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AHanutnyeckmn otyeT noarotosseH BOO «[lo3nTMBHOE ABUMKEHWE» B pPaMKax MNpoekTa «YcTpaHeHue
6apbepoB B chepe MHTENNEKTyaNbHOW COBCTBEHHOCTM ANA AOCTYMa K FeHepuyecKMM npenapatam ans
neyenna BUY-nndekumn, supycHoro renatuta C n tybepKynesa B cTpaHax co CpeaHUM YPOBHEM A0X043a»,
peanusyemoro International Treatment Preparedness Coalition (ITPC).

OCHOBHasa Uenb AaHHOIMO OTYeTa COCTOMT B OKasaHWM COAENCTBUA YCUAUAM, nNpeanpuHMMaeMbliM
rocygapcTBEHHbIMU OpraHaMu 34pPaBOOXPAaHEHMA W MNaUMEHTCKMM coobuwectBom Benapycn B 6opbbe
npotus anunaemunn BUY-mHdpekumnmn n renatmuta C. OTyeT BKAOYaET B cebs AaHHble MO 3NUAEeMNON0TMYEecKom
CUTyauMm M NoTPebHOCTAM HaUMOHaNbHbLIX Mporpamm sedyeHna BUY-uHdekummn u renatmta C, 0630p
HOPMaTUBHO-NPABOBON 6a3bl, PeryanpyloWwen 3akynku M npegocraBneHne nedyeHma BUY-uHbekumn u
renatuta C, onnucaHue 6apbepoB B 06/1aCTN UHTENJIEKTYA/IbHOM COBCTBEHHOCTU, NPENATCTBYIOWMNX AOCTYNY
K reHepuM4yeckMm npenapatam, a TakXe aHanu3 QYHKUMOHWPOBAHWMA CUCTEMbI NMAAHMPOBAHMA 3aKYMNOK,
pacnpegeneHua n npegocraBaeHma nedeHma BUY-nudekymm n renatura C.

Ons ymtnposaHusa: fonobopoabko H.B., CtatkeBmy W.E., XaTbko B.B. Joctyn K neyeHnto BUY-uHbekunmn m
renatuTa C B benapycu: aHanntuyeckuii otyet. 60O «Mo3uTUBHOE ABUXKEHME»: MuHCcK, 2019. — 101 c.
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bnaropapHocTu

Bblpaxkaem 6narogapHocTb 3a nomowb B cbope uHbopmaumm cotTpygHuKam OTgena npoduNakTUKm
BMY/CNNL TocynaapCTBEHHOrO y4perKaeHusa «PecnybAMKAHCKUA LEHTP TUrMeHbl, 3NUAemMUONoOTUN U
06LLEecTBEHHOrO 340P0BbA» (NpeaocTaBaeHMe aNUAeMUoNorMYeckon nHpopmaumm no BUY), samectutento
OVpeKTopa No Hay4yHoW paboTe MoCcyAapCTBEHHOMO yypexaeHMa «Pecnybi1MKaHCKMIA HaydHO-NPaKTUYEeCKUi
LEeHTP 3NMaeMMonormm u mMuKkpobuonormm» [poHuHol A.M. (npepoctaBieHve WHPopmaumm o
3abonesaemoctn renatutom C), pyKoBoAUTENl0 OTAeNa ynpaB/ieHUsa rpaHTamu [nobanbHoro doHaa
lfocypapcTBEHHOFO  yyperkaeHus  «Pecnyb/MKAHCKMIA  HAyYHO-MPAKTUYECKUI  LEHTP  MeAULUHCKUX
TEXHONOTUIN, WHOOPMATM3AUMKM, YNPABAEHUA W IKOHOMMKM 34paBOOXpaHeHMA» Makapesmny T.H.
(NnpepocTaBieHne [AaHHbIX O 3aKynKax aHTUPETPOBUPYCHbIX JIEKAPCTBEHHbIX CPeACTB 3a CpeacTsa
MEXAYHAPOAHON TEXHUMYECKON MOMOLLM), FNAaBHOMY BHeLWTaTHOMY cneuuanucty MuHucTepcTBa
3/1paBOOXPaHEHMA NO OKa3aHWI MeaMUMHCKOM nomowm naumeHTam c BUY-uHdpekumen Ckpunko O.A.,
cneumanmctam benopycckoro obuiecteeHHOro ooveanHeHus «Mo3nTUBHOE ABUXKEHME» U caliTa pereboi.by
(npepocTaBieHne AaHHbIX MAUMEHTCKOTO MOHUTOPUHTA).

Bnarogapum coTpyaHMKkos MexXayHapoaHOM Koanmumm no roToBHOCTM K Ie4eHno B BocTouHol EBpone n
LeHTpanbHoM Asum (ITPCru) 3a MeTOA40N0MMYECKYIO NOAAEPKKY HA BCeX 3Tanax NpoBeAeHWUs aHanusa u
HanUCcaHWA HaCToALLEero oTyeTa.

OTKas OT OTBETCTBEHHOCTU

OcHOBHas UeNnb 3TOFO0  AOKYMEHTa — OKas3aTb COAENCTBME  yCUAMAM, NpeanpUHUMaEeMbiM
rocygapcTBEHHbIMU OpraHaMn 34paBOOXPAHEHMA W MNaUMEHTCKMM coobuiectBom Benapycn B 60opbbe
npotms BUY-uHdpekumn n renatuta C. ABTOpPblI OTYETA HE HECYT OTBETCTBEHHOCTW 3a MCMOJIb30BaHWE U
TPAKTOBKY [aHHbIX, BbIBOLOB M pPEeKOMEHZAUMI, NpPeacTaBiAeHHbIX B HACcToAWEM OTyeTe, TPeTbMMMU
CTOpPOHaMM.

BbiBOAbI M peKoMeHaauun, cogepralimeca B AaHHOM OoT4eTe, OTPaXatoT TOUKY 3peHUA aBTOPOB, KOTOpaA
MOXeT HE coBNaaaTb C MHEHUAMU OPYITUX 3aUHTEPECOBaAHHbIX L.

NHdopmaumn, cogeprkallanca B HaCTOALLEM OTYETE, MOYEPMHYTa U3 OTKPbITbIX UICTOYHUKOB AW NOJIyYEHa B
OTBET Ha MNUCbMEHHbIE 3aMpPOoCbl; CCbUIKM Ha WMCTOYHWKWM NpuBeLeHbl B TeKcTe. ABTOpbl OT4YeTa He
rapaHTUPYIOT CTOMPOLEHTHYIO AOCTOBEPHOCTb AAHHbIX, NPEAOCTaBAEHHbIX TPETbUMMU CTOPOHAMMU, a TaKXKe
MOTYT He Pa3fAenaTb MHEHMA TPETbUX CTOPOH, LUTUPYEMbIX B OTYETE.

JOKyMeHT MoXKeT noasepraTbcA 06HOBNEHUAM. ABTOpbI OT4eTa OCTaBAAIOT 3a coboli npaBo He 06bABNATD
I'Iy6}1M‘-IHO 060 Bcex N3MeHEHNAX, BHOCUMbIX B OTYET.

ABTOpbI OTYeTa AEKNAPUPYIOT OTCYTCTBME KOHd)ﬂVIKTa MHTepecoB, CBA3aHHbIX C Temol oTyeTa. ABTOpbI He
NMMerT MaTepmaanoi& 3aNnHTEPECOBAHHOCTU OT npomssop,meneﬁ YNOMAHYTbIX B OTYETE JIEKAPCTBEHHDbIX
cpeacrte. YnomunHaHue ntobbix MeXOYHapPOoAHbIX HENAaTeHTOBAHHbLIX WM TOProBbIX HaMMeHOBaHWN
npenapaTtoB He O3HAYa€ET, YTO aBTOPbI OTYETA OTAAOT UM NpeanoyYTeHne Uniu, HaO60pOT, He peKomeHAYoT
nx.

YNomMunHaHMe NobbIX CXeM JIeYeHUss B TEKCTe OT4YeTa HMU Npun KaKux obcTOATENLCTBAX HE MOMKET b6bITb
MCNONb30BaHO B Ka4eCTBE a/1bTEPHATUBbI KOHCY/IbTaUMW Bpada-cneynaancra.
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Ucnonb3yemble a66peBnaTypbl U TEPMUHDI
AHTUPETPOBUPYCHbIN
AHTUPETPOBUPYCHbIE IEKAPCTBEHHbIE CPeACTBa
AHTUPETPOBUPYCHaA Tepanus
6peHaoBbIN Npenapat
Benopycckunit rocyaapcTBeHHbI MegULMHCKUIA YHUBEPCUTET
Benopycckas MeaMUMHCKas akagemusa nocnegmMnaioMHoro obpasoBaHums
Benopycckoe obuiectBeHHOe 06beaAnHeHME
Benopycckas yHMBepcasbHaa ToBapHasa bupka
Bupyc renatuta B
Bupyc renatuta C
PervoH BoctouHoi EBponbl 1 LleHTpanbHoOM A3nm
BupycHaa Harpy3Ka
BcemunpHasa opraHu3aums 34paBooOXpaHeHNs
leHepuyeckunin npenaparT (reHepuK)
locypapcTBeHHOe NpeanpuaTue
FocypapcTBEHHOE yuperkaeHune
locypapcTBeHHOE yupexaeHme obpasoBaHua
nobanbHbI PoHAa ana bopbbbl co CMUAom, Tybepkynesom n manapuen
JenaptameHT UCNONHEHUA HAaKa3aHU MUHUCTEPCTBA BHYTPEHHUX Aen
3aKpbIToe aKLMoHepHoe obLecTso
KoHcynbTaTUBHO-AUCNAHCEPHOE oTAeneHMe (KabuHeT)
logn, xusywme ¢ BUM
JNlekapcTBeHHble cpeacTBa
Nnua ynoTtpebastowme MHbEKUMOHHbIE HAPKOTUKMU
MuHUCTEPCTBO 34paBoOXpaHeHMA Pecnybankm benapycb
MecTa anweHua ceoboabl
TybepKynes ¢ MHOXeCTBEHHOW 1IEKAPCTBEHHOMN YCTOMUYMBOCTbIO
MeKayHapoaHoe HenaTeHTOBaHHOE HAMMeEHOBaHKe
My>KUYMHbI, UMELOLLME CEKC C MYKYMHAMMU
MeKayHapoaHan TeXHUYECKan NoMOLLb
Octpbiii renatnt B/ C
OnnopTyHUCTMYECKNE MHEKUMNM
OpraHuzauma O6bveamMHeHHbIX Hauni
0O6uecTBO C OrpaHNYEHHON OTBETCTBEHHOCTbLIO
Otaen npodunaktmkm BUY/CMNNL [ocyfapCTBEHHOMO yupeaeHua «PecnybanmKaHCKui
LeHTP rMrMeHbl, 3SNMAeMmnoormMm n obL,ecTBEHHOIO 340P0BbA»
MOCTKOHTaKTHas NPOPMNAKTMKA
MpodurnakTnka nepeaaun BUY ot matepu pebeHky
Mporpamma passuTna OpraHusaumm O6beanHeHHbIX Haumi
Pecnybauka Benapycb
PaboTHMKM KOMMEPYECKOro CeKca
PecnybanKaHCKuit Hay4YHO-MNPaKTUYECKUN LEeHTp MeLMULMHCKNX
nHOpPMaTM3aUMM, yNpaBaAEHNA N SKOHOMUKM 34PaBOOXPAHEHUSA
PecnybinkaHcKoe obliecTBeHHOe 06beauHeHue
PecnybanKkaHcKoe yHUTapHOe npeanpuatme
PecnybanKaHCKOE YyHUTapHOe Npeanpuatue
Poccuitckaa ®epepaumsa
CTpaHOBOI KOOPANHALMOHHBIN KOMUTET MO B3anMoaeincTento ¢ FnobanbHbim PoHAOM
TpeboBaHMA 3aABKM Ha 3aKyMNKyY
YupegeHue 34paBooxpaHeHus «fopoacKas KAMHUYecKan MHbEeKLMOoHHaa 601bHULA»
XpoHuyeckuin renatut B/ C
PecnybankaHckoe yHUTapHoOeE
3/ paBOOXPAHEHUN»

TeXHONOrnM,

npeanpuatme «LleHTp 3KCNepTM3 M WUCMbITaHUA B



OHUCE®D Oetckuin doHa OpraHmsaumm O6begmHeHHbIX Hauni

IOHOMA ®oHa OpraHusaymm O6beanHeHHbIX Hauuii B o61acTtn HapoadoHaceneHun
tOH3MNAC O6beanHeHHana nporpamma OpraHusaumm O6beamHeHHbIX Haumii no BUY/CNN Oy
BMS dapmauesTmyeckan komnaHua Bristol-Myers Squibb
BYN Benopycckuit pybab (nocne aeHomuHaumm 2016 roga, 1 BYN = 10 000 BYR)
ECAT EBpasuniickoe coobLLecTBo 3a AOCTYN K Ie4EHUI0
GPRM basa aaHHbix BO3 The Global Price Reporting Mechanism
GSK dapmauesTmyeckas komnaHus GlaxoSmithKline
ICH MeayHapoaHaa KOHpepeHUMs MO TrapMOHM3aLMW  TeXHUYeckux TpeboBaHWit
perMcTpaummn fekapcTBeHHbIX npenapatos (International Conference on Harmonization)
MPP JlekapcTBeHHbIN NaTeHTHbIM nyn (Medicines Patent Pool)
RUB Poccuinckuin pybnb
usD Donnap CLLUA
A66peBuaTypbl Knaccos u otaenbHbix APB-J1C
HNOT HykneosungHble (HyKNeoTuaHble) MHIMBUTOPLI 06PATHOM TPAHCKPMNTA3bI
HHUOT HeHyKkneosngHble MHIMBUTOPbLI 06PATHOM TPAHCKPMNTa3sbl
nn NHrMbutopbl npoTeassl
717 NHrMbutopbl MHTErpasbl
FDC KombuHauusa nekapcTBeHHbIX cpeacTs ¢ dMKcnpoBaHHoM ao3oi (fixed-dose combination)
3TC NamusyguH
ABC AbakaBup
ATV ATtasaHasup
AZT (ZDV) A3ngoTMmunanH (3ngoByamH)
BIC BbukTerpasup
COBI Kobuuucrar
DRV JdapyHasup
DTG Jonyterpasup
ETR 3TpasnpuH
EFV, EFV400  3dasupeHw, 600 mr, IdasupeH, 400 mr
EVG dnsuterpasup
FTC AMTPULMUTAOMH
LPV/r JNlonuHasup/PuToHasump
NVP HesnpanuH
RAL PanbTerpasup
RTV (uan /r)  PutoHasup
TAF TeHodoBUp anadeHamung
TDF TeHodoBUp an3onpoKena pymapat

B/BeHHbIN AZT PacTBop a3vaoTMMUAMHA ANA BHYTPUBEHHOrO BBeAEeHUA

A66peBunatypbl JIC ana neueHns renatuta C

nna NPOTUBOBUPYCHbIE NpenapaTthl MPAMOro AeNCTBMA
DAC JaKknaracsup
G/P (wnn GLE/PIB) rnexkanpesup/ nubpeHTtacenp
PrOD (nan PAR/r/OMB + DAS) napuTanpesup/ putoHasup/ ombutacenp + gacabysmp
RBV pnbaBupwuH
SOF codocbysup
SOF/LED codocbysup/ neannacsup
SOF/VEL codocbysup/ sBennatacsmp
COKpalLeHUA IeKapCTBEHHbIX popm
aT Oucneprupyemsbie TabneTku
K Kancynebl
P PacTtBop ana npuema BHyTpb
T TabneTku



LIENN U 3AZIAYM

Lenbto otyeTa ABnseTca GOPMYIMPOBKA M NpefoCTaBAeHNe PeKoOMeHAaUMn No ONTMMM3aLmMmM A0CTyna K
nevenunto BUY-nHdpekumn n renatuta C B benapycm Ha OCHOBE aHanM3a AEWCTBYHOLIMX HOPMATMBHBbIX
OOKYMEHTOB, KOHTEKCTa U npouecca 3akynok APB-/1C 8 2018 roay n nnaHnpoBaHuA 3akynoK Ha 2019 rog,

3a4a4u BKNOYALOT:

1. OueHUTb 3NUAEMMONOTNYECKYID CUTYaUMIO M NOTPEOHOCTM HaUMOHA/AbHbIX MPOrPamm JedyeHus
BUY-nHdpekymm n renatmta C.

2. MpeactaButb 0630p HOPMATMBHO-NPaABOBOM 6asbl, PeryavpyroLWEen 3aKynkn U npeaoctaBieHune
neyeHna BUY-nHdpekuum u renatuta C 8 benapycu.

3. TMpoaHanmM3mpoBaTb 3aKoHoAaTenbHble Hapbepbl B 06/1aCTM MHTENNEKTYaIbHON COBCTBEHHOCTH,
NpenATCTBYIOLWME AOCTYNY K reHepuyecKMm npenapatam.

4. TMpepactaBuTb 0630p HAUMOHANbHbBIX MPOTOKON0B siedeHusa BUY-nHdekuum m renatuta C.

5. lpeactaBuTb NepeyvyeHb 3aperncTPMpPOBaHHbIX NPEenapaTos U LeH.
MpoBecTn aHanu3 3aKkynok npenapaToB gns nedyeHusa BUY-uHoekunm m renatnta C 8 benapycu:
nposegeHHbIx B 2018 roay 1 nnaHnpyemsbix Ha 2019 roa.

7. TlpoBecTy aHaNN3 JAaHHbIX MOHUTOPUHIA NPeAOCTABIEHNA NPENAPATOB NaLUeHTaMm.

8. CdopmynupoBaTb OCHOBHble BbIBOAbI MO pe3ynbTaTaM aHaaAM3a W AaTb pPeKoMeHZauuu Mo
onTMMM3aLMK JOCTYNa K neveHunto BUY-uHdekunm m renatuta C B benapycu, BKAo4ana BO3MOXKHbIE
[AelncTBMA NaLMeHTCKoro coobuecTsa.

METOA0/10rnA

MNpoBeneHO KabuMHETHOE WCCAedoBaHME NyTeM aHanvM3a [AOCTYNMHOW BTOPMYHON WHbopmauuun. B
COOTBETCTBUM C 33434aMM OTHeETa, OblIN BbINOAHEHDI:

=  3Ha/N3 3NMAEMMOIOTMYECKON CUTYaLMM U NOTPebHOCTEN HAUMOHAAbHbIX NPOrpamm fevyeHuns BUY-
nHbeKunn n renatuta C;

= 0630p HOPMATUBHO-NPaBOBONK 0asbl, PEryanpylolleit perncTpaumio, 3akynkn M npeaocrtaBieHue
npenapatoB gnsa nedenna BUY-uHdekunmn n renatnta C, aHanM3 3aKkoHoAaTesbHbIX Gapbepos B 0bnactu
WHTEeNNeKTyanbHOM COBCTBEHHOCTM, NPENATCTBYIOWME AOCTYNY K reHEPUYECKMM NpenapaTam;

= 0630p HAUMOHANbHbLIX MPOTOKOMOB nedeHua BUY-uHpekummn wn  renatuta C, nepeyHs
3aperncTpupoBaHHbIX MPenapaToB U LeH;

" aHa/NM3 3aKyNnoK npenapaTtoB Ana nevyeHua BUY-nHdekunmn n renatuta C, GakTUYeCKM NPoBEeAEHHbIX B
2018 rogy v nnaHupyembix K 3akynke B 2019 roay;

"  3Ha/IN3 AAHHbIX MOHUTOPUHIA NPEAOCTAB/IEHNA NPENAPATOB MNaLMEHTAM.

MCTOYHMKM MCMONBb30BAHHbLIX B OTYETE [JaHHbIX MepeyncsieHbl B npuaoxeHun A. Yactb nHdopmaumm
pasmelleHa B  OTKPbITOM  JocTyne  (TeKCTbl  HOPMATWMBHO-MPaBOBbIX  AOKYMEHTOB, MNepeyeHb
3aperucTpupoBaHHbIX MNpPenapaToB M [AaHHble O [AeiCTBYlOWEeN naTeHTHOW 3awuTe, MHPopmaumn
pa3meLLEeHHas Ha 3NEeKTPOHHbIX TOProBbIX NOLAAKaX, BKAOUYas TpeboBaHWA 3aABOK HA 3aKYMKY M AaHHble
0 (GaKTMYEeCKM 3aKNOUYEHHbIX A0roBopax MO pesyabTaTaM TOProB, HEKOTOpble AaHHble NaLMEeHTCKOro
MOHMWTOPUHra), 4acTb MHPOPMaLMK Bblia NoaydeHa No 3anpocy (3NUAeMUOoNorMYeckMe AaHHble, AaHHble
bopm BEAOMCTBEHHOM OTYETHOCTU MO BUY-MHPEKLMM, faHHble O aKTUUYECKM 3aKNHOUYEHHBIX SOrOBOpaXx
Npu 3aKynKe U3 0AHOrO MCTOYHUKA).

B xoZe NOAroTOBKM OTYeTa NPOBeAeHbl KOHCYNbTaLMmM co cTpaHoBbiM oducom KOHIMAC 1 HauMoHaNbHBIMM
opraHamu 34paBoOXpaHeHus: MUHUCTePCTBOM 34paBooxpaHeHus Pecnybnaukm bBenapyce (M3 PB),
OTaenom npodunaktukn BUY/CMNL FocyaapcTBEHHOMO yupeskaeHusa «PecnybanKaHCKUA LEHTP FUrveHbl,



anuaemmonormm u obuiecteeHHoro 3a0posba» (ON BMY PUMI)Y, Otgenom ynpasaeHusa rpaHTamu
FnobanbHoro ®oHpa locynapCTBEHHOrO yypexKaeHus «Pecnyb/MKaHCKMIA HayYHO-MPaKTUYECKMIA LLEHTP
MeANLMHCKMUX TEXHONOMNIA, MHPOPMATU3aLMK, YNIPaBAEHUA U SKOHOMUKM 3apaBooxpaHeHmna» (PHML MT)2

MpW HanUcaHMM OTYeTa MCMO/b30BaHbI Cneadyolme pykosoacTsa BO3 u FOHIWAC no moHuTopuHry BUY-
MHbEKUMKN (cTpaTernyeckne WHAMKATOPLI), aHTUPETPOBMPYCHOM TepanuuM W edyeHuto renatmta C
(pekoMeHZauMKM No cxeMam U Nepexoay K HOBbIM NpenapaTam):

1. Pykosoactso IOHIMAC. TnobanbHbii  MOHUTOPUHT 3nuaemmun CMUOa. WHaukatopbl  ans
MOHUTOPMHIa BbINOAHEHUA MoanTuueckoln aeknapaummn OOH no BUY/CMiAAy (2019).2

2. PykoBoactBo BO3. CBogHOe pyKOBOACTBO MO CTpaTerMyeckom uHobopmaumm o BUY B cektope
3apaBooxpaHeHua (mait 2015).*

3. Pykosoacteo BO3. CBoagHOe pyKOBOACTBO MO MCMNONAb30BAHMIO aHTMPETPOBUPYCHbLIX NpenapaTosB
ANA neyeHna un npodunaktmkm BUY-uHdpekummn. 2-e uspanme (2016).°

4. WHO Technical Update. Transition to new antiretroviral drugs in HIV programmes: clinical and
programmatic considerations (July 2017).°

5. PykoBoactBo BO3 no OKasaHWMIO MOMOLLM M NIEYEHUIO MPU XPOHUYECKOM MHOEKUNKN, BbI3BAHHOM
Bupycom renatmta C (2018).”

AHanus nHbopmaumMm U HanMcaHUe UTOroBOMO OTYETA OCYLLECTBJ/IEHbI B Nepuoa ¢ ceHTabpa 2018 roaa no
anpenb 2019 roaa.

Ona obcyageHna pes3ynbTaToB OT4YeTa MJIaHMPYeTca MpoBefeHne AByX paboumx coBellaHuit ¢
3aMHTEPECOBAHHbIMW CTOPOHAMM HA HaLMOHANbHOM YPOBHe (C npurnaweHnem npeacrasuteneit M3 PE,
YYPEKAEHUN 34paBOOXPAHEHUNSA, YUPEKOAEHNIM, OTBEYAIOWMX 33 3aKYMNKM npenapatos gnsa nevyeHus BUY-
nHdeKuMmn n renatnta C, COTPYAHUKOB cTpaHOBbIX oducos FOHINAC, BO3 1 FOHUCED, HeKoMMepUecKux
opraHusaumi, pabotatowmx B chepe 3almTbl NPAB NALMEHTOB, @ TAKKe NpPeAcTaBUTENEN HALMOHANbHbIX
dbapmaLeBTUYECKMX KOMNAHWIA) MO TEMaM:

= ONTMMM3ALMM NPOLECCA 3aKYMKU U NPeaoCcTaBieHUs npenapaToB Aaa fedeHns BUY-uHbeKkumm u
renatuta C B benapycu, n

= Hapbepos B 06/1aCTM MHTENIEKTYA/IbHON COBCTBEHHOCTM, NPENATCTBYIOWMX AOCTYNY K reHEPUYECKUM
npenapaTtam.

Lhttp://www.rcheph.by/otdely/otdel-profilaktiki-vich-spid/

2 http://rnpcmt.belcmt.by/index.php?option=com_content&view=article&id=117&Itemid=60

3 https://www.unaids.org/sites/default/files/media_asset/global-aids-monitoring_ru.pdf

4 https://www.who.int/hiv/pub/guidelines/strategic-information-guidelines/ru/

5> https://www.who.int/hiv/pub/arv/arv-2016/ru/

6 https://www.who.int/hiv/pub/toolkits/transition-to-new-arv-technical-update/en/

7 http://www.euro.who.int/__data/assets/pdf file/0006/393711/9789289053891-rus.pdf?ua=1



PE3Y/IbTATbl AHAJIU3A

1. dnuagemuonornuyecKkan cuTyauma u NoTpebHOCTU HALMOHA/bHbIX Nporpamm neyeHnsa BUY-uHdpeKkumm
un renatmuta C

1.1. dnuagemuonoruyeckan cutyauma no BUM-uHdexkumm

B Benapycn Ha 1 Hoabpa 20188 umcno coctoAwmx Ha gucnaHcepHom yuete JIKB cocrtasnser 20 678
yenosek, Bcero ¢ 1987 roga (BKAoUaa ymeplumx v BblbbiBLLMX) BblN0 3apernucTpuposBaHo 26 580 cnydaes
BUY-MHPEKLMM; MHOrONETHAA AUMHAMWMKA PaCNpPOCTPAHEHHOCTM M 3aboneBaemocTV NpeaocTaBAeHa Ha
pucyHkax 1.1 u 1.2. MNokasaTesnb pacnpoCcTpPaHEHHOCTU NO 3aPErncTpuUpoBaHHbIM caydaam — 217,8 Ha 100
ThicAY (MAn 0,22% HaceneHmsa), MO OLEHOYHbIM AaHHbIM OHIMAC 3a 2016 roa® pacnpocTpaHEHHOCTb
cpeam B3pocaoro Hacenernua ot 15 go 49 net coctasuna B cpegHem 0,4 (0,3 - 0,5)% u asnsetca 6onee
BbICOKOM B Kato4eBbix rpynnax. C 1999 roga snuaemma BUY-uHdbekums B Benapycm Haxogutca B
KOHLEHTPUpPOBaHHOW cTaauu no BO3, To ecTb pacnpoCTPaHEHHOCTb B K/AKOYEBbIX Tpynnax HacesneHus
ycToumso npesbiwaeT 5%. K KatodeBbiMm rpynnam B benapycu otHocaT JIYUH, MCM u KeHwuH PKC:
pacnpoCcTpaHeHHOCTb cpeam Hux BUY-mHdeKunm no pesynbratam L030pHOro anuAaHaasopa B 2017 roay
coctasuna 30,8, 9,8 n 7,0% cootBeTcBeHHO (pucyHoK 1.3). OueHouHble AaHHble yncaa KB no moaenu
Spectrum coctasnatoT 26 000 yenosek Ha KoHey, 2018 roga ¢ nnaHupyembim poctom Ao 6onee yem 30 000
yenoseK K 2022 roay.

BblparkeHHbI pocT 3aboneBaemocty BUY-nHdpekumelr otmevancsa B 2013-2015 rogax (4to 66110 CBA3AHO C
aKTMBM3AUMEN MCNOIb30BAHUA WMHBEKUMOHHBIX MCUXOCTUMYNATOPOB), B MNocnegHuMe 3 roga YpPOBHM
pernctpupyemoir 3abonesaemoctn cTabuansnposanacb, COCTaBAAA EXKETOLHO OKOO 2,3-2,4 TbICAYM HOBbIX
cnyyaes (pucyHkn 1.1 u 1.2). Mo oueHouHbIM AaHHbIM FOHIW/C, 3abonesaeMocTb cpeau B3pOCIOro
HaceneHus oT 15 ao 49 net 3a 2016 roa® cocrasuna 0.52 (0.31 - 0.84) Ha 1000 HaceneHwus.

3aboneBaemocTb (YMCNO HOBbLIX CNYYaEs 3a roa)

B Yuncno cnyyaes ¢ HapacTaroWmMm MTorom
26580

24686
22218
19827
17522
14178 21
12955
11759
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7747 8737
390 246
77I75II733I99CI88 072 1069 1196 1228 153318118030 94

2004 2005 2006 2007 2008 2009 2010 2011 2012 2013 2014 2015 2016 2017 2018
10 mec

PucyHok 1.1. 3a6onesaemoctb BUY-nHbeKLMEN M AMHaMUKA 3aperMcTpUpoBaHHbIX c/lydaes B benapycu B
2004-2018 rogax

8 3nmacuTyauma no BUY-undekumn B Pecnybnnke benapych Ha 1 Hoabpa 2018 roga: https://www.m9gkb.by/polezno-
znat/971-epidsituatsiya-po-vich-infektsii-v-respublike-belarus-na-1-noyabrya-2018-goda

% http://www.unaids.org/en/regionscountries/countries/belarus/

10 http://www.unaids.org/en/regionscountries/countries/belarus/
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3aboneBaemocTb (YMCNO HOBbLIX CNYYaEs 3a roa) 55

25,2

—[loKa3aTenb 3abonesaemoctu Ha 100 Tbic. HaceneHua 24,3

19,
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PucyHoK 1.2. 3abonesaemoctb BUY-nHdpekumer B benapycu B 2006-2016 rogax (B abcontoTHbIX umdpax u
Ha 100 Tbic. HaceneHusn)
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PucyHok 1.3. PacnpoctpaHeHHOCTb BUY-MHDEKLMM B KAOUYEBBIX FPYNNax U cpeam BCero HacesaeHums
Benapycu B 2006-2017 rogax (no gaHHbIM A030PHOTO 3NNAEMUONOTMYECKOro Haa3opa), %

OCHOBHble TEHAEHUMM PA3BUTUSA COBPEMEHHOM 3NNAEMUOIOTMYECKOM CUTyauumn B benapycu:

" HaxOX[EeHWEe B KOHLEHTPUPOBAHHOW CTaauW 3NUAEMUUM CO CTabunusaumein Temnos pocTa BUY-
MHOEKUMN cpean BCEro HaceneHus U COXpPaHEeHWEeM BbICOKMX TEMMOB pocTa cpeau npeacTaBuUtenem
Katouesblx rpynn —JIYUH, MCM, xeHwmHbl PKC;

* npeobsagaHue reTepoceKkcyasibHOro NyTu pacnpoctpaHeHmsa BUY-uHdeKkunu;

" pPOCT BOB/IEYEHHOCTU B 3NNAEMMNOOTMYECKMIA NPOLLECC KEHLLNH;

= pOCT BOBJIEYEHHOCTU B aNMAEMUYECKUMI npolecc bonee cTapluMx BO3pacTHbIX rpynn (c 2013 roaa
Hanbosiee BbICOKME MOKasaTenn 3ab6oseBaeMoCcTM OTMeYatoTcs B Bo3pacTHoi rpynne 30-39 neT, npuyem c
2017 ropa — B noarpynne 35-39 net);

" COXpaHAloLWMeCas 3HaAUYUTENIbHblE Pa3nMuuAa B reorpadpuyeckom pacnpegeneHum snuaemun BUY-
MHGEKUUN cpean pervoHoB (Hambonbluasa pPacnpoCTPaHEHHOCTb U Hambonee BbICOKOE YMUC/IO HOBbIX
C/Nly4aeB 3apernctpmpoBaHbl B fomenbckon obnactu, ropoge MuHcke U MUHCKoOM obnacTu).

OcHoBHbIM NyTem nepefayn BUY B Benapycu yxke mHOrvMe rogbl ABNAETCA MONOBOM FreTepoCeKCyabHbIN
nyTb (pucyHok 1.4). NosbilleHWe A0AN NapeHTepanbHoro nytn nepeaaun 8 2014-2016 roaax 6bina ces3aHa
C aKTMBM3aLMeN yNoTpebaeHUA MHBEKLMOHHbIX NCUXOCTUMYNATOPOB (r1aBHbIM 06pasom B ropoae MuHCKe,
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B KoTopom B 2016 roay Aons napeHTepanbHOro nytu nepeaaun BUY coctasnana 71%), B HacTosllee Bpems
NPOAO/KAETCA CHUMKEHME 4Ynucia v, MHOMLMPOBAHHbLIX MapeHTepasbHbIM nyTem. YactoTa nonoBoro
rOMOCEKCYasIbHOro NMyTW HECKO/IbKO BbIPOC/aa U 3aHUMAET 0KoJ10 3% B 06LLel CTPYKTYpe, YacToTa nepegayn
BUY oT matepu pebeHKy coctaBnser <2%. TecTMpoBaHME AOHOPCKOW KPOBM C Mcnosib3oBaHuem UDA 4
nokoneHus u 3atem MNUP anMarHocTMKn obecnedymBaeT ee BbICOKYIO 6@30NacHOCTb B NaaHe 3apaxkeHua BUY.

MapeHTepanbHbli (TYWUH)
M Monosoi (retepo) (3a 2017 n 2018 rogb! - reTepo M romo)
W Monosoi (romo)
B BepTuKanbHbii (MVIP)

He yctaHoBneH

I l

251 197 464

2005 2006 2007 2008 2009 2010 2011 2012 2013 2014 2015 2016 2017 2018
10 mec

PucyHok 1.4. CtpykTypa nytei nepegaum BUY B benapycun 8 2005-2018 rogax

EXXerogHo B OpraHuWsauuMax 34paBOOXPAaHEHUsA BbINOJHAETCA 6Oonee 1 MAH. TecTMpoBaHui Ha BUY
(HaceneHne Benapycu coctaBaseT okono 9,5 mMiH. Yenosek, No oueHkam PLIM, TectupyeTtcs okono 13%
HaceneHus exerogHo). TecTupyeTcs NPenmyLLecTBEHHO 06Llas nonyasuMa HaceneHus, rae YpOBeHb
pacnpocTpaHeHHocTn BUY HeBbicok (0,22%, pucyHok 1.3), no3Tomy, HECMOTPA Ha LWWPOKUI oxBaT
TEeCTMPOBaHMEM, PE3y/IbTaTUBHOCTb €0 TaKXKe HEeBbICOKa, YTO OTPaXKaeT COXPaHAIOLWAACA BbICOKAA YacToTa
c/yyaeB nosgHero BbisfiBfeHUs BUY-mHbekuum (Ha pucyHke 1.5 npeacraBieHbl YMCIO M Oona avd, y
KoTopbIx BUY-nHPeKuna bbina Bnepsble BbiBAEHA B 4 KNMHMYECKON cTagun). BmecTe ¢ Tem, B nocnegHue
rogbl NOABUAACH YCayra NPOXoXKAeHUA BbicTpbix TecToB Ha BMY Ha 6a3e HM3KONOPOroBbIX CepBMCOB AN
YA3BMMbIX FPYMN U B paMKax ayTpuy-paboTsbl, a ¢ 2017 roaa — BO3MOXKHOCTb CAMOTECTUPOBAHMA BbICTPbIMM
TecTaMu, NpnobpeTeHHbIMKU B anTeKe No AOCTYyNHOM ueHe (meHee 6 BYN, yto coctasnseT okono 3 USD, 3a
2018 peanusoBaHo 6onee 4,5 TbicAY TECTOB).

21%

18%

15%

2016 2017 2018

PucyHoK 1.5. Bnepsble BbisiBieHHble BUY-N03MTUBHbIE, HaxoaAwMecs B 4 KIMHMYECKOW CTaanm
(abcontoTHoe Uncio 1 % OT BCex BbiiBIeHHbIX cnydaes BUY-nHdpekunmn) B benapycn 8 2016-2018 rogax
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CoxpaHsieTca BbICOKUI ypoBeHb 3abosieBaemoctu JIKB akTUBHbIMU dopmamu TybepKynesa (pucyHok 1.6).
B 2016 roagy 3apeructpupoBaHo 234 cny4yas Ty6epKynesa y JIXKB, uto coctaBnseT 9,0% oT Bcex cay4yaes
Ty6epkynésa B cTpaHe. Obuian 3abonesaemocTb TybepKynesom B benapycu B nocnegHne rogbl CHAXKAETCA
n B 2017 roay no gaHHbiM BO3!! oueHouHan 3abonesaemoctb TybepKynesom coctasunia 37 (28-46) Ha 100
TbiC. HaceneHus, MY Ty6epkynesom — 17 (13-22), ko-uHbekumen BUY + Tybepkrynes — 2,9 (2,2-3,6) Ha 100
TbICAY; OLLEHOYHasA CMePTHOCTb OT TybepKynesa coctasuna 0,81 (0,47-1,2) Ha 100 TbicAY, OT KO-UHDEKLUN
BUY + Ty6epkynes — 0,61 (0,44-0,8) Ha 100 Tbicay. TybepKysies no-npexHemMy 3aHMMaeT O4HO M3 NepBbixX
MeCT cpean NpuYmnH cmepTtn JIAKB.

301 299

2002 2003 2004 2005 2006 2007 2008 200° 2010 2011 2012 2013 2014 2015 2016

PucyHok 1.6. 3a6onesaemoctb Ko-uHdpeKumelt BUY/Tybepkynes (Ha 100 Tbic. HaceneHua) 8 benapycu B
2002-2016 ropax

3a nepuop HabnogeHus ¢ 1987 roga no 01.11.2018 cpean /IKB ymepno 5 902 yenoseka, U3 HUX B cTagum
ChNKAaa 3 305 yenosek; 3a 10 mecaues 2018 roga ymepno 450 yenoseKk, n3 Hux B ctagun ClMUa —
212 yenosek!?. HecmoTpa Ha npogo/KatoWwmiica pocT 3abonesaemoctvt BUY-nndpekumein, 3abonesaemoctb
CNOom 3a nocnegHue roapl ctabuamsmposanacb Ha yposHe 5-5,4 Ha 100 TbicAY, CMEPTHOCTb B CTaAuM
CNWAO — Ha ypoBHe 2,7-3,1 Ha 100 Tbicay (pucyHok 1.7).

ycTaHoeneH gnartos CNAA
—ymepnn B cTaguu CMUL

6,5 6.2 63
>8 5,4
5 5,2 4
)5 3 2,8 2,8 2,8 2,7 1
—_.-._._._— __.._._-_.
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PucyHok 1.7. 3a6onesaemoctb CMN/A n cmepTHOCTb B cTaguu CMNNA (Ha 100 Teic. HaceneHua) B benapycu
8 2010-2016 rogax

Benapycb AeknapupyeT NPUBEPXKEHHOCTb BbiNoaHeHMo CTpaTernyeckoii uean FOH3MAC «90-90-90» k 2020
roay, MonnTtnyeckoi aeknapauun OOH no BUY/CMUAOy «yCKOpPEHHbIMMW TEMNaMK K aKTnBM3aLmm 60pbbbl ¢

1 WHO Estimated TB and MDR-TB burden: Belarus, 2017. https://www.who.int/tb/data (oTueT https://extranet.who.
int/sree/Reports?op=Replet&name=/WHO_HQ_Reports/G2/PROD/EXT/TBCountryProfile&ISO2=BY&outtype=html)

2 3nuacutyauma no BUY-unbekumm 8 Pecnybnunke benapych Ha 1 Hoabpa 2018 roaa:
https://www.m9gkb.by/polezno-znat/971-epidsituatsiya-po-vich-infektsii-v-respublike-belarus-na-1-noyabrya-2018-
goda
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BUY wn npekpaweHuio annagemun CMANOa k 2030 roay», npeacenatenem MUHCKOro ropucrnosikoma
nognucana MNapuxckana Aeknapauma no MHMLMATUBE KpaTyaiwero nytu «Fast Track City».

BbinonHeHWe NoKasatenen Kackaga ieueHus (B COOTBETCTBUM C LeNbio oHIMAC 90-90-90).

1. Yucno /1}KB, 3Hawowmx o ceoem BWY-ctatyce, Ha 1 Hosbpa 2018 coctasuno 20678, uan 80% ot
oueHo4YHoro Yncna JIXKB (Lenesoe 3HaYeHMEe NePBOro NOKasaTena Kackaga cocrasnset 90%, pucyHokK 1.8).

< 2% . :
< 80%_ L 80% 1 90% (81%)
71%
26 000
20 678

OueHo4Hoe4uncno 3Hatowme o ceoem [lonyyarowme APT Henpegensemas
KB ctaTyce BMY BH

PucyHoK 1.8. MNokasaTtenu kackaga neyeHmna BUY-mHdekumm Ha 01.11.2018 (cnnowHoM 3a/IMBKOM NOKa3aHbl
PaKTUYECKMe 3HaYeHUA, LUTPUXOBAHHBIM KOHTYPOM — LiesieBble 3HaveHua FOHIMAC «90-90-90;
CUHUMM LMdpPammM NoKasaHbl % OT GaKTUYECKUX 3HAUYEHWUI, YEPHBIMM — % OT LLeSIeBbIX 3HAYEHW)

2. Yucno KB, nonyyarowmx APT, Ha 1 Hosbpa 2018 roga coctasuno 14 763 uyenoseKka, unm 57% ot
oueHoYHoro yncna /1B (ueneBoe 3HayeHMe BTOPOro NoKasaTesA Kackaga coctaBnseT 81% OT oLeHOYHOro
yncna JIXKB — To ecTb OH BbINOAHEH Ha 70%, pucyHOK 1.8).

Mocne BHeapeHWAa yHuBepcanbHoro goctyna K APT ¢ 1 aHBapa 2018 roga oxsat APT npogonkaeTt pactu
(pucyHOK 1.9), M meHee Yem 3a nonTopa roga (c 30.09.2017 no 14.02.2019) uucno JIKB, nonyyatowmx APT
BbIPOCNO Ha 45,5%. HecmoTps Ha To, 4To AMHaMMKa pocTa oxBaTa APT B 2018 roay 6blna NOCTOSHHOM (TaK,
oxBaT Ha 1 anpens coctasun 49% OT LeNeBoro 3Ha4YeHuA Kackaga, Ha 1 masa — 54%, Ha 1 utoHA — 55%, Ha 1
niona — 57%, Ha 1 ceHTabpsa — 60%, Ha 1 Hoabpsa — 70%), Tem He meHee oxBaTa APT, 3annaHWPOBAHHOTO
paHee Ha 3Tane cocTaB/eHMA TpeboBaHM 3aABKM Ha 3akynKy APB-/1C Ha 2018 roa, AOCTMYb He yAanoch: B
2018 rogy 6bln10 3akynneHo 21 945 rogosbix Kypcos APT, a Ha 01.11.2018 noayyann APT Bcero 14 763
yenoseka. JaHHbIX 0 NAaHUpyemom pocte oxBatom APT B 2019 roay B OTKPbITbIX MCTOYHMKAX HAM HAWUTU He

y4anocsb.
25 370 26 000
22 380
14763
- 307 8 562 9 990
3790

2010 2015 2016 01.10.2017 01.11.2018

PucyHok 1.9. luHamuka oxBaTa APT B benapycu: abcontoTHble 3HaYeHUA U % OT oLLeHOYHOro Yncna JIXKB
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3. Yucno nuu, nonyvatowmx APT M nmetowmx Heonpeaensemyto BH, Ha 1 Hoabps 2018 ropa cocTtaBuio
9 036 yenosek, nam 35% oT oueHo4yHoro yncna JIKB (ueneBoe 3HauyeHMe TPeTbero NnokasaTens Kackaga
cocTtaBnAaeT 73% oT oueHoYHoro ymcna JIXKB — To ecTb OH BbINoJiHEH Ha 48%, pucyHOK 1.8).

OueHuMBasn AaHHbIM NOKasaTeNb, CeayeT yuuTblBaTb, YTO He Bce nony4yatowme APT nNo pasHbIM NpUYMHAM B
TeyeHue rofa CMOI/IN NPONTM TecT Ha BH: Tak, Ha 01.09.2018 roga 1o/1bKo 82% 13 nony4datowmx APT 6bian
obcnepoBaHbl Ha BH, n Heonpegenaemas BH yctaHoBneHa y 72% m3 ob6cnenoBaHHbIxX (Mamn y 60% ot Bcex
nosyyatowmx APT), pucyHok 1.10.

60% oT1 nonyyatowmx APT

72% oT 06cnesoBaHHbIX
(o6cnenoBaHbl 82%)

Monyvyarowme APT Henpepensemas
BH

PucyHok 1.10. Yucno JTXKB, noayyatowmx APT n nmerowmx Heonpegenaemyto BUPYCHYIO Harpysky,
Ha 01.09.2018

B OTKpbITOM A0CTYyMe Ham He yAanocb HANTU MHPOPMaLMK NO reorpadpuUUeckMm U COLMaNbHbIM Pa3IMINAM
B oxBaTe APT u B uucne nuy c Heonpegendaemon BH, a Takxke wuHbOpmauuu no npuymMHam
HenpPUBEPKEHHOCTM, KOTOpas Heobxoauma A1 NOHMMAHUA B KaKUX PErMoHax U Mo KakMM HanpaBieHUAM
HYXHO aKTMBU3NPOBaTb PaboTy NO AOCTUNKEHMIO Lenn «90-90-90».

Takum o06pasom, 4yMcno HoBbIX cayvyaeB BUY-mHdekumm B Benapycn npoponkaeT yBeMyMBaTbCA B
cpesHem Ha 2,3-2,4 Tbicaum exerogHo. Hambonee ObICTpbI POCT HOBbIX C/Ny4aeB OTMEYAETCA B Tpex
Kntouesbix rpynnax (JIYMH — pacnpoctpaHeHHocTb 30,8%, MCM — 9,8% u keHwwuHbl PKC — 7,0%).
OTtmevaeTca XapaKTepHoe  AnA KOHLLEHTPUPOBaHHOM cTagmm anuaemmmn npeobnagaHve
reTepoceKcyanbHoOro Nyt nepegayn BUY, pocTt BoBaeyeHUA KeHWMUH U ftoael 6oaee CTapLnx BO3PaCTHbIX
rpynn, HO coxpaHAeTca reorpadmyeckas HepaBHOMEPHOCTb KaK PacnpoCTPaHEHHOCTU, TakK W
3abonesaemoctu BUY-uHbekumel.

Yucno nogen, sHatowmii ceoit BUY-cTaTyc, oueHMBaeTcs AOCTAaTOYHO BbICOKO — Ha 1 HoAbpa 2018 roga ato
80% (20 678 cocToAlWMX Ha ANCNaHcepHOM y4deTe oT 26 000 oLeHOYHOro Yncna), ogHako 3pdeKTUBHOCTDL
CTpaTernu LWMPOKOro TECTUPOBAHMSA HaceneHus (be3 aKLeHTa Ha TeCTUPOBaHUK NpeacTaBUTeeln KoYeBbIX
rpynn v TeCTUPOBAHUMU MO KAMHUYECKUM U 3NUOEMUONOTMYECKMM MOKA3aHMAM) HEBbLICOKA: MPM oxBaTe
TecTupoBaHuem okono 13% HaceneHma B 2018 roay 15% snepsble BbiiBAEeHHbIX JIKB Haxogunuch B 4
KMHUYECKOW CTaguu.

Mocne BHeapeHMA yHUBEPCAbHOrO AocTyna (c Havana 2018 roga) Npoao/XKAeTCa aKTUBHOE BOBJ/IeYEHUE
JTKB B APT: Ha 1 HoA6ps 2018 roga APT noayyatot 14 763 yenoseka, uam 57% ot oueHoyHoro uncna J1KB
(BTOpOI NOKasaTesb Kackasa BbINo/HEH Ha 70%). OTmevaeTca cTabubHbIM pocT BoBaedYeHus B APT (meHee
yem 3a MnosTopa roga uucno nwaen Ha APT Bbipocio Ha 45,5%), Tem He MeHee, 3TO HUXKe paHee
3an/1aHMpPOBAHHbIX 3Ha4YeHU — TaK, B 2018 roay 6bia10 3akynneHo 21 945 roposbix Kypcos APT, u cnegyet
MMeTb B BUAY 06pa3oBaBLUMECS U3/IULWKKW NpenapaTos.

15



Heonpegenaemasa BH yctaHoBneHa y 72% n3 ob6cnenoBaHHbIX (Mam y 60% ot Bcex nonyyatowmx APT); Ha
1 Hoabps 2018 roga Yncio nuu, Mmerwmnx Heonpegensemyto BH, coctasmno 9 036 yenosek, unm 35% ot
oL.eHOYHOro Yncna /IXKB (TpeTuii NnokasaTenb Kackaaa BbiNONHEH Ha 48%).

B OTKpbITOM A40CTyne OTCYTCTBYIOT AaHHble O naaHMpyemom pocte oxsata APT B 2019 roay, o
reorpadmyeckmx U coumanbHbIX pasnnumax B oxeate APT 1 B uncne nunu ¢ Heonpeaensemoirt BH, a Takxe
aHaNN3 OCHOBHbIX MPUYUH HEMNPUBEPIKEHHOCTU JIEYEHUIO, YTO 3aTPYAHAET MALMEHTCKMIA KOHTPO/Ib 33
obecneyeHnem Tepanuer U 3aTPYAHAET BO3MOMKHOCTM MALMEHTCKMX OPraHU3aumini B NAAHUPOBAHWUM
OTBETHbIX MEpP Ha ANUAEMMIO.

1.2. 3nnpemunonornyeckas cutyaumsa no renaturty C

PacnpoctpaHeHHocTe XI'C B Benapycu: BCero CoCToAWMX Ha AMCNAHCEPHOM y4yeTe Y MHOEKUMOHUCTA Ha
KoHel, 2018 roga — 33 830 yenoBekK, OTHOCUTENbHbIN NOKasaTenb — 356,1 Ha 100 Tbicau.

OueHoYHasa pPacnpoCTPaHEHHOCTb BEPOATHO HECKONbKO BbIle YMCAa 3aPErmcTPUPOBAHHbIX CYy4YaEes,
OZiHaKO TOYHO ee OUEHUTb 3aTpyaHUTeNbHO. Mo gaHHbIM 06cnenoBaHMA OTAENbHbBIX KOHTMHIEHTOB YacToTa
BbiABNeHna renatmuta C B8 benapycu cocrasnseT: cpeam A0HOPOB Kposu — 0,3%3, cpean BepemeHHbIX —
0,95%, no AaHHbIM BbIBOPOUHOrO CKpUHMHIa BO3 — 1,44%%°. B abcontoTHbLIX uncnax ato coctasut 28,5, 90
n 136,5 Tbicay (pucyHok 1.11).

CocTouT Ha gucnaHcepHom yvete (2018) . 0,36%
NaHHble obcnenoBaHusa OTAENbHbIX
KOHTUHIEHTOB! 0,3%
OoHopbl kposu (2003)

bepemeHHble (2005) 0,95%

Bbibopo4Hbli ckpuHuHr BO3 (1997) 1,44%

PucyHok 1.11. PacnpocTpaHeHHocTb XI'C B benapycy no uncay coctoawmx Ha AMCNaHCcCepHOM yyeTe 1 No
AaHHbIM 06CNef0BaHNA OTAENbHbIX KOHTUHIEHTOB (B abCONOTHBIX YMCaax U % OT HaceneHwus)

[aHHble 0 MHOrosleTHen guHamMMKe 3aboneBaemocTy renatutamm C u B npeacTtasneHsl B Tabaunuye 1.1 1 Ha
pucyHke 1.12: B nocnegHue rogbl perncTpupyetca OKono 4 TbicAY HOBbIX cnyyaes XIC exerogHo,
OTHOCUTE/IbHbINM NoKasaTenb 3abonesaemoctn XIC 8 2018 roay coctasun 41,4 Ha 100 Tbicay.

Cpean J1)KB BbicoKa gons Ko-uHobekumin ¢ BIC, Hanpumep, B MuHcke B 2017 rogy cocroswme Ha
amcnaHcepHom ydete JIKB B 40,5% umenu XIC, a B 1,1% — XIC u XIB (pucyHoK 1.13), yTO MOKeT
06DBACHATHLCA BbICOKOM A0/1el NapeHTepPabHOro NyTH Nepesayn AaHHbIX BUpycos cpeam JIKB.

13 Korzal T., Kostikova L., Kozhemyakin A. Country report from Belarus // Workshop on quality assurance of HIV and
hepatitis testing: Report on an intercountry workshop / World Health Organization.— Kiev, Ukraine, 2003.— P. 24.

14 Tonobopogpko H.B., Bruonunk H.H., Jawkesuny A.M., n ap. / Ceponormueckoe obcneaosaHue Ha anti-HCV y
6epemMeHHbIX U HOBOPOXKAeHHbIX // MeanumHcKkas naHopama. — 2005. — Ne8. — C.48-52.

15 Hepatitis C: global prevalence. Update / World Health Organization // Week. Epidemiol. Record.— 1997.— Vol. 72.— P.
341-348.
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Ta6bnuua 1.1. lMHamunka 3aboneBaemMoCTn OTAENbHbIMKM HO30M0rMYeckumu dpopmamm renatmtos C u B B
Benapycu 3a 2013-2018 roapi®

A6CONIOTHbIE 3HAYEHUSA Ha 100
Hosonorua Tbic.Y
2013 2014 2015 2016 2017 2018 2018
orBe 97 93 121 108 80 66 0,7
orc 70 94 102 86 66 88 0,9
XrB* 1848 1228 1280 1307 1338 1234 13,0
(922/926) | (759/469) | (822/458) | (898/409) | (944/394) | (935/299)
XrC* 4540 4139 4252 4022 4159 3935 41,4
(2433/ 2626/ (2918/ (2942/ (3181/ (3205/
2107) 1513) 1334) 1080) 978) 730)

MpumeyaHue. * BKIOYAET CTPOKM « XPOHWUYECKUIA BUPYCHDIM renatut» u «Hocutenn Bosb. Bup.renatuta» (3HaueHus
npuBeaeHbl B CKOBKax)

4540

4252
4139 4159

1848
1228 1280 1307 1338 234
—— — —— |
2013 2014 2015 2016 2017 2018

PucyHok 1.12. [iuHamumKa 3abonesaemoct XI'C n XI'B B benapycu 3a 2013-2018 roapl (abcontoTHble

3Ha4YeHus)
/'//___
,'/
P
yd
yd
r/”
/
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f"
| MoHo BUY
{ 56,2%
\\
\
\\
N BUY+BrB
S~ - 2,2%
BUY+BrC+ BrB
1,1%

PucyHok 1.13. YacTtoTa Ko-uHdpekummn BUY n Bupycamu renatutos B ropoge MuHcke 8 2017 roay*®

16 laHHble PLIM: CnpaBKa 0 ABMMKeHMU MHOEKLMOHHbIX 3a6oneBaHuii no pecnybauke, 3a 2013-2018 rr.

17 Hacenenune Benapycu Ha 1 aHBapa 2018 ropa — 9 491 800 yenosek, http://www.belstat.gov.by/ofitsialnaya-
statistika/ssrd-mvf_2/natsionalnaya-stranitsa-svodnyh-dannyh/naselenie_6/chislennost-naseleniyal_yan_poobl/
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Takum obpasom, pacnpocTpaHeHHocTb XI'C B Benapycu coctasnseT 356,1 Ha 100 TbicaY (MO OLLEHOYHbIM
AaHHbim — oT 300 go 1440 Ha 100 Tbicsy); TO ecTb nNoTpebHocTb B neyeHun renatuta C nmetot 33 830
Yye/IoBEK COCTOALIMX Ha AMCNaHCEPHOM yyeTe Ha KoHel, 2018 roaa (uam ot 28,5, oo 136,5 ThicAd YeioBeK no
OLLeHOYHbIM AaHHbIM). 3aboseBaemocTb XI'C nmeeT HebONbLIYIO TEHAEHUMIO K CHUXKEHWUIO, U COCTaBAsET
0KoJ10 4 TbicaY Yenosek exerogHo (B 2018 roay — 3935 uenosek, unu 41,4 Ha 100 Tbicad). Cpeaun JTXKB
BbICOKaA YacToTa Ko-uHdpekummn BUY+BI'C, B ropoge MuHcKke B 2017 roay coctasuna 41,6%.

OueHouYHble AaHHble KoanyecTBa Jitogel, noay4vaBlumx fnedeHue renatmta C B benapycu, no rogam byayt
npeacrasfeHbl B pasgene 4.3.

18 FanHckas U., PycaHosuy A., Ckpunko O., FpaHbKoB B. 25-26 ceHTabpa 2017.
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2. HopmaTtusHo-npaBoBas 6a3a, peryMpyloLw,as 3akynku u npegocrasneHue neyeHns BUY-uHpekumm
1 BUpycHoro renatuta C

2.1. HopmaTuBHO-NpaBoBble AOKYMEHTbI N0 NpoTtusogeiicteuio BUY-nHdpeKuum

HopmaTtuBHaa 6a3a no BUY-uHdpekumm B bBenapycu [OCTaTOYHO O6WKMpPHA, peryampyeTr BOMPOCHI
npodunakTnkm BUY-nHpeKLNM, TECTUPOBAHUA N KOHCY/IbTUPOBAHMA, OpraHM3aumnmn nomowm J1XKB, BrkaoYan
Bonpocbl nposegeHna APT, neyeHns M NPoPUNAKTUKN ONMOPTYHUCTUYECKUX MHOEKLMA U TybepKynésa.
MepeyeHb OCHOBHbIX AENCTBYOWMX HOPMATUBHO-NPABOBbIX AOKYMeHTOB no BUNY-uHbeKunn npmseseH B
Mpunoxkennn B. B paHHOM pasgene Mbl  OCTAHOBMMCA Ha [AOKYMEHTAx, pPernameHTUPYIoLLMX
npegoctasneHne APB-J1C, n cBA3aHHbIMMK C 3TUM CEPBUCaAMMU.

JloKymeHTamu onpegeneH nopafoK OpraHM3auumM OKa3aHMA MeAMLMHCKON nomoum JIKBS, nopsagok
paboTbl KOHCYNAbTaTUBHO-AMCMAHCEpPHOro otaenenva no BUY-nnbekumn®®. BHegpeH PecnybamKaHCKui
pernctp BUY-MHOULMPOBAHHBIX NauMeHToB?!, NO3BONAIOWMIA NONYYaTb ONEPATUBHYIO CTAaTUCTUYECKYIO
nHoopmaumio no BUY-mHdeKumnmn, npoBoANTb MOHUTOPUHT U NAaHKMpoBaHMe APT.

MmetoTcA HaumoHanbHble KAWHWYECKMe NPOTOKOAbI MO JevyeHuto naumeHtoB ¢ BUY-uHdekumelt (B
peaakuum 2017 ropga, BKAOYAKOT BOMPOCbl NabopaTopHOM AMarHOCTMKK, nposeaeHus APT, nedeHua u
npodunaktukn ON)?2, no npodpunakTuke nepegaum BUY ot matepun pebenky (MMMP BUY)%E, no neyeHuio
Ty6epKkynesa?*. OnpegeneH nopaaoK MOHUTOPUHra ucnonb3osaHua APB-JIC ana nposeaeHuna APT, MMNMP
BWY, NOCTKOHTaKTHOM NpodunakTnukm BUY?,

OnpegeneHbl meponpuATMA No noaaepkke JIXKB u npeactasutenein yasBumMbIX rpynn, peannsyemble
06LLeCcTBEHHbIMM OpraHM3auMamm 3a cpeactsa [® u FOHINAC?, BBeAeHO NOHATUE «TOCYAAPCTBEHHOTO
COUMANbHOrO 3aKasa», NpeAyCcMaTPMBAIOLLETO rOCYyAapcTBeHHOE (UHAHCMpOBaHME MNPOGUNAKTUHYECKMX
Nporpamm, peannsyembix obLLeCTBEHHbIMM OpraHm3aunammn?’.

1906 yTBEpPKAEHUM MHCTPYKUMM O NOPAZKE OPraHU3aLMm OKasaHUa MeANLMHCKOW NOMOLLM MLAM,
MHOULMPOBAHHBIM BUPYCOM MMMYHOAedbMUMTa YenoBeKa. [MoctaHoBneHne M3 PB o1 08.11.2017 r. N293. Pexkum
poctyna: http://pravo.by/upload/docs/op/W21732603_1513112400.pdf

20 06 yTBEPMAEHUM UHCTPYKLMK O NOPAAKE OpraHM3aLmMm paboTbl KOHCYAbTaTUBHO-ANCNAHCEPHOrO OTAENEHNA MO
BUY-nHpekumnmn. Mprkas M3 PE o1 26.10.2011 r. Ne 1037. Pexxum gocTyna:
http://www.infectology.bsmu.by/ 1d/1/173 --2011-10-26-No.pdf

21 O BHeapeHun pecnybanKaHCKoro pernctpa BUY-nHdpmumposaHHbix naumeHTos. Mpukas M3 PB o1 29.08.2013 r.
Ne909.

22 KAMHWMYeCKni NpoTOKOA «[narHocTrka 1 nedeHne naumeHTos ¢ BUY-undekumein». YreepxaeH NoctaHosaeHnem M3
PB o7 01.06.2017 r. Ne41. Pexkum goctyna: http://minzdrav.gov.by/dadvfiles/001077_878477_41_vich.pdf

B KAMHWYECKUI NPOTOKON NPodUNakTUKK nepeaaun BUY-nHbekumm oT matepu pebeHky. YT8. Mpukasom M3 PB ot
24.09.2010 r. Ne 1008. Pexkum goctyna: http://infectology.bsmu.by/ |d/1/167___1008__24.09.2.pdf

24 KAMHMYecKoe pyKOBOCTBO MO fIeUeHUIO TYBepKyné3a 1 ero NeKapCTBEHHO-YCTOMYMBbLIX GOpM. YTBEPKAEHO
Mpukazom M3 PB o1 30.05.2017 r. Ne601. Peskum goctyna: http://minzdrav.gov.by/Icfiles/000128_786716_601.pdf

25 06 yTBepxaeHUn MONOXKEHNA O NOPAAKE MOHUTOPUHTA NPOBEAEHNA aHTUPETPOBMPYCHON Tepanmn NaLUeHTOoB C
BUY-nHbeKumnen, meankameHTo3HON NpodmaakTUKK nepeaadun BUY ot maTepm K pebeHKy, NOCTKOHTAaKTHOM
npodunakTnkn BUY-uHdpekumn. Npukas M3 PB o1 16.11.2012 r. Ne1359. Pexxum goctyna: http://goicb.by/wp-
content/docs/new/MZRB-Prikaz-2012-11-16-1359.pdf

26 Nopgnporpamma 5 “Mpodunaktnka BUY-nHpekumnmn” FocygapcTseHHoM nporpammbl ”340poBbe Hapoaa u
nemorpaduyeckana 6esonacHocTb Pecnybankmn benapycb” Ha 2016 — 2020 roabl. MpunoxkeHue 5 Kk MoctaHoBAEHUIO
CoseTta MuHuctpos PB o1 14.032016 r. N2 200. Pexkum goctyna:
http://minzdrav.gov.by/dadvfiles/000111_759481_postan200.doc (HaumnHaeTcAa co cTp. 185)

27 0 npeaynpexaeHnn pacnpocTpaHeHua 3abonesaHmnit, NpeacTaBAAIOLLIMX ONACHOCTb A1 340P0BbA HaceneHua,
BMpYyCa UMMyHoAedpULMTa YenoBeKa. 3akoH PB oT 7 aHBapsa 2012 roaa N2345-3 (c USMeHeHUAMM U AONOAHEHUAMW OT
13.06.2017 r. Ne41-3). http://kodeksy-by.com/download.php?id=2545
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O6uwaa KoopaMHaumMa MeponpuATUn nNo npotusodencTsmio snuaemun BUY/CMUMA Ha HauMOHanbHOM
ypoBHe obecrneyeHa HaaAMuMem eauHOM cTpaTern (MsnoxkeHHo B locypapcTBEHHOM nporpamme),
Han4YMem eINHOro KOOPAMHALMOHHOIO opraHa gencrsmin M3 Pb n Fd, eanHoit cuctembl MOHUTOPUHIA U
OLLeHKM cuTyauum no BUY/CNNLA (tabamua 2.1)%.

Ta6nuua 2.1. MpUHUMNbI KOOPANHALUN AEACTBUN HA HALLMOHA/IbHOM YPOBHE

EannHasa cTtpateruna MNognporpamma «Mpodunaktnuka BUY-mHdpekunmn»
FocyfapcTBEHHOM NporpamMmmbl «340p0OBbe Hapoaa U
aemorpadumyeckan 6esonacHocTb Pecnybankm benapycb»

EAVHBIN KOOPAMHALMOHHbIN OpraH CTpaHOBOW KoopAMHaLMOHHbIN KomuTeT (CKK) no
B3aumogencrtsemio c Md

EaMHaa cuctema MOHUTOPUHIA N OLEHKN Co3paaHbl pecnybMKaHCKas U perMoHasbHble rpynnbl no
cutyaumm no BUY/Cnnvg MOHWTOPUHTY U OLEeHKe cuTyaummn no BUY/Cning,

KoopauHaumio pabotbl ¢ T® ocywectsnnaer CTpaHOBOW KOOPAMHAUMOHHbIA KomuteT (CKK)?Z,
KOTOPOro BXOAAT npeacTaBuTeny obuwecTBeHHbix obbeauHeHuit JIXKB, npeacrasutenn M3 PB u

npeacTaBUTeNN MeXAyHapoAHbIX opraHusaumii (FOH3WAC, BO3, FOHUCE®, MPOOH, IOH®MA).

B COCTaB

M3 PBb no cornacosanuto ¢ CKK ytBepann KoHuenuuio yCTOMYMBOTO PasBUTUA CUCTEMbI NPOPUNAKTUKM,
NeyeHuns, yxoda M noaaepskku B csasu ¢ BUY/CMUA n ty6eprynesom®. Kak ckazaHo B KoHuenuum,
«coTpygHuyectBo ¢ 2004 roga c [nobanbHbiM GOHAOM W MAPTHEPCTBO C  MEXAYHApPOAHbIMU
OpraHvM3aumMaAMM MNO3BOIMAM CO34aTb B CTpaHe cucTemy, obecneuymBatollyto BCeobLlylo AOCTYNHOCTb
KOHCY/NIbTUPOBaHMA W TecTMpoBaHMa Ha BWY-uHbeKumto, ocHacTutb nabopatopun U BHeAPUTb
COBpPEMEHHbIE METOoAbl AMATHOCTUKM U MOHUTOPUHra nedeHua BUY-uHdekummn, obecneuntb poctyn K
aHTUPETPOBUPYCHOM Tepanum, co3gatb cuctemy npoduUNakTUKK pacnpoctpaHeHmnsa BUY cpeam rpynn pucka
Ha 6a3e HKO, BHeApwUTb 3aMeCcTUTE/IbHYIO MeTaaoHOoBYI Tepanuio» (n. 9). [lelncTBuTeNbHO, paclumpeHue
poctyna K APT npousowno B 2005 roay, koraa 3akynku APB-/IC Havanm ocywectBnAaTbea 3a cpeacTsa P, C
2014 ropa npoucxoamMT NOCTENEeHHaA CMeHa UCTOYHMKA dMHAHCUMpPOBaHMA 3aKkynku APB-J1C co cpepcts P
Ha cpeacTBa pecnybanKaHcKoro 6OtogsKkeTa, KOTOpasa [OMXKHA 33aBEpPWUTLCA MOJIHbIM MEepPexofom Ha
rocygapcteeHHoe ¢puHaHcmpoBaHue K 2020 rogy. Co CMEHON UCTOYHMKA PUHAHCMPOBAHUA U3MEHUACA U
MEXaHU3M 3aKYMOK: C 3aKyMOK Ha MeXAYHapOAHbIX NaowanKax 3a cpeacrBa P Ha 3akynkm Ha
HaLMOHabHOW NAOLWaAKe 3a CpeacTBa pecnybanKkaHcKoro bogxketa. KoHuenuus npeanonaraet COXpaHuTb
«obecneyeHne ycTonumBoro M 3PpPeKTUBHOrO rocyAapCTBEHHOrO GWHAHCMPOBAHUA MEPONPUATUIA MO
npoTuBoAencTBMIO pacnpocTpaHeHunio BUY/CMAO» (n. 6), coBeplueHCTBOBaHME CMCTEMbI MAaHUPOBAHMSA
pacxofoB rocyaapcTBeHHOro 6roaxKeTa, BKAOYaA CUCTEMY «MPOrHO3MPOBaHUA, 3aKynokK, obopoTa n ydyeTta
APB-/1C» (n. 18).

Huxe 6yayT paccMoTpeHbl [OKYMEHTbI, onpegensiowme 6oaxKeT Ha 3akynku APB-/IC, npoueaypy
peructpaumnm /1C, u npouenypy rocyaapcreeHHbIx 3akynok APB-JIC.

2 [nuHckasa W, PycaHosuy A, Ckpunko O, paHbKoB B. MocTepHbIi AoKknaa Ha BeTpeue pykosoauTenei nporpamm no
BUNY-nHbekumm cTpaH BoctouHoi EBponsbl 1 LieHTpanbHOM A3un 1 cTpaH, He Bxoaawmx B EC/ED3, KoneHrareH, 25-26
ceHTAbpna 2017.

2 Terms of Reference Ha gomKHOCTb B Mpoekte MPOOH «CoaeiicTane 3dpPpeKTMBHOMY GYHKLIMOHMPOBAHMIO
CTpaHOBOro KOOPAMHALMOHHOIO KOMUTETA MO COTPYAHUYecTBY ¢ FNobanbHbiM doHAOM Ans 6opbbbl ¢ BUY/CMUOom,
Ty6epKynésom n manapmen»

30 KoHLuenuma ycToMumnBoro passmuTmA CUCTEMbI NPOPUNAKTUKM, NEUEHUA, YXOAa U NOAAEPXHKM B cBA3M ¢ BUY/CMNA n
Tybepkynesom. YteepaeHa MuHuctpom sgpaBooxpaHerHma P6 21.04.2017 r. CornacoBaHa CKK no BsaMmogeincreunio
c F'd (npoTtokon ot 22.12.2016 r. No58).

20



2.2.bopxeT Ha 3aKynKy APB-J1C

®durHaHcupoBaHMe 3akynok APB-/IC u3 pecnybsvMKaHCKOro 6roarkeTa rapaHTMpoBaHO [ocyAapCTBEHHOM
nporpammoit®! (tabnuua 2.2). 3agauvent 1 Moanporpammbl 5 «Mpodunaktvka BUY-uHpekumm» asnaetca
«ObecneyeHune BceobLlero AocTyna K AMArHOCTUKE, NEYEHUIO, YXO4Y M COLMANbHON NOAAEPIKKE B CBA3U C
BUY-nHdpeKkumet, B TOM uucne B NEeHUTEHUMAPHON cucteme». LleneBbiMM  noKasaTenamu
npegycmaTtpuBaetcs obecneuntb K 2020 roay oxsat APT 80% J1KB. Ha 2019-2020 roabl TaKKe
3aniaHMpoBaHO dMHaHCcMpoBaHMe 3aKkynok APB-J/1C Ha meponpuaTtuna no MMMP BUY.

Ta6nuua 2.2. 06bembl GMHAHCUMpPOBaHMA Ha 3aKynKy APB-J1C u3 pecnybanKaHCKoro 6toaykeTa no rogam,
MAH. BYR/ USD*

OcywecTtBneHue log Beero
3aKkynku JIC gna 2016 2017 2018 2019 2020
Bcero APB-/1C, B T.u. 36 384,7/ 35369,7/ 48 388,8/ 106 870,0/ | 129 020,0/ | 356 033,0/
1605 255 1560474 2134863 4714992 5692226 | 15707 810
APT 36 384,7/ 35369,7/ 48 388,8/ 95 940,8/ 117 519,2/ | 333 603,2/
1605 255 1560474 2134863 4232 807 5184823 | 14718221
NnMP BUY - - - 10929,2/ 11 500,8/ 22 430,0/
482 185 507 403 989 588

MpumedaHue. * PacueT no Kypcy HEPE? Ha aaTy yTeepskaeHua Focnporpammel (14.03.2016) 1USD = 20666,00 BYR

[ocnporpammoi naaHMpyeTca N1aHOMEPHO YBEAMUYMBATDL 3aTpaTbl Ha APB-J1C HaunHasa ¢ 2018 roaa, kK 2020
rogy — B 3,5 pa3a (pucyHok 2.1). CornacHo locnporpamme, APT aBAfeTCcA NPUOPUTETHLIM HAMpaBAeHMEM
3aTpaTt Ha meponpuaTua no npodunaktuke BUY-nHbekummn — gona ctoumoctm APB-JIC B 06wWmxX 3aTpaTax K
2020 rogy BbipacTeT 8o 77% OT CpeacTs, BblAeNAEMbIX U3 pecnybanKaHCKOro b6roaKeTa, U cocTaBuT bonee
nonosuHbl (54%) oT Bcex cpeacTB Ha BbinosiHeHWe Moanporpammbl 5 «Mpodunaktuka BUY-MHPeKLMm»
Focnporpammbl, BKAtOYas cpeacTsa, Bblaensemble I n KOHIM/C.

cpenctsa M® (nomumo APB-/1C)
pecny6auKaHcKkuii Gloamet (momumo APB-/1C)
B 3aKynka APB-JIC

1125099
1041159
1689173
1563333

1135105
955210

750216 853265 -

2016 2017 2018 2019 2020

PucyHok 2.1. O6bembl dMHaHCMpPOBaAHMA Ha 3aKynKy APB-J1C n npouue 3aTpaTthbl Ha peanunsaumio 3agaum 1
[ocnporpammsl no rogam, USD

31 Noanporpamma 5 “Mpodunaktrka BUY-nHdpekumn” FocyaapcTBeHHOM nporpammsl ”340poBbe Hapoaa u
nemorpaduyeckan besonacHocTb Pecnybamkn benapycb” Ha 2016 — 2020 rogpl. MpunoxeHne 5 K NMocTaHOBAEHWUIO
CoseTta MuHuctpos Pb o1 14.032016 r. Ne 200. Pexxmum pgoctyna:
http://minzdrav.gov.by/dadvfiles/000111_759481 postan200.doc (HaunHaeTca co cTp. 185)

32 https://www.nbrb.by/statistics/rates/ratesDaily.asp?
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Kak oTmeueHo B KoHuenuun yctoiumnsoro passutna®s, «c 2019 roga sce Heobxoammbie ... APB-/1IC AoMKHbI
6yayT 3aKynaTbCsA 3a CYET CpeacTB rocygapcTBeHHoro broaykerta»; cornacHo nucbmy PHIL MT, nonHbin
nepexoa Ha rocygapcrtBeHHoe ¢puHaHcumpoBaHue npousongeTr B 2020 roay. CornacHo locnporpamme,
obbem cpeacts M u FOHINAC yTouHAeTca nocne NOANUCAHUA FPAHTOBbLIX COMNALIEHUI U YTBEPXAEHMA
pabounx nnaHoB Ha odyepeaHoOMN GMHAHCOBLIM rod. MNaaHnpyemas gMHaMMKa nepexoaa 3akynok APB-JIC Ha
rocyaapcTBeHHoe puUHaHCMpPOBaHMeE OTparkeHa B Tabanue 2.3.

Tabauua 2.3. [lnHamuMKa nepexosa Ha rocygapcreeHHoe ¢puHaHcupoBaHuMe 3akynok APB-/1C

2014-2015 2016 2017 2018 2020 (nnan)
TDF/FTC Te e, natoc: Te Xe, natoc: Te Xe, natocC: Bce APB-J1C, Bkatouyas
AZT/3TC TDF/FTC/EFV ATV LPV/r AononHuTensHo: RTV,
EFV TDF DTG, getckue popmbl

NVP (pacTBoOpbI MK

ABC ancneprmpyemole
3TC Tabnetku), AZT gna
AZT B/BEHHOro BBEAEHUA
DRV

CymMbl Ha peanusauuio Kaxkgow [locnporpammbl M NoOANpoOrpaMmmbl  onpeeneHol B 3aKOHe O
pecnybinkaHcKom 6GroarKeTe, KOTOPbIA ABAAETCA OCHOBHbIM (GMHAHCOBLIM LOKYMEHTOM CTPaHbl Ha
oyepeaHon ¢uHaHcoBbIN (BroasKeTHbIM) rod. [poekT pecnybankaHckoro 6koaxeta cocTaBaser
MuHucTepcTBO PUHaHCOB ([0 1 aBrycta), BK/OYAs B HEFO B paMKax JIMMUTOB OHOAMKETA NO KaXKAOW CTaTbe
pacxo4oB akkymyampoBaHHbIM M3 PB npoekT 6loaxera 34paBOOXPAHEHUA, OCHOBaHHbIA Ha peasnbHOM
NoTpebHOCTU OTAE/IbHbIX OpraHu3auuMii 34paBooOXpaHeHns B QUMHAHCOBLIX CPeacTBaX Ha BbIMOJIHEHUE
3aMNNaHMPOBaAHHbIX MePOoNpPUATUIA B pamKax Focnporpammel (bopmupytoT 4o 1 man, B LieHax Ha 1 anpens).
MpoeKT pecnybanKkaHckoro 6iogxkeTa nocne oaobpenus MpasuTenbCcTBom BHocuTca MpesnaeHTom (go 1
OKTAOPA) B MapnamMeHT Ha yTBep)KAeHMe 3aKkoHa o pecnybiaukaHckom GtogxkeTe. MepepacnpepeneHune
dMHAHCOBbLIX CPeACTB BO3MOMKHO MyTeM YTOYHEHMUS YTBEPXAEHHOro 6loa)KeTa: Ha pecnybanMKaHCKom
ypoBHe — 3aKoHOM 06 yTouHeHuM pecnybnvKaHckoro 6roaxketa (1 pa3 B rog, Kak npasusio, B Hosbpe-
AeKkabpe). OtyeT 06 wcnonHeHun meponpuaTuii Focnporpamm coctasnsetca 1 pas B rog, Ha caliTte
MWHUCTEPCTBA SKOHOMMKM pPasMeLLatoT MHGOPMaLMIO O AOCTUMKEHUM OCHOBHbIX LEe/NeBblX MHAMKATOPOB
nporpammbl (HO He O 3aTpayvyeHHbIX CPEACTBAX HA peanunsauumio, B TOM YMCAe B paspese MJaHupyemblx
meponpuaTtnin)®*, OcBoeHMe BblAeNEeHHbIX CPeACTB Ha BbINOJHEHME MeponpuaATMA [ocnporpammbl B
npeablgywmne rogpl NPOUCXOAMNO AO0CTAaTOYHO NoAHO (Hanpumep, B 2016 rogy mspacxogosaHo 94,1%
CpeAcTB), OAHAKO 6blI0 HECKO/IbKO HEPABHOMEPHbLIM B Pa3pese UCTOUYHWUKOB: pecnybiMKaHCKUA brogKeT —
83,91%, MecTHble broaxeTbl — 66,1%, MexayHapoaHble UCTOYHMKK — 104,3%.%

2.3. Mpoueaypa pernctpaumum NeKapcTBEHHbIX CPeACTB

Mpoueaypa peructpauun JIC (rocyaapcTBeHHas aKcnepTusa 3GpPeKTUBHOCTM, 6e30MacHOCTM M KayecTsa
npenaparta) asnsetca obAsatenbHon gna npumeHeHua JIC (Qonyck npenapaTa K BBO3y, peannsauuu u
MeAMLMHCKOMY MCMO/Ab30BaHWO) B bBenapycu. Anroputm npouesypbl PerucTpauuum  U3oXKeH B

33 KoHuenuma ycToMYMBOro passmuTUA CUCTEMbI NPODUNAKTUKM, NeHeHNs, yXoa4a U NOAAEPHKMU B cBA3M ¢ BUY/CMNA n
Ty6epKkynesom. YreepxaeHa MuHuctpom sgpasooxpaHeruns Pb 21.04.2017 r. CornacoaHa CKK no B3anmopgeiictsmto
c o (npoTtokon ot 22.12.2016 r. Ne58).

34 OueHKa 3dPeKTMBHOCTM peasm3auum rocyaapcTBeHHbIx nporpamm B 2016 rogy: FocyfapcTBeHHas Nporpamma
"3p0poBbe Hapoaa U gemorpaduyeckan 6esonacHocTb Pecnybamku benapyck" Ha 2016-2020 roabl. Pexkum goctyna:
http://www.economy.gov.by/ru/gp_zd-ru/

% No gaHHbIM OTAENA aHaNM3a, NNAHUPOBAHUA U PUHAHCUPOBAHUA YNPaBAEHUA SKOHOMUUYECKOrO aHanmnsa u
pa3BuUTUA 3apaBooxpaHeHna M3 Pb.

22




MoctaHosneHnn Coseta MuHuctpos Benapycu®® (tabanua 2.4); ¢ 2016 roga peicTeyloT Take lMpasuna
perucTpauumn n skcneptmsbl JIC Ana MeaUUMHCKOTO NPUMEHEHUA B paMKax EBpasnincKoro sSKOHOMUYeCKoro
COl03a, OKOHYaTEbHbIN Nepexos, KoTopble 3anaaHmposaH ¢ 2021 roga®’.

Ta6nuua 2.4. AnropuTm npoueaypbl rocygapcTBeHHoM pernctpauum J1C

L3nN3 Mogaya perncTpayMoOHHOro 4ocbe

JKcnepTnsa NpeacTaBAeHHOM OKYMEHTaLMM (NepBUYHan, yCTpaHeHMe 3amedaHunii no
9KCMepTHOMY 3aK/II0YEHUIO, NOBTOPHAA IKCNepTU3a C BbIHECEHUEM 3aK/TI0YEHUA U
Bblgayel paspeLlleHms Ha nposegeHne anpobaumm metonos KoHTpoas J1C)

Anpobauma MeTogoB KOHTPOA (NolyYeHMe 3aKA0YEHNA U BbIHECEHWE Ha Komuccuto no J1C)

Komuccema BbiHeceHue pelweHua:
no J1C = PelweHune o perncTpaumm (Bbliaada permcTpaLMoHHOIO YAOCTOBEPEHUS)
(M3 PB) = HasHayeHMe KAMHUYECKUX UCMbITaHUI (NpoBeaeHMEe KANHUYECKUX UCTIbITAHWUI U

NoBTOpPHaA NoAavya perncTpaLmoHHoro aocbe B LIDN3)
= OTKa3s B perncrpaumu

Mpuem W  pacCMOTPEHME [OKYMEHTOB PerncTpaLMoOHHOrO fAoCbe  OcyllecTsaseT YnpasneHue
NeKapcTBeHHbIX cpeacTs PYM «LleHTp 3KcnepTus M UcnbITaHWn B 3apaBooxpaHeHun» (LU3U3), ¢ KoTopbim
3aK/I0YAETCA «/I0r0BOP Ha OKasaHWe yCNyr No opraHu3auuuM 1 NpoBeaeHuo paboT AnA rocyAapcTBeHHOM
pernctpauun (nepepeructpauun) JIC n dbapmaueBTMHECKMX CYBCTaHLMIA» M Ha CaliTe KOTOPOro MOXHO
O3HaKOMMUTLCA C JOKYMEHTaMW, PeryavpylolMMn rocyapcTBeHHyo perncrpaumio®®. OnpepeneHbl
TpeboBaHMA K NpeAocTaBAAeMbIM AOKYMeHTam™,

Komuceusa no J1IC (M3 PB) B pAage ciyyaeB HasHayaeT KAMHUYecKMe ucnbiTaHus JIC (6MOSKBUBAIEHTHbIE
UCNbITaHUA reHepuyeckux JIC, KAMHUYECKME MCMbITaHUA OpuUrMHanbHbix JIC), KoTopble MpPoOBOAATCA B
rocy4apCTBEHHbIX OpraHusauuax 34paBooxXpaHeHuA. BnepsBble 3asaBneHHble Ha peructpauuto JIC
MMMOPTHOrO Npou3BoguTena TPebyoT NpoBeaeHUs WMHCNEKLMM 3aBoAa-npoussoautens skcneptamm M3
PB. PeweHWe o rocypapcTBeHHOW pernctpaumm (Mnm o6 OTKase B roCyAapCTBEHHOM perncrpaumm)
npuHumaeT M3 PB. Cpok 0dbopMIeHUs PErUCTPaLMOHHOTO 3aK/odeHna (Npyu OTCYTCTBUM HEobXoaMMOCTH
KJMHUYECKUX UCCNeA0BaHUI) cocTaBaseT oKono 6-7 mecsaues. lNepuop OelcTBUA YAOCTOBEPEHUS O
perucrpauum coctaBnseT 5 ner.

BO3MOXKHOCTM peructpauum reHepuyeckunx APB-/IC B cnyyae Hanuuua [AeUCTBYIOLWLEro NaTeHTa
npousBoguTena orpaHuyeHsl. Tak, B nucbme LOU3 coobuiaetca®®, uto «3akoH PB oT 20 wiona 2006 r.
Ne161-3 «O neKkapCTBEHHbIX CPeaCTBAX» HEe COAEPKUT HOPMATUBHbIX NPeAnUCaHNIA OTHOCUTENIbHO KaKoM-

36 NocraHosnenne Coseta MuHuctpos PB ot 01.04.2015 Ne 254 (pea. ot 06.06.2017) "O rocysapCcTBEHHOA
pernctpauum (NoATBEPHKAEHNMN FOCYAaPCTBEHHON PerncTpaLmnmn) NekapcTBEHHbIX CPeACTB U GapmMaLEeBTUYECKUX
cybCcTaHUMA M BHECEHUM U3MEHEHUI U AONONHEHUI B nocTaHoBeHne CoBeTa MuHUCTpoB PB oT 2 ceHTAbpa 2008 r.
Ne 1269" (c uam. u gon., BcTynatowmumm B cuay ¢ 15.07.2017) (BmecTe ¢ "lMonoxKeHnem o nopaaKe Bblaaun
pPEerncTpaLMoHHOro yaoCToBepPEHUA Ha IeKapCcTBEHHOE CpeacTBO M dapMaLeBTUYECKYO cybcTaHumo"”, "TlonoxKeHnem
0 CTPYKType, nopsaake ¢opmMUpoBaHUA U BEAEHUA rOCYAAPCTBEHHOTO PeecTpa IeKapCTBEHHbIX CpeacTB PecnybamKku
Benapycb"). http://www.rceth.by/Documents/2sm2poN25420150401.rtf

37 peweHue Coseta EBpa3smnitckoit skoHommueckoi Kommcenm ot 03.11.2016 Ne 78 "O Mpasunax perncrpauum 1
3KCNepTM3bl IEKAPCTBEHHbIX CPEACTB ANA MeSULMHCKOTO NpUmeHeHus" .
http://www.rceth.by/Documents/9es10rsN7820161103.pdf

38 http://www.rceth.by/ru/Documents/Drug

3 NocranosneHnme M3 PB o1 08.05.2009 r. N2 52 "O TpeboBaHMAX K OKYMEHTaM, NpeAcTaBAseMbIM 1A
rocyapCTBEHHON perncTpaunm (NoATBEPKAEHUA roCyAapCTBEHHOMN pPerncTpaumumn) NeKapcTBEHHbIX CPeACTB,
rocyaapCTBEHHON perncrTpaunmn papmareBTMYEecKMX cybcTaHLUNN, BHECEHUA U3MEHEHUI B PETMCTPALLMOHHOE A0CHE Ha
NleKapcTBeHHbIe cpeacTsa, apmaleBTUYecKMe cybcTaHUMM, paHee 3aperncTpmMpoBaHHble B Pecnybanke benapych"
(pea. ot 11.02.2016 Neo24)

4% Muebmo LBK3 oT 15.02.2017 r. N210-32/1650 B otBeT Ha obpatieHne 50O Mo3nTUBHOE ABUKEHME.
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nmbo B3ammocsA3m npouecca obpaweHma JIC M 3aKOHOAATENBCTBA, ONPesenAowero NopsaaoK 3almTbl
npaB Ha 06bEKTbI MHTE/IEKTYaIbHOM COBCTBEHHOCTU. BmecTe ¢ Tem cneayeT MMeTb B BUAY, YTO NpU nogave
OOKYMEHTOB A/1A rOCyZapCTBEHHOW perucTpaummn (noaTeBepKaeHus rocyaapcTtBeHHon peructpaumm) 1C
3anaBUTE/Ib 0653aH: YKa3aTb B NyHKTe 14 3aaBneHunA, popma KOTOPOro yTBEPKAEHA nocTaHoBAeHnem M3 Pb
oT 8 maa 2009 r. Ne52, nHbopmaLMio O 3aLLULEHHOCTM MNaTeHTamMM JieKapCcTBEHHOro cpeactsa B PB
(Bnageney, nateHTa, HOMep, AaTa BblAauYW, CPOK AENCTBUSA); NPEACTaBUTb AOKYMEHTbI COrIaCHO NMyHKTam
10.13, 10.14 EpumHOro nepeyvyHa agMMHUCTPATUBHbLIX MNpoLeayp, OCYLWLECTBAAEMbIX OCyAapCTBEHHbIMMU
OpraHamMmuM UM  MHbIMW  OPraHU3auMAMM B OTHOLIEHUW HOPUOMYECKUX UL, U UHOMBUAYANbHbIX
npegnpuHumarenein, yTeep:KaAeHHoro nocraHossneHnem Coseta MuHuctpos PB ot 17 ¢deBpansa 2012 r.
Ne156 (panee — EgMHbIN NnepeyeHb)».

benapycb BK/AKOYEHA B HEKOTOpble M3 CMMCKOB CTPaH, MO KOTOPbIM NpoussBoguTenu otaenbHbix APB-J1C
06bABMAN O HesasBneHWW nateHTHbiXx npaB (NVP komnaHum Boehringer Ingelheim) m Ha KoTopblie
pacnpocTpaHaeTca NnUeH3ns JlekapcTBeHHOro nateHTHoro nyna (MPP) — HeKOMMepYecKon opraHum3aumu,
Le/iblo KOTOPOW ABAAETCA NOBbIWEHWe JOCTyNa K npenapatam ana nedyeHunsa BUY-undekumn, renatuta Cm
Ty6epkynesa (TDF, TAF, FDC TAF/FTC, BIC, FDC TAF/FTC/BIC n COBI komnaHun Gilead, ATV komnaHun BMS),
AaHHble CyMMUpPOBaHbl B Tabnumue 2.5. YKkasaHHble JIC MOryT sierafibHO NOCTaBAATbCA B benapycb B BUAE
reHepuMyecKkux npenapaTos.

Ta6bnuua 2.5. BknoueHne benapycu B aeknapauum nponsBoanTenen o He3asBAEHUN NAaTEHTHbIX NpaB U B
nvyeHsun MPP no otaenbHbim APB-J1C u MNA4, ana nevyenms renatnta C

ObbaBneHWe 0 He3aAB/IEHUM Nniensna MPPY benapycb HE Bk/toyeHa B
NaTeHTHbIX Npas anuensmio MMP
APB-IC | NVP* TDF ABC (zetckas)
TAF RAL (petckasn)
TAF/FTC LPV/r (B3pocnas)
ATV RTV (B3pocnas)
BIC EVG
TAF/FTC/BIC DTG (geTtckasn, B3pocnas)
COBI
nng ana SOF G/P
NieyeHua SOF/LED
rc SOF/VEL
DAC
Pasupacsup

CyliecTByeT BO3MOXHOCTb MONyYeHUs paspeweHna M3 PB Ha pasoBbiii BBO3 W NpUMeHeHue
He3aperncrpupoBaHHbiX JIC. 3TOT MexaHW3M WMCMO/b3yeTcs NPWU 3aKynke HekoTopbix APB-JIC, u 6onee
noapobHoO 0 HeM CKas3aHo B rnase 4.3.2.

2.4. NMpoueaypbl 3aKynoK APB-JI1C 3a cpeacTBa HaLMOHANbHOrO bloasKeTa

MnaHupoBaHMe 3aKynoK. EKerogHbim naaHupoBaHuem 3akynok APB-/IC 3aHumaetca «Komuccua no
dbopMMpOBaHUNIO 3adaHMA Ha 3aKynky APB-/IC ana neyenuma BUY-uHbekumm», cospasaemaa M3 PBE%,
KoTopaa ¢opmupyet TpeboBaHUE 3aABKM Ha 3aKYMKY.

41 http://www.medspal.org/?country_name=Belarus

42 https://www.boehringer-ingelheim.com/press-release/boehringer-ingelheim-increases-access-medication-
treatment-hivaids

43 Hanpumep, NMpukas M3 PB ot 13.02.2017 roaa Ne 127 «O pa3paboTke TpeboBaHMA 3aABKM Ha 3aKYMKy
AHTMPETPOBUPYCHbIX IEKAPCTBEHHbIX CPeACTB Ana fnevyeHnsa BUY-nHpekumm Ha 2018 roa».
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Jna nnaHMpoBaHWA 3aKYNOK NPUMEHAETCA MeTOA0/10M1A, peKoMmeHA0BaHHaA [ 1 OCHOBaHHAA HA OLUEHKaxX
nMetomxca octatkos APB-/1C Ha mecTax, U pacyeTe KOIMYECTBa NALUMEHTOB HA KaXKAOW KOHKPETHOM cxeme
APB-/1C B npeactoawmi nepuoa™. Mo 2018 roaga npefoctasiana MeToA0/10rMI0 pacyeta notpebHoctu 8 J1C
M npoBoamna obuiee pyKOBOACTBO npoLeccom pacyeta Mpynna ynpasneHua rpaHtamu PHIML MT (n. 3.3
Tex3agaHuA Ha 2018 roa). Komuccun M3 PB npeaocTtaBaaoTca AaHHble GOPM BEAOMCTBEHHbIX OTYETOB 3a
AHBapb-AeKabpb npeaplayLero roaa* n gaHHbie o notpebHocTAx 8 APB-/1C Ha nocaeaytowmii rog.

PecnybnvkaHckmn pernctp BUY-MHPULMPOBAHHbBIX MNaUMEHTOB MO3BOJIAET MPOU3BOAMTL BbiBOA Gopm
BELOMCTBEHHOM CTaTUCTUYECKON OTY4ETHOCTM no uuncay JIXKB B oTaenbHbiX perMoHax, pasbuske no nony,
BO3pacTy, MNpPUYMHAM MWHPULUMPOBAHUA W  APYrUM  3MULEMMUOJIOTUYECKMM  AaHHbIM, NPOU3BOAUTL
dopmupoBaHuMe B TabAMYHOM BUAE OTYETOB MO cxemam APT, KoaimyecTse NauMEHTOB Ha KaXKA0M CXeme KaK
no pecnybauke B LLE/IOM, TaK M B paspese obnacreii. Moaynb NeKapCTBEHHOrO MeHeAKMEHTa NO3BO/ISET B
pernme peasibHOro BpEMEHW OTCIEKMBATL ABUXKEHUe (0cTaTKM M noctynneHusa) APB-/1C.

MnaHnpoBaHne noTtpebHocten B APB-/IC ana yupexgeHuin OUH MBI npoBoguTca MO anroputmy,
YTBEPKAEHHOMY COBMECTHbIM nocTtaHosneHmem MBJ u M3 PB*, paHHble nepegatotca 8 PYI
«bendapmaumsa» exkerogHo B CpoK 4o 1 mas.

3annaHMpoBaHHOe Yncno rogosbix Kypcos APT go 2018 roga B Lenom COOTBETCTBOBA/IO MOcC/AeayoWwemy
daKkTnueckomy umcay JIXKB, nonyyatowmx APT, Ho B 2018 roay nocne BHeApeHUs YHUBEPCAIbHONO A0CTyna
K APT BO3MOHOCTM NO BOB/eYEeHUIO HOBbIX JIKB Oblin nNepeoueHeHbl, U 3aKymnKa NPeBbICMAA peasbHoe
yncno nonyyarowmx APT. NporHos no ymcay BoBnedyeHHbIx B APT Ha 2019 roa HeaceH (Tabaunua 2.6).

Tabanua 2.6. NnaHmpyemblit n dakTudeckuit oxaat APT (uncsio JIXKB nonyyatowmx APT)

foapl

Oxgar APT 2016 2017 2018 2019
MnaH: KONNYECTBO ro40BbIX KYPCOB K 3aKyMnKe 7 037 10 880 21 850 ?
cornacHo gaHHbim O BUY PLUIM
MnaH: KONNYECTBO ro40BbIX KYPCOB COr/IaCHO 7 037 12435 21945 ?
TpeboBaHMAM 3aABOK Ha 3aKynKy APB-/1C
dakTnyeckuit: uncno JIXKB, nonyyatrowmx APT, 8562 9990 14 763 -
cornacHo gaHHbim OMN BUY P (Ha aaty) (31.12.2016) | (30.09.2017) | (01.11.2018)

MpoBepeHne rocypapcTBeHHbIX 3aKynoK. ocyaapcTBeHHble 3aKynku B benapycu ocyuwiecTBaAloTcA B
cooTBeTcTBUKM ¢ 3akoHOM PB oT 13.06.2012 r. Ne 419-3 «O rocyaapcTBeHHbIX 3aKynKax ToBapoB (pabor,
ycnyr)», Ykasom MMpesmaeHta PB ot 29.12.2012 r. Ne 576 «O HeKOTOpbIX BOMPOCax rocyAapCTBEHHbIX
3aKynoK ToBapoB (paboT, ycayr)», noctaHosneHnem CoBeta MuHucTpoB PB ot 22.08.2012 r. Ne778 «O
HEKOTOPbIX Mepax Mo peanmsaumm 3akoHa PB «O rocyaapCTBeHHbIX 3aKynKax ToBapoB (paboT, ycayr)».

3aKoH 0 rocszakynkax?’, cpeau npoyero, pernameHTMpyeT NpeabasasemMble KBaMPUKALMOHHbIE AaHHble K
YUYaCTHMKY npouecca rocsakynok (ctatba 15), nepeuyeHb MHOOPMALMM O rOCYAapPCTBEHHbIX 3aKymnKax M
TpeboBaHMA K ee pasmelleHuto (cTaTba 18), onpeaenseT npouenypbl roCyaapcTBEHHbIX 3aKyNokK (cTatba 17)

4 NaHHaa MeTo0M10rMA HOCUT 06A3aTe/IbHbINM XapaKkTep u 0bycnasnmBaeT BbiaeneHune cpeacts no Mpanty Mo,

4 Mpukas M3 PB o1 04.12.2015 r. N21215 «CseaeHuna o NpoBeAeHMN aHTUPETPOBUPYCHOM Tepanum, NPOPUNaKTUKK,
NeyeHna onnopTYHUCTUYECKMX MHDEKLMI B3POC/IbIM U AETAM, 3aMECTUTENIbHOM BCKAaPMIMBAHUM AeTEN, POXKAEHHbIX
BNY-nO3NTUBHBIMM MaTEPAMU», NPUNOKEHME 16.

46 MocraHosneHne M3 PB u MB/], P6 ot 07.07.2016 Ne 82/186 «O AONOAHUTENbHBIX Mepax No OKa3aHuIo
MeaMLUMHCKON nomoLm BUY-MHOUUMPOBAHHBIM NALMEHTaM B MEANLMHCKUX NOAPA3AENEHUAX YUPEKAEHWU
YrO/I0BHO-UCMONHUTENbHOW CUCTEMBI, Ie4EOHO-TPYA0BbIX NPODUNAKTOPUAX MUHUCTEPCTBA BHYTPEHHUX Aen
Pecny6aukn benapycb 1 rocyapCTBEHHbIX OPraHM3aLMAX 34PaBOOXPAHEHNAY.

47 3akoH PB «O rocyaapcTBeHHbIX 3aKynKax ToBapos (pabort, ycayr)» ot 13.07.2012 r. Ne419-3. Pexxum gocTyna:
http://www.pravo.by/document/?guid=3871&p0=H11200419
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M cnydau NpusHaHMA Npoueaypbl 3aKyNKM HecocTosABlelca (cTaTbs 26), a TaKKe NopAAoK cooblieHus o
pesy/bTaTe Npoueaypbl rocyAapcTBEHHOM 3aKynKu (cTaTtbs 28).

MHbopmaumMa O rocyfapCTBEHHbIX 3aKynKax pasmellaetcd Ha OGuUManbHOM caiiTe U 3/1eKTPOHHOWM
TOProBol naowagKe 3akasumkom (opraHusatopom). Cosetom MuHUCTPOB onpegeneHbl oduumanbHble
CalTbl Ann pasmelleHns nHbopmaumm o rocsakynkax — ato http://zakupki.butb.by/ (Benopycckasa TosapHasn
6upxka), http://www.icetrade.by/ wn http://www.goszakupki.by/ (oba caliTa agmuUHUCTpUpyeT
HauuoHaNbHbIN LEHTP MapKeTUHra M KOHDBIOHKTYpbl LeH). MHbopmauma BKAOYAET rogosble MaaHbl
roc3akynok, npurnalleHue K y4yacTuio, OOKYMEHTbl, MpeAcTaBifemMble Y4YacTHUKY A48 MOArOTOBKU
NPeaNosKeHMsA Ha ydacTve B OTKPbITOM KOHKypce/ 3/1eKTPOHHOM ayKUMOHe, CoobLieHna o pesynbraTax
npoueayp roc3akynok, Peectp 3aK/loYeHHbIX A0roBopoB. Karkaasa opraHusauma, KoOTopas naaHupyet
OCYLLLECTBAATb 3aKYMKM 33 CHET CPeacTB rocyaapcTeBeHHoro 6loaerta, obs3aHa coCTaBAATbL M pa3melLaThb Ha
caiiTe rogoBble NAaHbl FOC3aKyMNOK, 1 0TOBpaKaTb BCe M3MEHEHUA, BHOCMMbIE B MJ1aH B TeYeHue roaa.

3akoHoM (cTaTba 17) onpegeneHo 6 BMAOB NpoueAyp rOC3aKynoK: oA4Ha HEKOHKypeHTHaa — npoueaypa
3aKyMKN M3 04HOr0 UCTOYHMKA C OAHUM YYAaCTHUKOM (OroBOPEHbI C/ly4an ee OCyLLeCTBAEHUs, Hanpumep,
npu rofoBoi ctoumocTu He npesbiwatowen 300 6a3oBbix BeanunH (7 650 BYN), nav npu npusHaHuu
ayKUMOHA HeCcOoCTOABLWIMMCA), U MATb KOHKYPEHTHbIX — npeaycmaTpuBaloWwmnx BbIBOP M3 HECKONbKUX
YUYACTHMKOB: OTKPbITbIN KOHKYPC, 3aKPbITbIA KOHKYPC, 3/TEKTPOHHbIN ayKUMOoH (onucaH B rnase 6), 3anpoc
LEHOBbIX NpeanoxeHuit, bupskesble Topru. Hanbonee yacto ANA 3aKynok B chepe 34paBOOXPaHEHUS
MCMNONb3YOTCA OTKPbITbIN KOHKYPC, 31EKTPOHHbIN ayKUMOH UAN 3aKyMKa U3 04HOI0 UCTOYHMKA.

JNEeKTPOHHbIX  ayKUMOH  NpOBOAMTCA  Ha  3/IEKTPOHHOMW  TOproBol  nnowagke  (Hanpumep,
http://zakupki.butb.by/), BkAloyaeT paccmoTpeHMe MpeasIoKEeHUN  YUYaCTHMKOB  (XapaKTepUCTUKM
npeanaraemoro npegmera 3akynku 6e3 uaeHTMOMKaLMM y4acTHWMKA) M NpoOBeAeHMEe TOpros, B X0O4e
KOTOPbIX CHUXAETCA Haya/IbHaA LLeHa 3NEKTPOHHOMo ayKuMoHa. HecmoTpA Ha To, YTO AN1A roCyAapCTBEHHbIX
3aKkynoK APB-/IC HaumHasa ¢ 2014 roga o6bABAAIOTCA 3/1E€KTPOHHbIE ayKUMOHbI, BO/bWMHCTBO 3aKymnokK
OCYLLECTBAIAIOCh MUHYS CUCTEMY ayKLIMOHA, M TO/IbKO A0roBopa Ha 3akynku Ha 2018 roa 6b1/1M 3aKNH0YEHDI
no pesynbTatam aykuuoHa (tabnuua 2.7). [pu3HaHMe ayKuMoHa HECOCTOABLUIMMCA OTKPbIBaso
BO3MOXHOCTb NPOBECTU 3aKYMKY U3 OAHOTO UCTOYHWUKA, HEKOHKYPEHTHO BbIBpaHHOrO 3aKaszumkom?,

CornacHo YKasy*, eauHbiM OpraHu3aToOpoM rocyAapcTBeHHbIX 3akynok JIC B Benapycu Ha 6amxaiiime
2roga onpegeneHo PYMN "bBendapmauyma”, nogunmHeHHoe M3 PB. OTgenbHble  yyperaeHus
3/1paBOOXPAHEHNA HE MMEOT NpaBa AenaTb 3aKyMKWM 3a cyeT rocbrogykeTa CamoCTOSATENbHO, @ TOJIbKO
npuobpetaa ux y PYM "bendapmauma". Takoh nopagok 060OCHOBbLIBAETCA CO34aHMEM YCNOBUIN «Ans
UCKAtOYEHNA HeOBOCHOBAHHOMO MNOCPeAHMYECTBa MNPWU 3aKAOYEHUWM TOPFrOBbIX CAENOK, obecneyeHus
SKOHOMMU OIOAXKETHBIX CPEeACTB (32 CYET CHUMKEHWS KOHTPAKTHbIX WeH) M b6ecnepeborHON NOCTaBKM
OpPraHM3aLMAM 34PaBOOXPAHEHMSA MEOULMHCKMX TOBAPOB HAA/1€KALLETO KauecTBay.

CornacHo TpeboBaHMIO 3aABKM Ha 3aKynky APB-/IC Ha 2018 rog (nn. 4.1 u 4.2), 3aka3uuk (M3 PB)
onpegennn OTBETCTBEHHbIMK 33 nNpoBeAeHWe npoueaypbl 3aKynku Komuccmio no  opraHusauumm
nposeaeHna npoueayp 3akynok JIC M3 (3aKkynka 3a cyeT CpeacTB pecnybamKaHcKoro 6roarkera,
obecneyeHne [eATENbBHOCTM KOMMCCUM W 3aK/AOMEHME KOHTPAKTa 3aKymnKWM BO3/OXeHbl Ha PYM
«bendpapmauusa») n Otaen ynpasneHus rpaHtamu Fd PHMLU MT, ocHoBHOro nony4yaTtens cpeacts rpaHToOB
d B PBb (3aKynka 3a cuyeT cpeacTB npoekTa MTIM «CaepkuBaHue snuaemum BUY mn cokpaueHue

48 Hanpumep, cM. BbiaepKKy 13 MpoToKoNa 3aceaHna KOMUCCUM NO OPraHM3aLUm 1 NPOBEAEHUIO NpoLeayp
rocyapCTBEHHbIX 3aKYNOK NeKapCTBEHHbIX CPeACTB: «Ha OCHoBaHMM n.2 cT.31, ab3aua Tpu n.2 c1.26 3aKoHa, n.7
MepeyHAa cnyyaeB OCyLECTBNEHUA roCyAapCTBEHHbIX 3aKYMNOK C NPUMEHEHMEM NpoLeaypbl 3aKyNKK U3 O4HOTO
ncrtoyHuka (MpunoxeHne K 3aKoHy), a TakKe n.1.19 Ykasa MNpe3sungenta P6 o1 31.12.2013 Ne590 pekomeHA0BaTb
OpraHusaTopy NPOBECTM Npoueaypy 3aKyMnK1 U3 o4HOro NCTOYHUKaY.

4% Ykas MNpesngeHTta PB «O rocyAapCTBEHHbIX 3aKYNKaX MeAMLUMHCKMX U34eNNii, NeKapCTBEHHbIX CPeACTB U 1e4ebHOro
nutaHua» ot 28.02.2017 r. Ne 46.
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3abonesaemoctu U cmepTHocTM oT BUY B Benapycu»). [aHHble 06 yyacTHMKax npolecca 3akynku APB-/1C B
Benapycu npuseaeHsl B Tabanue 2.8.

Tabnuua 2.7. CBeaeHuA o NpeameTe 3aKynku «AHTUpeTpoBupycHble JIC» nnbo «MpoTnsosupycHble J1IC ans

CMCTEMHOrO NPUMeEHEHUA» (Mo AaHHbIM PeecTpa 3aKyNoK 3/1eKTPOHHOM Toprosoi nnowaaxu BYTE)

Per. Ne ngz(a)zm Aara 3253::/:12{). HavanbHaA ueHa Cocroatine
npegn-Hui Topros npegn-Hui 3aKYNKA
AU20190410168368 18.05.2019 | 31.05.2019 6/6 3695 687,82 BYN HecocToaswasnca
AU20190321166725 11.04.2019 | 25.04.2019 0/0 431 651,77 BYN OTMmeHeHHas
AU20190104161160 24.01.2019 | 08.02.2019 1/1 8577 725,02 BYN HecocTtoaBwasnca
AU20180404143448 03.06.2018 | 15.06.2018 1/1 1098 791,70 BYN HecocTtoaBwasnca
AU20180214138252 21.03.2018 | 28.03.2018 2/2 1117 017,96 BYN OTMmeHeHHas
AU20170526106303 05.06.2017 | 12.06.2017 7/7 13794 322,57 BYN 3aBepweHHan*
AU20170324100679 05.05.2017 | 19.05.2017 5/5 13794 322,57 BYN | HecocrtoaBwasca
AU20161115083648 07.12.2016 | 21.12.2016 0/0 15007 030,41 BYN | Hecocroaswascsa
AU20151110046652 01.12.2015 | 11.12.2015 2/2 51215883 348 BYR| 3aBepleHHana**
AU20141229022827 19.01.2015 | 02.02.2015 0/0 7 042 616 423 BYR | HecoctoaBwasca
AU20140604016773 24.06.2014 | 08.07.2014 1/1 15 686 605 200 BYR | Hecocrtosslasca

MpumedaHus: * gorosop nognucaH Ha nocrasku APB-/1C no scem nosuumam (ABC, AZT, 3TC, AZT/3TC, TDF/FTC, EFV,

NVP, EFV/TDF/FTC, DRV).

** nporosop nognucaH no 1 us 20 nosuumii (AZT 300 mr - 1 350 eg, - 5 295 510,00 BYR), no octanbHbim 19 nosnumusam
aYKUMOH NpU3HaH HECOCTOABLWIMMCA (MeHee 2-X y4aCTHUKOB UM CTaBOK He 6bin10).

Tabnuua 2.8. YyacTHUKM npouecca 3akynku APB-/1C 8 2017, 2018 1 2019 rogax

3akynka APB-JIC 3a cyeT cpeacTs

pecnybankaHckoro boaxeTa

NPOEKTa MeXKAyHapoAHOM
TEXHNYECKON NOMOLLM

3aKasyuK

MuHNCTEPCTBO 34paBOOXPAHEHMA

MuHMCTEPCTBO 34PaBOOXPAHEHMA

(OTgen ynpasneHua rpaHtamm [P
PHIL, MT)

(Komucema no opraHusaumm nposeseHms
npoueayp 3akynok /1IC M3)

(oTBETCTBEHHbIN 33
npoBegeHMe 3aKyNKK)

OpraHusatop Topros | PYM «Bendapmaums» 3aKynKa Ha MeXXayHapOoaHbIX

TOprosbix NaowaaKkax (wambo.org)

Onepartop Benopycckas ToBapHas bupika

nposeaeHMA Topros

[daHHble 0 (aKTMYECKM 3aK/OYEHHbIX A0roBopax MpPW 3aKynKe 3a CYeT CPeacTB pecnybanmKaHCKoro
6loa)KeTa Mo WUTOram COCTOABLUMXCA aYKLMOHOB MNYBAMKYIOTCA Ha 3/1EeKTPOHHbIX TOProBbIX MIOLLaZKaX
(yKasaHbl B NpOTOKO/Iax BbibOpa NOCTaBLLMKA), UK, B TOM YMC/Ie NPU 3aKYMNKe U3 O4HOTO UCTOYHMKA, — Ha
cante PYMN «Bendapmaumsa»®l. [aHHble 0 GaKTUUYECKM 3aK/IOHYEHHbIX [OroBOpax NpuW 3aKynke 3a cyeT
cpeacTts [ BO3MOXKHO NOAy4MTb NO 3anpocy 8 PHIL MT.

MoHuTopuHr nposegeHua APT. MoHUTOpUHT nposeaeHua APT (B Tom uncne meankameHTtosHol MMMP u
MKN) pernamenTupyetca MNpukazom® u ocywectsnserca pabounmu rpynnamm Ha pecrnybiMKaHCKOM,

50 http://zakupki.butb.by/auctions/reestrauctions.html
51 https://pharma.by/partners/information/

52 06 yTBepwaeHUM MONOXKEHNA O NOPALKE MOHUTOPUHTA NPOBEAEHWUA aHTUPETPOBUPYCHOMN Tepanumu NaLmueHTos ¢
BUY-nHbeKuMelN, MeanKamMeHTO3HON NpoduNakTUKK nepegayum BUY oT maTepm K pebeHKy, MOCTKOHTaKTHOM
npodunaktnkm BUY-mHdekumm. NMpmkas M3 P ot 16.11.2012 r. Ne1359.
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o6nacTHOM W paMoHHOM YPOBHsX. PalioHHble paboune rpynnbl obecneuynBaloT nNpeaocTaB/ieHNe
nHbopmauum obnactHbim paboumm rpynnam (4o 5 ymcna nocne otyeTHoro mecsaua). Paboume rpynnbl
obnactHoro ypoBHs M . MuHcKa 0606WaAlOT MNoAy4YeHHYO WMHPOPMAUMIO M HaNpaBAAlT B agpec
pecnybankaHckoi paboueit rpynnbl (4o 10 ymMcna nocne otyeTHoro mecsua). PecnybamkaHckasa pabouyas
rpynna npoBoANUT aHaAWU3 AAHHbIX U NpeaocTaBaseT MHGopmaumio B MnaBHOe ynpaBieHWe OpraHusaumm
MeANUMHCKOW nomowm M3 PB v B rpynny ynpasneHus rpaHtamu [P (go 20 ymcna nocne OTY4ETHOro
mecaua). B yupexaeHuax cuctembl AWMH MB[M, yyetr pacxogoBaHua APB-/IC npoBoAAT HayanbHUKK
YUPENKAEHMI YrONI0BHO-UCMONHUTE/ILHOM CUCTEMBI M e4ebHO-TPYA0BbIX Npodunaktopues? (n. 1.6).

MOHUTOPUHT BKAOYaeT B cebs MeponpuaTUA MO OUEHKe 4ucaa MauueHTos, noaydawowmx APT,
NPOrHO3MpPOBaHMIO MNOTPeBHOCTM oOpraHM3auuMii 34paBooxpaHeHna B APB-/IC B KpaTKOCpo4HOU W
OONTOCPOYHOM MepCneKkTUBe, OUEHKY AMHAMWMKM pacxodoBaHMA U TeKywen noTpebHoctn B JIC, OuUeHKY
KonmyecTsa JIC ¢ y4eToM UX HaMMEHOBAHWIM, CPOKOB rOAHOCTU M YMCAa NauMeHToB. AHANN3 NPOU3BOANTCSA
Ha OCHOBAHUW AA@HHbIX, BKAOUYEHHbIX B GOPMbl BEAOMCTBEHHOW OTYeTHOCTU (Tabanua 2.9).

Tabnuua 2.9. dopmbl NpesoctaBiaeHns ceegeHunii no APT (cornacHo Be4OMCTBEHHOM OTYETHOCTH)

Ne HasBaHwne dopmbl Bkntouaemasa nHpopmaumsa PeryniapHocTb
npeaocrasieHmns
1 NHdopmayma o O6uwee konnyectso J1'KB Ha APT, B Tom uncne ExxemecayHo
Konnyectse BUY- BMnepBble BKAOYEHHbIE, NPUBbIBLLME U3 APYTUX
MHOUUMPOBAHHbIX pernoHos 1 MJ1C, petu.
naumneHToB, Noayyaswnx | BbibbiBwKe M3 nporpammbl APT (ymepluue,
AHTUPETPOBUPYCHYIO OTKa3saBlunecs, BbibbiBLINE B Apyrne pernoHbl/MJIC)
Tepanuio
2 MpumeHaemble cxembl Mo oTaenbHbIM Npenapatam, B TOM Yncae KBapTtanbHasa
AHTUPETPOBMPYCHOM TabneTnpoBaHHble 1 Xuakne Gopmbl, Nnpenapathbl
Tepanuu ana NMMP (pacteop AZT ans BHYTPUMBEHHOTO
BBELEHUA XKEHLMHE, XKUOKNE UIN JUCTIEprnpyemMble
dopmbl A/IB-/1C pebeHnky) 1 MKM
3 CBegeHna 0 ABUXKEHUMU Mpuxopa npenapaTta, YNCNO NALNEHTOB, pacxos, KBapTanbHas
QHTMPETPOBUPYCHbIX npenapara, ocTaToK (YNaKoBOK) U AaTa OKOHYaHuA
JIeKapCTBEHHbIX CPeacTB | CPOKa rogHOCTH

2.5. OrpaHuyuTenbHble NnepeyHun

Bonpocbl nposegeHna APT pernameHTUMpyeT KAuMHWYEcKuiA npoToKkon no nedeHuio BUY-nHbeKummn®,
KOTOPbIM ABNAETCA rapaHTUPOBAHHbIM MUHUMaNbHbLIM CTAHAAPTOM NMPefoCcTaBaAeHna nomowm. Ha yposHe
3akoHa®™ OTAenbHO He nponucaHbl rapaHTMM 6ecnnaTtHoro npegoctasneHus APT ana JIKB, ogHako
YKa3aHo, YTO «OKa3aHWe MeAMLMHCKOM MOMOLUM MALMEHTY OCYLLECTBAAETCA HA OCHOBAHMU KANMHUYECKUX
NMPOTOKO/I0B  MAWM  METOAOB  OKasaHUA  MEeOMLMHCKOM NOoMoWwM B  MNOpAAKe, YCTAaHOB/EHHOM
3aKOHOAaTeNbCTBOM O 34paBooxpaHeHun» (ctatba 14). BUY-nHdpeKuma BxoamT B yTBepKaaemMblit CoBeTom
MuHuctpoB «lMepedyeHb 3ab0seBaHMIA, JalOWMX NPaBO rpa)gaHam Ha bOecnnatHoe obecneyveHune
NIeKapCTBEHHbIMX  cpeacTBaMK, BblAaBaemble .. B Mpejenax nMNepeyHA OCHOBHbIX NeKapCTBEeHHbIX

3 NocTtanosneHnne M3 PB u MB/, PE o1 07.07.2016 N2 82/186 «O A0NOAHUTENbHbIX MEPaX MO OKa3aHMIo
MeaMLUMHCKON nomoLm BUY-MHOUUMPOBAHHBIM NALMEHTaM B MEAULMHCKUX NOAPA3AENEHUAX YUPEKAEHU
YrO/I0OBHO-UCMONHUTENBHOW CUCTEMBI, Ie4EOHO-TPYA0BbIX NPODUNAKTOPUAX MUHUCTEPCTBA BHYTPEHHUX Aen
Pecny6aukn benapycb 1 rocy4apCTBEHHbIX OPraHM3aLUAX 34paBOOXPaHEHUAY.

54 KnnHnyecknii npoTokon «InarHocTika u neveHune naumneHTos ¢ BUY-undpekumein». YreepaeH NoctaHosneHMeM
M3 PB o1 01.06.2017 Ne41. Pexxum goctyna: http://minzdrav.gov.by/dadvfiles/001077_878477 _41_vich.pdf

553aKkoH PB ot 7.01.2012 r. Ne 345-3 «O npeaynpexaeHnun pacnpoctpaHeHuna 3abosesaHuii, NpeacTaBAaoLLmMxX
0NacHOCTb A/1A 34,0POBbA HaceNeHUsA, BUPYCa UMMYHOLebULMTA YeNIOBEKAY.
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cpeacTs...»%®,

MepeyeHb NeKapcTBeHHbIX  cpeacts® u  PecnybnukaHckuii  popmynap
NeKapcTBeHHbIX cpeacts®® B pasgene «JOSA AHTMBMPYCHble CPeACTBa MPAMOFO AEMNCTBMA» BKKOYAIOT

cneaytoume APB-/1C (Tabaunua 2.10).

OCHOBHbIX

Ta6nuua 2.10. MepeyHn APB-JIC, BKAOYEHHbIX B HOPMATUBHbIE JOKYMEHTbI M 3aperMcTpupoBaHHbIX B Pb

K APB-J1C, BKAtOYEHHbIE B APB-/1C,
APnBa-;CC MepeyeHb OCHOBHbIX Pecny6mMKaHCKMiA KAnHMYecknin 3aperncTpupoBaH-
NC [2014] dopmynsap J1C [2018] npoTtoKkon [2017] Hble B Pb [2019]
HNOT TDF TDF TDF TDF
ABC ABC ABC ABC
3TC 3TC 3TC 3TC
AZT AZT AZT AZT
ddl
HHUOT EFV EFV EFV EFV
EFV400
NVP NVP NVP NVP
ETV
un LPV/r LPV/r LPV/r LPV/r
DRV DRV DRV DRV
RTV RTV RTV RTV
ATV
ATV/r
nn - - DTG DTG
RAL
FDC TDF/FTC TDF/FTC TDF/FTC TDF/FTC
TDF/3TC
ABC/3TC ABC/3TC
AZT/3TC AZT/3TC AZT/3TC AZT/3TC
ABC/AZT/3TC
TDF/FTC/EFV TDF/FTC/EFV TDF/FTC/EFV
TDF/3TC/EFV
AZT/3TC/NVP
Kak cKkasaHo B 3akoHe o JIC®, «PecnybnukaHckuit dopmynap JIC — cnmncok JIC ¢ [AoKa3aHHOM

adPeKTUBHOCTLIO, AOMNYCTUMOM 6e30nacHOCTbO, Hanbonee SKOHOMMUYECKM BbIFOAHbIX MPU UCNONb30BaHUN
BIOAMKETHbIX CPEeACTB, BblAENAEMbIX Ha 34paBoOXpaHeHue» (orpaHuMuMTesIbHbIN MepeyeHb); «nepedyeHb
OCHOBHbIX JIC — yTBepaaemblii M3 PB cnucok JIC, ya0BNETBOPAIOWMX KU3HEHHO BaKHble NOTpebHOCTU
HaceneHus Pb B obecneyeHnn JIC, a TaKKe MCNOb3yemblid ANA AbFOTHOrO, B TOM yucae 6ecnnaTHoro,
obecneuveHns JIC Npy OKasaHUM MEAMLMHCKOW MOMOLLM B amby/naTOPHbIX YCNOBUAX» (OrpaHWyMBaeT
nepeyeHb JIC gna 6ecnnatHoro obecneyeHns HaceneHua). «lfocygapctBo obecneumBaeT AOCTYMHOCTb

%6 NepeueHb 3a60n1€BaHNI, AaKOLLMX NPABO rpaXaaHam Ha becniaTHoe obecneyeHne NeKapcTBEHHbIMM CPeCTBaMY,
BblgaBaeMble MO peLenTam Bpayel B npeaenax NnepeyHs OCHOBHbIX 1EKAPCTBEHHbIX CPeACTB, NPy ambynaTopHOM
leyeHunm, a TakKe neyebHbIM nuTaHMem. MNoctaHoBneHne Coseta MuHuctpos PB ot 30.11.2007 r. Ne 1650 (B
pefakummn noctaHosneHnsa Coseta MuHuctpos PB 23.10.2009 r. Ne 1390). MyHKT «bonesHb, Bbi3BaHHaA BUPYCOM
nmmyHoaeduunta yenoseka (Kog no MKB B20-B24)».

57 NepeyeHb OCHOBHbIX SIEKAPCTBEHHDbIX cpeacTs. MpunoxkeHune Kk noctaHosnaeHuto M3 PB ot 16.07.2007 Ne 65 (8
pefakumu noctaHosneHns M3 Pb ot 04.04.2014 Ne25).

58 06 yctaHoBNEHUM PecnybanKkaHckoro popmynapa nekapcTBeHHbIX cpeacts Ha 2018 roa,. MocraHosneHne M3 PB ot
03.04.2018 r. Ne33. http://pravo.by/document/?guid=3961&p0=W21833004

59 3aKkoH Pecnybaunkn Benapycb ot 20.06.2006 r. Ne161-3 «O nekapCTBEHHbIX CpeAcTBax» (C U3SMEHEHUAMM 1
[OMNOMIHEHUAMMK).
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NeKapCTBEHHbIX CPeACcTB nyTem Hambosiee MOAHOMO HacblEHMA BHYTPEHHEro pbiHKa 6e30MmacHbIMK,
3bPEeKTUBHBIMM M KayecTBeHHbiMKM JIC, B NepBylo oyepedb BK/AOYEHHbIMW B MepedyeHb OCHOBHbIX JIC»
(ctaTba 5 3aKkoHa).

APT B benapycM npepocTtaBAfeTca TOJIbKO Ha YycnoBuax becniaTtHoro obecneyeHusi. BO3MOMKHOCTb
npuobpectn APB-J1C B anTeKe 3a cObBCTBEHHbIE CPeACcTBa He NpeayCMOTPEHa.

APT B benapycu npenoctaBnfeTca TONbKO rpa*kgaHam M Anuam, MMeLWMM BUA, Ha KuTenbcTBo. Kak un
oCTa/sibHas NJaHoBas (He 3KCTpeHHas) MeAMLMHCKasa NOMOLLb, rPaKJaHam WMHOCTPaHHbIX rOCyAapcTB, He
MMEeIOLLMM BUAA Ha XuUTenbcTBO B Benapycn, APT Ha 6ecnnaTHOM OCHOBE He NpeaocTaBaseTcs.

2.6. BO3MOXXHOCTM M nperpagbl ANS OCYLLEeCTBNEHUA 3aKYNOK Yepes MeXAyHapoAHbIe areHTCTBa

COrnacHo 3aKoHy, K BUAam NpoLeayp rocyapCTBEHHbIX 3aKyNOK OTHOCATCA TOIbKO CaeaytoLme: OTKPbITbIN
KOHKYPC, 3aKpbITbil KOHKYPC, 3NEKTPOHHbIA ayKLUMOH, npouedypa 3anpoca LEeHOBbIX MpeasioKeHWN,
npoueaypa 3aKynku 13 04HOro UCTOYHMKA, Brpskesble Topri.®°

3aKOHOZATE/IbHbIX OrPaHUYEHUM HA 3aKJOYEHME KOHTPAKTOB C  MEXAYHAPOAHbIMW  3aKYNOYHbIMM
areHTcTBaMu 3a AeHbrn MTM He nmeeTca (Hanpumep, ANA 3aKYNOK Ha agMUHUCTpUpyemoi TP naoujaaxe
wambo.orgt). Ha mexkayHapoaHoit naowaake npouvcxoamt 3akynka APB-/1C 3a cpepactBa P u3 npoekra
MTN «CaepxuBaHune anngemum BUY n cokpauieHme 3ab6osieBaemocTu U cmepTHocTM oT BUY B Benapycuy,
OCHOBHbIM MOJTy4yaTeIeM KOToporo onpeaenéd OTaen ynpasneHuna rpaHtamm e PHML, MT®2,

M3 peknapupyeT CBOK MPUBEPXKEHHOCTb K «COBEPLUEHCTBOBAHWUIO CUCTEMbI MJAAHUPOBAHUA M 3aKYMOK
aHTUPETPOBMPYCHBIX JIEKAaPCTBEHHbIX CPEACTB M3 rocyAapCTBEHHOro 6roaxeta»®. Kak oTpaskeHo B
KoHUenuMu ycTonumeoro passmtuna®l, «CTOMMOCTb NIeKapCTBEHHbIX CPEACTB LEHTPAsIM30BaHHOM 3aKymnKu
6onee yem B 2 pasa MpeBbIlAaeT CTOMMOCTb aHA/NIOTMYHOM 3aKyMKM MO LEHaM Ha MeXAyHapoAHbIX
naowaakax» (n. 13). NnaHom peanusaumm KoHuenuuu (paspaboTtaH paboueit rpynnol B COOTBETCTBUM C
npukasom M3 PB ot 28.06.2016 N2621, n. 5.4) npeaycMOTPEHO «YCOBEPLUEHCTBOBATb CUCTEMY
NAaHUPOBAHMA WU 3aKynok APB-n1eKapcTBEHHbIX CPeACTB M3 TFOCYAapCTBEHHOrO OlOAMETa», «B LUENax
CHUW}KEHMA 3aTpaT Ha JieyeHne, HeobXo4MMO ONTUMMUIMPOBATb CUCTEMY MOHUTOPMHIA obopoTa APB-JIC m
obecneynTb BO3MOMKHOCTb 3aKyNOK Ha MeXAyHapoaHbix naowaakax» (n. 18 KoHuenuwmun). MoctaHoBneHMe
Konnernn M3 PBE® KoHcTaTUpyeT, U4To «B paMKaXx BblAeNeHHOro pUHAHCMPOBaHUA Ana oxeaTa B 2018 r. APB
neyeHnem 22 000 nauymeHtoB ¢ BWY (c panbHeliwmm oxeaTom Ao 90% nauueHTOB) Heobxoaumo
n3ameHeHne popmata 3aKynoK CO CHUMKEHMEM 3aKYMOYHbIX LEH».

60 33Kk0H PB «O rocygapcTBeHHbIX 3aKynKax ToBapos (paboT, ycayr)» ot 13.07.2012 r. Ne419-3. Cratba 17.
http://pravo.by/document/?guid=12551&p0=H11200419&p1=1

51 Unpopmauma o nnowaake: https://www.theglobalfund.org/ru/wambo/
62 http://rnpcmt.belcmt.by/index.php?option=com_content&view=article&id=117&Itemid=60

83 MyHKT 5.4 MnaHa peannsaumm KoHUENLMM yCTONUMBOrO pa3sBUTUA CUCTEMbI NPOPUNAKTUKM, NeHeHNd, yxoaa 1
noAAep KK B cBA3M ¢ BUY/CMINI v Ty6epKynesom, aekabpb 2016.

64 KoHLenuua ycToMumnBoro passuTia CUCTEMbI NPOPUNAKTUKM, NEUEHUA, YXOAa U NOAAEPHKM B €BA3M ¢ BUY/CMNA n
Ty6epKkynesom. YteepaeHa MuHuUcTpom 3gpaBooxpaHeHunsa PB 21.04.2017 r. CornacoBaHa CKK no B3aumogeincreuto
cFd (npotokon ot 22.12.2016 r. No58).

% NocTtanosnenmne konnermn M3 PB ot 15.03.2017 Ne3.6. «06 oTAe/IbHbIX BONPOCax AeKapCcTBEHHOro obecneyeHns
nauMeHToB».
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2.7. Ll,euooGpasoBaHMe Ha npenapaTtbl oTe4yeCTBEeHHOro Nnpomn3BoAaAcTea

Mo ceegeHmam M3 PB®, 6oablylo [0NK0 CTOMMOCTM NpenapaTtoB OTEYeCTBEHHOrO MPOU3BOACTBA
dopmuMpyeT CTOMMOCTb UMMNOPTHOIO cbipbA (6onee 40-70% 3aTpaT Ha npousBoacTso). M3 PB «peanusyet
KOMMIEKC Mep MO CHUXKEHMIO LieH [Ha npenapaTbl] 4O MX YPOBHA B conpeaenbHbix rocyaapctsax®’» u Ha
HacTosALllee Bpema To/IbKO 4,4% 3apernctpmpoBaHHbIX JIC umetoT 60Jiee BbICOKYH CTOMMOCTb.

Kak byaeT ckasaHo HuKe B rnase 4.3.1, ueHbl Ha MHorue reHepuyeckme APB-/IC u MMNAO gna neyenHusn
renatmta C 8 benapycu 3HaYUMTENbHO Bbille CPeAHEMMPOBLIX, 3 OCHOBHOM MOTMBaLMeElN OTKasa OT noAauyu
3afBOK Ha yyacTMe B ayKumoHe Ha 3akynky APB-/IC ot 31.05.2019 6b110 HeXefaHMe HauMOHasbHbIX
npounssoauTenein NocTaBaATb NPenapaTbl MO TEM LLeHaM, KOTopble 6bln 06bsABAEHbI 3aKa34YMKOM MO 10Tam
ayKuuoHa.

B coenaHHom B Hosbpe 2016 roga B MuUHCKe COBMECTHOM 3asBieHuM npeactasutenen M3 PB cTpaH
permoHa BELIA «JleueHne BWY u Tybepkynesa AnA BCex: paclUMpeHWe [ocCTyna K Heaopornm wm
KayecTBeHHbIM aHTUPETPOBUPYCHbIM M NMPOTUBOTYBEpKyNe3HbIM npenapatam» («MuHCKoe 3asBneHne»)%®
noAvYepKMBaAETCA, YTO CTPaHbl FOTOBbl UCNO/b30BaTb BCE AOCTYMHbIE MHCTPYMEHTbI ANA CHUXKEHUA LEeH Ha
JleKapcTBa NepBoi HEOHX0AMMOCTH, BKAtOYAA:
" NepecmoTp MEXaHW3MOB 3aKYMNOK M BOSMOXHOCTb MeXAyHapOAHbIX U COBMECTHbIX 3aKYMNOK,
®  KOHCY/NbTaUMWM UM NeperoBopbl O LUEHaXx C OCHOBHbIMM MOCTaBWMWKaMKW NpenapaTos
AHTUPETPOBUPYCHOM TEPANUM U ledeHUnn TybepKynesa;
" pelleHMe BOMPOCOB MHTENNEKTyaNbHON COBCTBEHHOCTM W WX COrNAcoBaHWE C HaLMOHaNbHbIMU
3aKOHOZaTeNnbCTBaMK;
=" noaaepyKka MecTHOro NpoM3BOACTBA JIEKAPCTBEHHbIX CPEeACTB, U
= ONTMMM3ALMA CXEMbl NEKAPCTBEHHOIO 1IeYeHMA B COOTBETCTBUM C peKomeHaaumammn BO3.

Bropoe MuHcKoe 3asBneHne®® noATBEPNKAAET CTPEM/IEHME K CHUMMXKEHMIO LeH Ha KadecTBeHHble J1C,
[06aBnaa Gpasy o BaXKHON posn A0CTyNa K KOMOMHUPOBaHHbIM NpenapaTam ¢ GUKCUPOBAHHBIMU A03aMMU,
noATBep»KOaeT CTPeM/eHMe K MCNOAb30BaHUIO BCEX MHCTPYMEHTOB Ana copenctesma 3ddeKTMBHOMY
yNpaBAeHUIO 3aKynKamu M Lenovykamu noctasok APB-/IC (n. 9), noayepKMBaeT «OCTpyo HeobxoaMmocCTb
nsberatb nepeboeB C NOCTaBKAMM JIEKAPCTBEHHbIX NPenapaTos, YTo ABAAETCA 06A3aTeNbHbIM YCA0BUEM
ONA NpeaoTBpalleHns pPasBUTUSA YCTOMYMBOCTM K NpenapaTam M Heyaad nedeHus» (n. 11), a Takke
AeknapupyeT obA3aTenbcTBO «pa3paboTaTb M BHEAPWUTb CTPAHOBOWM MAaH AEWCTBMIA, HAMPaB/IEHHbIN Ha
pacwupeHue AOCTyna K AOCTYNHbIM M KayecTBEHHbIM JIeKapCTBEHHbIM CpeacTBam, MeAUUUHCKOMY
060pyA0BaHUIO U U3AENUAM MEAUUMHCKOrO Ha3HayeHua, B 0COODEHHOCTM ANA AMArHOCTUKU U NeyeHus
BUY, Tyb6epkynesa n BupycHoro renatuta» (n. 10).

8 http://minzdrav.gov.by/ru/news?id=1645
57 ConpepenbHbimu Benapycu rocygapctsamu asaaoTca Jlatema, Jintsa, Monblua, Poccuitckas Pegepaums, YkpauHa.

68 CrpaHbl BocTouHoM EBponbl 1 LieHTpanbHOM Asun 06beauHAITCA AN pacluMPeHna 4ocTyna K nedeHnto BUY n
Ty6epkynesa. 04.11.2016. Pexxum goctyna:
http://www.unaids.org/ru/resources/presscentre/featurestories/2016/november/20161104_EECA

9 MuHckoe 3anBneHne MUHUCTEPCTB 34paBoOXpaHeHmna cTpaH BELA «O paclumpeHnm AoCTyna K KaueCTBEHHbIM U
HeJO0pPOrMm SIeKapcTBaM M METOAAM AMArHOCTMPOBaHUA», MUHCK, 22 HoA6pna 2018.
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2.8. MexaHu3mbl 6bICTPOro pearuposaHua Ha nepeboum

becnepeboiiHocTb npoBeaeHns APT onpeaeneHa B TOM 4uc/ie Kak OYHKUMA MNOCTaBLUMKA, 3agaqedt
KoToporo B TpeboBaHUAX 3anaBKM Ha 3aKynky APT (Hanpumep, ot 15.03.2017, nn. 4.1, 4.2) onpeaeneHa
noctaska APB-JIC B yKa3aHHble B 4OroBope CpoKu, obecneumsatolme becnepeboimHoOCTb NpoBeaeHUs.

3aKynka APB-/IC npegycmaTtpuBaeT co3gaHue 6ydepHoro 3anaca MMHUMYM Ha 3 mecAua. PakTuyeckui
6ydepHbIit 3anac Ha Havano 2019 roaa 6bin 60/ble, NOCKO/IbKY BKAOUEeHMe HOBbIX JIXKB B neyeHne ao cux
nop He JOCTUIN0 Yncna 3akyneHHbix B 2018 roay rofoBbIX KypcoB Tepanuu.

lnagHbIM cneunanuctom MuH3gpasa no BUY-uHdpeKumMm npomssoautca peryaspHblii NOACYET OCTAaTKOB
APB-/1C no oTAeNbHbIM PErMOHAM, TaKXKe BO3MOXHA NpAmMan nepesaya nHpopmaumm o pucke nepeboes ¢
Kakum-nnbo us APB-J/IC Bpavyom-UHOEKLMOHUCTOM M3 perroHa. OaHako 3Ta uHbopmaumsa AsnaeTca
Henpo3paYyHon Aaa NauMeHTCKoro coobuiecTsa.

MepepacnpeaeneHne APB-/IC mexay perMoHamuM B caydyae HeobXOAMMOCTU ABNAETCA PYTUHHOWM
NpaKkTUKON: BHYTPU 0bnacTm — uyepes rNaBHOrO cneuuanncta (A0CTaTOYHO MNPOCTOM U MUHUMABHO
610pOKPATU3NPOBaAHHbIN Npouecc), mexay obnactamu — no 3anpocy 8 M3 Pb nnam MasHomy cneupanucty
MuH3apasa no BUY-uHdpeKumn (npouecc Heckonbko 6onee AanTenbHblA, NOCKoNbKy APB-/1IC cornacHo
locnporpamme nepedaloTca Ha 6GanaHc Kakaon u3 obnactet M ux nepepacnpeneneHue Tpebyet
cornacosaHua M3 PB).

CywiecTByeT TeopeTuyecKkas BO3MOXHOCTb OTHOCUTE/IbHO ObicTpon 3aKynku APB-JIC yepe3s [P Ha
MENXKAYHAPOAHbIX MoWaAKax ANA MNOKPbITUA TeKyWMX noTpebHocTer Ha caydyarl Popc-marKopHbIX
obcToATeNbCTB.
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3. bapbepbl B 06/1aCTU UHTEN/IEKTYA/IbHOWN COBCTBEHHOCTU, NPENATCTBYIOWME A0CTYNY
K reHepuuyecKkMm npenaparam

3.1. Mpoueaypa Bbigaum NateHTa Ha JIC, KpUTEPUM NAaTEHTOCNOCOOHOCTU, CPOKU AENCTBUA NaTeHTa
M BO3MOXXHOCTHU A1 €70 NpoA/IeEHUA

B HacToAllee BpemA NpaBoBas oxpaHa M3obpeTeHWo B oTHoleHUU JIC Ha TeppuTopun PB moxkeT 6biTb
npegocrasieHa nocpeacTsomM Bbl4ayM HauMoHanbHOro nateHTa PB wam  nocpeacrsom  Bbigauum
€BPa3nNCKOro naTeHTa.

Mpoueaypa BblAa4YM HALMOHAILHOIO NAaTEHTA Ha u3obpeTeHune
HaumoHanbHble nateHTbl Pb Ha n306peTeHuns BblaatoTcs B COOTBETCTBUM € 3aKoHOM PB oT 16 aekabpa 2002

roga «O naTeHTax Ha M30bpeTeHns, noJsiesHble MoAeNn, NPOMbIWIeHHble 06pa3ubl» (aanee — 3akoH) (B
HacTosilee Bpems AeNCTBYyeT peaakuma oT 18 aekabpsa 2017 roga) v NPUHATbIMU B COOTBETCTBUM C HUM
NOA3aKOHHbIMW HOPMATMBHbIMW NMPABOBbIMM aKTAMMU.

Mpoueaypa BblAaun HaUuMoHaNbLHOro nateHTa Pb Ha nsobpeteHue (B Tom uncne Ha J1IC) BKAOYaEeT nodayy B
Y «HauMoHaNbHbIA LLEHTP WUHTeNNeKTyaNbHOW COBCTBEHHOCTU» (Aanee — MaTeHTHbIA OpraH) 3asBKM Ha
BblJa4y naTeHTa Ha u3obpeTeHne nuuom (nnuamu), obnagawowmm (0bnaaatouMmm) NPaBom Ha NoaydYeHue
naTeHTa B COOTBETCTBUM C 3aKOHOM, a TaK¥Ke 3Kcrnepmu3y TakoW 3asiBKM NaTEHTHbIM OPraHOM M NpUHATUE
pelleHna No pesyabTaTam 3KCNepTU3bl 3asABKU.

B cooTBeTCTBMM C NyHKTOM 2 cTaTbM 6 3aKoHa NpaBo Ha MoJiydeHMe naTeHTa Ha wusobpeteHue
NPUHAANENKUT:

= aBTOpY (coaBTOpam) nsobpeteHus;

= dU3MYECKOMY WAN HOPUAMYECKOMY MUY, ABAAIOLLIEMYCA HaHMMmaTenem asTopa cayXebHoro
N306peTeHuns, ecin AOroBOPOM MeXKAY aBTOPOM M HaHMMaTeNem He NpeayCMOTPEHO MHOE;

"  33Ka34yMKy MO AOroBOPY Ha BbINOJIHEHUE HAYYHO-MUCC/IEA0BaTENbCKUX, OMbITHO-KOHCTPYKTOPCKUX
WA TEXHOOrMYECKUX paboT B OTHOLIEHMM CO34aHHOrO MPU BbINOJAHEHWUU AOroBopa U3obpeTeHus,
€C/1I1 4,OTOBOPOM He NPeayCMOTPEHO MHOE;

= dusmnyeckomy un (Man) LPUANYECKOMY IULY UAU HECKONBKUM GUNYECKUM U (MaK) IopUANYECKUM
ML aM, KOTOPbIM NpaBo Ha MoJiydeHMe naTeHTa nepefiaHo YKasaHHbIMU AMLAMM A0 AaThbl
perncTpaunmn nsobpeteHus;

= npaBonpeemMHuKy (NpaBonpeeMHUKam) yKasaHHbIX /L.

JKcnepTM3a 3afBKM Ha M306peTeHue NPoOBOAMUTCA MaTEHTHbIM OPraHOM B COOTBETCTBMM C 3aKOHOM W
nocraHosneHuamn CoBeta MuHucTpoB PB. DKkcnepTMsa 3asABKM Ha U306peTeHMe  BKAOYAET
npeaBapuUTe/IbHYIO M MATEHTHYIO 3KCNepTusbl.

[pedsapumenbHaa 3Kcnepmu3d 3a868KU HA U3obpemeHue.

B cooTtBeTcTBUM cO cTaTbelt 19 3aKkoHa npegBapuTesibHaa 3KCNEepPTU3a 3aABKU Ha M306peTEHME (p,anee—
npeasapuTesibHaA 3KCI'IepTM3a) nposoauTCcAa B TpeXMeCHHHbIﬁ CPOK C AaTbl ee nocTtynsieHunAa B NaTeHTHbIN
opraH. B xope nposeaneHuA rlpe,u,BapMTeanoﬁ 3KCNEPTU3bl NPOBEPAKOTCA HaIMNYMNE LOOKYMEHTOB,
coaeprawnxca B 3aABKe Ha M306peTEHMe, CO6I'II-O,CI,€HI/I€ YCTaHOBNEHHDbIX Tp86OBaHI/Il‘/JI K HUM U
pacCMmaTpuUBaeTCA BOMPOC O TOM, OTHOCUTCA NN 3aABNIEHHOE pelleHne K O6'b€KTaM, KOTOpble MOoryTt 6bITb
NMPU3HaHbI M306p8TEHI/IFiMVI.

lameHmMHas skcnepmu3a 3a86KU Ha u3obpemeHue.

Cratbelt 21 3aKoHa YCTaHOB/NEHO, 4YTO B Xo4e NaTeHTHOM 9KCNEePTU3bl NpoBEPAETCA NaTeHTOCNOCO6HOCTb
M306DETGHMH N YCTaHaB/IMBAETCA NPUOPUTET M306pETEHVIﬂ.

Ecnn B pesynbTaTe NpoBeAeHHOW NAaTeHTHOM 3KCNepTW3bl YCTaHOBAEHO, YTO 3anBiAeHHOe u3obpeTeHue,
BblparkeHHoe Qopmysiioi  un30bpeTeHus, NpPeasoKeHHOW 3asBUTe/NleM, COOTBETCTBYET YC/OBUAM
NaTeHTOCNOCOBHOCTM, MATEHTHbIN OpraH MPUMHUMMAET pelleHMe O Bblgadye NaTeHTa ¢ 3Tok dopmynoi c
yKa3aHWeM yCTaHOB/IEHHOTO NpuopuTeTa.
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Mpu yCTaHOBAEHMU HECOOTBETCTBUA 3aABIEHHOrO N306peTeHNn, BbipaxKeHHOro GopPMYIoi, NPeaNoKeHHOM
3aABUTENEM, YCIOBUAM NaTEHTOCNOCOBHOCTM NaTeHTHbIW OpraH NPUHUMAET pelleHne 06 OTKase B Bblgaye
naTeHTa.

Kpumepuu nameHmocnocobHocmu

MyHKTOM 1 cTaTbM 2 3aKOHa YCTaHOBJIEHO, YTO M30b6peTeHMem, KOTOPOMY MpeaoCTaBAAETCs NpaBoBas
OXpaHa, Npu3HaeTca TeXHUYecKoe pellueHune B Ntobol obnactu, oTHocALLeecA K NPOoAYKTY UAM cnocoby, a
TaK¥Ke K NPMMEeHEeHUto NpoayKTa nam cnocoba no onpegeneHHOMY HazHAYEHWUI0, KOTOPOE ABASIETCA HOBbIM,
nmeeT M30bpeTaTesbCkuii YpPoBEHb U MPOMbILLIEHHO MPUMEHMMO.

MpoAyKT 03HayaeT NpeaMeT KaK pe3y/bTaT YenoBeyeckoro Tpyaa (B 4acTHOCTM, YCTPOMCTBO, BELLECTBO,
WTAaMM MWKPOOPraHM3Ma, KynbTypy KNETOK PacTEHMI MAW KMBOTHBbIX), CNocob — npouecc, npuem uam
MEeTOJ, BbINMO/HEHUA B3aMMOCBA3aHHbIX A€UCTBUIA Had, maTepuasibHbiM 06bEKTOM (06beKTamm) C MOMOLLbHO
MaTepuanbHbIX CPeacTB.

M306peTeHme ABNAETCA HOBbIM, €C/1I1 OHO He ABNAETCA YaCTblo YPOBHA TEXHUKMN.

N306peTeHne nmeeT nsobpeTtatesibCKniA YPOBEHb, ECIN OHO A1 CNeunanncTa ABHbIMm obpasom He creayet
N3 YPOBHA TEXHUKN.

YpoBeHb TEXHUKKM BK/IOYaET Ntobble CBEAEHUA, CTaBluMe 06LEeA0CTYNHbIMX B MUPe A0 AaTbl NPUOPUTETA
nsobpereHus. Mpu ycTaHOBNEHNUU HOBU3HbI U306pPETEeHUs B YPOBEHb TEXHWKWU TaK¥Ke BKAHOYAlOTCA MNpU
ycnosum ux 6onee paHHero npuopuTeTa BCce nogaHHble B P6 ApyrMmn MLamMmM HeoTO3BaHHbIE 3aABKM Ha
BblAa4y naTeHTa Ha U306peTeHne 1 NosesHy Moaesb 1 3anaTeHToBaHHble B Pb n3o6peteHna 1 nonesHble
Mmoaenu.

N306peTeHne ABAAEGTCA MNPOMBIWAEHHO MPUMEHUMbIM, €CM OHO MOXeT 6biTb WMCMNO/b30BaHO B
MPOMBILLIEHHOCTU, Ce/IbCKOM XO3AACTBE, 34paBOOXPaHEHUN U APYrunX chepax AeATEeNbHOCTU.

He npwusHaetca 06CTOATENLCTBOM, NPENATCTBYIOWMM MNPU3HAHUIO MATEHTOCNOCOBHOCTU K306peTeHus,
TaKoe pacKpbiTUe NHPOPMaLIMK, OTHOCALLENCA K M306peTeHmnto, aBTOPOM, 3asiBUTESIEM UK THOBbIM IULOM,
MNONYYMBLIMM OT HMUX MPAMO WAM KOCBEHHO 3Ty MHPOPMaLMIO, NMPU KOTOPOM CBEAEHMSA O CYLLHOCTU
n3obpeTeHns cTanu obLlienoCTynHbIMK, eCAN 3asBKa Ha M306peTeHMe NojaHa B NATEHTHbIM opraH He
nosaHee ABeHaALUATM MecALEB C AaTbl packpbita nHbopmaumm. Mpu 3Tom 06A3aHHOCTL A0Ka3blBaHMA
AaHHOro aKTa NeXuT Ha 3anBuTeNe.

Cpok delicmeusa nameHmMa u 803MOXCHOCMU 0711 €20 NpPooaeHus

B cooTBeTCcTBMM C NYHKTOM 3 cTaTbk 1 3aKOHA CPOK AEeNCTBUA NAaTEHTa Ha U30OpeTEeHNE UCUNCAAETCA C AaTbl
nofayun 3asBKM Ha Bblgayy naTeHTa Ha m3obpeTeHMe B MATEHTHbIM OpraH WM Npu ycnosuu cobntopeHus
TpeboBaHWI, YCTAHOB/IEHHbIX HACTOALMM 3aKOHOM, COCTaBAET ABaALATL JIET.

Ecan ¢ gaTbl nogayn 3aABKM Ha Bblgayy naTeHTa Ha M3o6peTeHme, oTHocaweeca K JIC, ana npuMeHeHUA
KOTOPOro B COOTBETCTBUN C 3aKOHOAATE/NLCTBOM Tpe6yeTc;1 €ro rocyaapcrseHHaa perncrtpauuna, 4o Aatbl
nepBOHaqaanoﬁ I'OCV,CI,apCTBEHHOl‘/JI perncTtpauum npowno b6onee naTu NeT, CPOK ,CI,EVICTBVIF! naTeHTa Ha 3TO
M306p8TeHMe npoaneBaeTcA NaTteHTHbIM OpPraHoOMm no XOAaTaVICTBy I'IaTEHTOO6ﬂa,CI,aTe}1FI. CpOK AEVICTBMH
naTeHTa NpoA/sieBAETCA Ha BpeEMA, npowealwiee ¢ Aatbl No4a4yn 3aABKU HA BblAaad4vyy NAaTEHTA Ha M306peTEHVIe
A0 AaTbl nepBOHaqaanoﬁ I'OCY,CI,apCTBEHHOﬁ perncTtpauunmn NC, B KOTOPOM UCNOJ/Ib30BaHO VI306|OETeHI/Ie, 3a
BblYeTOM NATU neT. [pn 3TOM CPOK ,D,EVICTBMFI naTeHTa He MOXKeT bbITb npoaneH 6onee Yyem Ha nNATb NeT.
XOLI,aTaVICTBO O npoaneHmnn CpoKa ILl,el‘/JICTBI/I’r'I NnaTeHTa NoAaeTcA B nepunos, AEﬁCTBMH naTeHTa 0o ncre4yeHuA
wectn mecaues C Aatbl nepBOHaqaanoﬁ FOCVﬂ,apCTBEHHOﬁ perncTtpauunm NC, B KOTOpPOM UCMOJZIb30BAHO
M306PETGHMG, nnn gatbl I'Iy6}'IVIKaLI,MM CBeﬂ,EHVIﬁ O NaTeHTe B od)mu,maanom 6loNneTeHe NaTeHTHOTO OpraHa
B 3aBUCMMOCTU OT TOTO, KaKoM U3 3TUX CPOKOB UCTEKAET No34Hee.

Mpoueaypa BbiAAYM €BPA3UNCKOr0 NaTeHTa
Ha Tepputopun PE TakKe AeMCTBYIOT eBpa3niiCKMe NaTeHTbl HA M306peTeHus, BbiAaBaeMble B COOTBETCTBUMU
¢ EBpasuiickoit naTeHTHOM KOoHBeHUMeN oT 9 ceHTAbpA 1994 roaa.
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MpaBo Ha eBPa3sUCKUIA NAaTEHT NPUHAANEKUT U30bpeTaTento UM ero nNpasonpeemMHuKy. MNpu atom, ecam
nsobpeTaTeNib ABNAETCA C/YXKALLMM, TO MPAaBO Ha €BPa3sUNCKUIA MaTeHT OonpenenseTca B COOTBETCTBUM C
3aKOHOAATe/IbCTBOM FrOCYAapcTBa, B KOTOPOM CAYXKallMit UMEeT OCHOBHOE MECTO CAYK6bl.

B cooTtBeTcTBMM € EBpasmniiCKOM NAaTEHTHOW KOHBEHUMEN pacCMOTPeHMEe 3asaBOK Ha BblAady €BpasuMMUCKUX
naTeHTOB Ha M3obpeTeHue (aanee — eBpasuiCKME 3as8BKM), NPUHATUE peLleHnt O Bblaadye uan ob oTkase B
BblAaye eBPa3sMUCKMX MATEHTOB, a TaKXKe BblAadyy €BPasUMCKUX NaTeHToB obecneuymBaeT EBpaswmiickoe
naTeHTHOe BEAOMCTBO, KOTOpOe HaxoamTca B r. MocKBe.

PaccmoTpeHue eBpasMMCKUX 3aABOK B EBPasMIMCKOM NaTEHTHOM BeZIOMCTBE BK/HOYaeT MPOBEPKY WX
cooTBeTcTBUA PpopmanbHbiM TpeboBaHMAM U 3KCNEPTM3Y MO CYLLEeCcTBy, B X04e KOTOPOM OcyluecTsaseTcs
npoBepKka COOTBETCTBMA  3aABNEHHOr0  TEXHMYECKOro  pelleHWAa  YCTaHOB/AEHHbIM  KpUTepUAM
naTeHTocnocobHocTu.

B cooTtBeTcTBMM CO cTaTben 15 EBpasMMCKOM NaTEHTHOM KOHBEHUUW €BPa3MNCKUI NaTEeHT Ha U3obpeTeHue
UMeeT AeNCTBME Ha TEePPUTOPUM BCEX FOCYAAPCTB-YYACTHWKOB AaHHOM KOHBeHumu ([orosapuBarowimxcs
rocyzapcrs) ¢ Aatbl Ny6AMKALMM TAKOTO NaTeHTa.

Cratbeit 11 EBpasuiicKOM NaTEHTHOM KOHBEHLMM YCTAHOB/IEHO, YTO CPOK AeiCTBUA eBPa3UINCKOro NaTeHTa
coctasnseT 20 net c A4aTbl NoAa4YM eBpa3mniiCcKoi 3aaBKKU. BmecTe ¢ Tem, B cooTseTcTBuM ¢ Mpasuaom 16(5)
MaTeHTHOM MHCTPYKUMM K EBPA3sMIMCKON MaTEHTHOM KOHBEHLMW CPOK AENCTBUA €BPa3MMCKOro MaTeHTa,
yKa3aHHbIM B cTaTbe 11 EBPa3MIACKOM MAaTEHTHOM KOHBEHUMW, MOXKET ObiTb NPOANEH B OTHOLIEHUM TOFO
[JoroBapuBatoweroca rocyfapcrsa, 3aKOHOAATE/IbCTBO KOTOPOro npeaycMaTpmBaeT MNpPoAieHue CPoKa
OEeNCTBMA HaLMOHANbHOIO MaTeHTa Ha M3obpeTeHue (makoe npodneHue npedycmompeHo cmameeii 1
3akoHa Pecnybauku benapycb «O nameHmax Ha uzobpemeHus, nosesHble modesnu, NPoMblulieHHble
obpasybi»). MNpu 3TOM NpoA/JEHNE CPOKa [AEeNCTBMA €eBPa3sMINCKOro mnaTeHTa B OTHOLWEHWUW TaKoro
[JoroBapuBatolieroca rocygapcrea ocyuwectsnserca EBPasMMCKMM NaTEHTHbIM BEAOMCTBOM COF1ACHO
YCNIOBMAM, NPEeAYyCMOTPEHHbIM 3aKOHOAATENbCTBOM 3TOrMO rocygapcTBa Ais NPOAJIEHMA CPOKa AencTBusA
HaLMOHaNbHOrO NaTeHTa Ha U306peTeHMe.

Kpumepuu nameHmocnocobHocmu uszobpemeHus 0215 8bioa4u eepa3suiickozo nameHma
B cooTBeTCTBMM CO cTaTbeld 6 KOHBEHUMW eBpasUMCKMA NaTeHT BblAaeTcA Ha M3o0bpeTeHWe, KoTopoe
ABNAETCA HOBbIM, UMEET M306peTaTeNIbCKUI YPOBEHDb M NMPOMbILAEHHO MPUMEHUMO.

M306peTeHne NpU3HaEeTcA HOBbIM, C/IM OHO HE ABAAETCA YacTbio NMPEeALECcTBYIOLLErO YPOBHA TEXHUKMU.

MpeaLwecTsyOLWMIA YPOBEHb TEXHUKKN BKAKOYAET BCe CBeAeHUs, cTaBlune obLea0CTyNHbIMU B MMpe A0 AaThbl
noAa4un eBpasmnnCKoM 3aABKM, a €C/IN UCMPOLLEH NPUOPUTET, — A0 AATbl €e npuopuTeTa.

M306pETEHMe nmveet M306peTaTEHbCKMﬁ YpoBEHb, €C/In OHO ANA cneuynanncrta o4esngHbim o6pa30N\ He
cneayet n3 npeallecTsyrowero yposHA TeEXHUKN.

M306p€T€HMe ABNMAETCA NPOMbIWLNEHHO MPUMEHUMbBIM, €Cn OHO MOXKeT 6bITb  MCNONBL30BaHO B
NPOMbILWINEHHOCTU, Ce/1IbCKOM X03AlCTBE, 34paBOOXpaHeEHNN W  Opyrux obnactax uvenosevyeckoi
AeATENDbHOCTU.

3.2. Ponb pasnnuHbIX CTPYKTYP ¥ BeA,0MCTB B NpoLeaype Bblaaumn naTeHTa, cBA3aHHoro ¢ JIC

B cooTBeTcTBUM € 3akoHOM PB oT 16 aekabpa 2002 roga «O naTeHTax Ha M306peTeHUs, NoNe3Hble MoLEeNu,
NpoMbillNeHHble 06pa3ubl» (C NocieayllWMMN U3SMEHEHUAMU U AONOAHEHUsMU) U ToNoKeHnem o
nopsiaKke COCTaB/IeHUA 3aABKW Ha Bblgayy NaTeHTa Ha M306peTeHue, NPOoBEeAEHUS MO Hel 3KCNepTM3bl U
NPUHATUA PeLLEHMA NO pe3ynbTaTaM 3KCNepPTU3bl, YTBEPKAEHHbIM NocTaHoBeHnem CoseTa MuHuctpos Pb
oT 2 deBpana 2011 r. Ne 119 (c nocneayrOLNUMN U3MEHEHUAMU M aononHeHuAamK) TY «HauMoHanbHbIM
LEHTP MHTeNNeKTyanbHON cobCTBEHHOCTUY» (MaTEHTHbIM OpraH) NPUMHMMAET K PaCcCMOTPEHUIO 3afBKW,
NPOBOAUT MO HMUM 3KCMEPTM3Y, OCYLLEeCTBAAET FOCyAapCTBEHHYHO peructpaumnto mMs3obpeteHui, BblaaeT
naTeHTbl, AeMCTBYIOLME Ha BCel TeppuTopun PB.
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YyacTne Kakux-nMbo Apyrux CTPYKTYp M BEAOMCTB B Npouedype BblAayM MaTeHTOB Ha mM3obpereHusa (B
NPUHATAUN pelleHna O Bblgade uamM o6 OTKase B Bblgaye NaTeHTa), B TOM uucie cBA3aHHbIX ¢ JIC,
YKa3aHHbIMWM HOPMaTMBHbIMMW MPAaBOBbIMM aKTaMM He NPeayCMOTPEHO.

3.3. BO3MOXHOCTM A1 OCNAapUBaHUA NATeHTa A0 U NOc/e ero Bbigaym U nepevyeHb CTOPOH,
MMeloLWMX NPABO Ha ocnapMBaHWe NaTeHTa (C oNnMcaHMeM NPaBONPUMEHUTEIbHOM NPAKTUKN
B 061acTn ocnapmMBaHMa nateHToB Ha JIC)

OcnapuBaHMe naTeHTa (Mojaya KakuMx-AMB6Oo BO3paskeHWi NpoTUB BblJayM MaTeHTa) A0 ero BblAauu
3aKoHoaaTenbcTBOM PB He npeaycmoTpeHo.

B cootBetctBMM co cTatbe 33 3akoHa PB «O naTteHTax Ha uM306peTeHMA, NOJE3Hble MOLENN,
NPOMbIWAEHHble 06pasLbl» NAaTEHT HA U30OpeTeHne B TEYEHWME BCEro CPOKA ero AeWCTBUMA MOXKET ObiTb
NPW3HaH HeAeNCTBUTENbHBIM NMOJHOCTbIO MM YacTUYHO B C/lyYae:
"  HeCOOTBETCTBUS OXPAHAEMOro M3006peTeHMA YCAOBUAM NATEHTOCNOCOOHOCTWU, YCTAHOB/EHHbLIM
OaHHbIM 3aKOHOM;
"  Haamuua B dopmyse M306peTeHMA NPU3HAKOB, OTCYTCTBOBABLUMX B NMEPBOHAYaSIbHOM OMUCAHWUK
(bopmyne);
" HenpaBOMEPHOro YKasaHMA B MaTeHTe aBTopa (coaBTopoB) wWAM naTteHToobsagaTens
(nateHTOO6NapaTeNneN);
= BblAayYM MATEHTA MPU HAMUYUN HECKONbKUX 33ABOK HA WAEHTUYHbIE U30OPETEHUA C HApYLUEHWEM
YCTAHOB/IEHHbIX TPeboBaHMA.

MaTeHTHbIM opraH nybaukyer B oduumansbHOM OlofNeTeHe CBeAeHMAs O TMPU3HAHWMM  MNaTeHTa
HeAeNCTBUTE/IbHbIM.

Jloboe Ppusmyeckoe uamn LpuUgUYECKoe NNLO0 MOMKET NoAaTb APryMeHTUPOBAaHHOE BO3PArKEHME MPOTUB
Bbl4a4yM NaTeHTa B ANeNNALNOHHbIA COBET NPU NaTEHTHOM OpraHe Mo OCHOBAHMUAM:
"  HEeCOOTBETCTBUS OXPaHAEMOro W306peTeHUs YCAO0BMAM MNATEHTOCNOCOBHOCTWN, YCTaHOBAEHHbIM
AaHHbIM 3aKOHOM;
®"  Hanunuua B dopmysie M306peTeHMA NPU3HAKOB, OTCYTCTBOBABLUMX B NepBOHA4YasibHOM OMUCAHWUK
(bopmyne);
" Bbl4ayM NATEHTA MPU HAIMYMM HECKOJIbKMX 3aABOK Ha UAEHTUYHblE M30OpeTeHNs C HapyLUeEHUEM
YCTaHOB/IEHHbIX TpeboBaHMA.

Bo3parkeHne NpPOTUB BblgAYM MATEHTA AOJIKHO OblTb paccMOTpPeHO ANennsiLMOHHbIM COBETOM B TEYEHME
LIecTM mecaues C AaTbl ero noctynnaeHua. Jinuo, nogasluee BO3parkeHMe, a TaKkKe naTeHToobnapgartesnb
BMpaBe y4aCcTBOBATb B €ro paccMoTpeHuun. Nopagok nogaym n paccmoTpeHnsa AnensiAuMOHHbIM COBETOM
BO3paXKeHWN NPOTMB BblAauyM NaTeHTa ycTaHoBAEH NoN10KeHMEM O NOPAAKE NOAAYN Kanob, BO3PaAXKEHUN K
MX PAaCcCMOTPEHUA anennsiuUMOHHbIM COBETOM MPW NAaTEHTHOM OpraHe, YTBEPXKAEHHbIM NOCTAHOB/EHUEM
CoBeTa MuHucTpos PB oT 22 gekabpsa 2009 r. Ne 1679 (B pegakunn oT 5 nioHa 2018 r. Ne 423).

PeweHne AnennaunmoHHOro coseta no BO3pPa*XeHU NPOTUB BblOa4YM NATEHTA MOXKET 6bITb 06XKaNoBaHO
NLLOM, NOAaBLUNM BO3paxKeHne nNpoTuB Bblaauyn naTteHTa, Uin l'IaTEHTOO6J'IaLI,aTe.I'IEM B Cy,CI,E6HOM nopAagke
B Te4yeHune WwecCcthn mecaues C AaTbl NONy4YeHNA pelleHnA.

Bo3pakeHue MNpOTMB Bbl4ayM MaTEHTa NO OCHOBAHMIO HEMPABOMEPHOrO YKasaHWAa B naTeHTe aBTopa
(coaBTOpOB) MK nateHToobnagatena (nateHToobnagaTenei) moxeT 6biTb NOAAHO 3aMHTEPECcOBaHHbIM
$dU3nYECKUM UK IOPULUYECKUM IULLOM B CY A,

MaTeHT Ha M3o6peTeHme, I'IpM3HaHHbIl71 HeAeVICTBMTe}'IbeIM NONHOCTbIO MU YaAaCTUYHO, NPU3HaEeTCA
TAaKOBbIM C AaTbl NO4a4N 3aABKU B NaTeHTHbIN opraH.

CsegeHuna o NMPU3HaHWKN NAaTEHTa HEﬂ,eﬁCTBMTEHbeIM Ha OCHOBaHWKN pelleHnA AnennAaumMoHHOro coseta
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WAW cyAa BHOCATCA B COOTBETCTBYIOLWMIA FOCYAaPCTBEHHbIN peecTp U Ny6AMKYIOTCA NaTeHTHbIM OpraHOM B
oduumnanbHoMm bronneteHe.

Cratbeit 13 EBpasuMMCKOM NaTEHTHOMW KOHBEHLMM YCTaHOBAEHO, 4To Jboi cnop, Kacatowmiica
OEeVCTBUTENIbHOCTU  €BPA3MIMCKOrO MaTeHTA B KOHKpeTHoM JloroBapuBatowemcs rocygapcrse  Mau
HapyLleHUs eBPasUCKOro naTeHTa B KOHKPeTHom J[loroBapuBaloWwemcs rocygapcTBe, paspeluaeTcs
HaUMOHANbHBIMU CYAaMWU UAW APYTMMU KOMMETEHTHbIMM OpraHamm 3TOro0 FOCyAapcTBa HAa OCHOBAHMMU
EBpasmMincKoi NaTeHTHOM KOHBEHUMM WM [aTeHTHOM WHCTPYKUMWM K EBPa3sMICKOM NaTEHTHOM KOHBEHLMW.
PelwweHne nmeet cnay anwb Ha Tepputopmnm [JoroBapmBaroLLEeroca rocy4apcrsa.

3a HapylueHue eBpPasUIICKOro maTeHTa B Kaxaom [lorosapuBalolemca rocyaapcrse npeaycmatpusaertca
TaKas ke rpakAaHCKo-NpaBoBan UM MHaA OTBETCTBEHHOCTb, KaK 1 3a HapylleHWe HauMoHaAbHOro naTeHTa.

[ocTaToyHaa npaBonpMMEHUTENIbHAA NPAKTUKA B OTKPLITOM AOCTYNe OTCYTCTBYET.

3.4. DKCKNIO3MBHOCTb NPaBa Ha KOMMepYecKyto peanusauuio J1IC (market exclusivity), Hanpumep,
3anperT Ha peructpauuio reHepuueckux JIC B TeueHue onpegeneHHOro BpemeHu ¢ Aatbl perucrpauum
opuruHanbHoro (pedepeHTHoro) JIC

3akoHom PB ot 20 mtona 2006 roga «O nekapCTBEHHbIX cpeacTBax» (C mocneayrowmMmm U3MEHEHUAMU U
A0nNosHeHUAMM) U MoNoKeHMeM O NOPALKE U YCIOBUAX FOCYAAPCTBEHHOW pernctpaumm (noaTseprRaeHms
rocyZapCTBEHHOW PerncTpauumn) NeKapcTBEHHbIX CPeAcTB M dapMaueBTUYECKUX CyOCTaHUMNA, BHeCceHUs
U3MEHEHUA B PErncTpauyoHHOE [0Cbe, YTBEPXAEHHbIM nocTaHoBneHMem Coseta MwuHuctpos PB ot
1lanpena 2015 r. Ne 254, He ycCcTaHOB/AEH 3anpeT Ha perucrTpaumnto reHepudecknx JIC B TeyeHue
onpeaeneHHOro BpeMeHw ¢ AaTbl PerncTpaLmMm opurmHanbHoro (pedepeHntHoro) J1C.

HeobxoaMmo TaK)Ke OTMEeTWUTb, YTO BOMPOCbI, CBsi3aHHble ¢ obpaweHnem JIC, peryanpylotTca TaKKe
CornaweHnem O eAuHbIX NPUHUMNAX M MpaBuiax oOpalleHUs JIeKAapPCTBEHHbIX CPEeACTB B pPamKax
EBpa3mMiMCcKOro saKOHOMMYECKOTro coto3a oT 23 aekabpa 2014 roga M NPUHATLIMU B COOTBETCTBMU C AaHHbIM
CornalweHnem gpyrumm OOKyMeHTamu EBpasuiicKoro skoHomuuyeckoro cotosa (MpaBuna pervcrpauuun m
3KCMNEepPTU3bl NEKAPCTBEHHbIX CPeACTB AN MEAMLMHCKOTO NPUMEHEHNS U Ap.).

3.5. BO3MO}KHOCTM BblAauM NPUHYAUTENbHbIX INLEH3UI Yepes CyA, UK pelleHnem
KOMMNETEeHTHOro opraHa NpPaBUTeNbCTBA

B cooTBeTcTBUM cO cTaTbel 38 3aKOHa NPM HEWUCNO/SIb30BAHUW WAM HEAOCTaTOYHOM MCMNONb30BaHUM
nateHToobnagatenem u3obpeTeHUs B TeyeHWe TPex NeT C AaTbl Nyb6/AnKauMmM CBEAEHWI O MaTeHTe,
NPUBOAALLMX K HELOCTAaTOYHOMY NPESNOKEHNIO COOTBETCTBYHOLWMX TOBAPOB, PaboT MAKM yCayr Ha pbiHKe,
noboe pusnyeckoe UAM PUANYECKOE NNLO, KeatoLlee U roTOBOE UCMO/Ib30BaTh N30bpeTeHne, B caydae
OTKasa naTeHToobnagaTena OT 3aK/AUYEHUs NINLEH3MOHHOINO AO0roBOpa Ha YC/0BUAX, COOTBETCTBYHOLLMX
YCTQHOBMBLUENCA MpPaKTUKe, MOXeT o06paTuTbCA B Cy4, C 3asBAeHMEM O MpPeaoCcTaBAeHUM emy
NPUHYAUTENBbHOW NPOCTON (HEUCKNHOUUTENBHOM) IULLEH3UN.

Ecnv nateHTOObnagaTens He JOKAXKET, YTO HEWUCNOo/b30BaHWE WAM HEeAOoCTaTOYHOE MCMOJib30BaHue
n3obpeTeHnn o0byCcN0BAEHbI YBAXKMUTENbHBIMM MPUUYMHAMM, CYA NPEeAOCTaBAAET NPUHYAUTENLHYIO NPOCTYIO
(HEMCKNIOUNTENBHYIO) IMLEH3UIO C onpeaeneHnem ob6bema UCMoIb30BaHMSA, Pa3MepPOoB, CPOKOB U MOPSAAKA
nnatexen. MonyyeHHoe MO TaKOM JINLEH3MM MPABO Ha MCMO/Ib30BaHME M306peTeHUs He MOXKeT ObiTb
nepeaaHo APYrum AnMLam.

MaTeHTOOBNaAaTENb MOXKeT TpeboBaTb B CyAebHOM MopaAaKe MpeKpaleHUsa OAeWCTBUA NPUHYAUTENbHOW
NPOCTON (HEUCKNIOUUTENBbHOM) NIMLEH3UU NPU NPEKpPaLLeHUM OBCTOATENbCTB, MNOCAYKUBLLUMX OCHOBAHWEM
ANA NpefoCTaBNeHUA TaKoW INLLEH3UN.

H606XO,D,MMO TaKXe OTMETUTb, YTO B COOTBETCTBUU CO cTatben 12 EBpa3Ml\;1CKOl\;1 naTeHTHOM KOHBEHLU N
npuHygutTenbHole NAUNLEH3MUM HA WUCNOJIb30BaHUE EBpa3MﬁCKOFO naTeHTa TPETbMMU NNLaMU  MOTYT
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BblJaBaTbCA B COOTBETCTBUM C [lapUMKCKOM KOHBEHUMEN Mo oxpaHe NPOMbIWIEHHON COB6CTBEHHOCTU
KOMMNETEHTHbIM OpraHom JloroBapuBaloOLLErocs rocyAapcrBa C OeNCTBMEM Ha TeppuUTOpUM LAHHOrO
rocyaapctea. PelweHue o Bblgavye NPUHYAUTENbHOM NNLEH3UM MOXKET ObiTb 06)KanoBaHO B cydax Wau
OPYrMX KOMMETEHTHbIX opraHax [loroBapuBaloLLerocs rocygapcrsa, Ha TEPPUTOPUM KOTOPOro BblgaHa
NPUHYAUTENbHAA ANLEH3MUA.

3.6. BoamorKHocTM ana napannenbHoro umnopra JIC (parallel importation) B pamkax ageiicreytouiero
3aKOHOAATE/IbCTBA (PeXXMMbl MeXKAYHAPOAHOro U perMoHasbHOro ucyepnaHuA npas)

Ab3auem aesBATbiIM cTaTbM 10 3aKoHa YCTAaHOBAEHO, YTO HApPyLEHWEeM MUCKAYUTENbHOrO Npasa
naTeHToobnazaTens He NPU3HAlOTCA MNPUMEHEHWe, MpeasioXKeHWe K MpoJarke, Npogaka, BBO3 WM
XpaHeHue ANA 3TUX Lenei NPoAyKTa, COAEPKallero 3aWwmLeHHoe NaTeHToM M3obpeTeHne 1 BBEAEHHOro B
rpaxkaaHckmin obopot B PB 6e3 HapylweHus npas nateHToob61aaaTens.

Takum ob6pasom, @ Pb delicmeyem HAUUOHAMLHLIU pexcum ucdepnaHus npas Ha usobpemeHus.
MapannensbHsiii umnopm 3anpeujeH.

3.7. Hannume nonoxkeHuii, OTHOCALLUXCA K IKCK/II03UBHOCTU AaHHbIX PErUCTPALIMOHHOrO gocbe Ha J1IC
(data exclusivity), cpok gelcTBUA 3KCKNO3UBHOCTU AaHHbIX PErMCTPALMOHHOIO A0Cbe

B cooteetctBMM co cTatberr 1 3akoHa PB ot 20 uiona 2006 roga «O NneKapcTBEHHbIX CPeacTBax»
perucTpauyoHHoe Aocbe — JOKYMEHTbI, NpeacTaB/idemble 3aaBUTeIeM ANA FOCYAapCTBEHHOM perncrpaumnm
(noaTBepKaeHna rocygapcTBeHHoOW peructpauuun) JIC, coaepkalime cBedeHMA O 6He3onacHocTw,
adpdeKTMBHOCTM M KadecTBe JIC, a TaKKe O 3aaBneHHOM ueHe JIC, MHble AOKYMEHTbI, onpeaensemble
Cosetom MuHuctpos Pb.

CornacHo nyHKTy 6 lMosioXKeHUs 0 NnopaaKe U yCIOBUAX FOCYAapCTBEHHOM perncTpauun (NoaTBep:KaeHus
rocyapCTBEHHOM pPernucTpaummn) NeKapcTBEHHbIX CPeacTB M dapmaLeBTUYECKUX cybCTaHLMNA, BHECeHUs
M3MEHEHMA B PErnCTpaLMOHHOE AocCbe, YyTBep)KAeHHoro noctaHosneHnem Coseta MwuHuctpos PE ot
1 anpena 2015 r. Ne 254, 3aasutenem nocne NPOXOXKAEHUA KOMMAEKCa NpeaBapuUTesbHbIX TEXHUYECKUX
paboT nNpuv HANMUMKM  MNONOMKMTENbHOrO 3akAtodeHuAa PYIM  «LleHTp 3KcnepTMs M UCMbITAaHUA B
3/ paBooOXpaHeHMmM» o cooTeeTcTBUM JIC TpeboBaHMAM 6e3onacHocTM, 3PPeKTUBHOCTM WM KauyecTsa,
cofepKalero pesynbTaTbl 3KCNEPTM3, WHCNEKTUPOBAHWUA, UCMbITAHWUMA U APYrUX UCCAefO0BaHWUM,
NpPeaycMOTPEHHbIX B 4YacTM nepBoilt nNyHKTa 4 ykKasaHHoro [lonoxeHua, npeactasnsercA B M3
pPerncTpaunMoHHoe [0Cbe, BK/AOYAlOWEee [AOKYMEHTbl, HeobxoguMmble Aas NpPOBeAEeHUs MpoLeaypbl
rocyapCTBEHHOM perucrTpaummn (NoATBepPXKAEHUSA rocyAapcTBEHHOM perucTpaumn) JIC, yKasaHHble B
nyHktax  10.13-10.17 eanHoro nepevyHA  aAMUHUCTPATMBHbLIX  Npoueayp,  OCYLLeCTBAAEMbIX
rocygapcTBEHHbIMW OpraHaMM W UHbBIMU  OPraHM3auMAMM B OTHOLWIEHUWU OPUAMYECKUX UL, U
WHAMBUAYANbHBIX NpeanpuHMMaTenei, yTBepKAeHHoro noctaHosneHnem Coseta MwuHuctpos PB ot
17 dpespans 2012 r. Ne 156 (aanee — EAMHbIN NepeyeHb aAMMUHUCTPATUBHbBIX Npoueayp).

TpeboBaHMA K AaHHbIM AOKYMEHTaM ycTaHaBanBatoTca M3.

B cooTBeTcTBUM € NyHKTOM 10.13 EAMHOro nepeyHs agMUHUCTPATUBHBIX Npoleayp 0714 20cydapcmeeHHoll
peaucmpayuu (nodmeepxdeHua 2ocydapcmeeHHoli peaucmpayuu) u ebidayu pe2ucmpayuoHHO20
yodocmosepeHus Ha J/IC omevyecmeeHHO20 nNpou3600cmea NpeaoCcTaBAAOTCA CAeAyrolmne AOKYMEHTbI:

1) 3assneHue;

2) NPOEKT UHCTPYKLMM NO MeAULMHCKOMY npumeHeHuto J1IC 1 (Man) NUCTKa-BKNaAbIWa;

3) makeT rpadumyeckoro obopmMmaeHUA yNakoBKM Ha 6E10PYCCKOM UM PYCCKOM A3bIKE;

4) npoeKT papmaKonenHom cTaTbu;

5) AOKYMEHT npou3BOAUTENA, BKAOYAIOWMKA OMMCaHWE MeToAoB nosydeHua JIC, KpaTKyt cxemy
npon3BoACTBa, 06bEM MPOMBILIIEHHON CEPUM, KOHTPOSA KAauecTBa NPOMEKYTOUHbIX NPOAYKTOB, CBEAEHMUSA
0 Ba/iMAauMmn NPoOM3BOACTBEHHOIO NpoLecca Wau NaaH NpoBeAeHUA Baangauun, — npu permctpaumm J1C
(He npeactaBnsaerca Ha JIC U3 NeKapCTBEHHOrO PacTUTENbHOMO Cbipbs (pachacoBaHHOE NEeKapCTBEHHOE

38


http://www.pravo.by/webnpa/text.asp?RN=C21200156#%D0%97%D0%B0%D0%B3_%D0%A3%D1%82%D0%B2_1

pacTUTeNbHOE Cbipbe, BKAOUYeHHoe B FocyaapcTBeHHyo papmakoneto PB) (aanee — JIC U3 nekapCTBeHHOro
pPacTUTENbHOTO CbipbA);

6) AOKYMEHT npou3BoAMTENA, NOATBEPKAAOLWMI KauecTBO oaHoM cepum J1C;

7) BOKYMEHT NpOM3BOAUTENA, COAEPMKAMIN pe3ynbTaTbl MccnefoBaHUA ctabunbHoctn JIC (nnaH,
oTYeT, TabmLbl C pe3ynbTaTamu UCCNeaoBaHUA He MeHee ABYX cepuit), — npu peructpaumm J1C;

8) otyer 06 wu3yyeHUM 6Mo[OCTYNHOCTU (OBMO3KBMBANEHTHOCTU) AnA reHepudeckux JIC (npu
Hannumm) — npu pernctpaummn JIC (He npeacrasnsetcs gna JIC U3 NeKapCTBEHHOIO PAcTUTEIbHOTO CbipbA);

9) oTYET O AOKAMHUYECKOM wu3ydeHun JIC (3a uUCKnoueHUem reHepuueckux JIC, BKAKo4as
$hapMaKOTOKCMKONOTMYECKME UCMbITAaHUA B COOTBETCTBUM € Hagnexkale N1abopaTopHOMN NpaKkTMKOM) — npu
peructpauum J1IC (He npeacrasnaetca ana JIC U3 1eKapcTBEHHOTO PACTUTENbHOIO Cbipbs);

10) oTyeT O nNPOBEAEHHbIX KAMHUMYECKUX uchbiTaHuAx JIC B cooTBeTcTBUM C Haanexauien
KMHUYECKOW MpPaKTUKOM — npu pernctpaumm JIC (3a ucknoueHmem reHepuyeckux J1C), B cnyyae ecau
npeacTaB/ieH oT4eT 06 UCNbITaHMAX BMOIKBMBANEHTHOCTU (He npeacTaBaseTca ana JIC U3 NekapCTBEHHOTro
PacTUTENbHOrO CbiPbA);

11) vHdopmauma o6 onbiTe npumeHeHus JIC (HayyHble cTaTbW, MoHorpadum, nybanMKaumm,
K/IMHUYECKUE MPOTOKOJIbl, MeToamnYeckne pykosoactsa) (He npeactasnsetca ans JIC U3 N1eKapCTBEHHOTo
PacTUTENBbHOTO CbipbA);

12) otyeT o 6esonacHocTM npumeHenuna JIC 3a nocnegHve 5 NneT — MpuM NOATBEPXKAEHUU
rocyapcTBeHHOM pernctpaumm (He npeacrasnsetca ana JIC U3 NeKapCTBEHHOIO PacTUTENIbHOTO Cbipbs);

13) 3akntoueHune PYM «LleHTp 3KCMepTM3 M UCMbITAHU B 340aBOOXPAaHEHMM» O cooTseTcTBumn J1C
TpeboBaHMAM 6e3onacHocTH, 3GPEKTUBHOCTU N KaYecTBa.

B cootBeTcTBMM € nyHKTOM 10.14 EAMHOro nepeyHs aAMUHUCTPATMBHBIX Npoueayp 0419 2ocydapcmeeHHol
peaucmpayuu (nodmeepxcdeHus 2ocydapcmeeHHoll peaucmpayuu) u evidayu pe2ucmpayuoHHO20
ydocmosepeHus Ha JIC 3apybexHo20 npou3sodcmed npefoCTaBAfoTCA cieayowme JOKYMEHTb:

1) 3asBneHue;

2) HOTapuanbHO 3aCBMAETE/NbCTBOBAHHAA KOMWUA JAOKYMeHTa O peructpauum JIC B CcTpaHe
npoussoautenn (3aasuTens) (perncTpauMoHHoe yA0CTOBEPEHUE UK cepTUDUKAT Ha cBOBOAHYIO NPoAAXKY
nmbo ceptndumKaT papmaLeBTUHECKOrO NPOAYKTA);

3) HoTapuanbHO 3aCBMAETE/NIbCTBOBAHHAA KOMWUA [AOKYMEHTa Npou3BoguTens, npenoCcTaB/ntoLLEro
npaso Ha npon3eoAcTso JIC, NpOM3BOANMOro Ha OCHOBAHUKU NULLEH3NU;

4) HOTapuanbHO 3aCBMAETE/IbCTBOBAHHbIE KOMWW JIMLEH3UM W [LOKYMEHTA, YA0CTOBEPAIOLLErO
npoussoacteo JIC B ycnosuax Hagnerkaleih nponsBoACcTBEHHOW NPAKTUKNU. B cnyyae oTCyTCTBUA B AaHHbIX
OOKYyMeHTax MHpopmaLmm o gate NposBeaeHUa NOCAeAHEro NHCNEKTUPOBaAHUA YKa3aHHOIO Npou3BoACTBa
CPOK AENCTBUA 3TUX AOKYMEHTOB cYMTaeTca He 6osee 3 neT ¢ AaTbl UX BblAauu;

5) NpOEKT UHCTPYKLMM NO MeAULMHCKOMY NpumeHeHuto J1IC 1 (Mn) NUCTKa-BKNaabIWwa;

6) [LOKYMEHT NPOM3BOAMTENSA, BKAOYAOWMIN cBegeHna o coctaBe JIC ¢ yKasaHMEM KOAMYeCcTBa BCEX
WHIPeANEeHTOB, B TOM YMCae BCOMOraTe/IbHbIX BELLECTB, KpacuTenen, apomaTmnsaTtopos, ctabmuansaTopos u
OPYTMX KOMMOHEHTOB Ha OAHY /IeKapCTBEHHYIO GOPMY, CO CCbINKOM Ha HOPMATUBHBIN [AOKYMEHT MO
KOHTPO/ItO KayecTBa (MOHorpadum man dapmaKkoneiHole cTaTbk papmakonen, HOPMaTUBHbIE LOKYMEHTbI
npon3BoAUTENA NO KOHTPOO KavecTsa J1IC nam BcnomoraTe/ibHOro BeLLecTBa);

7) BOKYMEHT Npou3BOAMTENS, BKAKOYAOLWMIA ONMCaHNE MeToaoB nosydeHusa JIC, KOHTPOIA KayecTBa
NPOMEKYTOUYHbIX MPOAYKTOB, KPATKYyl0 CXeMy NMPOU3BOACTBA, 06bEM NPOMbILWIEHHOW CepUN, CBEAEHMUA O
Ba/IMAaLMM NPOM3BOACTBEHHOTO NPOLLECca UAW NaH NPOBeAEeHUA BaaMaaLmm, — npu peructpaumm J1G;

8) HOPMATUBHbIN AOKYMEHT NPOU3BOAUTENSA, COAEPKALMM NOKA3aTENN U METOAbI KOHTPO/IA KayecTBa
NG,

9) HOPMATUBHbLIN  OOKYMEHT, COAEPKAWMI  MOKasaTeM UM MeToAbl KOHTPOAS  KayecTBa
dbapmaLeBTUYECKON CyBCTAHLMM M BCMOMOTATE/IbHbIX BELLECTB, — Npu permuctpaumm J1C;

10) 3aBepeHHble 3aABUTENIEM (MPOM3BOAUTENEM) KOMUU OTYETOB MO BaANZALUN METOLOB KOHTPOAA
Kayectsa JIC — npu peructpaumm J1C;
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11) AOKYyMeHT npousBoAUTENs, MNOATBEP)KAAMOWMIA KayecTBO OAHOM cepun dapmaleBTUYEeCcKon
cybctaHumn n J1G;

12) Aam3ailiH yNnakoBKW C MapKUPOBKOWN Ha 6eN0pyCCKOM MK PYCCKOM A3bIKE;

13) AOKYMEHT NpoM3BOAUTENA, COAEPKALMM pe3ynbTaTbl UCCAEL0BAHUA CTabUIbHOCTU HE MeHee
AByx cepuit JIC (nnaH, otyeT, Tabanupbl C pesybTaTaMu UCCeL0BaHUit), — npu pernctpaumm J1C;

14) 3aeepeHHas 3assumenem (npoussodumesem) Konus omyema ob usyyeHuu 6uodocmynHocmu
(6uosakeusaneHmHocmu) dna ceHepuveckux JIC (npu Hannunun) — npu pernctpaymum J1C;

15) 3aBepeHHasn 3asBUTeNeM (NpousBoauTeNnem) geKknapauma npousBoauTeNs, cogepxalasn gaHHble
MO OLEHKE pUCKa ANA OKpyKawwein cpeabl B OTHOWweHMM JIC, KOTOpble COAEp)KaT reHeTUYecKu
MOANOULMPOBAHHbIE COCTABAAIOLLME, — NPU perncTpaumm J1C;

16) 3aBepeHHasn 3asBuTenemM (npoussoguTenem) Konua otyeTa O AOKAMHMYECKOM m3ydeHun JIC (3a
UCKAoYeHnem reHepudeckux JIC, Brkatovana GapMaKOTOKCUMKONIOTMYECKME UCMbITaHUA B COOTBETCTBUU C
Hagneskawei nabopaTtopHoi NpakTMKoi) — npu permuctpaunm N1C;

17) 3aBepeHHaa 3asaBuTenem (Mpous3BOAMTENEM) KOMWUA OTYETa MO MNPOBEAEHHbIM KAUHUYECKUM
ucnblTaHnam JIC B cooTBeTcTBMM C Hagnexawen KAMHUYECKOW MPaKTUKOW — npu permctpaumm J1IC (3a
UCKNloYeHnem reHepuudeckux JIC, B cayyae ecauM npeactaBneH oTtd4eT 06  ucnbiTaHUAX
6M03KBUBANIEHTHOCTH);

18) nHdopmauma o6 onbiTe npumeHeHus JIC (HayyHble cTaTbW, MoHoOrpadum, nybaMKaumu,
KJIMHUYECKUE NPOTOKO/Ibl, METOAMYECKME PYKOBOACTBA);

19) 3aBepeHHaa 3asBuTenem (nNpoussoguTenem) Konua otyeta no 6esonacHocTU npumeHerua J1C
OaHHOTo NpousBoguTeNs 3a nociedHuve 5 net — Npu rocyJapcTBEHHON perucTpaunmn (NoaTBep*KAeHMM
rocyaapcTBeHHon peructpauum) JIC B cayyae WCTEYEHMA CPOKa  AeNcTBMA  PerMcTpauyoHHOro
YO0CTOBEPEHUS;

20) Konusa porosopa (KOHTpaKTa) 3aasuTena c npoussoguTenem (npoussoautenamu) J1C (npu
HaMYMM KOHTPAKTHOro npomssoactea JIC M OTCYTCTBUM CBEAEHWM O 3asBUTENE U MPOU3BOAMUTENAX,
YKa3aHHbIX B IOKYMEHTaX, Nepeync/ieHHbIX B ab3aLe BTOPOM HacTosAwen rpadbl);

21) HoTapuvanbHO 3aCcBUAETE/NIbCTBOBAHHAA KONUA LOKYMEHTa O CTaTyce 3asBWUTeNA B CTpaHe, rae oH
3aperncTpupoBaH (Npu OTCYTCTBUMU CBEAEHMI O 3asBUTENe B AOKYMEHTAX, YKa3aHHbIX B ab3aue BTOpom
HacToALewn rpadsbl);

22) [OKYMEHT MPOU3BOAUTENS, BK/IOYAIOWMIA ONUCaHME MEeTOAO0B NoaydyeHus dapmaleBTUYEecKon
CybCTaHLMM, KPATKYHO CXeMy NPOU3BOACTBA (CUHTE3A);

23) [OKYMEHT NMPOW3BOAMUTENA, COAEPKALMI pe3ynbTaTbl UCCAeaoBaHUA CTabUIbHOCTU He MeHee
OBYX cepuit papmaueBTUUECKOM cybCcTaHUMK (NaaH, OTYET, Tabanubl ¢ pesynbTaTamu UccnesoBaHnn);

24) 3akntoveHne PYM «LleHTp aKCNepTM3 M UCMbITaHUI B 34paBOOXPaHEHUU» O cooTseTcTBumn JIC
TpeboBaHMAM 6e30nacHOCTH, 3G PEKTUBHOCTM U KayecTsa.

Ucxo0a u3 yKasaHHbIX noaoxceHuli nyHkmoe 10.13 u 10.14 EOuHO20 nepevyHA aOMUHUCMPAMUBHbLIX
npoyedyp mMoxcHO cdesname 8bi800, Ymo 8 Pb dna 2ocydapcmeeHHoill pecucmpayuu 2eHepuvecKux J1C
3as8umesnto He mpebyemca ucnonb3osaHue GaHHbIX Pe2UucMpPayUOHHO20 00Cbe Ha opuauHaabHoe JIC.

3.8. B3aumocBA3b MeX Ay HaMuMem naTeHTa U Bblgayeii perMcTpauMoHHOro yaocrosepeHms Ha J1C
(Tak Ha3bIBaemasn NaTeHTHaA yBA3Ka, patent linkage)

MyHKTOM 24 TloNoXeHMA O NopAgKe M YCAOBUAX FOCYAAPCTBEHHOW perncTpauuu (noaTeepaeHus
rocyapCTBEHHOM PerucTpaummn) NeKapcTBEHHbIX cpeacTB U dapmaLeBTUYECKUX CyOCTaHUMIA, BHECEHMUS
U3MEHEHUA B pPerncTpaumMoHHOe [0Cbe, YTBEPXAEHHOro nocTaHoBneHnem Coseta MwuHuctpos PE ot
1 anpena 2015 r. Ne 254, ycraHoBneHo, 4To M3 moxKeT bbiTb OTKA3aHO 3aABUTEND B rOCyAapCTBEHHOM
peructpauum (NoATBEpP)KAEHUU TOCYAAPCTBEHHOW  peructpaumu) JIC, BHECEHUM U3MEHEeHWH B
perncTpaunoHHoe A0Cbe B CAyyasx, nNpeaycmoTpeHHbix 3akoHom PB «O nekapcTBeHHbIX cpeacTsax» u
3akoHom PB oT 28 oKTAbpa 2008 roga «O6 ocHoBax aAMUHUCTPATUBHbIX Npoueayp».

B cooTBeTcTBUM cO cTaTbel 8 3akoHa PB ot 20 mons 2006 roga «O NeKapCTBEHHbIX cpeacTBax» (c
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nociaeayloWwmMmmn U3MEHEHUAMN U AOMNOSHEHUAMM) B TOCYAaPCTBEHHOW peruMcTpaumm (noaTeep:KaeHun
rocyfapcTBeHHol pernctpaumn) J/IC, BO BHECEHUU U3MEHEHWIA B PErMCTPaLMOHHOE AOCbE OTKa3biBAeTCA B

cnyvae:

HenpeACTaB/ieHUA 3aABUTE/IEM A0KYMEHTOB, COCTAaBAAIOLWMX PerMcTpaLMoHHoe A0Cbe;
HEeCOOTBeTCTBUA AOKYMEHTOB, COCTaBAAIOLWMUX pPerucTpaLMoHHoe pJocbe, YCTaHOB/EHHbIM
TpeboBaHuAMm;

HeyCTpaHeHMA 3aMeyaHMW no pe3yabTaTaM IKCNEepTU3bl [OKYMEHTOB, COCTaBAAIOLMUX
perucTpauMoHHoe Aocbe;

HEobXoAMMOCTN NpPOBeAeHUA OOMNOJHUTENbHbLIX KAMHUYECKMX WCMbITAHUN, OOKAMHUYECKUX
NccnefoBaHUM, a TaKKe MHbIX UCCIe0BaHNIN ANA NnoaTBepKAeHMA 6e3onacHoCcTH, 3G PEKTUBHOCTHU
n Kavectsa JIC;

NoNy4yeHMA OTPULATE/bHbIX PE3Y/IbTAaTOB KANMHMYECKMX UcnbiTaHUA JIC nMbo MHbIX UcciesoBaHNUM
anAa noaTsepxaeHua 6esonacHocty, adPekTMBHOCTM U KadecTBa J1C;

HECOOTBETCTBUA MPOBEAEHHbIX KAMHUYECKMX WUchbiTaHuMi JIC TpeboBaHMam Hagnexawei
KNMHUYECKOWN NPaKTUKK;

HEeCoOTBETCTBUA NPOMbILIEHHOrO npou3BoOACTBa NcC TpeboBaHUAM Hapgnexawen
NpPou3BOACTBEHHOW MPAKTUKMY;

€C/IN NpU 3KCNepTUse AOKYMEHTOB, COCTaBAAKOLWMX PErncTpauMoHHOE A0Cbe, YCTaHOBJ/IEHO, YTO
adpdeKTMBHOCTb pernctpmpyemoro J1IC He NoATBEPKAEHA UAN PUCK NPUYMHEHMA Bpena 340POBbIO
yenoBeKka BC/AeACTBME MeAMUMHCKOro npumeHeHua JIC npesbiwaeT 3¢GEKTUBHOCTbL €ro
NPUMEHEHUS;

Hanunuma B coctase JIC BelecTBa, He paspeLlleHHOoro Ana npumeHenms s Pb;

npeacTaBieHnsa AN1a rocyaapcTBeHHol pernctpaunmn JIC ¢ TOproBbiM HaszBaHWEM, OAUHAKOBbLIM C
TOproBbiM HasBaHWem J1C, yxKe BKAKOYEHHOrO B [OCYAapCTBEHHbIN peecTp NeKapCTBEHHbIX CPeacTs
PB, 3a MCK/IlOYEHMEM MUCMONb30BaHNA MEXAYHapOoAHOro HeNaTeHTOBaHHOTO HaumeHoBaHusA J1C;
npeacTaBieHusa Ana rocyaapcTBeHHol pernctpaumnm J1C ¢ AByms u 60n1ee TOproBbiMM Ha3BaHUAMM;
npeacTaBieHMa Aaa rocysapcTBeHHOM pernctpaumm J1IC ¢ TOproBbiM Ha3BaHMEM, HE OTBEYAOLWMM
KpUTEPUAM, NPeabaBAAeMbIM K TOProBbiM HasBaHuam J1C, yctaHaBiMBaembim M3 PB.

[eicTBre perncTpaumoHHOro yaoCcToBepeHMs NPMOCTaHaBAMBAETCA Ha CPOK He 6osee WwecTn mecaAues B

cnyvae:

BbIABJEHUA NPU MPOBEAEHMM MeponpuaTMiA No ¢apmakoHaA30py M3MEHEHWA B COOTHOLUEHWUU
MoNb3bl U PUCKA BCAEACTBUE MEAMUMHCKOro npumeHeHus JIC, npu KOTOPOM PUCK MPUYMHEHUA
Bpea 340p0Bbi0 Yesi0BeKa NpeBbiwaeT 3GpPEeKTUBHOCTb Ero MPUMEHEHUS;

BbIAB/IEHUA B AOKYMEHTAX, COCTAaBAAIOLMX PErMCTPALMOHHOE A0CbE, HeA0CTOBEPHbIX CBEAEHUMN,
KoTopble He 6blIM M He Morau 6biTb YCTaHOB/AEHbl NPU rOCYAaAPCTBEHHOW pPerucTpauuu
(noaTBepaeHUM rocyaapcTeeHHoM peructpauum) J1C;

BblAiBNIEHUS PaKTa NpeBbILEeHUs 3asBeHHOW LeHbl JIC B KOHTPaKTe Ha ero NocTaBky B PB;
HEeCooTBETCTBUA npomMblWaeHHoro  npoussBoactea  JIC  TpeboBaHUsAM Hapnexawe
NPOM3BOACTBEHHOM MPAKTUKMN.

[elicTBME perucTpaLMoHHOro YA0CTOBEPEHUA NPEKPaLLAeTCA B C/lyYae:

NncTe4yeHnAa CpokKa ,CI,GVICTBVIH PerncTpauMoHHOro yaocrosepeHua, BblA4aHHOINoO Ha NATb J1€T,
HeyCTpaHeHUA 3aABUTENEM 0bcToATENbCTB, noBAEKLWKnX NpUoCcTaHoOB/IEHUNE AEﬁCTBMﬂ
PErMcTPpaLMOHHOIO yA4OCTOBEPEHUA;

OTKa3a 3aABuTena ot nposeaeHnA Ha3Ha4YeHHbIX M3 PB KAMHMYECKUX UcnbiTaHui J1C;

06paLLI,EHWr'I 3aAButena C 3aABsieHMem O NpeKkpauweHun ILI,EI‘/JICTBI/I’FI perncTtpautMoHHOro
yO0CTOBEPEHUA.

CtaTbet 25 3akoHa PB oT 28 oktAbps 2008 roga «0O6 ocHOBax agMWHUCTPATUBHBLIX npoueayp» (c
nocneayowmMmm U3SMEHEHUAMMN U AONOJHEHUAMM) YCTAHOBNEHO, YTO YNOJIHOMOYEHHbI OpraH OTKasblBaeT
B OCYLLLECTBNEHUN aAMUHUCTPATMBHOM Npoueaypbl:
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= B C/yYaAX NIMKBMAAUMKM (NpeKpalleHus AeATeNbHOCTU), CMepTU 3aMHTEePECcOBaHHOro Anua, ecau
MHOE He NPeayCMOTPEHO 3aKOHOA4ATE/IbHbIMW aKTaMy;

= eC/M  3aMHTEpPEecoBaHHbIM  JIMLOM NpPeACTaBfeHbl AOKYMEHTbl M (MAM) cBeAeHusA, He
COOTBETCTBYHOWME TpeboBaHMAM 3aKOHOAATENbCTBA, B TOM YMC/IE MOA/OKHbIE, NOAAENbHbIE UK
HenencTBUTENbHbIE AOKYMEHTbI;

" B MHbIX CAyYyasax, NpeayCMOTPEHHbIX 3aKOHOAATE/bHbIMW aKTamMuM W nocTaHoBaeHuamu Coseta
MwuHucTpos PB.

Kpome TOro, B cootBetrctBuM C noctaHosiaeHunem M3 PB oT 8 maa 2009 r. Ne 52 «O TpeboBaHMAX K
OOKYMeHTaM, NpeacTaBAfAeMbiM AS1A FOCYAapCTBEHHOM perncTpaummn (NoaTBepKAeHUA rocyAapcTBEHHOM
perucTpaunn) NeKapcTBeHHbIX CPeacTB, rocyAapCTBEHHOM pernucTpaumm GapmaLeBTUYEeCKUX CybCTaHUMi,
BHECEHMA W3MEHEHMIM B PErucTpauMOHHOE [0Cbe Ha JNeKapCTBEHHble cpeacTBa, dapmaueBTUYecKue
cybCcTaHUMK, paHee 3aperucTpupoBaHHble B Pecnybnuke Benapycb» (nognyHkTel 1.1 u 1.2 nyHkTa 1)
OOKYMEHTbI, NpeacTaBiasiemble ANA FoCyAapCTBEHHOW pernctpaumu (NoATBepXKAeHUA rocyAapCTBEHHOM
peructpaumun) JIC oTe4ecTBEHHOrO MPOM3BOACTBA, a Takxke JIC 3apybeXXHOro NpPousBoACTBa, AOJIXKHbI, B
YaCTHOCTM, COOTBETCTBOBATL C/eAYHOLMM TpeboBaHUAM:
= 33ABJIEHWE O rOCYAaPCTBEHHOW pernctpaumm (NoATBEPKAEHUN rOCyAapcTBEHHON permctpaumn) J1IC
3apybeHOro npou3BOACTBA AO/IKHO ObiTb 0POpMAEHO MO POopMe COFNACHO NpUAOXKeHUto 1 K
[AHHOMY MOCTAHOB/IEHUIO.

MpunnoxeHnem 1 K noctaHosneHmto M3 PB ot 8 maa 2009 r. Ne 52 npeaycMOTpeHbI yKasaHe 3aaBuUTenemMm B
3aABNEHUN O TOCYAAPCTBEHHON perucTpaunmn (noATBepKAeHMM rocyaapcTBeHHoW peructpaumm) N1C
CBeAEHWUIN O 3aWMLLEHHOCTM naTeHTamu B Pb (Bnazenew, naTeHTa, HOMep, AaTa Bbl4ayu, CPOK AelCcTBUA) U
rapaHTUM 3aABMTENA O TOM, YTO NpaBa TPETbEN CTOPOHbI, 3aLLMLLEHHON NAaTEHTOM, HE HAPYLUAIOTCA B CBA3MU
¢ peructpaumei J1C.

Ha ocHoeaHuU U310 eHH020 MOXCHO c0esameb 8bi800 0 MOM, YUMo HaaAu4vue nameHma Ha J1C Hanpamyo
He npenamcmeyem ebidaye peaucmpayuoHHo20 ydocmoeepeHusa Ha OaHHoe JIC. Bmecme ¢ mem,
cyuwjecmeyem 603MOMHOCMb OMKasa 6 peaucmpayuu JIC unu npekpawjeHus Oeiicmeus
peaucmpayuoHHo20 yoocmosepeHus, 8 4YacCmHocmu, ecsedcmeue 8biféseHUs 8 peaucmpayuoHHOM
docbe HedocmosepHbix ceedeHull, Kacarouwjuxca npedocmassieHua 3assumenem UHpopmayuu o6
umerowjuxcad 8 Pb nameHmax u e2o 2apaHmuli, Ymo npaea mpemeoeill CMOPOHLI, 3awjuuwjeHHol
nameHmMom, He Hapywaromcs e ceasu ¢ pecucmpayueii J1C.

3.9. BO3MOKHOCTb MCNO/1b30BaHUA JIC B HEKOMMEPUYECKUX LieNsaX A0 OKOHYAHUA CPOKa AeUCTBUA
naTeHTa, HaNpMmep, B LeaAX pernctTpaumm (Tak HasbiBaemoe nonoxkeHue bonap, Bolar exemption)

B cooTBeTcTBMM cO cTaTbeit 10 3aKOHa HapylleHWEeM WCKAKUYMTENbHOrO MNpasa naTeHToob6nagaTens He
NPM3HaloTCA, B YaCTHOCTK:

" npoBefeHWe JOKIMHWYECKMX WCCNeL0BaHUMA U KAMHWYECKMX ucnbiTaHui J1IC, cofeprkalwiero
ns3obpeTeHne, NaM IKCNepuMeHTa Hag Takum J1C;

"  1CNONb30BaHMe M306peTeHusa AN YAOBNETBOPEHUA JIMYHBIX, CEMEMHbIX, AOMALIHUX U UHbIX He
CBAI3aHHbIX C OCYLLECTBAEHMEM NPEANPUHNMATE/IbCKON AEeATENIbHOCTU HYXA, eCW Le/blo TaKoro
MCMNO/Ib30BaHMNA He ABAAETCA NoydYeHne NpubblIM UK AOX04a;

=  pasoBoe u3rotosseHune JIC B anTeKax Mo peLenTy Bpaya C NpMMeHEeHWEeM 3aLLMLLEHHOrO NAaTEHTOM
n3obpeTeHus.
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4. PyHKUMOHMPOBAHME CUCTEMbI NJIAHMPOBAHMA 3aKYNOK, pacnpeaeneHua U npeaocTaBieHns nevyeHuns
BUY-nHndpekuyum n renatura C

4.1. NepeyeHb 3aperucTPMPOBaHHbIX NPenapaToB U LEeH
4.1.1. Npenapatbl gna neyeHna BUY-nHdpekuyumn

Huxe npeacrtasneH nepedeHb 3aperncTtpmpoBaHHbix APB npenapatoB B cooTBeTCcTBMM C Peectpom
NeKapcTBeHHbIX cpeacts Pecnybankm Benapycb’® (tabamua 4.1). CnegyeT cpasy ke OroBOPWTb, HTO
pernctpauuns APB-JIC B Benapycu He aBnseTcs 0b6a3aTeNlbHOM HU A/1a 3aKynKu 3a cpeacTsa [P (Tpebyetca
npexksanndumkauma BO3), HM ANA 3aKyNKM 3a CpeacTBa rocyAapcTBeHHoro bwaxkerta (ons ydvactva B
ayKumMoHe TpebyeTca nnbo pernctpayma B P, inbo gpyrve ycnosuma, npuBeaeHHbIe HUXKe B rnase 4.3.2).

He 3apeructpmposaHbl HekoTopble APB-J1C, BKAtoUYeHHble B KanHuuecknin npotokon: ETV, RAL, ATV, ATV/r,
dUKcnpoBaHHble KombuHauuu TDF/3TC, TDF/3TC/EFV n AZT/3TC/NVP.

He 3apeructpupoBaHbl Takne pekomeHayemblie BO3 (2017) APB-N1C kak EFV400, RAL u ¢puKcupoBaHHbIe
TepmocTabunbHble KombuHauum ATV/r u DRV/r.

Mo HekoTOpbIM HanmeHoBaHMAM APB-JIC 3aperncTpmpoBaHbl TOIbKO BpeH40BbIe NpenapaTbl, YTO CBA3AHO
C AelicTBYIOLLEN NaTeHTHOW 3alMTOM — 3TO NpenapaTtbl KomnaHum AbbVie — LPV/r (Anysua, Kanetpa), RTV
(Hopswup), n kKomnaHuu Glaxo — DTG (TusuKalt).

UckntoueHne ATV 13 cxem neveHms npomsowwno ¢ 2017 roga no pekomeHgaumam skcneptos [P B cBA3M ¢
HebOobLIMM KOJIMYECTBOM OCHOBAHHbIX Ha ATV cxem MNpu BbICOKMX 3aTpaTax Ha 3aKynKy (naTeHTHas 3awmTa
6peHaoBoro ATV nctekna B To/bko B 2017 rogy) M Ha NOTUCTUKY AOCTAaBKM U XpaHeHUe (HeobxoaMmocTb
cobnogeHns xonogosoh uenu ansa RTV B OTCYTCTBME BO3MOXHOCTM BBO3a TepmocTtabuabHoro FDC
reHepuKa ATV/r n3-3a gencreytoLleit naTeHTHOM 3aWwuTbl Ha RTV).

N3 petckux popm 3aperncTpupoBaHbl ToIbKO 6peHaoBble pacTBopbl PeTposup 1 dnusup (GSK) n Kanetpa
(Aesica) — He 3aperncTpupoBaHbl 3akynieHHble B 2018 ABC (GSK) n NVP (Cipla); He 3aperucTpmpoBaHbl
pekomeHAoBaHHble BO3 reHepuKkn B BMAE AUCNEPTMPYEMbIX TabNeTOK, TeM He MeHee K 3aKynKke Ha 2019
rog 3a cyet cpeacts [® 3annaHuposarbl AT ABC/3TC 60/30mr, AZT/3TC 60/30mr 1 NVP 50mr.

B 2018 roay 6binvM 3akynneHbl He TONbKO 3apernctpupoBaHHble B bBenapycn APB-JIC, HO M
He 3aperncTpupoBaHHble, UMeWwue npekBanndukaumio BO3 (tabnuua 4.2): ato psag npenapatos 000
«Bect» (2daeupeHu, AapyHasup, TeHodoBup/ IMTpUuUTabuH, TeHodpoBUp/IMTpUUMTabMH/IdaBnpeHu);
TaK)Ke 6bl/1 3aK0YEH 4OroBOP Ha NOCTaBKy (HO No ¢aKTy He NocTaB/eH) npenapaTt 3MA0BYAUH KOMNAHWUK
«Tpumukc MolHT».”t  TpoxoxaeHne npoueaypbl perucTpaumum npenapatos B bBenapycu Tpebyert
$MHAHCOBbLIX W BPEMEHHbIX 3aTpaT, MO3TOMY HesCHO, ByAyT M KOMMaHUKU B AafbHENLWEM MOTUBMPOBAHbI
nposoautb pernctpaumnto APB-/IC B benapycu, uam 6yayt ¢dacoBaTb M ynakoBbiBaTb NPOU3BEAEHHbIE
OPYrMMU KOMNAHUAMM NIeKapCcTBEHHbIE GOpPMbI NPenapaTos, NpoLeAwnx npeksaandukaymo BO3.

B cpaBHeHuu ¢ 20.11.2017, pag npenapatoB He npoganan perucrtpaumio B benapycn (tabaunua 4.2): ato
HeKoTopble BpeHaoBble npenapaTtbhl npoussoactea Gilead (Bupeaa TO 300mr, Tpysaga TO 300/200mr) u
GSK (3nusup TO 150mr, Kombusmp TO 300/150mr, Kusekca TO 600/300mr, Tpusmnsup TO 600/300/150mr),
a TaKXKe HeKoTopble reHepuKM, BbiMycKaemble benapyckum npoussogutenem 3A0 «dapmaTex» (IcTmsa-
600 600mr, 3ugonam TO 300/150mr, TeHodp-IM TO 300/200mr).

70 pexknm pocrtyna: http://www.rceth.by/Refbank/reestr_lekarstvennih_sredstv/. JaTta gocryna: 18.02.20109.

! NMocTaBWMKM NO pe3y/bTaTaM NPoLeayp 3aKynoK JIeKapCTBEHHbIX cpeacTs no naaHy 2018 r. PYM «bendapmaumay,
https://pharma.by/partners/information/
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Ta6nuua 4.1. MNepeyeHb 3aperucTpupoBaHHbiXx APB npenapatos B benapycy Ha 18.02.2019 roaa

Toprosoe Mpounssogutens Mpounssogutens, Homep [aTta 3aAaBneHHasn
o " Cpok
Knacc | APB-/IC | HaumeHOB dopma BbinycKa roToBOM NEeKapCT- OCyLLEeCTBAAIOLWMNMN B/T | peructpa| perucrpa- . LeHa 3a
aHue BEHHOM dopmbl dacoBKy/ynakoBky umm ummn AeNCTENA YNaKOBKY
HWOT | TDF TeHod TO 300mr N30 Hetero Labs Ltd., dapmatex 3A0, Pb r 14/12/2 | 23.12.2014| 23.12.2019| He yKa3aHa
NHauna 320
3TC lenTasunp TO 150mr Ne60 Hetero Labs Ltd., dapmatex 3A0, Pb r 15/02/2 | 26.02.2015| 26.02.2020| He yka3aHa
NHana 345
onusump P 10mr/mn Bo GlaxoSmithKline GlaxoSmithKline Inc., b 7049/04 | 19.01.2015| 19.01.2020| 30 USD
dbnakoHax 240mn Inc., KaHaga KaHaga /09/15/1
7
ABC 3unareH TO 300mr Ne60 GlaxoSmithKline GlaxoSmithKline B 7588/06 | 05.10.2016| 6eccpoyHo| 30 USD
Pharmaceuticals Pharmaceuticals S.A., /07/11/1
S.A,, Monblua MonbLa 6/18
Abakasup | TO 300mr Ne60 Hetero Labs Ltd., dapmatex 3A0, Pb r 15/10/2 | 02.10.2015| 02.10.2020| 190 BYN
Unana 451
Abakasup | TO 300mr Ne10, 30 | J. Duncan J. Duncan Healthcare r 16/11/2 | 29.11.2016| 29.11.2021| Ne10-12,8
n 100 Healthcare Pvt.Ltd., | Pvt.Ltd., MUHauna gns Lok- 637 USD; Ne30 -
Nuaua ana Lok- Beta Pharmaceu-ticals (I) 38,40 USD;
Beta Pvt.Ltd., NHaunA Ne100 - 128
Pharmaceuticals (I) | (dacoska), usD
Pvt.Ltd., NHaunA benmeanpenapatsl PYI,
PB (ynakoBka)
Onutnpg, TO 150mr Ne30 u dapmacuHTes AO, dapmacuHTes AO, PO r 10333/1 | 31.03.2015| 31.03.2020| 150mr: Ne30-
60, 300mr N260 n PO 5/17 1050,5; Ne60 —
90, 600mr N230, 60 21010,0 RUB
190 300mr: Ne60-
4202,0; Ne90 —
6303,0 RUB
600mr: Ne30 —
4202,0; No60-
8404,0; Ne90 —
12606,0 RUB

44




(npoponkeHve Tabanupbl 4.1)

AZT 3ngo TO 300mr Ne60 Hetero Labs Ltd., dapmatex 3A0, Pb 15/08/2 | 18.08.2015| 18.08.2020| He yka3aHa
UHamns 436
Asumumtem | TO 100mr (300 mr) ®apmacuHTes AO, dapmacuHTes AO, PO 10407/1 | 01.10.2015| 01.10.2020| Ne50 — 245
Ne50, 60 1 100 PO 5/17 (745), Ne60 —
294 (894);
Ne100 -490
(1490) RUB
PetpoBup | KOHUeHTpaAT gnA Glaxo Operations Glaxo Operations UK 6890/04 | 14.01.2015| 14.01.2020| 79 USD
npwur. pacteopa ana | UK Ltd., Ltd., BennkobputaHus /09/15/1
NHy3mit 10mr/mn - | Beankobputarusa 7
20mn (No5)
Petposup | P 50mr/5mn Bo GlaxoSmithKline GlaxoSmithKline Inc., 7048/04/| 24.09.2014| 24.09.2019| 17 USD
dnakoHax 200mn Inc., KaHaga KaHapa 09/14/17
HHUOT| EFV 3cdasup 600mr Ne30 Cipla Ltd, MHaus Cipla Ltd, MHans 18/11/2 | 06.11.2018| 06.11.2023| 6,17 USD
(dacoska), Akagemdapm 876
M, PB (ynakoBkKa)
NVP Hesusup Tabnetkn 200mr Hetero Labs Ltd., dapmartex 3A0, Pb 15/02/23| 26.02.2015| 26.02.2020| He yka3aHa
Ne60, 30 u 50 Unams 41
HesupnuH | TO 200mr Ne60 dapmacuHTes AO, dapmacuHTes AO, PO 10413/1 | 01.10.2015| 01.10.2020| 1098 RUB
PO 5/17
nn LPV/r Anysua TO 200/50mr Ne120 | AbbVie Deutschland | AbbVie Deutschland 9111/09/| 23.12.2014| 23.12.2019| 60,8 1 15,2
n 100/25mr Ne60 GmbH & Co. KG, GmbH & Co. KG, 12/14/14 usD
FepmaHna fepmaHma /16
Kanetpa P (80mr+20mr)/mn | Aesica Aesica Queenborough 8049/07 | 22.02.2017| 6eccpouHo| 60,8 USD
BO ¢iakoHax 60mn | Queenborough Ltd., | Ltd., BennkobputaHus /10/12/1
(5mn) BennkobputaHma 4/16/17
DRV HdapyHasup | TO 400mr 1 600 mr | Hetero Labs Ltd., dapmatex 3A0, Pb 15/10/2 | 07.10.2015| 07.10.2020| He yka3aHa
Ne60 n 500 Unams 454
RTV Hopsup TO 100mr Ne30 AbbVie Deutschland | AbbVie Deutschland 9628/11 | 06.06.2016| 6eccpoyHo| 32,88 USD
GmbH & Co. KG, GmbH & Co. KG, /14/16
FepmanHuna FepmaHua
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(npoponkeHve Tabanupbl 4.1)

1% DTG TuBUKaM TO 50mr Ne30 Glaxo Operations Glaxo Wellcome S.A.,, b 10415/1 | 01.10.2015| 01.10.2020| 180 USD
UK Ltd., NcnaHus 5/16
BennkobputaHus
FDC | AZT/3TC | Oyosup TO 300/150mr Ne60 | Cipla Ltd, MHama Cipla Ltd, UHgua r 18/06/2 | 12.06.2018| 12.06.2023| 10,28 USD
(dacoska), Akagemdpapm 829
M, PB (ynakoBKa)
ABC/3TC | NasyauH- | TO 600/300mr Ne30 | Hetero Labs Ltd., Hetero Labs Ltd., UHgua | T 18/10/2 | 29.10.2018| 29.10.2023 70 USD
AB NHans (dacoska), benanek 879
000, Pb (ynakoBka)
TDF/FTC | Tensup EM | TO 300/200mr Ne30 | Cipla Ltd, MHamna Akagemdapm I, Pb r 18/07/2 | 06.07.2018| 06.07.2023| 25,71 USD
n 60 831
TDF/FTC/ | TpyctmBa | TO 300/200/600mr | Hetero Labs Ltd., dapmatex 3A0, Pb r 15/08/2 | 18.08.2015| 18.08.2020| He yka3aHa
EFV Ne30 n 500 Ungma 437

MpumeyaHue. CokpalueHua: T —TabneTku, K — Kancynol, P — pactBop 418 npuema BHyTpb, I — reHepukn, b — bpeHaoBbIe npenapartsbl

BmecTte ¢ Tem, cornacHo nucemy 000 «Bect», opuumanbHoro guctpmbototepa MHANMCKOM KomnaHmm Lok-Beta Pharmaceuticals n opmumanbHoro npeacrasutens
000 «HoBanok» (nnucbmo Ne02-01/258 ot 20.03.2019 B oTBeT Ha nucbmo BOO «Mo3utmeHoe AsuxeHne» Ne01-09/75 ot 05.03.2019), npoussoautens 000
«HoBanok» nogan AOKYMeHTbl Ha perucTpaunio cnedytowmx npenapatos: TDF/FTC, TDF/FTC/EFV, DRV, EFV, RTV kancynbl, ABC/3TC, AZT/3TC, LPV/r. CornacHo
nucbmy 3A0 «dapmatex» (Ne1-063 ot 14.03.2019 8 otBeT Ha nmucbmo Ne01-09/76 ot 05.03.2019), APB-/1C TeHod 3M (TDF/FTC) u 3ugonam (AZT/3TC) «HaxoaaTcs
Ha npoueaype NOATBEPHKAEHMA rOCYAapCTBEHHOM perncTpaunm».

3akynka AJIB-/1C 3a cuyeT cpeacTB pecnybanKaHCKOro 61oaxeTa y HauMoHaAbHbIX npoussoauTenein naet ¢ 2014 roaa (tabavua 2.3), gaHHble O HUX NpPUBEAEHbI B
Tabnuue 4.3. Kak BUAHO, 3a 3TU roabl HauMoHanbHble Npoussoautenm (3A0 «dapmaTtex», PMYN «Akagemdbapmy», 000 «Benanek», PYMN «benmeanpenapatbi») He
OCBOMAW HU MPOU3BOACTBO MOJIHOMO LMKNA — XUMUYECKUI CUHTE3 papmMaLeBTUYEeCcKOn cybcTaHumn, H1 npomssoactso BULK — npurotoBneHne nekapcTBeHHbIX
dopm (TabneTtok) M3 rotoBol ¢apmaueBTUYECKON CybCTAHUMKM, MOCTaBASEMOW B BMAE MOPOLIKA. Bce HauuoHanbHble NMPOM3BOAUTENN OCYLLECTBAAIOT NIMLLIb
bacoBKy 1/MAM yNaKoBKY rOTOBbIX /IEKAPCTBEHHbIX Gopm (TabneTok), Npon3BeaeHHbIX MHANKCKUMMN reHePUIECKMMM KOMNaHUAMM.

HeAcHO, KaK MOBAMAIOT Ha BO3MOXHOCTb BBO3a B bBenapycb reHepuka ABC/3TC HenpoasneHue peructpaumm 6peHposbix Kusekcbl (ABC/3TC) u Tpusmsupa
(ABC/3TC/AZT); npogonxatowanca 6eccpoyHan perucrpaumsa 6perHaosoro 3mareHa (ABC) paHee He npenATcTBOBana BBO3y reHepumKa ABC.

Takxe 3a cyeT cpeacts D B 2018 roay 6b1n 3aKynaeH He3aperMcTpMpoBaHHbIN B benapycu 6peHaosbiii npenapat UHTeneHc (ETR) nponssoacTtsa Janssen-Cilag.
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Tabanua 4.2. M3meHeHna B nepeyHe 3apernctpupoBaHHbiXx APB npenapatoB (cpaBHeHue 20.11.2017 u
18.02.2019) 1 cTaTyc pernctpaunmn 3akynaeHHbix B 2018 roay APB npenapaTtos

3apeructpuposaHbl Ha 18.02.2019

MHH 3aKkynneHbl B 2018
Knacc *BnepBsble 3aperucTpuposaHsbl B 2018 %
APB-/1C HesaperncTpmpoBaHHble
[peaucmpayus 3aKoH4YuUnaCL]
HUOT | TDF TeHod TO 300mr (Hetero/ dapmarex) --
[Bupead TO 300me (Gilead)]
3TC Frentasup TO 150mr (Hetero/ ®apmarex) Frentasup TO 150mr (Hetero/
3nusup P 10mr/mn (GSK) dapmarex)
[3nusup TO 150me (GSK)]
ABC 3uareH TO 300mr (GSK)
A6akasup TO 300mr (Hetero/dapmarex) Ab6akasup TO 300mr
Abakasup TO 300mr (Lok-Beta/ (Hetero/®apmarex)
Benmegnpenapatbl)
Onntna TO 150, 300 1 600mr (PapmacuHTes)
**ABC P 20mr/mn (GSK)
AZT 3ngo TO 300mr (Hetero/dapmaTex)
AsmmmTem TO 100 mn 300 mr (PapmacuHTes)
Petposup ana uHdysuii 10mr/mn (GSK)
Petposup P 50mr/5mn (GSK)
**3nposyauH (Tpumukc MoiiHT)
HHUOT| EFV *3¢dasup 600mr (Cipla/ Akagembapm)
[3cmuea-600 600me (Hetero/®apmamex)]
**3¢dasupeHy, (Lok-Beta/ Becr)
NVP Hesusup Tabnetkn 200mr (Hetero/dapmarex) HeBusup Tabnetku 200mr
HesupnuH TO 200mr (PapmacuHTes) (Hetero/®apmartex)
**NVP P 10mr/mn (Cipla)
ETR -- **uTeneHc, Janssen-Cilag)
nn LPV/r Anysua TO 200/50mr 1 100/25mr (AbbVie) Anysua TO 200/50mr (AbbVie)
Kanetpa P (80mr+20mr)/mn (Aesica) Kanetpa P (80mr+20mr)/mn
(Aesica)
DRV HapyHasup TO 400mr u 600 mr (Hetero/ dapmatex)
** NapyHasup (Becr)
RTV Hopsup TO 100mr (AbbVie) Hopsup TO 100mr (AbbVie)
nn DTG Tusukaii TO 50mr (GSK) Tusukait TO 50mr (GSK)
FDC AZT/3TC | *Oyosup TO 300/150mr (Cipla/ Akagemdapm)
[Kombusup TO 300/150me (GSK)]
[3udonam TO 300/150me (Hetero/ dapmamex)] 3ugonam TO 300/150mr
(Hetero/ ®apmarex)
ABC/3TC | *NasyanH-AB (Hetero/ benanek) -
[Kusekca TO 600/300me (GSK)]
ABC/AZT | [Tpususup TO 600/300/150ma (GSK)] -
/3TC
TDF/FTC | *TeHsup EM TO 300/200mr (Cipla/ Akagembapm)
[Tpysada TO 300/200me (Gilead)]
[TeHog-3M TO 300/200me (Hetero/ dapmamex)]
**TeHodosup/ IMTPULMTAOUH
(Lok-Beta/ Becr)
TDF/FTC | Tpyctnea TO 300/200/600mr (Hetero/ ®apmarex)
JEFV **TeHodosup/ImTpuuntabux/

3d¢asupeHny, (Lok-Beta/ Becr)
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Ta6nuua 4.3. JaHHble o bapmaLeBTUYECKMX KomnaHusx Pb, nponseoaawmx 1 noctasastowmx APB-/1C

KomnaHnua Tun npounssoacTaa My6anyHaa nHpopmauma

3A0 dapmatex*| dacoBka M ynakoBka TabneTok, NpounsBeaeHHbIX
Hetero Labs Ltd., UHanA

Web calit oTcyTcTBYET; NOMUMO
APB-/1C npon3BogmT NakTyn03y

000 Bect He npoussoauT npenapaTbl, ABNAETCA https://westltd.by/;
auctpmbblotepom Lok-Beta Pharmaceuticals (1) naeT cTpouTenbCcTBo 3asoaa 000
Pvt.Ltd., MHana u npeactasutenem OO0 Hosanok Hosanok (Cknaens, benapycs)
pPnyn YnakoBKa TabaeToK, NPoOn3BeaeHHbIX 1 https://academpharm.by/
AKagemobapm pacdacoBaHHbIx Cipla Ltd., UHama

00O benanek | YnakoBKa Tab/eToK, NpoM3BeAEHHbIX U http://www.belalek.by/

pacdacoBaHHbIx Hetero Labs Ltd., UHans

YnakoBKa TabaeToK, NPoOn3BeaeHHbIX 1 https://belmedpreparaty.com/
pacdacoBaHHbIX J. Duncan Healthcare Pvt.Ltd., UHans

ana Lok-Beta Pharmaceu-ticals (I) Pvt.Ltd., UHaus

PYN benmep-
npenaparbl

MpumeyaHue. *BxoauT B DapmaueBTUUECKUI XxonauHr PYT «bendapmnpom»

Bonblaa 4YacTb U3 3apernctpupoBaHHbix APB-/IC no-npeskHemy MMEOT BO3pacTHble OrpaHWyYeHus no
ncnonb3oBaHuio y getelt (tabauua 4.4). NMocKoAbKy corfacHo ctaTbe 16-1 3akoHa «O neKapCTBEHHbIX
cpeactBax»’?,  «NPUMEHEHMe  NIeKApCTBEHHbIX  CPeACTB..  OCYLLECTBAAETCA MO NOKa3aHuAaM,
npeaycMOTPEHHbIM MHCTPYKLMEN NO MeLULIMHCKOMY NPUMEHEHUIo», 6oblIas YacTb NpenapaToB y AeTew
ucnonbsyertca off-label. Tem He meHee, gaxe Mcnonb3ys npenapaTtbl CTPOrO C y4eTOM OOO3HAYEHHbIX B
WMHCTPYKLUMAX BO3PACTHbIX OrPaHUYEHUN, ANs AeTel ctaplie 2 JieT BO3MOMKHO COCTaBUTb XOTA Obl OAHY
CXEeMY U3 CMNCKa pekomeHayembIx KANHMYECKMM MPOTOKOIOM, MYCTb U HE CaMyIo YA00HYI0.

Ta6nuua 4.4. Bo3pacTHble orpaHUYeHusa Ana UCNoib30BaHMA 3aperncTpupoBaHHbix APB npenapartos

Bo3paCT APB-/IC Toprosoe Bo3pacTHble orpaHnYeHnAa No MHCTPYKLUK
HaUMeHOBaHUe Nno NPUMEHEHWUIO
Jo ropa AZT B/B PeTtposup HeT orpaHunyeHumn
AZT P PeTtposup 24 kr, gna MMNMP — HeT orpaHn4eHNi
3TCP onueunp 23 mec
ABCP He 3aperucrpupoBaH -
NVP P He 3aperucrpupoBaH -
C~2 net 3TC lentasup 23 mec u 214 kr
AZT/3TC Oyosup >14 Kr
ABC 3nareH, Abakasup >3 mec u 214 kr
Hetero, Abakasup Lok-
Beta, Onutupg
LPV/r Anysua >2 net n 20,5 m?
Kanetpa 22 net n 215 Kr
RTV Hopsup 22 net
C~8 net ABC+3TC NasyanH-Ab 225 Kr
C~10 net AZT 3nao, Asumurem >30 Kr
C~12 net TDF TeHod >12 netn >35 Kr
EFV ddasup >40 Kr
DRV JdapyHasup 212 net n 240 Kr
DTG TuBUKai 212 net
C16 net NVP Hesusup, HesnpnuH >16 neT unm >50 Kr unam >1,25m?
C 18 net TDF/FTC TeHnsup EM >18 nert
TDF/FTC/EFV TpycTtuea >18 net

MpumeyaHue. CokpalleHnsa: P — pactsop 414 npuema BHYTpb, B/B — pacTBop A1 BHYTPUBEHHbIX UHPY3UIA

2 http://kodeksy-by.com/zakon_rb_o_lekarstvennyh_sredstvah/16-1.htm




Takmm o6pasom, B benapycn Ha 18.02.2019 roga 3apeructpupoBaHbl 23 APB npenapata. He
3apeructpuposaHbl paa APB-/IC, skatoueHHbIX B KanHuuyeckuin npotokon (ETV, RAL, ATV, ATV/r, FDC
TDF/3TC, TDF/3TC/EFV u AZT/3TC/NVP), pekomeHaosaHHbIx BO3 (EFV400, RAL 1 tepmoctabunbHble ATV/r
n DRV/r) n 3akynaembix gna geteit (P ABC n NVP, AT ABC/3TC, AZT/3TC n NVP). M3 3akynneHHbIx B 2018
rogy 6peHgoBbIX Npenapatos He 3apernctpuposaHbl ETR (MHTeneHc T 100mr npounsBoacTtea Janssen-Cilag)
n ABC (3mareH P 20mr/mn npoussoactea GSK), 3akynaemble B 2018 roay 3a cyet cpeacts MTN P, He
NPOA/IMAMN  PErNCTPALMIO HEKOTOPble TEHEPUKM, BbiNycKaemble bGenapyckum npoussogutenem 3A0
«®apmatex» (3akynaembii B 2016-2018 rogax 3uaonam, 3akynaemble B 2016-2017 rogax 3ctmBa-600 m
TeHod-IM; no uHpopmauum npoussoautensn, TeHod IM n 3uaonam HaxogaTca B npouecce npoaaeHus
peructpaumnn). OO0 «HoBanok» (no nHpopmaumm csoero opuumanbHoro npeacrasutens 000 «Bect»)
nogan Ha peructpauuio cneaywoowmx npenapatos: TDF/FTC, TDF/FTC/EFV, DRV, EFV, RTV Kkancynbl,
ABC/3TC, AZT/3TC, LPV/r. Mockonbky pernctpauus APB npenapaToB He fBAAeTcA 06A3aTeNbHOW HU AnA
3aKyNKM 3a cpeactea P, HM daKTUYeCKM Ans 3aKyNKM 33 CPeacTBa roCyAapcTBEHHOro 6rogkeTa,
MOTUBALUMSA HALMOHAbHbBIX MPOM3BOANTENEN PETMCTPUPOBATL NpenapaTbl BEPOATHO HEBbLICOKA.

FeHepukun RTV, LPV/r, RTV-cogepalme TepmoctabunoHblie UM (ATV/r, DRV/r) u DTG Ha 6enapyckom
PbIHKE OTCYTCTBYIOT B CBA3M C AENCTBYIOLWEN naTeHTHOoM 3awwmTtoi Ha LPV/r (Anysuna npounssoacrea AbbVie)
n DTG (TusuKait npoussoactea Glaxo).

Hu oamH mn3 6enapyckux npoussoautenen APB-/IC (3A0 «dapmatex», PNYN «Axkagemdpapm», 000
«Bbenanek», PYMN «benmeanpenapatbl») He MMeeT noaHoro umkna amb6o BULK npousBoactsa; BCe OHMU
OCYLLECTBAAIOT TO/IbKO GaCoBKY U/UAN YNAKOBKY BBE3EHHbIX 1IEKAaPCTBEHHbIX popm (TabneTok).

Bonblaa 4YacTb U3 3apernctpupoBaHHbix APB-/IC no-npeskHemy MMEelOT BO3pacTHble OrpaHuyYeHus no
NCNO/Ib30BaHUIO ¥ AETEMN.

4.1.2. NMpenapaTbl NPAMOro AeUCTBUA ANA NedeHun renatura C

Hu)Ke npeacTtaBneH nepeyeHb 3aperMcTPUMPOBAHHbIX MPAMOro AencTBMA Ana nedveHuma renatuta C B
COOTBETCTBUM C PeecTpom nekapcTBeHHbIx cpeacts PB”2 (tabauua 4.5).

Kak BuaHO, B benapycu 3apernctpupoBaHbl gBa opurMHanbHblx MM anAa neveHmAa renatmuta C
npoussoacTea KomnaHum AbbVie — 310 Bukeitpa Mak (PrOD) u Masupet (G/P); B benapycu aeicrsyet
naTeHTHas 3aWmTa Ha oba npenapaTa; reHepUKM AaHHbIX NPenapaToB HA HACTOALWMM MOMEHT B MUpe
oTcyTCTBYIOT. BO3MOXHOCTb npoussoacTsa reHepukos SOF, DAC, SOF/LED, SOF/VEL u pasuaacsupa
obecneyeHa BKAOYeHMeM benapycu B nmueH3no MPP.

BONBLWMHCTBO HALMOHaNAbHbIX NPOU3BOAMTENEN OCYLLECTBAAIOT TONbKO GACOBKY M YNAKOBKY FeHEPUKOB,
Npou3BeLeHHbIX B APYrMX cTpaHax. MoAHbIN LMKA NPOM3BOACTBA HanaxKeH Ana Bbinycka SOF Ha CMN 000
«®PapmnaHg» n gna sbinycka RBV Ha OAO «bopucoBcKuii 3aBoa MeanLMHCKMUX NpenapaTtoB» u MHY «MBOX
HAH Benapycu». Pa3paboTka TexHonormm nonHoro umkna ana SOF 6bina npoBegeHa B COOTBETCTBUM C
Focnporpammoit passuTva dapmnpombiwneHHocT bBenapycu’, KoTopas ofHOM M3 3agay  MmeeT
«pacwmpeHne HOMeHKNaTypbl oTeyecTBeHHbIX JIC 3a cyeT OCBOEHWUA TeHEePUYECKUX U OPUTMHAMBHBIX ...
aHTUMHGDEKUMOHHbIX NMPenapaToB A/ CUCTEMHOTO NpUmMeHeHus» (rnasa 7), B Tom uncie B nepuog 2016-
2018 ropoB npeanonarana «Pa3spabotaTb TexHonorMto nonydeHua JIC gna nedyenmsa renatmta C,
3KBMBAJIEHTHOrO 3apyberkHomy aHanory CoBanbam, M 0CBOUTb ero npomnssoactso Ha CM 000 "dapmnsHg''»
B Npenenax BblAeNeHHbIX cpeacTs pecnybnmKkaHckoro 6roaskeTa 1 3a cobCTBEHHbIE CpeacTBa UCNONHUTENSA
B 06beme 478 000,0 BYN (MpunoxkeHue 4, nyHKT 50).

3 Pexknm poctyna: http://www.rceth.by/Refbank/reestr_lekarstvennih_sredstv/. NaTta gocryna: 12.11.2018.

74 TocypapcTBeHHaA nporpamma passutua GapmaLeBTUyeckoi NnpombineHHocTn Pecnybanku Benapycs Ha 2016 -
2020 roapl. YTB. noctaHoBneHnem Coseta MuHuctpos PB ot 28.12.2015 r. N 1096 (B pea. NOCTaHOBAEHUI OT
16.12.2016 N 1038, ot 10.10.2017 N 759). http://nasb.gov.by/rus/activities/research/2016/farm_2016-2020.pdf
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Tabnunua 4.5. MNepeyeHb 3apernctpuposaHHbix MMNA ans nedeHus renatuta C 8 benapycn Ha 12.11.2018 roaa

MHH 1 dopma Toprogoe ﬂpomasop,mvenb, Homep [ata ijOK LleHa 3a 12-He,ﬂ,e}'l;:5HbIVI
sbinycka NN HaNMEHOBaHME MponssoauTens Tabnetok | ocywecTsasowmnii pacoBry | ypoctoBe- | perucrpa- | gencrsms Kypc B anTeKax”>,
N YNaKOBKY peHus uum BYN/ USD

SOF lenacodt Global Napi UNTYMN Peb-Papma 16/09/2612 | 07.09.2016 | 07.09.2021 | 1204,5-1235,76/
TO 400mr Ne28 Pharmaceuticals, Ernner 565-580

Codup CN 000 dapmnsHa* CM 000 DapmnaHA, 18/03/2705 | 01.06.2017 | 01.06.2022 | 879,0-1204,86/

412-565
Codocbysup Ruyuan Hec Pharm Co. CN 000 dapmnsHg, 2135/16 20.06.2016 | 6eccpoyHo | HeT B cetn
Ltd., Kutaii

FenuymHaTt Natco Pharma Ltd., MUHaua COO0O HatusuTa 18/10/2872 | 10.10.2018 | 10.10.2023 | HeT B cetu
SOF/LED Codocnep, Beker Laboratories, A/iskup | dk30H/ benanek rpynn 17/08/2722 | 03.08.2017 | 03.08.2022 | 1999,86/
TO 400/90mr Ne28 937
SOF/VEL Bennanar Natco Pharma Ltd., UHana | COOO HaTtusuTa 18/07/2838 | 18.07.2018 | 18.07.2023 | HeT B ceTu (3aABneHHan
TO 400/100mr ueHa 500 USD 3a N228)
No28
DAC’® Oaknacodt Global Napi UNTYN Peb-®apma 17/11/2746 | 08.11.2017 | 08.11.2022 | 607,50-653,88/
TO 60 mr Pharmaceuticals, Ernner 285-306

Haknatacsupa | Ruyuan Hec Pharm Co. CM 000 DapmnaHg, 2383/18 02.04.2018 | 6eccpoyHo | --

rmapoxnopug | Ltd., Kutain

(dapm.

cybcTaHumn)
ProOD Bukeiipa Mak DAS - AbbVie Ireland NL (B) AbbVie Inc., CLLA 10468/16 04.04.2016 | 04.04.2021 | 18353,79-18749,25/
TO 12,5/75/50mr B.V.; PAR/r/OMB - Fournier 8602-8788
1 250 mr No4(2+2) Laboratoires Ireland
X7, 4 Nnaykun Limited, Upnangua
G/P Masupet Fournier Laboratoires (B) AbbVie Deutschland 10669/18 29.10.2018 | 29.10.2023 | HeT B ceTu (3aABNeHHasn

TO 100/40mr
No3x7, 4 nayku

Ireland Limited, UpnaHgua

GmbH & Co. KG, lepmaHus

ueHa 4833 USD 3a
YNaKoBKY Ha 28 aHeM)

75 Mo paHHbIM caiiTa tabletka.by Ha aaTty 12.11.2018, kypc aonnapa 1 USD = 2,1336 BYN (HaunoHanbHbIi 6aHK https://www.nbrb.by/statistics/rates/ratesDaily.asp)

78 Mpenapat JaknaTtacsupa npounssoactsa 3A0 YHudbapm yuactsosan B Toprax 20.10.2017, Kak HaxoAdawmMica B npoLecce pernctpauum, Ho Ha aaty 18.02.2019 B Peectpe
NleKapcTBeHHbIX cpeacTs Pecnyb6amku Benapycb Takoro 3aperncTtpupoBaHHOro npenaparta He 3HauuTcA
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(npoponkeHne Tabauupi 4.5)

RBV Koneryc Patheon Inc., KaHaga (6) Hoffman-La-Roche, 9433/10/15 | 30.07.2015 | 30.07.2020 | 281,75-367,44/
T 200 mr LWsenuapus 132-172
Pn6asupuH- OAO BopuCOBCKUIM 3aBOL, OAO BopuCOBCKUI1 3aBOA, 16/03/1932 | 23.03.2016 | 6eccpouHo | 35,00-149,52/
Bopumeg, MeANUMHCKUX NpenapaTos® | MeanuMHCKUX npenapaTos 16-70"’
PnbasupuH Hangzhou Starshine OAO bopucoBckuit 3aBog, 1295/10/14 | 30.07.2014 | 30.07.2019 | --
(dapm. Pharmaceutical Co MeANUMHCKMX NpenapaTos
cybcTaHumn)
PnbasunpuH FHY NBOX HAH Benapycu* | THY MBOX HAH Benapycu 15/10/1765 | 21.10.2015 | 21.10.2020 | --
(bapm.
cybcTaHumn)

MpumedaHune: * HanaxkeH nosHbIA UMKA nponsBoacTea. CokpalueHusa: b — 6peHaoBbIi npenapat

MHCTpYKUMA No npumeHeHuto npenapaTta Fenacodt’® (SOF) npoussoactea UMTYM «Peb-Papma» pekomeHAyeT MCNONAb30BaTbh TOMLKO [Be Cheaylolme cXxembl
nevenuns: Fenacodt (codpocbysup) + pubasupuH u Fenacodpt (copocbysup) + pubasupuH + lMer-uHtepdpepoH. 370, C OAHON CTOPOHbI, HE COOTBETCTBYIOT
COBPEMEHHbIM MUPOBbIM PEKOMEHAALIMAM, @ C APYrOi CTOPOHbI, NOCKONbKY CTaTbsA 16-1 3akoHa «O NeKapCTBEeHHbIX cpeacTBax»’® yKasblBaeT, UTO «NMpUMeHeHue
NIEKapCTBEHHbIX cpeacTB [...] ocyllecTBAseTcA No NoKa3aHUAM, NPeayCMOTPEHHbIM MHCTPYKLUMEN NO MeAULMHCKOMY NMPUMEHEHUIOY», TO peasbHOe NPUMEHEHMe
[aHHOro npenapaTa B coveTaHuun ¢ DAC nponcxoguT off-label.

PNYN «Akagemdapm» B nncbme N2214/216 ot 12.03.2019 B oTBeT Ha nMcbmo BOO «Mo3uTMBHOE ABMMKEHME» COOBLLAET, YTO «B TeYeHUEe HECKOIbKUX BAMMKaNLLINX
NIeT NNaHUPYeTCA perncTpauma 1 BbiNyCK NeKAPCTBEHHbIX CPEACTB, coaeprKalumx codpocbyBup, gaknaTacsmpy.

Takum o6pasom, B Benapycu 3apeructpupoBaHbl cnegytowme MNNA ana nedyeHua renatuta C: agsa 6peHaoBbix — PrOD (Bukenpa MNak) U noka He NpUCyTCTBYIOWMIA B
anTeyHon cetn G/P (MasuperT), Tpu npenapara B Buae Heaoporux reHepukos — SOF (Fenaco¢T, Codup), DAC (daknacodt) n SOF/LED (Codocnea), a Takxe noka He
npucyTcTBytoWMIA B anTedHol cetn SOV/VEL (BennaHart); Takxe goctyneH RBV (bpeHaosbiii npenapat Koneryc u reHepuk PubasupuH-Gopmumea). MoAHbIA LKA
Npou3BOACTBa HanaxkeH Ans Bbinycka SOF Ha CM 000 «®apmnsHa» (Tabnetkn Codup) u ana sbinycka RBV Ha OAO «BOpPUCOBCKMIA 3aBOA MeAMLUHCKUX
npenapatoBy (TabneTkn PnbasnpuH-bopumen) n NrHY « MIBOX HAH Benapycu» (bapm. cybeTaHumsa).

77 Heobxoaumoe KonmuecTso Tabnetok RBV paccunTaHo B 3aBUCMMOCTM OT Macchl Tea Yes0BeKa: B3poCibiM <75 Kr — 5 Tabnetok B cyTku (420), >75 Kr — 6 TabneTok B cyTku (504)
78 https://www.rceth.by/Refbank/reestr_lekarstvennih_sredstv/details/16_09 2612, https://www.rceth.by/NDfiles/instr/16_09 2612 i.pdf
7 http://kodeksy-by.com/zakon_rb_o_lekarstvennyh_sredstvah/16-1.htm

51




4.2. 0630p HaUMOHA/IbHbIX NPOTOKOJI0B JIeYeHUs
4.2.1. HauMoHanbHble NPOTOKONbI eyeHna BUY-uHpekumm

MokasaHunAa K APT. lokasaHma K APT B benapycu paclwumMpanncb B COOTBETCTBUM C MEXAYHapOAHbIMMU
pekomeHgaumamn (tabnuua 4.6). Oeictsyrowmin KnuHuueckunin npotokon®® peknapupyet, uto «APT
ABNAETCA KAOYEBbIM KOMMOHEHTOM OKa3aHuA meAuumMHcKon nomowm JIXKB» u ¢ 01.01.2018 ropa
npeanonaraeT NPeAoCTaBAATb YHUBEPCaAbHbIM focTyn K APT — «APT nokasaHa Bcem J1XKB» (n. 6.1).

Ta6nuua 4.6. Kputepumm HasHayeHma APT cornacHo HaLMOHaNbHbIM NPOTOKOAAM U peKomeHaauusam M3

log YposeHb CD4 numdountos* Kak KpuTtepuin ctapta APT
2010 <200

2012 <350

2017 <500

2018 Nobol

MpumeyaHue. * ¢ 2012 roga npeaycmaTpuBanacb BO3MOXKHOCTb Hayana APT y naumneHToB ¢ CD4 ammdbountamm Bbile
MOPOroBOro YPOBHA MPW HAMYUKN APYTUX KIAMHUHECKUX U/UAN 3MMAEMMNONIOTUYECKUX MOKa3aHWU

C vy4yeTom 3TanHOCTM nepexoda C nNpeaplaywux pPeKomMeHZauuMM Ha YHMBEpCanbHbIA  AOCTyn,
[AeKlapMpoBanacb NPMOPUTETHOCTb NOPAAKa npegoctaBneHma APT ans otaenbHbix Kateropuit JIXKB, HO B
HacToAwee BpemAa APT npepocTtaBaaeTca BCeMm.

B yupexgeHuax cuctembl ANH MB/M, aucnaHcepHoe HabntogeHwe, npoBeseHUE U MOHUTOPUHE Tepanuu
OCYLLLECTBNAIOT B COOTBETCTBUM C HOPMATUBHbIMM akTammu M3 PBE8! (nn. 1.2, 1.3, 1.13).

Cxembl APT. Kak onpegenser KnMHWYeckuit npoToKkos, «cxema APT coCTOUT M3 COYETaHUA OCHOBaHMA
cxembl, npeactasneHHoro gsyma HNOT, n TpeTbero npenaparta ogHoro mns tpex Knaccos: HHNOT, UM naun
MW». B npoToKosne yKkasaHbl APB-JIC ¢ pa3HbiM CTaTyCOM perucTpauum Ha MOMEHT YyTBEPXKAEHMA NPOTOKONa
(tabnuua 4.7), BKNtOYas HesaperucTpmpoBaHHble npenapatbl FTC, ETV, RAL, KOMBUMHUPOBaHHbIe Npenaparthbl
TDF/3TC, ABC/3TC, TDF/3TC/EFV wn AZT/3TC/NVP, Ttabnetkm EFV posuposkoinr 400 wm 200 mr,
ancneprupyemble Tabnetkm aaa 403MpoBaHus y geteit oo 10 net, u HeKoTopble pacTBopumble GOpMbl 4NA
Aetei nepsbix 3 neT (Hanpumep, pactTeBopbl AN Nnpuema BHyTpPb ABC 1 NVP).

Cxembl APT nepsoro psga B Genapycu B LLefIOM COOTBETCTBYIOT pekomeHaaumam BO3% (tabnuua 4.8).
MpeanoYtTUTENbHBIMM ANA B3POCAbIX ABNAKTCA CXEMbl, OCHOBaHHble Ha EFV. B oTanymne oT pekomeHgaumm
BO3, K anbTepHaTUBHbIM CXeMaM He OTHOCAT CXeMbl, OCHOBaHHble Ha MW (DTG) — oHM npusogATca B
pasgene «40NyCTUMble».

Moaxoapl K cmeHe cxembl APT B cnydae ee HeadpdeKTUBHOCTM B benapycy Takke B Le/IOM COOTBETCTBYIOT
pekomeHaaumnam BO3 (Tabnuua 4.9).

80 KanHmnuecknii npoTtokon «IMarHocTuka 1 neveHune nauneHTos ¢ BUY-nHdekumeir». YteepxkaeH NoctaHosneHnem M3
PB o7 01.06.2017 r. Ne41. Pexkum goctyna: http://minzdrav.gov.by/dadvfiles/001077_878477_41_vich.pdf

81 NoctanosneHne M3 PB u MB/, PE o1 07.07.2016 N2 82/186 «O AONOAHUTENbHbIX MEPaX MO OKa3aHUo
MeauUnHCKon nomolm BUY-MHPULMPOBAHHBIM NaUMeHTaM B MEANLMHCKMX NOAPa3AeNEHUAX YUPEKAEeHUN
YrONOBHO-UCMONHUTENBHOM CUCTEMBI, 1e4ebHO-TPYAOBbIX NPodUNaKTOPUAX MUHUCTEPCTBA BHYTPEHHUX Aen
Pecnybaukn Benapycb 1 rocyAapCTBEHHbIX OPraHM3auUnaX 34PaBOOXPaHEHUAY.

82 WHO Consolidated guidelines on the use of antiretroviral drugs for treating and preventing HIV infection.
Recommendations for a public health approach - Second edition. 9 June 2016. Available at:
http://www.who.int/entity/hiv/pub/arv/arv-2016/en/index.html
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Ta6nuua 4.7. APB-/1C, Bxogdawme B KnMHMYeCKUin npoToKoa (cornacHo npua. 3, 1abn. 1)

Knacc APBJIC CraTyc peructpaumm APB-/1C 8 PB [2017]
3aperncTtpmpoBaHHble He 3apeructpmnpoBaHHble™®
HUOT TDF T 300 mr T 150 mr 1 200 mr; MopoLuokK (40 mr B N0XKKe)
FTC - T 200 mr
3TC T 150 mr; P 10 mr/mn T 300 mr; AT 30 mr
AZT T 300 mr; P 10 mr/mn AT 60 mr
ABC T 300 mr OT 60 mr; P 20 mr/mn
HHUOT | EFV T 600 mr T 400 mr; T c HacevKo 200 mr
NVP T 200 mr OT 50 mr; Cupon 10 mr/mn
ETV - T 100 mr, 200 mr
nn LPV/r T 200/50 mr 1 100/25 mr; MpaHynbl 40mr/10 mr
Cupon 80/20 mr/mn
ATV - K 300 mr v 100 mr
ATV/r - T 300/100Mmr
DRV T 600 mr T 300 mr 1 75 mr; Cupon 100 mr/mn
RTV vam /r T 100 mr CycneHsua 80 mr/mn
717 DTG T50 mr
RAL - T 400 mr; XKeatenbHble T 25 mr 1 100 mr;
MpaHynbl (100 mr B calwe)
FDC TDF/FTC T 300/200 mr -
TDF/3TC - T 300/300 mr
ABC/3TC - T 600/300mr; AT 60/30 mr mn 120/60mr
AZT/3TC T 300/150Mmr OT 60/30 mr
TDF/FTC/EFV T 300/200/600mr T 300/200/400 mr
TDF/3TC/EFV - T 300/300/600mr 1 300/300/400mr
AZT/3TC/NVP - AT 60/30/50mr
MpumeyaHuma:

CokpalueHus: T—Tabnetku, AT — ancneprupyemble TabneTtku, K — kancynbl, P — pactBop Ans npMema BHYTPb

* KaK yKa3aHo B KAMHMYecKom NpoToKone, «obecnedyeHne n nedeHme nauneHTos J1C, He UMELWMMMN perucTpaumm B
PB, OCyLLEeCTB/IAIOT B COOTBETCTBMU C TPE6OBAHMAMM HOPMATUBHO-NPABOBbIX aKTOB PB»

Ta6bnuua 4.8. Cxembl APT nepBoro psga Ana B3pOC/AbiX M AeTen, Bxoaawme B KAMHMYECKMIA NPOTOKON
(cornacHo npun. 3, Tabn. 5 u 6)

Cxembl

B3apocnbie n et 10 netn
cTapLe

[etn 3-10 net
C Maccom Tena <35kr

Jetn mnagwe 3 net

MpegnoytuTenbHble

TDF + FTC (nnm 3TC) + EFV

ABC/3TC + EFV

ABC (nnn AZT?) +
3TC + LPV/r

A}'IbTepHaTVIBHbIe

TDF + FTC (nnm 3TC) + NVP
AZT + 3TC + NVP (nau EFV)

ABC/3TC+ NVP
AZT/3TC3+ EFV (nam EFV)
TDF?+ 3TC (uam FTC?) +
EFV (nnm NVP)

ABC/3TC + NVvP*
AZT/3TC3+ NVP*

Jonyctmble!

ABC + 3TC + NVP (nan EFV)
ABC (unn AZT3) + 3TC + LPV/r
(nam ATV/r?)

TDF + FTC (nan 3TC) + LPV/r
(nnam ATV/r?)

TDF + FTC (nnm 3TC) + DTG

ABC (unmn AZT3) +
3TC + RAL?
ABC + 3TC + AZT®

Mpumeyanuma:

! Cxembl, AONYCTMMbIe NPU onpeaeneHHbIX YCA0BUAX, TO €CTb KOorAaa No NpuYnHam HenepeHoCMMOoCTH, HaInYnA
KIMHNYECKUX I'lpOTVIBOI'IOKa3aHMl7I K MCNO/ZIb30BaHUIO, NEKAPCTBEHHbIX BBaVIMO,CI,eﬁCTBMVI, HEBO3MOXXHO NPUMEHUTb HU
O4HY M3 NpeanoYTUTENbHbBIX NN aNbTEPHATUBHbDBIX CXEM.
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2 He 3apeructpupoBaHbl B benapycu Ha MOMeHT HanucaHua otdeta: ATV/r, RAL, moHonpenapat FTC, a Takke
WHCTPYKLMAMM NO NPUMEHEHUIO OFPaHUYEHbl BO3MOXKHOCTU UCMOb30BaHMA HekoTopbix APB-/1IC y aeTeit no Bo3pacTy u
Macce Tena (cmoTpu HuKe). Kak ykasaHo B KnMHUYeCKOM NpoTOKO/E, «kobecneyeHune n neveHne naumeHTos J1C, He
UMetLWMMK perucTpaumm B PB, ocywecTBaAoT B COOTBETCTBMM C TpeOOBaHUAMM HOPMATUBHO-NPABOBbIX aKTOB PB».

3 ABC aBnsaetca npeanoytntenbHbiM HUOT, HasHauyeHne AZT TONbKO NpU YyCTaHOBAEGHHOW annepruyeckol peakumm un
rmnepyyscTeuTenbHocTn K ABC.

4 Cxembl ¢ NVP ABAAIOTCA NPeANOYTUTENBHBIMW Y AeTel NepBbIX 2 HEAEb HKU3HW.

5> Cxemy 13 3 HUOT MCnonb3yoT Npu akTUBHOM TybepKyaese nam npoumnx ocobbix 06CTOATENbCTBAX.

Ta6bnuua 4.9. Cxembl APT BTOpOro psaa Ana B3pPOCAbIX U AeTel, Bxogdwme B KAMHMYECKUI NpOTOKoN
(cornacHo npun. 3, Tabn. 8-11)

HeapdpeKTnBHas cxema Cxema BTOpOro psaga
MaymeHTsbI
nepeoro paaa MpeanoytTuTenbHble ANbTepHaTUBHblE
B3spocnbie u | TDF + FTC (unmn 3TC) + EFV (nnu AZT + 3TC + LPV/r AZT + 3TC + DRV/r (unn DTG)
netn 10 net | NVP) (nan ATV/rY) RAL! (nam DTG) + LPV/r
M cTapwe ABC + 3TC + EFV (nnn NVP) (v DRV/r)
TDF + FTC (nan 3TC) + DTG? AZT + 3TC + LPV/r AZT + 3TC + DRV/r
(nnn ATV/r)
AZT + 3TC + NVP (nnun EFV) TDF + FTC (unun 3TC) | TDF + FTC (wnn 3TC) + DRV/r
+ LPV/r (unm ATV/rY) | (nan DTG)
ABC + 3TC + LPV/r (nnn
ATV/r! uam DRV/r nan DTG)
RAL! (naun DTG) + LPV/r
(naun DRV/r)
TDF + FTC (nnm 3TC) + LPV/r (nan | AZT + 3TC + DRV/r 2HUOT? + NVP
ATV/r) 2HUOT? + EFV
ABC + 3TC + LPV/r (nan ATV/r) 2HUOT? + DTG
AZT + 3TC + (uaun ATV/rY) TDF (M ABC) + FTC | —
(nnn 3TC) + DRV/r
Lletn ABC (unm AZT) + 3TC + LPV/r AZT*(unm ABC) + 3TC + RAL
mnague ABC (nam AZT#) + 3TC + LPV/r ABC (nam AZT*van TDFY®) + 3TC + EFV (unmn RALY)
10 net ABC (um TDF®) + 3TC (uam FTCY) | AZT? + 3TC + ATV/r*¢ (nam LPV/r)
+ EFV (unm NVP)
AZT* + 3TC + EFV (namn NVP) ABC (nam AZT*van TDFY®) + 3TC (nam FTCY) +
ATV/rY® (unn LPV/r)
Mpumeyvanua:

! He 3apernctpupoBsaHbl B benapycu Ha MOMeHT HanucaHua otyeta: ATV/r, RAL, moHonpenapat FTC, a Tak»ke
WHCTPYKLMAMM NO NPUMEHEHUIO OFPaHNYEHbl BO3MOXHOCTU UCNOIb30BaHNA HeKoTopbix APB-/1IC y aeTei no Bo3pacTy U
Macce Tena (cmoTpu HuKe). Kak ykasaHo B KnMHUYeckom npoTokose, «obecnevyeHne n nedeHve naumentos J1C, He
nmetoWwmmMn peructpaumm B PB, ocywecTBnsaoT B COOTBETCTBMM C TpeBOBaHUAMM HOPMATUBHO-NPABOBbIX aKTOB PB».

2 Mo pe3syabTaTaM MONEKYNAPHO-TEHETUYECKOrO MCCAEeA0BaHUA NNa3Mbl KPOBM Ha HaMuMe MyTaL Ml NeKapCTBEHHOM
pe3suncteHTHOCTM B PHK BUM.

3 Mpu UcNonb3oBaHMM B CXeMe ABYX NOAHOCTbIO akTUBHbIX HUOT no pesynbTaTam MOAEKYNAPHO-TeHEeTUYECKOro
nccnenoBaHMA NNasmbl KPOBU Ha HaIMUME MyTaUM NeKapCcTBEHHOM pe3ncteHTHocTn B PHK BUM.

4 ABC asnaetca npeanoututensHbiMm HUOT, AZT Ha3HaualoT TONbKO NPU YCTaHOBAEHHOW annepruieckoi peakumm u
rmnepyyscTeuTenbHocTn K ABC.

5> TDF paspelueH BO3 K MCNonb30BaHMIO Y AeTel cTaplue 2 aer.

6 ATV/r ncnonb3ytoT Kak anbTepHaTtuey LPV/ry geTeii ctaplue 3 mecaues.

KAMHmMyecknin npoTokon (nyHKT 13) pernameHTvpyeT moAudUKaUMIO CXeMbl C 3aMeHoW npenapaTa
(npenapaToB) B Npesenax paga, KOTOPYI OCYLLECTBAAIOT NpU HeNnepeHoCUMOoCTH onpegeneHHoro APB-/1C
(pasBuTME TAXKENbIX UAN AUTENIbHO COXPAHAIOLWMXCA YMEPEHHDbIX HeXKenaTeNbHbIX peakuuin) nan Haauuum
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CTporumx I'IpOTVIBOI'IOKa3aHVIVI K ero npummeHeHuro (B TOM 4ucne HE6}'IaFOI'IpVIF|THbIX NeKapCTBEeHHbIX
B3aMMOAEﬁCTBMVI C OoAHMM WUAN HECKOJIbKUMU OpYyrMMU  XKU3HEHHO Ba*XHbiMU ﬂC), a TaKXKe 4anAa
OoNTUMHU3aUNN CXeMbI.

OnTummM3aumaA cxembl onpegeneHa Kak moamdukaumna cxembl APT ¢ Lenbio nosbiweHnsa ee 3GGEKTUBHOCTH
M 6€30MacHOCTM, NPU YCOBUN €€ KIMHUYECKON M BUpYyCoNorMyeckon 3pPpeKkTMBHOCTM (Heonpeaensemas
BH BWY yepes wectb M Honee mecAueB nocae Hayana waM Bo3obHoBneHus APT, no pesynbTaTam
nccnenoBaHus, NPOBEAEHHOIO B TeYEHWE NocieaHUX 3 MecaALEeB) U yA0BAETBOPUTENIbHOW NePEeHOCUMOCTH.
OnNTMMM3aUMA CXEMbl MOXKET HEeCTU KaK MHAMBUAya/bHble MPEeMMyLLecTBa (YMeHbLUeHMEe KPaTHOCTU
npuvema, Ucnosb3oBaHMe KOMOBUHUPOBAHHBIX JIC Man JIC ¢ MeHbWNMMKN MeTaboMYeCKUMMMN NOCAEACTBUAMM
O0/ITOBPEMEHHOIO WMCMO/b30BaHMUA), TaK W MPOrpamMmMmHble npeumyliectsa (OTCyTCTBME HEOBXOAMMOCTM
cobntogeHna XoNnonoBOM Lenu ANA XpaHewus, pesepsuposanHuve UM pgna cxem APT BTOoporo psaga).
Ontummsaumsa cxem APT y pgetein (Tabnuua 14 KnnMHMYecKoro npoTOKONA) BKAKOYAET WX YNPOLLEHWE U
rapMoHM3aLmio (COBMELLEHNE CO CXeMaMM /1A B3POC/bIX) MU MOKET BKAOYaTh poTtaumio LPV/r Ha NVP nan
EFV, poTtauuto AZT Ha ABC nnn TDF, potaymio ABC Ha TDF (B ocobeHHOCTM Ana NoApPOCTKOB C Maccoi Tena
6onee 35 Kr), potaunio NVP Ha EFV (B ocobeHHOCTM B BO3pacTe 3/1eT U ctTapuie).

CyuwiecTBytoT 06beKTUBHbIE NPENATCTBUA K CNeAoBaHUI0 pekomeHaaumam BO3 2017 roga no nepexoay Ha
HOBble npenapaTbi®: BKAOYEHME CXeM, OCHOBaHHbIX Ha DTG, B anbTepHaTMBHble cxembl 1 pasa
JIMMUTUPYETCA HaMuMeM NAaTEHTHOM 3aLWMTbl M CBA3AHHOW C 3STUM A0POroBM3HOM npenapata (2 040 USD 3a
rogoBoit Kypc B 2018 roay), npenapatbl EFV400 u RAL Ha HacToAWMA MOMeHT B benapycu He
3aperucTpupoBaHbl, npenapata DRV/r B Buae GpMKCMPOBaHHOW KOMBUHaAUMN He nmeeTcA (4TO CBA3AHO C
HaAnYMem NaTeHTHOM 3alnTbl Ha RTV).

4.2.2. HaynoHanbHble NPOTOKObI NeyeHnA renaturta C

[eiCTBYIOWMNA KNMHMYECKUIA NPOTOKOA «[MarHoCTMKa M seyeHMe naumeHToB (B3pocsioe HacesneHue) c
XPOHMYECKUMM BUPYCHbIMM renatutamm B n C»®*  pekomeHayeT mcnonb3osaHue npenapatos SOF/LED,
PrOD, SOF+DAC, SOF/VEL, SOF, RBV (tabnuua 4.10). XI'C y B3pocabix He BXxoauT B lMepeyeHb 3abonesaHuit,
Jaoumx npaso Ha 6ecnnatHoe obecnedeHune JIC, oaHako ¢ 2017 roga noABMAAcb M aKTUBHO pa3BMBaeTCA
nporpamma npepgoctaB/ieHns 6ecniaTHoro nedeHus renatuta C npenapatamu nNpamMoro Aencrema. Tak,
6blM yTBEPXKAEHbI «ANrOPUTM fiedyeHns BUpycHoro renatuta C neKapcTBEHHbIMKW cpeacTBaMu NPAMOro
nencteua»®®, yteepskaeHa MHCTPYKUMA O NOpsAKe Ha3HadeHus npenapaTtoB ANs neveHua renatuta C86,
onpegeneH NopagoK 3aKkynKku, pacnpeseneHus v Bblgaun npenapaTtos®,

8 WHO Technical Update 2017. Transition to new antiretroviral drugs in HIV programmes: clinical and programmatic
considerations (July 2017).

84 KnnHnuecknit npoTokon «IMarHocTuKa 1 neveHne naumeHTos (B3pocaoe HaceneHmne) ¢ XpOHMHECKUMU BUPYCHbIMM
renatutamm B n C». YTB. lMNoctaHoBneHnem M3 PB o1 19.03.2019 Ne19.
http://pravo.by/upload/docs/op/W21934091p_1557781200.pdf

8 MHCTpyKUMA NO NPUMeHeHMIo, yTBepaeHa MuHucTepcTsom 3apasooxpaHerns, Ne 036-0517 ot 01 uioHa 2017 roaa
«ANropuUTM NeveHna BUpycHoro renatita C nekapcTBEHHbIMK CPeACTBaMM NPAMOTo AeNCTBUAY.
http://www.infectology.bsmu.by/ 1d/2/249  .pdf

8 06 yTBepwaeHU VHCTPYKLMK O NOpAAKe HasHauyeHUa NeKapcTBeHHbIX cpeacts Copocbysup/Meamnacsmp,
Codocbysup, Jaknataceup, PubaBnpuH 1 oueHKkM 3dHEKTUBHOCTU IeYEHUA Y NALUEHTOB C BUPYCHbIM renatutom C.
Mpwkas M3 Pb o1 24.01.2018 r. No51.

87 06 yTBepXAeHNM MHCTPYKUMM O AONOAHUTEIbHBIX MepaXx No opraHM3aummn obecnevyeHmna nekapcTBeHHbIMM
cpencTBaMmun U MeauuMHCKUMU U3LEIMIMU HEKOTOPbIX KaTeropuit naumeHTos. Mpukas M3 P ot 10.11.2017 r. Ne94.
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lenatut C y pgeterr go 18 net BkAw4deH B [lepeyeHb 3abosieBaHWM, garowumx nNpaBo Ha becnnatHoe
obecneveHne JIC; aeTckuit KauvHuyecknit npotokon®® pekomeHayeT npuMeHeHWe MernIMpoBaHHOro
nHTepdepoHa y geteii ctaplue 3 feT, B TOM YMcne B codetaHum ¢ RBV. Mpenapatsl MNA (8 Tom yncne SOF u
SOF/LED getam 212 net) B KAHNYeCKoM NpoTOKo/e He ynomaHyTbl (Tabanua 4.10).

Ta6nuua 4.10. 3aKoHogaTelbHOE perynMpoBaHue nedeHus renatmuta C B benapycu

Y B3poCabIxX Y neteit <18 net

Hanunune KnnHuyeckoro Ja Ja
NpoToKoAa BkntoueHsl J1C: SOF/LED, BkntoueHbl JIC: UOH a, MNIAr-NPH a2a, N3r-

PrOD, SOF+DAC, SOF/VEL, N®H a2b, RBV

SOF, RBV He skntoyeHbl: SOF n SOF/LED petam =12 net
BkntoueHue B MepeyeHb Het [a
3abos1eBaHN, Aatowmx Ho onpeaeneH nopaaok B17.1 OcTpsbit BUpYCHbIN renatuT C (aetu oo
npaBo Ha 6ecnnatHoe npeaocTaBAeHUs 18 neT); B18.2 XpOHMYECKWNI BUPYCHBbIN
obecneyeHue B Nnpeaenax 6ecnnaTtHoro nevenus NN | renatut C (aetn go 18 ner)
nepeyHa ON1C% (SOF, DAC, SOF/LED, RBV)
BK/loueHWe B nepeyeHb LO3AB UHTepdepoHbl (getam >3 ner);
once JO5A Hykneo3uabl u Hykneotuabl, ucknodaa HUOT/HHUOT (RBV)
BkntoueHue B JO5A AHTMBMPYCHbIe cpeacTBa npamoro aeictena (SOF, DAC, SOF/LED)
Pecnyb6anKaHcKui
dopmynap JIC Ha 2018 rop**

B benapycu focTynHbl 1abopaTopHble U UHCTPYMEHTaNbHbIE UCCAEAO0BAHUA ANA HA3HAYEeHMA U KOHTPOAA
ne4vyeHna: onpepeneHne reHotuna BIC, anactomeTpua nedeHun, onpegeneHme CbIBOPOTOUHbIX MapKepos
¢$unbpo3a, onpeaeneHme BIC B KpoBM (B TOM Uncae c noporom aetekumm <15 ME/mn).

KAMHWYECKNI1 NPOTOKOA MO AnarHoctuke u nedeHuto XI'C y B3pocabix BKAOYaeT MNepeyeHb 06cief0BaHNI U
HEeobX0AMMbBIX MEAULMHCKMX BMeLIaTenbCTB y naumeHToB ¢ XIC go Hayana neyenua MNA4 (tabnuua 4
MpoTokona) n [lepeyeHb METOAOB UCCNEOOBAHUA ANA MOHUTOPUHIra 3GPEKTUBHOCTU M 6e30MacHOCTH
NpoTMBOBUPYCHOro nedennsa XrC MNNA (tabanua 5 MNpoTokona). B AaHHbIX Tabavuax HeT TPagULMOHHOIO
pa3geneHna Ha «obAsaTenbHble obcnesoBaHus», GecnnaTtHO MNPOBOAUMbIE BCEM NAUMEHTAM, W Ha
«A0MN0/IHUTENbHblEe 06CNef0BaHMAY, HAa3HAaYaeMble MO NOKA3aHMAM.

CToMMOCTb onpeseneHnsa reHoTMNa BUpyca B KOMMeEpPYECKUxX labopaTopusax cocTasaset okoso 35 BYN (~15
USD), kauyectBeHHoro onpeaeneHna PHK BIC — 25 BYN (~10 USD), B Tom uncne c noporom getekumnmn <15
ME/mn — 65 BYN (~30 USD); ctouMocTb anacTomeTpun coctasnaeT okono 40-50 BYN (~20 USD).

88 KAMHMYECKMI NPOTOKON AMArHOCTUKM U IeYEHUA NaLMEHTOB ([eTCKoe HaceneHne) ¢ MHPEKLMOHHbIMM
3a601eBaHUAMM NPU OKa3aHUN MEAULMNHCKOM NOMOLLY B aMbByNaTOPHbIX M CTAaLMOHAPHbIX YCOBUAX PAaMOHHDIX,
06.21aCTHbIX U pecnybanMKaHCKUX OpraHM3aunii 3apaBooxpaHerHns Pecnybamnkm benapyco (yt8. Mpukazom M3 PB ot
24.08.2012 r. Ne961)

8 MNepeueHb 3a60neBaHNI, AaIOLLMX NPABO rpa)aaHam Ha becniaTHoe obecneyeHne NeKapcTBEHHbIMM CPeCTBaMM,
BblJaBaeMble MO peLenTam Bpayel B Npesenax nepeyHs OCHOBHbIX 1IEKAPCTBEHHbIX CPeACTB, NpU ambynaTopHOM
leyeHunm, a TakKe neyebHbIM nuTaHuem. MNoctaHoBneHne Coseta MuHucTpos PB o1 30.11.2007 r. Ne 1650 (B
pefakumm noctaHosneHnsa Coseta MuHuctpos PB 23.10.2009 r. Ne 1390).

% OcHOBHbIE NEeKapCTBEHHbIE CPeACTBa, HasHauYaemble Npu 3a601eBaHMAX, BKAIOYEHHbIX B NepedeHb 3a601eBaHuil,
JaoWwmnx NpaBo rpaxaaHam Ha becnnaTHoe obecnevyeHne NeKapCTBEHHbIMU CPeACTBAMM, BblAAaBAEMbIMM MO
peL,enTam Bpayei B npesenax nepeyHa OCHOBHbIX JIEKAPCTBEHHbIX CPEACTB, NPU aMbynaTOPHOM leYeHMM, a TaKKe
NeyebHbIM NUTaHnem (noctaHosieHne M3PE ot 16.07.2007 r. Ne 65 B pegakuuu ot 04.04.2014 r. No25, ctp. 32)

91 06 yctaHoBNEHUM PecnybanKaHcKkoro popmynapa nekapcTBeHHbIX cpeacTts Ha 2018 roa. MNoctaHosneHne M3 PB ot
03.04.2018 r. Ne33. http://pravo.by/document/?guid=3961&p0=W21833004
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4.3. AHanus 3aKynok npenapatos B 2018 n 2019 ropax

4.3.1. Cxembl aHTUPETPOBUPYCHOI Tepanum, ucnosbsyembie B 2018 rogy

95% mncnonb3zyembix B 2018 rogy cxem APT 6bian npeacTaB/ieHbl AeBATbIO OCHOBHbIMM cxemamu (Tabnumua
4.11 v pucyHoK 4.1): Hanbonee 4acTo ncnonb3osanu cxemy TDF/FTC + EFV (49,3%, a ecin cuntaTb BmecTe C
FDC TDF/FTC/EFV — 70 B 53,9%), BTOpasa no yactote — cxema AZT/3TC + EFV (13,0%). YBenunyeHue 4actoTbl
MCNONb30BaHUA ABYX OCHOBHbIX CXeM NepBoro paaa B cpaBHeHuu ¢ 2017 roaom Npomn3oLno BEPOATHO U3-
3a maccuBHOro BkAo4veHUA B APT HoBbix J1XKB nocne Hayana yHMBepcanbHOro aoctyna ¢ 1 AHeBapa 2018.

Ta6nuua 4.11. MepeyeHb M 4011 OCHOBHbIX cxem APT, ncnonb3yembix B 2017 1 2018 rogax

No CxeMa 2017* 2018*
n= % n= %

1 | TDF/FTC + EFV 3474 34,8 7 168 49,3
2 | AZT/3TC + EFV 366 3,7 1893 13,0
3 | TDF/FTC + LPV/r 2321 23,2 1429 9,8
4 | AZT/3TC + LPV/r 463 4,6 735 5,1
5 | TDF/FTC + NVP 375 3,8 675 4,6
6 | TDF/FTC/EFV 532 5,3 661 4,6
7 | ABC+3TC+EFV 759 7,6 523 3,6
8 | AZT/3TC + NVP 730 7,3 390 2,7
9 | ABC+3TC+ LPV/r 301 3,0 322 2,2
10 | Mpouwne 669 6,7 739 51

UTOlro 9990 100 14 535 100

MpumeyaHue: * naHHble PecnybankaHcKkoro peructpa Ha 30.09.2017 v 14.02.2019

+

759

2321

2017

+

1429

1893

2018

Mpo4yne

B ABC + 3TC + LPV/r
AZT/3TC + LPV/r
TDF/FTC + LPV/r

W AZT/3TC + NVP

B TDF/FTC + NVP

W ABC +3TC+ EFV
AZT/3TC + EFV

B TDF/FTC/EFV FDC

B TDF/FTC + EFV

PucyHok 4.1. Jonn ocHoBHbIX cxem APT, ncnonbsyembix 8 2017 n 2018 rogax

Cxembl 1 paga coctasuaun 79,7%, cxembl 2 paga n nocnegyowme — 20,3%.

YacTtoTa MCNonb3oBaHMA KOMBWHMPOBaHHbLIX MpenapaToB «3 B 1» No-npesKHemy OCTaeTcsl HEeBbICOKOIA:
ncnonbsosaHune FDC TDF/FTC/EFV sbipocno B 1,8 pasa no cpasHeHuto ¢ 2017 rogom, oAHaKo COCTaBaseT
Bcero 4,6% OT Bcex Ucnosibayembix cxem (Tabamua 4.12 u pucyHok 4.2). B 6onblumMHCTBO cxem APT BxoaaT
FDC u3 asyx HUAOT (87,4%). Cxembl rae Bce Tpu APB-/1IC npeacTtaBaeHbl MOHO KOMMNOHEHTaMK COCTaBAAOT
8% oT Bcex cxem, npuyem 90% W3 HUX BKAOYAOT MOHO npenapat ABC, yto 6blLJ1I0 CBf3aHO C
HEBO3MOMHOCTbIO 3aKYMKU KombuHmMposaHHoro ABC/3TC uns3-3a geinctsyloweid Ha TOT MOMEHT NaTeHTHOM
3aWmTbl Ha KombuHaumio (8 2019 roay nnaHMpyeTca 3aKynKa reHepuka ABC/3TC).
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Ta6nuua 4.12. Yactota UCNonb3oBaHMA KOMBUHUpPoBaHHbIX APB-/1C B 2017 1 2018 rogax

Cxembl, Bkatovatowme APB-/1C B Buae 2017 o 2018*
= % = %
TpoitHoit FDC (TDF/FTC/EFV) 366 3,7 662 4,6
[sa HUAOT FDC + npenapaT OCHOBBbI 8445 84,5 12703 87,4
MOHO KOMMOHEHTOB (B TOM Yncie MoHo ABC**) 1179 11,8 1170 (1053) 8,0(7,2)
UTOro 9990 100 14535 100

MpumeyaHua: * aaHHble PecnybankaHcKoro pernctpa Ha 30.09.2017 1 14.02.2019; ** HeT BO3MOXKHOCTU 3aKynaTb
KOMBUHUPOBaHHbIEe reHepuKkn ABC n3-3a geincTeytoLLelt naTeHTHOM 3aLWMUThl

1179

8445

366
2017

PuUcyHOK 4.2. YacToTa Mcno/ib30oBaHUsA KOMBMHMpoBaHHbIX APB-/1C B 2017 1 2018 rogax

1170

12703

. 662
2018

] TonbKO MOHO
KOMMNOHEHTbI

KombuHupoBaHHbIe

2HUOT

M TpoiiHasa FDC

BonbWKMHCTBO Mcnonb3yembix B 2018 rogy cxem ocHoBaHbl Ha HHWUOT (79,4%) — EFV unu pexe NVP;
BrnepBble B KoHUe 2018 6bin 3aKynsieH ETR Ha 20 roaosbix cxem. Cxembl, ocHOBaHHble Ha WM, 06bl4HO
Ha3HaA4YyalTCA KaK CXembl BTOPOro paga uam npum HenepeHocmmoctu mumetowmxca HHWUOT; cocrasnatot
18,6% — Hanbonee yacTo ucnonbayetca LPV/r. EAMHCTBEHHbIVM UMetowmiica B Benapycy npenapat Knacca
MU DTG u3-3a AOPOroBmM3Hbl He BXOAWUT B cxembl 1 paga, ucnonblyetcs peako (1,7%) M ob6bl4HO
Ha3Ha4aeTcA NaumeHTam ¢ noampesncteHTHolMm BUY. KnuHmMyeckuii NpoToKon pekoMeHAyeT yXo4 OT CXeM
13 3HUNOT KaK cybonTumanbHbix (Tabnmua 4.13).

Ta6bauua 4.13. YacTtoTa cxem sie4eHmna, OCHOBaHHbIX Ha oTaenbHbIX APB-/1C, 8 2017 n 2018 roaax

Cxembl BK/1lOYakowme 2017+ 2018*
’ = % = %
APB-/IC knacca HHUOT, u3 Hux 7872 78,8 11548 79,4
EFV 6774 67,8 10346 71,2
NVP 1098 11,0 1200 8,2
APB-/IC knacca UM, U3 Hux 1912 19,1 2703 18,6
LPV/r 1860 18,6 2538 17,5
DRV 30 0,3 151 1,0
ATV 22 0,2 14%* 0,1
APB-/IC knacca UM: DTG 92 0,9 248 1,7
3HMOT 114 1,2 41 0,3
UTOro 9990 100 14535%** 100

MpumeyaHua: * aaHHble PecnybinkaHcKoro pernctpa Ha 30.09.2017 1 14.02.2019; ** B 2018 roay He 6bi10
roc3akynok ETR, ATV, RAL (octaTku nepewnu c 2017 roaa); *** B 6 cnyyanx B cxembl BXOAMAN OQHOBPEMEHHO
npenapaTbl U3 ABYX YKa3aHHbIX Knaccos (HHNOT, UM, UN)
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PucyHok 4.3. HactoTa cxem fie4eHnA, OCHOBAHHbIX Ha oTaenbHbix APB-/1C, 8 2017 1 2018 rogax

M3 HUOT Hambonee 4acto MCNonb3yoTcas KombuHaumm TDF/FTC (65,8%, natoc 4,6% TponHas FDC
TDF/FTC/EFV) n AZT/3TC (21,6%). ABC uawe Bcero HasHauyatoT ¢ 3TC, MCNO/Mb30BaHNE MOHO MpenapaTos
AZT 1 TDF MrHMManbHo (Tabnuua 4.14).

Ta6nuua 4.14. YacrtoTta ucnonb3oBaHua otaenbHbix HUOT B 2018 roay*

Cxema n= %
TDF/FTC 9567 65,8
TDF/FTC/EFV 662 4,6
AZT/3TC 3141 21,6
ABC 1053 7,2
3TC 1129 7,8
AZT 59 0,4
TDF 81 0,6

MpumeyaHue: * gaHHble PecnybankaHcKkoro pernctpa Ha 30.09.2017 1 14.02.2019

Takum obpasom, B 79,7% mncnonbaytotca cxembl APT 1 psga; 95% ucnonbsyembix B 2018 rogy cxem APT
6blNN NpeacTaBAeHbl AeBATbIO OCHOBHbIMM cxemMamu: Hanbonee yactble cxembl 1 paga —sto TDF/FTC + EFV
(8 53,9% Bmecte ¢ FDC TDF/FTC/EFV), n AZT/3TC + EFV (13,0%), Hanbonee yactble cxembl 2 psga — 3T0
TDF/FTC + LPV/r (9,8%) n AZT/3TC + LPV/r (5,1%). Ucnonb3oBaHue TpoinHbix FDC (TDF/FTC/EFV) no-
npeXHemy HeBbICOKO (4,6% OT MCNoNb3yeMbix cxem), B 60NbLUMHCTBO cxem APT BXOAAT KOMBUHALMK ABYX
HUOT (87,4%); 90% MOHO KOMMOHEHTHbIX cxeM BKAto4YaloT ABC, UTO CBA3aHO C HEBO3MOMKHOCTbIO 3aKYMNKM
KombuHmnposaHHoro ABC/3TC.

MaTeHTHas 3aWwmTa W AOPOroBM3HA OpPeHAOBbIX MNpPenapaToB MNPenAaTCcTBOBajsa WX  WMPOKOMY
Ncnosb3oBaHMIO: Tak, DTG Bxoaun Bcero avwb B 1,7% MCNONb3yeEMbIX CXEM — MCNOAb30BA/CA 1A IeYeHUA
auy, ¢ pesncteHTHbIM K HHUOT u UM Bupycom, He BXxoamn B cxemy nepBoro pAana. BosmoXKHOCTb 3aKynKu
OUKCUMPOBaHHbIX TEPMOCTabUAbHbIX KOMBWHauuit reHepukoB DRV/r n ATV/r 6bina 3abnokupoBaHa
[AeNCTBYIOLLEeN NaTeHTHOM 3almTon Ha LPV/r.
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4.3.2. 3akynku APB-J1C

MpueeaeHHaa nHpopmauma o6 APB-JIC, 3akynneHHbIx B 2018 rogy v nnaHupyembix K 3akynke 8 2019 roay,
OCHOBaHa Ha [AaHHbIX, OTPaXKeHHbIXx B TpeboBaHWMAX 3afBOK Ha 3aKyMKy, 3aK/AHOYEHHbIX AOroBopax C
nocTasLWmMKamm, u uHbopmauum, npegoctasneHHor PHIML, MT (tabavua 4.15).

Ta6nuua 4.15. VICTOYHMKKU MHDOPMALMKM O KoInYecTBe 3aKynieHHbiXx APB-J1C 1 nx ueHax

Ne MNokasatenu JOKYMEHTbI Kak MCTOYHUKM MHbOPMaLUK BO3MOXHOCTb A0CTYNa K AaHHbIM
1 MnaH 3aKkynku TpeboBaHMA 3aaBOK Ha 3aKynky APB-J1C B oTKpbITOM gocTyne Ha
3NEKTPOHHbIX TOProBbIX Naowaakax*
2 3aKynaeHo 3aKNo4YeHHble 4O0roBopa C NOCTaBLMKaMMU B oTKpbITOM AocTyne Ha caiite PYI
(3arynka 3a cyet cpeacTs «bendapmaunsa»

pecnybankaHckoro boaxeta)

Nubopmauusa, npegoctasneHHas PHIML MT | Mo 3anpocy B PHMLU MT
(3akynka 3a cuet cpeacts MTM Td)

3 | BbigaHo JIKB NHdopmauyma popm BeAOMCTBEHHOM Mo 3anpocy NaBHOMY BHELITAaTHOMY
OTYETHOCTU N PecnybMKaHCKMIA pernctp cneyynanncty M3 Pb no okasaHuio
BUY-MHPULMPOBAHHDIX NALMEHTOB MeAMLMHCKOM NOMOLLM NaLMEHTAM C

BUY-uHpekuymen namn s ON BUY PLINS

MpumeyaHue: * B 2019 B OTKPLITOM AOCTYNE He cogepKaT TabumL, C KOAMYECTBOM U CTOMMOCTbIO NPenapaTos

LleHbl B USD paccumntaHbl No Kypcy HaumoHanbHoro 6aHka Pb Ha aeHb coctaBneHusa TpeboBaHMiM 3aABOK Ha
3aKynky. Kypc py6na Kk USD 3a aHanuaupyemblt nepuofd 6bin OTHOCUMTENbHO CTabwuieH — AnanasoH
KonebaHu He wnpe 10% (pucyHok 4.4).
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PucyHoK 4.4. Konebanua Kypca BYN k 1 USD no aaHHbIM HaumoHanbHoro 6aHka PB°?

B Tabnumuax 4.16-4.20 u Ha pucyHke 4.5 npusegeHbl aaHHble 06 APB-JIC, 3akynneHHbix B 2018 wu
nnaHvpyembix K 3akynke B 2019, a TakKe npeacTaB/ieHbl CPaBHUTE/bHblE AaHHble MO KOJMYeCcTBY
ncnonb3yembix otaenbHbIx APB-J1C 1 LeHam Ha HUX.

O6bem 3aKkynok otaenbHbix APB-/IC Ha 2018 rog paccymTbiBaaca C y4eTOM NMPOrHO3MpPYeMoro Koam4yecTsa
JTKB, kKoTopbim byaeTt npegnoxeHa APT (21 850 yenoBsek, paccyMTaHo OT oLEeHOoUYHoro Yymcna JIXKB cornacHo
cTpaterum «90-90-90») c yueTom nmetowmxca B 2017 roay octaTkoB oTaenbHbix APB-/1C.

9 [paduK nameHeHna odbuLManbHOro Kypca 6esopycckoro pybas no OTHOWEHWMIO K MHOCTPaHHbLIM BanioTam,
ycTaHaBAMBaemoro HaunoHanbHbiM 6aHKkom Pecny6anku Benapycs, ¢ 01.01.2018 no 01.03.2019.
https://www.nbrb.by/Statistics/rates/Graphic

60




Ta6nunua 4.16. APB-/1C, 3akynneHHble B 2018 roay, COracHO 3aK/0UMEHHbIM AOr0BOPaM C NOCTaBLINKAMM

Konnyectso LeHa3a |UeHa3aegu- Yucno CroumocTtb
NCTOYHMK 6/ Konnyectso Cymma,
cpeace APB-/1C I MocTaBLwuK Ne YNaKOBOK eamHuL, YMaKoBKY, | Huuy (Tab- USD rogoBbIX | roAoBOro
(tabnetok) usD netka), USD KypcoB | Kypca, USD

Pecny6sun- | ABC TO 300mr K | Papmatex 60 10 856 651 360 10,70 0,18 116 142 905 128
KaHCKNi DRV TO 600mr x| Bect 60 1145 68 700 78,16 1,30 89 498 95 938
Broaxer AZT TO 300mr O | Tpymuke MonHT | 60 102 6120 8,22 0,14 838 9 99
(M3)* 3TC TO 150mr I | ®apmatex 60 | 10856 651 360 7,01 0,12 76 063 905 84

AZT/3TCTO Ox | ®apmaTtex 60 19792 1187520 7,31 0,12 144 643 1649 88

300/150mr

NVP T 200 mr Ox | ®apmaTtex 60 25 329 1519740 2,63 0,04 66 554 2111 32

TDF/FTC TO [k | Bect 60 87 069 5224 140 11,32 0,19 985 172 14512 68

300/200 mr

EFV TO 600 mr x| Bect 60 74 012 4440720 6,06 0,10 448 487 12 335 36

TDF/FTC/EFV TO O | Bect 60 26944 1616 640 39,26 0,65 1057 745 4491 236

300/200/600 mr

LPV/r TO 200/50mr B | Abbvie 120 31789 3814 680 60,80 0,51 1932771 2 649 730

nTOro m3 4917915 - -
Cpeactea | RTV K 100mr B | Abbvie 30 2 300 69 000 25,65 0,86 58 995 96*** 616***
MTN Fd** | DTG T 50mr b | GSK 30 3170 95 100 170,00 5,67 538 900 264 2040

ETR T 100mr B | Janssen Cilag 120 250 30000 300,00 75 000 20,8 3600

[eTckme popmbl — | HEEE - - - - - 33 759,69 - -

B/BeHHbIN AZT B | GSK 5 108 - 42,42 - 4 581,36 - -

10mr/mn - 20mn

nTororo 711 236 - -
nUTOoro 5629 151 21945 -

MpumeyaHus: * cornacHo MHGOPMaLMM MO 3aKNHOHEHHBIM A0roBopam Ha caitte PYN «Bbendapmauma»; 3akynka AZT TO 300Mr GbaKTUUECKU He COCTOANACH;

** cornacHo nHdopmaumm, npegoctasneHHol PHML MT (nncbmo ot 28.02.2019 r. N222-04/55 B oTBeT Ha nucbMo BOO «lMosutnsHoe asmxeHne» ot 20.02.2019 r. Ne01-09/60);

*** kypcbl RTV no 2 ynakoBKu B mecau, gns 6yctuposaHuma DRV,

*¥*** 6pernposble ABC P 20mr/mn - 240mn Nel (GlaxoSmithKline Inc., Kanaga) v LPV/r P 80/20mr/mn - 60mn Ne5 (Aesica Queenborough Ltd., Bennko6putaHusa), reHepuku NVP P
10mr/mn - 100mn Nel (Cipla Ltd., UHaua) u AZT P 10mr/mn - 240mn Nel (Macleods Pharmaceutical Ltd., UHaua); 3akynka AT He 6blna npegycmoTpeHa
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Jorosopbl Ha 3akynKky APB-/IC B 2018 roay 3a cyeT cpeacTB pecnybanKaHcKoro 6toaxeTa Obln 3aK/104EHbI
Nno pesy/nbTaTaM 3/1eKTPOHHbIX TOProB, YTO NO3BOJIMNO B YC/IOBUAX KOHKypeHuuu 3akynutb APB-JIC no
LeHaMm, COCTaBAAOLWMM 0KoMo 41% OT HavyaNbHOM LeHbl, 0603Ha4YeHHON B TpeboBaHUM 3aABKU Ha 3aKYMKY
(tabnmua 4.17). CornacHo nHdopmaumm PYM «Bbendapmauyma» Ha 12.10.2018, 3akynku APB-/1C B 2018 roay
6b11M NPOBEAEHbI CTPOrO B COOTBETCTBUM C 3aK/IK0YEHHbIMU AoroBopamm (Kpome AZT TO 300mr).%3

Ta6nuua 4.17. LleHbl Ha oTaenbHble APB-J1C, 3akynieHHble B 2018 roay 3a cyeT cpencTB pecnyb/1MKaHCKOro
6toarKeTa (CornacHo 3aKNHHYEHHBIM AOFOBOPAM, B CPAaBHEHUM C OTPAXKEHHbIMK B TpeboBaHMM 33aABKM Ha 3aKyMKy)

LleHa 3a ynakosky, USD Obuwan cymma, USD
APB-/1C Ne | TpeboBaHue |Jorosop Ha % ot TpeboBaHue |[JoroBop Ha % o1
3aABKU 3aKyMNKy |MCXOOHOro| 3anABKKU 3aKynKy |uMcxonHoro

ABC TO 300mr 60 19,24 10,70 55,6 208 853 116 142 55,6
DRV TO 600mr 60 211,90 78,16 36,9 242 624 89 498 36,9
AZT TO 300mr** 60 8,87 8,22 92,7 904 838 92,7
3TCTO 150mr 60 10,28 7,01 68,2 111 423 76 063 68,3
AZT/3TCTO 300/150mr | 60 10,45 7,31 70,0 77 495 144 643 *
NVP T 200 mr 60 4,42 2,63 59,4 111944 66 554 59,5
TDF/FTC TO 300/200 mr | 60 26,31 11,32 43,0 1226736 985172 *
EFV TO 600 mr 60 12,90 6,06 47,0 954 533 448 487 47,0
TDF/FTC/EFV TO 60 162,80 39,26 24,1 4386537 | 1057745 24,1
300/200/600 mr
Utoro no reHepuKkam 7 321 050 | 2985 143 40,8
LPV/r TO 200/50mr 120 60,80 60,80 100 1932771 | 1932771 100
(6peHaoBbIin)

MpumeyaHue. * [OroBop 3aKNtOYEH Ha 3aKynKy 60bLIero YMcaa ynakoBok npenapara, Yem 6b11o 0603HayeHo B
TpeboBaHWK 3aBKM Ha 3aKYMKY, C y4eTOM HEOOXOAMMOCTHM 3aKyNKKN AonoaHUTeNbHbIX HUOT nocne nepeou,eHKu
nmetowmxca octatkos APB-/1C; ** AZT TO 300mr He 3aKynieH

Ta6nuua 4.18. LleHbl Ha APB-/1C, 3aKynnieHHble B 2018 roay y oTAe/IbHbIX NOCTaBLINKOB

UCTOYHMK 3aKynaemble Lona ot cpeacts, %
cpeAacTs Mocrasuunk AyPB-l'IC B/T" | Cymma, USD O6wwux | Mo pasgenam

Pecnyban- | ®apmatex ABC, 3TC, AZT/3TC, NVP r 403 403 = 8,2 (13,5%*%*)

KaHCKUM Bect TDF/FTC, EFV, r 2 580903 - 52,5 (86,5**%)

BropxeT TDF/FTC/EFV, DRV

(M3)* TpummUKC MONHT | AZT**** r 838 - <0,1 (<0,1***)
Abbvie LPV/r b 1932771 = 39,3
UTOro m3 4917 915 87,4 100

CpeactBa Abbvie RTV b 58 995 — 8,3

MTM rd** | GSK DTG b 538 900 — 75,8
Janssen Cilag ETR b 75 000 - 10,6
PasHble***** JeTtckme popmbl - 33 759,69 - 4,7
GSK B/BeHHbIN AZT b 4 581,36 — 0,6
UTororo 711 236 12,6 100

nUToro 5629 151 100 -

MpumeyaHua: * cornacHo MHGOPMALMKM MO 3aKNHOYEHHbIM AOroBopam Ha cante PYM «bendapmauymsa»; ** cornacHo
nHdopmaumm, npegocrtasneHHomn PHIL MT (nucbemo PHML, MT ot 28.02.2019 r. N222-04/55 B oTBeT Ha nucbmo 600
«Mo3nTnBHOE AuKeHue» oT 20.02.2019 r. Ne01-09/60); *** B T.4. Ha reHepuku; **** AZT TO 300mr He 3aKynneH;
***%* Bpenpgosble ABC P 20mr/mn - 240mn Nel (GlaxoSmithKline Inc., KaHaga) n LPV/r P 80/20mr/mn - 60mn Ne5
(Aesica Queenborough Ltd., Beankobputanusa), reHepukn NVP P 10mr/mn - 100mn Nel (Cipla Ltd, UHauna) u AZT P
10mr/mn - 240mn Nel (Macleods Pharmaceutical Ltd., UHana); 3akynka [T He 6bina npegycmoTpeHa

% MNocTaBUWMKM NO pe3y/bTaTamM NpoLeayp 3aKynoK JeKapCTBEHHbIX cpeacTs no naaHy 2018r. (Ha 12.10.2018r.)
https://pharma.by/media/files/Zakyp_lek_sredstv/zakup_2018.rar
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Obuwan cymma 3aTtpat rocygapctea Ha APB-J1C B 2018 roay 3HauMTe/IbHO CHU3M/IACh AaXKe HeCMOTPA Ha To,
4yTo 3a cpeacTBa pecnybanKaHckoro 6togykeTa Obll AONONAHUTENBHO 3aKynaeH OGpeHAOBLIV Npenapat
Anysua (LPV/r), Ha gonto KoToporo 6bii10 noTpayeHo okono 39,3% scex cpeacts Ha APB-/1C.

3aKkynKka npenapata Anysua (LPV/r) 3a cueT cpeacts pecnybivMKaHCKOro 6roayKeTta MO3BOAMAA CHU3UTb
ponto cpegcts MTI I'd B 3akynke APB-/1C B 2018 rogy a0 12,6%.

®durHaHcoBoe bpems Ha 3akynKy bpeHa0BbIX Npenapatos B 2018 rogy ocTaBanocb NO-NPeXHEMY BbICOKMM:
TaK, flONA CPeACTB, 3aTpaYnBaeMbIX Ha 3aKynKy Tpex 6peHaosbix J1C (LPV/r, RTV u DTG), coctasuna 45,0%
oT obuwiero 6rogketa Ha 3aKkynky APB-/IC. Hanbonee pmopornm, XoTb WU 3aKynieHHbIM B HebosbluOM
Ko/myecTse, ABMCA bpeHaoBbIn npenapaT UHTeneHc (ETR) — 3 600 USD 3a roaoBoit Kypc.

B Tabauue 4.20 1 Ha pucyHKe 4.5 npeacraBneHo cpaBHeHWe LeH oTaenbHbix APB-J1C B 2017, 2018 rogax, u
HayasbHaA CTOMMOCTb aykumoHa B 2019 roagy. LeHbl Ha 6GONbLWIMHCTBO reHepUYecKMx npenaparos,
3aKyn/eHHbIx B 2018 roay, NpUBANNKaKTCA K CpeAHEeMUPOBLIM, 33 UCKAoYeHMem npenapatos TDF/FTC/EFV
(sbiwe B 3,0 pa3a) n 3TC (Bbiwe B 4,2 pa3a); pakTMUecKne 3akynoyHble LeHbl B 2019 roay Ha HacToALMIA
MOMEHT He U3BECTHbI.

MnaHupoBaHuMe 3aKynoK Ha 2019 nmeno HeKkoTopble 0cO6eHHOCTH:

1) B 2019 roay (tabnuua 4.19) nnaHupyeTca 3aKynKa meHbLero Yncaa APB-/1C B cBA3n ¢ ob6pa3oBaBLIMMKCSA
OCTaTKamM M3-3a 3akynku B 2018 rogy 66abLiero ymcna rogosbix cxem APT, yem 6b110 peasnbHO BKAOYEHO
JTKB B Tepanuto (cmoTpu pasgen 1.1). B Hauane roga (TpeboBaHuMe K 3ag4aHui0 Ha 3aKkynKy ot 18.12.2018)
Ma1aHUPOBaNiOCb K 3aKynke 6asosbix npenapatos (NVP, LPV/r, DRV) Bcero Ha 3 761 rogosoit Kypc,
npenapatos ocHoBsbl (ABC, AZT, 3TC, AZT/3TC, TDF/FTC) Ha 11 666 rofioBbix KypcoB. B cBA3uM ¢ 3TM obuipe
3aTpaTtbl NpeanonaraAnucb MeHbLIMMKU, HECMOTPA Ha TO, YTO 3aTpaTbl HA 3aKynKy Tpex 6peHAoBbIX
npenapatos (LPV/r, RTV u DTG) He ymeHbLuatca, coctasms 2 473 854 USD.

2) C 04HOW CTOPOHBI, M36bITOYHOCTL 3aKYMOK B MPOLLIOM roZy NMO3BO/IM/IA CO34aTb 3anac Npenaparos, HO C
APYroi CTOPOHbI — Y MaLMEHTCKOro COOBLLECTBA HET AOCTYNa K OTKPbITbIM AaHHbIM, KOTAa KOHKPETHO KaKoM
npenapat 3akoHumutca. CalT pereboi.by genntca coobleHMAMM O HauyaBLIMXCA B KOHUE MasA nepebosx ¢
Tabnetkamm 3TC 1 DRV B oTAenbHbIX pernoHax.>

3) Ana 3akynku APB-J1C Ha 2019 ropa 66111 06bABNEHbI Y3KE TPU ayKUMOHA (MHGOPMALMSA HUKE B TEKCTE U B
Tabnuue 4.21), pasnuyalowmeca No HaMMEHOBAHMAM W Ko/JuMyecTBy 3akynaembix APB-/IC; HeAcHo,
npeAnonaraeTcsa M 3TUM 3aKPbITb FOAOBYIO NOTPEBHOCTb, MHO ByayT elle 06bABAATLCA HOBblE AYKLMOHDI.
PaHee nnaHbl No 3akynke (no KpaiHelr mepe Ha 2017 wn 2018 rogpl) Ny6AMKOBAAUCL Ha MOJIHbIN
cnepywowmi rog sBnepea.

4) Ecnu B TpeboBaHWUM 3aABKM Ha 3aKynKy Ha 2018 roa 6bi10 yKasaHOo, YTO MaHWPOBaHME 3aKymnok
NpoBOAUTCA MO, PYKOBOACTBOM M NO METOL00IMU, NPeAN0KeHHON pynnoi ynpasaeHna rpaHtamm PHIML,
MT, To B TpeboBaHUAX 3as8BOK Ha 3aKynKy Ha 2019 roa Takoro He ckasaHo. bonee Toro, B nucbme PHIML MT
«O 3aKkynke JIC 3tpasumpuH» ot 14.05.2019 Ne22-04/102 (8 otseT Ha nucbmo BOO «MosuTMBHOE
ABuXeHne» oT 16.05.2019 Ne172/01-10) ckas3aHO, 4TO MWHbOPMaUMA O KOAMYECTBE MaLMEeHTOB,
nosiyyaroLmx npenapaTt, He BXoguT B KomneTteHumto PHIL, MT 1 4To «no Bonpocam aHTUPETPOBUPYCHOM
Tepanun BUY-MHOMLMPOBAHHbBIX NauMeHTOB cneayeT 06palaTbca K rMaBHOMY BHELITAaTHOMY Cneumnaancty
M3 Pb no oKa3aHu1o MeANLMHCKON NOMOLLM NaumeHTam ¢ UY-uHdpekumnen».

% NamunByauH BbIAAIOT TONBKO B cupone, [lapyHaBup 3akaHumnsaeTca. 3akynku APB npenapaToB Tak U He COCTOANMUCH.
BepoaTHbl nepeboun yxe B bavKaiee spemsa. 6 nioHa 2019. https://pereboi.by/2019/06/06/lamivudin-vydayut-
tolko-v-sirope-darunavir-zakanchivaetsya-zakupki-arv-preparatov-tak-i-ne-sostoyalis-veroyatny-pereboi-uzhe-v-
blizhajshee-vremya/
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5) Brnepsble B ogHOM ayKumoHe (AU20190104161160/ 2019-653009) nossuaach cuctema MHOMECTBEHHbIX
NIOTOB, B KOTOPble 06BeAMHUAN 3aKYNKM HE TONbKO M3 pecnybanKaHCKOro, HO U U3 MmecTHoro BroaxkeTa (3TC
TO 100 mr v TDF TO 300 mr, yto coctaBuno 3,4% ot obluelt cymmbl aykumoHa — Bcero 87 210,80 USD), u
BEPOATHO 3TW NpenapaTbl 6blNM NpeaHa3HaYeHbl He gns nedeHna BUY-nHbekumn, a gna tepanum renatuta
B (go3unposka 3TC 100 mr ncnonbsyeTca A1a nedeHus renatmuTa B Ho He gns neveHuns BUY-uHbekumm).

6) 3atpatbl PHML, MT Ha 3akynky APB-/1C no cpaBHeHuto ¢ 2018 rogom cHu3ATcA B 3,8 pasa, U Ux 4ons B
obuwmx pacxoaax Ha 3akynKky APB-JIC coctaBuT Bcero 4,5%. Ha yctoliumBocTb cuctembl obecneveHma APB-/1C
B benapycu moXKeT HeratMBHO CKasaTbCA 4-X KpaTHOE CHUMMKEHME 4Yucna NAaHUpyemblX K 3aKyrnke 3a
cpencrtea MTIM I'd rogosbix KypcoB npenapaTa Tusmkan (DTG) — c 264 B 2018 roay Ao 61,8 B 2019, a TakKe
OTKa3 OT NJaHMpoBaHMA 3akynku B 2019 roay npenapata UHTeneHc (ETR) — npu Tom yto B 2018 roay 3a
cyeT cpeacte MTI TP Bnepsble 6biaM 3akynneHbl 20,8 rogosbix KypcoB ETR, M nepexoga Ha
dUHaHCMpOBaHME 3a cpeacTBa rocbrorKeTa TaKKe He 3annaHMpoBaHo. Kak coobuwaet PHIL, MT B nucbme
«0O 3aKkynke JIC 3tpasupuH» oT 14.05.2019 Ne22-04/102, «c y4yetom nocrtasku JIC B KoHue 2018 rog, ero
ncnonb3oBaHWe nnaHmposanocb B 2020 roay», a ganbwe aeno He PHIL MT, a M3 Pb — Beap 3a cpeactea
I'® «3akynka APB-/1C ¢ 2020 roga He npeaycMOTpeHa».

6) Bnepsble nnaHupyeTtcs 3akynutb B8 2019 roay ancneprupyembie Tabnetkn ABC/3TC, NVP u AZT/3TC ana
NCNOb30BaHMA Y AeTEN.

MposeaeHue 3akynok APB-JI1C B 2019:

3akynkun APB-/1C B 2019 roay nnaHMpOBaioCb NPOBECTU Yepes CUCTEMY 3/IEKTPOHHbIX ayKLMOHOB, AaHHbIe
0 Tpex 06bABAEHHbIX ayKUMOHaxX NpuBeneHbl B Tabaumue 4.21.

AykumoH ot 04.01.2019 (AU20190104161160/ 2019-653009) He cocCTOs/ACA B CBA3WM C OTCYTCTBUEM
NoAaHHbIX NPEeANOXKEHUA YYAaCTHUKOB NO 6GONbLWIMHCTBY fN0TOB (Mo noTam 17-18 — B cBA3KU C
HecooTBeCcTBMEM MOAaHHOro npegnoxeHns 3A0 dapmatex TpeboBaHMAM ayKUMOHA: «NpeasiorKeHne He
COAEPKUT CcBeAeHUn, naeHTUdUUMpYyoLLME y4acTHUKa»), aykumoH ot 21.03.2019 (AU20190321166725/
2019-685990) 6611 OTMEHEH OpraHM3aTOPOM TOProB.

BO3MOKHaA npuyMHa HEnpoBeAEeHUA 3aKYyMKM M3 OOHOFO0 MCTOYHMKA — BbICOKME 3aAB/IEHHbIE LEHbI
noTeHuUManbHbIX nocTaswmkos. Tak, 3A0 «dapmaTex» coobllaeT, YTo No BONbLWKMHCTBY NIOTOB ayKLUMOHa
AU201901041611608/ 2019-653009 (Kpome notos 17-18 Ha 3akynky TDF) «opraHusatopom 6biau
npessioXKeHbl LeHbl, He MOKPbIBaloLWMe 3aTpaT HAa NPOMU3BOACTBOY», @ GAKTUYECKME 3aKYNOYHble LieHbl (No
3aK/o4eHHbIM forosopam) Ha APB-/1C B 2018 roay Ha3biBaeT «CUTyaLMei ABHOrO AEMMMHIA CO CTOPOHbI
He3aperncTpupoBaHHbIX MPOM3BOAUTENEN U HEAO0OPOCOBECTHON KOHKYPEHLIMNY U CYMTAET, YTO «BEPOATHEE
BCEro AaHHOe O0OCTOATEeNbCTBO WM SABWJIOCH MPUUMHOM MOJIHOTO OTKasa OT Yy4acTuA B ayKLMOHE WHbIX
OTeYEeCTBEHHbIX M 3apybexkHbix npoussogutenei». foops o GOpMMPOBaHMM LEeH Ha npoayKkumio, 3A0
«®apmaTtex» yTBEPKAAET, UTO KOTCYTCTBME KOHKYPEHUMU HUKOMM 0Opasom He BAMAET Ha UX YPOBEHbY.
OTKa3 HauuMoHanbHbiXx npoussoguteneit APB-J/IC OoT nogaum 3aABOK Ha y4yacTMe ayKUMOHe 3acTaBuio
YCOMHUTbCA B YCTOMYMBOCTU cUCTeMbl 3aKynok APB-/IC, 0CHOBaHHOWM Ha rocyfapCTBEHHON NoAfepiKKe
HaLMOHaNbHbIX MpoM3BOAUTENEN.
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Ta6nunua 4.19. APB-/1C, nnaHupyembie K 3aKynke Ha 2019 roa, cornacHo TpeboBaHUIO 3aABKK Ha 3aKynKy oT 18.12.2018 roaa

Konnuyectso | UeHa 3a |UeHa 3a eau- Yucno CronmocTtb
NCTOYHMK B/ Konnyectso
cpeacTs APB-JIC I MocTtaBwuk | Neo YaKOBOK eanHuL, YMaKoBKY, | Huuy (Tab- Cymma, USD | rogoBbix | rogoBoro
(tabneTtok) usD netka), USD KypcoB | Kypca, USD
Pecny6nn- | ABC TO 300mr - - 60 12 875 772 500 8,75 0,15 112 692,77 1073 105,03
KaHCKuUiA DRV TO 600mr - - 60 911 54 660 69,29 1,15 63 127,45 76 831,54
6roaxkeT AZT TO 300mr - - 60 30 1800 8,75 0,15 262,59 3 105,03
(M3)* 3TC TO 150mr - - 60 14 024 841 440 6,22 0,10 87 210,80 1169 74,62
AZT/3TCTO 300/150mr | - - 60 44 821 2 689 260 6,11 0,10 273 994,91 3735 73,36
NVP T 200 mr - - 60 4541 272 460 2,33 0,04 10 573,86 378 27,94
TDF/FTC TO 300/200mr | - - 60 81148 2434 440 5,02 0,04 406 998,95 6762 60,19
LPV/r TO 200/50mr B | Abbvie 120 39681 4761720 58,01 0,97 2 302 023,58 3307 696,16
MecTHble | 3TC TO 100mr ***** - - 30 190 5685 32,78 1,09 6212,35 16 393,39
6t04KkeTbl | TDF TO 300mr***** - - 30 2010 60 300 54,18 1,81 108 910,30 168 650,21
* UTOTO roc6loaker 3372 007,55 - -
CpeacTBa RTV K 100mr b | Abbvie 30 1492 44760 25,65 0,855 38 269,8 27X ** 615,6***
MTMN Fo** | DTG T 50mr B | GSK 30 742 22260 180 6,00 133 560 61,8 2 160,00
ETR T 100mr B | Janssen Cilag| 120 0 0 - - 0 0 -
JeTtckme popmbi: P — | FeEE - - - - - 14 897,97 - -
OeTtckme popmbl: AT Lok | *HEE* 14 39,00
B/BeHHbIN AZT b - 5 26 - 42,42 - 1102,92 - -
10mr/mn - 20mn
UTOro ro 189 269,69 - -
UToro 3561277,24 - -

MpumeyaHua: * cornacHo TpeboBaHMIO 3aABKM Ha 3aKynKy oT 18.12.2018 roaa;

** cornacHo nHdopmaumm, npegoctasneHHol PHML MT (nncbmo ot 28.02.2019 r. N222-04/55 B oTeeT Ha nucbMo BOO «lMosutnsHoe asmxerne» ot 20.02.2019 r. Ne01-09/60);

*** kypcbl RTV no 2 ynakoBKu B mecau, s 6yctuposaHma DRV,

**** pacteopbl: ABC 20mr/mn - 240mn Nel (60 ynakosok), LPV/r 80/20mr/mn - 60mn Ne5 (50 ynakosk), NVP 10mr/mn - 100mn Nel (310 ynakosok), 3TC 10mr/mn - 100mn Nel (399
ynakosok) u AZT 10mr/mn - 240mn Nel (374 ynakosku). Aucneprupyemble Tabnetku: ABC/3TC 60/30 mr Ne60 (226 ynakosok), NVP 50mr Ne30 (200 ynakosok) u AZT/3TC AT
60/30mr N260 (150 ynakoBoK).

**%** 33 cueT MecCTHbIX BloaKeToB nNaaHMpyetca 3akynka 3TC TO 100mr 1 TDF TO 300mr ans neyeHus renatura B

Pacuet ueH B USD no Kypcy HEPBE Ha 30.01.2019 - aaTy 3aBeplleHMs ayKUMOHa (MPM3HAHWUSA 3aKYMKN HECOCTOSBLUENCS, AaTa 3aK/H04YEHMA AOTOBOPA O 3aKYMKe U3 O4HOr0 MCTOYHUKA
HeusBecTHa): 1 BYN = 2,1593 USD (gaHHble https://www.nbrb.by/statistics/rates/ratesdaily.asp)
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Ta6nuua 4.20. CtommocTb roaosbix Kypcos APB-J1C, 3aKynaeHHbIX 3a cyeT rocbroarketa B 2017, 2018 roaax
W NaaHnpyemsblx K 3akynke Ha 2019 roa, USD

MNnaHnpyemble K MNnaHnpyemsble K
3aKynneHHble | 3aKynaeHHble CpenHe-
APB-/1IC 82017 ro 5 2018 ro 3aKynke B sAHBape- 3aKynke B Mae MUDOBbIE** *
Ay A1 mapre 2019* 2019** P
TDF/FTC 449 68 60 66 49
AZT/3TC 276 88 73 79 60
AZT NA 99 105 NA 53
ABC 423 128 105 NA 111
3TC 414 84 75 75 20
ABC/3TC NA NA NA 214 60
EFV 216 36 NA 37 33
TDF/FTC/EFV 1299 236 NA 229 80
NVP 146 32 28 32 23
LPV/r 730 730 696 NA 223
DRV-600 3209 938 831 912 783
RTV 83 308 NA NA 117
DTG 2290 2160 NA NA 60
MpumeyaHus: * cornacHo TpeboBaHWAM 3aABOK Ha 3aKynky oT 18.12.2018 n 11.02.2019, ** ot 02.04.2019
*** cornacHo gaHHbiMm WHO GPRM: 2017 median treatment cost per year
2017 m20l8 MWnaane 2019 MEnaawe 201977 cpegHemupoeele 2017777
449
423 414
276
9gl05 05 111
88 .
49
m I i 1 3
TDF/FTC AZT/3TC 3TC
1299 3209
2290
2160
) 938
730 ?1912
. 83
730 783
216 236 229 0%
. . 80
36 3733 I I 3)_)_3 3223 8-3 117 60
m =m
EFV TDF/FTC/EFV NVP LPV/r DRV-600 1 DTG

PucyHoK 4.5. CToMmocTb rofoBsbix KypcoB APB-JI1C, 3akynneHHbIx 3a cueT rocbroaxerta 8 2017, 2018 ropax u
NAaHMPYEMbIX K 3aKynke Ha 2019 rog, USD
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Tabanua 4.21. KoanyecTBo M LeHa NAaHUPYEMBbIX K 3aKynKe rogoBbix cxem APB-/IC B 2019 roay 3a cuet
cpencTB pecnybamMKaHcKoro 6toaxeTa (cornacHo o6bABNEHHbIM ayKLMOHaM)

LleHa rogoBoi cxembl USD *
KonnyectBo rogoBbix cxem
APBIIC (HayanbHas ueHa Ha ayKuMoHe)
04.01.2019 | 21.03.2019 04.01.2019 | 21.03.2019 10.04.2019
10.04.2019

(He cocT-ca)| (oTmeHeH) (He cocT-ca) | (oTmeHeH) %
TDF/FTC TO 300/200 mr| 6762 - 6762 60,19 - 65,98 110
AZT/3TC TO 300/150mr 3735 - 3735 73,36 - 79,18 108
AZT TO 300 mr 3 - - 105,03 - - -
ABC TO 300 mr 1073 - - 105,03 - - -
3TCTO 150 mr 1169 96 96 74,62 76,52 86,62 113
ABC/3TC TO 300/150mr 1073 1073 - 184,23 213,85 | 116
DRV TO 600 mr 76 - 76 831,54 - 911,59 | 110
LPV/r TO 200/50 mr 3307 - - 696,16 - - -
EFV TO 600 mr - - 9212 - - 37,22 -
TDF/FTC/EFV TO - - 1454 - - 228,91 -
300/200/600 mr
NVP T 200 mr 378 - 378 27,94 - 32,48 116
UTOlO npenapatsl - - - 867 650,53 | 204 992,05| 1736 858,64
(6e3 LPV/r)**

MpumeyaHus: * ueHa B USD paccumTaHa no Kypcy HBPB Ha gaTy 3aBeplueHMa HecocTosABLleroca aykumoHa (30.01.2019:
1 BYN =2,1593 USD), u aaTbl nybankaumm otmeHeHHoro (10.04.2019: 1 BYN = 2,1057) unun o6bABNEHHOTO ayKUMoHa
(10.04.2019: 1 BYN = 2,1278 USD), paHHble https://www.nbrb.by/statistics/rates/ratesdaily.asp

** B ayKkumoH o1 04.01.2019 Tak:Ke 6blM BKNOYEHbI ABA /10Ta, BEPOATHO BK/KOYatOLWME NpenapaTbl 418 NeYeHns
renatuTa B (3TC TO 100 mr B KosinyecTBe 16 roaosbix Kypcos 1 TDF TO 300 mr B KonuuyecTse 168 rogoBbix Kypcos),
dMHaHCMpOBaHMeE 3aKYMOK KOTOPbIX NPeAnoiarasaocb U3 MeCcTHOro 61oaKeTa — B AEHEKHOM BblpaXKeHWM COCTaBUAN
6% OT CyMMbI BCEX N0TOB ayKLMOHa (202 333,45 USD)

Mo pesynbTaTam HecocToABLIEro ayKuuMoHa Komwuccmel no opraHuMsauMm U NPOBEAEHUIO MpoLeayp
rOCyf4apCTBEHHbIX 3aKYMOK JIEeKAPCTBEHHbIX CPeacTB W eyebHOro nuTaHMA 6Oblno pPeKomMeHAO0BaHO
OpraHM3aTopy 3aKymnmoK MPOBECTU Mpoueaypy 3aKyNKM U3 OLHOr0 MCTOYHMKA MO BCEM JIOTAM ayKLMOHA
(npoTtokon Ne1-19/07-2 ot 29.01.2019). PYI «bendapmauma» (8 nucbme ot 22.03.2019 r. Ne12-06/1639 B
otBeT Ha nucbmo BOO «[MosutusHoe asuskeHme» ot 15.03.2019 r. Ne01-09/85 o noTeHuUMasbHbIX
NOCTaBLUMKAX M LieHax) NoaTBEPANIO HAMEPEHME MPOBECTM 3aKYMKY U3 O4HOTO MCTOYHUKA B COOTBECTBUM C
pekomeHaaumamm KomuccuuM U coobLLMIO YTO «B HACTOsALLEe BPEMS MPOBOAATCA MapKeTUHroBble
NccNefoBaHUA KOHBIOHKTYPbI PblHKA, 3anpallMBaloTCA NPeasoKeHns Ha NocTaBKy..., NpoBoguTca paboTa
Mo aHanu3y NpPeasioXKEHHbIX LEH, WX CHUXKEHMUIO.. [HO] B pamkax AeNCTBYIOWEro 3aKOHOAATEe/bCTBA
OpraHM3aTop M YjeHbl KOMUCCMW He BMpaBe NpuU MPOBEAEHMM MpoLeaypbl roCyAapCTBEHHOM 3aKyMKM
pa3rnawaTtbh ceedeHua o ee xoge». PMYN «Axkagemdpapm» B nucbme Ne214/216 ot 12.03.2019 coobumn,
yto «CornacHo 3anpocy PYN «bendapmauma» HanpaBneHo NpeasiOXKeHMe C LeHaMW Ha npenapaTbl
Oyosup, TeHsup EM n 3dasmp ¢ MMHMMaNbHOW peHTabenbHOCTbIO A5 NpeanpuaTUa». TaKKe B pamKax
MapKeTMHIOBOro MCCNefoBaHMA PbIHKA «3anpoc o6 ypoBHE LLEeH M BO3MOMKHbIX CPOKax mnocTaBku APB
npenapatoB» oT PYM «bendapmauma» noctynan Ha agpec 3A0 «®Papmartex», KoTopoe NpesocTaBuio
3anpalumsaemyto nHpopmaumio (nnucemo Nel-063 ot 14.03.2019 B8 ortseT Ha Ne01-09/76 ot 05.03.2019).
Mpn npoBeAeHMM 3aKYMKM W3 OAHOrO WMCTOYHMKA wWcyesna Obl MNOSABMBLLAACA B MNPOLJIOM rogy
KOHKYPEHTHOCTb, @ TaKXe MNPO3PayHOCTb 3aKYMOYHbIX LeH (Mpu 3aKymKe W3 OAHOMO MCTOYHWMKA LEeHbl
ABNAIOTCA MNPEAMETOM 3aKPbITbIX [AOrOBOPEHHOCTEN MOCTaBLUMKA C 3aKa3uMKOM, U MNyHAMYHO OHM
06BbABNAIOTCA TOJILKO NOC/IE 3aKN0UYeHNs 40roBopa Ha caiTte PYM «bendapmauma»).

CneayeT OTMETUTb, YTO 3aKyMnKa M3 OAHOr0 UCTOYHMKA [0 CUMX NOP ABAAETCA OCHOBHbIM BMAOM MpoLueayp
rocyAapCTBeHHbIX 3aKynoK B benapycu (puMcyHok 4.6).
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PUCYHOK 4.6. O6baBNeHHble NpoLeaypbl rocyAapCcTBEHHbIX 3aKYMNOK B AHBape-ceHTabpe 2018
(no gaHHbIM MAPT®?)

Tem He MmeHee, 3aKynKa M3 OAHOrO MCTOYHMKA He coCToAsacb M Obll 0O0DBABNEH TPETU ayKLMOH
10.04.2019 (AU20190410168368/ 2019-695135) c gatoi Toproe 31.05.2019.

HanmeHOBaHUA U KOAMYECTBO OOBABAEHHbIX K 3akynke APB-/IC Ha TpeTbem ayKUMOHE B LEJIOM
COOTBETCBYIOT ABYM MepBbim (No npenapatam TDF/FTC, AZT/3TC, NVP 1 DRV); BMmecto moHomnpenapaTos
ABC n 3TC 6yaer 3aKynaeH KoMbuUHWMpoBaHHbIN npenapat ABC/3TC u Hebonbluoe Konumdectso 3TC;
[JOMOJIHATENBHO NAAHMPYIOTCA K 3aKynKke npenapatbl EFV (9 212 rogosbix kKypcos) u TDF/FTC/EFV (1 454
Kypcos).

3aABNAEHHble Ha TPETbEM ayKUMOoHe ueHbl Ha APB-J1C Ha 8-16% Bbille Yem paHee 06baBAeHHbIX B 2019 rogy
(tabnnua 4.21 v pucyHok 4.7).

TDF/FTC AZT/3TC 3TC ABC/3TC DRV NVP

PucyHok 4.7. [lons (%) nosbileHns 3asBeHHoN ctonmocTy APB-/IC Ha NOBTOPHO 06bABNEHHOM ayKLMOHE
(o1 02.04.2019) B cCpaBHEHUU C NEPBbIMN HECOCTOABLUMMKUCA ayKuMoHamu (o1 18.12.2018 1 11.02.2019)

Bcero Ha npuobpeTteHne reHepuyeckmux APB-/IC nnaHupyetca notpatute 1 736 858,64 USD, uto coctaBut
58% OT noTpayeHHbIX CpeacTB pecnybiMKaHCKoro b6roaxeTta Ha reHepuyeckne APB-J1C B 2018 roay (2 985
143,3 USD — cymma 3a Bbl4eTOM noTpaveHHon Ha LPV/r), Tabanua 4.21.

Mo KaXkgoMy 0Ty ayKLMOHa Bblv NoAaHbl NPeA/IOKEeHUS: MO WeCTU 0Tam — OT 4 y4aCcTHUMKOB, MO O4HOMY
— 0T 5, M N0 oAHOMY — OT 2. 9TO OTANYAET AaHHbIN ayKUMOH OT Npeablaywmnx ABYX ayKLMOHOB, Ha KOTopble
Boo6Le He 6bl10 NOAaHO NPeasioKEeHMI YH4aCTHUKOB (Kpome o4HOro npeanoxeHus no 1 s 12 notos
NepBOro ayKLMoHa).

% MWHUCTEPCTBO aHTUMOHOMOJILHOTO PeryanposaHuna 1 Toprosau. https://www.mart.gov.by/
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Mo utory, ayKumoH ot 31.05.2019 6bin NPU3HAH HECOCTOABLUMMCA® B CBA3M C C HEA0MNYCKOM Y4aCTHUKOB
(33 McKkNoYeHMEM OAHOTMO y4acTHMKA MO OAHOMY NOTY); HAa3BaHHAA MPWYMHA HEAOMNyCKa OAMHAKOBa ANA
BCEX — «MPeACTaBAEHHbIE YYaCTHUKOM AOKYMEHTbI HE OTBEYAOT TPeOOBAHUAM AYKLIMOHHbLIX JOKYMEHTOBY,
yTo B 6O/IbLUMHCTBE C/ly4aeB 3aKAHYaN0Ch B TOM, YTO «B cneundmKaLmm He NONHOCTbIO YKa3aHo TOproBoe
HaMMeHOBaHWe NeKAPCTBEHHOrO CPEeACTBa, A TaKXKe OTCYTCTByeT npoussoantenby». CNoXHO NpeacTaBuUTb,
YTO NOTEHUMANbHbIE YYaCTHUKM AYKLMOHA CAENANM Takue rpybble TexHuyeckue owmnbku npu nogadve
OOKYMEHTOB. BnepBble Ha paccmMOTpeHUM 3asiBOK Ha 3aKynky APB-/IC npucyTcTBoBanu Habnwgatenn us
KomuTeTta rocyaapcTBeHHOro KOHTPoa Pecnybanku benapych.

Komuccnmen no opraHusaumm M MpoBeAeHUto Mpoueayp rocyAapCTBEHHbIX 3aKynoK 6blo CHOBa
pPEKOMEHO0BAHO MpoBeAeHMEe 3aKynKM M3 O4HOr0 WMCTOYHWMKA, O4HAKO HeAcHOo, nocnegyet nan PYI
«bendapmayma» pekomeHgaunm Kommccnm Ha aToT pas.

CNnoXKMBLUAACSA CUTyaLMA CONPOSMKEHA C PALOM BO3MOMKHbIX PUCKOB, KaK TO: HEACHO, HAaCKONbKO 6biCTpo
MOXKeT bbITb NPOBeEeHa NOCTaBKa NpenapaTos (B 3aK/IOYEHHbIX AOroBOpax Ha NocTaBKy Ha 2018 rog, cpoku
MOCTaBKM 06bIYHO YCTAHABAMBAMUCH KaK «MOKBAPTa/bHO B PaBHbIX A0NAX»Y7, HO yXKe NoAXOAUT K KOHLY 2-1
KBapTan TeKyWero roga); He SCHO, He 3aKOHYaTCa M MMeloLWMecAa OCTaTKM MpenapaToB paHblue
BO3MOXHOCTM NPOBECTM MNOCTABKY; HEACHO, 32 KaKMe LeHbl byaeT NpoBeeHa 3aKymnKa (B Cly4ae 3aKynku us
OAHOINro WUCTOYHWMKa LUeHa 3aKynkKun ABAAeTcA npeametom AOroBopeHHOCTU mMmeXAay 3aKa3dYnkom u
nocTtaswmKom®); HeACHO, Ha KaKoe KOIMYEeCTBO NpenapaToB XBaTUT Bbie/IeHHbIX CPeACTB eCu LueHa byaet
CWU/IbHO 3aBblWIEHHOM: CymMma cpeacTB Ha 3aKynky APB-J/IC cTporo pernameHTMpoBaHa B paMKax
Focnporpammbl®® 1 Fo40BOro NaHa LEHTPaAM30BaHHbIX 3aKynok MuH3gpasal®.

TpeboBaHMA 3aABOK Ha 3aKyNKy B OTHOLIEHMM Hanuumua peructpauum APB-J/IC meHAaAMUCh: TaK, Nepsble ABa
ayKuMoHa npeanonaranan obasaTtesibHOe HajWuMe perncrTpaumy npenapaToB AAs yyacTus B Toprax (4to
OrPaHUYMAO CINCOK NOTEHLMANbHbBIX NOCTAaBLLMKOB, HAaNPMMep, He CMOIrno NpuHATL ydyactne OO0 «Bect»,
nposoausllee noctaBkM 6osblumHcTBa APB-/IC B 2018 roay — oduumanbHbli UCTPUOBIOTOP UHAMCKON
KomnaHuun Lok-Beta Pharmaceuticals). TpeTuii aykumoH (cornacHo TpeboBaHUAM 3asiBKM Ha 3aKyMKy OT
02.04.2019) ponycKaeT 3aKynKy HesaperncTtpupoBaHHbIXx JIC, oTBeYaloWMX OnpenesieHHbIM YCAOBUAM:
pernctpaums B cTpaHe uneHe ICH, nuMbo npekBanudukaumsa BO3, nambo 3aknwouveHne LIN3 o
MOJIOXKUTENbHbIX Pe3y/bTaTax 3KCMepTU3bl PErnmcTPpaLMOHHONO [OCbe WM O pes3y/bTaTax 3KCnepTusbl
OOKYMeHTOB, noateepaatowmnx 3dpdeKkTMBHOCTb, He3onacHocTb M KayectBo JIC B COOTBETCTBUM C
TpeboBaHMAMM 3aKoHogaTenbcTBa PB. Take onpegeneH nepeyeHb NPeLoOCTaBAAEMbIX B 3TMX C/yyasax
NOKymeHTOB. 1!

CpoKM M ycnoBuA nocTaBKU: TpeboBaHMAMM 33ABOK Ha 3aKyMKy 3ajayeit MOCTaBLUMKA onpegeneHa
noctaBka APB-/IC B cpoku, «obecneumBatolime becnepeboliHocTb npoBegeHus APT» (nn. 4.1, 4.2).
3aKntoueHHble AOTrOBOPa Ha NOCTaBKY PErn1amMeHTUPYIOT CPOKK 1 ycioBua noctaBoK APB-/1C (Tabauua 4.22).

MoKBapTasibHOE PaBHbLIMU AONAMM BblAeNeHMe cpelcTs Ha 3akynky APB-J/IC B 2018 roay onpepgeneHo
rof0BbIM MJAHOM LLeHTPaNM30BaHHbIX FOCYAapCTBEHHbIX 3aKynok JIC 3a cyeT cpeAcTB pecnybanKaHCKOro
6roaxkeTa®.

% http://www.zakupki.butb.by/auctions/download?id=2521288&name=673A570CA0OCA355A0ADD6C5C9914C44D/
1_19 07_5.docx

9 https://pharma.by/media/files/Zakyp_lek_sredstv/zakup_2018 no_plan.rar
% http://www.pravo.by/document/?guid=3871&p0=H11200419

% http://minzdrav.gov.by/dadvfiles/000111_759481 postan200.doc
100 http://minzdrav.gov.by/upload/dadvfiles/925.pdf

101 TpeboBaHMe 3aABKM Ha 3aKynKy oT 04.01.2019. http://zakupki.butb.by/auctions/download?id=2453122&name=
5CC8D8C40282B9D2BED6FAD4A7B91691/TZ_ARV_LS.pdf

102 06 yTBeprkAeHUM Ha 2018 r. rog0BOro NnaHa LEeHTPaIM30BaHHbIX FOCYAapCTBEHHbIX 3aKYMOK JeKapCTBEHHbIX
cpencTs v 1e4ebHOro NUTAHUA, NPOBOAMMbIX KOMUCCUEN MO OpPraHM3aLUKn 1 NPOBEAEHMIO NpoLeayp
rocyapCTBEHHbIX 3aKYNOK NeKapPCTBEHHbIX CPeacTB U nedyebHoro nutaHua. MNpukas M3 PB ot 18.09.2017 r. Ne1050.
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Ta6nuua 4.22. Cpoku 1 ycnosusa noctaBok APB-/IC cornacHo TpeboBaHUSAM 3a8BOK Ha 3aKYMKy

lop, OcTaTouHbIM CPOK Ycnosua onnathbl
CpoK nocTaBKku
NoCTaBKM rogHoOCTN He MeHee (c paTbl NocTaBKM)
2016 lMoKBapTanbHO paBHbIMM NApPTUAMK, 1- 50% 30 KaneHaapHbIX AHEN

A noctaBka 60 KaneHaapHbIX AHEN C
MOMEHTa noAnucanma cneundukaumm

2017 lMoKBapTanbHO paBHbIMM NApPTUAMK, 1- 50% 5 KaneHaapHbIX gHel
A noctaBka 60 KaneHaapHbIX AHEN C
MOMEHTa noAnucanua cneundukaumm

2018 MoKBapTa/sibHO B PaBHbIX 405X, 50% * nnn 70% ** 60 KaneHaapHbIX AHEN
1-a noctaska go 01.02.2018

Mpumeuanus: *AZT, ABC, 3TC, AZT/3TC, NVP; **DRV, TDF/FTC, EFV, EFV/TDF/FTC

BKatoueHMe B ayKLMOH NpenapaTa C AeACTBYIOLWEeN NaTeHTHOM 3awmTon. B aykumoH ot 04.01.2019 66110
BK/IIOYEHO TaK¥Ke NeKapcTBeHHoe cpeacTtso LPV/r. Mpenapat Anysua npoussoacTsBa KomnaHum Abbvie B
HacTosAWee BpemMsa HaxoguTcsa noj nateHTHoW 3awmTtoli (EBpasuiickne nateHTbl Ne 011924 u 014446 co
cpokom pgenctema o 23.08.2024 u 21.02.2026103), KoTOpas He NO3BOAAET MPOBOAMTbL 3aKYMKY WHbIX
npenapaToB Kpome 6peHA0BOro. Tem He meHee, 0T Ha 3aKkynKy LPV/r 6bi1 BKAOYEH B ayKUMOH (Tabanua
4.21), n No AaHHOMY IOTYy TaKXe He MOCTYNUAO HU OAHOro MpensoKeHUsA NOoTeHLMabHbIX YY4aCTHUKOB.
CneayeT ynomsaHyTb, yto B 2018 rody nocne TOro Kak Ha yyacTe B ayKUMOHe Ha 3aKynky LPV/r 6biau
nogaHbl 3asBKM NPOM3BOAMTENEN TEHEPUMKOB, KOMMaHuA Abbvie yrpoxana aaMWHUCTPATUBHOM
OTBETCTBEHHOCTbIO M 610KMpPOBaHMEM BBO3a FeHepuKOB B benapycb B cayvae MX 3aKyMKM MO WUTOram
ayKuuoHos oT 23.02 n 12.04.2018 (uHdpopmauma no aykumoHy AU20180316141956).1%

BbicoKasa gonAa 6peHA0BbIX NpPenapaToB B CTOMMOCTM 3aKYNOK. [laHHble 0 3aKymnKax OCHOBHbIX YeTblpex
6peHa0BbIX NpenapaTos npusedeHbl B Tabauue 4.23 (3to LPV/r, RTV, DTG n ETV — 13 6peHa0BbiXx NOMUMO
HUX 3aKynatoTCA TO/IbKO HeKoTopble AeTckue dopmbl M AZT ana B/BeHHOro BeeaeHus). To ectb B 2018 roay
Ha 3TM 4YeTblpe npenapata b6bl10 NoTpaveHo 2 605 666 USD (4to coctasuno 46% obuwero 6toaxeTa Ha
3akynky APB-/IC), a B 2019 nnaHupyeTcs noTpatutb He meHee 2 585940 USD (c yyeTom TOro, 4to no
AaHHbIM nepBoro o6bABAeHHOro 8 2019 roay ayKuMOHa CHU3UAOCh YMCAO 3aKkynaembix Kypcos DTG c¢ 264
00 62 1 RTV ¢ 96 0 62, a TaKKe He bbin BKAtOYEH B 3aKkynKy ETR).

Ta6nuua 4.23. [laHHble 0 3aKynKax YeTbipex OCHOBHbIX 6peHaoBbix APB-/1C

2018 rop* 2019 rop**
BpeHaoBbI yncno LeHa yncno LeHa
% oT % oT
npenapart rogosbIX | rogosoro | cymma, USD rogosbix | rogosoro | cymma, USD
BCEro BCEro
KypcoB |Kypca, USD KypcoB |Kypca, USD

LPV/r TO 200/50mr 2 649 730 1932771 34 3307 730 2414110 68
RTV K 100mr 96 616 58 995 1 62,2 615,6 38270 1
DTG T 50mr 264 2040 538 900 10 61,8 2160 133560 4
ETR T 100mr 20,8 3600 75 000 1 0 - 0 0
nUToro - - 2 605 666 46% - - 2 585 940 73%

MpumeyaHua: *cornacHo GakTUYECKU 3aK/II0YEHHbIM goroBopam (0buas cymma 3akynku 5 629 151 USD);

**cornacHo Tpe6oBaHMIO 3aABKM Ha 3aKynKy oT 18.12.2018 n nucbma PHIL MT ot 28.02.2019 N222-04/55 (obuias
cymma 3akynku 3 561 277 USD)

Ctp. 27, pasgen JOS5 NMpoTrMBOBMpPYCHbIE NpenapaTbl 1A CUCTEMHOIO NpUMeHeHuA. Pexxum goctyna:
http://minzdrav.gov.by/Icfiles/000128_237452_1050.pdf

103 ludopmauma o naTeHTHOM 3awmTe Ha APB-/1C LPV/r B 6a3e gaHHbIx Medspal. http://www.medspal.org/
?product_standardized_name=Lopinavir/Ritonavir%20200/50%20mg&country_name=Belarus

104 33Kk 1104EH [OroBOP Ha 3aKynKy npenapara JlonuHasup/puTtoHasup. 30.04.2018.
https://pereboi.by/2018/04/30/zaklyuchyon-dogovor-na-zakupku-lopinavira-ritonavira/

70




MaTeHTHaA 3awWwmTa 6p€‘Hp,OBbIX npenapatos conpAa*xeHa ¢ pAgoOM HeratuBHbIX I'IOCﬂe,EI,CTBMﬁ:

1) 3aKkynKa 6peHA0BbIX NpenapaToB HeceT HecopasmepHYyo HarpysKy Ha 6toaxert. Tak, 8 2018 LPV/r sxoaun
B COCTaB He bonee yem 12% cxem APT, HO Ha Hero npuwaocb NoTpatTnTb 34% Bcero broaxkeTa; DTG Bxoaun
B 1,7% cxem, HO Ha Hero npuwaocb noTpatTutb 10% bloaxkeTa.

2) JoporoBu3Ha OpeHAOBbIX NpPenapaTtoB NPenATCTBYeT MX 6osiee WMPOKOMY WMCMONAb30BaHWMIO. Tak,
Ha/iMuMe naTeHTHOM 3awmTbl Ha DTG NpenATCBYeT BKAKOYEHMIO €0 B CXEMbl NEPBOr0 pAfa, pesepsupys
Wb HebobLIOe KONYECTBO npenaparta A/1A NauMeHToB C BUPYyCaMK, pesnucteHTHbimm K HHUOT u UM — B
2018 rogy DTG Bxoann Bcero anwb B 1,7% MCNONb3yEeMbIX CXEM.

3) Hannume nateHTHOWM 3alLmTbl HA OAWMH NpenapaT AsaseTcs Hapbepom Aaa UCNOIb30BAHMA LEeNoro pasa
npenapartoB 3TOro e Kaacca. Tak, nateHT Ha LPV/r 6noKMpyeT BO3MOMKHOCTb 3aKyMOK APYrux npenaparos
kKnacca WM, Hanpumep, reHepukos DRV unm ATV, 6yctupoBaHHbix RTV, B BMae TepmocTabuabHbIX
dOUKCUPOBAHHBLIX KOMBUHALNIA.

B KauectBe npumepa pasmeuiaem nucbmo BOO «Mo3uTuBHOE ABMXKeHMe» B KomnaHuio AbbVie o
HE3TUYHOCTM COXPaHeHWA MaTeHTHoM 3awmTbl Ha LPV/r B benapycu w npocbboit 06 oTKase oOT
npecneaoBaHNA NaTeHTHOM 3aWnTbl (NpunoxeHue C).

MonHbIi nepexop Ha rocypgapcrBeHHoe ¢uHAHCcMpoBaHMe 3aKynok APB-JIC ¢ 2020 ropga. CornacHo
nHopmauumn PHIML MT (nucbmo Ne22-04/102 ot 14.05.2019 r. B otBeT Ha nucbmo BOO «[llo3nTuBHOE
ABuXeHne» oT 16.05.2019 r. N2172-01/10), «B pamKax NpoeKTa MeKAyHapoaHOM TeXHMYECKO NOMOLWM...,
duHaHcupyemoro nobanbHbiMm PoHAOM, 3aKyNKa aHTUPETPOBUPYCHbLIX NEKAPCTBEHHbIX cpeacts ¢ 2020
roga He npegycmoTpeHa». To ectb B 2020 roay nNpov3onAeT NOJIHbIA Nepexos Ha rocyaapcTBeHHoe
duHaHcMpoBaHue 3akynok APB-J1C, Bkatoyas getckme dopmbl, 6peHaosbit RTV, u AZT ana BHYTPUBEHHOIO
BBEAEHUSA, paHee 3aKynaemble 3a cyeT cpeacts [P Ha merKayHapoaHOM TOProBoi naowaaky wambo.org.
bapbepom MOXeT cTaTb 3aKoHOAATeNbHaa HEBO3MOXHOCTb MNpoOBeAeHMA 3aKyMnoK 3a cpeacTsa
rocyfapcTBeHHOro 61o4)KeTa Ha MeXAyHapoAHbIX TOProBbIX NIOLWaAKaX, B COYETaHUN C HU3KUM MHTEPECOM
HaLMOHa/bHbIX MOCTaBLWUKOB BBO3UTb 3TW npenapatbl B benapycb (B cBA3M ¢ Hebonbwmm ob6bemom
3aKYMKM LMPOKOro CrnekTpa npenapaTtos, B NEepByl0 oyepelb 3TO KacaeTcA He3aperMcTpupoBaHHbIX B
Benapycu getckux popm P ABC u NVP, AT ABC/3TC, AZT/3TC n NVP).

AeKknapupyemasa B A[OKYMeHTax uenb 3akynok APB-JIC pasnuyHasa. Meponpuatua nognporpammbl 5
«Mpodunaktnka BUY-nHdpekunn» focysapcTeeHHOM nporpammel «340p0Bbe Hapoaa U gemorpaduyeckas
6esonacHocTb Pecnybankn Benapycb» Ha 2016 — 2020 roabi'® BKAKOYAKOT CTPOKM No 3akynkam JIC ans
«aHTUMPETPOBMPYCHOW Tepanuu» (Ha BCe yKasaHHbIe roAbl) v A5 «NPodUIaKTUKN BEPTUKAIbHOW Nepeaayn
BMY oT maTepu pebeHKy» (Ha 2016, 2019 mn 2020 rogpl). F040BOM NAaH LEHTPANM30BaHHbLIX 3aKYMOK
(npmkas M3 PB ot 21.09.2018 N2925), paBHO KaK U «TpeboBaHUA 3aABKM Ha 3aKynky APB-/IC ana neyeHusn
BUY-nHpekymm» ot 18.12.2018, 11.02.2019 un 02.04.2019 npepnonaratoT 3akynky APB-J/IC Tonbko gns
aHTUPETPOBMPYCHOM Tepanuu. HecmoTps Ha To, Yto B benapycm APB-JIC MCNONb3YIOTCA TaKXe C Lenblo
MOCTKOHTAKTHOM NPOdPUAAKTUKM (NpU NpodecCMOHaNbHbIX M HenpopeCcCMOHaNbHbIX KOHTaKTax) M B
TEKyLeM rogy Ao/KeH 6blTb HayaT NUAOTHBIN NPOEKT NO AOKOHTAaKTHOW npodunakinke cpean MCM, aTu
LS He 3aZeKNapmpoBaHbl HX B Ffocnporpamme, H1 B TpeboBaHUAX 3aABKM HA 3aKYMKY.

HeKoTtopasa nnpopmauma ncuesna m3s ny6anKyembix B OTKPbITOM AocTyne «TpeboBaHWUI 3a8BKM Ha 3aKYMKy
APB-J1C gna nevyeHns BUY-mHpekunmn», HaumHaa ¢ 18.12.2018 roaa v ganee, 3To:
1) cnucok coctaBuTeneit TpeboBaHMt C UX NOANUCAMU;

105 Nopgnporpamma 5 “Mpodunaktnka BUY-nHbekumnmn® FocyaapcTeeHHOM nporpammbl ”340posbe Hapoaa U
nemorpaduyeckana 6esonacHocTb Pecnybankmn benapycb” Ha 2016 — 2020 roabl. MpunoxkeHue 5 Kk MoctaHoBAEHUIO
CoBeTta MuHuctpoB Pecnyb6amku benapyck ot 14.032016 r. Ne 200. 3agaya 1, meponpusaTtue 1. Pexxum gocTyna:
http://minzdrav.gov.by/dadvfiles/000111_759481 postan200.doc (HaunHaeTca co cTp. 185)
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2) Tabnauubl C AaHHBIMW O 3aKynaemblX Npenapatax — B NyB/AMKyemblii AOKYMEHT He OTCKaHMPOBaHbI
NPUNOXKEHUs ¢ yKasaHnem «MHH, nekapcTBeHHbIX popm, A03MPOBOK U KonmyecTa JIC», 3aKynaembix 3a
cyeT cpeacTB pecnybnauKaHcKkoro 6roaxketa (npunoxkeHue 2), 3a cuyeT cpeactB npoekta MTN,
duHaHcupyemoro TP (npunoxkeHune 3). XoTs Npy 3TOM YyKasaHo (MyHKT 3.3), uTo «Konudyectso JIC ana
3TMoTponHoM Tepanum BUY-uHbekumm y BUY-NO3UTUBHBLIX MaLMEHTOB A4 3aKyMKM 3a CYET cpeacTB
pecnybinKaHcKoro 6toaxketa B COOTBETCTBMU € npukazom M3 PB ot 21.09.2018 N2925 «O6 yTBepRaeHUK
rogoBOro NjaHa LEeHTPaIM30BaHHbIX rOCyAapCTBEHHbIX 3akynoK JI1C, 3a cyeT cpeAcTB pecnybanKaHCKoro
6loaKeTa, NpeaycMmoTpeHHbIx M3 8 2019 r. 1%y,

Takum o6pasom, npun naaHMpoBaHUM 3aKynoK Ha 2018 rog, 66111 nepeoueHeHbl BO3MOXKHOCTM BOBAEYEHUSA
JTKB B Tepanuio, U 3aKyMKM OKasaiucb M3ObITOYHbIMKU. HenybanyHOCTb AaHHbLIX NO  paKTUYEeCKU
nmerowmmeca octatkam APB-/IC, a Tak)Ke ucyesHoBeHMe M3 TpeboBaHWMI 3aABOK Ha 3aKynKy Tabauy c
NnAaHUpyemMbiIMM 06beEMaMM rOA0BbIX 3aKYMOK He MO3BO/AET OLEHUTb KayecTBO M/AaHMPOBAHMA 3aKYyMOK
APB-JIC Ha 2019 roa. U3 nybanyHoro aocryna mcyesna uHpopmauusa o coctaButenax TpeboBaHMN 3a8BKU
Ha 3akynKy; PHML, MT coobliaeT 4To NA1aHMpPOBaHME 3aKYMNOK He BXOAUT B €ro KOMMNeTeHuUuto (B oTamMumne ot
NAaHMPOBaHMSA 3aKynoK Ha 2018 roa, KoTopoe NPOBOAUNOCHL NOA, €ro PyKOBOACTBOM M NO NPeAsIoKEeHHOM
UM METOA0/10TUM).

O6wme 3aTpatbl Ha 3akynky APB-/IC B 2018 roay coctaBunam 5 629 151 USD, B 2019 roay BeposiTHO
nnaHupyetca noTpatutb 4 228 153 USD (1 736 859 USD Ha reHepuyeckue JIC 3a cyeT pecnybanKaHCKOro
6roaxeTa, 2 302 024 USD Ha LPV/r 3a cueT pecnybamnkaHckoro 6togxeta, 189 270 USD Ha npenapaTsbl,
3aKkynaemble 3a cyeT MTM F'D); 06UaA cymma 3aTpaT MeHblle NPOLIIOroAHel He B CBA3U C yAelleBeHneM
NnpenapaToB, a B CBA3U CHUMKEHMSA KOJIMYECTBA 3aKyMaemblX rofoBbIX CXeM (M3-32 MMEIOLLUXCA U3NULLKOB
APB-/1C nocne 3akynok B 2018 roay).

MpoponrkaeTca nepexon Ha HauMoHanbHoe ¢duHaHcMpoBaHMe 3akynoK APB-JIC: B 2018 roay 3a cpeacTtsa
roc6ioketa 6bin BrnepBble 3aKynnaeH 6peHaoBbIM npenapat Anyema (LPV/r), 3aHsswuii 39,3% oT Bcex
CTpaHoBbIX 3aTpaT Ha APB-/1C (uan 34% ot 06umx 3aTpaT); 3aTpaTthl Ha 3akynKy LPV/r 8 2019 roay Bo3pacTyT
8 1,3 pasa. [ona cpeacts MTM I'd B 3akynke APT npoAo/iKUT CHUKaTbeA: ¢ 12,6% B 2018 roay no 4,5% B
2019 (unm B 3,8 pasa B abCco/OTHbIX 3HayeHusx); B 2020 rogy OXWOAETCA MOAHbIA Nepexos Ha
rocygapcreeHHoe ¢pMHaHCUMpOBaHMe.

Bnepsble B 2018 rogy foroBopbl Ha 3akynky APB-/IC 3a cyeT cpeacts pecnybanKkaHckoro 6toaxkeTta 6bian
3aK/Il0YEHbI NO pe3ynbTaTamM 31EeKTPOHHbIX TOPros, YTO NO3BOAU/IO B YCNOBUAX KOHKYPEHLMN 3akynuTb APB-
NIC no ueHam, coctanalowmm oKono 41% oT HayanbHOM LeHbl. M3 reHepuyeckux npenapaTtos,
BbIMYCKAaEMbIX HaLlMOHAbHbIMWU MPOM3BOANTENAMM, PE3EPBbI MO CHUMKEHUIO LeH umetoT FDC TDF/FTC/EFV
(ctoumocTb B 3,0 pasa Bbilwe cpegHemMnpoBon no gaHHbim WHO GPRM) n 3TC (B 4,2 pasa Bblilue).

B 2019 rogy Ha nepBbii M3 OOBABNEHHbIX AYKUMOHOB He MOAAN 3afBKY YYAaCTHMKA HUM OAMH U3
HaUMOHaNbHbIX MPOM3BOAUTENEN W MOCTABLIMKOB 3apernctpupoBaHHbiXx APB-JIC (Kpome ogHoro
NOCTaBLMKA NO OAHOMY 0Ty M3 12), BTOPOM ayKUMOH 6bl1 OTMEHEH OPraHM3aTOPOM 3aKYMOK, a TPETUi
NPU3HaH HECOCTOABLIMMCA B CBSI3W C HECOOTBETCTBMEM AYKLMOHHbLIX MOZAAHHbIX LOKYMEHTOB (6o/sbLueit
YacTbio ¢ GOPMYNNPOBKOWM «B cneumdrKaLmMm He MONHOCTbIO YKa3aHo ToproBoe HaumeHoBsaHue J1C, a Takke
OTCYTCTBYET MPOU3BOAUTENLY), YTO MOCTaBUIO MOA COMHEHME YCTOMYMBOCTb CMCTEMbI 3aKkynoK APB-JIC,
OCHOBaHHOM Ha rocy4apcTBEHHOMN NoAAEPKKE HALMOHANbHbIX NPOU3BOAUTENEN.

O6bsBNEHHbIE LLeHbl TPETbero ayKunoHa 6biim Ha 8-16% Bbllwe, Yyem paHee 06baABAeHHble B 2019 roay. Mo
pe3ynbTatam 0boMX HecocTosBLIMXCA ayKumoHoB Komuccueln no 3akynke MuH3gpaBa peKoMeHAOBaHa

108 http://minzdrav.gov.by/upload/dadvfiles/925.pdf
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3akynka APB-/IC U3 04HOroO MCTOYHMKA, KOTOpasi Ha MOMEHT nybankaumm aaHHoro otyeta (11.06.2019)
MoKa He coCcToA/ach.

TpeboBaHMA 3aABKM Ha 3aKynky (oT 02.04.2019) ponyckatoT 3aKynKy HesapernctpupoBaHHbix JIC,
OTBEYaloWMX onpeaeneHHbIM YCI0BUAM: perucTpayma B ctpaHe yneHe ICH, nnbo npeksanmédukaumns BO3,
nbo 3akndeHne LIIM3 o nonoKUTeNbHbIX pesy/sibTaTax 3KCMNepTU3bl PEerMcTpauyMoHHOro AoCbe UM O
pe3ynbTaTax 3KCNepTM3bl JOKYMEHTOB, NoATBEPKAAOWMX 3$DEKTUBHOCTb, 6e30MacHOCTb M Kadvectso JI1C B
COOTBETCTBMM € TpeboBaHMAMM 3aKoHoaaTenbcTBa PhB.

Bnepsble B 04MH ayKLMOH 6bliM 06beANHEHDI 10TbI, 3aKYMNKa MO KOTOPbIM NPOBOAMTCA 33 CYET CPeACTB Kak
pecnyb/IMKaHCKOro, TaK U MeCTHOro 6rayKeToB. B ayKuuoH Obla BKAKOYEH npenapaTt ¢ AeMCTBYHOLLEelM
naTeHTHOM 3awmTon (LPV/r), HO NpeanoXeHnin OT y4aCTHUKOB He NOCTYyNuo.

Bbicoknm ocTtaeTtca dMHaHcoBoe bpemsa Ha 3aKynKy 6peHaoBbIX NpenapaTos: Tak, B 2018 roay Ha 3aKymnky
Anysun (LPV/r), Hopsupa (RTV) u Tueukas (DTG) noTtpayeHo 45,0% ot obuwero 6ioaxeTa Ha 3aKkynky APB-
NC, B8 2019 roay nnaHupyetca notpatuTb 2 585 940 USD (uto coctasnseTt 73% ot obulero 6toaxketa Ha APB-
NC cornacHo TpeboBaHMAM 3aAaBKM Ha 3aKynky ot 18.12.2018, nan 58,5% ot obuwiero 6loaxKeTa ¢ y4yeTom
paclWMpPeHNs 3aKynok cornacHo TpeboBaHMAM 3asBKM Ha 3akynKy oT 02.04.2019). CHuxKeHue umcna
nAaHUpPYembIX K 3aKynke 3a cpeactsa MTI Fd roaosbix KypcoB npenapata Tusmkal (DTG) — ¢ 264 B 2018
rogy Ao 61,8 B 2019, a TakKe He NAaHUPOBaHME MPOAO/IKEHUA 3aKynok npenapaTta WMHTeneHc (ETR)
TpebyeT paccMOTpeHUA nepexona Ha PUHaAHCMPOBaHME 3aKynoK 3Tux APB-/I1C 3a cpescTBa rocbroaKeTa.
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4.3.2. 3akynku NMNA ana neyeHus renatuta C

CyuiecTByeT TPU OCHOBHbIX BapmMaHTa Noay4yeHuMa A0CTyna K neveHuto renatuta C B benapycu:

= nporpamma OecnnaTHOrO NpPeAoCTaBAEHUA NALMEHTaM MNpenapaToB, 3aKYMJEeHHbIX 3a c4yeT
pecnybanKaHcKoro 6oarKeTa;

"  MOKyMKa nauMeHTamuM B anTeKe 3a COOCTBEHHble AEHbIM 3aPerncTpupoBaHHbIX B benapycu
npenaparos;

" [OKyNKa 3a CcOOCTBEHHble AeHbrM He3aperncTpupoBaHHbIX B benapycu npenapatoB (MoOKynka
reHepuKOoB HeslerasabHo IMB0 NOKYMNKa reHepuKoB 3a PybeKom 1 X CaMOCTOATE/IbHbI BBO3).

3aKynKu npenapaToB 3a cyeT cpeacTB pecnyb6amMKaHCKoro 6togykerta. 3a nepuog ¢ 2017 roga cocTosnochb
TpM ayKumoHa no 3akynke MN4 ana neyeHus renatuta C 3a cpeactBa rocbrogketa (Tabnuua 4.24).
CtoumocTb cxem SOF+DAC n SOF/LED B Benapycu saBndeTca A0CTaTOMHO AOCTYMHOM: KaK MNpu roc3akynkax,
TaK U NpU NOKYMNKe B anTeke. Tem He MeHee, HYXXHO OTMETUTb creaytoLLee.

LieHa 3aKkynku cxembl SOF/LED 6bin1a Bbllle, 4eM CTOMMOCTb NMaHreHoTunuyeckom cxemol SOF+DAC.

LleHa 12-HegenbHol cxembl SOF+DAC, 3akynneHHon y komnaHum UMTYMN «Peb-dapma» no gorosopy oT
07.12.2017 6bina B 2,7 pasa Bbllle, YEM TOWN }KE CXEMbI, 3aKYMN/IEHHOM Yy TOM e KOMMNaHUKU Mo A0roBOpYy OT
04.01.2019 (257 USD npoTtune 692 USD).

B nocneaHem aykumoHe (ot 30.11.2018) HaumeHOBaHUA N0TOB 3By4anun Kak «SOF/LED man SOF+DAC», To
€CTb BO3MOXHOCTb N04a4n NnpeasioXKeHUA No NoCTaBKe TOAbKO Anb npenapata SOF uckntovanack, YTo He
[aBasio BO3MOXKHOCTM y4acTma B aykuuoHe komnaHuu CM 000 «®PapmnsHg», Hanagmewelh B benapycu
MOMHbIA UMKA npoussoactsa SOF (Ho He Bbinyckawweit DAC manm KombuHaumio SOF/LED), n aasana
npevmyLLectso KomnaHmum UNTYN «Peb-Papma» — eaMHCTBEHHOM KOMMNaHMK B Benapycu, BbinycKatowen un
SOF, n DAC.

MoKynKka npenapatoB B anTeKe 3a cobcTBeHHble AeHbrU. B Tabaunue 4.25 ykasaHbl OLEeHOYHbIE AaHHble O
npogakax 3apernctpmpoBaHHbix MM/ B antekax benapycu. B 2018 rogy Hanbonee yacto npuobpetaemoli B
anTekax b6blna cxema SOF/LED, a He naHreHoTunuueckasa u 6onee gewesana cxema SOF+DAC. KonnyecTtso
npuobpeteHHbIx cxem PrOD (Bukeipa MNak) B 2017 n 2018 roaax 66110 HEBENUKO.

Ha pucyHKe 4.7 cyMmMMUPOBAHbI JaHHble MO KoamyecTsy 12-HeaenbHbix Kypcos MMM gna neyeHna renatuta
C, 3aKyn/eHHbIX 33 cpeacTea rocbroaKeta u npmobpeTeHHbIx B anTekax: B 2017 rogy 31o 1146 Kypcos, B
2018 rogy — 5013 Kypcos, B 2019 roay — yKe no KpaiHei mepe 6000 Kypcos.

6
B PrOD anTteku
= = SOF/LED antexu
6000 SOF+DAC anTekru
1076
SOF/LED M3
23 1400 SOF+DAC M3
623
500 600
2017 ropn, 2018ropn, Havano 2019roaa
(Tonsko_SOF)

PucyHoK 4.7. Konnuectso roaosbix KypcoB APB-J/1C, 3akynneHHbIX 3a cueT rocbroaxeta B 2017, 2018 roaax
W NNaHnpyemblx K 3akynke Ha 2019 roa, USD
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Tabauua 4.24. [JaHHble O COCTOABLUMXCA ayKLUMOHax Ha 3akynky NN/ ans nedyeHuns renatuta C 3a cpeactsa rocbrogketa

Per. No / Homep Ha [ata [ara NoBeyTent Toprogble Konnyect | Ywmcno 12- LleHa 3a 12: LeHa
lcetrade AYKUMOHHbIX | 3aK/io4veHuA ayKLMOHa MHH HaMMEHOBAHMS BO HeAe IbHbIX HeaesIbHbIN BCero,
TOpros A0roeopa Tabnetok Kypcos Kypc, USD* uspD*
AU20170907118756/ | 20.10.2017 07.12.2017 UNOTYN «Peb- SOF lenaco¢t 50 400 600 222,1 133240,17
2017-484437 dapmar» DAC [Naknacodt 50 400 600 35,5 21322,339
-- Het** (3akynkay | SOF/LED | Codocnep, 117 600 1400 949,7*** 1329647,7
OAO «3K30H») KKk
AU20180924155324/ | 26.10.2018 04.01.2019 Ch o000 SOF**** | Codup 252 000 3000 403,3 1209803,6
2018-614941 «PapmnaHg»
AU20181114157954/ | 30.11.2018 04.01.2019 UNOTYN «Peb- SOF lenaco¢t 252 000 3000 692,1 2076372,3
2018-632881 dapma» DAC [Naknacodt 252 000 3000

Mpumevanuna:

* no kypcy HB PB Ha gaTy 3akntodeHus gorosopa 1 USD =2,0252 BYN (Ha 07.12.2017), 1 USD = 2,1788 BYN (Ha 04.01.2019), http://www.nbrb.by/statistics/rates/ratesdaily.asp

*k dYKUMOH NPU3HaH HECOCTOABLWMMCA; peKOMeHA0BaHa 3aKynKa U3 ogHOro UCTO4YHMKa, *** HayanbHas LeHa Ha ayKUMOoHe (u,eHa COrnacHoO 3aK/1r4YeHHOMY JOrosopy HEHCHa);

*#** No ocTaNbHbIM NO3ULMAM ayKLMOH NPU3HAH HECOCTOABLUMMCA

Tabnuua 4.25. [laHHble o npogaxkax MM/ B antekax B 2017 1 2018 rogax [cornacHo cepsucy intellix.by]

2017 2018
Ne MHH Yucno Yucno 12-Hegn. | UeHa 12-Heg, LleHa Bcero, Yucno Yucno 12-Hegq. | UeHa 12-Heg, LleHa Bcero,
YyNaKoBOK KypcoB Kypca, USD* uUsD* yMaKoBOK KypcoB Kypca, USD* usD*

1 | SOF/LED 400/90mr N228 0 0 -- 0 5794 1931 956 1846558
2 | DAC 60 mr Ne28 0 0 -- 0 3565** -- 262 311083
3 | SOF 400 mr No28 1869 623 361 224 890 3229 1076 455 489 213
4 | Bukeipa Mak Nel112 69 23 14110 324 523 19 6,3 9111 57 705

UTOro: -- 646 -- 224 890 -- 3014 -- 2 646 854

MprmeyaHus: * npoaaxku B

ONTOBbIX LLleHaX

** nosuposka DAC, Hanpumep, nosbllwaeTca Ao 1,5 Tabnetok B cyTkM npu npueme EFV
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MoKynka 3a CO6CTBEHHble AEHbMM He3aperucTpupoBaHHbIX B Benapycu npenapatoB. BO3MOMKHOCTb
neyntb renatut C npenapaTamu NPAMOro NPOTMBOBUPYCHOrO AENCTBMA CylecTsyeT ¢ KoHua 2013 roaa.
Maccoso 6enapycbl Hayann neynmTbCs HesapernctpupoBaHHbiMu MMA 8 2016 rogy nyTeM MOKYMNKM
reHepuKoB HeseranbHo B benapycn nnbo NOKYMKM reHepuKoB 3a PyBeskom M MX CaMOCTOATE/IbHOTO BBO3a
(OLI,EHVITb TOYHble macliTabbl He npeactaBaAeTcA BO3MOXHbIM, HO B TedyeHUe nocneaHuUxX Net 31o 6blno
BECbMa MaccoBbiM ABaeHuMem). 3akoHom!” He 3anpeweHo meaMuUMHCKOe npumeHeHune JIC, He
3aperncTpupoBaHHbIX B Benapycu, B cnyyae, ecim OHM «BBE3eHbl Ha TeppuTopuio Pecnybanku Benapych
OU3MYECKMM NULOM ANA IMYHOTO NPUMeEHeHUs» (cTaTtbs 16).

«MoynTaB TemaTMyecKkmne caiTbl, A MOHAN, YTO BONLLUMHCTBO NPAKTUKYET camosiedeHme... MoynTan oT3biBbI
M Havyan nepenucky. [esywKa npeacTasuaack TaTbAHOM, KOHCY/NbTMPOBa/sa MEHs OHAalH: noackasana
cXemy JsedyeHua ... Bo Bpems Tepanuum K MHOEKUMOHMCTam He o06pallanca» — rOBOPUT MaUMEHT.
«AnbTepHaTUBA KaKaa 6bln1a? BoT ecTb benapych, rae opuumanbHo npenapata HET, a eCTb BECb MUp, rae
3TV TabneTkn NPoAAKOTCA, Kak acnMpuH. M Haln nauMeHTbl 3aKasblBaan Npenapathl Y KaKMX-TO CTPaHHbIX
Annepos» — roBoput Bpa4'®®. BepoaTHO, yKe He B Tex obbemax, HO MauMeHTbl BCe elle MPOoA0/IKaT
npuobpeTaTb nNpenapaTbl Yy HeneranbHbIX MOCTAaBWMKOB C yyeTom 6onee npuBAeKaTenbHOW LeHbl No
CPaBHEHMIO C NpenapaTamm B anTeKax, 1 BO3MOXHOCTM BblIbpaTb reHepUYecKoro NpomnsBoAuTeNn NCXoaa U3
COBCTBEHHbIX NPEANOYTEHNN.

Takum o6pasom, B 2017 rogy 6binn HayaTbl 3akynku MMA ona nedeHumsa renatmta C 3a cpencrsa
rocbiogykera (npenapatbl SOF/LED n SOF+DAC): 3a 2018 rog 6b110 3aKynneHo 2 TbicAun 12-HedenbHbIX
Kypcos, B 2019 roay 3aknto4yeHbl 4OroBopa Ha NOCTaBKy 6 TbicAY 12-HenbHbIX KypcoB. Koanyectso Kypcos,
npuobpeTeHHbIX B anTeKkax 3a cobcTBeHHble cpeactsa, B 2018 roay 6bli10 Bbie, YeM 3aKyMAeHHbIX 33
cpeacTBa rocbroakeTa (bonee 3 ThicAY Kypcos).

CroumocTb Kypcos MMM gns neyeHusa renatuta C, 3aKynaemblx 3a cpeacTBa rocbrogykera, conoctaBuma c
PO3HMYHBIMW LLEHAMM 3TUX Ke npenapaTtos B anTekax (cxema SOF+DAC — okono 700 USD 3a 12-HenbHbIi
Kypc, cxema SOF/LED — okono 950 USD).

AyKumMoHbl Ha 3akynky MNM4 gna nedyenuma renatmuta C 8 2019 rogy B pamkax ogHOro nota npegnonaranu
BO3MOKHOCTb M04a4YM y4acTHUKaMM NpeanoKeHnin Ha noctasky SOF+DAC uam SOF/LED (c nocneaytowmm
BbIBOPOM MOCTaBLLMKA TOM CXEMbI, MPeA0KEeHUE NO KOTOPOM ByAeT HUXKe Mo LeHe).

Poct ctoumoctn cxembl SOF+DAC B 2,7 pasa npu rocygapCTBEHHbIX 3aKynKax y OAHOro M TOro e
npoussogutena — UMTYMN «Peb-Papma» (257,6 USD B 2017 rogy n 692,1 USD B 2019 roay) cTan BO3MOKEH
B CBA3M C 3aAB/IEHHOM A0POroBM3HOMN KOHKYpupyoLlen cxembl SOF/LED (oT OAO «3IK30H» — eAUHCTBEHHOrO
npoussoauTena 3aperucTpupoBaHHoro B PB npenapata SOF/LED), u B cBA3M C ocobeHHoCTAMM
cocTaBneHunsa TpeboBaHUA 3aABKN HA 3aKYNKY, NpeanoaaratoLLero BO3MOKHOCTb NO4auM 3aABKU Ha yyacTme
B aYKLMOHe TO/IbKO nNponssoautenem obomnx npenapatos (SOF n DAC) cpasy, 4To UCKAUYMN0 K3 ydactusa Cll
000 «®apmnaHa» (KOTopoe MOXKeT NoCcTaBUTb ToNbKo SOF) 1 cOOTBETCTBEHHO NMWNAO KomnaHuio UMTYI
«Peb-®apma» eAUHCTBEHHOTO BO3MOXHOMO KOHKYpeHTa no npenapaTty SOF.

107 3akoH Pecnybamku Benapycb «O nekapcTBeHHbIX cpeactsax» ot 20.06.2006 r. Ne 161-3 (8 peaakuum ot
15.06.2009 r. No 27-3).

108 3KypHan UmeHa. «fA nobeamn renatut C». Kak 6enopycbl Ha CBOM CTPax M PUCK NeHaTca No UHTEPHETY.
https://imenamag.by/posts/maks-pobedil-gepatit
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4.3.3. KOHTeKCT npoBeaeHUA 3aKyNnoK

3akynku JIC pna neyenma BUY-uHbekumm n renatuta C NPoOMCXOZAT B CyLLECTBYHOLLEM MPaBOBOM WU
ny6anyHOM KoHTeKcTe. OTAeNbHbIe BOMPOCHI, Kacatowmeca 3akynku JIC, o4HOBPEMEHHO BXOAAT B cdhepy
WHTEepecoB HECKO/IbKMX roCyAapCTBEHHbIX OpraHoB. HeKkoTopble BONPOCHI 3aKyNOK 3aKOHOAATe/NbHO He
yperynmposaHbl. CMW n obuwectBo cnabo BHMKAOT B BOMPOCbI 3aKYMOK MNpenapatoB, HET YeTKO
chopmynnMpoBaHHON NOTPEOHOCTU B NPO3PAYHOCTM 3aKYMOK.

MNopaep)XKa HauMOHaNAbHbIX npousBoauTeneit. Tak, B [OCydapcCTBEHHOM nporpamme pPasBUTUA
dapmaLeBTMUYECKON MpoMbIwaeHHOCTM (M3 PB aBAAeTcs 3aKasuMKOM-KOOPAMHATOPOM MPOrpamMmbl, HO
cama nporpamma paspaboTaHa Bo UCNONHEHWe nopydyeHus MpesmaeHTa 1 nopydeHua Coseta MUHKUCTPOB),
OCHOBHOW Le/bl0 AeKNapupyeTca yaoBneTBopeHWe noTpebHocTer Hacenenus B JIC nyTem «pasButuA
MMNOPTO3aMELLAIOLLMX N SKCMOPTHO-OPUEHTUPOBAHHbIX NPOU3BOACTB FOTOBbLIX JIEKAPCTBEHHbIX CPEACTB U
dapmaueBTMUHECKMX cybCTaHUMM», U KOTOpas npeanonaraeT NoAAepKKy HauMoHa/bHbIX NpousBoauTenen
NC pagom mep, B TOM YMcCae, paclUMPEHMEM HOMEHKNATYPbI NPoM3BOAUMbIX MK J1IC n gosBeaeHMEM 0NN
oTeyecTBeHHbIX JIC Ha BHYTPEHHEM PbIHKE B CTOMMOCTHOM BblpaxeHnu o 53% B8 2018 roay, 54% 8 2019 n
55% B 2020 roay.1%

He npeaycmoTpeHa BO3MOXHOCTb FOC3aKynoK Ha MeXAyHapoaHbIX naowaakax. Kak yxe 6bi10 cKa3aHo B
rnase 2, OTCYTCTBYeT MeXaHM3M MpoBeAeHMA 3aKynoK 3a CPeAcTBa rocyAapCTBEHHOro bloakeTa Ha
MeX/AYHapOoaHbIX TOProBbIX NaoWaaKax (Hanpumep, Ha naatdpopme wambo.org FnobanbHoro poHaa). Tak,
COrNacHoO 3aKOHY, K BUAaM Npoueayp rocyAapCTBEHHbIX 3aKYMOK OTHOCATCA TO/IbKO CeAyloLme: OTKPbITbIN
KOHKYPC, 3aKpbITbil KOHKYPC, 3NEKTPOHHbIA ayKLUMOH, npouedypa 3anpoca LEeHOBbIX MNPeasoXeHui,
npoueaypa 3aKynku U3 04HOr0 UCTOYHMKA, Bupkesble Topru. 10

3akoHOAATe/IbHO He ypery/MpoBaHbl 3aKyNKU HesapeructpuposaHHbix JIC. CornacHo 3aKoHy, 3anpeLLeHo
MeANUMHCKoe npumeHeHue JIC, He BKAKOYEHHbIX B locydapcTBeHHbli peectp JIC PB (To ecTb He
3apernctpupoBaHHbix B benapycu JIC), 33 uckAoveHUem cnydaes, Koraa JIC M3roTossieHbl B anTeKkax,
npefHasHayeHbl A8 NPOBEAEHWUS AOKIMHUYECKMX WMCCNEAO0BAHUA M KAMHWYECKUX MUCMbITaHUMi, nanbo
BBE3€Hbl Ha TEPPUTOPUIO PB GU3NUYECKMM TMLLOM A1 INYHOTO NpUMeHeHua.

CornacHo MpoeKTy U3MeHEHWNN B 3aKOH, 0OLLLECTBEHHOE 0OCY»KAEHME KOTOPOro npoxoauao Ha Mpasosom
dopyme benapycu ¢ 22 no 31 maprta 2019, npepnaraetcs paspewnTb K MeAULUHCKOMY MPUMEHEHUIO
BBe3eHHble B PB HesapeructpupoBaHHble JIC MO NOKa3aHMAM, YKa3aHHbIM B COOTBETCTBYHOLLUX
COMPOBOAUTENbHBIX [AOKYMEHTax, B cayyasax, ecav JIC: 1) npegHasHauyeHbl NS NpenynpexaeHus wu
YCTPaHEeHMA NOCNEACTBUIA INUAEMUYECKUX 3ab0NEBAHUI, KAaTaCcTPOd, CTUXMNHBIX BeacTBUI, Ype3BblYaHbIX
CUTYaUM NPUMPOAHOIo M TEXHOTEHHOIO XapaKTepa; 2) BBO3SATCA B KAYeCcTBE MHOCTPAHHOM 6e3Bo3mesgHOM
nomouwy; 3) npeaHasHayeHbl A/ OKasaHWA MeAWLMHCKOM MNOMOLLM MO KU3HEHHbIM MOKa3aHUAM
KOHKPETHOTro naumeHTa Mbo oKasaHWA MeaULMHCKOM NOMOLLU OFPaHNYEHHOMY KOHTUHIEHTY MNaLMEHTOB C
peakumun  (opdaHHbIMKM)  3aboneBaHMAMM U (MIM)  KM3HEYTPOXKALWMMKM, UAN  CepPbe3HbIMU
WHBANIMAM3NPYIOWMMM 3a601€BaHMAMM, MO NEPEYHIO U B NOpsALKe, ycTaHaBamBaembimu M3.11? OtaensHo B
MpoeKTe He nponucaHa BO3MOXHOCTb yNpoLLeHHON pernctpauumn J1IC, nmerowmx npexksanndpukaymio BO3
WW perucTpaunto B ctpaHax yneHax ICH.

109 CgoaHble Lenesble NokasaTenu FocyAapcTBEHHOM NPOrpammbl U LLeIeBble NoKasaTenu noanporpamm.
MpunoxeHue 1 Kk NlocyaapcTBEHHON Nporpamme pa3sBuTUA GpapmaL,eBTUHECKON NPOMbILLAEHHOCTU Pecnybanku
Benapycb Ha 2016 — 2020 roapl. ¥Y18. NocTtaHoBneHnem Coseta MuHuctpos Pb o1 28.12.2015 Ne1096.

110 33Kk0H PB «O rocyaapcTBEHHbIX 3aKynKax ToBapos (pabot, ycayr)» ot 13.07.2012 r. Ne419-3. Cratba 17.
http://pravo.by/document/?guid=12551&p0=H11200419&p1=1

11 33k0H PB «O nekapcTBeHHbIx cpeacTsax» oT 20.07.2006 r. Ne161-3. Ctatbu 16-1 1 8.
http://www.pravo.by/document/?guid=3961&p0=H10600161

112 MpoeKT n3meHeHWI B 3aKOH O NeKapcTBeHHbIX cpeacTsax. CtaTba 19 1 26 NnpeanaraeMoit HOBOM peaaKkLMM 3aKOHa.
http://pravo.by/novosti/novosti-pravo-by/2019/mart/33298/
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Kak 6bl10 yXKe yKaszaHo paHee, HECMOTPA Ha OTCYTCTBME 3aKOHOZATE/IbHO 3aKPEN/IEHHbIX BO3MOXKHOCTEN,
TpeboBaHuMA 3a8BKM Ha 3akynky APB-/IC ot 02.04.2019 roaa AONYCKalOT 3aKyMnKy He3aperncTpmpoBaHHbIX
N1C, oTBevatoWmx creayowmm yCnoBUAM: permctpauma B ctpaHe yneHe ICH, anbo npekBanndukaumsa BO3,
nmbo 3akntoveHne LDM3 0 NoNoKWUTENbHbIX pesynbTaTax 3KCNEePTM3bl PErMCTPaLMOHHOrO AOCbEe WUAM O
pe3ynbTaTax 3KCNepTM3bl AOKYMEHTOB, NoaTeepKaatowmx adpdekTMBHOCTb, 6e3onacHocTb 1 Kavectso JIC B
COOTBETCTBUM C TpeboBaHUAMM 3aKoHoAaTenbcTea PB.13

AHTUKOPPYNUMOHHAA KaMnaHUA B 34paBoOOXpaHeHuU. Pabota 4MHOBHMKOB M3 Pb, KOoTOpble BEPOATHO
MOTAN Bbl MHULMMPOBATL U3MEHEHUA B 3aKOHOZATENbCTBO O permctpaumm JIC u mexaHnamax Mx 3aKynok,
NPOXoAMT B YCNOBMAX Havasleroca B uioHe 2018 roga v npoAonKarloleroca paccnefoBaHUA CUNOBbIX
Beaomcte (K6, CneacTtBeHHOro KomuTeTa) B pamMKax aHTUKOPPYMNUMOHHbLIX JAen B cucTeme
3paBoOOXpaHeHms, 6ObLIAA YaCTb KOTOPbIX KAaCAETCA 3aKYNOK MeANLMHCKOMN TexHMKKM un J1C.H4

HebpexHoe ocBelweHne npouecca 3akynok APB-/1IC 8 CMW. Bonpocbkl Kak MeauLUHbI, TaK U NpoBeaeHUs
3aKYMNOK ABMAIOTCA AOCTAaTOMHO C/IOXKHbIMU, U }KYPHANUCTbI HE BCeraa TpaTaT BPEMSA Ha TO, YTOObl BHUKHYTb
BO BCe AeTanu nepen nybavkaumeir. Tak, Hanpumep, B ctaTbe EBpopaamno’’® xypHanuct nyTtaeTt npouecc
3/IEKTPOHHOINO ayKUMOHA C TeHAEepHbIMU 3aKyNMKaMK, CYUTAET 4YTO 3aKYMKU 4yepe3 CUCTeMY ayKUMOHA
nponcxoaAaT B TOM umcae 3a cpeactea MTI P, aenaet BbIBOA, O «CYLLECTBEHHON 3KOHOMUW» CPABHUBAA
ABa pasHbIXx ayKumoHa (Ha 3aKynky pasHbix APB-JIC U ux pa3HOro KO/MYecTBa), NPUBOAUT HEBEPHYIO
nHbOopmMauUmio, NPaBAUBOCTb KOTOPOW NErko MPOBEPUTb B OTKPbITbIX MCTOYHMKAX (Hanpumep, 0 TOM, 4TO
npekBannomumpoBaHHble BO3, HO He 3aperncTtpmpoBaHHble B Pb MHAWNCKME TeHEpPUKU «B TpU pasa
OELleBsie» YemM «cpedHue UeHbl PbIHKOB conpefesibHbiX CTpaH M CTpaH mupa B uenom»). Cratba B
HapopgHoi rasete!'® Takxe NpUBOAUT HETOUHYIO MHPOPMALMIO, BKAKOYAA 3aHMMKEHHYIO 0N CPeacTs
pecnybsinkaHcKoro btogxkeTta B 3akynkax APB-JIC B 2018 roay, poJ/ib B CHUMKEHUU LIEH OTBOAUTCA AOMYCKY K
TOpram He NpenapaToB, NpekBaandmunpoBaHHbix BO3, a npenapaTtos, 3aperMcTpmMpoBaHHbIX B cTpaHax ICH.

HeueTKoe NOHMMaHME NALNEHTCKUMM OpraHU3aLMAMU CBoeil poau B afABOKaLUK AOCTYNHOCTU JieUeHUs.
Hanpumep, B nocnegHen ns umutupyemolix ctaten npeacrasutens POO «Jliogu Matoc» 03By4MBaET He cBOe
(naumeHTCcKoro coobuiectBa) OTHOLIEHWE K 3aBbIWEHHbIM LleHaM B CPaBHEHWW CO CpeaHEMMUPOBbIMMU, 3
TpaHcAMpyeT no3numm  GapMKOMNAHUN: «KOMMAHMW... MPOUFHOPUPOBANIN TOPrM, Ha3BaB OCHOBHOW
NPUYMHON HU3KYIO CTAPTOBYIO LEHY», «BbIACHW/IOCb, YTO CTApTOBble LEHbl Ha MpenapaTtbl... HUXe
cebecToMmMocTM KX NPOM3BOACTBA». TaK¥e NaUMEHTCKME OpraHM3auMm 4acTo BbICTYNalOT He
pPaBHOMNPABHbIMM MAapPTHEPAMU B OBCYKAEHUN AOCTYNHOCTM TEPANNUK, a BbIPAXKatoT HEraTUBHOE OTHOLLEHME:
Hanpumep, B MHPopmaumoHHOM 6BronneteHe «benCetb aHTMCMINA»!Y yTBepykpaeTca, uto 8 2011 roay
«HMKaKoW APB-Tepanuu B Benapycu He 6bl710», a celyac B oTaMumMe oT cTpaH EBponbl, rae «cywecrsyet
MHOKECTBO CXem Tepanuu», B benapycun nlogn «obpeyeHbl NPUHUMATD UL TE IEKAPCTBA, KOTOpble KynuT
rocyaapcTeo», 4to 3actasnaset JIXKB amurpmposaTb U3 CTpaHbl.

113 TpeboBaHMe 3a9BKM Ha 3aKkynKy oT 04.01.2019. http://zakupki.butb.by/auctions/download?id=2453122&name=
5CC8D8C40282B9D2BED6FAD4A7B91691/TZ_ARV_LS.pdf

114 TatbaHa MenbHUUyK. Benopycckoe "neno spadein". Kak JlykaweHko 6opetca ¢ Koppynumeit. Pycckaa cnyskba bu-
6u-cn, MuHck. https://www.bbc.com/russian/features-44801806.

JlyKalleHKo 0 Koppynuuu B MeuUMHE: Caxkaau u byaem caxaTb, Ha ouepeam ele COTHA YenoBek. UHTepdaKc,
19.04.2019. https://www.interfax.by/news/belarus/1257522

115 Masen Ceepanos. MuH3apas cobupaeTca 3aKynuTb He3aperncTpMpoBaHHbIe neKapcTea Aaa noaei ¢ BUY.
Espopaawno, 16.04.2019. https://euroradio.fm/ru/minzdrav-sobiraetsya-zakupit-nezaregistrirovannye-lekarstva-dlya-
lyudey-s-vich

116 Miogmuna KoHonesibKo. XBaTUT /I aHTMPETPOBMPYCHbIX MPenapaToB Ha BCex NaumeHTos? HapoaHas raserta,
17.05.2019. https://www.sb.by/articles/ostatsya-v-plyuse-antiretrovirusnie-preparati.html

117 BmecTe: MHGOPMaLMOHHbIN BronneTeHb Accoumaumm «benCetb aHTMCNNA». MapT 2019, c. 15.
https://www.belaids.net/byulleten-vmeste-mart-2019/
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He Bce nauueHTCKMe OpraHu3auMu 3auUHTEpPEeCcOoBaHbl B MPO3PAYHOCTM, U HE MOHMMAIOT MEXaHU3MOB
OLLEHKM JAOCTOBEPHOCTU NOAYyYaeMbIX AaHHbIX; MHOMME M3 HUX LeHAT (Kak MM npeacTaBnsercs,
YHWUKaNbHYI0) BO3MOXKHOCTb YTO-TO Yy3HaBaTb M MoJiydaTb obel,aHua YMHOBHMKOB Ha cioBax. Hanpumep,
POO «/ltogu Mntoc», oTBeyas Ha BoMpoc 06 UCTOYHUKe MpuBeAEeHHbIX UMK AaHHbIX 06 obecneyeHum
b6ecnepeboHOCTM B npoLlecce 3akynok APB-JIC Ha 2019 roa, NUWYT IULLb, YTO KBO MHOIMX 3Tanax paboTsl
Mbl MPUHMMaeM HenocpeacTBEHHOe yyacTve. MICTOYHUKM AoCToBepHbIe... MHPOopMaumMa pasmelleHa Ha
Hawem odULUMaNbHOM cailTe, U TO, YTO Mbl BbiKNaAblBaeM HUKOr4a He OMPOBEPranoch», M TaKyKe «Halla
3aga4a pabotatb Ha 6Gnaro /KB “ MHOPMMPOBATL O MNPOUCXOAALLEM MAKCMMANbHO AOCTOBEPHO.
OcTanbHoe — BHYTpPeHHAA paboTa rpynmbl MO AOCTYNY K IEYEHMIO B Hallel opraHusaumm», 18

CKK He BoCnpuHMMaeTcA NaUUEHTCKMMM OPraHu3auMaMM KaK nnowagKka gna AUCcKycCcuit, cyliectsyer
npaKkTUKa 3aKpbITbiX 06cyxaeHui. Hanpumep, POO «MNobeamm TybepKyaes BMecte» B OTBET Ha OTKPbITOe
obpaweHme B CKK no noBoay nauueHTCKUX O0BOpalleHUMit O BO3MOMKHbIX nepeboax ¢ 6eaakBUIMHOM,
BMecTO npocbbbl K 3akynuwmky (PHMOLU MT) oduumanbHO 3TO NPOKOMMEHTMPOBATb, NPOCLObLI K
obpaTuBlieMyca NpeaoCcTaBUTb UCTOYHUK MHOOPMAUMM, MU B KOHLE KOHLOB OTKPbITO 0b6cyauTb 3TO B
pamkax naowaakm CKK — HaobopoT, kKyayapHo obcyams aToT Bonpoc ¢ PHIML, MT, npocTto gaeT HeraTuBHYyO

OLLeHKY obpalleHunIo: «aymaiTe, Koraa nuweTte!» 19

118 https://www.facebook.com/groups/195104661019693/permalink/559157757947713/
119 https://www.facebook.com/328134774296694/photos/a.342326489544189/693252181118283/
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4.4. BO3MOXXHOCTU NALUEHTCKOro MOHUTOPUHIA A0CTYMNa K IeYEHUIO

CywecTByeT pag MexaHU3MOB NaLMeHTCKOro MOHUTOPUHIa goctynHoctu APB-J1C, KoTopble peanusytoTca B
Benapycum.

O6palieHnMa B opraHbl 3gpaBooxpaHeHuA. MHdopmauma o npenocTaBAeHUM NpenapatoB (3ameHa
npenaparta, OTKas B ero Bblgaye, Bblgaya Ha Hosee KOPOTKMI CPOK) MOXKET NocTynaTb OT MauMeHTa B
YNO/IHOMOYEHHbIE CTPYKTYpbl cuctembl M3 (yuperkaeHusa 34paBooOXpaHeHus, camo M3 u gp. opraHbl
cornacHo 3akoHoaatenbctey). CornacHo 3akoHy PB ot 18.07.2011 r. Ne300-3 «O6 obpalieHnsax rpaxaaH u
IOPUANYECKMX NIULLY, FpaxgaHe benapycu umetoT npaso Ha obpalleHue B opraHM3auuu NyTem MNoAaum
MUCbMEHHbIX, 3/1eKTPOHHbIX WU YCTHbIX 0bpalieHuin. MncbMeHHOe obpalleHue cneayeT OTNPaBAATb Ha
MOYTOBbIN aApPeCc, 3/IEKTPOHHble OOpaLLEHUA MOXKHO OCTaBUTb Ha calTax OTAE/bHbIX YuYpeXAeHWi
3/1paBOOXPaHEHMA, YyNpaBAEHUAX 34PaBOOXPaHEHNA 061aCTHbIX UCNONHUTE/NbHBIX KOMUTETOB U KOMUTETa
No 34paBoOOXpaHeHWo MUHIOPMCNONKOMA, a TaKKe HenocpeacTBeHHo Ha caite M3, 3akoHom
perfiaMeHTUPOBaHbl CPOKM WU MOPAAOK PACCMOTPEHMA obpalleHMa rparkaaH; B OONbLIMHCTBE C/y4Yaes
paccmoTpeHue obpalleHnin 3aHMMmaeT oT 2 Hegenb Ao 1 mecaua.

O6paweHua B obwecTBeHHble OpraHUsauuMu. 3a MocinedHue rodbl aKTMBHO pPa3BMBasacb cucTema
NaLMeHTCKOro MOHUTOPUHra, Co3aH MexaHn3m cbopa AaHHbIX U MexaHU3m pearmposaHua. ObpalieHue B
HIO, paboTtatowme B chepe npodpunakTnkm BUY, 3awmTbl npaB KAKOYEBBIX TPYyNM, ABASIOTCA MEXaHU3MOM
duKcauumn nHpopmaumm o NpeaocTaBaeHMM NpenapaTos NaumeHTam (tabavua 4.26).

Tabnauua 4.26. OcHoBHble BWY-cepBuCHble oOpraHM3auMu, OpraHM3aUMK NAEeNn, 3aTpPoHyTbix BUY,
renatutom C, Tybepkynesom, n popmbl cbopa obpaTHOM MHOpmaLunm

Ob6uwecTBeHHble opraHM3aumm

KaHanbl ana ceasm

Benopycckoe obliectBeHHOEe 06beaMHeHME
«Mo3UTMBHOE ABUXKEHMEY

NHdopmaumoHHan nnHua, TenepoH oduca; paBHble
KOHCY/NbTaHTbI; cCOObLEHMA Yepes caliT, e-mail.
Ccbinka Ha canT pereboi.by

PecnybinkaHcKkoe obuiecTBeHHoe 06beanHeHne
«lrogm Mntoc»

TenedoHbl KOHCYNbTAHTOB, 06PaLLEHMA Yepes CaT,
e-mail. Ccbinka Ha caliT pereboi.by

Pecnybi1KaHCKoe MonoAexHOe 0bLecTBEHHOE
ob6beanHeHue «BcTpeua»

TenedoHbl perMoHaNbHbIX NPeaCcTaBUTENbCTB U
«lopaunx nnHU». ObpatlleHne yepes caiT, e-mail

PecnybnnkaHckoe obuiecTBeHHoe 06beanHeHue
«Bbenopycckana Accoumaums Knybos KOHECKO»

TenedoH oduca, e-mail Ha caitTe opraHusaumm

Accoumauma «benCetb aHTMCITNA»

TenedoH oduca, e-mail Ha caitTe opraHmnsaumm

CBeTI'IOI'OpCKaFI ropoackan 6ﬂaFOTBOpMTe}1bHaF|
O6LLI,ECTBEHHaFI opraHusauma «AnbTepHaTusa»

TenedoH oduca, e-mail Ha cnpaBoYHbIX pecypcax

Mos3blpcKoe counansbHoe obliecTeeHHoe
obveanHeHne «peBo KU3HN»

TenedoH Ha CNPaBOYHbIX pecypcax

COLI,M3]1bHO-I'IpOCBeTMTeﬂbCKOE O6LLI,ECTB€HHO€
O6'bep,MHEHllle «BmecTe npoTuB renatuta»

TenedoH Ha CNpPaBoOYHbIX pecypcax

PecnybnnkaHckoe obliecTBeHHoe 06beanHeHne
«MNobeanm Tyb6epKynes smecre»

TenedoH oduca, e-mail Ha caitTe opraHmM3aunm

B 2018 roay B 06LLIECTBEHHbIE OpraHM3auUumM NOCTynanm obpalieHns 0 BO3MOMKHOCTU nonydeHusa APB-J1C
rparkgaHamu Apyrux cTpaH (npu oTcyTCcTBMM/ HaNMYMM BMAA Ha KUTenbcTBa), 06 obecneyeHnn APB-JIC B
MecTax AnweHuns ceobogpbl (Hanpumep, 500 «MO3UTUBHOE ABUKEHUEY TaK¥Ke NPOBESIO CEPUIO BU3UTOB B
OTZe/ibHble UCMPABUTE/NIbHbIE KOJIOHMU), O BO3MOMKHOCTU MOJIyYEeHUsA HOPUAMYECKON MOMOLLM B CBA3U C
pa3rnaweHnem BUY-nonoxKmMtenbHoOro cratyca, oTkasamm paboTtoaartena B TpyAoycTpolicTee B ¢BA3n ¢ BUY-
CTaTyCOM M YrofIOBHbIMM NpoLeccamu no crtatbe 157 YronosHoro Kogekca, BO3MOKHOCTAX JIXKB yCbIHOBUTL

1203 nekTpoHHbIE 0bpaleHna M3. http://minzdrav.gov.by/ru/ministerstvo/elektronnye-obrashcheniya.php
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pebeHKa, Bonpocam 6e30nacHOro 3a4aTma B AMCKOPAAHTHbIX Napax. PerynspHasa cTaTMCTMKa obpalleHuii B
OpraHM3aLmsAxX He BeseTcs.

Ob6uecTBeHHbIE OpraHM3auumM nocblinann obpaweHma B Munsgpas, PHIML, MT, PYMN «Bbenadapmaymio» u
NPOU3BOAUTENAM NIEKAPCTB C PasHbIMM BOMPOCAMM, KACAOWMMUCA OCTYNa K Tepanuu, B TOM 4ucne no
BOMpPOCamM NpoBeAeHUs 3aKynokK (KaK, Hanpumep, 6bl10 BUAHO Bbille B rnase 4.3.1 No yMtaTtam U3 nNUcem B
oTBeT Ha obpaleHna BO0 «Mo3nTUBHOE ABUNKEHMEY, TaKKe cM. MpunoxkeHue C).

MaumeHTCcKoe coobLecTBO MMEET BO3MOXKHOCTM 0bydYeHMa B 06/1acTU AOCTyNa K JIEYEHUIO, B TOM YuC/e
6apbepoB, CBA3AHHbLIX C WHTENNEKTYaNbHOW COOGCTBEHHOCTbO. Tak, npeactasutenn BOO «[lMo3utusHOE
asvxkeHmne» n POO «Jliogu Matoc» NpUHUManuM ydactme B page KoHobepeHummin, Bratodaa «Use of TRIPS
flexibilities to make medicines affordable in middle income countries», opraHmsaoBaHHyto ITPC.

MaumeHTCKMe rpynnbl B MWHTepHeTe. Euwe OAHMM MEXaHM3MOM MOCTynaeHus uHbopmauum o
npeaocTaBNeHUM NpenapaToB ABAAETCA CTPaHMLUbI B COLMANbHbBIX CETAX MHUUMATMBHDLIX TPYNM, aKTUBHbIX
JTIKB. B 2016 roay 6bina co3gaHa MHMUMaATMBHAA rpynna JIXKB, KoTopas opraH1M3oBasa 3aKpbITyo rpynny B
Facebook u Viber. AKTUBHblE YieHbl TPyNMnbl NPM HEOOXOAMMOCTU MPOBOAAT COOPAHMA U COCTaBAAOT
obpaleHma B MUWHUCTEPCTBO 34paBOOXPAaHeHMA. TaKKe CyLWecTBYIOT pervoHanbHble rpynnbl B Viber,
KOTOpble cO3A4aHbl C Lie/iblo B3aMMOMNOMOLLM, BMECTE C TEM COODLLEHMA O NpeaoCTaBAEHMM NpenapaTos U
AucnaHcepHoMm HabNAeHMM TaK:Ke pasmellatoTca B rpynnax. Tak, B Hayane 2018, B ogHy u3 rpynn B Viber
noctynana uHdopmauma o 3ameHe KombuMHMpoBaHHOro npenaparta Tpyctmea (FDC TDF/FTC/EFV) Ha aBa
npenaparta TeHodoBUp/IMTpUUMTabuH 1 IdpasmpeHu,. B nioHe 2019 yyacTHMKM rpynnbl 06Cy>KAann Bblaady
NamuByamHa B cupone BMecTo TabneTok (cupon ¢ ucTekaowmm B utone 2019 cpoKom roAHOCTH).
Monb3oBaTenn TaKKe AeNATcA BrneyaTNeHuAMU: «A 8 Hayase nusa Kak ecms. O4YeHb 6bi10 HernpusmHo,
nomom Ha4an ¢ 8000l numes. 4 6ymeinku 8 mecau, no 15 ma 0o3a. B3an Ha mecay mabaemKu U cupornom
mecAay. O4eHb HeyOobHAs WMmyKa».

Caiit pereboi.by. Mpn nogaepskke «Koannumm No roToBHOCTM K neuveHunto» (ITPCru)!?! 8 2015 rogy 6bin

co3faH pecypc cbopa AaHHbIX O NPeaocTaBAeHMM MPenapaTtoB Ha OCHOBAHMM COOBLWEHMI NALMEHTOB —
pereboi.by.

C aHBapa 2018 no uioHb 2019 roaa Ha caldT nocTynuno 26 nepBUYHbIX 0bpalleHuit (c ceHTabpa 2015 no
Hos6pb 2017 roga Ha calT NocTynuao 84 nepsBUYHbIX 06PaLLEHMA); MHOTUE U3 NEPBUYHBIX 0BpaLLEHMI
3aTem BblAMBalOTCA B bonee anntenbHoe 06LLEHME C KOHCYNbTAaHTOM MO 31eKTPOHHOM noyTe. CoobueHnn
MOXHO OCTaB/IATb KaK B OTKPbITOM dpopmaTe, MpM KOTOPOM TEKCT cooblyeHma oTobparkaeTca Ha caliTe, Tak
n B popmate CBA3M C KOHCYNbTAHTOM, HE BUAMMOM AN OCTA/IbHbIX NO/Ab30BaTeei (NoAb3oBaTENM Yalle
BblOMpaloT BTOpPOW BapwuaHT). MocTynMBWKME Ha CaMT cOODOLLEHMA NPeacTaBAAoT cobOolM KaK YacTHble
cuTyaumm (Hanpumep, nepeboun NpenapaToB B KOMaHAMPOBKeE, NoboYHble adpdeKTbl, neyeHne renatuta C),
TaKk M OTPa)KaloT HECKO/IbKO 06beKTMBHO MmeBlwMxca B 2018 u 2019 ropax ob6CcTOATENLCTB: 3aMeHa
npenapata Tpyctmsa (FDC TDF/FTC/EFV) Ha asa npenaparta TeHodosBup/dMTpuumTabuH 1 ddasupeHy,
(cuTyaumm nonHoro oTCyTCTBMA npenapaTtoB He 6blno0  3aduKcMpoBaHo); Bmecto Anysum (LPV/r)
npeanaranace cxema ¢ IpasupeHuem (EFV); nepeboun ¢ TecTamm Ha BUPYCHYIO HarpysKy PerucTpupytoTca ¢
KoHUa 2018 no HacToAwee Bpema (MoHb 2019 roaa).

Ha caiite pasmeleHbl npumepHble GopmMbl 0BpaLLleHUt B rocyaapcTBeHHble OpraHbl MO OCHOBHbLIM
BOMPOCaM, CBA3aHHbIM C Nepebosmu B NPeaoCcTaBNeHUs IeUeHus.

OaHo U3 yHKUMIA caiTa sBAseTcA WMHOOPMMpPOBaHME NALMEHTCKOro coobuiectsa O npouecce
obecneyeHus APB-J1C, TecTamn 1 NpoYnMM cepBUcamu: aHanus ueH Ha APB-J1C, npouecc 3akynku APB-/1C

121 Koanuuma 6bina ocHosaHa B mapTe 2003 roaa, ¢ 2005 roga Havana paboty B permoHe BELIA, KOTOpbIit BKAlOYaeT B
cebs cnepylowme cTpaHbl: AsepbaiiarkaH, ApmeHus, benapyco, Ipysus, Nlateus, /intsa, Mongosa, Kbiprbi3cTaH,
KasaxcTtaH, Tag)uKucTaH, Y36ekucraH, Poccusa, YkpanHa u 3cToHmna. Pexxum gocrtyna: http://itpcru.org/itpcru/
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TectoB Ha CD4 1 BMPYCHYIO Harpy3Ky, BONPOCbl KpMMUHanmsauma BUY, goctyn K pernctpy naumeHTtos ¢ BUY
MOCTOPOHHUX /ML, HOBOCTM O AOCTYMHOCTM nedeHus renatuta C. TaK, Hanpumep, Ha cante 6bin
onyb6anKoBaH nepsbi NyH6ANYHBIN 0630p O PE3KOM MOBbILEHUM CTOMMOCTU 3aKynaembix APB-/1C Ha 2017
roa?? n pasmelleHa npumepHaa dopma obpalleHVa ONA rpakaaH M OBLLECTBEHHbIX OpraHM3aLmin
Benapycu B M3 PB. B Hayane 2019 roga caiT oCBALLAA CAYYMBLUYIOCA CUTyaLMIO C TEM, YTO CEPBUCHI,
npegoCTaBAAlOWME YCAYTU CHUXKeHunA Bpeda gna JIYUH, B TeuyeHue Tpex mecaues He noay4vyanm
dUHaHCMpPOBaHUA U He Bbinn obecnedyeHbl PpacxoaHbIMU MaTepuanammn'?®, a Takke cutyaumio ¢ nepeboamm
c TecTamu Ha CD4-kneTkn'?4,

Mo coobuweHunam JTKB, cmeHa npoussoautens EFV B Hauane 2018 roga (TabneTkn npomssoacTea Hetero B
dacoske 3A0 «dapmaTex» cmeHMAMCb Ha TabneTkn npoussoactsa Lok-Beta noctasnaembie OO0 «BecT»)
CONpPOBOXKAAaNacb YXyALEHUEM MEPEHOCMMOCTM, CBfI3aHHbIM C MOOOYHbIM AENCTBMEM OCHOBHOIO
aencreylollero Bewectsa (3¢pdeKTbl CO CTOPOHbI LLEHTPaNbHOM HEPBHOM cuUcTeMbl). ITOT ¢GaKT Bbi3Bas
AMCKYCCUIO 0 HeobxoaumocTn Haanuma EFV4A00 gns iy B cTabunbHO HaxodAWMXCS B TepaneBTUYECKOM
pemmccum, Kak aTo onpegeneHo B KnnHnyeckom npotokone 2017 roaa.

Ha ¢oHe HecoctoasBwmxca 3akynok APB-JIC Ha 2019 rog, Ha cant pereboi.by noctynatoT coobuweHua o
HayaBLIMXCA B KOHLEe Masa nepebosx ¢ Tabnetkamu 3TC (BMeCTO KOTOpPbIX Bbl4AOT cupon) u ¢ Tabnetkamu
DRV B oTgenbHbIx pernoHax (fomenb, MuHck).1%

CMWU. OO6uwecTBeHHble OpraHM3auMM W UHUUMATMBHbIE TPYyMMbl MCNoAb3yoT pecypcbl CMU  gna
aKTyanmsaumm Tex UamM MHbIX BONPOCOB. 3a nocnegHee Bpemsa OCHOBHbIMM Temamu, ocsalaembimm CMMU,
ABNANNCE Mepexos, MnporpamMmm nevyeHuAa U npodunaktmkn BUY-uHPeKkuym Ha rocygapcrBeHHoe
dUHaHCMpPOBAHWE, BOMPOCHI AOCTyNa K JIEYEHUIO U TeCTUPOBAHWUIO, 3aKOHOAATesibHble WU CouMasbHble
6apbepbl B KM3HM ¢ BUY, cnyyam cturmbl o guckpumuHaumm, BUY-uHbeKkuma cean Knwo4veBbix rpynn
HaceneHus. 063op nmetowmxca B benapycu 3akoHoAaTeNbHbIX orpaHuyYeHnin ana JIXKB 6b1n nogrotosneH
BOO «Mo3uTnBHOE ABMKeHMe»?®, AgsoKauma coobliectsa NpuBena K CHATUIO 3anpeTa Ha YCbIHOBEHME
BUY-nonoxutenbHbiMmn AoabMn?’, coKpaleHnio cnncka NPOTUBONOKa3aHMM K 3aHATUAM cnoptom BUY-
nonoxutenoHoiMn aetbmnu. B CMW wupoko ocselwanncb yronoBHble Aena B CBA3W CO cTatbeint 157
YronosHoro Kogekca PB (HamepeHHoe 3apaxKeHWe MauM NOoCTaHOBKa B OMacHOCTb 3apaskeHus BUY). Takxke
cTaTbu 6blAM NocBALLeHbl Hapbepam B npegocTasaeHum MKM ana MCM n xeHwmH PKC, %unsHu c BUY'?%, 8
TOM UYKC/Ie NOAPOCTKOB, HEBO3MOMKHOCTM 3aCTpaxoBaTb 340p0Bbe ana JIKB. 12

122 Noyemy APB-Tepanua B benapycu ctana Takol goporoii? 19 ansapa 2017. Pexxum gocTyna:
http://pereboi.by/2017/01/19/pochemu-arv-terapiya-v-belarusi-stala-takoj-dorogoj/

123 paboTa cepBMCOB CHMMKEHMA Bpeaa B benapycu nog, yrposoit. 26.02.2019. https://pereboi.by/2019/02/26/rabota-
servisov-snizheniya-vreda-v-belarusi-pod-ugrozoj/

124 MNepebou c Tectammn Ha CD4-kneTku. 18.03.2019. https://pereboi.by/2019/03/18/pereboi-s-testami-na-cd4-kletki/
125 NamunByauH BbIAAIOT TONBKO B cMpone, [JapyHaBuUp 3akaHuMBaeTca. 3akynku APB npenapaTos Tak U HE COCTOA/IUCD.
BeposTHbl nepeboun yxe B 6anKaliwee Bpema. 6.06.2019. https://pereboi.by/2019/06/06/lamivudin-vydayut-tolko-v-
sirope-darunavir-zakanchivaetsya-zakupki-arv-preparatov-tak-i-ne-sostoyalis-veroyatny-pereboi-uzhe-v-blizhajshee-
vremya/

126 NioxkmnHa 3aNpeToB: YTO 3aKOH 3anpellaeT naam, xusyumm ¢ BUY. Pexum aoctyna: http://pmplus.by/press-
room/news/snizhenie_vreda/dyuzhina_zapretov_chto_zakon_zapreshchaet_lyudyam_zhivushchim_s_vich/

127 "Ona scerpa 6yaet moum pebénkom". Mouemy nogam ¢ BUY B Benapycu 3anpeLatoT yCbiIHOBAATL AeTeil.
https://euroradio.fm/rIne/hiv/

128 Bo3MOXHO BCe: KaK 3aHMMaTbCA ceKcom ¢ BUY-no3nTusHbIMm ntogomu. https://lady.tut.by/news/relationship/
583281.html?utm_campaign=news-feed&utm_medium=rss&utm_source=rss-news

129 ApekcaHapa CasuHuy. «Jlloam ¢ BUY nmetoT npaso 60neTb N106biMmn 6one3HAMMY. HO CTPaxoBble KOMNaHUm
AymatoT nHade. CMUO.ueHTp, 15.05.2019. https://spid.center/ru/articles/2418
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CTpaHOBOII KOOPAUHALMOHHbLIA KomuTeT no B3aumogeiictBuio ¢ Nd (CKK). OgHum u3 mexaHM3MoOB
pelweHns BonpocoB B cdhepe AocTyna K npoduaakTuKe U fiedyeHuto sBasetca obcyxaeHue mx Ha CKK.
MpeactaBuTenn rpaxaaHCcKoro obuwecTsa M coobLLEeCTB KAto4YeBbIX rpynn HaceneHus B 2018-2019 rogax
BblHOCMAM Ha obcyxaeHne CKK cnegytouwme BoMnpocbl: O MepPOnpUATUAX ANA BKAOYEHMA B [paHT
FnobanvHoro ¢poHaa Ha 2019 — 2020 rr.,, o6 obecneyeHun APB-JIC n TecT-cuctemamn Ans nedveHua u
anarHoctukn BUY-nHdekumm, cpokn 3akynku JIC n3 pecnybamkaHckoro 6rogxxkeTta u cpeacts MTIM FP. Bbiwe
Mbl yrKe o0bcyKaanm HekoTopble 6apbepbl B paboTe CKK.

ApBOKauua NauUeHTCKMM coobliectBom CHMXKeHuAa ueH Ha APB-JIC. Benopycckue obulecTBeHHble
OpraHn3aLmMm B pamKax yCTaBHOM AesTeIbHOCTM OCYLLECTBAAIT AeATeNbHOCTb N0 obecneyeHumto gocTyna K
NleyeHMo Yepe3 npeofosieHMe bGapbepoB paclwmpeHua chnektpa APB-/IC, npumeHsembix B benapycu
(cHM)KeHMe ueHbl, NpeoaoneHns MaTeHTHbIX 3awuT). Peanusyemble MeXaHM3Mbl BAUAHUSA U NPUMEpDI
oTpaKeHbl B Tabnnue 4.27. TakKe CyLLEeCTBYIOT MeXaHM3Mbl B/IMAHUA, KOTOPbIe paHee He MUCMNOJIb30BaNNUCh
rpakgaHckmm  obuwectsom B bBenapycu, Hanpumep, NeperoBopbl rparkAaHCKoro obuwectBa ¢
NPaBuUTENLCTBOM O  Bblgaye  MPUHYAUTENbHbIX  AIMLEH3MK, Ccyabl O MPU3HAHUMM  NATEHTOB
HefeNcTBUTENbHbIMKW, NYOANYHbIE aKLMK U T. 4.

Tabnnua 4.27. MexaHM3Mbl BAUAHUA FpaykAaHCKOro obuiectBa benapycu Ha goctyn K nedvenuio BUY-
nHobeKumn n renatuta C

130

MexaHn3Mbl BAUAHUA Mpumepsbl

Yyactue B
MeXKAYHAPOAHbIX U
pernmoHanbHbIxX
MHULMATUBAX

= PerynsapHble BcTpeun EBpasminckoro coobuiectsa 3a A4ocCTyn K nedeHuto (ECAT)
= Pery/iapHble BCTPeYM B pamKax KoHcynbTaTMBHOroO coBeTa coobuiectsa BELIA
(BELLA KAB)

MOHUTOPUHT 1 aHanm3
LeH, NoAroToBKa
AHANUTUYECKUX OTYETOB

= Otyet «ObecnevyeHre aHTUPETPOBUPYCHbLIMU 1EKAPCTBEHHbIMW CPEACTBaMM B
Benapycu 1 BO3MOXKHOCTK ero ontumusauunm» 2018
= PYyTUHHbIN cbOp AaHHbIX 3KcnepTamu oT coobuiecTsa ("focal point")

Meperosopbl €
npoussogutenamm/
Ob6palleHuns

= [leperoBopsbI C [1aBOW OTAENa BHEWHMX CBA3ei JIeKapCTBEHHOro NaTeHTHOro
nyna (MPP) u obpalyeHue o BkatoueHnn benapycu B anueHsuio no DTG, BIC,
TAF

YyacTtue BO BCTpeyax

= YyacTue B NeperoBopax v BCTpeyvax, opraHmsyembix M3

BbICOKOIO ypOBHA

BOO «Mo3uTtneHoe asuxenme» n POO «Jlloam MNntoc» AeNCTBYOT HA PermoHasibHOM YPOBHE COBMECTHO C
EBpasunickum cooblyectBom 3a goctyn K neveHnto (ECAT) — permoHanbHOM MHULMATUBOM, HanpaBieHHOM
Ha paclumpeHue aoctyna K nedeHuto BUY-nHdeKumnm n BupycHbix renatutos B cTpaHax BELLA. MnaHnpyeTca
coBmecTHana paboTta ECAT, 6en0pycCKMX OOLWECTBEHHbIX OPraHM3auMi WM WMHUUMATUBHBLIX TFpynn o
nosbllweHuto goctynHoctn JIC ana neveHunsa BUY-nHbekummn n renatuta C B cTpaHax permoHa BELLA.

29.01.2018 roga B cooTtBeTcTBMM ¢ [Mpukasom M3 PBE3! 6bino nposegeHo pabouee coseliaHue
«OnTMmmM3auma obecnevyeHUs aHTUPETPOBUPYCHBIMM JIEKAapPCTBEHHbIMW cpeacTBamun B Pecnybauke
benapycb», Ha KOTOpomM Obla MNOATBEP)KAEHA MPUBEPIKEHHOCTb MALMEHTCKMX OpraHuMsaunin  u
MWHUCTEPCTBA 34,paBOOXPAHEHNA faNbHENW e coBMeCTHOM paboTe. JJaHHOe coBellaHMe BHEC/O BKNAS, B
NoBbllEHME MNPO3PAYHOCTU AABOKALMOHHOW AeATEeNIbHOCTU OTAE/IbHbIX 3aMHTEPECOBAHHbIX CTOPOH U
No3B0/IM0 06CYANTb €€ Pe3y/IbTAaTUBHOCTD.

130 CornacHo gaHHbIM, NpegocTasaeHHbIM BOO «MMo3nTusHoe asukeHne» n POO «/lioau Matoc».

131 0 npoBeaeHumM paboyero coselaHna «ONTMMM3aLMA obecnedeHns aHTUPETPOBUPYCHBIMU NEKAPCTBEHHLIMMU
cpeacTeamu B Pecnybamnke Benapycb». NMpukas M3 Pb ot 24.01.2018 r. Ne49.
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BbIBOAbl U PEKOMEHAALIUU
PE3IOME OCHOBHbIX NOJIYYEHHbIX PE3Y/IbTATOB

1. Mo 3NMAEMMONOTMYECKON CUTyauuuM M NOTPEeBGHOCTAM HaLUMOHaNbHbIX MPOrpaMm JedyeHus
BUY-undpekumu n renatura C:

a) Ymcno cocroalmx Ha AncrnaHcepHom ydete JIXKB Ha 1 Hoabpsa 2018 roga coctasuno 20678
YeNoBeEK, YMCNO HOBbIX cnyvyaeB BUY-mHekumm B benapycn npomosKaeT yBennuMBaTbCsa B
cpegHem Ha 2,3-2,4 Tbicauum exxerogHo. Hanbosee BbICTpbI POCT HOBbIX C/ly4aeB OTMEYaEeTCA B TPeEX
Kntodesbix rpynnax (IYWUH — yactoTa BbisisneHuns 30,8%, MCM — 9,8% u keHuwmHbl PKC — 7,0%).

b) MNokasaTenu Kackaga neyeHunsa BUNY-uHdbekumm Ha 01.11.2018 coctasunm 80%, 57% u 35%
(npu uenesbix 3HaveHuAx 90%, 81% u 73% OT oLEHOYHOro 4Ymcna JIXKB ana AocTUXKeHUA uenen
FOHOMAC 90-90-90). Mocne BHeApeHMA yHMBepcanbHoOro Aoctyna K APT (c Havyana 2018 roga)
npoAoKaeTca aKTusHoe BossedyeHune JIKB B APT, n Ha 01.11.2018 APT nonyyann 14763
yesioBEKa, YTO OAHAKO HUMKEe paHee 3aMnlaHMPOBaHHbIX 3HaYeHMn — TaK, B 2018 roay 6bino
3akynneHo 21945 rogosbix Kypcos APT, u cneayeT umeTb B BuAy 06pasoBaBLUMECA U3JIMLLIKM
npenaparos.

Cc) B OTKpbITOM AOCTyne HeT AaHHbIX O NJaHuMpyemom pocte oxBata APT B 2019 roay, Het
perynapHo obHoBassemon MHPOopMaLMM O reorpadmUUeckmx U CoumnanbHbIX pa3anuunax B oxsate APT
W B yncne auL ¢ Heonpegensemor BH, a TakKe aHa/iM3a OCHOBHbIX MPUYMH HEMPUBEPKEHHOCTU
NIeYEHUIO, YTO 3aTPyAHAET MAUMEHTCKMI KOHTpPO/b 3a obecneyeHvem Tepanuen u 3aTpyaHAeT
BO3MOXHOCTW NAUMEHTCKUX OPraHU3aLLMi B NIaHMPOBAHMM OTBETHbLIX MEP HA ANUAEMMUIO.

d) PacnpocTtpaHeHHocTb XI'C B Benapycu coctasnset 356,1 Ha 100 TbicAY (MO OLEHOYHbIM AaHHbIM
— oT 300 po 1440 Ha 100 TbicAY); TO ecTb NOTpebHOCTb B nedyeHun renatuta C umetoTr 33 830
YeNIOBEK COCTOALLMX HA AMCMaHCEPHOM y4yeTe Ha KoHeu, 2018 roga (unm ot 28,5 ao 136,5 Tbicay
yenoBeK MO OLUEHOYHbIM JaHHbIM). 3abonesaemocTb XIC MmeeT HebosblWylo TEHAEHUMIO K
CHUKEHMIO, N COCTaBASET OKOMO 4 ThicAY YenoBeK exeroaHo (B 2018 roay — 3935 uenoBek, Uu
41,4 Ha 100 Tbicay). Cpeau /1B BbicOKa YyacTtoTa Ko-mHdpekuum BUY+BIC (B ropoae MuHcke B 2017
rogy coctasuna 41,6%).

2. Mo HopmaTMBHO-NpPaBoOBOI 6a3e, peryaupylouieii 3aKynku U npegocrasneHme nevyeHmna BUY-
nHPpeKuumn 1 renatura C:

a) OoctynHocTtb APT B benapycu 3akoHoZaTe/IbHO rapaHTUpoBaHa:

- onpegenieHa BO3MOXKHOCTb NpumeHeHusa APB npenapatoB (ocHoBHble APB-/1C 3apernctpupoBaHbl
N BHeceHbl B PecnybankaHckuit peectp JIC, PecnybnmkaHckuin ¢opmynap un MNepeyeHb OCHOBHbIX
NIC, cywectByeT BO3MOXKHOCTb 3aKyMnKM HesapernctpuposaHHbix JIC cornacHo TpeboBaHuam
3a4aHua Ha 3akynky oT 02.04.2019, nokasaHusa copmyIMPOBaHbI B MHCTPYKLMAX MO NPUMEHEHUIO
J1C, cxembl ieveHus onpegeneHbl KAMHUYECKMM NPOTOKOIOM);

- BblAeNeHo ¢UHaAHCMpOBaHME Ha 3aKynKy APB-/IC u onpegeneH NOpagoK MX 3aKynok (coriacHo
locnporpamme, F040BOMY NaHy LEHTPANN30BaHHbIX 3aKyNnoK MUH3ApaBa, a TakKe TpebosaHUAM
3aJaHWI Ha 3aKYMKy);

- [OEeKNnapupoBaH YHMBEpPCasbHbIM A0CTyn K Tepanuu (KAMHUMYECKMM MpPOTOKO/IOM), XOTA MU
CYLLECTBYIOT KaTeropuu auu, npesoctaBneHne Kotopbim APT He npeaycmoTpeHo (Hampumep, He
MMeloLLMe BMAa Ha }KUTEeNbCTBO);

- rapaHTUpoBaHO becnnaTtHoe npepoctasneHne APB-/IC ans /1B (BHeceHnem BUY-uHdpekuum B
MepeyeHb 3aboneBaHUI, falOLWMX NPABO rpaxaaHam Ha becnnatHoe obecnevenune JIC B npeaenax
MepeyHs ocHoBHbIX J1C);
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- onpeaeneH nopaaokK sbiaaun APB-/1C JIXKB (MoctaHoBneHnem MuH3apasa).

b) OoctynHocTb Tepanuu renatuta C B bBenapycs 3akoHOAaTeNbHO TrapaHTUPOBaHA CXOXUM
obpasom, BKAOYAA Hanuume KAMHMYECKOro MNpoToKosa; becnnaTHoe npeaocTaBiaeHWe Tepanuu
MNO w oyepedgHOCTb ee NpPefoCTaBAEHUA pPernameHTUpoBaHbl  WMHCTpyKUMen o nopagke
HasHayeHua JIC (ana B3pocabix), U BHeceHMem B [lepedyeHb 3aboneBaHW, AalOLWMX MNPABO
rpa*kaaHam Ha 6ecnnatHoe obecneyeHue J1IC B npegenax MNepeyHs ocHoBHbIX JIC (ana aeten).

c) B cucteme MuH3ApaBa CyLLECTBYIOT MHCTUTYTbI, B 06A3aHHOCTM KOTOPbIX BXOAUT obecrneyeHune
OTAeNbHbIX 3TanoB goctyna K JIC ana nevyeHma BUY-uHpekummn n renatuta C:

- nnaHupoBaHue notpebHocTelt B JIC M KoOOpgMHALMA WX pacnpesesneHns no perMoHam
OCYLLECTBASAETCA NoA, PYKOBOACTBOM 1aBHbIX cneuuanmctos MuMHsapasa;

- OpraHW3aTopoM npoBeAeHUsA 3akynok asnaetca PYMN «bendapmauma», soibop nobeautens
AYKLMOHHbIX TOpros nposoant Komucena MuH3apasa;

- npepoctasneHne Tepanun JIXB u amuyam ¢ renatutom C  ocyllecTBAAeTcA BpadYamu-
UHoekumoHuctamu KAO/KAK no BUY-uHdpekummn nam kabmHetoB MHPEKUMOHHbIX 3aboneBaHuit B
NOJIMKAUHUKE.

d) KoopauHauus meponpusaTMiA  No  nNpoTMBodencTButio  anugemmm  BUY-uHbekumMn  Ha
HaLMOHaNbHOM YpOBHe obecneyeHa HaMuMeM eauHoON cTpaTernm (M3nosKeHHol B Ffocnporpamme
1 KoHuenuum ycTomumBoro pasBMTUSA), HaIMYMEM €AMHOTO KOOPAMHALUMOHHOIO opraHa AencTBui
M3 PB u d (CTpaHOBOW KOOPAMHALUMOHHbLIA KOMUTET, B COCTaB KOTOPOrO BbIXOAAT TaKXe WU
npeacTaBUTeNIM MaLMEHTCKOro COOBLLECTBa), a TaKXKe eguHOM CUCTEMbl MOHWUTOPUHIA U OLEHKU
(npoBoauTCcs annaemmonornyeckont cnyxoboi n PHIMLU, MT, noagep:usatowmm Pecnyb6amKaHCcKuit
pernctp BUY-MHPULMpPOBAHHbIX NAaLMEHTOB).

3. Mo HauMoHaNbHOMY NAaTEHTHOMY 3aKOHOZATeNbCTBY M aHanusy 6apbepoB B obnactu
MHTEeNNEeKTYya/IbHOWU COBCTBEHHOCTH, NPenATCTBYIOWME A0CTYNY K reHepUYecKum npenaparam:

a) MNpaBoBas oxpaHa wu306peTeHna B oOTHoweHun JIC Ha Tepputopum PB MoKeT 6biTb
npegoctaB/ieHa MOCPEACTBOM  BblJauM  HAUMOHA/NbHOrO WM  eBpasuickoro nateHta. [Y
«HauMOHaNbHbIN LEHTP MHTENNEKTyaNbHOM COBCTBEHHOCTU» (MaTeHTHbIA oOpraH) NpPUHUMaEeT K
PacCMOTPEHUIO 3aABKM, MPOBOAMT MO HUM 3KCNepTU3y, OCYLLECTBAAET T[oCyAapCTBEHHYIO
perucTpauuio n3obpeteHnit, BblgaeT NnaTeHTbl, AeMCTBYOWME Ha TeppuTtopum PB.

b) Kputepuamn naTeHTOCNOCOBGHOCTM ABAAIOTCA HOBM3HA, WM306peTaTeNbCKUA  YPOBEHb U
MPOMbILLIEHHAA MPUMEHUMOCTb.

C) CpOK AEﬁCTBMH HAaUMOHA/IbHOIO NaTeHTa Ha M306|OETeHI/Ie ncyncnAaeTca C gatbl Nnoaadn 3aABKU
Ha BblAayy NaTeHTa Ha M306p€TEHMe B NATEHTHbIN OpraH 1 CoCtaBaAeT ABaauaTtb /1€T, HO OH MOXET
6bITb npoaneH Ha Bpemsa, npoweallee ¢ AaTtbl N04a4Yn 3aABKU HaA BblAa4y NMNaTEHTA Ha M306p€TeHMe
A0 AaThbl nepBOHaqaanon FOCY,EI,apCTBEHHOVI perncrpaymnn NC, B KOTOpOM MUCNOJ1Ib30BAHO
M306peTeHme, HO He bonee Yem Ha NATb NeT. CpOK p,eﬁcnsmn eBpa3m‘/'1cr<oro nateHTta cocrasnaset 20
netr C Adatbl noaayu eBpa3Ml\;ICKOI‘;1 3aABKKU, HO OH MOXeT 6bITb npogneH B OTHOLWEHWWU TOrO
ﬂ,orosapmaarom,erocn rocygapcCrtea, 3aKOHO4ATENbCTBO KOTOPOro 31O npeayCcmMmaTpuBaeT, n COrnacHo
ycnosunam, npeayCMOTPEHHbIM 3aKOHO4aTe/IbCTBOM.

d) OcnapuBaHue naTeHTa A0 ero BblAa4yu 3aKoHOA4ATENLCTBOM PB He npegycMoTpeHo.

e) Mocne BblgaumM nateHTa BO3paxkeHne npoTtme ero Bbiaa4n MOXKET No4aTb noboe ¢M3M‘-IGCKOG
nan rpungndeckoe muo B AHEHHHLLMOHHbIVI COBET NpPn NAaTeHTHOM OpraHe no OCHOBAaHUAM!
HeCoOoTBeTCTBMNA OXpaHAEMOro M306pETeHMH YCNoBMNAM I'IaTEHTOCI'IOCO6HOCTVI; Hann4ma B (bop:vlyne
M306peTEHMH NPU3HAKOB, OTCYTCTBOBAaBLWKMX B NepBOHa4Ya/ibHOM OMUCaHUU (cbopmyne); Bbl4a4uyn
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naTteHTa nNpu HaAndynmm HECKO/NIbKUX 3aABOK Ha WAEHTUYHbIE VI306p€'TeHVIF| C HapyuweHunem
YCTAaHOBJ/IEHHbIX TDE6OBaHVII\/‘I. BospameHme NPOTUB BblAa4Yn NaTeHTa AO0J/1XKHO 6bITb pPaccMmoTpeHO
AnennaumMoHHbIM COBETOM B TEYEHME LLIECTM MeCALLEB C A4aTbl €ro NOCTynJAeHuA.

f) PeweHve AnennsuUMOHHOrO CoBeTa MO BO3Pa*KEHWIO MPOTUB BbldayM MNaTeHTa MOXeT bbiTb
ob6xkanosaHo NLOM, NOAaBLLNM BO3paxKeHne NpoTuB BblAa4yn NaTeHTa, Nan naTeHToo6na,u,aTeneM
B cyaebHOM nopagKe B TeYEHME LLIECTU MeCcALEB C AaTbl NOAYyYeHNA pelleHus. BospaxeHne NnpoTus
BblJayM NaTeHTa MO OCHOBAHMIO HEMPaABOMEPHOro YKa3aHWs B NnaTeHTe aBTopa (COaBTOPOB) uau
nateHToobnanartena (nateHToobnagareneit) MoxKeT 6biTb NOAAHO 3aUHTEPECOBaHHbIM GU3NYECKUM
UK IOPUANYECKUM TNLLOM HENOCPeACTBEHHO B cyA,.

g) lioboit cnop, Kacalowuica AeNCTBUTENIbHOCTM eBPasUMCKOro MaTeHTa B KOHKPETHOM
[JoroBsapuBatolemca rocygapcTse WAM  HapylweHWA €eBpasMIACKOro MaTeHTa B KOHKPETHOM
[JorosapuBatolemca rocy4apcTse, paspellaeTcd HauMOHaAbHbIMKM - CyAamMu  WUAM  APYTMMK
KOMMETEHTHbIMM OpraHaMm 3TOro rocyAapcTBa Ha OCHOBAaHMM EBPasMICKOM NAaTEHTHON KOHBEHL MM
1 MaTeHTHOM MHCTPYKUMM K EBpa3MACKON NaTeHTHOM KOHBEHUMU. PelueHrne MmeeT cuay Anb Ha
Tepputopun [lorosapueatoLLerocsa rocysapcrsa.

h) 3akoHopaTenbctBOmM PB He ycTaHOB/MEH 3anpeT Ha perucrpauumio reHepudeckux /1IC B TeyeHne
onpefeneHHOro BPeMEHM C AaTbl pPerucTpaumm OopurnHanbHoro (pedepeHtHoro) JIC KakK
3KCK/II03UBHOCTb NpaBa Ha KOMMepYecKyto peannsaumto JC.

i) C 3asBneHMem O NpeaoCcTaBfeHUU NPUHYAUTENbHOW MPOCTON (HEUCKAOUNTENbHOW) ANLEH3UU
MOXeT 0bpaTuTbcA B cyg /loboe PU3MYECKOEe WU OPUAMYECKOE INLO, KeNalolee M rotoBoe
MCNo/Ib30BaTb M306peTeHne, Npu  HEUCNONb30BaHMM WAUM  HEOOCTaTOYHOM  MCMOJ/Ib30BaHMM
naTeHToobnagatenem msobpeTeHma B TeueHMe Tpex NeT ¢ AaTtbl Ny6AMKauumn cBeaeHuit o naTeHTe,
NpPUBOAALLMX K HEAOCTaTOYHOMY NPeasIOXKEHUI0 COOTBETCTBYIOWMX TOBAapOB, paboT MAKM yCayr Ha
pblHKe, B CAyyae OTKas3a naTeHToobnagatenA OT 3aKAOYeHUs JIMLEH3WMOHHOro A0rosBopa Ha
YCNOBUAX, COOTBETCTBYIOLLMX YCTAHOBMBLLENCA NpaKTUKe.

j) B bBenapycM [AOencTBYeT HAUMOHANbHbLIA PEXMM UCYEpPNaHMA MpaB Ha M3ob6peTeHus.
MapannenbHbIi MMMNOPT 3aNpPELLEH.

k) HeT nonorkeHwui, OTHOCALMXCA K IKCKAO3UBHOCTU AAHHbIX PErnmcTpaLMoHHOro aocbe Ha J1C: ana
rocyapCTBeHHOM perucTpaummn reHepudecknx JIC 3asasuTento He TpebyeTca WUCNO/b30BaHUE
OAHHbIX PerucTpaLMoHHOro aocbe Ha opuruHanbHoe J1C.

I) Hannume nateHTa Ha JIC HanpAmylo He nNpenATCTBYeT Bblgaye pPerucTpauyoHHOro
y4OCTOBEpeHUa Ha reHepuk pgaHHoro JIC. BmecTe ¢ Tem, cyliecTByeT BO3MOMKHOCTb OTKasa B
pernctpauum JIC A npexkpawieHa AeNCcTBUA PerMcTpaLMoOHHOIO yA0CTOBEPEHUA, B YACTHOCTH,
BCNeACTBME BbIAABNEHUA B PErUCTPALMOHHOM [OCbe HEeAOCTOBEPHbIX CBEAEHMWM, KacatoLMxcs
npeaocTaBneHnn 3anBuTenem MHbopmauumn o6 nmerowmxca B Pb nateHTax M ero rapaHTuit, 4To
npaBa TPeTbel CTOPOHbI, 3aLLMLLEHHOM NAaTEHTOM, He HapyLIatoTcA B CBA3M C pernctpaumei J1C.

m) J1C BO3MOXHO MCMNONb30BaTb 40 OKOHYAHMUA CpPOKa ,CI,El\;ICTBMﬂ NnaTeHTa B HEKOMMEPYECKUX LLenax
B Caiydae nposeaeHnA AOKNTNHUYECKUX VICCﬂe,CI,OBaHMﬁ N KINHUYECKUX UCMbITaHUI N1C, a TaKkxe gna
YOOBNETBOPEHNA HE CBA3aHHbIX C OCyLleCTBAEHNEM npep,anHmmaTeanKoﬁ AeATENDbHOCTU HYXA
(3T0 He ABNAETCA HapyweHnem NCKAKYUTENIbHOTO NpaBa I'IaTeHTOO6ﬂaLI,aTe}'IH).

4. Mo nepeuyHIo 3aperucTPMPOBaHHbLIX NpenapaTtos Ana nedyeHua BUY-undpeKuumn m renatuta C
M LeHaM Ha HUX:

a) B benapycu 3apeructpupoBaHbl 23 APB npenapaTa. He 3apeructpupoBaHbl psaa APB-JIC,
BKAtOYEHHbIX B KauHuueckuid npoTtokon (ETV, RAL, ATV, ATV/r, FDC TDF/3TC, TDF/3TC/EFV wu
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AZT/3TC/NVP), pekomeHaoBaHHbIx BO3 (EFV400, RAL un tepmoctabunbHble ATV/r u DRV/r) u
3aKynaembix ans geteit (P ABC u NVP, AT ABC/3TC, AZT/3TC n NVP). U3 3akynneHHbIX B 2018 roay
H6peHaoBbLIX NpenapaToB He 3apernctpuposaHbl ETR (MHTeneHc T 100mr npoussoacTBa Janssen-
Cilag) n ABC (3unareH P 20mr/mn npoussoacTtea GSK), 3akynaembie B 2018 roay 3a cyeT cpeacTs
MTN T®. He npoanvan perncTpauuio HEKOTOpble TeHEepPUKK, BblMyCKaemble 6enapyckum
npoussoguTenem 3A0 «bdapmaTex» (3akynaembiii B 2016-2018 rogax 3uaonam, 3akynaemble B
2016-2017 rogax 3ctnea-600 n TeHod-IM). MockonbKy pernctpauns APB npenapatos He ABAAeTCS
o0b6A3aTenbHON HM ANA 3aKyNKKM 3a cpeactsa [P, HM oA 3aKyMNKKW 3a CPeacTBa rocyaapCTBEHHOro
bloaxketa (Hanpumep, B cooTBeTcTBMM C TpeboBaHMem 3asBKM Ha 3aKynky oT 02.04.2019),
MOTMBALMA HALMOHANbHbIX MPOU3BOANTENEN PErMCTPUPOBATDL NPENAPaThl BEPOATHO HEBLICOKA.

b) FeHepukn RTV, LPV/r, RTV-coaepawme TepmoctabunbHbie UM (ATV/r, DRV/r) u DTG Ha
6enapyckom pbiHKe OTCYTCTBYIOT B CBA3W C AeWCTBYOLLEM NaTeHTHOM 3alwmTon Ha LPV/r (Anysua
npoussoactea AbbVie) n DTG (Tusukait nponssoacTea Glaxo).

c) Hu oauH n3 6enapyckmx npoussogutenenn APB-/IC (3A0 «dapmatex», PNYM «Arkagemdapm»,
000 «Bbenanek», PYMN «benmeanpenapatbi») He UMeeT NoAHOro unkna nnéo BULK npounssoacTsa;
BCE OHM OCYLLECTBAAIOT TO/IbKO (GacoBKY W/MAM YNaKOBKY BBE3EHHbIX JIEKAPCTBEHHbIX GOpMm
(tabnetok).

d) Bonbluasa yacTb 3aperncTpupoBaHHbiX APB-/IC no-npexKHemy MMeoT BO3PacTHble OrpaHuyYeHus
No UCNONb30BaHMIO y AeTel, bonee CTporve Yem B APYrux cTpaHax. Pag 3akynaembix 4eTCKUMX Gopm
He 3aperncTpupoBsaHbl B benapycu (pacteopbl ABC, NVP, a TaKke Bce aucneprupyemoie Tabnetku).

e) B Benapycu 3apernctpupoBaHbl cneaytowme MNMNA ana nedyeHuns renatuta C: gsa 6peHa0BbIX —
PrOD (Bukeipa lMaK) M NoKa He NPUCYTCTBYIOLWNI B anTedHon ceTu G/P (MaBupeT), Tpu npenapara B
BMae Hegoporux reHepukos — SOF (Fenaco¢t, Codup), DAC (OaknacodT) u SOF/LED (Codocnean), a
TaK)Ke MoKa He MpUCYTCTBYIOWMIM B anTeyHol cetn SOV/VEL (BennaHaT); Take goctyneH RBV
(6peHaoBbIN NpenapaT Koneryc u reHepuk PubasnpunH-6opumen).

f) MonHbIA UMK NpoM3BOACTBA HanaxkeH AnA Bbinycka SOF Ha CMN 000 «®dapmnaHa» (Tabnetku
Codwup), n ana eeinycka RBV Ha OAO «BopucoBckuin 3aBoa, MeAULIMHCKUX NpenapaToB» (TabneTku
PubasupuH-bopumeg) n FTHY «MBOX HAH Benapycu» (dpapm. cybetaHums RBVY).

g) Bce 3apeructpupoBaHHble B benapycu reHepuyeckue cxembl sevyeHus renatuta C comepskat
nHrnbuTtop PHK-nosmmepassl SOF v npenapatsl Knacca uHrmbutopos NSS5A (DAC, LED, VEL). C
y4yeTom pekomeHaaumii EASL no nepeneymBaHuIo HEOTBETYMKOB, Obl10 6bl LiesecoobpasHo UMeTb B
Benapycu reHepuyeckme npenapatbl Kiacca MHIMBUTOPOB NpoTeasbl, Hanpumep, G/P.

5. Mo HauyuoHanbHbIM NPOTOKONAM NedyeHna BUY-uHdeKkumnn u renatura C:

a) KnumHuueckuii npotokon no neyeHunto BUY-uHdeKuumn 6bin obHoBNEeH B utoHe 2017 roaa, ero
pekomeHgaumn no cxemam APT B uUenom coOTBETCTBYIOT pekomeHgaumam BO3 2016 ropga.
CywecTByloT OH6BEKTUBHbIE MNPENATCTBUA K CAefoBaHUlO pekomeHgaumsm BO3 2017 roga no
nepexoAy Ha HOBble NpenapaTbl: BKAKYEHME CXeM, OCHOBAHHbIX Ha DTG, B anbTepHATUBHbIE CXEMDbI
nepBoro paga AMMUTUPYETCA HAMYMEM MATEHTHOM 3alLUTbl M CBA3AHHOM C 3TUM A0POroBU3HOM
npenapata (2160 USD 3a rogosoii Kypc B 2018 roay), npenapatbl EFVA00 n RAL Ha HacToAwWwMA
MOMEHT He 3aperncTpmpoBaHbl, pernctpauus npenapatos ATV/r n DRV/r 8 Buae $pMKcMpoBaHHOM
TepMocTabuabHOM KOMBMHALMM HEBO3MOXKHA M3-3a AeNCTBUA NAaTEHTHOM 3aWwuMTbl Ha RTV.

b) KnnHuuecknit npotokon no nedyeHuto renatnta C y B3pocabix 6b11 06HoBAeH B mapTe 2019 roaa
N peKomeHayeT ucnosb3oBaHwe npenapatos SOF/LED, PrOD, SOF+DAC, SOF/VEL, SOF, RBV;
NPOTOKO/N TaK¥Ke BK/AOYAeT nepeyeHb NabopaTopHbIX W UHCTPYMEHTaNbHbIX MCCNeA0BaHUN,
NPoOBOAUMBbIX 4/1A BbIbOpa U KOHTPOAA fiedeHns. [JeTcknin KAIMHUYeCcKMin NpoToKo He 06HOBASACA C
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2012 ropga, BKAOYaET peKoMeHaaumMm No NpUMeHeH1o NermanpoBaHHoOro nHTepdepoHa y aeten >3
NeT, B TOM ymncie B codetaHunn ¢ RBV; npenapatbl MM (Hanpumep, SOF n SOF/LED aetam =12 net) B
OETCKOM MNPOTOKONE HE YNOMSAHYTbI.

6. Mo cxemam aHTMPETPOBUPYCHOM Tepanuu, ucnosib3yembim B 2018 rogy:

a) B 79,7% wncnonb3zoBanuncb cxembl APT 1 paga; 95% ncnonbsyembix 8 2018 roay cxem APT 6binu
npeacTas/ieHbl AeBATbIO OCHOBHbIMM cxeMamMu: Hanbonee vactble cxembl 1 paga — sto TDF/FTC +
EFV (B 53,9% smecte ¢ FDC TDF/FTC/EFV), n AZT/3TC + EFV (13,0%), Hanbonee yactbie cxembl 2
paga —ato TDF/FTC + LPV/r (9,8%) n AZT/3TC + LPV/r (5,1%).

b) Wcnonb3osaHne TpoliHbix FDC (TDF/FTC/EFV) 6bino no-npexHemy HeBbiCOKO (4,6% oOT
MUCNonb3yemblx cxem), B 60nblIMHCTBO cxem APT Bxoaunn kombuHaumm asyx HNOT (87,4%); 90%
MOHO KOMMOHEHTHbIX cxem BK/Ato4anu ABC, yTo OblNnO CBA3AHO C HEBO3MOKHOCTbIO 3aKYMKM
KombuHuposaHHoro ABC/3TC (BepoATHO, 13-3a AEMCTBYIOLLEN Ha TOT MOMEHT NaTEHTHOW 3aLUTbI).

c) MaTeHTHas 3aWwmTa M AOPOroBM3HA OPEHOO0BbLIX MPEMNAPATOB MPEMATCTBOBANAA WX LUMPOKOMY
ncnonb3oBaHuio: Tak, DTG Bxoaun scero anwb B 1,7% MCNoOAb3yeMbIX CXeM — MCNONb30BANCA ANA
neyeHuna nuu ¢ pesmcteHTHbim K HHUOT n UM Bupycom, He Bxoann B Cxemy NepBoro paaa.

d) Bo3MOXHOCTb 3aKyMKU GUKCUPOBAHHbIX TEPMOCTabUNbHbIX KOMBUHAUMA reHepukos DRV/r u
ATV/r 6blna 3a6/10KMpPOBaHa AENCTBYIOLWEN NaTeEHTHOM 3aWwmnTon Ha LPV/r.

7. No 3akynkam APB-J1C 8 2018 n 2019 ropax:

a) Mpun nnaHupoBaHWM 3aKynoK Ha 2018 roa 6ObinM nNepeoleHeHbl BO3MOXKHOCTM TEMMOB
BoBsieyeHus JIXKB B Tepanuto, 3aKynJiIeHHOE KOJINYECTBO NnpenapatoB 6bino 6osblie GpakTnyeckom
notpebHocT (4To co3pano 3anac APB-/IC, B 6anKalillee Bpema rapaHTUpYOLWMin oT nepeboes B
foctyne K 6onbwmHcTey APB-/1C). HenybaMYHOCTb AaHHbIX MO GAaKTUYECKU UMEIOLWMMCA OCTaTKaM
APB-/1C, a TaK»Ke uc4yesaHoBeHMe u3 TpeboBaHMI 3aABOK Ha 3aKynKy, NyH6JANMKYEeMbIX HA SNEeKTPOHHbIX
TOProBbIX MAOWAAKAX, TabauL, C¢ NAaHMpyeMbiIMM O6beMamMW TrOAOBbIX 3aKYMOK He Mo3BoAseT
OLeHUTb Ka4YecTBO NiaHMpoBaHMA 3akynok APB-/1C Ha 2019 roa. M3 nybanyHoro focTyna ucyesna
TakXe MHpopmauma o coctaButensx TpeboBaHUM 3aABOK Ha 3akynky. PHIML, MT coobuwiaeT, 4yTo B
HacTosAWee BPeEMA NNAHMPOBAHME 3aKYNMOK He BXOAMT B €ro KOMMETeHumto (B oTiuuve OT
NAaHUPOBaHMA 3aKynok Ha 2018 rog, KoTopoe NpoBOAMAOCHL MOA €ero PyKoBOACTBOM W MO
npeasioXKeHHOW UM MeTog010Tu).

b) O6wme 3aTpaTbl Ha 3akynky APB-/1IC B 2018 rogy coctaeunam 5 629 151 USD, B 2019 roay
BEPOATHO NAaHUPYETCA NOTPaTUTb He meHee 4 228 153 USD (1 736 859 USD Ha reHepuyeckue J1C
3a cuer pecnybnaukaHckoro 6roaxketra, 2 302024 USD Ha 6peHgosbit LPV/r 3a cuer
pecnybankaHckoro 6roarketa, 189 270 USD Ha npenapaTbl, 3akynaemble 3a cyet MTM IP); obwasn
CymMmMma 3aTpaT MeHblle MPOLIOrofAHel He B CBA3W C yAelleBleHMeM MnpenapaTos, a B CBA3WN CO
CHUXXEHMEM KOJIMYeCcTBa 3aKymnaembIX rofoBbix cxem (M3-3a umetowmxca nsnmwrkos APB-/IC nocne
3aKynok B 2018 roay).

c) MpoponkaeTcs nepexon Ha HauMoHasbHOe PUHAHCMpoBaHUe 3akynoK APB-/1C: B 2018 roay 3a
cpeactea rocbioxeTa 6bi1 Bnepsble 3aKynieH 6peHaosbin npenapat Anysua (LPV/r), 3aHsaswunii
39,3% oT Bcex cTpaHoBbIx 3aTpaT Ha APB-/IC (unamn 34% ot ob6wmx 3aTpaT); B 2019 roay B CBA3M C
yBe/sIMYyeHMeM YMCIa 3aKynaembix rogoBbix Kypcos LPV/r 3aTpaTbl ero Ha 3akynky BospactyT B8 1,3
pasa. ona cpeacts MTI I'® B 3akynke APT npoaonKuT cHUXKaTbeA: ¢ 12,6% 8 2018 roay o 4,5% 8
2019 (nnm B 3,8 pasa B abcontoTHbIX 3HayeHuMAx); B 2020 roay oXKuaaeTca NOJHbIA nepexon Ha
rocygapcreeHHoe ¢pmMHaHcMpoBaHuMe (cornacHo nucbma PHIL MT).
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d) Bnepsble B 2018 roay aorosopbl Ha 3akynky APB-J/IC 3a cueT cpeacts pecnyb/MKaHCKOro
6toarkeTa OblnM 3aKNOYEHBI MO Pe3yNbTaTaM 3/1eKTPOHHbIX TOProB, YTO MO3BOJIMAO B YCNOBUAX
KOHKYpeHUMn 3akynuTb APB-/1C no ueHam, cocTaBasatowmm okoso 41% oT HayasibHO 06bABAEHHOM
LeHbl. M3 reHepunyeckmnx npenapaTos, BbIMyCKaeMbIX HaLLMOHaAbHbIMW NPOU3BOANTENAMM, PE3EPBDI
no cHuW»eHuo ueH umetotr FDC TDF/FTC/EFV (ctoumocTtb B8 3,0 pasa Bbille CpeaHEMUPOBON Mo
AaHHbIM WHO GPRM) 1 3TC (B 4,2 pasa Bbille).

e) B 2019 roay Ha nepBbl U3 06BABNEHHbIX ayKLMOHOB He NoAa 3anaBKY yY4acTHMKA HU OAMH M3
HaLUMOHANbHbLIX MPOU3BOAMTENEA U MOCTaBLMKOB 3aperucTpupoBaHHbix APB-/IC  (Kpome
€4MHCTBEHHOro nocTaBwMKa no 1 noty us 12), BTOpon ayKUMOH Bbln OTMEHEH OpraHM3aTopom
3aKyNOK, a TPETUMN NPMU3HAH HECOCTOABLUMMCA B CBA3M C HECOOTBETCTBMEM MOLAHHbLIX AYKLMOHHbIX
OOKYMeHTOB (6onbluelt YacTbto ¢ GOPMYIMPOBKOM «B cneunduKaumm He NONHOCTbIO YKa3aHo
ToproBoe HauMmeHoBaHMe JIC, a TaKKe OTCYTCTByeT MPOM3BOAMTE/NbY»), YTO MOCTABMIO NOA
COMHEHME YCTOMUYMBOCTb CMCTEMBI 3aKynoK APB-/1C, OCHOBaHHOM Ha rocyapCTBEHHOM NnoaAepiKKe
HaUMOHaNbHbIX NpousBoguTeneit. ObbaABNEHHbIE LieHbl TPETbEro ayKUMOoHa 6biin Ha 8-16% Bbilue,
yem paHee obbsBneHHble B 2019 roay. Mo pesyabTaTam 060UX HECOCTOSABLUMXCA AYKLMOHOB
Komuccunen MunHsgpasa 6bi1a pekomeHa0BaHa 3aKynka APB-/1C U3 04HOro MCTOYHMKA, KOTOpas Ha
AaTy nybamkauum otyeta (11.06.2019) Tak n He cocTosNach.

f) TpeboBaHus 3aaBKM Ha 3akynky (oT 02.04.2019) monycKaloT 3aKynKy Hes3aperncTpupoBaHHbIX
NIC, oTBevalowmx onpeaeneHHbIM YCNOBUAM: peructpauma B CcTpaHe uneHe ICH, nubo
npeksanndukauma BO3, nnbo 3aknouveHne LBN3 o nonoxKutenbHbIX pesysbTaTax 3KCNepTu3bl
PEerncTpauyoHHOrO0 A0Cbe WAWM O pe3yabTaTax 3KCNepTusbl [AOKYMEHTOB, MNOATBEPXKAAMOLLNX
appeKTUBHOCTb, 6e3onacHocTb 1 KadectBo JIC B cOOTBETCTBMU C TPpeboBaHUAMM 3aKOHO4ATE/IbCTBA
PB. Tem He meHee, 3aKOH «O /IeKAPCTBEHHbIX CPEACTBAX» B TEKYLLEN pedakumm He npegnonaraer
BO3MOHOCTM UCMO/Ib30BaHUA He3apernctpuposaHHbix JIC (3a UcKAloYeHMem ciyyaes, Korga J1C
M3roToBNEHbI B anTeKax, npeAHasHayeHbl ANA MNPOBEeAEHMA UCCNeaoBaHuMi, Anbo BBE3EHDI
bM3NYECKUM IMLLOM 18 JIMYHOTO NPUMEHEHMA), AWM NpoLeaypbl YNPOLLEHHOM perncTpauun J1C,
nmetoLWmx npexksanndmrkaumo BO3 nam pernctpaumio B ctpaHax-4neHax ICH. MpoekT nsmeHeHuni B
3aKOH npegnaraetr paspewutb K MeAUUMHCKOMY NpUMeHeHWt0  BBe3eHHble B Pb
He3aperncrpmposaHHble JIC N0 NMOKa3aHUAM, YKa3aHHbIM B COOTBETCTBYHOLLMX COMPOBOAUTENBHbIX
OOKyMeHTax, B caydasx, ecam JIC: 1) npepgHasHayeHbl Ana NpeaynpeskaeHusa u ycTpaHeHun
nocneacTBUN anuaemMmyecknx 3aboneBaHU, KaTacTpod, CTUXMIHBbIX 6eacTBUIA, 4Ype3BblYalHbIX
CUTYauMit nNpUPOAHOTO U TEXHOTEHHOro XapakTepa; 2) BBO3ATCA B KayecTBe MHOCTPAHHOM
6e3o3mesaHoi nomowy; 3) npegHasHayeHbl A1A OKasaHUA MegMUMHCKOMW MOMOLWM Mo
KU3HEHHbIM MOKa3aHUSAM KOHKPETHOTo MauMeHTa /MB0 OKasaHWs MeAMUMHCKON MOMOLLM
OrPaHMYEHHOMY KOHTUHIEHTY MNauMeHTOB C pedkumu (opdaHHbIMKM) 3aboneBaHuMAMM U (Mnu)
XKU3HEYrpoXKaLWMMn, NN Cepbe3HbIMU MHBANNAU3NPYIOWMMM 3a601€BaHUAMM, NO NEPEYHIO U B
nopsagKe, yctaHasamBaembimm M3; B [lpoeKTe He MPOMMCAHA BO3MOMKHOCTb YMPOLLEHHOM
pernctpauum J1C, nmetowmx npeksanndpuKkaumo BO3 nnm pernctpaumio B ctpaHax YneHax ICH.

g) Bnepeble B 0AMH ayKLUMOH 6bian 06beaMHEHbI N10TbI, 3aKyMnKa N0 KOTOPbIM NPOBOAUTCA 3a cyeT
CPeAcCTB KaK pecnyb/MKaHCKOro, Tak M MeCTHOro 61ogyKeToB (MOCKOAbKY B [OCyAapCTBEHHOWN
nporpamme pernameHTMPOBaHa TO/IbKO LieHTPaM30BaHHaA 3aKynKka APB-/1C u3 pecnybanKaHCKoro
6t04)KeTa, BO3MOXKHO YTO 3a CYET MecCTHoro 6toaxeTa naaHMpoBanuch K 3akynke 3TC u TDF ana
NneyeHus renatuta B). Takke B ayKUMOH Obli BKAOYEH MNpenapaT C AeNCTByHOWeh NaTeHTHOWM
3awmTom (LPV/r), HO NpeanoKeHui oT y4acTHMKOB He MNOCTynuIo.

h) BbicoKMM ocTaeTcA ¢pMHaHCOBOe Bpems Ha 3aKynKy bpeHA0BbIX NpenapaTos: TaK, B 2018 roay Ha
3aKynky Anysun (LPV/r), Hopsupa (RTV) n Tusukas (DTG) notpaveHo 45,0% ot obuwiero 6ioaxeTa Ha
3akynKy APB-/1C, B 2019 rogy Ha HUX naaHupyeTtca notpatntb 2 585 940 USD (uto coctaBnset 73%
oT obuiero 6toaxeTta Ha APB-/IC cornacHo TpeboBaHMAM 3asaBKM Ha 3akynky ot 18.12.2018, nau
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58,5% oT obuiero brogKeTa C y4eTOM paclUMpPeHMA 3aKymnokK cornacHo TpeboBaHMAM 3aABKM Ha
3akynKy ot 02.04.2019). CHMKeHMe Yncna naaHMpyemMbIX K 3aKynke 3a cpeactsa MTN D rogosbix
KypcoB npenapaTa TusuKa (DTG) — ¢ 264 B 2018 roay ao 61,8 B 2019, a TaKkKe He NAaHMPOBaHUe
NpPoAo/IKEHUst 3aKynoK npenapata WHTeneHc (ETR) TpebyeT paccmoTpeHMA nepexofa Ha
dUHaHcKpoBaHMe 3aKynok 3Tux APB-/1C 3a cpeacTtBa rocbtoaxkeTa.

i) MpouncxoanuT CHUMKEHUE UCMOJIb30BAHUA TPONHbIX KOMBUHaunn APB-/1C B oaHoi TabneTke ans
OAHOKPATHOrO NpMema B CyTKK: Tak, npenapat TDF/FTC/EFV nnaHupyeTca K 3aKynKe B Ko/inMyectse
1 454 ropoBbix Kypcos (B oTanume oT 4 491 roaosbix Kypcos B 2018 roay).

j) OTcyTcTBME perncTpaumm HEeKoTopbIX AeTCKMX Gopm, HapAdy C OTCYTCTBMEM 3aKOHOAATE/IbHO
NPONUCaAHHON BO3MOXHOCTM NpoBeaeHuA 3akynok J1C 3a cpeacTBa rocyaapCcTBeHHOro broayKeTa Ha
MeXAYHapPOAHbIX TOProBbIX MAOLLAAKAX, U OXUAAEMbIM NOJIHbIM NEPEXOAOM Ha rocygapcTBEHHOE
¢duMHaHcMpoBaHMe 3aKynok Bcex APB-/IC, cTaBUT nog, yrpo3sy 3akynku aetckux ¢opm APB-JIC (P u
OT) B 2020 roay; BO3MOHbIM pelleHnem 6biinM Bbl 3aKYMKU Yepes OA4HY U3 MeXKAYyHapOAHbIX
opraHusaunin (Hanpumep, FOHUCE®D), oaHako TpebyeT NpPopaboTKM MexaHU3M OCYLLEeCTBAEHUS
TAKOM 3aKymMKK 3a CYET CPEACTB rocbroarkeTa.

k) CyuiecTByloT BO3MOXHOCTM MALMEHTCKOTO MOHUTOPUHra 3akynokK APB-/IC: npo3payHOCTb
OaHHbIX O 3aKynkax (nybavkaumsa B OTKpbITOM Aoctyne TpeboBaHUI 3aABOK Ha 3aKynky APB-J/IC,
pes3ynbTaToB ayKUMOHOB M MHPOPMALMM O 3aK/OYEHHbIX A0roBopax C NocCTaBWMKamu), paboTa
CTpaHOBOro KOOPAMHALMOHHOIO KOomMUTETa (B COCTaB KOTOPOro BXoAAaT npeactasutenun JIXKB),
Ha/nuMe CepBMCOB Kyda MoXeT obpatutbca JIKB (Hanpumep, TenedoHbl 06LWECTBEHHbIX
OpraHu3aLuii, rpynnbl B COLUMaNbHbIX CETAX, CalT pereboi.by).

8. Mo 3aKynkam npenapartos npamoro AEECTBMH ANA nedyeHua renatura C:

a) B 2017 roay 6bian HauaTbl 3akynku MMN4 ana nedeHuna renatuta C 3a cpeacTBa rocbrogkera
(npenapaTbl SOF/LED 1 SOF+DAC): Ha 2018 rog 6b1/10 3aKynaeHo 2 TbicAauyn 12-HeaenbHbIX Kypcos, B
2019 roay 3aKkAto4eHbl 4OroBopa Ha NOCTaBKy 6 TbicAY 12-HeNbHbIX KYpPCOoB.

b) Konnyectso KypcoB, NpuobpeTeHHbIX B anTeKax 3a cobcTBeHHble cpeacTsa, B 2018 roay 6buio
Bblle, YeM 3aKynaeHHbIX 3a cpeacTBa rocbioaxera (6onee 3 TbicAY KypCcOB); OLEHUTb KOANYECTBO
HeneranbHO NPUOBPETEHHbIX KYPCOB HE NPeACTaBAAETCA BOSMOXKHbIM.

c) CroumocTtb Kypcos MNNA ana neyeHna renatuta C, 3akynaemblix 3a cpeactsa rocbroaxeta B 2019
rogy, COnoctaBMMa C PO3HUYHbIMM LieHaMM 3TUX Ke npenapatoB B anTekax (cxema SOF+DAC —
oKosi0 700 USD 3a 12-HenbHbIN Kypc, cxema SOF/LED — okono 950 USD).

d) AyKumoHbl Ha 3akynky MNNA ana nedenua renatuta C 8 2019 rogy B pamKax OAHOro JioTa
npegnonarainm BO3MOMHOCTb NOZAyYM YYaCTHUMKaMKM NpegnoxeHuit Ha noctaBky SOF+DAC umau
SOF/LED (c nocneaytowmm BbIGOPOM NOCTaBLLMKA TOM CXEMbI, NPeasoXKeHne No KoTopoin byaeT
HUXe Mo LeHe).

e) Mpousowen poct ctoumoctn cxembl SOF+DAC B 2,7 pasa Npu rocyapcTBEHHbIX 3aKynKax y
04HOro 1 Toro e npoussoantena — UMNTYM «Peb-dapma» (257,6 USD B 2017 rogy v 692,1 USD B
2019 roay).
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BblIBOAbI

1. B benapycu ¢yHKUMOHMpPYeET cuctema obecneueHua npenapatamu aaa nedeHusa BUU-uHbekuun wm
renatuta C:

3akoHozaTenbHO AocTynHocTb APT B Benapycu rapaHTMpOBaHa Ha ypoBHe obecrneyeHus BO3MOMHOCTU
npumeHenna APB npenapaTtoB, BblgeneHMa ¢GUHAHCUMPOBAHMA W oOnNpegeneHus nopagKa 3aKynok,
AeKNapaLmm yHUBEPCANbHOTO JOCTYNa K Tepanuu, Haanuua rapaHTuin becnnatHoro npeaocrasneHua APB-
NC pna KB u onpegeneHua nopAagka BblgayuM npenapatos. EanMHaa HauuoHanbHaAa cTpaTerMa no
npotmsogenictemio anngemmn BUY-nHpekumm msnoxeHa B locnporpamme mM KoHUENUMKM YCTOMYMBOTO
passuTua. [ocTynHocTb Tepanuu renatuta C B benapycu rapaHTMpoOBaHa CXoMm 0b6pasom, onpeseneHa
oyepenHoCTb BecnnaTtHoro npegoctasaeHna Tepanuu MMNA4.

MHCTUTYUMOHANbHO CcUCTEMA MIaHMPOBAHUA 3aKYNOK W pacnpefeneHns npenapatos npeacraBneHa
pabouMmu rpynnamm noa pyKoBOACTBOM FNaBHbIX crneuManucTtos MuH3apasa, cucTeMa 3akynok — PYM
«bendpapmauma» n Kommuccnen no 3akynkam MuH3sgpasa, cMctema npefocTaBieHMa Tepanum — Bpavyamu-
MHOEKUMOHUCTaMN. B  cucTemMy MOHUTOPMHIA M OLEHKU BK/OYEHbl 3nuacny:kba w PHMOL, MT,
OCYLLECTBAAOWMNA NoaaepKKy PecnybamnkaHckoro pernctpa BUY-mHOMUMpOBaHHbIX NaLMEHTOB M paHee
NpesoCTaBAsABWINN METOAO0NOMMI0 pacdeTa noTpebHoctet B APB-/IC. CTpaHOBOM KOOPAWMHALMOHHbIN
KoMuTeT obecneymBaeT coBMeCTHble aeictena M3 PE u ['d, 1 asnsetcs nAowWanKoM, B COCTaB KOTOPOK
BXOAAT NPeACcTaBUTEIN OCHOBHbIX KNHOYEBbIX IPynn NaLMeHTCKoro coobuiectsa.

Mpogonrkaetca BosnedeHue JIXKB B APT nocne ob6bABNEHUS YHMBEPCA/NbHOIO AocTyna K Tepanun B 2018
rogy: HeyK/IOHHOe, HO He Takoe ObicTpoe Kak 6blno 3annaHMpoBaHo. [lokasaTenu Kackafa snevyeHus
coctaBnAoT 80%, 57% u 35% (Ha 01.11.2018).

OnaceHune Bbi3biBaeT HenposedeHMe 3aKynok APB-JIC Ha 2019 roa 4O HacToAWEro BpemeHu, ogHaKo
BO3MOXHO CYyLLECTBYlOWME OCTaTKM npenapaTos (nocne 3akynok B 2018 roay KoauyecTBa npenapaTos,
npesbllatoLLero pakTMyeckyto noTpebHoCTb) No3BonAaT n3bexatb nepeboes.

Mo AaHHBIM MaLMEHTCKOrO MOHUTOPWHIa, rnobanbHbix nepeboes ¢ APB-J/IC He oTmeyasnocb B TeyeHue
nocnegHux 3 neT, HO UMeloTCA OTAenbHble rpynnbl JIXKB, npepocTtaBnaeHMe KOTOpbIM NpenapaTtoB He
npeaycmoTpeHo (Hanpumep, ML HE UMeEIOWME BUAA Ha KUTenbcTBO B benapycun), anbo npeacrasutenu
KOTOPbIX 4OCTAaTOYHO peryasapHo obpauwatoTca ¢ coobueHusamu o nepeboax B npegocrasneHmm APB-J1C
(Hanpumep, nnua, Haxogawmecs 8 MJC).

MonHbIN Nepexos Ha rocyaapcTBeHHoe GUHaHCMpoBaHMe 3akynok APB-/IC nnaHupyetca nposectn B 2020
rogy. CHMeHMe uncna naaHMpyemblx K 3akynke 3a cpeactsa MTM Fd roposbix Kypcos DTG B8 2019 roay, a
TaKKe He MJaHUMPOBaHME NpPOJO/MKEHMA 3akynok ETR TpebyeT paccmoTpeHua nepexoga Ha
drHaHcMpoBaHMe 3aKkynok 3Tux APB-/1C 3a cpeacTBa rocboayKkeTa yrKe B TEKYLLEM roay.

NeveHve renatuta C NpoOBOAWTCA KaK 33 cYeT COBCTBEHHbIX CPEACTB, TaK M 33 CYET rocyAapCTBEHHbIX
3aKynok, 06bembl KoTopbIx pacTyT (B 2019 rogy 3aKkynaeHo 6 Tbicay 12-HeaenbHbIX KYPCOB eYEHUS).

2. locTyn K 1eYeHunIo OrpaHMYmMBaloT CyLecTBylowme nateHTbl Ha LPV/r n DTG:

CToMMOCTb 3aKynoK Tpex 6peHposbix npenapatos (LPV/r, RTV n DTG) B8 2018 roay cocrasuna noytu
NosIoBUHY 06LLelt ctoumocTu APB-J1C, npu TOM YTO AaHHble NpenapaTbl MCMO/1Ib30BAIMCb HE TaK YacTo.

BblCcOKMe LieHbl mewatoT 6os1ee WUPOKO 1cnosib3osatb DTG (B TOM uncine BKAKOYATb €ro B CXeMbl NePBOro
paaa).

Hanuune nateHTHOM 3almThl Ha LPV/r He no3sosiAeT 3akynaTb reHepuku apyrux UM, 6yctnposaHHbix RTV B
oaHoW TepmoctabunbHoi TabneTtke (DRV/r, ATV/r).

91



3. Cucrema 3aKYyNOK Y HaUMOHA/IbHbIX npoussop,wreneﬁ HaxoauTca B npouecce CtaHOB/1IeHUA:

3akynkn APB-/IC y HauMoOHanbHbIX MNpPOU3BOAUTENEN MNPOBOAATCA 3a LUEHbl, KOTOpPble Bbile
cpeaHeMUpPOoBbIX: TaK, 3akynku B 2016-2017 rogax npomcxoannam no ueHam B cpegHem B 3-6 pas Bbille, B
2018 roay ueHbl 6blM PE3KO CHUMKEHbBI — MNOYTU [0 YPOBHA CPegHEMMPOBBIX, @ B 3TOM roA4y KOMMAHWUK
npoussBoauTenM WM NOCTaBLLMKU 3aperncTtpupoBaHHbIX B benapycu APB-J/IC oTKasanmcb OT y4vacTuA B
ayKkumoHe ot 08.02.2019, Ha3BaB OCHOBHOW MOTMBALMEN Henodayn 3adABOK HU3KME OObsABAEHHble Ha
ayKUMOHe LieHbl (3TO 03BYy4YMAM MO KpalHel mepe KomnaHun 3A0 «PapmaTtex», PMYN «Akagemdbapm» u
poccuiickoe AO «dapmacuHTes»).

MepeboeB B BWAE MOAHOIO OTCYTCTBMA BCEX JIEKAPCTBEHHbLIX CPEACTB HE C/Ay4anocb, OAHAKO
HEeyCTOMYMBOCTb CUCTEMbI 3aKyMoOK npoasasnacb 8 2016 rogy, Korga coBMaa Mpouecc nepexoda Ha
rocygapcrTeeHHoe GpUHaHCMpoBaHWe Mo ocHoBHbIM APB-/1IC 1 npouecc nepeyTBepaeHUA FocnporpaMmbl
Ha nocneaytowme 5 neT (3aKynKM COCTOANNCL TOMbKO K WMIOHI0), 1 B 2019 roay, Korga ABa ayKLMOHA He
COCTOAJIUCb U OOMH Obl1 OTMEHEH (HauWMOHa/bHble MPOM3BOAMTENIM He NOAANW 3aABKM AS yyacTusa B
nepBoM ayKuMOHE, MOTMBUPYA 3TO HEJOCTAaTOYHO BbICOKMMW 33aABNAEHHbIMM LEHaMK, a 3atem
6O/bWIMHCTBO YYaCTHUMKOB OblM He [OMyLUieHbl K NociegHemMy ayKUMOHY B CBA3SM C TEM YTO «B
cneumMduKaLmMmM He MOJMIHOCTBIO YKa3aHO ToproBoe HaumeHoBaHue JIC, a TaKke oOTcyTcTByeT
npoussoauTenb»; 3akynku APB-/IC Ha 2019 rog Ha momeHT onybnvkoBaHusa otyeta 11.06.2019 He
COCTOANNCS).

MOCKO/bKY B C/lyyae 3aKynKu M3 OAHOr0 MCTOYHUKA LLeHa 3aKyMKu ABAAETCA NPeaMeTOM A0roBOPEeHHOCTH
MeXAy 3aKa3uyMKOM W MNOCTaBLMKOM, TO €CAU LeHa byaeT CMAbHO 3aBbllIeHHOM — CyllecTByeT PUCK
MPeBbIWEeHNA CYMM BblAeNEeHHbIX CPeACTB, periameHTUPOBaHHbIX B pamMKax Focnporpammbl U FogoBoro
naaHa LeHTPasn30BaHHbIX 3aKynok MuH3apaBa, YTO MOXET BECTM B TOM 4YMC/E K COKpalleHMo 06bemoB
3aKYMNOK B CPaBHEHMM C 3aN1aHUPOBaHHbIM.

HaunoHanbHble npoussogutenn APB-JIC He umeloT HUM MNPOM3BOACTBA MONAHOrMO UMKAA, HU BULK
npoussoactsa (4To 06O3HAYEHO B UEAM TOCAPOrpamMmbl MOAAEPHKKM  GapMNPOMbILLIEHHOCTH), U3
npoussoauTenei npenapaToB Ana nevyeHms renatmta C nonHbii unkn npomnssoactea SOF nmeet CIN 000
«DapmMnsHA»; OCTasibHble HaLMOHa/NbHbI NPOU3BOAMTENN MPOU3BOAAT TONbKO GACOBKY W/MAM YNAKOBKY
roTOBbIX JIEKAPCTBEHHbIX GOpM reHepuKoB. PopmMpoBaHME LEH Ha npenapaTbl OTEYECTBEHHOTO
NpPon3BOACTBA HEMPO3PaYHO.

OTcyTCTBME KOHKYPEHTHOCTU npu 3akynke cxembl SOF+DAC gna nedenua renatuta C npmBeno K pocty
CTOMMOCTM 3aKynieHHbIX cxeM y UMTYM «Peb-papma» B 2,7 pasa B CpaBHEHMM C NPeabIAYLMM FO40M.

4. 3aKoHOAATeNbHO He YyperynMpoBaHbl BO3MOMKHOCTM 3aKyNMOK 3a cpeactBa rocbropa)kera Ha
MeXAyHapoAaHbIX naowaaKkax areHTcts OOH u 3aKynoK He3aperncTrpmuposaHHbIx J1C:

B 3aKOHe 0 rocsakynkax He NpeayCMOTPeH MexaHM3M NpoBeaeHMA 3aKyNoK 3a CPeAcTBa rocyAapCTBEHHOMO
6r04KeTa Ha MeXKAYHAPOAHbIX TOProBbIX NOWaAKax (Hanpumep, Ha naatpopme wambo.org MobanbHoro
¢doHpa). Bmecte ¢ Tem, KoHuenuua ycTOMYMBOro pas3BuTMA npegnonaraeT «obecrneuyntb BO3MOMKHOCTb
3aKYNOK Ha MeXXAyHapoaHbIX naolaakax» (n. 18).

3aKynKKM Ha MeXAyHapoaHbIX TOProBbIX N0OLWaAKax NO3BOAOT 3aKynaTb APB-/IC no 6osee HU3KUM LLeHaM,
YeM Y HaUMOHaNbHbIX npousBoauTeneit, M wusberatb cuTyauuih c CcaboTUpOBaHMEM AYKLMOHa
HaUMOHANbHbIMM NpoussoauTenamu. OTCYTCTBME NeranbHOM BO3MOXHOCTM NPOBOAUTL 3aKYyMKM Ha
MeXAYHapOoAHbIX TOProBbIX MAOLWAAKAX 33 CYeT CpeacTB rocboayKera CTaBUT Nofa yrpo3y 3akynky B 2020
rogy OO/bLUMHCTBA AETCKUX JIeKAapCTBEHHbIX dopm (cuponbl, aucneprupyemole Tabnetku) n AZT ans
BHYTPMBEHHOIO BBEAEHMA.

TpeboBaHMA 3aaBKK Ha 3aKkynKy AJIB-/IC ot 02.04.2019 ponyckanu 3aKynky HesapernctpupoaHHbix JI1C,
OTBEYAIOLLMX ONpesesieHHbIM YCI0BUAM (pernctpaumsa B cTpaHe yneHe ICH, nmbo npekBanndumkauma BO3,
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nnbo 3aknodeHne LOM3 0 NoNoMKMTENbHbIX pesy/ibTaTax 3KCMepTUsbl PerMcTpaumoHHOro AoCbe MAU o
pesy/ibTaTax 3KCNepTM3bl AOKYMEHTOB, NoATBEPKAAOWMNX 3PEeKTMBHOCTb, 6€30MacHOCTb M KavecTBo J1C B
cooTBeTcTBMM C TpeboBaHMAMM 3aKoHogaTenbcTBa PB), uyTo He cooTteBeTcTByeT TpeboBaHUAM,
nepeyncaeHHbIM B ctaTbe 16-1 3aKoHa «O IeKapCTBEHHbIX CPeACTBax».

5. Mpo3payHOCTb AAHHDbIX O AO0CTYNE K IeYEHUIO HepaBHOMEpPHa:

B OTKpbITOM A0OCTyne OTCYTCTBYIOT perynspHo obHoBasieMble aNUAEMUONOTMYECKNE AaHHble MOKa3aTenen
Kackaga nedyeHna BUY-nHdeKumm Ha nyTu K goctuxenmto Leam KOHIMAC 90-90-90 (umncno JIKB cocToALwmx
Ha AMcnaHcepHoMm yyeTe, uncno JIXKB nonyyatowmx APT 1 uncno nuu c Heonpeaensemor BH Ha Tepanuu), a
TaKXXe NAaHMpyemoe YUC/o BOBAeYeHUA B Tepanuto Hosbix JIXKB Ha npeactoAawmin roa. PaHee (oo 2016
roga) nybamnkyemole PUIM gaHHble 06 anuacutyaumm no BUY-mHeKUMM B OTKPbITOM OOCTYyNe Tak U He
NOABU/IUCD.

Henpo3spayHa gnsa nauueHTckoro coobuiectsa MHbopmaums 06 MMEoWMMcA OCTaTKaM Mo KaxKaAomy M3
APB-/1C (HecmoTps Ha U36bITOYHbIEe 3aKynKkn B 2018 roay, oTCYTCTBME 3aKyNoOK B TedeHne 5 mecaues 2019
roga noporKaaeT CTPaxm YTo Kakue-nnmbo M3 NpenapaToB 3aKOHYATCA PaHblUe, YEeM 3aKYMKWU COCTOATCA).

B 2019 rogy Bnepsble NAaHbl NO 3aKynKe He onyb6/MKOBaHblI Ha MO/HbIN rof Bnepes: pasMelleHHble Ha
3N1EKTPOHHOW TOProBOM MAOWAZKe CKaHbl Tpex TpeboBaHMI 3aABOK Ha 3aKyMKy He COAEp!Kaan Camoro
CMMCKa NAaHUMPYEeMbIX K 3aKynKke npenapatoB M MX KO/AMYECTBA (MOMKHO 6bl10 TO/IbKO KOCBEHHO
AoraapiBatbCA 06 3TOM MO COAEPIKAHWUIO NI0TOB O6BAB/MEHHbLIX AYKUMOHOB), @ MepeyeHb M KOJAMYECTBO
06bABNEHHbIX K 3aKyNKam NpenapaTos He COBMAZaAN B PasHbIX ayKLMOHaX.

Mpo3payHbl Ana coobuiectBa AaHHble O 3akynkax APB-J/IC uyepe3 cuCTEMY 3JIEKTPOHHOIO ayKUMOHA
(http://www.zakupki.butb.by/auctions/reestrauctions.html), a Takxe gaHHble O 3aKAOUYEHHbIX A0roBopax
Ha noctasky npenapatos (https://pharma.by/partners/information/). HenpospauHa uHbopmaumsa o
3aKynKe npenapatoB 3a cyeT cpeacts MTM TP (nposogut PHML, MT — Henpo3payHbl AaHHble Kak O
npouecce, Tak M O pe3y/bTaTax 3aKyMKu), a Takke O 3akynke 6peHzosbix APB-/IC 33 cyeT cpescts
pecnybaunkaHckoro 6ioaxeta (LPV/r, DTG), NOCKO/IbKY OHM 3aKynalTCA He 4Yepes CUCTEMY 3/1IEKTPOHHOro
aykumoHa (nposoguT PYM «Bendapmaumsa» — Henpo3payHbl AaHHbIE O MPOLLECCE 3aKyMNKK, HO OnepaTUBHO
Ny6MKYIOTCA AaHHbIE O 3aKN0UYEHHbBIX C MOCTaBLIMKOM A0roBOpax).

®opmanbHO BCE MepeyncsieHHble Henpos3payHble [JaHHble MOoryT ObiTb MOJyyeHbl MO 3anpocy OT
$U13MYEeCKOro nua UAN opraHnsaLmMm NyTem OTNPaBKM 0OPaLLEHMA B COOTBETCTBYIOLME YYPEKAEHMUSA, HO B
OTKPbITOM [J0OCTyNe OHM TeM He MeHee OTCYTCTBYIOT. Henpo3payHOCTb [AaHHbIX B COYETaHUU C
nepeKkpeLnBaloWMMNCA GYHKLMAMM OTAENAbHbIX MHCTUTYUMI cnucTembl MUH3ApaBa (rnaBHbIM cneumManmct
no BUY-uHdekuuu, PHML, MT, anuaemumonormyeckas cnyxba) 3aTpyaHAOT BO3MOXKHOCTU MaLMEHTCKOro
MOHUTOpPUHIa 3aKynok APB-/1C.

Ham He ypanocb onpeaenvtb HU OAHOVI Kateropunn nuvud, npamo 3aMHTep8COBaHHOI\;I B MNOBbIWEHUNN
NPO3PaA4YHOCTUN OaHHDbIX. I'Iapap,OKcaano, HO OaNeKO HeE BCe NaUMNEeHTCKMNE OpraHn3aummn 3anHTepecoBaHbl B
NPO3PaA4YHOCTU N NMOHUMAOT MEXAaHU3Mbl OUEHKU AOCTOBEPHOCTU NOAYyYaEMbIX OAHHbIX; MHOIMe M3 HUX
LEeHAT BO3MOXHOCTb YTO-TO Y3HaBaTb OT YAHOBHMWKOB Ha C/Z10Bax.
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PEKOMEHAALIMU

1. Mo onTumusauyum cxem APT:

PaccmoTpeTb BONPOC paclMpeHns Aoctyna K GMKCUMPOBAHHbIM KOMBMHAUMAM Tpex npenapatoB B O4HOWM
Tabnetke (Hanpumep, FDC TDF/FTC/EFV) n K cxemam, ocHoBaHHbIM Ha DTG. BarkHasa ponb AocTyna K
KOMOWHMPOBAHHbIM npenapatam € ¢GUKCUPOBAHHLIMM A03aMM  noayvepkusaetrca BO 2-M  MUHCKOM
3anBneHmnn M3 ctpaH BELIA (2018, n. 9).

PaccmoTpetb uenecoobpasHocTb 3akynok EFV400, Bo3morkHo RAL; nepecmoTpeTb LenecoobpasHocTb
3akynok ETR.

2. Mo NoBbIWEHUIO YCTOUMBOCTU CUCTEMDI FOC3aKYMNOK:

CocTtaBuTb 060CHOBaHME BbIBOPa CUCTEMbI 3aKYMOK Y HaLMOHa/IbHbIX NPOMU3BOAUTENEN, BK/IOYAA NepeYeHb
Y}Ke peann3oBaHHbIX UM NMOTEHLMAbHbIX PUCKOB A1 YCTOMYMBOCTU 3aKYMOK, U NyTeN UX NPeoao/ieHus.

MHMUMMPOBATL 3aKOHOAATE/NIbHbIE M3MEHEHWNA: BHECTM B CTaTbio 17 «3aKOHA O rocyAapCTBEHHbIX 3aKyMnKax
TOBapoB (paboT, ycayr)», onpeaensiowyo BUAbl FOC3aKYMOK, 3aKYMKWU Ha MEMKAYHapOoAHbIX TOProsbIX
nnowaaKkax areHTctB OOH; BHecTM B 3aKOH «O NeKapCTBEHHbIX CpeacTBax» BO3MOXHOCTb 3aKynok
He3aperncTpmMpoBaHHbix JIC cornacHo nepevyHto cuTyauun, onpegeneHHomy B TpeboBaHMAX 3aABKU Ha
3akynKy A/1B-/1C ot 02.04.2019 (BK/to4an npekBanndukaumio BO3 u pernctpaumio B ctpaHax ICH).

O6paTnTbCca K HauMoHanbHbIM NpousBoguTensam APB-J1IC ¢ Bonpocom 06 Mx nnaHax no ocBoeHuto BULK
npown3BoACTBa UKW NPON3BOACTBA MOJIHOFO LMKAA.

Mcxoaa M3 UeH, KoTopble OyayT yKasaHbl B 3aK/OYEHHbIX A0roBopax € nocraBumkamu APB-/IC npwm
npoBeAeHMM U 3aKYMNOK M3 OAHOr0 MCTOYHMKA Ha 2019 roa, a TakKe AaHHbIX O NJaHUPYEMbIX NOTPEOHOCTAX
8 APB-JIC Ha 2020 rog, u ¢akTU4eckn umetrowmxca octatkax APB-/IC, npoBecTU OLEeHKY NPOrHO3Mpyembix
061wwmx 3aTtpaTt Ha APB-/IC Ha 2020 roa 1M cONOCTaBUTb MOJIyYEHHYO UMbpPY € BblaensembiMu obbemamu
buHaHcUpoBaHuA U3 pecnybaukaHckoro 6roaxeTa cornacHo [ocnporpamme. B ciyyae 3HauvMmoro
npeBbIlWEeHNA MNPOrHO3Mpyembix NoTpebHOCTel Bblaensemomy ¢UHAHCMPOBAHWIO — 3abiaroBpemeHHo
HayaTb NOUCK AOMONHUTENbHOIO GUHAHCMPOBAHUA.

3. Mo UHTeNNeKTyanbHOMK CO6CTBEHHOCTH:

OnpeaennTtb NepeyeHb akTyaNbHbIX aaa benapycu npenapaTtoB ana neveHuns BUY-mHdekumm, renatnta C u
TybepKynesa, AN 3aKyMOK KOTOPbIX MaTeHTHaA 3awuTa ABadetca 6apbepom; M3YyYMTb NATEHTHbIN
NaHawadT no BbIGpaHHbIM Mpenapatam M OnNpenenuTb NAaH BO3SMOMHbIX AEWCTBMIA MO MNPeofoneHUI0
NaTeHTHOM 3aWmMTbl U obecnevyeHuns BbIXOAa HA PbIHOK HELOPOrMX KauecTBEHHbIX reHepuKoB. PaccmoTtpeTb
BO3MOXHOCTM AN CHUXEeHUA UeHbl Ha DTG (CHWXKeHMe ueHbl Ha 6peHAoBbIM MpenapaT, BK/AOYEHWE B
O0OPOBO/IbHYIO  JIMLEH3WNIO, MPUHYAUTENbHAA JIMLEH3MA), A TaKXKe BO3MOMHOCTM 1S YCTPaHEHUS
naTeHTHOM 3awmTbl Ha RTV c uenbto yaydweHua JOCTYNHOCTM KOMBUHUPpoBaHHbIX UM B GUKCMPOBaHHbIX
[,031POBKaX.

MpoBecTn neperoBopbl C HaLMOHa/bHBIMKM MPOU3BOAUTENSAMWU FEHEPUYECKMX MPenapaToB A/A JieYeHus
BUY-nHdpekumm, renatuta C u Tybepkynesa 415 NJAHMPOBAHMA COBMECTHbIX AeAcTBMA No bopbbe ¢
NaTeHTHOM 3aLMTOM BbiBGPaHHbIX NPenapaTos.

M3yuntb BOMPOC O BO3MOXKHOCTM BHEAPEHWA MEXAaHWM3MOB, MO3BO/IAIOWMX FOCYAAPCTBEHHbLIM OpPraHam
paspelaTb MCMO/Mb30BaHWE OXPaHAEMbIX NaTeHTamu n3obpeTeHuit Ha JIC B MHTepecax rocygapcrsa (c
nocaeAayloLiei BbiNAaTol ageKkBaTHOM KOMNEHCaLMK NaTeHToo61a4aTento).

MPUHATE Mepbl N0 HeAONYLLEHMIO BKIOYEHUA B HaLMOHANIbHOE 3aKOHOAATeNbCTBO Pecnybaunkm benapycb
HOPM 06 3KCKNO3MBHOCTU AaHHbIX B oTHoleHuun J1C ("data exclusivity" u "market exclusivity") n Hopm 06
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YCTaHOB/IEHUM B3aMMOCBA3M MEKAY HaMUMEM NaTeHTa (MK paspelleHna naTeHToobnaaaTens) v Bblaaden
perncrTpaunoHHoro yaoctosepeHusa Ha JIC (T.H. "nateHTHas yBaska"). MPUHATbL Mepbl MO HeAOMNYLLEHUIO
NPUMeHeHMA yKasaHHbIX HOPM Yepes MeXKayHapoaHble obsa3atenbcTBa Pecnyb6anku benapych (B 4acTHOCTH
B pamKax BTO n EASC).

4. MNo pa3paboTke 06HOBAEHHOro CTPAHOBOrO N/IAHA AeCTBUIA

B cooTBeTCTBUM C 06A3aTENbCTBOM, B3ATbIM NpU nognucaHnm 2-ro MunHcKoro 3asasseHmna M3 ctpaH BELA,
peKkomMeHA0BaHO «pa3paboTaTb U BHEAPUTb CTPAHOBOM MAaH AENCTBMIA, Hanpas/ieHHbIN Ha paclupeHune
AO0CTyNa K AOCTYNMHbIM U KauyeCTBEHHbIM JIeKAPCTBEHHbIM CpPeAcTBaM, MeaULMHCKOMY 060pyAoBaHUIO U
n3gennam MeamnLMHCKOrO HasHa4YeHns, B 0COBEHHOCTM 4NA ANAFHOCTUKM U neveHuna BUY, TybepKynesa u
BUpPYCcHoro renatuta» (2018, n. 10), BKAlOYAKOWMA BOMNPOCHbI MNOBbIWEHUA YCTOMYMBOCTU CUCTEMDI
roc3aKyrnok 1 Bonpocbkl MHTENNEKTYaNbHOW cObCTBEHHOCTM Ha J1C.

5. Mo noBbIWEHMIO NPO3PaYHOCTU AaHHbIX AN NALMEHTCKOro coobLiecrsa:

Obpatnutbca K MuH3ApaBY OT MMeEHM NaUMEHTCKOro coobliecTtBo € npeasoxeHnem o nybavkaumm B
OTKPbITOM [OCTyne Ha peryaapHOW OCHOBe C/eAyloWMX AaHHbIX: MOKa3aTeseln Kackaga seveHua BUY-
MHbeKkuun (umncno JIXKB cocToAwMX Ha gMcnaHcepHoOM yyeTe, yncno JIXKB nonydatowmx APT v uncio aumu ¢
Heonpegensemon BH Ha Tepanuu) — Hanpumep, eKeKBapTasibHO; NJAaHMPyemMOe 4YWUCNO BOBJIEYEHUA B
Tepanuio HoBbix JIKB Ha npeacToAwmi rof — eXerogHo; AaHHble N0 GaKTUYECKM MMEIOLMMCA OCTaTKam
otaenbHbix APB-J1C — exxeKkBapTaabHO.

O6paTtutbca K PHIML MT c npeasioKeHMem o NpeaocTaBAeHUM Ny6AMYHOro aHaIMTUYECKOro oTyeTa no
paboTte PecnybankaHckoro perncrtpa BUY-mHGMUMpPOBaHHbIX NALMEHTOB — HANPUMEP, EXKErogHo.

6. Mo nosblWeHUIO NOTEHLUMANA NALUEHTCKOro coobuiecTsa:

MpoBecTn Kpyrabli CTON AN oOpraHusauuii, NpeACTaBAAOWMX NaumeHTcKkoe coobuiectso, Ans
onpeaeneHuna pasaensieMblx LLeHHOCTEN U KOOPAMHALIMK OCHOBHbIX HanpasBaeHuii paboTbl.

Pa3paboTaTb MHCTPYMEHT CaMOOLLEHKM paboTbl MaLMEHTCKMX OpraHM3aumMii No BONPOCam aABOKaLMOHHOM
AeATeNbHOCTU, U MPOBECTU CaMOOLEHKY ANA BbiABAEHUA NpobenoB B AEATENbHOCTM M OWMBOYHbIX
npeacTaBieHuWit 0 NpoLecce agBoKauuu.

7. Mo pacnpocTpaHeHUIo pe3y/bTaToB AAaHHOro OTYyeTa:

PasocnaTb OTYET 3aMHTEpPEecoBaHHbIM /IMLAM: MNALMEHTCKMM OpraHu3aumam, Bpadyam-MHPEKLMOHUCTAM U
opraHM3aTopam 3/paBOOXpaHEHWA, COTPYAHWKAM MeEXAYHapOAHbIX opraHusaumii (IOH3MAC, BO3,
FOH®MA, MPOOH), HaumMoHanbHbIM GapmMaLEeBTUYECKUM KOMMAHWAM, NPOU3BOAALMM npenapaTbl ANd
neyennsa BUY-uHdpexumm v renatura C32,

MOCKONbKY AaHHbIA OTYET AOCTAaTOYHO OOBLEMHBLIA M CAOMHbIA ANA NpoYTeHus obbiBaTesnem, C Lesblo
pacwupeHns JoCTyna K cogeprKalleica B Hem MHPopMaumMm cpeam nauMeHTcKoro coobuiectsa U meama
peKoMeHA0BaHO NOArOTOBUTL CEPUIO NPECcC-Pennsos U nHoorpadpuky.

132000 «Bect», 000 «Hosanok», 3A0 «dapmatex», PMYN «Akagemdbapm», 3A0 «benanek», UMTYMN «Peb-dGapma»,
CN 000 «®apmnsHa», COOO «Hatmeutay, OAO «3K30H», OAO «BOpUCOBCKUIA 3aBOA, MEAULMHCKUX NPenapaTosy,
FHY UBOX HAH Benapycu, PYN «bendapmnpom».
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MpunoxeHue A

MepeyeHb OCHOBHbIX UCTOYHUKOB UCMO/Ib30BAaHHbIX B OTYETE AAHHbIX

Ne Mcnonb3oBaHHbIE AaHHbIE UCTOYHUKN Joctyn
1 TeKcTbl HOPMATUBHO-MPABOBbIX Ba3a HOpPMaTMBHbIX NPaBOBbIX akToB M3 PB!,  OTKpbITbIi
OOKYMEHTOB HaunoHanbHbIM peecTp NpaBoBbIX aKTOB?,
CaNTbl OTAENbHbIX YYPEXKAEHN
3[paBOOXPaHEHMUA U YHUBEPCUTETOB
2 MepeyeHb 3aperncTpnMpoBaHHbIX PeecTtp nekapcTBeHHbIX cpeacTs Pecnybamku  OTKPbITbIN
npenapaTos Benapycb®
3 LleHbl Ha npenapaTbl B anTekax Cairt tabletka.by — Mownck nekapcts B OTKpbITbI
anTekax benapycu
4 O6bembl Npoaak Npenapartos B Cuctema NHTennnkc Mo 3anpocy
anTeKkax
5 [aHHble o gencTaytoLwen ba3sa naTeHTOB M IMLLEH3MI Ha JIeKapcTBa OTKpbITbIN
naTeHTHOM 3awWwuTe MedsPal*, HaumMoHanbHbIi LEeHTP
MHTEeNNEeKTyaNbHOW cobCcTBEHHOCTI®
6 TpeboBaHMA 3aA9BOK Ha 3aKyNKY DNEeKTPOHHbIE TOProBble NaoLaaKkun® OTKpbITbIN
npenapaTtos
7 [JaHHble 0 GaKTU4eckKmn Mo foroBopam, 3aK/OYEHHbIM NO OTKpbITbIN
3aK/HOYEHHbIX JOroBOpax Npwm pe3ynbTaTam TOProB — 3/1EKTPOHHbIE
3aKyrKe 3a cYeT cpeacTs TOpProsble naowaakmn®
pecnybankaHcKoro brogxketa Mo porosopam, 3aKkN04eHHbIM NpuM 3akynke o 3anpocy
N3 04HOr0 UCTOYHMKA, 33 TEKYLLMIA roa, —
PYN «bendapmauna»
Mo Bcem goroBopam 3a nNpeablayLwmin rog, — OTKpbITbI
PYIM «Bendapmaumar»’
8 JaHHble 0 paKkTnyeckn ry PHMOU MT Mo 3anpocy
3aKJ/IIOYEHHbIX 40roBOpPaXx Npu
3aKynkKe 3a cyet cpeacts O
9 CroumocTb APB-/IC no otaenbHbiMm  basa gaHHbix BO3 The Global Price Reporting  OTKpbITbIi
cTpaHam Mechanism (GPRM)?®
10 [daHHble NauMeHTCKOro MHdopmauma oT NaLMeHTCKMX opraHm3aumin Mo 3anpocy’®
MOHWUTOpUHTa Pecypc Pereboi.by OTKpbITbIN
11  3nnaemunonornyeckue gaHHble ry pura Mo 3anpocy?®
HaunoHanbHbie OTYeTbI O BbIMOJIHEHUMN OTKPbITbIN
Jeknapaumm o NpuBepKeHHOCTH aeny
60pb6bI ¢ BUY/CMJom??
OTyeTbl MeKAYHAPOAHbIX OPraHM3aunii: OTKpbITbIM
tOH3MAC??, BO3™
12  [aHHble PecnybavkaHcKoro [NaBHbIMA BHELWTATHbIN cneumannct M3 Pb no Mo 3anpocy
pernctpa u $opm BELOMCTBEHHON  OKa3aHWIO MeAULUHCKOM NOMOLLM
oT4YeTHOCTM No BUY-nHpekymm naumneHtam c BUY-nuHoekumei
MpumeyaHuma:

! Pexkum pgoctyna: http://minzdrav.by/dlya-spetsialistov/normativno-pravovaya-baza/baza-npa.php

2 Peskum poctyna: http://pravo.by/pravovaya-informatsiya/normativnye-dokumenty/natsionalnyy-reestr/sistema-
ucheta/poisk-v-reestre/



3 Peskum poctyna: http://www.rceth.by/Refbank/reestr_lekarstvennih_sredstv/
4 Pexxmm goctyna: http://www.medspal.org/
MpumeyaHua (NpoaoKeHue)

5 Pekum goctyna K MHGOpMaLmMoHHO-NONCKOBOM cuCTEME M MHPOPMALMOHHBLIM pecypcam:
http://www.belgospatent.org.by/index.php?option=com_content&view=article&id=76

® 3neKTpoHHbIE TOprosble naowaaxu: benopycckas TosapHas 6upska (http://zakupki.butb.by/) n HaunoHanbHbIMk
LLeHTP MapKeTMHra U KOHbIOHKTYpbI LeH (http://www.icetrade.by/ v http://www.goszakupki.by/); nHpopmaums o
3akynkax APB-/1C ny6aupyetca Ha caiitax http://zakupki.butb.by/ u http://www.icetrade.by/.

7Ha ctpaHuue caiita PYN «Bendapmauma» (https://pharma.by/partners/information/) pasgen Nocraswumkmu no
pesynbTaTam MpoLeayp 3aKyroK JieKapcTBEHHbIX cpeacTs no naaHy 2017r. (Ha 02.02.2018r.), nosunuum 26-34. Pexxum
fgoctyna K daiiny: https://pharma.by/data/files/Zakyp_lek_sredstv/zakup_2017.rar

& Pexkum poctyna: http://apps.who.int/hiv/amds/price/hdd/. flanHble o ctoumoctn APB-/I1C B8 Genapycu He Bceraa
COBMAJAOT C AaHHbIMU, NPUBEAEHHBIMM B HALLMOHAIbHbIX MCTOYHMKAX.

9 CUCTEMHbI MOHUTOPUHT NpeaocTasneHna APB-/IC naumeHTam HaCKoIbKO HaM U3BECTHO He NPOBOAUACA, HO

opraHusaumMm NpeaocTaBAsAn MHPopPMaLMIo 0 3adpUKCMPOBaHHbIX 0bpalleHusax J/IXKB no Bonpocam Bbigaun APB-/1C u
CMEHbI CXEM IeYEHMUA.

10 ExxemecsauHoO 06HOBAAEMbIE SNMAEMUONOTMYECKME AaHHble BblAn AOCTYNHbI A0 KOHUa 2016 roaa Ha calite Y PLIM
(8 paspene http://www.rcheph.by/news/), nocne yero nHpopmaumio HeperynapHo Ny6AUKYIOT OTAe/bHble
nauMeHTCKMe opraHM3aumnm, nonyyatowme eé ot MY PLIM B Buae paccbinku. Mybankyemas nHbopmauma He BKIOYAET
OAHHbIX O BbINOJIHEHUW CTpaTerMm POH:—)VI,EI,C 90/90/90, B Tom umncne o uncne JIXKB nonydatowmx APT.

1 Hanpumep, otuet 3a 2015 roa; http://www.unaids.org/en/file/110913/download?token=Z_NMEgR3

2 peskum goctyna k gaHHbIM o Benapycu: http://www.unaids.org/en/regionscountries/countries/belarus/ n
COOTBETCTBYIOWMIM pa3aen B cbopHuKe http://www.unaids.org/en/resources/documents/2017/2017_data_book

13 Ha cTpanuue nybamkaumii ctpaHosoro opuca BO3 (http://www.euro.who.int/ru/countries/belarus/publications)
nmeetca B TOmM uncie OT4eT OUueHOUYHOM muccum «JledeHme u yxoa B ceasm ¢ BUY/CMOom B Benapycu» oT aHBaps
2014 roga. Pexkum gocrtyna: http://www.euro.who.int/__data/assets/pdf_file/0019/254314/RUS-Final-
Belarus_report_with_cover.pdf?ua=1

1% http://www.intellix.by/
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MpunoxxeHue B

MNepeyeHb OCHOBHbIX 3aKOHOB U HOPMAaTUBHO-NPABOBbIX AKTOB, PEry/IMPYIOLLUX AO0CTYN K eyeHuto BUY-
nHPpeKumm 1 renatuta C

Opranumsauma
nomotun J1IKB

1. O npeaynpesaeHUn pacnpocTpaHeHus 3ab601eBaHUi, NpeacTaBAAoWMX
ONacHOCTb A5 340P0BbA HaceeHUs, BUpyca MMMyHogepuumuTa YyenoBeka. 3aKoH
PB o1 7 aHBapa 2012 roga Ne345-3 (B pegakunm 3akoHa Pb ot 13.06.2017 r.).
Pexum poctyna: http://kodeksy-by.com/download.php?id=2545

2. Nopgnporpamma 5 “Mpodunaktnka BUY-nHbekumn” frocygapcreeHHOM
nporpammbl “3g0poBbe Hapoda 1 aemorpaduyeckaa 6esonacHocTb Pecnybankum
benapycb” Ha 2016 — 2020 roabl. Mpunoxkerue 5 K MoctaHoBneHuto CoseTa
MwuHucTpos PB oT 14.032016 r. Ne200. Pexxum goctyna (HaumMHaeTcs co cTp. 185):
http://minzdrav.gov.by/dadvfiles/000111_759481 postan200.doc

3. 06 yTBEPKAEHMM UHCTPYKLMM O NOPSALAKE OPraHU3aL MM OKasaHWA MeaNLNHCKON
nomoLm anmuam, MHOMUUMPOBaHHbBIM BUPYCOM MMMYyHOAedULMTa YenoBeEKa.
MoctaHosneHne M3 PB ot 08.11.2017 r. N293. Pexxum goctyna:
http://pravo.by/upload/docs/op/W21732603_1513112400.pdf

4. 06 yTBEPKAEHUU MHCTPYKLMM O NOpAAKEe OpraHM3aumm paboTsl
KOHCYNbTaTUBHO-ANCNAHCEPHOro oTaeneHma no BUY-nndekuymn. NMpukas M3 Pb ot
26.10.2011 r. Ne1037. Pexxum goctyna:

http://www.infectology.bsmu.by/ 1d/1/173_--2011-10-26-No.pdf

5. 06 ytBepaeHum MNonoxKeHNa o0 NopaaKe MOHUTOPUHIA NPOBEAEHMA
aHTMPETPOBMPYCHOM Tepanuu naumeHTos ¢ BUY-uHbeKunen, megmKameHTO3HOM
npodunNakTMKKN nepegaym BUY ot matepu K pebeHKy, NOCTKOHTAKTHOM
npoounaktmkn BUY-mHdekumnm. NMpukas M3 Pb o1 16.11.2012 r. N21359. Pexkum
fpoctyna: http://goicb.by/wp-content/docs/new/MZRB-Prikaz-2012-11-16-1359.pdf

6. O BHeapeHun pecnybamMKaHcKoro pernctpa BUY-mHGMUMPOBAHHbIX NAUUEHTOB.
Mpukas M3 Pb ot 29.08.2013 r. N2909.

Nevenune BUY-
nHbekuum (APT,
neyeHue OUN n
TybepKynésa)

7. KnAnHumyecknin npotokon «AMarHOCTMKa 1 fedyeHme naymeHTos ¢ BUY-
nHopekuuen». YteepaeH MNoctaHosneHnem M3 Pb o1 01.06.2017 r. Ne41. Pexxum
goctyna: http://minzdrav.gov.by/dadvfiles/001077_878477_41_vich.pdf

8. KnuHmyeckoe pyKoBOACTBO MO JieYeHUo Ty6epKynésa u ero 1ekapcTBeHHO-
ycToiumebix popm. YTBepaeHo Mpukazom M3 PBb o1 30.05.2017 r. Ne601. Pexxum
poctyna: http://minzdrav.gov.by/Icfiles/000128 786716_601.pdf

9. KanHmueckmin npoTokon npodunakTnkm nepegaun BUY-nHdekumm ot matepu
pebeHky. YTBepxaeH Mpukaszom M3 PE o1 24.09.2010 r. Ne 1008. Pexum aoctyna:
http://infectology.bsmu.by/ Id/1/167_ 1008 24.09.2.pdf

NleyeHwne
renatuta C

10. KnnHuyecknit npoTtokon «AnarHoctuKka v nedyeHune naumMeHToB (B3pocnoe
Hace/ieHne) ¢ XPOHUYECKMMU BUPYCHbIMU renaTutamm B u C». YTB.
MoctaHosneHnem M3 PB ot 19.03.2019 Ne19.
http://pravo.by/upload/docs/op/W21934091p_1557781200.pdf

11. MHCTpYKLMA O nopaaKe HasHayeHus nekapcTeeHHbIx cpeacts Codocbysup/
Neannaceup, Codpocbysup, aknataceup, PubaBnpuH n oueHkn apdeKTMBHOCTU
NleyeHuna y naumeHToB ¢ BUpYcHbIm renatutom C. YTBepxaeHa Npnkasom M3 PE ot
24.01.2018 r. No51.
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MaTeHTHOe 12. O naTeHTax Ha M306peTeHuA, NoNe3Hble MoAeNn, NPOMbILAEHHbIe 06pa3sLbl.
3aKoHOAaTeNbCcTBO 3aKoH PB ot 16 gekabpa 2002 r. (B peaakuunu ot 18 aekabps 2017 r.).

n pernctpauma J1C
13. MNonoxKeHne o nopAAKe COCTaBAEHMA 3aABKU Ha Bblga4vy NaTeHTa Ha

n3obpeTteHne, NpoBeaeHMA NO HeM IKCNEePTM3bl U MPUHATUA peLLIEeHns No
pe3ynbTaTam 3KCNepTmsbl. YTBepKaeHo noctaHosneHnem Coseta MuHucrtpos Pb ot
2 peBpana 2011r.

14.MonoxKeHune o nopAgKe Nogaym Kanob, BO3parKeHUMN U UX PAaCCMOTPEHMA
anennALMOHHbIM COBETOM MPU NATEHTHOM OpraHe. YTBEpP»KAEeHO NOCTaHOB/IEHUEM
CoBeTta MuHucTpos PB oT 22 aekabpsa 2009 r. Ne 1679 (B peAaKLmnmn NoCTaHOBAEHNS
oT 5 utoHa 2018 r. Ne 423).

15. O neKapcTBeHHbIX cpeacTBax. 3akoH PB ot 20 nions 2006 r. (C U3MeHEHUAMU U
OOMNOJIHEHUAMM).

16. MonoxKeHne o nopALKe 1 YCIOBUAX FOCYAapCTBEHHON perncTpaumm
(noaTBEPKAEHMA rOCYAAPCTBEHHOM PErMCTPALLIMN) TIEKAPCTBEHHbIX CPEACTB U
dbapmaueBTUYECKUX CYOCTAHLUNIN, BHECEHUA U3MEHEHWNI B PETMCTPALMOHHOE AOChE.
Y1BepKaeHo noctaHosneHnem Coseta MuHuctpos Pb ot 1 anpena 2015 r. Ne 254,

17. O TpeboBaHMAX K AOKYMEHTAM, MPeACcTaBAAEMbIM A7 FOCYAapPCTBEHHON
perucTpauum (NoaTBEPKAEHNA FOCYAAPCTBEHHOW PErncTpaLmMm) NeKapcTBEHHbIX
CPeAcCTB, rOCYAapPCTBEHHOM perncTpaumm papmaueBTUMYECKMX CybCcTaHUMA,
BHECEHWUA U3MEHEHWNI B PErMCTPaLMOHHOE J0Chbe Ha IeKapCTBEHHbIE CPeacTBa,
dbapmaueBTUUECKME CyOCTaHLMK, paHEE 3aperucTpmpoBaHHble B Pecnybavke
benapyco. MoctaHosneHne M3 PE ot 8 masa 2009 r. Ne 52.

18. EBpasuniickas NaTeHTHAsA KOHBEHUMA OT 9 ceHTAGpA 1994 r.

19. NaTeHTHasA UHCTPYKLMA K EBpa3snincKon NaTeHTHON KOHBEHLNUN. YTBEPKAEHA
ALMUHUCTPATMBHbIM COBETOM EBPasMincKoi NaTeHTHOM opraHmM3aumm

1 nekabpa 1995 roga. Pexum goctyna:
https://www.eapo.org/ru/documents/norm/convention_txt.html

20. CornaweHune o egMHbIX NMPUHLMNAX U NpaBuaax obpaLLeHma NeKapCTBEHHbIX
CpeacTB B pamkax EBpasnincKoro skKOHOMMYECKOro coto3a oT 23 aekabpa 2014 r.

21. lMpasnna perncTpaummn 1 sKCNepTM3bl NEKaPCTBEHHbIX CPeACTB ANA
MeAULMHCKOro npumeHeHua EBpasniickoro sSKOHOMMYECKOTO COto3a.




MNpunoxxkeHue C
Mucbmo BOO «Mo3utuBHoe aAsuxkeHne» B KomnaHuto AbbVie

oT1 09.04.2018 r. Ne 01-09/113 Mpeacrasutenbctso AO «Abbott Laboratories S.A.»
B Pecnybanke benapyco
MNpeacrasutenbctso AbbVie B Poccum
AbbVie Inc., North Chicago, lllinois, U.S.A.

Benopycckoe obuectBeHHoe obbeauHeHue «lO3UTUBHOE  ABUMKEHMEe» SABAAETCA  MaLUMEeHTCKOM
opraHusaumnen Ha Tepputopun Pecnybankn benapycb M npeacTaBAfeT MHTEPECH! /I0AEeN, KUByLwmnx ¢ BUY-
nHoekumen. OT UMeHN Ntoaen, XKusywmx ¢ BUY, xoTmm HanpaBuTb Bam cnegytowee obpalleHue.

Mbl, npeacTaBuTenn coobuiecTBa Atogen, xusywmx ¢ BUY (JIKB) B Benapycn, 6narogapHbl KOMNaHUK
«AbbVie» 3a pa3paboTKy apdeKTUBHbIX aHTMPETPOBUPYCHbIX NPenapaTos, 61arogapa KOTOPbIM Mbl UMEEM
BO3MOXHOCTb *UTb C BUY-nHbeKuMeln 40Nr0 U KaYeCcTBEHHO.

Bmecte ¢ Tem, Mbl CYMTAaemM HEITMYHOM Mo OoTHouweHuto K JIXB nosmumio «AbbVie» no coxpaHeHuto
NaTeHTHOM 3aLLMTbl U O4HOBPEMEHHO BbICOKUX LEH Ha npenapaTbl «Anysua» u «Hopsup» B benapycu. Mol
XOTUM OTMETUTb, YTO:

1. Komnanua «AbbVie» 3awuuaert nateHtamm JlonnHasup/putoHasnp n PuToHaBump yxe HamHoro 6osee
20-T net (c 1992 roga, Korga npenapatbl BNepBble BbIWAM HA PbIHOK). MMaTeHTHas 3awMTa Kak dopma
6narogapHocTy obwectsa B BUAE KOMNeHcauun GbapmaLeBTUYECKON KOMMaHUK 3a pa3paboTKy npenapaTta
W noouipeHne ee K M306peTeHMIO HOBbIX NEKAPCTB HE MOXKET ANnTbcA 6eckoHeyHo. Mbl paccmaTpuBaem
BEYHO3e/IeHble MaTeHTbl Ha He3HauuTebHble MmoanuduKaummn JlonMHaBnpa/PUTOHABMPA KaK IKCNyaTaumio
KomnaHuen AbbVie nogen, xusywmux ¢ BUY, gna nonyyeHuna cBepxnpubbiav B TeYEHME HeonpaBAaHHO
[O/ITOrO BpEMEHMU;

2. LleHbl Ha JlonnHaBMp/puUTOHaBMP U PUTOHABMP Pa3fiMyaloTca B 3aBUCMMOCTM OT CTpaHbl, U B Benapycu
OHW, CKopee, BbicokMe. Camas HM3Kaa LeHa 6peHpoBoro npenapaTa JlonvHaBuMp/pUTOHABUP B BUAe
TepmocTabunbHbix Tabnetok 200/50 mr gna ctpaH 1 Kateropumu coctasnset 231 gonanap CLUA 3a rogosoit
KYpC fiedyeHuns (4To JaKke HUXKe cpefHen UeHbl AXKeHepUYeckux npenapatos B MUPE), B TO BpemMs, KaK B
Benapycu ueHa coctasndaet 740 ponnapos CLUA 3a romoBoi Kypc neyeHusa. [oBopa O cocemHux
MOCTCOBETCKUX CTPAHaX CO CXOAHbIM 3KOHOMUYECKMM MOJIOKEHNEM, XOTUM OTMETUTD, YTO TEKYLLAA LEeHa Ha
npenapat «AnyBua» B Hallel coceaHel cTpaHe YKpauHe ropasno Huxke, yem B benapycu, 4to, no Halwemy
MHEHWUI0, HecrnpaseaMBo;

3. 3atpaTthl benapycu Bcero Ha oAMH npenapaT «AnyBuMa» HenponopuuoHanbHbl. B 3Tom rogy npwm
COXPaHEHUN WMeELWMXCA LeH 3aTpaTbl Ha «AnyButo» cocTaBat nouytn 40% cToMmocTn BceW
aHTMPETPOBMPYCHOM Tepanuu B cTpaHe (Mnu 45% oT 3aTpaT rocyAapcTBa Ha 3aKynKy aHTUPETPOBUPYCHOM
Tepanuun), Npu TOM, 4YTo cxembl ¢ JIoNMHaBNMPOM/PUTOHABUPOM CcOCTaBAT BCero 12%. bonblie HU odHa 13
dapmaLLeBTMUYECKUX KOMMaHUI He 3apabaTbiBaeT CTO/IbKO BCEro Ha O4HOM aHTUPETPOBUPYCHOM Npenapare
B Benapycu (noutm 2 mnH gonnapos CLUA B 2018 roay, ecnv 3aKynku NporAayT MO TEKYLWUM LeHam).
Ceituac, cnepys pekomeHgaumam BO3 no obecneyeHuto yHMBepCanbHOroO AOCTyna K Tepanun, Benapycb
CTOWUT nepes, BbI3OBOM MPEAOCTAaBAEHUSA Tepanum OO0NbLIOMY YMCAY HOBbIX MNauMeHToB. Tpebyemble
benapycu cpeacTBa Ha 3aKynKy AXXEHepUYecKux NpenapaTtoB NepBOM JIMHUM A5 BOBAEYEHMA B Tepanuto
HOBbIX MaLMEHTOB (ana JocTwxenna uean FOHIMAC no npegoctasneHunio Tepanun 90% JIKB) npumepHo
COMOCTaBMMbI C TEKYLLMMM 3aTpaTaMm Ha «ANyBUIOY»;

4. CoxpaHeHMe NaTeHTHOW 3alWTbl Ha PUTOHABMP MeLLaeT YMNPOLWEHUIO HEKOTOPbIX CXEM JieYeHMs.
Hannune naTeHTa Ha PutoHaBuMp He No3BosisieT benapycun 3akynaTb KOMOUHMPOBAHHbIE TEPMOCTAbU/IbHbIE
OXKeHepuKn ATasaHasup/puToHasup 1 JapyHaBup/pMTOHABUP, YTO He TO/IbKO YA0POXKAET TEPANUIO, HO U
PE3KO YCNOMKHSAET CXeMbl TEpPanuUKu Mo Yucay MPUHUMAEMbIX TabieToK. M cBA3aHHOE C 3TUM CHUXKeHMue
NPUBEPIKEHHOCTM TEPANMM MOMKET BECTM K HEMONHOMY KOHTPOJII0 BUPYCa U HeaDPEKTUBHOCTM Tepanuu;
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5. «AbbVie» — noytn egmHcTBEHHaa dapmaleBTUYECKAA KOMMNAHWA, KOTOpaAa HacTauMBaeT Ha MaTeHTHOM
3aWmMTe aHTUPETPOBUPYCHbIX nNpenapatoB B benapycn. [pyrme dapmauesBTUUECKME  KOMMAHWUW,
pa3paboTunku APB-J1C, He HacTamBatoT Ha NaTeHTHOM 3awmTe B Benapycu (3aaBAsIOT O HenpeceA0BaHUM
NaTEeHTHbIX Npas, 06BABAAIOT O HE3aABJEHMM NPAB MK BKAOYALOT benapycb B AMLEH3UIO JIeKapCTBEHHOTO
MaTEHTHOro MNysia Ha MOCTaBKY AMKEHepUYEeCKMX NnpenapaTtoB) — 3To KomnaHuu «GileadSciences», «Bristol-
Myers Squibb», «Boehringer Ingelheim», «Janssen Therapeutics» (Ha Bce umetowmeca B Benapycu
npenapaTtbl 3TUX KOMMaHWI), a Takke KomnaHua «ViiV Healthcare» (Ha 6onbwKnHcTBO JIC Kpome
Donyterpasupa). Kak ckasan B 2007 roay 6biBwnit npesnaeHT CLUA Bunn KAnHTOH, «3660TT noutu
€OMHCTBEHHbIN, KTO 3aHUMAET CTOJ/Ib XKECTKYHO MO3UUMIO MO MOBOAY Aefna, KOTOPOe A CYMTa BOMPOCOM
KU3HU U CMEPTU»;

6. ®UHAHCOBAA NPUOPUTETHOCTb PblHKa benapycn ana komnaHum «AbbVie» HeBbicOKa. 3apabaTbiBaemMble
KoMnaHuen «AbbVie» aeHbrn Ha npenapatax «Anysma» u «Hopsup» B Benapycu (1 943 429 ponnapos
CLLA B 2017 roay) — 3To AOCTAaTOYHO Manasa 4acTb rnobanbHOro rogosoro oboporta KomnaHum (0,0075% ot
26 munnnapaos aonnapos CLUA B8 2017 roay). Mpu 3Ttom rnobanbHbii rogoBoi 060pOT KOMNaHun B 2,5
pasa Bbllle, YeM FOAOBOM roCyAapcTBeHHbIM BtoasKeT benapycu, 3a cyeT KOTOPOro NPOUCXOAMT 3aKynKa
aHTMPETPOBMPYCHbIX MPenapaTos;

7. Mbl 03HAaKOMMU/IUCb C KECTKOM nosuumein KomnaHuu «AbbVie», BbicKazaHHOM Ha caiTe benopycckoi
YHUBEpPCANbHOM TOProBoi GUpPXKM, B KOTOPOM Bbl cCbinaeTecb Ha EBpasuiickme naTeHTbl No 011924 wu
014446 (co cpokom aelicteus o 23.08.2024 1 21.02.2026), yrporkaete npumeHeHuem 4. 3 cT. 9.21 Kogekca
Pecny6ankun Benapycb 06 agMUHUCTPATUBHbLIX NPaBOHAPYLEHMAX, A TaKKe coobLliaeTe 06 yBeOMNEHUAX O
HapyWeHUM MpaB MPOMbIWIEHHON COBCTBEHHOCTM, BbiCnaHHbIX 02.03.2018 naTeHTHbIM MNOBEPEHHbIM
«Gowling WGL (International) Inc.» B agpec MUHUCTEPCTBa 3/1paBOOXPaHEHUSA U KOMMNaHUIA, MPUHUMABLINX
y4yacTMe B Toprax 3/eKTPOHHOro aykumoHa 18/01-4 ot 23.02.2018 (http://zakupki.butb.by/
auctions/reestrauctions.html, aykumoHn Ne AU20180316141956).

MbI cunTaem, 4TO HasIMUYME MATEHTHOM 3aLUUTbI M COXPAaHEHME TaKMX BbICOKUX LieH Ha npenapaTbl «Anysua»
M «HopBMp» CHUXKAKT MX pJocTynHocTb ana JIXKB B Benapycu. Mbl 6oummca, 4YTO Takaa KpauHe
HenponopUMOHaNbHAA Harpyska Ha rocyAapCcTBEHHDbIN BloaKeT BCero no ABymM npenapaTam UCKYCCTBEHHO
NOATONKHET roCyfapcTBO K CHWMMKEHUI0 WMCNONb30BaHMA npenapatoB «AnysuMa» u «HopBup» M K
N3MEHEHMAM TEKYLLUX cxem nedveHuns. OTKas KomnaHuun «AbbVie» oT obecneyeHma pasymHoOM 4OCTYNHOCTH
NIeKapCTB B CBOEW MOAUTMKE MpPOAAXK ABAAETCA HapyleHuMem 6a30BOr0 3TMYECKOro MNpuMHLMNA
cnpaseannBoOCTM.

MbiI obpawaemca K kKomnaHun «AbbVie» ¢ npocbboli 0TKa3aTbCcA OT Npeciefo0BaHMA NAaTEHTHOM 3aLMTbl Ha
dUKCUMPOBaHHYO TepMOCTabuabHyl0 KoMbuHaumio SlonnHasup/puToHaBuUp M Ha PuToHasup B Benapycwy,
NMB0 CHU3UTB LeHbl Ha «ANYBUIO» 40 YPOBHA LLeH Ha YKpauHe.

Mbl TakKe XOTUM MHGOPMMPOBATbL BaC, YTO B C/y4ae BALIEro OTKasa, Mbl cobupaemcs obpatuTbea K
MuHUCTEPCTBY 34paBooxpaHeHna Pecnybanku Benapycb ¢ npocbboii BBECTU NPUHYANUTENBHYIO NNLEH3UIO
Ha JIeKapcTBeHHble cpeacTBa JlonnHasnp/puUToHaBsmnp 1 PUToHaBMp.

an OTKase MI/IHI/ICTepCTBa 34pPaBOOXpPaHEHNA Mbl OCTaB/1AEM 3a coboii NnpaBo OCNMOPUTb NATEHTHYHO 3aLLUTY
B CyAe N NUCKaTb NoAAepPXKKY MmeXAyHapoaHbIX OpFaHM3aLI,MI‘;I.

C yBaxkeHuem,
Mpeacepatens NpasnenHuna N.E. CtaTkeBny

(aH210A3bI4HYI0 BEPCUIO MOXHO 3anpocume 8 OO «lo3umusHoe dsuxceHue», movement.plus@gmail.com)
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