeM



CllydaeB, CBSI3aHHBIX C IIPOBEJACHUEM KIHHHYECKHX HCCIIEOBAHUA JICKApCTBEHHBIX
penaparoB, KIMHAYECKUX UCIBITAHUN MEUIIMHCKUX U3/IEIHH ),

4.4, npeoCTaBISITh IPU HA3HAUEHUU Kypca JIEUYEHHMs IalMeHTy HEIO0CTOBEPHYIO,
HEIOJNHYI0 MJIA WCKOKEHHYI0 HWHQopManuoo 00 UCHONb3YEeMBIX JIEKAPCTBEHHBIX
nperaparax, 0 MEJIUIIMHCKIX HU3JENUAX, B TOM YHCJIE CKPhIBATh CBEJIEHUA O HAJMYHH B
o0paleHy aHAJIOTHYHBIX JIEKApCTBEHHBIX IIPENapaToB, MEAUIUHCKUX H3ICIIHHT,

4.5. BBITACHIBATE JIEKAPCTBEHHBIC MIPEIIapaThl, MEAUIIMHCKUE U3/IeJIMs Ha OJlaHKaXx,
cojiepakaix HH(GOPMALHIO PEKIAMHOIO XapaKTepa, a TaKXkKe Ha peleNTypHBIX OJaHKax,
Ha KOTOpPBIX 3apaHee HaleyaTaHO HauMEeHOBaHHe JIEKapCTBEHHOI'O Iperapara,
MEJTHIIMHCKOT'O U3JIeJIH.

5. OTBETCTBEHHOCTH PYKOBOMTE/ e H MeJHIIHHCKUX PA0OTHHKOB YYpeKIeHHsI

5.1. 3a wHapymenwe TpeOoBaHMH Hacrosumiero llopsinka pyKOBOJUTETH U
MEIMIHHCKHE PAaOOTHUKU YUpexJACHUS HECYT OTBETCTBEHHOCTh, IIPElyCMOTPEHHYIO
3aKoHOMaTeIbcTBOM Poccuiickoit denepanu.



