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¢opMBI JOKyMeHTa, COePIKAIEro pe3yabTaThl MOHHTOPHHIA 3¢ (PeKTHBHOCTH

1 6e30IaCHOCTH JIEKAPCTBEHHOI0 NpenapaTa AJisi MeAHIHHCKOro NpuMeHeH s,
NPOBOAHMONO /IepaKaTeIeM HIH BJIaJie/IbLieM PEruCTPAIHOHHOIO y10CTOBEpEeHHs
JEKAPCTBEHHOI0 NPenapaTa JJnéo yNnoJIHOMOYEHHBIM HM IOPHIAHYECKHM JTHIOM

B COOTBETCTBUU c yacTeio 4 cratbu 29 ®enrepanbHOTO 3aKOHa
or 12 ampens 2010 r. Ne 61-®3 «O6 oOpameHuH JIEKapCTBEHHBIX  CPEICTB»
(CobGpanne 3axonomartensctBa Poccuiickoit ®epeparmn, 2010, Ne 16, cr. 1815; Ne 42,
cT. 5293; Ne 49, cr. 6409; 2014, Ne 43, ct. 5797; Ne 52, cr.7540; 2016, Ne 1, c1.9)
¥ mnoamyHkToM 5.2.151 Ilonoxenus o MunucrepcTBe 3ApaBooxpaHeHus Poccuiickon
Denepanuy, yTBepKAeHHOro mocraHoBieHneM IlpasutensctBa Poccuiickoit ®Depepanun
or 19 wmroms 2012 r. Ne 608 (CoOpanme 3axoHopmatenbcTBa Poccuiickoit ®emepauuy,
2012, Ne26, ct. 3526; 2013, Ne 16, ct. 1970; Ne 20, ct.2477; Ne22, ct.2812; Neds,
cr. 5822; 2014, Ne 12, crt.1296; Ne26, cr.3577; Ne30, cr.4307; Ne37, crt.4969;
2015, Ne 2, ct.491; Ne 12, ct. 1763; Ne 23, ct. 3333; 2016, Ne 2, ct. 325; Ne 9, cT1. 1268;
Ne 27, c1. 4497; Ne 28, ct. 4741; Ne 34, cr. 5255), mpu ka3 b Balo:

1. VrBepaute ¢GopMy [OOKYMEHTa, COAEpJKallero pe3yjabTaTbl MOHHTOPHMHIA
3¢p¢peKTHBHOCTH U 0e30MacHOCTH JIGKapCTBEHHOIO Ipemapara i MEIHIHHCKOIOo
OpUMEHEHHS, MPOBOJUMOIO  Jep)kKaTeleM MM BIAAEIbIeM  PETHCTPallHOHHOIO
yIOCTOBEPEHUS JIEKAPCTBEHHOTO Ipenapara 00 YIMOJHOMOYEHHBIM MM IOPHINYECKHM
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2. [lpu3HaTe YTpaTHBIUMM CHJIY T1IpHKa3 MMWHHCTEPCTBA  3IpPaBOOXpaHEHHS
u coumansHoro passutus Poccumiickoli ®epepamyu or 26 asrycra 2010 r. Ne 749H
«O6 yTBepxAeHHH (QOPMBI JOKYMEHTa, COHNEPXKAalero pe3yibTarbl MOHHMTOPHHIA
6e30nmacHOCTH JIEKapCTBEHHOTO IIpemapara Mis MEAMLIMHCKOIC IPHMEHEHUA B LENAX
MOATBEPXKACHHUA €r0 rOCyAapCTBEHHOH perucTpauuuy» (3aperMcTpMpoBaHO MUHUCTEPCTBOM
octuiun Poccuiickoii ®@eaepanuu 31 asrycra 2010 r., peructpauuonHsiit Ne 18304).

3. Hacroawmii nprkas scrynaet B cuity 1 susaps 2017 roga.

MunucTp B.H. CkBopuoba

O.B. Kyneuiosa




IIpunoxenue
K IpuKa3sy MuHucTepcTBa 31paBoOOXpaHeHUs
. Poccuiickoi Penepanuu
OT « g‘ » /’z{f//%;z“’«z{ 2016 1. Nes¥e/s

®dopma

Pe3yabTatnl
MOHHTOPHHTA 3} (PeKTHBHOCTH H 6€30MaCHOCTH JIEKAPCTBEHHOI0 Ipenapara
JJI MEAHITHHCKOr0 NPHMEHEHHs, IPOBOAMMOrO Jiep:KaTesieM WM BJajesbleM
PErHcTpanHOHHOIO YAOCTOBEPEHH JeKaAPCTBEHHOr0 mpenapara
JI100 YIIOIHOMOYEHHBIM HM IOPHAHYECKHM JTHIIOM

1. O0mmue mosoXeHus

1.1. HaumeHoBaHNe H ajpec JepXkarelld WIH BiIaaeibla pPErHCTPAlHOHHOIO
YAOCTOBEPEHHs JIEKApCTBEHHOIO Ipernapara JHO0 YIOIHOMOYEHHOTO MM IOPHUAMYECKOTO
Jula, KOTOpOoe IIPOBENI0 MOHHUTOPUHI 3((eKTUBHOCTH M 0€30IacCHOCTH JIEKaPCTBEHHOI'O
Ipemnapara Uisi MEIHIHHCKOTO IpUMEeHEHH (Jajiee — JIeKapCTBEHHEBIH Mperapar)

1.2. Homep peructpaniioHHOr0 YAOCTOBEPEHHUS JIEKaPCTBEHHOI 0 IIpenapara

- —--1.3. Hara perucTpanus AeKapcTBeHHOFo-HpemapaTa «_——» —— - 20— —F.-

1.4. HaumeHoBaHHe JIeKapCTBEHHOT0 Npernapara:

MexnyHapoaHOe€ HENAaTEeHTOBAaHHOE, MW TIPYNINUPOBOYHOE, WM XHMHYECKOE
HauMEHOBaHHE

ToproBoe HaMeHOBaHHE

1.5. JlexapcTBeHHas popma ¢ yKazaHHMEM HAaHMEHOBAaHMI M KOJMYECTBEHHOI'O COCTaBa

IEeHCTBYIOINX BEIIECTB U Ka4eCTBEHHOTO COCTaBa BCIIOMOTarelIbHBIX BEIECTB, JO3HPOBKA,

cnocoOBI BBEJICHHUS U IPUMEHEHH, CPOK TOTHOCTH JIEKapCTBEHHOIO IIpenapaTa

1.6. Ilepuox MonmTOpHHTAa 3(PGEKTHBHOCTA W OE30MacHOCTU JIEKapCTBEHHOIO
npernapara:

c «_» 20 1.

o «_» 20 T.




1.7. Jara IpEACTABIICHAS pe3yIabTaToB MOHHUTOPHHTA s dexTHBHOCTH

1 6e30MacCHOCTH JIEKApCTBEHHOTO Ipemnapara «__ » 20 r
1.8. PesynpraTrel MoHHTOpHHTa 3((QEKTUBHOCTH MU O€30MacHOCTH JIEKapCTBEHHOTO

Ipernapara nNpcacTaBJICHbI:

(moIDKHOCTB) (®.1.0.) (nopnwce)

2. Pesynbrarel MOHHMTOPHHra 3QQEKTHBHOCTH H 0€30IacHOCTH JIeKapCTBEHHOTO
npenapara

2.1. Uadopmammss o 3apyOeXHBIX CTpaHaX, B KOTOPBIX pa3pelieHO MEIHIMHCKOE
NpHMEHEHHE JIEKapCTBEHHOT0 IpefiapaTa

Crpana Toprosoe Hara peructpauun { Jlata npoaneHus Otnuyus,
HAaUMEHOBaHME | JIEKAPCTBEHHOIO perucTpanvu coJiepXKaluecs B HHCTPYKLUH
JIEKapCTBEHHOTO npenapara JIEKapCTBEHHOI'O 110 IPUMEHEHUIO
npernapara npenapara JIEKApCTBEHHOT O Mpenapara

e e (TIOKA3@HM S, TPOTUBOHOKA3AHNS; |-
PEXUM JIO3UPOBaHUA U MHBIE
OTJIHYHSA)

2.2. UapopMans 0 ciydagx NpPHOCTaHOBIEHHS IPUMEHEHHS U (WIM) 3ampera
NpAMEHEHHs JICKapCTBEHHOro Ipemaparta B 3apy0eXHBIX CTpaHaX, B KOTOPBIX
3apErACTPUPOBAH JIEKAPCTBEHHBIN Mpenapat

Crtpana Toprosoe Jlata (nepuon) OcHoBaHus Hara OcHoBaHus
HaMMEHOBaHHEe |TPHOCTaHOBJIEHHS | IPHOCTAHOBNEH!U | (IEpUON) 3ampeTa |  Juid 3anpera
IeKapCTBEHHOTO HpHMEHEHUSA NpHMEeHEHUs NpAMEHEeHUA IIpUMEHEeHU
npenapara JIEKAPCTBEHHOIO | JICKAPCTBEHHOTO | JIEKAPCTBEHHOTO | JIEKApCTBEHHOIO
npemnapara npenapara npenapara npenapara

2.3. Uadopmarii 06 oOTKazax B perucTpaldd JIEKapCcTBEHHOro IIperapara
B 3apyOEXKHBIX CTpaHax

Crpana |ToproBoe HauMeHOBaHHE Hara otkaza OcHoBaHus1, IOCTYKUBIINE
JIEKapCTBEHHOTO B perucTpaluu OTKa30M B pPErHCTpaLiH
npemnapara .. IEKapCTBEHHOTO JIeKapCTBEHHOT'O Mpenapara.

npenapara
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2.4. Uadpopmanus o MpoBeNeHHBIX W (WIH) IPOBOAMMEIX B IEPHOA INPEACTaBICHUS
pe3yJIbTaTOB MOHUTOpHHTa 3(PQeKTHBHOCTH W 06e30IacHOCTH JIEKapCTBEHHOTO IMpernapara
KJIMHUYECKUX HCCeJOBaHUAX Ha Tepputopuu Poccmiickoli ®eneparuy ¥ Ha TEPpUTOPUHA

IPYTHUX CTpaH

Crpana Toprosoe Hens npoBeaeHus Ceenenus Kommiectso Ouenka
HAaUMEHOBAaHUE | KIMHUYECKOTO 06 srane NaI[HEHTOB, pe3yJIbTaToB
NEKapCTBEHHOTO | HCCISAOBAaHUA KIHHHYECKOTO y4JaCTBYIOIHX KITMHHYECKOTO
npenapara JIEKapCTBEHHOTO | HCCIEeIOBaHUS B NPOBE/ICHUN UCCIEI0BAHHSA
npernapara NEeKapCTBEHHOrO | KJIMHUYECKOTO | JeKapCTBEHHOTO
npenapara ki | HCCIeIOBaHHS npenapara
€ro 3aBEepIICHNH | JIEKAPCTBEHHOTO
npemnapara

2.5. Uadopmanus 0 KOTHMUECTBE MAIMEHTOB, MOJyYaBLINX JIEKApPCTBEHHBIM Ipenapar
Ha Tepputopum Poccmiickoit ®epepanyy U Ha ‘ TepPUTOPHM NIPYTHX CTpaH, B KOTOPBIX
Pa3peIleHO €0 MEANIHHCKOC IPUMEHECHAE - )

Crpana KonuuecTBo nauueHTos, OO11iee KOMMYECTBO JIEKAPCTBEHHOTO
HOJIyYaBIIUX JIEKAPCTBEHHBIH NpenapaT npenapara, KOTopoe MOJTy4YHJIA aLMEHTHI

2.6. Uabopmamiss O KOJIWYeCTBE JIEKapCTBEHHOrO IpernapaTra, IOCTYNHBIIETO
B oOpameHue Ha Teppuropumn Poccuiickoit @enepaiuy U Ha TeppnToan npyer CTpaH,

TAC pa3pCiCHO €ro MCANHUHCKOC HPHMECHCHHUC -

Ctpana KonnyecTBO yniakoBOK JIeKapCTBEHHOTO Npenapara,
NOCTYNMBIIUX B 00palleHNe




2.7. Uadpopmarst o
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CllydasX HeJOCTaTo4HOl 3(QQEeKTUBHOCTH H MOOOYHBIX

NeACTBUSIX, HE YKa3aHHBIX B HMHCTPYKLUHH IO TIPUMEHEHHIO JIEKapCTBEHHOTO IIpemapara,
BBISBJICHHBIX IPH NPUMEHEHHWHU JIeKapCTBEHHOI'O mperapara Ha Tepputropus Poccuiickoit

Dengepauyn
Konnuectro Onucanue Hctounnk Bospacr, Hcxon
coobmeHni ciaydas coob1eHus non (6€3 OCNIOXXHEHHH, C OCIIOXKHEHUAMH,
O BBIABJICHHBIX | HENOCTaTOYHON | O BEIBICHHOM | MalHeHTa NeTaNbHBIA UCXO0Jl, HEU3BECTHO)
claydasx 3¢ PEeKTHBHOCTH ciay4ae
HeJ0CTaTOYHOiA ¥ nNo6oYHOro HEJOCTATOYHOI
addexTuBHOCTH nedcTBUA addexTuBHOCTH
U T06OYHBIX ¥ n1o6ouHOM
JEHCTBHAX NEeNCTBUU
2.8. Uadpopmaiis O  cepbe3HBIX  HEXENaTeNbHBIX  peaKlMAX, BBIABICHHBIX

Py NPUMEHEHHH JIEKapCTBEHHOTO Ipernapara Ha Tepputopun Poccuiickoit degepanyn

Komnuectpo Onucanue Hcrounnk Bospact, | Hcxoa ceppe3sHoit HexenaTebHOR
COOOIEHMIA Cephe3HOM coobmeHus ot peakumu (JIeTalbHBIN UCXOJ,
0 CEPBE3HEBIX HeXenaTeNbHOH 0 CEphe3HOH nanyeHTa BPOXKJECHHBIE AHOMAJIVH, TIOPOKH
HeXeaTeIbHBIX peakuum HexXeaTebHOH pasBHUTUsl, YTPO3a XH3HH,
peakumax peakiu rocruTanM3alys, NpyuBemas

K CTOMKOH yTpaTe Tpya0CIOoCOOHOCTH

¥ (UTM) UHBANTUAHOCTH)

2.9. Konm4uecTBO Cepbe3HbIX HEXXENATENIbHBIX PEAKIIUii, BBIIBIICHHBIX IPU IPUMEHEHUH
JIEKapCTBEHHOTI'0 Ipemnapara Ha Tepputopun Poccuiickoii @enepanuu

PaccrpoiicTBa 1 HapymeHus Konuuectso Hons ot o6mero
CHCTEM M OPraHOB YeJIOBEKa CEpPBE3HBIX KOJIMYECTBA CEPHE3HBIX
HeXenaTeNbHbIX HeXXeaTeIbHbIX
peakuui peaxkuuii, %

PaccrpoiicTBa cepAeYHO-COCYAUCTOM AEATENHHOCTH

BpoxneHHBIe, HaC/IeACTBEHHBIE U TeHETHYECKHE
HapylIeHHs

HapymeHus co CTOPOHBI OpraHOB 3pEeHUS

HapymeHHﬂ CO CTOPOHEBI OIMOPHO-ABHI'ATEJIBHOTO
anmnapara 1 CO€JUHHUTENIbHON TKaHH

HoBoo6pa3zoBanus (106pokauecTBEHHEIE,
37I0Ka4eCTBEHHbIE H HEU3BECTHOTO XapaKTepa




(BKUIIOYAs KHMCTHI U TIOJIUIIBE)

Hapymenus co cTopoHs! penpoAyKTHBHOM CHCTEMBI
Y MOJIOYHBIX JKene3

Hapymenus co CTOpOHBI KOXH M NOAKOXKHOM
KJIETYaTKH

Xupypruyeckue BMeIaTenbCTBa H TEPaNeBTHYECKHE
ApOLETypHI

Hnsie paccTpoiicTBa 1 HapymeHus

Bcero

2.10. Uadopmanus O eOUHHUYHBIX COOOIIEHHSAX O CEepPhEe3HbIX HEXeJlaTebHBIX
peakuUaX, BBIABICHHBIX IpPH NPUMEHEHWH JIeKapCTBEHHOrO IIpemapara Ha TEeppUTOPHH
Poccuiickon Denepaimu

EnuHudHEbie cCOOOHIEHHA

PaccrpoiicTBa M HapyImeHHS CHCTEM M OPraHOB YeJIOBEKa O CEpPBE3HBIX HEXeNaTebHBIX
peakimIx

PaccTpoiicTBa cepaeuHoO-cocy IUCTOM IEATENBHOCTH

BpO)K}leHHHe, HACJICACTBCHHLIC H TCHETHUCCKHUE HAPYHICHNA

HapymeHus co CTOpPOHbI OPraHOB 3peHHUs

HapymieHus co cTOpOHBI ONOPHO-BUTaTENBHOTO anmapara

1 COeIMHUTENBHOM TKaH!

HoBoo6pa3zoBaHus (106pokauecTBeHHBIE, 3]I0KAY€CTBEHHbIE

| 1 Hen3BecTHOTO XapakTepa (BKJIFOYas! KMCTHI M IONMANBI) ~ ~ "~
HapymieHunsi co CTOPOHBI penpoAyKTHBHOM CUCTEMBI U MOJIOUHBIX XKeEJe3

HapymeHmI CO CTOPOHBI KOXKH U MOAKOXHOM KJI€TYaTKH

Xupypruyeckye BMeIaTelsCTBa H TepaleBTHYECKUE MPOLeTyPhI

HHbie paccTpoiicTBa U HapyILICHUS

Bcero
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2.11. UadopManmss O HENPEeOBHUACHHBIX HEXENATENbHBIX pPEAaKL¥IX, BBIABJICHHBIX

IIpH IpAMEHEHHH JIEKapCTBEHHOT0 Npenapara Ha Teppuropuu Poccuiickoii denepaiiun

Konunyectso Omnucanue Hcrounux Bospacr, Hcxon HenpeaBUACHHON
coOOmICHNI 0 | HempeABUACHHOMN COOOLICHUA o HeXeJIaTeIbHOM peakiuu
HeNpeABU/ICHHBIX | HeXeNaTebHOH |0 HempeIBUAEHHO | mauueHTa | (JIeTaabHBINA MCXO0J, BPOXKICHHBIE
HeXeJaTeNTbHBIX peakuumu HeXeNaTeNnbHOM AQHOMAJIUH, TIOPOKH Pa3BUTHS,
peaKusax peaKkuuu yrpo3a >KU3HHM, FOCIIUTAITH3ALHA,
MpUBE/IIAsA K CTOHKOHN yTpare
TPYAOCIIOCOOHOCTH U (WITH)
HHBAJIMIHOCTH)
2.12. KommmaecTBO  HENMpEeOBUACHHBIX  HEXEIAaTelIbHBIX pPEaKUMid, BBIABICHHBIX

IpY IPHMEHEHHH JIEKapCTBEHHOTO Mpenapara Ha Tep

putopuu Poccuiickoi denepanuu

PaccrpoiicTsa n HapyleHus Konnuectso JIond ot obmero
CHCTEM H OpPraHOB YeI0BEKa HenpeaBuICHHBIX KOJINYeCTBa
- — | HexenaTenbHBIX -| - - - HEONPEABUIACHHBIX - | -
peakuuii HEXeNnaTeNbHBIX peakuui, %

PaccTpolicTBa cepAeUHO-COCYIUCTOH NEeSITENBHOCTH

BpO)KIleHHbIC, HaCJ'IelICTBeI-iHHC H FCHCTHYECKHC HAPYLICHH A

Hapy1ueHus co CTOPOHbI OPraHoB 3peHHs

| HapyuieHust co CTOPOHBI ONIOPHO-ABHUTaTEILHOTO anmapara
H COEIMHHUTENILHOM TKaHU

HoBoo6pa3zoBanus (oOpokauecTBEHHEIE, 37I0Ka4€CTBEHHEIE

Hapymenwus co cTopoHbI pepOnyKTHBHOH CHCTEMBI
Y MOJIOYHBIX XKeJIe3

HapymeHnﬂ CO CTOPOHEBI KOXH H MOAKOXKHOH! KIIETYATKH

anypmt{ecxne BMEIIATEILCTBA U TECPAIICBTHYCCKUE ITPOLCAYPHI

Wnbie paccTpoiicTBa U HapyIIEHUS

Bceero

2.13. Undopmaius 0 eIHHAYHBIX COOOIEHUSIX O HENpeABHICHHBIX HEXENaTelbHBIX
peaKIUsAX, BBISABICHHBIX INpH IPHUMEHEHHH JIEKapCTBEHHOIO IIpernapara Ha TEPPUTOPHUH

Poccuiickoi denepanuu

PaccrpoiicTBa 1 HapyIIE€HHs CHCTEM H OPTraHOB YEIOBEKA

Enunnunnie
coobeHus
0 HenpeIBHACHHBIX
HeXeTaTeNbHbIX PeaKUMax

PaccrpolicTBa ceplie4HO-COCYAUCTOH AeATENbHOCTH




BpO)K}IeHHBIC, HAaCJICACTBEHHBIC U TCHCTUYCCKHE HApYIUICHUS

Hapy1ieHns co CTOpOHBI OPTaHOB 3peHHs

HapymeHHx CO CTOPOHBI OIIOPHO-ABUTaTCNBHOrO anmnapara 1 COSIVHUTENILHON TKaH!

HoBoo6pa3oBanus (106pokayecTBEHHBIE, 37I0KAYeCTBEHHbIE H HEU3BECTHOTO
XapakTepa (BKJIFOYast KHCTHI H TIOJIHIIBI)

Hapymen#ns co cTOPOHBI PENPOAYKTUBHONW CHCTEMBI H MOJIOYHBIX XKeJle3

Hapyuienusi co CTOpOHBI KOXKH H MOAKOXHOH KJIeTYaTKH

XprpI'PI‘ICCKI/IC BMCHIATCJ/ILCTBA U TEPANICBTUHCCKHUE TPOLEAYPHI

WHBle paccTpoiicTBa U HapyIEHUS

Bcero

2.14. UapopMmaist O HPUOCTAHOBJICHHH INPUMEHEHHS JIeKapCTBeHHOI‘O npemnapara
Ha TeppuTopun Poccuiickoil ®enepanuu

JlaTa npuocTaHOBIIEHUA [MpuymHa KommeHnTapun
IPUMEHEHHS JIEKApCTBEHHOTO MPUOCTAHOBJICHUA TPUMEHCHUS
npenapara JeKapCTBEHHOrO Mpenapara

Ha Tepputopuu Poccuiickoit Deaepanuu

2.15. Unpopmanuss 06 wuseATMH U3 OOpallleHHs JICKapCTBEHHOrO Mperapara

«

JlaTa n3pATHA U3 obpalneHus [Mpuuuna KommeHTapun
JIEKapCTBEHHOTO Ipernapara U3BATUA U3 O0palIeHus
JIeKapCTBEHHOTO Tpernapara

2.16. Uadopmanus 0  NOpPUHATHIX  pEeIICHHSX O  BHECEHMM  HM3MEHEHHH
B HHCTPYKUIHIO 10 MEIUIMHCKOMY IIPUMEHEHHUIO JIGKapCTBEHHOIO IIperiapaTra, BKIJIIOYas
H3MEHEHHs CIIEeNYIOIUX CBEACHU:

a) JeKapcTBeHHas QopMa ¢ yKa3aHHMEM HaMMEHOBAaHMM M KOJIMYECTBEHHOI'O COCTaBa
OEHCTBYIOIIMX BEOIECTB M Ka4eCTBEHHOIO COCTaBa BCIOMOIaTElIbHBIX  BELIECTB
(TIp¥ HEOOXOXMMOCTH KONMYECTBEHHOTO COCTaBa BCIIOMOTaTe/bHBIX BEIECTB);

- 0) moxazaHUA I IPAMEHEHHS;

B) IPOTHBOIOKA3aHUA AJIs IPHMEHEHUS;

I') MEpPBI PEIOCTOPOKHOCTH IpH IPHMEHEHNH;

1) yKa3aHH€ BO3MOXHOCTH M  OCOOEHHOCTEH  MEAMLMHCKOTO  NPUMEHEHHA

JICKapCTBCHHOI'O IIpcriapara 6epeMeHHLIMI/I XCHIIIHHAMH, XCHIIMHAMU B II€PHUOd T'PYAHOIro
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BCKapMJIMBaHMs, 1€TbMH, B3POCIBIMH, UMEIONTAMH XpOHUYECKHE 3a00I€BaHMUS;

€) peXHM JO3HPOBaHHUA, CIOCOOB BBENEHHS H INPUMEHEHHH, NPH HEOOXOOMMOCTH
BpeMsi IIpHEMa JIEKapCTBEHHOIO Ipernapara, NpONOJDKUTEIBHOCTh JICYEHUS, B TOM YHCJIE
y ZeTeit 10 U IToCIie OAHOTO TOAa;

) BOSMOXKHBIE HEXXeNIaTelbHbIE PpEeakuWd IMpH [PUMEHEHHH JIeKapCTBEHHOI'O

npernapara;
3) CHMIITOMBI HepeA03UPOBKH, MepbI o OKa3aHUIO HIOMOIITH
NpH IePENO3UPOBKE;
1) B3aUMoJieHCTBHE c JIPYTAMH JIeKapCTBEHHBIMHA npenaparamMmu

U (WIH) HIIEBEIMEA HPOAYKTAMH;

K) yKa3zaHue (mpd HeoOXOOUMOCTH) OCOOEHHOCTeH JeHCTBHA JIEKAPCTBEHHOI'O
Tperapara IpH epBOM MpHEME UK MIPH €ro OTMEHE;

n) omucanue (IpH HEOOXOMMMOCTH) JeiicTBUii Bpada (Qenbamepa), malueHTa
TpH [IPOILyCKe MpHeMa OIHOM WM HECKOJNBKUX 03 JIEKapCTBEHHOTO Iperapara;

M) BO3MOXKHOE BIIMSIHHE JIEKAPCTBEHHOIO Ipermapara Ha CIIOCOOHOCTH YIIPAaBIAThH
TPAHCIIOPTHEIMH CPECTBAMH, MEXaHH3MaMH. :

Jlara BHeceHus U3MEHEeHMI1 H3menenmus, OcHOBaHKe 11 BHECEHHUSA
B HHCTPYKLIHIO KOTOpBI€ BHECEHBI HW3MEHEHHUH B MHCTPYKLHUIO
10 MEJHUIUHCKOMY B MHCTPYKLHUIO [0 MEAULIUHCKOMY PUMEHEHHUIO
NPUMEHEHHIO [0 MEULMHCKOMY IIPUMEHEHUIO JIEKapCTBEHHOTO Ipenapara

JIEKapCTBEHHOTO Ipenaparta NeKapCTBEHHOTO Npernapara




