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OEIEPAIIBHASA TAMOXEHHALA CIIVKBA
GEAEPAIBHCE TOCYIAPCTBEHHOE KASEHHOE YUPEXAEHUE

TOJIAKIAHAKA Ne 4 ®EAEPATLHON TAMOKEHHOM CJIYKBbI

NHNPHKA3
rf’.‘

A 'Oy
A pEMALE 2020 T N v
Cauxr-TlerepOypr

06 yreepxaennu Hopaaka yuyactus npeacrapure/ied koMnanui B cofpanusax
MEANIHMECKHX PabOTHHKOB 1 HHBIX MePOHPHATHAX, HAlIPABACHHLIX HA
NOBLIMCHME HX NPOQeCcCHOHAILHOIO YPOBHA HIIK Ha HPeIoCTaBRJecHEE

HHEPOPMABUH, CBA3AHHOH ¢ OCYHIeCTB/ICHHEM MOHUTOPHETA
Ge30naCHOCTH JeKaPCTBeHHBIX HpPeNapaTos H MOHHTOPHHIA
6e30HaCHOCTH MeANIUHCKHX H3JeIHi

B cootBercTBHE O crathedl 74 MepmepanpHoro 3zaxkona ot 21.11.2011
© 3Z3-03 «O6 ocHOBaX OXpaHH! 3[HO0POBBs I'PaXmaH B Poccuiicko#l Denepanuin»
IPUK&3IR Baw: '

L. Yreepnuts [lopanok yyacTus npeicTaprTeNel xoMuanuil B coOpauusx
EAHIUHCKMK PabOTHHKOB U HHBIX MECPONPHITHASK, HAIPaBICHHBIX Ha [IOBBIHICHHE
X ApODHECcCHOHANBHOTO YPOBHSA WIH HA JIPeJOCTaBieHNe HHQOPMAIWH, CBI3aHHOH

OCYIIECTRIACHYEM MOEHTOPHBTa 0e30MacHOCTH JIEKapCTREHHBIX PENaparoB
H MOHMTODUET2 0e30IacHOCTH MeIAIHCKIX u3nenuil (panee — [Topsgox), COrnacHo
IIPHIOXEHAIC K HACTOALIeMY HPHKa3y.

2. Haugamemuxky obmero ormena {(OH. Lwmban)  obecmeduts

03HAKOMIICHHES c HACTOSMUM OPHKa30M MEIUIHHCKIAX pabOTHIKOB
Pommomuuyxu Ne 4 ©TC Poccum,

o]

3. Hauamsuuky wsadopManuonHo-texHrueckoro orzena (E.B. Kycos)
ofecriesnTs pasMellleHHe HACTOSINErc Ipukasa Ha oQuIMansHOM  cafite
Homuxamauxa Ne 4 ©TC Poccnn B yeTaHOBISHHOM NOPSIKe.

4. KownTpoms 32 HCTIOTHEHHEM HACTOAINETO PHKa3a OCTABIISIO 38 COGOH.
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Ipunoxenue

K mpuxasy Tommaxmamky Ne 4
OTC Poccun

ot «1d » o il 2020 Ne 34

TOPAIOK
V9acTHs NpeAcTaBuTened KOMIasuil B cOOpaHMIX MeNHIHCKUX PabOTHHKOB K
HHBIX MEPONPHATHSNX, HANPABISHHAIX Ha OBBIICHUE HX IPOQECCHOHATBHOIO
VPOBHES WY Ha PeNOCTaRIeHne HHQOPMALMY, CBI3aHHON ¢ OCYIICCTRACHNUEM
MOHUTOpPHHTa 0e30IIaCHOCTH JIEKAPCTBEHHBIX [TPEapaToB ¥ MOHUTOPHHTa
0e3011aCHOCTH MENHIMECKHAX H3AeInH

1. Hacrosmmit Hopsnox pazpaboran Bo ucnonHeHEe cTaThu 74 PenepansHoro
sakona oT 21.11.2011 Ne 323-@3 «O6 ocuoBax oXpaHBl 340pOBbs IDUKIAH B
Poccuiickoil Depepanum».

2. Heficteue macrosmero llopanka pacmpoctpaHseTcs Ha MEIMIHHCKHX
pabotuuxos omuxnuauky Ne 4 OTC Poccnu (manee — [TonmimnHMKa), a TaKKe Ha
IpencTaBuTenefl opramuzanui, 3aHEMAIOIMXCS pa3spaGoTKoH, UPOM3BOIACTBOM H
(umu) peamuzalmed  JIEKAPCTBEHHEIX DNPENApaToOB, MEIHITMHCKAX — M3ICHnH,
Opragu3alyi, o0NajalomUX ITpaBaMK Ha HCHONB30BAHHE TOPTOBOIO HAMMEHOBAHMS
HEKapCTBEHHOIO Ipenapara, OpPraHM3al#il OuTOBOH TOPrOBIH JIEKAPCTBEHHBIMH
CPEACTBAMH, aNTEYHBIX OpraHmzayd (uxX npeicTaBuTeneh, MHBIX (QUH3UIECKHX H
IOPHAMYECKHX JIHIH, OCYHICCTBIIOIINX CBOKIO NEATENBHOCTH OT MMEHHM YyKa3aHHBIX
OpraBy3aiyi) (qasee COOTBETCTBEHHO — KOMIIAHKS, MPEACTABUTEN M KOMIQHIM).

3. Vdactwe [peAcTaBUTENeH KOMIAHWE B CcOOpaHMSX MEIUIHHCKHX
paboTanKos TIONUKIMHENKY ¥ B MHRIX MEPOIPUATHLX,, HAPARICHHEIX Ha ITOBBIIIICHIE
HX TIPOQECcCHOHaTbHOIO YPOBHE WM Ha npegocrasiesne HaGopManmu, CBSI3aHHOH ¢
OCYHISCTBICHHEM MOHUTOPHHATa 0€30IacHOCTH JeKapCTBEHHEIX TIperHaparoB H
MOBUTOPHEIa Oe30LACHOCTH MeNWUWHCKUMX wu3jenuii (manee — cobpanus),
JDOMYyCKAaeTCs TOIBKO HOCHEe DOIYICHMA NHCHMEHHOIO paspelieHys HadYaNbHUKa
TORBKIMHUKY.

4. Cornmacopanpe BPeMEHH W HAThl YYaCTHs NPENCTaBUTENel KOMNAHHH B
cO0paumaX OCYHIECTBIIETCS IO NPEIBapHTEILHOMY OOpALICHMIO KOMIAHHY,
HANMPaBICHHOMY Ha HMs HaYalbHUKA TOIUKIVMHUKE B HHECHBMCHHOM BHIe (HOYTOH,
BINEKTPOHHOM OYTOH, Kyphepom).

5. B ofpamesyy KOMIGHUN TOJDKHE! OBITH YKA3aHEL CHENYIONMIAE CBEICHHUA:

- HRUMEHOBaHME KOMIAHUY, agpec, KOHTaKTHEIE JaHHEIE;

- JaHHBIE IIPEICTABUTeNCH KOMIIRHH,

- Chepa TeSTeNBHOCTH KOMIAHAH;

- fIpeAMeT HHTEepeca;

- IpORECCHOHANBHAN Ay IUTOPAA METMIMACKTX PabOTHHKOB [TONMMKTHEIIKE,

- ¢cniocol oBpaTHOTO cOOGINEHns 3asBHTENIC O PEe3yILTaTe PacCMOTPEHHs
obpaieHus.



6. O6pawenue © HOIyCKe npeicTaBuTencd KoMmmamui g y4acTHsi B
cofpanuy pACCMATPHBALSTCA B TeUeHHUE 5 (ITH) paboanx JHEH.

7. B ciiyaae coOIVIacOBAmMs VYACTHs IpeacTaruTeel KOMIAHAM B COOPaHUAX
JanpHelmee B3apMonelicTBHE C KOMIaHMed OCYHIECTBIAETCA 2aMECTHTENEM
HAYAIbHUKA TTOTHKINHIKY [10 MeMINHCKOH YacTy.

8. KommaHus B OTHOINCHWE MeIMIMHCKHX pabotauxop llommknusuxuy He
BIIpaBe:

1) Bpy4ars MOJApKH, BEUINAYHBATL HEHEXHBIE CPeACTBA (32 HCKHOYCHHEM
BOZHAIDOXACHUH IO AOTOBOPaM HPH NPOBEACHHM KIMHHYECKHX HCCIEIOBAHHH
AEKAPCTBEHHBIX IPENaparcB, KIMHAYECKMX HCIBITAHMM MEIUIMHCKEX H3JENIH,
BOZHATP@KACHHMH, CBA3aHHBIX C OCYIIECTBIEHHMEM MENUIMHCKAM pabOTHUKOM
nefarorudeckodl um (Wnm) HayyHOM HesSTeNBHOCTH), B TOM YMCNIE OIUIAYHBATH
pasBleYeHus, OTOBIX, NPOE3] K MECTy OTHBIXa, 4 TakKe HPHUBIEKaTh K YyJYacTHIO B
Pa3BAEKATENLEBIX MEPONIPHATHAX, IPOBOAUMEIX 34 CHET CBOMX CPEICTB;

2) 3aKIr0uaTh COrNAINCHMS O HASHAUCHMH WM PEKOMEHNAIMH NaLHeHTaM
JICKapCTBEHRBIX PENapaToB H MEIMIIHCKUX H3NENuH (33 MCKIOYCHHEM JI0rOBOPOB
O TPOBEHCHMY  KIWHWYCCKMX  MWCCHCNORAHMN  NEKApCTBEHHBIX  IPEHNapaTos,
KIMHAYSCKIX MCIBITaHUH MeIHIHECKYX M3NeNui);

3) upenocrasnaTh oOpaslfEl JEKApCTBEHHBIX INPENapaToB, MeIMITHHCKEX
W3MENUH B HENAX BpPYIEHHA TIandeHTaM (3a MCKIMIOYeHMeM CIydaeB, CBA3aHHBIX C
IpOBEJCHHEM  KIMHHYECKMX  HCCHENOBAHMM  JEKapCTBEHHBIX  MPEIaparos,
KITHHRIECKEX HCIBITAHUH METHITMECKIX W3 IeITHIT);

4) TpEeNoCTABIATH HENOCTOBEPHYXO M (WMIHM) HEIONHY HE(GOPMAIIIO ©
TCKapPCTREHHBIX TIpenapaTax, MeIUIMHCKIX H3IeTHIX;,

5) mocemiate MX B paGouee BpeMd Ha paboumx MecraX, 33 HCKIIOUCHHEM
CIYy9acB, CBY33HHBIX C UPOBEHCHUEM KIMHMYECKUX MCCHEIOBAaHUM JEKAPCTBEHHBIX
IIPeNapaToB, KIMHEYCCKMX HCOBITAHUN MEOWUWHCKHX M3ISIMi H C YJacTHEM B
co0panmsX B COOTBETCTBHEHM ¢ HacTosumM Ilopsakom;

6) no0VxIaTh X BHIIUCHBAHHIO JEKAPCTBEHHEIX NPENAparoB, MEIUIMHCKEX
m3nenud Ha OJaHKaX, CONEPIKAIMX HHQOPMAIZIO PEKIIAMHOTO XapakTepa, a TakKe
H2 DEUeNTypHHX ONaHKaX, Ha KOTOPHIX 3apaHee HANCYATAHO HAUMEHOBAHHE
JICKapCTBEHHOTO Openapara, MeIUITHHCKOrO H3IEHs.
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