' YTBEPKJIEHO
Mpukasom NeZ6LH-Tlor « Y » _EoK

FnaBHorOBpaqal(FBV3<d4na?gK&ﬁﬂ’ X
FIT s ~
T N0 S

[Tpunoxenne Ned
K Ilpukazy Ne462/1-IT ot 29.09.2022

MMOJOXEHHUE
0 Mops/IKe B3aUMO/AeiiCTBHSI MeIHIMHCKNX PAa0OTHHKOB
KI'BY3 «Mnanckast Pb» ¢ nmpeacraBuTessMiu Opranu3anuu no
pa3paGoTKe, NPOU3BOACTBY H/HJIN PeaJu3aluu MeAHINHCKHX
u3/1eJIHil, JIEKAPCTBEHHbIX NPeNapaToB, OpraHu3anuu,
00J1a1AI0MX PAaBaAMM HA UCIIO0JIb30BAHHE TOPrOBOIo
HANMEHOBAHMS JIEKAPCTBEHHOT0 Npenapara, Oprauu3auuu
ONTOBON TOPrOBJIM JIEKAPCTBEHHLIMH CPEACTBAMH, AlITCHHBIX
OpraHu3anmm

r. Mnanckui

2022



1.00mmue noJ1oKenusi

I.1. Hacrosiuiee [losioxkenne pazpaboraHo B COOTBETCTBUM C:

- MeyepanpubiM 3akoHOM 0T 21 nostOpst 2011 r. Ne 323-03 «O0 ocHoBax
OXpaHbl 310poBbs rpax/ian B Poccuiickoi depepaumn»;

- OepepanbubiM 3akoHoM oT 12 anpesst 2010 r. Ne 61-D3 «O06 oOpaiueHuu
JIEKAPCTBEHHBIX CPEICTBY;

- nocranosiienreM [lpasurensersa Poceuiickoit @enepaunu ot 12.11.2012 r. Neo
1152 «O0 yTBepxkACHUH TOJOKEHUSI O TI'OCY/IdpCTBEHHOM KOHTPOJIE KayecTBa U
0€301aCHOCTH MEJIMIIMHCKON JIeSITeIIbLHOCTH Y,

- T'pynoseiM kojiekcom Poceuniickoit dejepanuu;

- HWHBIMH zleﬁC'rBylofuMMM HOPMAaTUBHO-IIPABOBLIMU ~ akTaMu  Poccuiickoi
(dejrepallm.

.2, Hacrosimee [lTosoxkenune onpenessier popMbl M yCTaHABIMBACT IpaBUia
B3auMojieicTBrs  mMeauuHckux  padornukoB KI'BY3  «Mnaunckass Pby  (nanee
COBMECTHO W B OTJEJILHOCTH — Meaunuuckue paboTHUKM YupexaeHus) ¢ opranusa-
MMM, 3aHUMAIOIMMUCS  pa3padOTKOM, IMPOMU3BOACTBOM M (WJIM) peajn3auuei
JIEKApCTBEHHBIX [perapaTros, MEJIMUHHCKUX U3JIEJINH, OpraHu3alusMH,
o0najalouMMK - IpaBaMi  Ha  MCIOJbL30BAHME  TOProBOro  HAWUMEHOBAHUS
JICKAPCTBEHHOIO Ipernapara, OpraHu3alusMd ONTOBONH TOProOBIIM JIEKAPCTBEHHBIMU
CpeJicTBAMM, allTeUHbIMH OpraHu3alusiMy (Jlajlee COBMECTHO - KOMIIAHMM) M UX
peAcTaBuTesIsIMU (Jlajiee — peACTaBUTeIM KOMIIaHUH ).

1.3, Hacrosiwee Ilonoxenue oOs3aresibHO  JUIst  COOIOACHUSI  BCEMHU
MeAHUMHCKUME PaBOTHUKAMH Y UpeskieH s,

2. (l)()prl B3aAUMO/1CHCTBUS € npeacraBuresisimu KOMIIAHUH

2.1. dopMamMHu B3aUMOIECHCTBHUSA C IPEJICTABUTEIAMU KOMIIAHUK SBIISIOTCS
ClIe/lyIO1IHeE:

2.1.1. IlposeseHue cobpanuil MeIUIMHCKUX PaOOTHUKOB U HHBIX MEPOIPHUSITUHH,
B T.4. KPYIVILIX CTOJIOB, BpaueOHbIX KOH(epeHluH, padouux coBelaHUH, U T.I.,
MEJIMIIMHCKUX paDOTHUKOB, HAMPABJICHHBLIX HA MOBBILICHUE HX MPOPECCHOHAILHOIO
YPOBHsI;

2.1.2. [llposenenue  cobpaHuit  MeAMUMHCKUX  pabOTHHKOB M HHBIX
MEpPOIPUITHH, B T.4. 3ac¢/laHUi BpauyeOHON KOMHUCCUM M MHBIX KOMMCCHH, pabodux
COBELIAHUH, KIMHUYECKUX paz0opoB W T.l., HAlpaBJIeHHbIX Ha [1PeJIOCTaBICHHUE
uHdopmalivu,  CBSI3aHHOM ¢ OCYLIECTBJCHMEM  MOHHTOpUHIra  0Oe30MacHOCTH
JICKAPCTBEHHBIX TIPENnapaToB ¥ MOHUTOPHHIA 0e30MaCHOCTH MEAUUMHCKUX U3/1eTHH.



2.1.3. 3axkatoueHue JIOrOBOPOB MO MPOBE/ICHUIO KIMHUYECKUX MCCJIE/IOBAHUM
JIEKAPCTBEHHBIX TPerapaToB, KIMHUYECKUX UCIIbITAHUU MEIULMHCKUX U3/ICIINH;

2.1.4. 3axioyeHue JIOroOBOpOB O [IOCTaBKaxX JIEKApPCTBEHHBIX IIperaparos,
MEJIMLIMHCKUX M3J/IeJIMH, a TakKe JI0roBOPOB Ha TEXHHUYECKOe OOCIY)KHBAHHE H
MCITIOJIHCHUE IPUHATBIX JIOIOBOPHBIX 0053aTCIILCTB B COOTBETCTBUU ¢ JAEHCTBYIOLIUM
3aKOHO/1aTENILCTBOM,;

2.2, Ilpn HEOOXO0IMMOCTH OPraHU3allui MEPOIIPUSATHH, YKAa3aHHbIX B ILIL.
2.1.1.-2.1.3 paznena 2 (ajiee meponpusatuil) Hacrosiwero Ilomoxenus, nu0o
y4acTHsi B JIAHHBIX MEPOINPUITUIX, MEIULUHHCKUH pabOTHUK Yupek/ieHus
obpataercst K OTBETCTBEHHOMY JIMILY 38 OPraHu3aluio padoThl B YUpeKICHUN
110 coOJIIOICHHIO OMpaHHYEHMUH, HajlaraeMbIX Ha MEJIMIIMHCKUX paOOTHUKOB M
dapmalieBTHUECKUX pabOTHUKOB IIPU OCYLIECTBICHUM UMH IIPO(PECCHOHAIbLHOM
JICSITCIILHOCTH, JUIS1 COITIACOBAHMS U PELCHMS JIatoro Borpoca:

2.2.1. OTBercrBeHHOE JIMIO 3a OpraHu3auuio paboTbl B YUpEeKJACHUU 110
COOJIIOJICHHIO  OrpaHUYeHMH, HajllaraeMbplX Ha MEIMLMHCKUX paOOTHUKOB U
papmaiieBTHYecKUX pabOTHUKOB IPH  OCYLICCTBICHUH HMMH NPO(ecCHOHaTIbHON
JCSTECIILHOCTH, U3ydaeT BOIPOC HEOOXOJAUMOCTH U LEJAeCO00pa3sHOCTH OpraHM3aluu
MCPOTIPUSITHI WIJIM YUYacTHsl B HUX MEAMLMHCKUX M (papMaleBTUUECKUX paOOTHUKOB
Yupex/ieHuss M TOTOBUT COOTBETCTBYIOLLME [IPEUIOJKEHHsI Ha paccMOTpeHHe
PYKOBOJIATEIIsL Y UPExKACHHSI;

2.2.2. PyxoBoautenb YupexKaeHUs:

- [PUHUMACT pelleHre O LeJIecOo00pazHOCTH [POBEICHUSI MEPOIPUSITHS U
YTBEP/KAACT CIIUCOK JIMLL, [TPUHUMAIOLIMX Y4aCTHE B MEPOIIPUSTUM;

- 13/1a8T COOTBETCTBYIOUIMH NTPUKA3 O IIPOBEJCHUHU MEPOIIPUSITHSI;

2.2.3.  OrBercTBEHHOE JIMLO 3a OpraHu3alMio padoTbl B YUPEKJCHUHU 10
COOJIIOJICHUIO  OIpaHMYEHMH, HajlaraeMblX Ha MEJIMUMHCKUX padOTHUKOB H
(dapmaueBTHUCCKUX PpabOTHUKOB IPH  OCYIUIECTBICHHH HWMH MPO(PecCHOHATbHON
JICSATC/ILHOCTH, Ha3HA4YaeMoe MPUKA30M PYKOBOJAMUTEISL Y UPEKICHHs, OCYILECTBIISICT
KOHTPOJIb 3a [1POBEIAEHUEM MEPOIIPUSTUS;

2.2.4. Jlus peuienust T€X WM HMHBIX BOIIPOCOB, CBS3AaHHBIX C IPOBEAECHUEM
MEpPOIPUSITHI, B YUpPeK/IEHUH MOT'YT CO3/1aBaThCsi padoune rpyIilbl;

2.2.5. PaGouas rpyrnra co3naéresi npuKazoM pYKOBOJUTENsE YUpexKIeHUs, B
KOTOPOM YKA3LIBACTCH URIL CO3ANUS Padoueid TPYUNLL, CHUCOK e YUACTHUKOR,
KOMIIETCHLIMS paOoyeit IpyIibl.

3. 3akinoueHue A0TroBOPOB 0 NOCTABKAX JICKAPCTBECHHLIX IIpeHaparon,
MCEIHIIHHCKHNX llB)lCJll/lrl, a TAKKe J0ropopoB HA TEXHHUYECKOe
()GCle)l(l‘lBﬂlllle U HCHOJIHEHHE IIPHUHSTBIX 110 HUM 00s13aTe/ILCTB



3.1. 3BakjioueHue JIOrOBOPOB O II0CTaBKaX JIEKAPCTBEHHBIX IPEraparos,
MEJMLMHCKUX M3JCJIMI, a TakKe JIOrOBOPOB Ha TeXHUYecKoe 00CiyKUBaHHE B
YUpexrIeHHH  OCYLUCCTBIISICTCSl CTPOr0 B COOTBETCTBHH € TpeOOBAHUSIMU 10
COOJIIOJIEHHIO OrpaHHYEHHI, HajlaraeéMblX Ha MEAMLMHCKUX U (papMaleBTHYECKHX
pabOTHUKOB  YUpe/IeHHss I1pU  OCYUIECTBICHHMM HMH  MPO(eCcCHOHAIBHOMI
JIeSITeIILHOCTH;

3.2, VcnosiHeHue NpUHSATBIX 110 3aKAIOYEHHBIM JIOrOBOpam 00s3aTelIbCTB
OCYHIECTBJISICTCST B COOTBETCTBHM ¢ JICHCTBYIOIIMM  3aKOHOJAQTEIILCTBOM U
TpeOOBAHMAMM 110 COONIOACHHUIO OrpaHUYEHUH, HajlaraeMblX Ha MEJMIUHCKHX U
GapmaneBrnyeckux  padOTHUKOB — YUpeK/IeHUsI  [pU  OCYIIECTBICHHUM MMM
PO eCcCHOHAIILHON J1esITeIIbHOCTH.

3.3. OrBercTBeHHOE JIMIO 3a OpraHu3auuio paboTbl B YUpeKICHHH [0
COOJIIOZICHHIO OFpaHMYCHMH, HalaraeMbIX Ha MEIUIMHCKUX M (apMaleBTHYECKHUX
pabOTHMKOB  Yupex/eHHuss NpH  OCYUICCTBICHUM  HMH  IPOPECCHOHATBHOMN
JCATCIILHOCTH, OCYIUIECTBIISICT MOCTOSIHHBLIN KOHTPOJIL Ha MPEJAMET OTCYTCTBHS B
yKazanHubix B I 3.1. HacTosero pasjesa JI0roBopax yYCJIOBHH O Ha3HAYCHUH HIIH
peKoMeHaluy  rauMenTam JUMO0 O IMpeIOKEHUH HACEJICHUIO OIpe/IeeHHBIX
JICKAPCTBEHHBIX [PErapaToB, MEAMUMHCKUX H3/1e/1H.

4. [Iposeaenue coOpanuii U MHBIX MEPONPUSITHH MeIMIMHCKHX
pPadoTHUKOB, CBSI3AHHDIX € OCYLIECTBJIEHHEM MOHHUTOPHHIA 0€30MACHOCTH
JICKAPCTBEHHBIX NIPENnapaToB H MOHUTOPHHTIA 0€3011ACHOCTH MeIHIIHHCKUX

U31e/IHi

4.1. Memuunckue pabOTHUKK  YUpek/ICHHsS B YCTAHOBJICHHOM  IOPSIIKE
Yy4acTBYIOT B padore, CBA3AHHOM C OCYLUECTBJIICHHEM MOHMTOPUHIA OE30I1aCHOCTH
JIEKAPCTBEHHBIX [IPEraparoB U MOHUTOPUHTA OE30ITaCHOCTH MEUIIMHCKUX H3JIETIHii.

4.2, B MEIMUMHCKON OpraHu3aliy IpoBOIsTCs COOpaHUsI U HHBIE MEPOTIPHUSITHSI
MeauimHCeKuX — pabOTHUKOB — YupeKaeHMsl, CBs3aHHbIC C  OCYLICCTBICHHEM
MOHHTOpHUHIAa  O€30MaCHOCTH  JIGKAPCTBCHHBLIX — IPErnapaToB ©  MOHHTOPHHIA
0e301acHOCTH MEIMIIMHCKUX U3JIeTTUH.

4.3. MeuunacKkue pabOTHUKK YUperkJIeHUs! BIIpaBe M0Iy4aTh HHGOPMAIHIO OT
KOMIIAHWH M [peiacTaBuTelIed  KOMIAHUH — MHGOPMALMIO,  CBSI3AHHYIO  C
OCYHICCTBJICHMEM  MOHMTOPHHIA OE30MacHOCTH JIEKAPCTBEHHBIX —IIperapaToB |
MOHUTOPHUHTIA OE30MaCHOCTH MEIMIMHCKUX U3CIIHH.

4.4. C nenpto npepocrabiieHus: MeJAHUHMHCKUM  paboTHUKAM  YUpeKIeHusI



HHPOPMALIMH, CBA3AHHON ¢ OCYIICCTBICHUEM MOHWTOpHHIA 0e301aCHOCTH
JICKaPCTBEHHBIX [PENapaToB i MOHUTOPHHIA 0€3011aCHOCTH MEJIMLIMHCKIX M3/ICIIHH,
[peICTABUTEIM KOMIIAHUIT MOIYT NPUHUMATL ydacTHe B COOpaHMSIX M MHBIX
MEpPOIPHSITHSIX, B T.4. 3aCCIaHIsX BpaueOHON KOMUCCHH U MHBIX KOMHUCCHH, padouunx
COBEILLAHUSX, KIMHUUECKUX pa3bopax U T.I1., B YCTAaHOBJICHHOM B YUpPeXK/ICHUH
MopsiIKE.

4.5, HeoOXOAMMOCTH IPEJIOCTABICHUS  [IPEICTABUTENIIMA  KOMITAHHH
Meauiaekum — paborHukaM — YupexJienus HH(OpMalMH,  CBS3AHHOH ¢
OCYIIECTBIICHMEM MOHMTOPUHIa 0€30aCHOCTH JICKAPCTBEHHBIX IPErapaToB
MOHMTOpHHIA  0€30MacHOCTH  MEJMIMHCKUX — M3JeNui,  MOXKeT  OBITb

- NPUMEHEHHEM MWJIP BO3MOXKHOCTBIO TIPUMEHCHUs JIEKAPCTBEHHBIX
pernaparos;

- IpUMEHEHHeM (DKCIUlyaTalel) WM BO3MOYKHOCTBIO IPUMEHCHHU
(9KCIUTyaTalMu) MEIMIMHCKUX U3AEITHH.

5. CoOpanne MeaHUHHCKHX PA0OTHHKOB YUpesKIeHusi

5.1. Jlns ykazannpix B 1. 1.2, neseid Hacrosiiero Ilonoxenunst codpaniem
MeauuuHCKUX pabOTHUKOB Y UperkIeH sl IIPU3HACTCSI COBMECTHO® ITPUCYTCTBHE
ABYX M Gosiee MeIMIMHCKUX PaOOTHUKOB YupeskeHus i 00CYKIACHHs HIIH
peIIeHUS ONPE/ICJICHHBIX BOIIPOCOB.

5.2. CoOpanust MEAMUMHCKMX pabOTHMKOB MOIYT [POBOAMUTLCS B
YupexKaeHUH B CIACAYIOIHX LeIIsIX: 4

5.2.1. TlosblieHus po(GecCHOHATLHOI0 YPOBHS MEAMIMHCKUX PabOTHH-
KOB WJIM B CBSI3M C IPEJIOCTaBICHUEM HH(DOPMALIUK:

- [IpejlyCMOTPeHHOH 4acTbio 3 crartbd 64 (denepanbHOro sakona ot 12
anpesist 2010 royja No 61-03 «OO6 obpaleHnu JIeKapeTBEHHBIX CPEACTBY, T.C.
000 Beex ciiyyasix MnoOOUHbIX JICHCTBHHM, He YKa3aHHLIX B MHCTPYKIMH 110
IPUMEHCHHUIO  JICKAPCTBEHHOIO  Iperapara, O CePbe3HbIX — HEKesIaTesIbHbIX
peaKiusiX, HeIPE/IBUJICHHBIX — HEXKeJaTeIbHbIX — PEaKUHUsX P [NPUMEHCHUH
JICKapCTBEHHBIX [Iperaparos, 00 0COOCHHOCTAX B3aMMO/IeHCTBHS
JIEKAPCTBEHHBIX  MPErnaparoB ¢ JPYrHMH JICKapCTBEHHBIMH — IperapatamM,
KOTOpbIe OblIM BBISIBJACHBI MPH MPOBEACHUH KIMHHYECKHX HCCIICAOBAHUN 1
IIPUMCHEHHH JICKAPCTBEHHDIX MPENnapaTos,

- yacTplo 3 cratbu 96 Mepepanbroro 3akona ot 21 HostOpst 2011 1. Ne 323-03
«O0 ocHoBax 0XpaHbl 310poBbs rpaxkaan B Poceuiickoit denepamuny, T.e. 000 Beex
cllydasix BbIsIBJICHHs NOOOUHBIX ACHCTBHH, HE yKa3aHHBIX B HHCTPYKUMH I10
MPUMEHEHHUIO WJIH PYKOBOJICTBE 110 DKCIIyaTallMd MEIMIIMHCKOIO M3JeJIMs, O



HeKEMAaTebHLIX — peakiusX  [pd  ero  IpUMEeHeHHH, 00  0COOEHHOCTSIX
B3aMMOJICHCTBUSL  MEJMLIMHCKUX — H3Jeni  Mexay coboil, o dakrax u 00
00CTOSITENILCTBAX,  CO3JAIOIIMX  YIPO3Yy  JKH3HM M 3JIOPOBBIO  IpakJiaH U
MEIMLMHCKUX paOOTHUKOB IIPpU  HPHUMEHEHMH M IKCIUIyaTalud MEIMUMHCKUX
U3J1CJIHH;

5.2.2. llpenocrapienus HHGOPMALMKM O MEIUIIMHCKUX H3JICJIMAX, BKIIOYAs
HHPOPMALIMIO O TIOSIBIICHMH HOBBIX MEIAMIMHCKHX H3JICJIMH, O BO3MOXKHOCTH
npuMeHenus (MCIosb30BaHMs) MEJAHIMHCKAX H3JIeJIMH HOBBIM CIIOCOOOM WIIH IS
HOBBIX  LleJiell, M3MEHEHHH B  MHCTPYKLUMM 110 OKCIUlyaraluH;, TEeXHHYCCKHX
TpeGoBaHMsIX K OMEIICHUIO PH YCTAHOBKE ME/MIIMHCKOTO U3/IeNist B Y UpekIeHHe
U Ip.; . .
5.2.3. Ilpenocrapienust “HGOPMALMK O JICKAPCTBEHHBIX Iperaparax, BKIIOYast
uudopmalnio 00 U3MEHEHUH UHCTPYKIIKMH 110 IIPUMEHCHHUIO;

5.2.4. Bpicrymienuit B BHJE JIOKIQJOB 10 BONpocaM  NpO(UIaKTHKH,
JMATHOCTUKM M Jieuenust 3a00JeBaHUi, cretd(puKe JICUEHUS  ONpeIe/ICHHbIX
3a00J1eBaHUil Y OTHEIbHBIX TPYII HAceJCHHs, OCOOCHHOCTAM IMPUMEHEHHS OIlpe-
JIJICHHOIO  MEJIMLIMHCKOTO HW3JeIUsl WM JIeKapCTBEHHOI'O IIpernapara W HHbIM
CBSI3AHHBIM TEMATHKaM, a Takke OOCY)KJIEHHE BBIIICIEPEYHCIICHHBIX BOIPOCOB B
1essix oOMeHa OIbITOM;

5.2.5. Kiunuueckoro — pazdopa  KOHKPETHOIO — cjydas, I[pH  YCIOBHH
00e3/ImurBanmsl IePCOHAILHBIX JIAHHbIX ITallMeHTa.

5.3. Cobpanue MOXKET MPOBOANUTBLCS KAK HA TEPPUTOPUHM YUPEKICHHS, TaK U 32
ero npejesaMu. '

5.4. B CobpaHud He MOTYT Y4acTBOBaThb MEJMIMHCKME PabOTHHKH JIPYIHX
YupesxieHnit, 3a MCKJIIOUCHHEM CITydaeB, KOI/ia OHHM TakKe padoTaroT B Y UpeIK/ICHUH
HA OCHOBAHMM TPYJIOBOIO WM Ipax/aHcKko-1ipaBoBoro jorosopa. B CoOpanun
MOKET yuacTBOBAThH OJIMH M OoJiee IPEACTaBUTeNb KOMIIAHMM 110 pa3paboTke,
POM3BOJCTBY ~ W/WJIM  pean3allid  MEJMLMHCKHAX — M3JICIIHiA,  JIEeKapCTBEHHbBIX
[IpenapaToB, MpeJcTaBuTe/Id ToCYAapCTBEHHBIX OPraHOB /WM NPO(ecCHOHaIbHbBIX
AcCOLMAalMi, HHBIE JIMIA 10 PELICHUIO PYKOBOAUTEIs Y UpEKICHHSI.

5.5. He nomnyckaercs ydactue MeEJMUMHCKHX paboTHHKoB B CoOpanusx BO
BpEeMsl, OTBE/ICHHOE JUIsl [IPHEMa MaLUeHTOB Y UpeiKICHHUSI.

6. O6si3annocTn MeIMUMHCKUX PA0OTHHKOB Y4UpeskaeHusi npu
B3AHMO/ICHCTBHH € NPEACTABUTENSIMHA KOMIIAHHM

6.1. llpu B3aUMOJICHCTBMM C NPEACTABUTNIAMH KOMIIAHWK MeIulHHCKHEe



paOOTHHKHK YupexkaeHH st 00s13aHbl:

6.1.1.Co0utonars  orpaHUYeHMs,  [PEAYCMOTPEHHbIE  JICHCTBYIOLIUM
3aKOHO/1aTesIbeTBOM PO.

6.1.2. Coobwarb pyKOBOAUTENIO YUpEeKJIEHUsT O BO3HUKHOBEHUHU
KOH(IJIMKTAa HHTEPECOB (CUTYaLMH, MPU KOTOPOH y MEAUMUMHCKOro padOoTHUKA
[IPH OCYIIECTBJICHUH UM [1PO(PECCHOHANILHOM J1esITeIbHOCTH BOZHUKACT JIHUHASI
3AMHTEPECOBAHHOCTL B IIOJIYUYEHMM JIMUYHO JIMOO uepe3 IrpejicraBuresisi(ei)
KOMITAHUKA MAaTEpUalIbHOM  BBINOJbLI  MJIM  MHOIO  [IPEUMYIIECTBA, KOTOpPOe
BIIMSICT  WJIM  MOXKET  IOBJIMATH  HA  HaJUIe)Kalllee  MCIOJIHEHHE UM
podeccuOHaIbHBIX 00SI3aHHOCTEH BCIIGACTBUE [IPOTUBOPEUMS] MEXKILY JIMUHOH
3aHHTEPECOBAHHOCTBIO MEJMUMHCKOr0  paboTHHKA W MEIMUMHCKON ITHKH U

0.1.3.CoxpaHsTh BpaueOHYIO TalHy.

6.2. llpyn B3auMOJICHCTBHU € NpEACTABUTENISIMA KOMITAaHUH MeJIMIIMHCKUM
paOoTHHKAM YUpeKJeHUs pa3pelaercst IPUHUMATh Y4acTHe B YCTAHOBJICHHOM
B YupekJeHuu Mopsyike B COOpaHUSIX U B MHBIX MEPOINPHUATUSIX, CBA3ZAHHBIX C
MOBLILICHUEM TPO(ECCHOHATILHOIO YPOBHS MEIMUHUHCKUX PaOOTHHUKOB, WIIK
HalnpaBJIeHHbIX Ha  [IpeJOCTaB/IeHHe  HH(QOpPMAalHH, CBS3aHHOH ¢
OCYHICCTBIACHUECM MOHHTOpPpHUHTA Oe301acHoCcTH JICKApPCTBCHHLIX TIperapartoB H
MOHHTOpPHHIA OC30MMaCHOCTH MEJIMIMHCKHX U3/IIIHH, B TOM YHCIIE:

6.2.1. YyacTBoBarh B INPOBEJACHUM MHCTPYKTAXa 110 IpaBuilam padoTbl C
ONpeIeJICHHBIM BUJIOM MEJMLUMHCKUX U3JIEIHH;

6.2.2. llosyuars wuHpopMalMIO O MEAMUMHCKHUX M3ICIMsX, BKJIIOYas
UH(pOpPMALLHIO: '

- O MOSIBJICHUHU HOBBIX MEJIMUHHCKHUX U3/1CJIHH;

- 0 BO3MOXHOCTH HCIIOJIb30BAHUSL MEJIUMUMHCKUX M3JIeJIMF  HOBBIM
CriocoOOM MJIK JUIsl HOBBIX 1ieJIel (Harpumep, /Ul BBIIIOJHEHHsI HOBBIX TECTOB Ha
JIMarHOCTHYCCKOM  00Opy/loBaHMM)  WIH,  HAao0OpOT,  HEBO3MOXKHOCTH
JlJIbHEHLIEr0 MCITOIBb30BAHMSL JUIsl OIIPEJICJICHHBIX LEeJIeH;

- 00 U3MEHEHUSIX B MHCTPYKUHH 110 IKCIULyaTalluu;

- 0 TexXHMUecKkMx TpeOOBaHMSX K [IOMELIEHHUIO IIpU  YCTaHOBKE
MEJIMIIMHCKOrO U3JeNUS B Y UPekKACHUU U AP. HHPOPMALIMIO, HEOOXOAUMYIO JUlsl
Oe30MacHOro NpUMeHeH st (DKCIUTyaTaliy ) MEJIMIIMHCKOTO U3/1IIHS.

0.2.3. Tlonyuars uHdpopmalMio O JEKapCTBEHHBIX Ipernaparax, BKIIOo4Yast
uHPopMalnio 00 H3MEHCHHH UHCTPYKLHUH 10 IPUMEHEHHUIO U JIp. HH()OpMAalIHIO,
HE0OX0IMMYI0 JUlsl 0€3011aCHOI0 IIPUMEHEHHUS! JIEKAPCTBEHHbIX IIperapaTos;

6.2.4. 3aciymmMBarh HHPOpPMALMOHHbIE WK HAay4YHbIE JOKJIa/bl [10 BOIIpOCam
MPOGUIAKTHKH, AMATHOCTUKHM U JICUSHHUS 3a00JIeBaHUH, crietu(pUKe JIeueHust orpe;ie-
JICHHDBIX 3a00JIeBAHUH Y OT/1€/IbHBIX IPYIIIT IALIUEHTOB, 0COOCHHOCTSIM IIPUMEHEHH S



OIPEACIICHHOrO  MEJIMUMHCKOrO M3JeIUsl WM JICKAPCTBEHHOI'O Ipernapara U
MHBIM  CBSI3aHHBIM — TeMaTukaMm, a Takke 0oOCyKIaTh C  MEIULMHCKUMHU
padOTHUKAMM BbILICIIEPEUMCIICHHbIE BOIIPOCHI B LIEJISIX OOMEHa OIBITOM;

6.2.5. OcyuecTisTh KIMHUYECKUI pa30op KOHKPETHOIrO ciiydas, a TaKKe
METOJIOB U PE3YJIbTATOB €ro JICUEHUs U T./L.;

6.3. llpu B3auMOJICHCTBUM ¢ TMIpeJCTAaBUTEISIMH KOMIIAHMH MeIuIMHCKUM
paboTHUKaM YupexaeHus 3alperaeTcs:

6.3.1. llpunumarp OT npejacraBUTe]Ied KOMIAHUN JIEHE)KHBIE CPEJICTBA, B
TOM YHCJIe Ha OIulaTy pasBICYEHWH, OTJ/bIXxa, Ipoe3Ja K MeCTy OT/bIXa, 3a
MCKIIFOUYEHUEM  BO3HAIPAKJIEHUH 110 JIOrOBOpaM IPH  POBEJICHUM KIMHHYECKHUX
ucclle/l0BaHu N JI€KapCTBEHHBIX pernaparos, KJIMHAYECKUX UCIIBITAHUH
MEMIMHCKNUX M3JIeJIMH, B CBA3M C OCYILIECTBICHHEM MEIAMIUHCKUM pPabOTHUKOM
[e1arornyecKon 1 (Miin) HayYHOH JesTeIbHOCTH;

0.3.2.1lpuHuMaTL OT Npe/ICTaBUTEICH KOMITAHUH [TOJIapKH;

6.3.3.Ilpunumars ydacrtue B pasBiieKaTeIbHbIX MEpOIPUATHSIX,
[IPOBOAMMBIX 3@ CHET CPEIACTB KOMITAHUH, [IPEJACTABUTENICH KOMITAaHUH;

0.3.4. 3axioyarh ¢ KOMIIAHMEH, MpeacraBuTe/leM KOMIIAHMM COIJIAIIEHUS O
Ha3HauYeHWM WM PEKOMEHJAIMKM  [alMeHTaM  JIEKapCTBEHHBIX — Ipernaparos,
MEJMUMHCKHX — M3JCJIMH (3@ HCKJIIOYEHHEM  JIOTOBOPOB O  IIPOBEACHHH
KJIMHHYECKHUX — HCCJIEMOBAHUH  JICKAPCTBEHHLIX  [IperaparoB,  KIMHUYECKHX
UCHBITAHUHA MEIMIIMHCKHUX U3CIIHH);

6.3.5. llosywars oT KOMIAHMM, IIPEICTABUTENsI KOMIIAHUU  OOpa3Iibl
JIEKAPCTBEHHBIX [peraparos, MEIMLHHCKUX U3J1eJI1H JULSL BpYUYEHMUsI
napMeHram  (3a MCKJIOYEHHMEM  Clly4aeB,  CBSI3aHHBIX € IIPOBEJICHHEM
KJIMHUYECKUX — MCCJIEJIOBAHUN  JIGKAPCTBEHHbLIX  IIPENapaToB,  KIMHHYECKHX
MCIBITAHUI MEJIMIIMHCKHUX U311 ),

0.3.6. Bpyuarp naumeHtaM Takde o0Opasubl 3a HCKIIOUEHHEM Cllydaes,
CBS3AHHLIX ¢ IMPOBEJCHHEM  KIMHUYECKUX  HCCIIEJIOBAHUN  JIGKAPCTBEHHbBIX
[pernaparos, KIMHUYECKUX HCIIBITAHUN MEIMLMHCKUX HU3JICITHI;

0.3.7. llpenocrapiiaTh  TpM  HAa3HAYEHHHM  Kypca  JICUCHMS]  IAlUEHTY
HEJI0CTOBEPHYIO, HEIOJHYIO WJIH MCKaKEHHYIO MH(pOpMALIHIO 00
MCIIOJIL3YEMbIX JIEKAPCTBEHHDLIX IIpernaparax, O MEAMUMHCKUX H3JACNIUSIX, B TOM
YMCJIe  CKPLIBATL  CBEJACHHS O  HAIMYMKM B OOpallleHUHd  aHAJOTHYHBIX
JIEKapCTBEHHBIX IIPErapaTroB, MEAUIMHCKUX U3JIJIHH;

6.3.8. Ocy1ecTBIsITh IpUEM [peJICTaBUTeNICH KOMITAHWH, 3a
UCKJIIOYCHUEM Clly4aes, CBA3AHHBIX ¢ MIPOBE/ICHHUEM KJIMHUYECKUX
Heese10Batui JICKApPCTBEHHbBIX [peraparos, KJIIMHHYECKHUX UCITbITAHUH

MEJIMIMHCKUX M3ACIHUH, ydacrTust B IHOPsJIKE, YCTAaHOBJICHHOM auMm-mcrpauneﬁ



MCAMUMHCKON OpraHu3aluu, B COOPAHUSIX MEJIMUMHCKUX paOOTHHKOB U MHBIX
MEPOIPHSTUSX, CBSI3AHHBIX C [TOBLILICHHEM MX IIPO(ECCHOHAILHOIO YPOBHSI HIIU
pejlocTaBieHneM HH(OPMALMU, MPEyCMOTPEHHON 4acTbio 3 crarbu 64
Benepanbioro sakona or 12 anpesst 2010 roma Ne61-d3 "O6 obparernu
JICKAPCTBEHHDIX CPe/ICTB" 1 4acTbio 3 cratbyu 96 DesiepaibHOro 3akoHa 0T 2 1 HOSOps!
2011 1. Ne 323-D3 «O6 ocHoOBax OXpaHbl 3/0pOBbs I'pakjaH B Poccuiickoii
Denepannny;

0.3.9. OcywecTsisith NpUeM MpeJicTaBuTesIel KOMIAaHul BO BpeMms,
OTBEJICHHOE VI IIpUeMa (OCMOTpa) MalueHTOB;

0.3.10. BpImuceniBaTh JIeKapCTBEHHBIE MTPErapaThl, MEJAMLMHCKUE H3/1eITHs Ha
OslaHKax, cozepsKallMx MH(POPMALHUIO PEKIIAMHOIO XapakTepa, a TakkKe Ha
pelenTypHbiX OllaHKax, Ha KOTOPLIX 3apaHee HaleyaraHo HauMEHOBAHUE
JICKapCTBEHHOIO Mpernaparta, MeAMIIMHCKOrO H3J1e/Iusl.

7. Nublie ponycrumbie GopMbl B3AHMOACHCTBHSI ¢ NIPEACTABHTEISIMH
KOMIAaHUH

7.1, Jlonmyckaercst  BzaumojedcrBue  MeAMUMHCKHX — paGOTHUKOB
Yupexaenuss ¢ NPEACTaBUTE/SIMA - KOMIAHWM,  He  CBSI3aHHOE ¢
HCNOCPC/ICTBEHHBIM JIMUHBIM OOLIEHUEM, B ClIeyIOMUX Gopmax:

7.1.1. Yvactue B resieKOH(EpeHLMH, B TOM YHCIE [0CPEICTBOM
HCIOJIL30BaHMs TelehOHHOMN, MOABHKHON pajnoTee(pOHHON CBA3H WM CETH
Murepuer;,

7.1.2. DyiekTponnas neperucka - reperucka Mo 3JIeKTPOHHOH TouTe
MEK/LY [PE/ICTABUTEICM KOMITAHUHK U MEIMIIMHCKHM PaOOTHUKOM;

7.1.3. lTlomydenue  OnaroTBOPUTENLHON — MOMOIIM,  aJ[PECOBAHHOIN
YUpesK/IeHuIO, B YCTaHOBJICHHOM 3aKOHOATENILCTBOM IIOPSIIKE.

7.2, ‘TenexoH(epeHUMH M DJIEKTPOHHAs  [IEPEIMCKA  MOIYT
OCYIIECTBIIATLCS B CIC/LYIONINAX LEJISIX:

* MHPOPMHUPOBAHKME O  HAYYHO-NPOCBETUTEILCKUX — MEPOINPHUSITHSIX,
OpraHu3yeMbIX KOMIIAHMCH I10 BOIPOCaM, HAIpaBJICHHBIM Ha IOBBLILLIEHUE
PO(ecCHoHanbHOro ypoBHs MeMIHHCKUX pabOTHUKOB YupeskIeHNs Ml Ha
MPEIOCTABICHHE HHPOPMALINH, CBS3aHHOM € OCYLIECTBICHHEM MOHUTOPHUHIA
0e3011aCHOCTH  JIEKAPCTBEHHBIX [PENapaToB M MOHMTOPMHIA 0e3011acHOCTH
MEIHLIMHCKUX U3JICJINIA;

* uHpoOpMUpOBAHKME O HAYYHO-IIPOCBETHTEILCKUX — MEpONPHUSTHSIX,
OpraHM3yeMbIX MEIMUHMHCKUMHM  OPraHu3alusMu WM 1podhecCHOHaIbHBIMU
COOOLIECTBAMH, W HAIPABJIEHHBIX HA MOBBILICHHE [POPECCHOHATIBLHOIO YPOBHSI
MCJIHIU/IHCKMX p86OTHMKOB Yln)e)lcﬂe}mx HJIK Ha 11peJlocTaBlICeHHEe MHCI)OpMauHH,



CBA3AHHOM €  OCYLIECTBJICHMEM MOHMTOpPUHIA O€30MacHOCTH JIEKAPCTBEHHbIX
[npernapaToB ¥ MOHUTOPUHIA OE3011aCHOCTH MEJIMIIMHCKUX U3/ICITHH;

¢ cOop orpBoB  MeauuuHekux — paboTtHuKoB  Yupexaenus o  pabore
MEJIMLMHCKOIO  M3JIeJIMsl,  peareHrax, clly)kOe TeXHHUYECKOM MOJUICPKKH |
MMEIOUIUXCSl [10IKEJTaH UsIX

¢ cOop wuHpopmauuu o (axrax o0OHapyKeHHsT HeJOOpPOKAUYEeCTBEHHBIX U
KOHTpapaKkTHBIX MEJIMIMHCKUX U3/ICJIMH U JIEKAPCTBEHHBIX [IPernapaTos;

* uH(popMupoBaHHe 00 OT3bIBE MEAMLIMHCKOIO M3JICIUST WM JICKAPCTBEHHOTO
rpenapara ¢ pblHKa.

7.3. Ykazauuple B 11.11. 7.1.1-7.1.3 (popMbl B3auMOACHCTBUSI C IPE/ICTABUTEIISIMH
KOMITAHUI  OCYLICCTBIISIIOTCS  MCKIIIOUMUTEILHO — IPU  YCJIOBHH coOuoieHust
MeiurHCKUMK pabOTHUKAMK Y UpeKIeHUsl OrpaHuueHUH, HajaraemMplX Ha HUX TPH
OCYLIECTBIICHUM UMHU NIPO(PECCUOHAIBHON JIeATe/IbHOCTH.

8. OTBEeTCTBEHHOCTD
8.1. Bece Menuuunnckue pabOTHHUKM YUpexJAeHMUs HECYT OTBETCTBEHHOCTH 3a
Bbinojinenue  Hacrosiuiero  Ilopsiaka B COOTBETCTBUM ¢ JIGHCTBYIOLIMM
3aKOHO/1aTEJILCTBOM.



