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00 yTBep:KIeHHH
(popMBI JOKYMEHTa, COAEP/KALIEro pe3yjibTaThl MOHHTOPHHIA 3(PPEeKTHBHOCTH
H 6e30IaCHOCTH JIEKAPCTBEHHOr0 Npenapara AJsi MeAHIHHCKOr0 NPHMEeHEeHH,
NPOBOHMOrO AepskaTesieM HJIH BJaJe/blleM PericTPaAlHOHHOI0 YA0CTOBEPEHHs
JIEKAPCTBEHHOI'0 NIpenapara Jind0 ynojHOMOYEeHHbIM HM IOPHAHYECCKHM JHIOM

B COOTBETCTBHH c yacTeio 4 crarbu 29 ®denepanbHOTo 3aKOHa
or 12 ampens 2010 r. Ne 61-®3 «O6 oOpameHud JEKapCTBEHHBIX CPEACTB»
(Cobpanme 3akoHomatenscTBa Poccuiickoit ®@enmeparum, 2010, Ne 16, cr. 1815; Ne 42,
cT. 5293; Ne 49, ct. 6409; 2014, Ne 43, ct. 5797; Ne 52, ct.7540; 2016, Ne 1, cr.9)
1 noxmynktoMm 5.2.151 TIlonoxenms o MuHucrepctBe 3apaBooxpaHeHus Poccuiickon
Qenepalluy, yTBEpXKIeHHOTO mocTaHoBiIeHHMEM IlpaButenbctBa Poccuiickoit ®enepaunuu
or 19 wmrons 2012 r. Ne 608 (CobOpanme 3axoHonmarenscTtBa Poccuiickon ®enmepauuy,
2012, Ne26, ct. 3526; 2013, Ne 16, ct. 1970; Ne 20, ct.2477; Ne22, ct.2812; Neds5,
ct. 5822; 2014, Ne 12, cr. 1296; Ne26, crt.3577; Ne30, ct.4307; Ne37, ct.4969;
2015, Ne 2, ct.491; Ne 12, ct. 1763; Ne 23, ct.3333; 2016, Ne 2, cr. 325; Ne 9, ct. 1268;
Ne 27, ct. 4497; Ne 28, ct. 4741; Ne 34, ct. 5255), mpuka3 s Balo:

1. YrBepaute ¢opMy [OOKyMeHTa, COIEp>Kallero pe3yjbTaThl MOHHTOPHMHIA
3¢(peKTHBHOCTH M O€30MacHOCTH JIEKQpCTBEHHOI'O IIipemapara s MEJHIHHCKOrOo
IpUMEHEHHUs, [NPOBOAMMOIO  JepxaTeleM MM  BIAJeNbleM  PErHCTPAIIHOHHOTO
YIOCTOBEPEHUSl JIEKAPCTBEHHOI'O Mpemnapara JHOO YHNOJHOMOYEHHBIM KM IOPHINUYECKHM
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2. llpu3HaTe YTpaTHMBIIMM CHIIYy [IpHKa3 MHHHMCTEPCTBA  3APaBOOXPAHEHHSA
W couuansHoro passutus Poccmiickolt ®enepauuu ot 26 aerycta 2010 r. Ne 749H
«O6 yTBepxaeHuH (QOPMBI JOKYMEHTa, COHEpPXAlero pe3yJbTaTbl MOHHTOPHHIA
6e30macHOCTH JIEKApCTBEHHOIO Ipernapara A MEAULMHCKOrO IPHUMEHEHMS B ILeIAX
MOATBEPXKACHHA €r0 roCyAapCTBEHHOH perucTpauuuy» (3aperucTpMpoBaHO MUHUCTEPCTBOM
ety Poccuiickoit ®eaepanuu 31 asrycra 2010 r., peructpanuonHslit Ne 18304).

3. Hactoawmii npyukas scrynaer B cuiy 1 suBaps 2017 rozna.

MunucTp B.H. Ckeopuoba

O.B. Kyneuniosa




[Ipunoxenue
K ITpuKka3y MuHHCTEpCTBa 3ApaBOOXpPaHEHUS
. Poccuiickoit Penepanuu
oT «g‘z » /)/zztz?f;j’z{ 2016 . Nes¥/s

®opma

PesyabTaTtsl
MOHHTOPHHTA 3 PeKTUBHOCTH H 0€30NaCHOCTH JIEKAPCTBEHHOI0 Mpenapara
JJIs MEAHIIHHCKOr 0 IPHMEHEHH s, IPOBOAMMOrO epKaTejieM HJIH BialejblieM
PEerHcTpalHOHHOIO YAOCTOBEPEHH JeKAPCTBEHHOr0 mpenapara
JM00 YNIOJTHOMOYeHHbIM UM IOPHAHYECKHM JIMIIOM

1. O0mue momoXeHus

1.1. HaumeHoBaHme H ajpec JepXkareld WIH BiIageilbla pPErACTPAlHOHHOrO
yIOCTOBEPEHHs JIEKaApCTBEHHOI0 Ipenapara JH0O0 YHOJHOMOYEHHOTO UM IOPUAMYECKOTO
Jula, KOTOpOoe IPOBEI0 MOHHTOPUHT 3G (eKTHBHOCTH M 0€30IacHOCTH JIEKAPCTBEHHOI'O
Ipenapara Iyisi MEQUIIMHCKOTO pHMeHeHH (Jaee — JieKapCTBEHHBIH Mpenapar)

1.2. HoMep perucTpaiiOHHOTO yJJOCTOBEPEHHS JIEKapCTBEHHOT O Npenapara

1.3. Mara perucrpanuy jeKapcTBEHHOIO Ipernapara «__ » 20 r.
1.4. HaumeHnoBaHHe JIeKapCTBEHHOTO NpeIapara:

MexnayHaponHoe HENAaTEHTOBAaHHOE, WM TIPYNIHPOBOYHOE, WM XHMHYECKOE
HauMEHOBaHHE
ToproBoe HaMeHOBaHHE
1.5. JlekapcTBeHHas popMma ¢ yKa3aHHMEM HAaMMEHOBAHMI U KOJIMYECTBEHHOI'O COCTaBa
AOEHCTBYIOIINX BEIIECTB U Ka4eCTBEHHOTO COCTaBa BCHOMOTIATENbHBIX BELIECTB, AO3HPOBKa,
crniocoOBI BBEJICHHA U IPHMEHEHH, CPOK T'OHOCTH JIEKapCTBEHHOT'O Ipemnapara

1.6. Ilepuox MoHHTOpHMHTa 3(PGEKTHBHOCTH U OE30MaCHOCTU JIEKapCTBEHHOI'O
nperiapara:

c «_» 20 r.

o  «_» 20 I.




1.7. Jara IpeACTaBIICHAS PE3YIbTaTOB MOHHUTOPHHTA s¢dexTUBHOCTH
1 6e30IaCHOCTH JIEKapCTBEHHOTO IperapaTa «_ » 20 r

1.8. PesynpraTtel MoHMTOpHHra 3((QEKTUBHOCTH M 0€30MacHOCTH JIEKapCTBEHHOIO
Ipernapara IpeICTaBIeHbI:

(momKHOCTB) (®.1.0.) (nopnuce)

2. Peaynbrarel MOHHTOpHHra J(PQPEKTHBHOCTH H 0€30IacHOCTH JIeKapCTBEHHOTO
npenapara

2.1. Uadopmamms o 3apyOexHBIX CTpaHaX, B KOTOPBIX pPa3pemIeHO MEIULMHCKOE
NpHMEHEHHE JIEKapCTBEHHOT0 IIpenapara

Crpana Toprosoe Hara perucrpaiyu | Jlata npoaneHus Otnuyus,
HaUMCHOBaHME | JIEKapCTBEHHOTO perucTpanyu coJiepXKaluecs B MHCTPYKLMH
JIEKapCTBEHHOTO npenapara JIEKapCTBEHHOI'O 110 IPUMEHEHUIO
npernapara npenapara JIEKapCTBEHHOTO Npenapara

(noka3aHus, MPOTUBONIOKA3aHUA,
PEXUM JIO3UPOBaHUA U MHBIE
OTJIHYHA)

2.2. UapopManss 0 ciIydasx NPHOCTAHOBIICHWS INpPHMEHEHUA MU (WIH) 3ampera
INpUMEHEHHS JIEKapCTBEHHOro IpenapaTa B 3apyOeXHBIX CTpaHaX, B KOTOPBIX
3aperuCTpUpOBaH JEKapCTBEHHBIH npenapaT

Crtpana Toprosoe Jlata (nepuon) OcHoBanus Hara OcHoBaHus
HaMMEHOBaHUE |TIPHOCTAHOBJICHHS | IPHOCTAHOBIEH! | (IEPHOA) 3ampeTa |  JuId 3anpera
IeKapCTBEHHOTO HNpHUMEHEHUS NpUMEeHEHHs MpUMEHEeHUA IpHUMEHEeHU
npenapara JIEKAPCTBEHHOT'O | JIEKAPCTBEHHOTO | JIEKAPCTBEHHOTO | JIEKApCTBEHHOIO
npemnapara npenapara npenapara npenapara

2.3. Uadpopmamsi 006 oOTKazax B PpEruCTpalldd JIEKapCTBEHHOI'O IIpenapara
B 3apyOEXKHBIX CTpaHax

Ctpana |ToproBoe HauMeHOBaHUE JlaTa oTkaza OcHOBaHHs, NTOCTYKUBIINE
JIeKapCTBEHHOTO B perucTpaLuu OTKa30M B PErHCTpaLiMH
npenapara . JIeKapCTBEHHOTO JIeKapCTBEHHOr' 0 Mpemnapara

npenapara
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2.4. Uadpopmanus O NMpoBeleHHBIX W (MIM) IPOBOAMMEIX B IEPHOA NpPEACTaBICHUS
pe3yJIbTaTOB MOHUTOpHHTa 3()(PEeKTHBHOCTH W 0G€30IMaCHOCTH JIEKapCTBEHHOTO IIperapara
KJIMHUYECKUX HCCeOBaHUAX Ha Tepputopuu Poccumiickoit denepanuu U Ha TEpPPUTOPHUH

IPYTHUX CTpaH

Crpana Toprosoe Iens npoBeaeHus Caenenus Kommectso Ouenka
HAaUMEHOBaHUE | KIMHUYECKOTO 00 srane NaI[HeHTOB, pe3yNbTaToB
NEKapCTBEHHOTO | HCCIeNOBaHUA KJIHHHYECKOTO Y4YaCTBYIOIMX KITMHHYECKOTO
npenapara JIEKApCTBEHHOTO | HCCIEIOBaHUs B NPOBEIEHUN UCCIIEIOBAHHSA
npernapara NEKapCTBEHHOTO | KJIMHUYECKOro | JIeKapCTBEHHOTO
npenapara WM | MCCleI0BaHUA npernapara
€ro 3aBeplIeHHH | JIEKAPCTBEHHOTO
npemnapara

2.5. Uadopmanus 0 KOJMYECTBE NALMEHTOB, NMONy4YaBIIMX JIEKAPCTBEHHBIN Mpenapar
Ha TeppuTopum Poccuiickoii Denepauyvy U Ha TEPPUTOPUM IPYTUX CTpaH, B KOTOPBIX
pa3spelieHO €ro MEAUIMHCKOE IPHMEHCHHE

Crpana KonuyecTBO NanyeHTos, O611ee KOMMYECTBO JIEKAPCTBEHHOTO
HOJIy4YaBIIUX JIEKAPCTBEHHBIN NpenapaT npenapara, KOTOpoe MOTy4HIIA NaLMEHTH

2.6. Unbopmaniss O KOJIWYeCTBE JIEKapCTBEHHOIO IpenapaTra, IOCTYNHBIIETO
B oOpameHue Ha Teppuropum Poccuiickoit @enepaiuyi ¥ Ha TEpPPUTOPHH IPYTHMX CTpaH,
i€ pa3pereHo ero MeAHHHHCKOe IPUMEHEHHE

Ctpana KonuuecTBO ynakoBOK JIeKapCTBEHHOTO Mpenapara,
NOCTYNUBIIMX B 00palleHue
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2.7. Undopmarst o croyuyasx HeAocTtaTouyHOW S(PexkTHBHOCTH ¥ HOOOYHBIX
HNEeACTBUSAX, HE yKa3aHHBIX B MHCTPYKLUHH [0 NMPUMEHEHHIO JICKApCTBEHHOIO IIpemnapara,
BBISBJICHHBIX INpH INPUMEHEHHH JIEKapCTBEHHOro Iperapara Ha TeppuTopuu Poccuiickoi

Denepanuu

Konuuyectso Onucanue Hctoynuk Bospacr, Hcxon

coobmeHui ciaydas coobmieHus noJn (6€3 OCNOXKHEHHH, C OCIIONKHEHUAMH,
O BBIABJICHHBIX | HENOCTAaTOYHON | O BEIBICHHOM | MalHeHTa NeTaJIbHBIA HCXO0JI, HEU3BECTHO)

clyqasx 3()EeKTHBHOCTH ciy4ae

HeJ0CTaTOYHOiA ¥ o6oYHOro HEJOCTaTOYHOM
addexTuBHOCTH nedcTBUA addexTuBHOCTH

¥ TOOOYHBIX 1 I0604YHOM

JEHCTBHAX NEUCTBUHU

2.8. Uadpopmaniiss O  cepbe3HBIX  HEXENAaTENbHBIX  pPEaklUAX, BBIIBICHHBIX

IpH NPUMEHEHHH JIEKapCTBEHHOTO Mpernapara Ha Tepputopur Poccuiickoit ®epepannu

Komnuectso Onucanue Hcrouynuk Bospact, | Hcxon ceppe3sHol HexenaTebHON
COOOIEHMIA CephEe3HOM coobmeHus o peakuyu (JeTalbHbIN UCXOJ,
0 CEPBE3HEBIX HEXeNaTebHOM 0 CEpbE3HOI nalueHTa BPOXKJCHHEIE aHOMAJIMH, TIOPOKH
HeXeJaTeIbHBIX peakuuu HeXeNaTebHON pasBHUTUsl, YTPO3a XKH3HH,
peakumax peakuyu rocTUTaNM3alys, NpUBEIIas

K CTOMKOH yTpaTe TpyA0CIOCOOHOCTH
¥ (UT1) UHBAJTUAHOCTH)

2.9. Konm4uecTBO Cepbe3HbIX HEXXENIAaTENbHBIX PEaKIUi, BBISIBJICHHBIX IIPH IPHMEHEHUH

JIEKapCTBEHHOT'O Npenapara Ha Teppuropun Poccuiickoit @enepaunu

PaccrpoiicTBa 1 HapymeHus KonnuecTso Hons ot obmero
CHCTEM M OPraHOB YeJIOBEKa CEPBE3HBIX KOJIMYECTBA CEPhE3HBIX
HeXeNaTeNbHBIX HeXXenaTeIbHbIX
peaxkuuit peaxuuii, %

PaccrpoiicTBa cepAeYHO-COCYAUCTOMN NEATENBHOCTH

BpO)KI[eHHBIe, HaCJICACTBEHHBIC U TCHETUYCCKUEC

HapyUIeHHs

Hapymenus co cTOpOHBI OpraHOB 3peHUs

Hapymenus co cTopoHBI ONIOPHO-ABUIaTeIHOTO

arrmapara u COEIUHUTEIbHOM TKaHU

HoBoobpa3zoBanus (106poxkauecTBeHHEIE,
3JI0Ka4eCTBEHHBIE H HEM3BECTHOTO XapaKTepa




(BKUIIOYAs] KHMCTHI U TIOJIUITBE)

Hapymenus co cTopoHbl penpoAyKTHBHOM CHCTEMBI
¥ MOJIOYHBIX JKene3

Hapymenus co CTOpOHBI KOXH M OAKOXKHOM
KJIETYaTKH

Xupypruyeckue BMeIaTeNbCTBa U TEPaeBTHYECKHE
HpOLEypHI

Hnsie paccTpoiicTBa 1 HapymeHus

Bcero

2.10. Uadopmanuss O eAMHHYHBIX COOOINEHHAX O CEPhEe3HBIX HEeXeJaTeIbHBIX
peakuUaX, BBIABICHHBIX NpPH NPUMEHEHHWH JIEKQpCTBEHHOTO IpemapaTa Ha TEpPPHUTOPHHU
Poccuiickon Denepaiuu

Enuandneie cooOnieHus

PaccrpoiicTBa M HapyIeHHs CHCTEM M OPTraHOB YeloBeKa 0 CEpBE3HBIX HEXENaTebHBIX
peaKimIx

PacctpoiicTBa cepaeuHo-cocy IUCTOM eATENbHOCTH

BpO)K}leHHHe, HaCJICACTBCHHBIC H TCHETHUCCKHUEC HAPYHICHUA

HapymeHus co CTOPOHBI OPraHOB 3pEHHUs

HapymieHus co cTOpOHBI ONIOPHO-BUIaTENBHOTO anmapara

1 COeIMHUTENBHOM TKaH!

HoBoo6pa3zoBaHus (106pokauecTBeHHBIE, 3]I0KAYE€CTBEHHbIE

¥ HEM3BECTHOI'O XapakTepa (BK/IIOYas KUCTH U MOJIMIII)

HapymeHns co CTOpOHBI penpoJyKTUBHOM CUCTEMBI U MOJIOYHBIX JKEJIE3

HapymeHus co cTOpoHB! KOXKH U MOJKOXXHOM KJIeTYaTKH
Xupypruyeckue BMeNIaTeabCTBa H TEpaeBTHYECKUE MPOLEe Ty Phl

HHbie paccTpoiicTBa U HapyLLIEHUS

Bcero
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2.11. UadopMaumss O HENpeOBUACHHBIX HEXENAaTeNbHBIX PEaKIUsIX, BBIABICHHBIX

IIpH IpHMEHEHHH JIEKapCTBEHHOT0 Npenapara Ha Teppuropuu Poccuiickoii denepaiinn

Konugectso Omnucanue Hctounnk Bospacr,
coo0mmeHnii 0 | HenmpeABUAECHHOM COOOLICHUA noJ
HEMPEJIBUJICHHBIX | HEeXeNaTebHO! |0 HelpeABUICHHOH | manueHTa
HeXeJaTeNbHBIX peakuumn HeXeNaTenbHO
peakuusIxX peakuuu

Hcxon HenpeIBUAEHHOM
HeXeJaTeabHOM peakiuu
(ieTanpHBINA HCXO[, BPOXKICHHBIE
aHOMAJIUH, NIOPOKH pa3BUTHS,
yrpo3a >KM3HH, TOCIUTATN3aLu,
MpUBEIIIAas K CTOMKOH yTpare
TPYAOCIIOCOOHOCTH U (WITH)

HMHBaJIMIHOCTH)

2.12. KonmpyectBo  HENpeOBUIAECHHBIX
1Py IPHMEHEHNH JIEKapCTBEHHOIO IIpenapara Ha Tep

HEXeJIaTeNbHbIX  peaKlyi,
putopuu Poccuiickoil denepauuu

BBIABJIICHHBIX

PaccrpoiicTea u HapymeHus Konnuectso Jlons ot obmero
CHCTEM H OPraHOB Y€IOBEKA HeNpeaBUICHHBIX KOJIHYECTBA
HEXKENaTeIbHBIX HENpeIBUICHHBIX
peakuuit HEKeNaTeNbHBIX peakuui, %o

PaccTtpolicTBa cepAeUHO-COCYIUCTOH AESTENBHOCTH

BpO)KIleHHbIC, HaCJ'IelICTBeI-iHHC H F€HCTHYCCKHUC HAPYLICHH

Hapy1iueHus co CTOPOHbI OPraHOB 3peHHs

Hapymenwus co CTOpOHBI ONOPHO-ABUIaTENBHOTO anmapaTa
H COECIMHHUTENILHOM TKaHU

HoBoo6pa3soBanus (oOpokauyecTBEHHEIE, 3710Ka4€CTBEHHbBIE
M HEM3BECTHOrO XapakTepa (BKJII0Yasi KUCTHI U [TOJIHIIBI)

Hapymenmus co cTopoHbI pepOnyKTHBHOH CHCTEMBI
U MOJIOYHBIX XKeJIe3

HapymeHnﬂ CO CTOPOHEBI KOXH K MOAKOXKHOH KJIETYATKU

anypmt[ecme BMEIIATEILCTBA U TCPANICBTHYCCKUE ITPOLEAYPHI

Hneie paccTpoiicTBa U HapyIIEHUs

Bcero

2.13. Uadopmammsa 0 eIUHHYHBIX COOOINEHMSIX O HENpeABHICHHBIX HEXEIaTeIbHBIX
peaKklMsX, BBIABICHHBIX INpPH HNPUMEHEHHH JIEKApCTBEHHOIO IperapaTra Ha TeppUTOPUH

Poccuiickoi denepanuu

PaCCTPOﬁCTBa 1 HApyLICHHA CHCTEM H OpPraHoOB 4Y€JIOBEKA

EnuauuHbIe
coO0LIeHHS
0 HenpeIBUACHHBIX
He)KeJIaTeIbHbIX PeaKLuIxX

PacctpoiicTBa cepie4HO-COCYAUCTOH AEATENbHOCTH




BpO)K}IeHHBIC, HaCJCACTBCHHBIC U TCHCTUYCCKHE HApYUICHHA

Hapy1ieHns co CTOpOHBEI OPraHOB 3peHHs

HapymeHHx CO CTOPOHBI OIIOPHO-ABUIaTCIBHOrO anmnapara 1 COEIMHUATENIFHON TKaH!

HoBoo6pa3oBanus (106poKa4ecTBEHHBIE, 3/I0KaYeCTBEHHBIE H HEU3BECTHOTO
XapakTepa (BKJIFOYast KHCTHI H TIOJIHIIBI)

Hapymen#ns co CTOpOHBI pENPOAYKTHBHON CHCTEMBI U MOJIOYHBIX KeJle3

Hapyuienysi co CTOPOHBI KOXKH U MOAKOXHOH KNeTYaTKH

XprpI'PI‘ICCKI/IC BMCHIATCJILCTBA U TECPANICBTUYECKUE ITIPOLEAYPBI

WHBle paccTpoiicTBa U HapyIIEHUs

Bcero

2.14. Uadopmaisi 0 HPUOCTAHOBJIICHHH IPHMEHEHHS JIEKAPCTBEHHOro IIpemapara
Ha Tepputopun Poccuiickoii ®enepanuu

JlaTa npuocTaHOBIIEHUA [TpuunHa KommenTapuu
IPUMEHEHHS JIEKAPCTBEHHOTO MPUOCTAHOBJICHUA IPUMEHCHHS
npenapara JeKapCTBEHHOrO Mpenapata

2.15. Undopmaiuss o6 wu3bpATHM U3 oOOpamieHus JIEKQpCTBEHHOTO Ipernapara
Ha Tepputopuu Poccuiickoit Deaepanuu

JlaTa n3pATHA U3 obOpaleHus Ipuuunna KommeHTapun
JIEKapCTBEHHOTO Mperapara U3BATUA U3 OOpaIeHUs
JIeKapCTBEHHOTO Nperapara

2.16. Uadopmanus 0  NPUHATHIX  PEIICHUSX O  BHECEHMHM  M3MEHEHUH
B HHCTPYKIHIO [0 MEIUIMHCKOMY IPUMEHEHHWIO JIEKapCTBEHHOro IIpenapara, BKIIoYas
H3MEHEHHsI CIIeNYIOIUX CBEACHUI:

a) JIEKapCcTBEHHaA (opMa C yKa3aHHEM HaHMMEHOBaHMM M KOJIMYECTBEHHOI'O COCTaBa
OEHCTBYIOIIMX BENIECTB M KadeCIBEHHOIO COCTaBa BCIOMOTAaTENIBHBIX  BEIIECTB
(mpr HeOOXOTUMOCTH KOJIMYECTBEHHOTO COCTaBa BCIIOMOTaTe/IbHBIX BEIIECTB);

6) moxazaHus AJi1 IPAMEHEHU; ‘

B) IPOTHBOIOKA3aHUA /71 IPHMEHEHNS;

I') MEpEI IPEIOCTOPOXKHOCTH NPU NPUMEHEHHH;

1) yKa3aHH€ BO3MOXXHOCTH M  OCOOEHHOCTEH  MEAMLMHCKOIO  NPHUMEHECHHSA
JIEKapCTBEHHOTO Ipenapara GepeMEeHHBIMH >XCHIIMHAMM, KCHIMMHAMU B IIEPHOJ I'PYJHOIO
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BCKapMJIMBaHMs, 1€TbMH, B3pOCIBIMH, UMEIOIINMHU XpPOHHYECKHE 3a00IeBaHHUs;

€) peXHM JO3UPOBAaHHUA, CIHOCOOBI BBEICHHS W IMPHUMEHEHHs, MPH HEOOXOIUMOCTH
BpeMs IIpHEMa JIEKapCTBEHHOIO Ipenapara, NMPOJOJDKHTEIBHOCTh JICYEHHS, B TOM YHCIIE
y IeTeit 10 U IIOoCIie OAHOTO TOAa;

K) BOSMOXKHBIE HEXXeNIaTelbHbIE peaKuWd IMpH [PUMEHEHHH JIEKapCTBEHHOI'O

npernapara;
3) CHMIITOMEI HepeI03UPOBKH, MepBI o OKa3aHHIO MIOMOIITH
NpH IePEenO3HPOBKE;
1) B3aUMoOJieliCcTBHE c IPYTAMH JIeKapCTBEHHBIMHA npenaparamMu

¥ (WJTY) MAOIEBBIMA HPOAYKTAMH;

K) yKa3zaHue (mpd HeoOXOOUMOCTH) OCOOEHHOCTeH JeHCTBHA JIEKAPCTBEHHOI'O
npenapara Ipy NepBoM MpHEMe WIH IIPH ero OTMEHE;

n) omucanue (IpH HeoOXOOUMOCTH) JelcTBHiA Bpada (denpamiepa), IaldeHTa
IIpU [IPOITyCKE MpHeMa OJHOMN MIIM HECKOJBKUX [103 JIEKAPCTBEHHOI'O Npernapara;

M) BO3MOXKHOE BIIMSHHME JIEKQpPCTBEHHOrO TMpemapara Ha CHOCOOHOCTh YIPaBIATH
TPAHCIIOPTHHIMH CPEICTBAMH, MEXaHH3MaMH. o

Jlara BHeceHus U3MEHEHMIt Hsmenenns, OcHoBaHMe /11 BHECEHHUA
B HHCTPYKLIHIO KOTOpBI€ BHECEHHBI HA3MEHEHHUH B MHCTPYKLHUIO
10 MEIHUIIUHCKOMY B MHCTPYKLHIO [0 MEAULIUHCKOMY PUMEHEHHUIO
NPUMEHEHHIO 0 MEULMHCKOMY NIPUMEHEHUIO JIEKapCTBEHHOTIO Npemnapara

JICKapCTBCHHOrO Impenapara JIEKapCTBCHHOT O IIp€niapara




