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www.rspor.ru » MOO «Ob6uiecTBO
cbapMaKO3KOHOMNYECKUN nccrieaoBaHNNY

CtaHaapTbl oKka3saHnAa MegunLIMHCKOW

nomMmoLm (KOC): 6asa naHHbix Bcex ctaHaapToB
MEeONLIMHCKOW NOMOLLN, YTBEPKOEHHbIX
MWHUCTEPCTBOM 34paBOOXPaHEHNS N cOLManbHOro
pa3sutusa PO B nepuog c 2004 no 2007 roabl

CtanpapTtsbl (MpoTokonbl BeaeHus

OOJ1bH bIX)Z Ba3a gaHHbIX BCEX MPOTOKONOB BeAEHUS
OOsbHbIX, YTBEPXKAEHHBIX MUHUCTEPCTBOM

34paBoOXpaHeHns u coumanbHoro passutuga PO B
nepuog ¢ 2002 no 2007 roawl.

HekoTopble Bepcun NpOTOKONOB BeAeHUS BOMNbHbIX He
ABISALOTCS OKOHYaTEeNTbHbIMU — BO3MOXHb!
He3Ha4YnTerNbHble NU3MEHEHUS, KOTOPbIE B AAHHbIN
MOMEHT UCMNPaBMATCS.



1.

CtaHaapt

Mopaenb nauueHTa
KaTeropus Bo3pacTtHas:
Ho3onornyeckasa dpopmas:
Koo no MKB-10:

da3a:

Cragus:

OcnoxHeHue:

YcnoBue oKa3aHuA:



CtaHpapt

1.1. JleyeHue n3 pacyera ... gHeun

A. CrtaHaapTusupoBaHHbIU OOBLEM
obcnegoBaHUA NauneHTa

B. CrtaHpapTn3npoBaHHbIM O0ObEM Hemenu-
KaMEeHTO3HOro Jie4yeHus

B. CtaHaapTuaunpoBaHHbIU OOBLEM CECTPUH-
CKOU nomMoLuu

. CtaHpapTU3NpPoOBaHHLIN OOBLEM
MeOANKaMEeHTO3HOro fnevyeHus



CtaHaapTU3npoBaHHbIN 00BLEM
MeOANKAMEeHTO3HOro fie4eHuns

dapmakoTepaneBTU4eckas rpynna

MHH

YacTtoTta HasHa4yeHus

O[ - opneHTnpoBOYHas AHEBHAA O03a
OKL - akBMBaneHTHas KypcoBaga gosa
CToumocTb KypcoBas (py0) a
NMpobnema BbIOOpPa JIC B pamkax
cdomHaHcoBoro obecnevenusn JiMy

B upgeane — coorBeTcTBue popmynsapy



MPOTOKOI

Obnactb NPUMEHEHUS

HopmMaTuBHbIE CCbINKK (Hanpumep,
noctaHosrneHusa lNpaesutenscrtea Pd..)

ObLwme nonoxeHus (peweHne onpeaeneHHbIX
3afad, B TOM 4Yucrne, onpeperieHne anroputTmMoB
ANAarHOCTUKU N hapmMakoTepanum KOHKPeTHOro
3aboneBaHus)

[1naH obcnegoBaHnsa OOMBLHOIO
[TpyHUMNBbI pauUnoHanbHOro BeaeHnsa 60ornbHbIX
MpyHUMNbI MeanKaMeHTO3HOU Tepanuun



OpurnHanbHbIV Npenapar -

. BnepBble CUHTE3UPOBAaHHOE,
npoLweLlee NMoJiHbIA LMK
AOKJINMHUYECKUX U KJINHUUYECKUX
nccriegoBaHUM NIEKapCTBEHHOE
CpeACTBO, 3allMLlieHHOe NaTeHTOM
Ha cpok Ao 20 net

TONIbKO MO UCTEYEHNN CPOKa AENCTBUS
naTeHTa BO3MOXXHO Bocrnpomn3sseneHue J1C
ntobon KOMNaHWeN: Co3AaETCA reHEPUK



Evidence-based medicine «meanuunHa,
OCHOBAaHHas Ha JoKa3aTernbCTBax»

= CornacHo atou KOHLUEenunn Hanbonee LEHHDbIM
NCTOYHUKOM MHCbOpMaLI,VIVI ABJIAKOTCAH
KpynHoMmacwuTabHble paHgoMU3NpoBaHHbIE
c/iernbie KOHTpo/ipyemMbie uccnegqosaHns (PKU)

« Pe3ynbTathl PKWU onpegeneHHoro
NleKapCTBEHHOro npenapaTta HeJlIb34
MEepEeHOCHUTb Ha «aHaJloroBbie» nperaparbl



[ eHepuK:

« JIC, obnagatollero gokasaHHom TepaneBTu-
4EeCKOMN B3aMMO3aMEHAEMOCTbIO C
opurnHaneHbiMm JIC aHanorM4yHoro cocrana,
BbIMyCKaeMbI UHbIM, HEXENN pa3paboTynk
OpPUrMHanNbHOro, NponsBognTenem 6e3 NUuUeH3un
pa3paboTymka.

« JlonyckaeTtca B obpalleHne nocrie ncTe4yeHus
CpoOKa NnaTeHTHOW 3aWnTbl opurnHanbHoro J1C Ha
OCHOBaHUW perncTpaLnoHHOro 4ocbe
COKpalleHHOoro obbema.



B Poccun — camas bonbluas
0onsi reHepukoB Ha doapM. pblHKE
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Hdons reHepukoB, %

CLUA FepMaHus Benukobp. BeHrpus Monbwa CnoBakud Poccus

CpenHee KONMMYECTBO JIeKapCTB, KOTOPOE ynoTpebnser

eBponeeL, B TedeHne ceoen xun3um — 14 000 tabneTtok!



QHananpun: opurmHan un 33
Konuun*

OpurnHan

PeHumek*'

(sHananpuna maneat, MSD)

[ eHepuKu

baronpun
bepnnnpun
BasonpeH
Bepo-2Hananpun
NHBopun
KanbnupeH
MuHUnpun
Muonpun
Hopmanpecc
PeHunpun
DOHUT

DHasun
DHanakop
DHananpun
SHananpun-ICN

OQHananpun- AoQXxuo
OHananpun-AKOC
OHananpun-Akpu
OHananpun-lekcan
OHananpun-H.C
QHananpun-Poc
QHananpun-ero
OHananpuna

mariear

OHam
OHaHn-JIM
OHan
QHanpun
OHapeHarn
OHaddapm
OHBacC
OHBUNPUN
SHnpun
SHpun

- CnpaBOYHMK CUHOHMMOB NlEKapCcTBEHHbIX cpeacTtB. M., 2005, ¢. 308-309



OAPMAKOIMMOEMUNONOIM4YECKUE NOKA3ATEJIU

“Kputepun ana Jil (ana ToproBbiXx HAUMEHOBaHUU)”:

asnsetca nu J1lN' opurmHanbHbIM NEKapCcTBOM;

asnsgetca nu J1lN cynepaxeHepukom, To ectb JII' nmerowem nmueHsuto
Ha NPOM3BOACTBO OT pa3paboTymka opurnHansbHoro J1I1;

asnsgetca nu J1lN gxxeHepukom, KOTopoe Ha MmexayHapoaHoM pbiHke J1TT
bonee 3 ner;

obnapaeT N reHepuk JaHHbIMU MO OMO3KBUBANEHTHOCTY;

|

ooJsiagaert Jin reHepuKk AaHHbIMUW 110 Tep"ﬁeBTi/i‘-ieCKOi\/li IKBNBAJIEHTHOCTW;
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KONMYeCTBO TabneTok, Kancyrs, aMmnyrn, pofiakoHoB U T4);
aBnsaeTcsa Ny Toproeasi Mapka J1MN Hanbonee LWnpoKo Ucrnosib3yemMon B

JIMY ropopna (6onee 70% J1IMY 3akasbiBalOT UMEHHO 3Ty TOProByo hopMm).



[lpenmyllecTBa KadeCTBEHHbIX
(0obpocosecmHhbIx) reHEPUKOB

« CpaBHUTENBLHO HEDOMNbLLIAA CTOMMOCTb MPU
BbICOKOM Ka4eCTBE U XOPOLUEM
TepaneBTUYECKOM 3dPdEKTE

N I'Ipoumm NncernegoBaHnd Ha 3KBMBariEHTHOCTb

» C1adBapsa 2007 roga B roga B PO
oba3aTenbHasa ceptudukauma JIC 3ameHeHa
AeKnapnpoBaHMeM COOTBETCTBUA



Buabl 3KkBMBaANEHTHOCTU

« PapMaueBTUYECKasa 3KBUBASIEHTHOCTb
-paBHOE Konn4yectso (OT/INUNSA He 6osiee yemM Ha

5%0) NENCTBYIOLLErO Ha4ana U COOTBETCTBYIOT
CTaHAapTaM npou3BoacTBa. MakcMManbHaa @3 npu

ncnonb3osaHnn GMP

= DVOAKBMBA/IEHTHOCTb

((bapMaKoKMHeTHn4ecKas) — MAEHTUYHOCTb
OpUrnHanbLHOro 1 BocrnponsseaeHHoro JIC no 0CHOBHbIM
(papMaKOKMHETUYEeCKMM napameTpam. U3yyaeTcs in vivo.

= [epaneBTuyeckad 3KBUBAIEHTHOCTb

( no3uumoHupyetcsa npun 6unoskemeaneHTHoctn, HO HE
N3YYAETCA)



OPAPMALIEBTUYHECKASA
OKBUBAJIEHTHOCTD

o Kakue-nnbo nccnenoBaHms 4pesBbiHanHO peaku

e AKTUBHbIE fileKapCTBeHHble CybCTaHUMN, Hepeako
3aKynaltTcs B CTpaHax, Manao AOCTYMHbIX A
nencreeHHoro KoHtpond (Kutan, UHgns, BbeTHaMm u
T.A.)

e KayecTBoO 3TUX cybCTaHUUN B CUNY HECOBEPLUEHHbIX
MeTO0A0B CMHTEe3a HeBbICOKOe (NpuMecu, NpoayKThbl
agerpajgauunm n T1.4.).

e [lpon3BoACTBO BCNOMOraTesibHblX BELLECTB
(HanMoJIHUTENen) TakxXe MOXET NPonU3BOAUTBLCS C
ornpenesieHHbIMN HapyLUEHUSMU

benoycosB H0.b. >xeHepuku - Mmudbl n peanumn Remedium. www.pliva.ru/content/files/library/170.doc
26.07.2004.



KayecTBO HanonHutTenewu
nveeT 3HadyeHune!

Jltoboe n3MeHeHne B CcocTaBe
BCNOMOraTesibHbIX BELECTB NN
000/104KM MOTYT CYLLECTBEHHO
M3MEHUTb KQ4YeCcTBO NpenapaTta, ero
61MONOCTYNMHOCTb, NPUBECTU K
TOKCUYECKNM UIN annieprnvyecknm
AB/IEHUSAM



OueHKa cocTaBa reHepuKa
3aTpygHeHa!

« DapMakonenHble cTaTb He
OTPaXaroT TOHKOCTEN B U3MEHEHUH
CUHTE3a

« XMMUKO-aHaIMTUUYeCKas
3KCnepTu3a cybcraHuum,
Heobxoaumas ans BbiABNEHUS
TEXHOMOrMYECKUX NPUMECcen, nNpwu
perucTpaumm reHepukos B PO He
npoBoAMUTCA



BbroakBmBaneHTHOCTb: PeanbHOCTb
PoD

« ECnn reHepuk paspelleH K MpUMEHEHUIO B
ApPYrnx cTpaHax, oH perncrtpupyetcs B PO no
ynpoLleHHon cxeme (6e3 onpeaeneHus
6M03KBMBAJIGHTHOCTH)

= TONIbKO FrEHEPUKN HOBbIX MPOU3BOAUTENEN
nccnenyrTcs Ha 6UMO3KBMBANEHTHOCTb

= N3 1256 3apeructpupoBaHHbix B 2001 .
3apybeXxHbIX NMpenapaToB TObKO 22 MNPOLL/IN
3KCrnepTn3y Ha BMO3KBMBANEHTHOCTb Mpwu
perncrtpauun B PO



KAK ONPEAENAETCA BUOSKBUBAJIEHTHOCTD

e [lpoBOANTCA Ha HEDOJNIbLLUMX TOMOreHHbIX rpynnax
3[10POBbIX HEKYPSALLNX UCMbITYEMbIX, MY>XCKOIro rnoJsia
B Bo3pacTte 18 - 55 ner, He nony4varowmnx Kakmx-nmb6o
MeANKaMEeHTO3HbIX cpeacTs, obnaaaroLwmx
HOPMa/ibHbIM POCTOM U BECOM, NpUAEPXUBAIOLLNXCS
CTabunbHOU AMeETHI

e [[eHepunK n opurnHasabHbIN NpenapaTt Ha3Ha4vYaeTcH B
TeyeHue o4HOro AHS B OAHOU M TOU XXe CYTOUYHOW
nose

e ECnn KOHUEHTpaunsa reHepuka yKnaablBaeTcs B
npeaenbl oT -20%, Ao +25% 6peHaoBoro
npenapara, TO CYNTAETCH, YTO OBMO3KBUBANEHTHOCTb
noaATBeEpPXAeHAa

Meyer MC. Generic drug product equivalence: Current status. Am J Manag Care. 1998;4:1183-1189.



Kputepumn bnoakempaneHTHocTn anga PO

BNV = [JoBeputenbHbIN
uHTepBan, %

[Tnowagb No papmMaKoKUHETU- 80 — 125

yeckoun kpuesoun (AUC tect/AUC

pedepeHc) *

MakcnmanbHaga KoOHUEeHTpauus 70 - 143

(Cmax tect/Cmax pedepeHc)

CKOpOCTb BCacbIiBaHUS 80 - 125

(Cmax/AUCTtecT / Cmax/AUC
pedepeHc)

*- TeCT — TeCTUPYEMbIN FTEeHEPUK, pedoepeHc —

OpUrMHanbHbIM Npenapar




ANATIASOH BUOSKBUBAJIEHTHOCTM

45% pwnana3soH

- _
[eHepuK
A
|
DA -10% 100% +10% 125%

NMpuemnembin Anana3oH OMO3KBMBANEHTHOCTHU

Source: Borgherini G. Clin Ther 2003;25:1578—-1592.



KAK HACTO HAPYLUAETCHA
BUODKBUBAJIEHTHOCTb?

e [IpoBeaeHHbIN B BennkobputaHmnm B 1995-1996
aHanuns 2427 socnpoun3seneHHbix JIC obHapyxun 228
CYLWEeCTBEHHbIX OTNn4dnn. lNpuuem B 84 cnyyasax
NPULLNOCL NPOBECTN KauyeCTBEeHHOe ynydlleHune
npenaparTos.

e Bepyuee BegomcTtBo CLLA, KOHTponupytouiee
Ka4yeCTBO MULLEBbLIX NPOAYKTOB U JIEKAPCTBEHHbIX
npenapatoB (Food and Drug Administration) B KoHLe
80-x npu3Hano, 4yto Ao 20% mmMerowmMxca Tam
6peHaOoBbIX U AXXEHEPUKOBbLIX NMpenapaTtoB He
ABNATCA 6MOSKBUBANIEHTHBIMU, N COOTBETCTBEHHO He
MOryT NOAMEHATb APYr ApYyra

Generic medicines—can quality be assured? Drug Ther Bull. 1997; 35:9-11
Nightingale SL, Morrison JC, Generic drugs and the prescribing physician JAMA. 1987;258:1200-1204..



Kak peluaeTtcs npobrnema reHepUKoB B
Pa3BUTbLIX CTpaHax 7

« OTpuuaTenbHoe OTHOLWEHUE K
OMO3KBMBAJIEHTHOCTU KaK K
eJMHCTBEHHOMY Crocoby OLIeHKU
PABHO3HAYHOCTU SIeKapCTB

= O653aTENBHOCTb KITMHUYECKMNX
ncnbliTaHum no npasuniam GCP

« Knaccndukaums reHepuKkoB:
KOﬂbI llAll M |IB|I



Kak peluaeTtcs npobrnema reHepuKoB B
Pa3BUTLIX CTpaHax 7

B CLUA npuceanBaeTcsa Ko «A» reHepukam,
npoLweawmnm KnnHU4Yeckne UCnbiTaHns Ha
TepaneBTUYECKYI SKBUBANIEHTHOCTb U
MMEOLLUNK OTANYNS DAaPMAKOKUHETUKU OT
OpUrnMHasbHOro npenapata Ha 3-4%

Ha reHepukn ¢ KogoM «A» MOXHO
3KCTPanosMpoBaTh AaHHbIE UCCNeA0BaHNN
OpPUrnHaIbHOro npenaparta

[eHepUKU C KOAOM «A» MOTyT ABNATHLCS
3aMEHOW OPUrMHANbHOMY MpenapaTy no
(PMHAHCOBbLIM COObpaXXeHMsAM



Kak peluaetcsi npobrnema reHepuKkoB
B pa3BUTbIX CTpaHax 7

B CLLIA npucBanBaeTca koa «B»
reHepukaMm, He npolleawmm
KIMHNYECKMEe UCNbITaHUA Ha
TepaneBTUYECKYI0 3KBMBA/IEHTHOCTb

[eHepuK C KoAoM «B» He MOXET ObITb
aBTOMaTMYECKOWN 3aMEHOU
OPUIrMHAaNIbHOMY MpenapaTy unm
OPpYroMy reHepuKy C KogoM «A»



Pe3ynsraThbl OTCYTCTBUA
nccnegoBaHUM TepaneBTUYECKOU

IKBNBAJIEHTHOCTU
[lpenapat Cp. Ao3a AN AOCTMXKEHUS
LleneBoro A/l

PeHnTeK 12 mr

DHan 15 mr

DOHUT 15,6 mMr
NHBOpUn 20,6 mMr

SHaM 36,6 Mr

buoakBmBaneHTHblE PEHNTEKY rEHEPUKN

3Ha4yumesibHO omrsu4aromcs OT HEero no
meparnesmu4yeckou 3 PeKTUBHOCTH

tO.B. benoycos; Pemeanym, utonb-asryct, 2003




TpeboBaHUA K CpaBHUTENbHbLIM
nccnegoBaHUSIM.

HE3ABNCNMOE

MHOIroueHTpoOBOE

PaHAOMU3NPOBAHHOE
KOHTPOJIMPYEMOE

AJTNTEJIbHOE (cp. npoao/mKUTenbHOCTb Npuema)
C XECTKMMN KOHEYHBIMU TOYKaAMU

BbinonHeHbl TONbKO Ang eOUHUYHbIX

2eHepukos, npumeHsiemolx B PP



CXOACTBO NAKCWUJIA N PEKCETUHA
(dbapmakonornyeckoe aencreuve)

Makcun

reHepasim3oBaHHOe
TPeBO>XXHOEe PaCcCTPOUCTBO
(3cbdbekTMBHOCTbL Npenaparta
COXpaHSeTCcs npu
ANNTENIbHOM JIEYEHUMU 3TOro

PaCcCTPOMUCTBA)

PekceTuH

www.vidal.ru



CXOACTBO NAKCWUJIA N PEKCETUHA
(no6ouHble aencreus)

Makcun PekceTuH

e Cynoporm B e dnunentudopMHbIe
CTPYKTYype npunagku
CepoOTOHUHOBOIO
cuHAapomMma

°o - e [MoBbilLleHMe
BHYyTpuUu4yepenHoro
AaBJieHusA

www.vidal.ru



UYto npenatb ?

Cos3pnaBartb MHOPMaLMOHHYO ba3y a1
3akynok KAHECTBEHHbIX npenapaTtos:
OpUTMHaU10B N TEHEPUKOB!

- [loka3aTenbHas MegununHckasa basa
(PKIN)

- GapMako3KoOHOMMYecKaqa u
dapmMakoanmaemMmonormyeckas
SKCMepTn3a

KOHTpPOJ1b KayecTBa Mno
MeXAyHapoAaHbIM CTaHAApTaM



