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- [lo pone cermeHTa nekapcTBEHHbIX NpenapaToB 6e3
naTteHTHoM 3awmnTbl (OPP) — 77% — Poccua 3aHMMaeT TpeTbe
mecTo nocrne Kutas v Uugumn.

« CTpyKTypa pblHKa cTpaH «bornbluon cemepkn» dpopmmpyeTcs
NHaye:

B CLLUA — 12% pxeHepukoB, B AnoHun — 30%, N'epmaHnm —
35%, ®paHumn — 50%, AHrnum — 55%, Utanum — 60% wn
KaHagoe — 64%

Ecnn B gpyrnx ctpaHax Ha OHO NeKapCTBO NPUXOANTCS He
6onee 4-5 gkeHepuKoB, TO B Poccumn nx YMCno HacuYnTbIBaET
OECATKU N Oa)ke COTHW.



JleKapcTBeHHble npenapaTtbi 6e3
nateHTHou 3awmTbl (OPP)

« OpurvHanbHble npenapaTbl 6e3 NaTeHTHON 3aLLUTbI
- BpeHanpoBaHHble AKEHEPUKM

o [PXeHepuKkn No MexayHapoaHOMY HenaTeHTOBaHHOMY
Ha3BaHUIO

[>xeHepuk — 3TO BOCMPOU3BEAEHHOE NEKapCTBEHHOE
CPEACTBO, aHanorMyHoe naTeHToBaHHOMY (OPUrMHANBHOMY
npenapaTty) v BbiBEAEHHOE Ha PbIHOK MO UCTEYEHUN CPOKa
NaTeHTHOW 3alUuTbl OpuUrnMHana.




KpMTepVII/I ycnexa noysintTuKkn oAxxXxeHepmuKoB

CHWXeHMe pacxooB Ha PaBHble nnu nyylune pesynsraThbl

30paBoOXpaHeHne nevyeHuns (3ddeKTUBHOCTD)
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Mctounuk: Kalod Z, Holtorf AP, Alfonso-Cristancho R, Shen J, Agh T, Inotai A, Brixner D. Need for Multicriteria Evaluation of
Generic Drug Policies. Value in Health. 2015. 18. 346-351.



Oxunaaemble apdekTbl pasnnyHbIX CLIEHapUeB feYyeHns Ha
9KOHOMMU IO pacxXoJoB Ha fekapcTBeHHble npenapaTbl U MOCTOAHCTBO
Tepanuu

MoteHunanbHas MoTeHunanbHoe

CueHapvwl fie4yeHns Nocrie UCTe4YeHUs NaTeHTHOM 3alWunTbl AN

3KOHOMMA BO34eMUCTBUE Ha
XPOHMYECKUX NaLUEeHTOB B CTaOMIIbHOM COCTOSAHUU, NOCTOAHHO
pacxonoB Ha NOCTOSAAHCTBO
nony4yaroLwux NogaepXKMBawoLLy0 Tepanuilo OpUrMHasrbHbIMU o
neKapcTBeHHble neKapcTBeHHOM
npenaparamm
npenaparbl Tepanuu
[MepeknoyeHne Ha apyrne opurmHarnbHble npenaparbl -- +++
[MpogosmKkeHne NpMMeHeHns OpUrMHanbpHOro npenapaTta - ++
[MepekntoyeHne Ha reHepuK C TakKUM Xe akTUBHbIM UHIPeaneHToOM + +
HeckornbKo nepeknioyYeHnn mexay reHepukamm ++ -
[MpekpalleHne Bo3MeLLaeMON NekapCTBEHHON Tepanuu +++

McTtouHumk: Kalo Z; Abonyi-Toth Zs; Rokszin G; Katona L; Agh T; Inotai A. Impact of Switching on Health Care Costs and Outcomes in Generic Drug Policies. VALUE IN
HEALTH. 2013. 16 .7. A537.



EVIO,EI,OCTyI'I HOCTb 1 ODMOSKBMBANEHTHOCTb

buogoctynHocTb (B]) oTHOCKTCS K »  BuoaksmeaneHTHocTb (BJ)

CKOPOCTU © cTeneHn abcopbuuu noapasymeBaeT Hanu4une

aKTMBHOrO npenapara B CUCTEMHbIN COMNOCTaBMMOWN BUOAOCTYMHOCTU MEXIY

KPOBOTOK (MpW npueme BHYTPb). OpUrMHaNbLHbLIM NpenapaTtoMm u ero
Konuew

McmoyHuK: BOCNpon3BedeHo 13 cepumn TexHmdeckux otyetos BO3 No. 937

CKOPOCTb MO CPpaBHEHUIO CO CTeneHbo abcopbumnm
MEHSIETCS CKOPOCTb MEHSIETCS CTEMNEHb
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dapmaueBTnyecKkasa 3KBMBANIEHTHOCTb

« Takoe e aKkTUBHOE BeLLeCTBO (BeLlecTBa)

« Takoe e KOnm4yecTBO aKTMBHOIO BeLleCcTBa (BeLLEeCTB)
« Takag e nekapcrtBeHHasa doopma

« Takoun xe NyTb BBe4EHUSA

* TaKue e unm conocrtaBnuMble CTaHOapThbl

—




B3anmo3ameHsAeMOCTb TpedyeT no KpauHen mepe capmaueBTUYECKOMN
aKkBMBaneHTHocTtn (PIJ) n Gmonornyeckom akBuBarieHTHocTH (bJ)

Onpepnenenne BO3 ©3, bOn T3

TepaneBTquCKaﬂ\

3KBUBaNEHTHOCTb
(T3)

Pes3ynbmamsbi npumMeHeHust

\ KnuHuueckoe vccrneanosaHue |l doasbl npenapama HU4YeM He omru4yaemecs

E|/|03KB|/| Ba- EnMqueCKoe ncenegoBaHue :{I/ (é‘.))a3bl om npuMeHeHUs pehepeHMHO20
NMHUYEeCKoe UccrnenoBaHne a3
JIEHTHOCTb & npenapama.

(B3) :

\,

PapmakokMHeTka apMaKkoan | gyanakokuHemuyeckue nokazamesnu d8yx npenapamoe

HaMWUKa, TeCTbl Y 3, BbIX
’ Y SA0BRGES n06 Haxo0simcs 8 duarna3oHe om -20% 0o + 25%.
POBOSbLIEB, TECTHI in Vitro)

CraHgapt GMP (A®WU,
nekapcTBeHHas oopma u
CTabunbHOCTb)

Hea npenapama umerom 8 docmamoyHoul cmeneHu
coriocmasumsie xumudeckue ceolicmea.

WMctounuk: World Health Organization. Annex 7. Multisource (generic) pharmaceutical products: guidelines on registration requirements to establish interchangeability. 2006. Report No.: 937.



CUCTEMA KOHTPOINA KAHECTBA COI'TIACHO NMPABUINTAM GMP EC

HOPMATW/BbI

OcHOBHbIe TpeboBaHuUa AnNs
neKapcTBeHHbIX NpenapaToB:

maBa 1: Cuctema hapmaueBTNYECKOro
KayecTBa

[maBa 2: lNepcoHan

maBa 3: NomeLleHns n obopyaosaHue
[maBa 4: [JokyMeHTauus

[MaBa 5: NponssoacTeo
CVICTEMa [maBa 6: KoHTporb KayecTBa
Ka4deCcTBa MmaBa 7: AyTCOPCTUHT

[MaBa 8: XXanobbl 1 0T3bIB NpoayKLMK
[maea 9: CamonpoBepku

McTounmk: European Commission. (2013b). Good Manufacturing Practice (GMP) Guidelines. EudraLex — Volume 4



OueHkKa TexHonoruu sgpasooxpaHeHusa gna OPP

« MeTtoabl OT3 Obinn paspaboTaHbl ANS OLUEHKU 3anaTteHTOBaHHbIX
flekapcTBEHHbIX NpenapaToB B YCIOBUSIX Pa3fINYHbIX CUCTEM
3[0paBOOXPaHEHUS], HO HE ANA NpenapaToB, HE NMEOLLMX NaTEHTHON
3awuTtel (OPP)

« Tak kak bonbwmMHCTBO naumeHToB nedvarcsa OPP (~ 60-80%), obocHoBaHHas
OT3 ansa OPP moxeT nmeTb pellaroLee Bo3aenNCcTBME Ha COCTOSIHME
300pOBbA HaceneHnsa n 3PdPEKTUBHOCTb NCNOMNb30BaHUS BroaXeTa
30paBOOXpPaHEHUS

- PaspabatbiBaeTca Hay4HO ob6ocHoBaHHaa metogonorua OT3 cneymanbHO
Ons npenaparoB, HEe UMEKLWNX NAaTEHTHOM 3awWmnThl. [lepBoHa4anbHas
KoHuenuma obina npeacrasneHa B 2015 rogy Ha ISPOR

. MHOI’OKpl/ITepl/IaJ'IbeWI dHalri3 MOXeET OKa3aTbCA NOoJie3HblM B OLEHKE

npenapaTtoB 0e3 NaTeHTHOM 3alnThl U NONINTUKN NTEKAPCTBEHHOIO
obecneyeHud

HTA: oueHka meamumHckux TexHonorun (Health Technology Assessment); OPP: npenapaTbl, He UMeloLLe NaTeHTHOW 3alUnThl;



