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MWHWCTEPCTBO 34PaBOOXPaHEHNS!
Poccuiickoii degepaunm

PEANEPANBbHAA CNYXBA MO HAA3OPY I OpraHaM yrpasneHns
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Ha Ne oT
[ [
O6 opraH/3aLyn paboTbl
H3/30pa B MELMILIHCKX
OpraHVBaLysX

depepanbHad cnyxba no Hag3opy B cepe 34paBOOXPAHEHUA B  pamKax
OCYLLEeCTB/IEHUA  TOCYAApCTBEHHOW  (PYHKUMW NO  oOpraHuMsaunum ©  MpoBefeHUto
(hapMakoHag3opa coobliaeT cneaytoLlee.

B cootBetcTBMM C MOpAAKOM OCYLLECTBNEHUA (hapMakKoHag30pa, YTBEPXAEHHbIM
npukasom Poc3gpaBHag3opa oT 15.02.2017 Nel071 «O6 yTBepXAeHUU nopagka
OCyLLecTB/leHMA  (hapmMakKoHag3opa», MeauMUMHCKME  opraHusaumMm B CPOK,  He
npesblllatoWmnm 6onee 3 paboumx [AHen, 06s3aHbl coobwaTb B Poc3gpaBHaA3op o
Cepbe3HbIX HeXenaTe/lbHbIX peakuusax C fetasibHbIM UCXOLOM WU YTPO30W XKWU3HU, 3a
NCKIOYEHNEM HeXXenaTebHbIX peakuuii, BbIABNEHHbIX B XO4e MPOBeAEHUS KNMHUYECKUNX
nccnegoBaHnin, NPOBOAUMBIX B JaHHOW MeAULUHCKON opraHusaumnm .

Takxe B cpok 15 KaneHgapHbIX AHEW MeAMLUMHCKME opraHusaunm o06a3aHbl
WH(popMmupoBaTb PefepanbHyto CcnyX6y Mo Hafg3opy B cdepe 34paBOOXPaHEHUS O
cnefyroWmMx KaTeropusax HexenatefbHbIX peakuuid, a Takxke aktax M 06CToATeNbCTBaX,
co3JatoLmx yrpo3y XXU3Hu 1 340p0OBbI0 YeN0BeKa:

1) cepbe3Hble HeXenate/lbHble peakuuMuM Ha JfleKkapCTBeHHble npenapartbl, 3a
NCK/TIOYEHMEM CEPbE3HbIX HeXenaTesibHbIX peakunin, 3a WCK/IIOYEHUEM peakunin c
NneTasibHbIM UCXOAOM WM YTPO30M XU3HU;

2) cnyyaum nepegayunm  UHMEKUMOHHOro 3aboneBaHUs 4epe3  JleKapCTBEHHbIN
npenapar;

3) cnyyan OTCYTCTBMA 3asaBNEHHOW 3(PHeKTUBHOCTU NeKapCTBEHHbIX MpenapaTos,
NPpUMeHAEMbIX Npu 3aboneBaHMAX, MPEACTaBAAOWMUX Yrpo3y [ANA XU3HM YesloBeka,
BaKUMH AN NPOMNaKTUKN WUHMEKLMOHHbLIX 3a60n1eBaHUIA, NeKapCTBEHHbIX NpenapaTos
AN npegoTBpalieHns GepeMeHHOCTM, Korga OTCYTCTBME KAMHUYECKOro sddekra He
BbI3BaHO WHAWBUAYANbHbLIMW OCOOEHHOCTAMM nauneHta u  (MnKM) cneynmdukon ero
3ab0neBaHus;

*VHhopMaLys 0 HeXxenaTeNbHbIX ABNEHNAX, BbIAB/IEHHbIX B X04e MPOBeAeHWs KIMHUYECKMX UCCNe0BaHWii, HanpaBnseTcs
1ccnefoBaTeneM CrOHCOPY B COOTBETCTBUM C TpeboBaHUAMY pelueHus CoBeTa EBpasniickoii 3KOHOMMYECKO KOMUCCAN OT
03/11.2016 N 79 «O6 yTBepxaeHUM MpaBun Hagnexalleli KIMHUYECKOW NPakTUk1 EBPasninckoro 3KOHOMUYECKOTO COHO3a»



4) HeXenateflbHbIX — peakumax, BO3HUKWMWX BCNeACTBME  3/10ynoTpebneHl
npenapaTom, B C/yyasaX YMbILIEHHOW Nepeao3vpOBKM NEeKapCTBEHHOrO npenapara, npu
BO3JENCTBUN, CBA3AHHOM C NPO(ECcCUOHaNbHONW [AeATeNbHOCTLIO, WM B Clyvasx
MCNONb30BaHMA NEKAPCTBEHHOrO npenaparta B LEefsaxX YMbILW/EHHOro NpUYMHEHUsA Bpefa
XXV3HU 1 340POBbLIO Ye/I0BEKaA.

B cootBetrcTBMM C nyHKTOM 38 T[lopsagka ocylwecTBneHns MapmakoHasasopa,
YTBEPXK/AEHHOro npukasom Poc3gpaBHag3opa oT 15.02.2017 Nel071, cpoK Anst coobLieHns
0 HeXenaTesfibHbIX peakymsx v MHON MHGpopmaynm no 6e30nacHOCTU U 3APHEKTUBHOCTM
ncumcnseTca C fatbl, KOrga OTBETCTBEHHOMY MO (hapMakKoHag3opy B MeAULMHCKOMN
opraHusauMn CcTanm W3BECTHbl Clieflytoline CBefleHUs O HeXenatefbHOW peakuum wumm
0co60i cnuTyaumnm:

1) uvHpopmauusa, no3sonAwWas  MAEHTUPULMPOBATL  OPULUYECKoe  uUn
(h3nMYecKoe NnL0, BbISBUBLLEE HEXeNaTe/IbHYI0 peakuuto nanm ocobyo cnutyauymio;

2) nHopmauma, No3sosAoLLAA NAEHTUPULNPOBATL PU3MYECKOe NULLO, Y KOTOPOro
Habnrfanack HexenartesbHasa peakyus;

3) nHhopmaymsa, No3BonAoLWas NAEHTUPULMPOBATL IeKAPCTBEHHbI Mpenapar;

4) wnHopmauma, nosponswowas NAEHTUPUUMPOBATL CUMNTOMbI HeXenaTebHOM
peakuum.

Kpome Toro, cnyyan MHANBUAYaIbHON HEMEPEHOCMMOCTMN NEKAPCTBEHHbIX CPeACTB,
ABMBLUMECA OCHOBaHMeM AN BbIMUCKW JIeKAPCTBEHHbLIX MNpenapatoB Mo TOProsomMy
HaMMeHOBaHUID B pamMKax MporpaMmbl /IbFOTHOFO J1IEKAPCTBEHHOro obecneyeHus,
nognexar HanpaeneHWto B Poc3apaBHaA30p BpayebHbIMKM  KOMUCCUAMU B MOPSAKE,
yCTaHOBNEHHOM Npukazom MuH3gpasa Poccun oT 05.05.2012 Ne502H «O6 yTBEpXKAEHUN
nopsaaka co3fjaHus n aesaTeslbHOCTU BpayebHON KOMUCCUM MeLAULMHCKON opraHun3aunmn», B
CPOK, He MpeBblWAKWMIA NATU pabouymx [Heild C [aTbl BbINMUCKM COOTBETCTBYHOLLErO
NeKapCTBEHHOro npenapara no TOProBoMy HaMMeHOBaHUIO.

Takxke  WHOpPMMpPYyeM,  4YTO  MaLUeHTbl,  CaMOCTOATE/IbHO  BbISIBMBLUNE
HeXenaTenbHble peakuuwn, BnpaBe noTpeboBaTb Yy fevawero Bpavya WIM  MHOrO
MeAMLMHCKOro paboTHUKA 3amnofIHEHUA [AHHOT0 W3BELWEHMA W HanpaB/ieHMA ero B
Poc3gpaBHaa3op BO WMCNOMIHEHMe cTaTbh 64 depepanbHOro 3akoHa ot 12.04.2010
Ne61-®3 «O6 ob6palleHUn NeKapCTBEHHbIX CPeacTs». B AaHHbIX cnyvasax, npu
OTCYTCTBMW CUMMNTOMOB HeXefnaTeNbHOW peakuyun, Ha MOMEHT obpalieHMa nauueHTa,
[AOMNYCTMMO YyKasaTb, YTO COO6LIeHWEe O HeXxenaTeNbHOW peakuuy 3amnofIHEHO CO C/oB
naymeHTa.

B HacToAwee Bpemsi (QyHKumMoHuMpyeT 6asza faHHbIX «®PapmakoHagszop 2.0»
ABTOMaTU3NPOBaAHHOM NHOPMaLIMOHHOW CUCTEMBI Pocs3apaBHaz3opa (AMC
Poc3apaBHag3opa), B )yHKLMOHA KOTOPON BK/AOUYEHA BO3MOXHOCTb MOAayn yKasaHHOW
BbllLle MH(OPMaLUKN B 3N1EKTPOHHOM BUe. [aHHbI BUA nojayvn NpesnoyuTUTeNeH.

Pernctpaumss B 06ase pgaHHbIXx «®PapmakoHaasop 2.0» AWNC Poc3gpaBHagsopa
IOPUAMYECKMMW NMLAMU  OCYLLEeCTBNAETCH CaMOCTOATE/IbHO MyTem Bblbopa pasgena
«Pernctpauns» canta http://extemal.roszdravnadzor.ru.

O6pawaem  BHUMaHWe, 4YTO  HEMpeAcTaB/ieHWE WK HecBOEeBpeMeHHOoe
npeAcTaBfieHne B (hefepasnbHblil OpraH WCMNOMHWUTENIbHOW BNACTW, OCYLLLECTBAAKOLWUIA
(PYHKLMW MO KOHTPOMKO W HaA30py B cgepe 34paBOOXpaHeHUs, ecnn npefcTaBfieHue
Takux cBefleHUI sBnseTcA oba3aTteslbHbIM B COOTBETCTBMU C 3aKOHO4aTeNbCTBOM B Cchepe


http://extemal.roszdravnadzor.ru

OXpaHbl 340pOBbA, NMM60 MpeacTaB/ieHNe 3aBeLOMO HeLOCTOBEPHbIX CBELAEHWIA, BfeYeT 3a
coboil  HacTynneHve agMWHUCTPATUBHOW OTBETCTBEHHOCTU HOPUAUYECKUX UL W
JO/MKHOCTHLIX UL, B NOPSAAKe, YCTaHOB/EHHOM 3aKoHOAaTeNlbCTBOM  POCCUIACKOW
depepaunn, BkAwvasa ctatbto  19.7.8 Kopekca Poccuiickoin — degepaumn 06
aAMUHUCTPAaTUBHbIX MPaBOHAPYLLUEHUSAX.

B uenax HeEYKOCHUTENbHOro WCMOMHEHUA MeAULUWHCKUMU  opraHu3aunamu
TpeboBaHNN K (papMakoHaf30py, YCTaHOB/IEHHbIX MYHKTOM 3 cTaTbU 64 ®defepanbHOro
3akoHa oT 12.04.2010 Ne61-®3 w1 [lopsgKOM OCYLLECTBNEHUA (apmMaKoHaA30pa,
yTBepXAeHHbIM npuKasom Poc3gpaBHag3opa ot 15.02.2017 Nel1l071, Poc3ppaBHazsop
MPOCUT MPOMH(OPMUPOBATL MEAULMHCKME OpraHu3aumMm 0 He06X04MMOCTM MPOBELEHUA
BHYTpPEHHero ayauta paboTbl cucTeMbl (hapmakoHagsopa. PekomeHgyemble Kputepuu
OUeHKM paboTbl MeAULMHCKUX OpraHusauumini no ¢apmakoHajs3opy A8 NpoBefeHUs
YKa3aHHOro ayauTta npunararoTcs.

[MpunoxeHue: Ha 1n. B 13Ks.

Bpuo pykosoauTens [1.B. MapXoMeHKo



MpunoxeHue K NMcbMy Poc3apaBHaa30pa

ot 11 ®EB 2020

KpuTepnm oueHKM paboTbl MeAMLMHCKUX OpraHM3aunii no apmakoHaasopy

1. 3HaHWe CcOTpyAHUKaMU MeAULMHCKON opraHu3auum 3akKoHoAaTeNbCTBa B ciepe
MOHUTOPUHIra 6e30MacHOCTU fleKapCTBeHHbIX cpefcTB (PedepanbHblii 3aKOH OT
12.04.2010 No61-®3 «O6 ob6palieHMM JNleKapCTBEHHbIX CPeAcTB» W MNpUKas
Poc3gpaBHag3opa oOT  15.02.2017 Nel071 «O6 yTBepXAaeHUM  rnopsaka
OCYLLLeCTB/IEHMA papMaKoHa30pa»).

2. Hannuune BHYTPEHHUX MPUKA30B, pernameHTUpyLWnxX nopagokK perucrpaymm u
cbopa UHopmaLmn 0 Hexenate/lbHbIX peakunax B MeAULNHCKON opraHusauumn u
nepegady cBefleHUI 0 HUX B Poc3apaBHaa3op.

3. Hannuwne cneuymannucToB, OTBETCTBEHHbIX 3a COOpP W Hanpas/eHUe MHMopmMaymm o
HeXenaTteflbHbIX  peakymsax ©n  npobnemax 6e30MacHOCTU  JleKapCTBEHHbIX
npenapatos B Poc3gpaBHans3op.

4. OpraHusaumnsa B3aMMOLENCTBMA C TeppuTOpManbHbIM OpraHoMm Poc3gpaBHaj3opa.
OpraHusaunsa MHMOPMMPOBAHNA LIeHTpasbHOro annaparta Poc3gpaBHaj3opa wau
TeppuTOpUanbHbIX opraHoB Poc3apaBHag3opa Mo cy6bektam Poccuinckon
defepaunm 0 NeTanNbHbIX HEXenaTteNbHbIX peakumax Ha JIeKapCTBEHHbIe
npenapatbl B TeyeHue 3 paboumx [Heil C MOMEHTa, Korfga npousoLlsia gaHHas
peakums.

5. Hannume nepcoHann3npoBaHHOro goctyna B 6a3y faHHbIX «DapmakoHagsop 2.0»
ABTOMaTU3NPOBaAHHOW NH(OPMaLMOHHOM CUCTEMbI Poc3apaBHag3opa
(http://external.roszdravnadzor.ru)

6. CpefiHee 4MCNO BbISBNSEMbIX HeXenaTeNlbHbIX peakuuii, KOIMYecTBO COOBLLEHNUNA,
HanpaBneHHbIX B Poc3gpaBHans3op.

7. Hannuve HaBbIKOB 3aroO/IHEHUA W3BELLEHWA O HexXenaTteflbHOW peakumnm Ha
NeKapcTBeHHble npenapaTbl (B 3/IEKTPOHHOW (DOpMe UN Ha 6YMaXKHOM HOCUTene).

8. ®dukcayma  CcBeAeHWA O  BbISAB/IEHHbIX B MEAMUMHCKOW  OpraHusauuu
HeXenate/lbHbIX — peakuui  IeKapCTBEHHbIX  MpenapaToB B MeAMLUHCKOM
JOKYMEHTauMn naymeHTos.

9. HanpasneHue B TeueHne 5 paboymx fHeil BpaYeOHbIMU KOMUCCUAMMU U3BELLEHUI O
cnyvyaax WHAMBMAYaNbHOW HEMNepeHOCMMOCTU, SBUBLUUXCA OCHOBaHUEM [ANS
BbIMUCKW NeKapCTBEHHbIX NpenapaToB Mo TOProBbIM HaMMEHOBAHUAM.

10. O6cyXaeHne BOMPOCOB (PapMakoHaA3opa Ha COBewaHusx, MpoBOAMMbIX
PYKOBOACTBOM MeAMUMHCKON opraHunsauunm (YyTpeHHMe KOHgepeHLUn, nnaHepkn).

11. KOHCYNbTUpOBaHME  MEeAWUMHCKOro MepcoHana, nMNpPOBEAeHMe  COBeLlaHWU,
y4YebHbIX CEMWHAPOB, HaMnpaB/iEHHbIX Ha MOBbIWEHME CO06LLAeMOCTM U KayecTBa
COOOLWEHNI O HexXenate/lbHbIX peakuusax npu MNPUMeHEHUN NEeKapCTBEHHbIX
npenaparos.


http://external.roszdravnadzor.ru

