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INPUKA3
«23» suBapst 2020 r. Ne 108/4

06 yrBepxkaeHuu [TonoxxeHust 0 MOpsIKe B3aUMOJICHCTBUS
MEIUIIMHCKUX PAOOTHUKOB MEIUIIMHCKON OpraHu3aiuu ¢
MIPE/ICTAaBUTENISIMA OpraHUu3aluii o pa3padoTKe, MPOU3BOICTBY
W/WIH peai3aiiii MeTUITMHCKUX U3JICITHH, JICKapCTBEHHBIX
MpenaparoB, OpraHu3aiui, o0JaJarNMX MpaBaMi Ha
KCII0JIb30BaHUE TOPrOBOTO HAMMEHOBAHUS JIEKAPCTBEHHOTO
npenapara, OpraHu3aiuii OTOBOKW TOPTOBIIH

JIEKApCTBEHHBIMU CPEACTBAMU, AalITEYHBIX OpraHU3AIINMA

PykoBonctBysice TpeboBanusimu denepanbHoro 3akona oT 21 HosOpsa 2011 r. Ne 323-D3 «O6 ocHoBax
OXpaHbl 3710p0oBbsl IpaxaaH B Poccuiickoit @enepanumn», @enepanbHoro 3akoHa ot 12 anpens 2010 r. N
61-®3 «O6 oOpamieHUHd JEKapCTBEHHBIX CpEACTB», MocTaHoBleHUs IIpaButenbctBa Poccuiickoit
@enepaunu ot 12.11.2012 r. N 1152 «OO0 yTBepKIEHUH MOJIOKEHUS O TOCYIapCTBEHHOM KOHTpPOJIE
KauecTBa U 0€30MacCHOCTH METUITMHCKON AedaTenbHoCcTHY, TpynoBoro koaekca Poccuiickoii denepanuu;,
VHBIX JICHCTBYIOIINX HOPMAaTUBHO-TIPABOBBIX aKTOB Poccuiickoit Penepanny,

MPUKAa3bIBaIO:
1. VYrBepaute [lonoxkeHue o MopsKe B3aUMOACHCTBUS MEAUITUHCKUX PaOOTHUKOB MEAUITUHCKON
OpraHM3alfi C TPEACTABUTEISIMH OpTaHU3alMid MO pa3padoTKe, MPOU3BOJCTBY W/MIU peaTu3aluu
MEJIUIIMHCKUX W3JCNIUMA, JIEKapCTBEHHBIX IMpernapaToB, OpraHu3aldid, OO0JaJaroNIMX IpaBaMu Ha
WCII0JIb30BaHUE TOPIOBOI0 HAMMEHOBAHUS JIEKAPCTBEHHOTO Mpenapara, OpraHu3aluii OonTOBOK TOPTOBIU
JIEKapCTBEHHBIMU CpPEACTBaMHU, anTeuHbIx opranuzanuil (Ilpunoxenue 1);
2. Ha3zHaunTh OTBETCTBEHHBIM JIHMIIOM 3a OpPraHH3alUi0 pabOThl B KIMHUKE IO COOJIOICHUIO
OTpaHUYCHUH, HaJaraéMbIX Ha MEIUIIMHCKUX PAOOTHUKOB MPH OCYIIECTBIECHUNA UMH TTPOQPECCHOHATIBHON
JeSITeIbHOCTH 3aMECTUTEINSI TIMPEKTOopa MO OpraHU3aIlOHHO-KIMHUYecKoi pabote batpkoBa E.H..;

3. 3aseayromiert BI] Mapxkosoit 3.E. o6ecrieunts pasmenienue [lomoxxenus Ha opuiMaibHOM caiTe
dunnana;
4, Cr.cnennanucty no kaapam KyapsmoBy JI.H. 03HaKOMHUTh C HAcTOAIIMM NTPUKA30M  BCEX

MCECIUIMHCKHUX pa6OTHI/IKOB duiarana moa POCIIUCH, a TAKKC obecrieunBaTh B JalbHEUIIIEM O3HaKOMJICHHUE
C HACTOAIINUM IMPHUKA30M BHOBb IIPUHATBIX MCIUITMHCKUX pa6OTHI/IKOB;
5. KOHTpOJIB 34 UCIIOJIHCHUEM HACTOAMLICTO ITPUKa3a OCTAaBJIAAIO 34 co0o0ii.

P———
Hupexrop @unnana /7§ _ H.A.ITo3neeBa



[Tpunoxenne Nel
K nipukasy ot 23 suBapst 2020 r. Ne

ITono:xenue
0 MopsiiKe B3auMOAeHCTBUS MeIMUMHCKUX PAOOTHMKOB MeIMUMHCKO OPraHu3annu ¢
NMpeJCTABUTE/ISIMHA OPTraHu3aIuii o pa3padoTke, MPOU3BOACTBY H/HJIH Peain3alui MeIUIHHCKHX
u3/1eJIMi, JIeKapCTBEHHBIX NpenapaToB, OpraHu3aumii, 00,1a1a0UX NPAaBaMU HA UCII0JIb30BaHUE
TOProBOr0o HAMMEHOBAHUS JIEKAPCTBEHHOI0 MPenapara, OpraHu3anuii ONToOBOIl TOProBJIU
JIEKAPCTBEHHBIMH CPEACTBAMHU, ANITEYHBIX OPraHU3aAIUIM

1. O01Iue moJI0KeHN
1.1. Hacrosmee [Tonoxxenue pa3paboTaHo B COOTBETCTBUU C:
. ®denepanbHbIM 3aKOHOM OT 21 HOs1Opst 2011 1. Ne 323-D3 «O6 ocHOBax OXpaHbI 370POBbS I'PaXKIaH
B Pocculickoit @enepauuny;
. ®denepanbHbIM 3ak0HOM OT 12 anpenst 2010 1. N 61-D3 «O6 oOpaieHnn JIeKapCTBEHHBIX CPEICTBY;
. nocraHoBieHueM llpaBurensctBa Poccuiickoit @enepauuu ot 12.11.2012 r. N 1152 «O0

YTBCPKACHUU IIOJIOKCHUSA O TOCYHAapCTBCHHOM KOHTPOJIC KadeCTBa H 0e30macHOCTH MEJIMIIMHCKOM
JACATCIIBHOCTHN,

. TpynossiM koxekcoMm Poccuiickon Penepannu;
. WHBIMU JCUCTBYIOIIMMU HOPMAaTHUBHO-IIPABOBBIMU akTamu Poccuiickoi Penepanuu.
1.2. Hacrosmee Ilonoxenue omnpenenser ¢GopMbl W yCTaHABIMBACT IpaBWla B3aUMOJEHCTBUS

MEIUIMHCKUX W (apManeBTHUeCKUX paboTHukoB Dunmana (gasee - MEAMIMHCKHE PAOOTHHUKH) C
OpraHu3alysIMH, 3aHUMAIOIIUMUCS Pa3padOTKOM, MPOU3BOACTBOM U (HIIM) peain3alei JeKapCTBEHHBIX
[IpernapaToB, MEIULUHCKUX W3AENIUI, OpraHu3alusMH, OOJaJaloIMMU IpaBaMH Ha MCIOJIb30BaHUE
TOPrOBOIO HAaMMEHOBAaHMs  JIEKAPCTBEHHOrO Ipenapara, OpraHu3alusMd  ONTOBOW  TOPIOBIIH
JIEKapCTBEHHBIMU CPEJCTBAMH, AalTEYHbIMU OpraHU3alUsSMU (Jlajgee COBMECTHO - KOMIAHUHM) U HX
MPEJICTAaBUTENSIMH (Jaliee — MPeICTAaBUTENN KOMITAHUH).

1.3. Hacrosmiee [Tonoxenne 00s3aTeNbHO I COONIOICHHSI BCEMU MEIUIIMHCKAMHU paOOTHUKAMH.
2. ®opMbI B3aUMOIEHCTBHUS € NPEeACTABUTEIAMH KOMIIAHUI
2.1. dopMaMy B3aMOJEHCTBHUS € MPEACTABUTEIAMU KOMITAHUN SIBJISIIOTCS CIEAYIOIINE:

2.1.1. IIpoBenenue cobpaHuii MEAUIUHCKUX PAOOTHUKOB U MHBIX MEPOIIPUATHUH, B T.U. KPYIJIBIX CTOJIOB,
BpayeOHBIX KOH(EPEHIINI, pado4YrX COBEIIAHUM, U T.N., MEIUIIMHCKUX PAaOOTHUKOB, HAIIPABJICHHBIX Ha
MOBBIIIIEHUE UX MPO(HECCHOHATBHOTO YPOBHS;

2.1.2. TlpoeneHue coOpaHWl MEIWIIMHCKAX PAOOTHUKOB W WHBIX MEPOIPHSTHH, B T.4. 3acelaHHM
BpaueOHOM KOMHMCCMM U MHBIX KOMHUCCHM, pabouux COBEUIaHWH, KIMHMYECKUX pazbopoB M T.IL,
HaIpaBJIEHHBIX Ha MPEJOCTaBlICHHE WH(OpPMAIMM, CBSI3aHHOW C OCYIIECTBIEHUEM MOHUTOPUHIA
0€3011aCHOCTH JIEKApCTBEHHBIX MpenapaToB 1 MOHUTOPUHTA O€30MaCHOCTH METUIIMHCKUX H3ETHH.

2.1.3. 3akimoyeHHe JOTOBOPOB 110 TIPOBEACHHIO KIMHUYECKUX HCCIEIOBaHUM  JIEKapCTBEHHBIX
IIPENapaToB, KIMHUYECKUX UCIIBITAHUN MEIULINHCKUX U3EIINN;

2.1.4. 3axmoyeHne JOTOBOPOB O TMOCTaBKaX JICKAPCTBEHHBIX MPEMapaToB, MEIUIIMHCKUX U3/, a TaK
’Ke JIOTOBOPOB Ha TEXHWYECKOE OOCIIYy)KHBAaHUE U HCIOJHEHUE MPUHATHIX JOTOBOPHBIX 0053aTelbCTB B
COOTBETCTBHUH C JEHCTBYIOIINM 3aKOHO/IaTEIbCTBOM.

2.2.  Ilpu HeoOXOAMMOCTH OpraHU3alMy MEPOIIPUATUH, YKa3aHHBIX B .11 2.1.1.-2.1.3 pa3nena 2 (nanee
MeponpusaTuii) Hacrosmero Ilonoxenus, nuOo ydacTUs B JAHHBIX MEPONPUATHUSAX, MEAMIIMHCKHNA
paboTHUK oOpamaercs k OTBETCTBEHHOMY JIMILY 32 OPTaHU3alUI0 PabOThHl B KIMHUKE MO COOIIOIEHUIO
OTpaHMYEHUH, HaJllaraéMbIX Ha MEIULUHCKUX pPAOOTHUKOB M (hapMalleBTUUECKUX DPAOOTHHUKOB IpHU
OCYIIECTBICHUH UMHU MTPO(PECCUOHATILHON NeSTETbHOCTH, I COTIIAaCOBaHMS U PEIIEHUs JAHHOTO BOIIPOCa:
2.2.1. OTBETCTBEHHOE JIMIIO 3a OpraHU3alnui0 pPaboOThl B KIWHUKE 1O COOJIOJACHHIO OTPaHUYCHHIA,
HaJIaraeMbIX Ha MEJAULMHCKUX PAOOTHUKOB MPH OCYIIECTBICHUU MU MTPOHECCUOHATLHON JAEATENbHOCTH,
U3y4aeT BOIPOC HEOOXOJUMOCTU U 11€71eco00pa3HOCTH OpraHU3alui MEPONPUITUN WM Yy4acTHs B HHUX



MEAUIIMHCKUX paOOTHUKOB U TOTOBUT COOTBETCTBYIOIIHE MPENIOKECHUS HA PACCMOTPEHUE T€HEPATHLHOTO
JTUPEKTOPa KIIMHUKH;

2.2.2. Jupextop Punnana:

- NMPUHUMACT PEIICHUE O IICIECOOOPA3HOCTH IMPOBEICHUS MEPONPHUITHS W YTBEPXKIACT CIUCOK JIHII,
MPUHUMAOIINX YIacTHE B MEPOIIPHUSITHH,

- U3/1aéT COOTBETCTBYIOIIUI IIPUKA3 O MIPOBEICHUN MEPOIIPHUSATH.

2.2.3. OTBETCTBEHHOE JIMIIO 32 OpraHu3anui0 paboThl B KIWHUKE MO COOJIOACHHUIO OTPaHUYCHHIA,
HaJlaraeMbIX Ha MEIUIIMHCKUX PAOOTHUKOB IIPH OCYIISCTBICHUH UMHU IIPOGECCHOHATBHON e TCIIbHOCTH,
Ha3HaYyaeMoe MpHUKa3oM JupekTopa dOuinalia, ocymecTBIsSeT KOHTPOJIb 32 IPOBEACHHUEM MEPOIIPHUATHS;
2.2.4. ]Jlns pemieHUs TeX WIH WHBIX BOIPOCOB, CBSI3aHHBIX C MPOBEICHUEM MEPOIPUSTHH, B KIUHUKE
MOTYT CO3/1aBaThCsl pabOYHre IPYIIIIbI;

2.2.5. Pabouas rpynma co3gaércs MPHUKa30M TeHepaIbHOrO JAMPEKTOPa, B KOTOPOM YKa3bIBACTCS IIEIh
co3/1aHus paboyel IPYIIbI, CIIUCOK €€ YYaCTHUKOB, KOMITETECHIUS pabodei IPyIIIb.

3. 3akJiil0ueHHe J0roBOPOB 0 NMOCTABKAX JIEKAPCTBEHHBIX NMPeNapaToB, MeIUIUHCKHX H3/1eJTH i,
a TaK e /IOTOBOPOB HA TEXHUYECKOe 00CIyKUBAHUE M UCTIOJTHEHUE PUHATHIX 110 HUM
00513aTEJILCTB.

3.1. 3aKJII04eHue JOrOBOPOB O MOCTABKaX JICKAPCTBEHHBIX MPENapaToB, MEAUIIMHCKUX U3/CIIHI, a TaKk

e JIOTOBOPOB Ha TEXHHYECKoe oOcimyxuBaHue B Duimane oCymECTBISETCS CTPOTO B COOTBETCTBUU C
TpeOOBAHUSAMHU IO COOJIIOJEHUIO OrPAaHMYEHMM, HajdaraeMblX Ha MEIUIMHCKUX pPaOOTHUKOB IpHU
OCYILIECTBIEHUN UMH NTPO(PECCHOHAIBHOM 1€ATENbHOCTH;

3.2.  HcnonHeHue MNPUHATHIX M0 3aKIIOUEHHBIM JOrOBOpaM O0s3aTEIbCTB OCYLIECTBISETCA B
COOTBETCTBUH C JCWCTBYIOIIUM 3aKOHOJATEIILCTBOM M TPEOOBAaHHUAMHU 1O COOJIIOJCHHIO OTPAaHWYCHUH,
HaJIaraéMbIX Ha MEIUIUHCKUX PaOOTHUKOB IIPU OCYILLECTBIEHUH UMU NMPO(HECCHOHAIBHON AEATEIbHOCTH.
3.3.  OTBeTcCTBEHHOE JHIO 33 OPraHU3alHI0 PadOTHl B KIMHUKE IO COONIOJICHHIO OTPAHUYCHUH,
HaJIaraéMbIX Ha MEAULIMHCKUX PAOOTHUKOB MPH OCYIIECTBICHUN UMH ITPO(ECCUOHAIBHON JeSTeNbHOCTH,
OCYILIECTBIISIET IOCTOSHHBIM KOHTPOJIb HA IPEAMET OTCYTCTBHS B yKa3aHHBIX B II. 3.1. HacTosIIero pasaena
JIOTOBOpaxX yCJIOBUM O HAa3HAYEHHWU MM PEKOMEHJALMM MaleHTaM JH00 O MPEUIOKEHUH HACEJICHHIO
OIpe/ICNICHHBIX JIEKAPCTBEHHBIX MPENapaToB, MEIULUHCKUX U3/AETUH.

4. IIpoBenenue coopanmnii ¥ MHBIX MEPONPUATHI MeIUIIUHCKUX PA0OTHHKOB, CBSI3AHHBIX €
OCYIeCTBJICHHMEM MOHMTOPHUHIA 0€30IaCHOCTH JICKAPCTBEHHBIX NIPENAapaTOB M MOHUTOPHHIA
0e30MacCHOCTH MeIMIIUHCKUX U3eJuil

4.1.  MenuuuHckue paOOTHUKM B YCTAaHOBJIEHHOM IOPSIKE Y4YacTBYIOT B paloOTe, CBSI3aHHOW C
OCYIIIECTBICHUEM MOHUTOPHUHTa O€30MacCHOCTH JIEKApCTBEHHBIX TpernaparoB ¥  MOHUTOPHHTA
0€30I1aCHOCTH MEAULIMHCKUX H3JICIIHH.

4.2. B MemumuHCKOM oOpraHu3anuu TPOBOAATCA COOpaHHS U WHBIE MEPONPUATUS MEAUIIMHCKHX
pPabOTHHUKOB, CBSI3aHHBIE C OCYIIECTBICHHEM MOHUTOPHHTA 0€30MacHOCTHU JIEKAPCTBEHHBIX MPENapaToB U
MOHHUTOPHHTA 0€30MaCHOCTA MEAUIIMHCKUX U3JICTHA.

4.3. Menuiuackue paOOTHUKHM BIpaBe MOJy4aTh MH(GOPMAIMIO OT KOMIIAHUM W TpPEJCTaBUTENEH
KOMIIaHU# WH(GOPMAIIKIO, CBSI3aHHYIO C OCYIIECTBIEHHEM MOHUTOPHHIA 0€30MacHOCTH JIEKAPCTBEHHBIX
MpenapaToB ¥ MOHUTOPHHTA O€30MTACHOCTH MEAUITUHCKUX W3/ICTTUH.

4.4, C uenpl0 TpeAOCTaBICHHUS MEAUIIMHCKUM pabOTHUKaM HMHQOpMAIMH, CBS3aHHOH C
OCYIIIECTBJICHUEM MOHUTOPUHTa OE€30MacCHOCTH JIGKAPCTBEHHBIX TMPENapartoB Y  MOHWUTOPUHTA
0€30MacHOCTH MEAMIIMHCKUX W3ACNUi, MPEeICTaBUTENIM KOMIAHWA MOTYyT NPUHUMATh YdYacThe B
coOpaHUsAX U MHBIX MEPOIPHUATHUSAX, B T.4. 3aCEAAHUIX BpaueOHON KOMUCCHH M MHBIX KOMHUCCHI, pabounx
COBEIAHUX, KIMHUYECKUX pa3dopax U T.I., B yCTaHOBJIEHHOM B Dumnmnaie mopsake.

4.5, HeoO6xomuMocTs TpenocTaBiIeHUsT TPEACTABUTEIIMA KOMITAHHK MEIUIIMHCKAM pPaOOTHUKAM
nH(OpMAIIUH, CBI3aHHOM ¢ OCYIIECTBIEHUEM MOHUTOPUHTA 0€30MaCHOCTH JIEKAPCTBEHHBIX MPENapaToB U
MOHUTOPHUHTA O€30MACHOCTH MEIUIIMHCKUX U3IETTHI, MOXKET OBITh O0YCIIOBJIEHA!

. IIPUMEHEHNUEM WJIM BO3MO>KHOCTBIO IPUMEHEHUS JIEKApCTBEHHBIX IIPENaparoB;
. MpUMEHEHHEM (IKCIUTyaTalllel) Wik BO3MOXKHOCTBIO MPUMEHEHHS (3KCIUTyaTallii) MEAUIIMHCKUX
U3JIEIIUN.



5. CoOpaHue MeTMUMHCKHUX PA0OTHUKOB

5.1.  Jna ykazaHHbIX B 1. 1.2. mieneit Hacrosiiero [lonoxxenus: cobpaHueM MEIUITMHCKUX paOOTHUKOB
MIPU3HAETCS] COBMECTHOE MPHUCYTCTBUE ABYX M 00jee METUIIMHCKUX PAOOTHUKOB JIi OOCYKIACHUS HIIH
pellIeHus ONnpeesIeHHBIX BOIIPOCOB.

5.2.  CoOpaHus MEIUIIMHCKUX pAaOOTHUKOB MOTYT IMPOBOAUTHCS B KIIMHUKE B CICTYIOIIUX HEJAX:
5.2.1. TloBbimeHuss MNPOQPECCHOHAIIBHOTO YPOBHS MEAMIIMHCKMX paOOTHUKOB MJIM B CBSI3U C
MpeI0CTaBlIeHuEM HH(POPMAIIIH:

. IpelyCMOTPEHHOM YacThto 3 craThu 64 denepanbHoro 3akoHa ot 12 anpens 2010 rona N 61- @3
«O0 oOpallleHuH JeKapCTBEHHBIX CPEJICTBY, T.€. 000 BCeX Cllydasx MOOOYHBIX NEHCTBUIl, HE YKa3aHHBIX B
MHCTPYKLUU IO MPUMEHEHUIO JIEKAPCTBEHHOI'O IIPErapara, O CEPbE3HBIX HEXKENATENIbHBIX PEAKIUX,
HENpPEIBUJCHHBIX HEXENAaTeIbHBIX pEeaKUHUsIX NpU MPUMEHEHUU JeKapCTBEHHBIX IpernapaToB, 00
0COOEHHOCTSIX B3aMMO/ICHCTBHS JICKAPCTBEHHBIX MIPENApaToB C JPYTUMH JIEKAPCTBEHHBIMU IpenapaTamMu,
KOTOpBI€ ObLTN BBISIBICHBI IPU MIPOBEICHUU KJIMHUYECKUX UCCIIEOBAHUN U IPUMEHEHUHN JICKAPCTBEHHBIX
IIpenapaTos;

. yacThio 3 crathk 96 denepanbHOro 3akoHa ot 21 HosiOpst 2011 r. Ne 323-D3 «O06 ocHOBaX OXpaHbI
3I0pOBbs rpakaad B Poccuiickoit @enepanumy, T.e. 000 BCeX CIydyasX BISIBICHUS MOOOYHBIX NEHCTBHM,
HE YKa3aHHBIX B WHCTPYKIUH MO MPUMEHEHUIO WU PYKOBOJCTBE MO SKCILTyaTallMd MEAMIUHCKOTO
U3JIENs, O HEXEJaTeNbHbIX pPEaKIUSIX IPU €ro MPUMEHEHHH, 00 OCOOEHHOCTSIX B3aUMOJEHCTBUS
MEIUIMHCKUX H3JEIUNA MEXIy co00ii, 0 ¢akTax U 00 0OCTOATENhCTBAX, CO3MAIOLIUX YIPO3y KU3HU U
3I0OPOBBIO TPAXKAAH W MEIUIMHCKHX PAOOTHUKOB IPH NMPUMEHEHHUH M IKCIUTyaTalldud METUIIMHCKHX
U3 SN,

5.2.2. TlpenocraBnenus uHGOpPMAMKA O METUIIUHCKUX M3JCTHUAX, BKIIOYas HHPOPMAIMIO O TIOSBICHUU
HOBBIX MEIUIIMHCKUX H3/ETUIH, 0 BO3MOKHOCTU MPUMEHEHHS (MCIONIb30BAHMS) MEIUIIMHCKUX U3JEIUN
HOBBIM CIIOCOOOM WJIM AJIi HOBBIX Li€J€H, N3MEHEHUU B MHCTPYKLMH IO SKCIIyaTalluu; TEXHUYECKUX
TpeOOBaHUAX K MOMEIICHUIO NPU YCTAHOBKE MEIUIIMHCKOTO U3/IENINS B KIIMHUKE U JIP.;

5.2.3. IlpenocraBnenuss wHGOpMAIMK O JIEKAPCTBEHHBIX IIperaparax, BKIOYas HH(POpMAIHiO 00
M3MEHEHUU UHCTPYKIUH 110 IPUMEHEHUIO;

5.2.4. BeictymneHuwii B BHAE MAOKJIAQNOB IO BOMpOcaM NPOQPMIAKTUKH, JUATHOCTUKH W JICUCHHS
3a0oneBaHui, crenu@uke JeYEHUS ONPEICICHHBIX 3a00JieBaHUN Y OTHENbHBIX TPYII HAceIeHUs,
OCOOEHHOCTSIM NPUMEHEHHS OIPEEICHHOTO MEIUIIMHCKOTO U3/I€THUs WU JIEKapCTBEHHOI'O Mpernapara u
MHBIM CBSI3aHHBIM T€MaTHKaM, a Takke OOCYXKJE€HUE BbIIIENEePEUNCIEHHBIX BOPOCOB B LIEISIX OOMeHa
OTIBITOM;

5.2.5. KnuHnueckoro paz0opa KOHKPETHOTO ciydas, NMpU YCIOBHHM OO€3JTMYMBAHUS IE€PCOHAIBHBIX
TaHHBIX TTAlMEHTA.

5.3.  CoOpaHue MOXET NPOBOJUTHCS KaKk Ha TEPPUTOPUU KIMHUKH, TaK U 32 €€ IpeeaMH.

54. B CoOpanum He MOTYyT Y4acTBOBAaTb MEIUIMHCKHME PAOOTHUKH JPYIMX MEAMIIMHCKHUX
OpraHu3alyii, 3a HCKIIOYEHHUEM CIy4aeB, KOIJla OHM Takxke paboraroT B (Puinane Ha OCHOBAaHUHU
TPYJOBOIO WM TpakAaHCKO-TpaBoBoro gorosopa. B CoOpaHun MokeT y4yacTBOBaTh OJAMH U Oolsee
NPEJCTaBUTENIb KOMIAHUU 1O pa3paboTKe, MPOU3BOACTBY W/WIM pealu3allud MEAULMHCKUX W3JIeNNH,
JIEKapCTBEHHBIX IPENnapaToB, NPEICTaBUTENN TOCYJApPCTBEHHBIX OPraHOB W/WINM NPOPECCHOHATbHBIX
accolMalui, UHBIE JIULA 110 PEIIEHUI0 TeHEPAIbHOTO JUPEKTOpa KIMHUKY.

5.5. He nomyckaercss ydactue MEIMLIMHCKHX paOOTHUKOB B CoOpaHMSX BO BpeMs, OTBEACHHOE IS
npremMa MalueHTOoB KINHUKY.

6. O0s13aHHOCTH MeIUIIMHCKUX PA0OTHUKOB NPH B3aNMO/IeICTBUH C MPEACTABUTEIAMM
KOMIIAHUM

6.1. IIpu B3auMOIEHCTBHH C MIPEICTABUTEISIMA KOMITAHUH METUIIMHCKHE PAOOTHUKH OOSI3aHbI:

6.1.1. Cobmtonarh orpaHUYEHUs], IPETYCMOTPEHHBIE JEHCTBYIOIIUM 3aKOHO1aTeIbCTBOM PD.

6.1.2. Coo0mare TreHepallbHOMY IUPEKTOPY KIMHUKH O BO3HHUKHOBEHHH KOH(IIMKTa HHTEPECOB
(cuTyarum, mpU KOTOPOM y MEAMUIMHCKOTO PabOTHUKA MPH OCYILECTBIEHMH UM NPO(ecCHOHATBHOM
NEeSTeIbHOCTH  BO3HUKAET JIMYHAs 3aMHTEPECOBAHHOCTh B  MOJYYEHUM JIMYHO JMOO uepe3
IIpeICTaBUTENSI(€1) KOMIIAaHUM MaTEPUAIbHON BBITOAB!I WIIM MHOTO MPEUMYLIECTBA, KOTOPOE BIIMAET WIH
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MOJKET TOBIMATH Ha HaJUIeXkKallee HCIOJHEHHE MM MNpPOo(pEeCCHOHANBHBIX O00S3aHHOCTEH BCIEICTBUE
MIPOTUBOPEUMS MEXY JTUUYHON 3aMHTEPECOBAHHOCTBIO MEJUIIMHCKOTO PA0OTHUKA U MEIULIMHCKON ITUKH
Y JICOHTOJIOTHH).

6.1.3. CoxpaHsTh BpaucOHYIO TalHY.

6.2.  Ilpu B3auMOIEHCTBUU C NPEACTABUTEIISIMU KOMITAHUN MEIUIIMHCKUM PabOTHUKAM pa3periacTcs
IPUHUMATh ydacTHe B YCTaHOBJIeHHOM B Duimane mopsjake B cOOpaHUAX M B MHBIX MEPONPUATHSIX,
CBSI3aHHBIX C MOBBIIIEHUEM NMPO(HECCHOHAIBHOTO YPOBHS MEIUIIMHCKUX paOOTHUKOB, WIIM HAIPaBIEHHBIX
Ha I[peJOoCTaBlIeHUE HUH(POPMALMHU, CBS3aHHOM C OCYILIECTBICHHEM MOHMUTOpPUHIa O€30MacHOCTH
JIEKapCTBEHHBIX IIPENapaToOB U MOHUTOPUHIA O€30M1aCHOCTH MEAMLIMHCKUX U3JENIUI, B TOM YHCIIE:

6.2.1. YuacTBOBaTh B MpPOBEACHWM HHCTPYKTa)Xka IO NpaBWiIaM pabOThl C ONPEACICHHBIM BHIOM
MEIULMHCKUX U3/eNuil;

6.2.2. Ilomy4ars uHpOpPMALIKIO O MEAUIMHCKUX U3ACTHUAX, BKIIOUas HH(PpOpMAIHUIo:

. O IOSIBJICHUH HOBBIX MEAULIMHCKUX U3EIIH;

. 0 BO3MO>XHOCTHU HCIOJIB30BAHUS MEAUIIMHCKUX H3/IEIHIA HOBBIM CIIOCOOOM WU ISl HOBBIX IIeJIei
(HampuMep, Ul BBIIOJHEHHS HOBBIX TECTOB Ha JUArHOCTUYECKOM OOOPYAOBAaHMM) WM, HA0OOPOT,
HEBO3MOXKHOCTH JalIbHEHUIIIET0 NCIIOIB30BAHMUS ISl ONPEACTICHHBIX IIeNei;

. 00 U3MEHEHUSAX B MHCTPYKIIMHU TI0 SKCILTyaTalluu;

. 0 TEXHHUYECKUX TPeOOBAHMUAX K MOMEIICHHUIO IIPU YCTaHOBKE MeAULIMHCKOro m3aenus B MO u ap.
uHpOpMalHIo, HEOOXOIUMYIO /17151 0€30MaCHOr0 NPUMEHEHUS (FKCIUTyaTalluK) MEJUIIMHCKOTO U3/1eIHs.
6.2.3. Ilomywarp mH(pOpMAIUIO O JIEKAPCTBEHHBIX IpenapaTax, BKIO4as uH(popMauo 00 W3MEHEHHH
MHCTPYKLIMU IO HPUMEHEHUIO U JIp. MHPOPMALMIO, HEOOXOIUMYIO i O€30I1aCHOr0 NPUMEHEHUs
JIEKapCTBEHHBIX IPENapaToB;

6.2.4. 3aciaymmBarth HMH(QOPMALMOHHBIE WJIM HaydHble JOKJIaAbl IO BONpPOCaM HPOQPHUIAKTUKHY,
IMArHOCTHKH W JICYCHHS 3a00JIeBaHUH, CTICIU(HKE JICUSHUS ONpPEICICHHBIX 3a00I€BaHNN Y OTACIBHBIX
IpYyNIl TalKUEHTOB, OCOOEHHOCTSM MpPUMEHEHHsI OINPEAEICHHOT0 MEAMLMHCKOTO U3JCNIUs WM
JICKQpCTBEHHOTO Tperapara ¥ WHBIM CBS3aHHBIM TEMAaTHKaM, a TaKKe OOCYXIaThb C MEIUIIMHCKAMHU
pabOTHHKAaMU BBILIETIEPEUUCICHHbBIE BOIPOCHI B LIEISIX OOMEHA OIBITOM;

6.2.5. OcymecTBisITh KIMHUYECKHA Pa300p KOHKPETHOTO CIIydas, a TAaK)Ke METOJIOB M PE3YJIbTaTOB €To
JICUEHUS U T.J1.;

6.3. MeauuMHCKUM pabOTHHKAM 3aIpemaeTCs:

6.3.1. IlpuHumaTh OT MNpeacTaBUTENEH KOMIAHMH JICHEXHbIE CpEICTBA, B TOM YHUCIE Ha OIUIATYy
pa3BIICYCHHH, OTIIBIXA, TIPOE3/Ia K MECTY OT/bIXA, 32 UCKIFOYEHUEM BO3HATPAKACHUH MO JOTOBOpaM IpH
NPOBEICHUN KIMHUYECKUX HCCIEIOBAaHUN JIEKapCTBEHHBIX IMPENaparoB, KIMHUYECKUX HCIIBITAHUM
MEIUIUHCKUX U3EIHH, B CBSI3H C OCYIIECTBICHHEM MEIUITUHCKIM PAaOOTHUKOM TEAarornueckon 1 (M)
Hay4YHOH J1eTeIbHOCTH;

6.3.2. IlpuHUMAaTH OT MPEACTABUTENCH KOMITAHUH MTOIAPKH;

6.3.3. IIpuHuMaTh yyacTHe B pa3BlieKaTeIbHbIX MEPONIPUATHUSAX, IPOBOAUMBIX 32 CUET CPEJCTB KOMITaHUIA,
MpeCTaBUTEIEH KOMIIAHU;

6.3.4. 3aximoyaTh ¢ KOMIIAHMEW, NPEJCTaBUTEIIEM KOMIIAHWM COTJIALIEHUs O Ha3HAuYeHUM WIIH
PEKOMEH/IAlMU TTallMeHTaM JIEKAPCTBEHHBIX IIPErapaToB, MEJAWIWHCKUX H3JeNuil (32 HCKIIIOYCHHEM
JIOTOBOPOB O TMPOBEJCHUN KIMHUYECKHUX HCCIEIOBAaHUI JIEKapCTBEHHBIX NpenapaToB, KIMHUYECKUX
WCTIBITAHUN MEIUITUHCKUX U3JIeTUi);

6.3.5. Ilomy4yaTb OT KOMIAHMH, MPEICTABUTENS KOMIIAHUM OOpa3libl JIEKAPCTBEHHBIX Ipenaparos,
MEJIUIMHCKUX U3ACTHH Tl BpyUeHUs MalieHTaM (3a UCKIIFOUEHHEM CITyJaeB, CBSI3aHHBIX C TPOBEICHUEM
KJIMHUYECKUX HCCIIEIOBaHUN JIEKapCTBEHHBIX NPEnapaToB, KIMHUYECKHX HCIBITAHUN METULMHCKUX
W3/IeNNN );

6.3.6. Bpywarp mamueHtam Takue oOpa3slbl 3a HCKIIOYEHHEM CIy4yaeB, CBS3aHHBIX C IPOBEACHUEM
KIIMHAYECKUX HCCIIEIOBAaHUN JICKAPCTBEHHBIX TNPENapaToB, KIMHAYECKUX WCIBITAHUN METUIIMHCKUX
U3CTINI;

6.3.7. IlpenocTaBiATe TpW HA3HAUYEHUHM Kypca JICUCHHsS IMAIlMEHTY HEIOCTOBEPHYIO, HETOJNHYI0 WIIH
HCKa)XEHHYIO0 HH(POPMaIIHIO 00 HCIIOJIb3YeMbIX JIEKAPCTBEHHBIX MpenapaTax, 0 MEJUIIMHCKUX U3JENUIX, B
TOM YHCJIE CKpPBIBATh CBEIEHUS O HAJIMYMU B OOpAIIEHUH aHAIOTUYHBIX JICKAPCTBEHHBIX ITPEIapaTos,
MEIULUHCKUX U3JIeNuil;

6.3.8. OcymiecTBisITh TPUEM TpEACTABUTENCH KOMITAHWH, 332 WCKIIOYEHHEM CITy4aeB, CBSI3aHHBIX C
MPOBEICHUEM KIMHUYECKHX HCCIEI0BAaHUM JICKApCTBEHHBIX IPENnapaTroB, KIMHUYECKUX HCIBITAHUN
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MEAWIMHCKUX W3ACNTUN, y4acTHsi B TMOPSJIKE, YCTAHOBICHHOM aJMUHUCTpAlUEeHd METUITTHCKOM
OpraHu3aly, B COOPaHUAX MEAUIIMHCKIX PAOOTHIUKOB U MHBIX MEPOIPUITUSIX, CBA3aHHBIX C MIOBIIIEHUEM
X TPOodECCHOHATBLHOTO YPOBHS HIIM MPENOCTaBICHWEM HWH(OPMAIMU, MPEIyCMOTPEHHON dYacThio 3
cratbu 64 ®enepanbHoro 3akona ot 12 ampens 2010 roga N 61-®3 "O6 obOpamieHnn JIeKapCTBEHHBIX
cpenctB" u "acteio 3 cratbu 96 denepanbHoro 3akoHa ot 21 HosOps 2011 r. Ne 323-D3 «O6 ocHOBax
OXpaHbl 30pOBbs Tpak/iaH B Poccuiickoit denepannny;

6.3.9. BpimuceiBaTh JIeKapCTBEHHBIC IpeNaparbl, MEIUIMHCKUE H3/eIus Ha OJaHKax, COJeprKallux
nH(OPMALIMIO PEKIAMHOTO XapakTepa, a Takke Ha pEeLEeNTypHbIX OJaHKaxX, Ha KOTOPBIX 3apaHee
Hare4yaTaHo HauMEHOBaHUE JIEKAPCTBEHHOIO MpenapaTa, MEIUIIUHCKOTO H3AeIusl.

7. HNubie nonycrumbie GopMbl B3aMMOIEHCTBHS ¢ MPEACTABUTEISAMHA KOMITAHUI

7.1. Jlomyckaercs B3aMMOJEHCTBHE MEIUIIMHCKUX PAOOTHUKOB C MPEJICTaBUTENIAMU KOMIIAHUI, He
CBSI3aHHOE C HEMOCPEICTBEHHBIM JTMYHBIM OOIIEHUEM, B CIECAYIOMNX (opMax:

7.1.1. Yuactue B TeleKOH(EpPEHIIMH, B TOM YHCIIE IIOCPEJACTBOM HCIOJIB30BaHUSA TEIC(POHHOM,
MOJIBUKHOM pannoTteneoHHON CBsI3U Ui ceTH MHTepHeT;

7.1.2. DnexTpoHHas Mepenucka - Iepernrcka rno EKTPOHHOM MoYTe MEXKIY MpeICTaBUTEIeM KOMITAHUN
¥ METUIIMHCKUM PaOOTHHKOM;

7.1.3. IlomyyeHue OnaroTBOPUTENILHOW TOMOLIM, aJpecoBaHHOM Puinany , B YCTaHOBJICHHOM
3aKOHOJATEIbCTBOM IOPSIKE.

7.2.  TenexoH(pepeHLUH U IIEKTPOHHAS IEPENUCKA MOTYT OCYIIECTBIATHCS B CIASAYIOIINX LIENSIX:

. MH(OPMUPOBAHUE O HAYYHO-TIPOCBETUTEIBCKUX MEPOIIPUSATHUSX,

. OpraHU3yeMbIX KOMIIaHHEH MO BONPOCaM, HAIpPaBICHHBIM Ha IMOBBIIMIEHUE NMPO(HECCHOHAIBHOTO

YPOBHSI MEIMLIMHCKUX PAOOTHUKOB WM Ha IPEOCTaBIIeHNEe WH(POPMAIINH, CBA3aHHOM C OCYIIECTBICHUEM
MOHHUTOPHHTa 0€30MaCHOCTH JICKAPCTBEHHBIX MPENapaTOB U MOHUTOPHUHTa O€301aCHOCTH METUITMHCKUX
W31CIINI;

. UH(OPMUPOBAHUE O HAYYHO-TIPOCBETUTEIBCKUX MEPOMPHUATUAX, OPTraHU3yEeMbIX MEIUIUHCKUMHU
OpI‘aHI/ISaIII/ISIMI/I NN HpO(l)eCCI/IOHaJIBHBIMI/I COO6H1€CTBaMI/I, nu HaHpaB.HeHHI)IX Ha TIIOBBIILICHUC
npohecCHOHABHOTO YPOBHS MEIUIIMHCKUX pAaOOTHUKOB WJIM Ha NPEJOCTaBlIeHHE HH(POPMAIIHH,
CBSI3aHHOM C OCYIIECTBICHUEM MOHUTOPUHTA 0€30IMaCHOCTH JIEKAPCTBEHHBIX MPENAapaTOB U MOHUTOPUHTA
0€30I1aCHOCTH MEAULIMHCKUX H3EIINH;

. cOOp OT3BIBOB MEIUIIMHCKUX PAOOTHUKOB O paboTe MEIUIIMHCKOTO M3/EJHs, peareHrax, ciyxoe
TEXHUYECKOH MOANEPKKU U UMEIOILUXCS MOXKEIIaHUAX;

. coop wuHpopmamu O Qakrax OOHAPYKEHUS HEJOOPOKAYECTBEHHBIX W KOHTpa(aKTHBIX
MEIUIMHCKUX U3JIEIUN U JIEKapCTBEHHBIX IIPENapaToB;

. nH(popMUpoBaHHUE 00 OT3bIBE MEIUIIMHCKOTO U3/1EIUS WK JIEKapCTBEHHOTO Mpenapara ¢ pblHKa.
7.3. Vkazannsle B 1. 7.1.1-7.1.3 ¢QopMbl B3aMMOAEHCTBUS C MpPEICTaBUTEISIMM KOMIAHUN

OCYILECTBISIOTCS  MCKIIOUUTEIBHO TMPU  YCIOBUU  COOJIOJIEHUS METUIMHCKUMHU  pabOTHUKaMU
OrpaHUYEHUIl, HaJlaraeéMbIX Ha HUX IPU OCYLIECTBICHUH UMH MTPO(ECCHOHATLHON 1eATEIbHOCTH.

8. OTBETCTBEHHOCTh

8.1.  Bce memunuHckue paboTHUKM Puimana HeCyT OTBETCTBEHHOCTb 3a BBIIIOJHEHHE HACTOSIIETO
[Topsiaka B COOTBETCTBUU C ACUCTBYIOLIMM 3aKOHOJATEIBCTBOM.

HauanbHuk cinyx0b1 'O, upe3BbIYaiiHbIX CUTYallUH,
MOOUITN3allMOHHON TTOJTOTOBKM M 0€30MacCHOCTH e N.A Kapsknn



