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O6  yreepxaenun llopsaka  onpeneneHus
noTpeOHOCTH H (POPMUPOBaHHA IIAHOBOH 3asiBKH
no obecnedeHHI0 JIEKAPCTBEHHBIMU IIpelapaTaMu
MEIUIMHCKOTO  I[IPUMEHEHHUs, MEIUIMHCKUMHU
M3IEIUAMY, CIECIUAIU3NPOBAHHBIMU IIPOAYKTAMHU
"Te4eOHOr0 MUTAaHUA A1 aMOyJIaTOPHOTO JICYEHHS

B uensx peanuzauudu TmpaB JbMOTHBIX KaTeropuii rpaxxjaH Ha o0OecredeHue
HEOOXOMUMBIMU  JIEKAPCTBEHHBIMUA  MpenapataM, MEJULUUHCKUMHU  HU3JETHSIMHU,
CNEeHaTU3NPOBAHHBIMI  TIPOAYKTAMM  JIeyeOHOTO  [MWTaHUs 3a CYET CPEACTB
dbenepansHoro u obsactHoro OroakeTa JIeHHHrpaackol 001acTU W COBEPLIEHCTBOBAHUS
OpraHU3allMOHHOTO B3aUMOJACHCTBUS CYOBEKTOB, OPTraHU3YIOLIMX MU OCYLIECTBIAIOLIMX
oOecrieueHue IBTOTHBIX KaTeropui rpak/iaH,

VrBepauth npuiaraemslit [lopsnok ompefeneHus MOTpeOHOCTH U HOPMUPOBAHUS
[UTAaHOBOM 3asgBKH IO OOeCHedYeHHUI0 JIeKapCTBEHHBIMM IIperapataMH MEIULHUHCKOTO
NPUMEHEeHHs, MEAUIMHCKUMH U3JENHIMH, CIEeLHalIU3UPOBAHHBIMU  NPOAYKTaMH
JeueGHOTO NUTaHUs Jyisi aMOyIaTOPHOTIO JIEUYEHHS.

IIpencenarens Komurera C.B.Brerxanus
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[Mopanok onpeaeseHnss NOTPEOHOCTH H (POPMHPOBAHUSA NJIAHOBOH 3a81BKH
no odecnevyeHNIo JIeKAPCTBEHHBIMHU IpenapaTaMmu, MEAHIHHCKUMHU
M3IeJTUAMH, CIIeHAJTU3HPOBAHHBIMH NPOAYKTAMH J1€4€0HOr0 NHTAHHS
151 aMm0y./1aTOPHOIO JIeYeHus

1. Hactostmii [lopsimok pernameHTUpyer nopsnok onpeneneHus Komurerom
1o 3apaBooxpaHeHuro JleHunrpaackoi obnacrtu (nanee — KoMUTET) MOTpeOHOCTH B
JAeKapCTBEHHbIX TNpernaparax s MEAULUHCKOro MNPUMEHEHHs, MeINLMHCKUX
M3IENUSIX U CeLUaIn3upPOBaHHbIX [TPOAYKTax JeueOHOro MUTAHHUS s JIbIOTHBIX
kareropud rpaxpan (manee — JIII, MW u CIUIII), ¢popmupoBanus miaHoBOH
3asBKkU no obecriedenuro JIII, MU u CIUHI mna amOynaTopHOro je4yeHus Ha
OCHOBaHMM cOopa 3asBOK OT MEIHLUHCKUX OpraHu3alui ToCyIapCTBEHHON
CUCTEMBI 3APaBOOXpaHEHMs (Jajfee - MeAMLMHCKash OpraHu3alrs) U TIIJIaBHBIX
BHEIUTATHBIX creluanucToB JIeHHHrpaackod oOnactu  (Hanee — CHELHUATUCTHI)
st hopMmHpoBaHUs NOTpeOHOCTU NO 00ecCnevyeHUIo TpaKJaH, BKIIOYEHHBIX B
DdenepaibHBI PErucTp JIUL, MMEIOLIHUX [PaBO HAa IOJYYEHHE I'OCYIapCTBEHHOU
COIIMAZIbHOM IIOMOUIM M HE OTKAa3aBIIMXCS OT MOJYYEHHUs COLUUAIBHOM YCIyIH,
npenycMoTpeHHol myHkToMm | vactu | ctateu 6.2 ®DenepanbHOro 3akoHa ot 17
mosis 1999 roma Ne 178-03 «O rocynapCTBEHHOM COLMAIbHON IOMOILK», U
JBIFOTHBIX KaTeropuil rpaxnaaH, oOecrieiMBaeMbIX 3a CYET CpelACTB 00JacTHOrO
oromxera Jlennnrpaackoin odnacru JIC, MU u CIUII (nanee — ITopsaaok).

2. Hns onpenenenus: norpednoctu B JIIT, MU u CITJIIT Komuccus Komurera
MO0 pacCMOTPEHHUI0 W YTBEPKACHUIO 3asiBOK MEIUUWHCKHUX OpraHu3zaluuil H
CHELUAIMCTOB Ha 3aKyNKy JIEKApCTBEHHBIX IIpernaparoB, MEIWLHUHCKUX HW3JEJINH,
CHEUUAIM3UPOBAHHBIX NPOJYKTOB JIEY€OHOr0 MUTAHMS Ui 00eCleydeHus JIbIOTHBIX
KaTeropuil rpaxxaaH npu amOynatopHoMm jeudeHud (nanee Komuccus) gopmupyer
llepeuens JIEKApCTBEHHbBIX fpenaparos, MEIULHUHCKUX U3 1eInMn,
CrelHaIM3UPOBAHHBIX MPOAYKTOB JIeueOHOro MUTaHUsl 1J1s 00eCmeUeHMs JTbIOTHbIX
KaTeropuii rpaxaan (nanee — nepeuens JIC, MU, CIUIIT).

Ilepeuens JIC, MW, CIUII B Buae wmabioHa 3asiBKU Ha OUYEpPEIHON
KaleHIapHbIH TOJ MOOBOJUTCS JAO CBEACHHUS MEAMLMHCKUX OpraHu3aluid
CHelUaJuCcTOB IyTeM pa3melieHuss B EnvHod uWHGOpPMaUKMOHHON cucreme
31paBooXpaHeHus JlIennHrpaackoil obnactu (nanee EVC).

3. Homenknarypa JIIT, MU, CIUHI nns wabrnoHa 3asBOK MeIULIHHCKHUX
OpraHu3aludii W  CIelUaJnuCTOB (nanee — 3asBKM) QopMuUpyeTCs IO
MEXIyHapOJAHBIM HENAaTEHTOBAaHHbIM HAUMEHOBAHUSIM Ha OCHOBAHUM CIIEAYIOIIUX
JAHHBIX:

- (egepanbHOroO nepeyvHs JIEKapCTBEHHBIX NpenaparoB Uil MEIMLMHCKOro
NPUMEHEHUS, B TOM 4YHWCJE JIeKAPCTBEHHBLIX MpenaparoB s MeIUIIMHCKOro
NPUMEHEHHUS], Ha3HayaeMbIX [O PELICHUIO BpaydeOHBIX KOMMUCCHH MEIHLHMHCKHUX



OpraHMu3allui, IMepeduHs MEOULUHCKUX M3IeJIHN, IepedHs CleLUaIu3ipOBaHHBIX
IPOAYKTOB JedeOHOro TMWUTaHus [UIsl JeTed-UHBamuaoB, obecrnedeHrne KOTOPBIMU
OCYLIECTBSETCS B COOTBETCTBUU ¢ NyHKTOM | uactu 1 crareu 6.2 denepansbHOro
3akoHa oT 17.07.1999 Ne 178-®3 «O rocymapcTBEHHON COUHanbHON TOMOLLNY;

- peruonanpHoro nepeuHs JIII, MW, CIUIIL, oTmyckaeMbIX HaceJEHUIO B
coorBeTcTBUU ¢ [lepeyHem rpynm HaceleHMss W KaTeropuél 3adoyieBaHHM, Npu
aMOyJaTOPHOM JIEYeHUH KOTOPBIX JIEKAPCTBEHHBIE CPEACTBA U M3HEIUS MEIULIMHCKOIO
Ha3HAuYeHMs] OTIYCKAIOTCS MO pernentaM Bpaded OecruiaTHo, YTBEP>KAEHHOT'O
TeppuropuanbHOM HporpaMMoN TOCYJAapCTBEHHBIX TapaHTUH OecIIaTHOIO OKa3aHHs
rpaxxgaHaM MeJMIUHCKOM momoiu B JleHuHrpaznckodl obsacTu Ha odepeNHOH rol u
IIJIAHOBBIU NEPUOT;

- (hemepaIbHOTO MEPEYHs XU3HEHHO HeOOXOJUMBIX U BaXXKHEHIIUX JIEKAPCTBEHHBIX
npenaparos, yrBepxaaemoro IIpasurensctsom Poccuiickoit Penepanny;

-~ CTaHAQPTOB OKa3aHUsI MEAULMHCKOH NOMOIIY B aMOyJIaTOPHBIX yCJIOBHSIX.

4. KomureT ycTaHaBIUBaeT CPOKU BHeceHUs 3asiBoK B EVC.

5. Tlorpebuocts B JIII, MW, CIUII dopmupytorcss MeIUIMHCKUMHU
OpraH13auusiMU Ha OCHOBaHMM TacCllOPTOB Bpa4deOHBIX YYacTKOB C YYETOM
NPUKPEIJICHHOTO HacesleHus, CTPYKTYpbl 3adoeBaeMocTu. MHpopmanus o norpedHocTu
B JII'T, MU, CIUJIIT n naHnbie 3assBKM B 00BEME BbIICJIEHHOTO (PUHAHCUPOBAHHUS BHOCSTCS
B Wa0JI0H 3as1BKH, pazmelleHHbiii B EVC.

6. PykoBoauTe b MEAMUIMHCKON OpraHu3alyu saBJsieTcs JIMLOM, OTBETCTBEHHBIM 3a
opraHuzaiuio paboThl MO COCTABJEHMIO 3asBKM Ha KajeHIapHbId roj, Ha3zHa4daer
OTBETCTBEHHBIX HCIIOJIHUTENEH, YyTBEPXKIAaeT TOPANOK COCTaBJICHHS 3asBKH B
MEIUIMHCKON OpraHHu3aLui.

7. Buecennbsle B EMC notpebrnocts B JIIT, MU, CIUIIT n 3as1BKd OLEHUBAOTCSA
Komuccueit. B cinyuae Hecornacus wieHoB KomucCuM ¢ 3adBKOH, Ha 3acelaHue
Komuccun npurnamaeTcs: MpeaCcTaBUTENb MEAULINHCKON OpPraHu3aliH.

8. 3asBku, mpuzHaHHble Komuccuell 00OOCHOBaHHBIMHU UM IOIJIEKAIAMU
obecneyeHnio, CUMTAIOTCS] YTBEPXKAEHHBIMA C MOMEHTA yTBEP)KAEHHUs MpelcenaTesieM
KomureTa, B ciryuae ero OTCyTCTBHUSI - TMLIOM, UCIIOTHSIIOIIUM €ro 0053aHHOCTH.

9. Komuret popmupyer csoanyto norpedHocts B JIIT, MU, CITJIIT Ha ocHOBaHUM
notpebuoctu B JIIT, MU, CIUII], BHeceHHOH MeauuuHCKUMU opraHu3auusmu B ENC.
Ha ocHoBaHWW CBOJHOW TMOTPeOHOCTH B  COOTBETCTBUHM C  ACHCTBYIOUIMMH
deneparbHBIMK U PErvMOHAIBLHBIMU HOPMATHBHBIMH TPABOBBIMH aKkTaMH (POPMHUPYETCS
cBOIHAs 3asiBKa AJs olecliedeHUs JbrOTHBIX Kareropu#t rpaxmad JIIT, MW, CILJIIT
(1anee — nyiaHOBAsl 3asiBKa).

10. KomureT Ha OCHOBAaHWM INIAHOBOM 3asiBKU NMPOBOIMUT pa3MelleHHe 3aKasa Ha
3aKyIKy TOBapOB B COOTBETCTBHUH ¢ TpeboBaHusAMH (DenepanbHOro 3aKoHa OT 5 anpejs
2013 roma Ne 44-03 «O KOHTpaKTHOH cUCTeMe B cepe 3aKyIlOK TOBAPOB, padoT, yciyr
1151 o0ecredeHsl FOCyJapCTBEHHbIX U MYHULMTAIbHBIX HYXKI».

11. Nudopmauus o 3aKkiIrO9eHHH KOHTpakToB Ha mnocrtasky JIII, MU, CILUIII B
COOTBETCTBHUU C YTBEPXKAEHHBIMU 3asiBKaMU JOBOAUTCST KOMUTETOM [0 BCeX YYaCTHUKOB
JABIOTHOIO JIEKAPCTBEHHOTO O0ECMeYeHUus B (POpME CIPABOUYHMKOB JJIsl IpOrpamm
aBTOMAaTU3UPOBAHHOT'O BBIIIUCHIBAHHUSl PELIENITOB.



