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Ho
O-p fanuena Japurkosa
Mpeacenaren na Komucus no 3apaBeonazBaHeTo
44-po HapopHo cu6panue
Yeaxaema a-p fapurkoea,

OT1 umero na r-H Hukonad Xapruponues, Mpeacegaren Ha YC wHa BldapMmA Ha Balwerto BHUMaHWe
NPeACTaBsAME CLBMECTHO NWCMO Ha JlekapcTsa 3a Espona n BldapmA, oduumanto BXOAMPaHO A0
MUHUCTBPA Ha 3apaBeoNa3BaHeTo, KoeTo 1 Bue cre nonyyunu.

Mpunarame u npesog Ha Gbnrapcku esuk, Bbe BPb3ka C OCUrypABaHe Ha yCTOW4YMB [OCTBR A0 NekapeTtsa
Brnrapus.
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Sustainable access to medicines in Bulgaria

29 May 2020

Mr Kiril Ananiev
Minister of Health, Bulgaria

Dear Minister,

Generic medicines are essential to public health and have doubled access to medicines in major chronic diseases
over the last decade across Europe. Buigaria could take greater advantage of generic medicines with predictable
policies regarding reference pricing and ensuring rational prescribing policies in oncology in line with current
medical guidelines. Our experience shows that constructive efforts to work with physicians and patients can
deliver positive results in terms of generic medicines competition. Each EU member state is free to choose the
system of pricing and referral of medicines and when generic substitution is included as a measure, a very
important condition is the existence of an electronic healthcare system with an electronic health card and
electronic prescription.

Using the internal price referencing in the Positive List for the National Health Insurance Fund, Bulgaria benefits
from the biggest reduction in the cost of medicines for home treatment. it is extremely important for Bulgaria to
maintain a high level of competition among generic companies, avoiding market conditions that lead to generic
producers withdrawing products from the market which is a very real risk,

We are also concerned about the potential concentration of the generic market in the distribution chain. Bulgaria
has pharracy/wholesale companies that are sometimes also manufacturers. By introducing pharmacy incentives
such as substitution without the appropriate level of competition in the market, this could lead 1o a dramatic
consolidation of the market with no benefits to patients or the healthcare budget. Therefore, any consideration
of substitution should first consider the break-up of vertically integrated chains that couid lead to excessive
consolidation of the market. We would add that pharmacy substitution can only succeed in a market with
alignment between physicians and pharmacists. The experience in Greece shows that this policy will not wark
without that alignment as Greece introduced INN prescribing in 2010 with no effect whatsoever on generic
competition rates. On the contrary, this measure even limited generic competition for several years.

Finally, regarding Covid19, we commend the Bulgarian government on the strong policies that limited the impact
of the first wave of the virus in Bulgaria. However, this should not lead to complacency regarding the risk of a
second wave of the virus. Bulgaria is a well-known tourist destination for both the Bulgarian diaspora and
European visitors. We also know that the first wave of Covid19 spread across Europe during the March ski
vacation period. It is therefore imperative that Bulgaria prepares for the risk of a second wave factoring in the
possible increase of tourism over the summer period. BGPharma and Medicines for Europe will happily present
you with the data that we have developed regarding demand scenarios for a second wave, ICU medicines
consumption patterns and manufacturing and logistics supply planning from the industry, BG Pharma is also
prepared to review essential medicine needs with your government and stakeholders (ie hospitals) to ensure
that Bulgaria is ready for the risk of a second wave.

We warn against the application of clawback (stability measure) to generic and biosimilar medicines as this would
disproportionately impact lower cost medicines. Recent experience in Romania and Greece shows that this policy
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reduces generic medicines supply and increases the risk of shortages or unavailability of medicines. We note that

Romania and Belgium have recently madified their clawback regimes to largely exempt generic medicines {or
low cost off patent medicines).

In order to overcome the expected difficulties in the market of géneric drugs and to avoid shortages, Bulgaria

should reconsider the negative impact of additiona! financial burdens on generic and biosimilar medicine
producers, namely as a Mechanism to the NHIF, clawback and others,

Medicines for. Europe strives to Improve access to quality, efficient and optimally priced medicines for all
European citizens.

Chrigopﬁ Staller\* = Nikolay Hadjidontchey
President President

Medicines for Eurgpe BG Pharma’

Adrian van den Hoven Evgeni Tassovski
Director General Director General
Medicines for Europe BG Pharma
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I-H Kupun AxaHues,
MuruCTBP Ha 3ApaBEONAIBAHETO

OTHocHO: OcurypsiBaHe Ha YCTOMYMB AOCTBN A0 nekapeTea B Bwnrapus

Yeaxaemu r-H MUHHCTBD,

[eHepUuHUTE NEKapcTsa Ca OT ChLUECTBEHO 3HaueHne 3a obLecTseHOTO 34pase u OCUTypPABAaT ABa NbTU No-
ronsiM AOCTbM 4O NEKapCTsa NPY OCHOBHW COLMANHO-3HAYUMM XPOHUYHM 3aBonssaHua npes nocneasaTo
gecerunetve B usna Espona. Bunrapus MoXe Oa Ce BbLArOn3Ba B Mo-ronsmMa CTeneH OT TeHepudHuTe
NeKapCTBa, Ypes NPeaBuaUMM MONMTUKY N0 OTHOWEHUE Ha pedepeHTHOTO UeHooBpasyBaHe u ocurypaeaHe Ha
pauMoHanss npasuna 3a NpeanucBaHe B OHKOMNOTWATA, OTTOBApALM Ha CHbBPEMEHHUTE  MefuUMHCKA
PBKOBOACTBA. HALLUMAT ONWNT NOKA3Ba, Ye KOHCTPYKTUBHWTE YCUNus B paboTaTta ¢ Nekapy v nauueHTy morat ja
0aJaT MOMOKATENHKM pezyrnrarty, ocoBeHo Npu ChLUECTBYBALLATA BUCOKA KOHKYDEHLUWS MeXy reHepuqHuTe
NPOU3BOANTENU.

Besaxa gupxasa - uneHka Ha EC e ceoBogHa pa wsbepe cuctemara 3a UeroobpasyBare, BLHIUHO ¥ BETPELUHO
LUEHOBO petbepupaHe Ha NEKapeTBa, HO Korato ce OOMUCNA BbBEXAAaHeTO Ha reHepuyHa cybcTuTyums karo
MADKE, MHOrO BaXHO YC/I0BME & HANWUYMETO Ha eNeKTPOHHA 34paBHa CMCTeMa ¢ eneKTpPOHHa 34paBHa
KapTa ¥ eNeKTPOHHO NpeanucaHue.

Manonssank BLTPEWHOTO UEHOBO pedepupade B [03VTUBHUA NEKapCTBEH CNUCHK 3a HauuoHanHarta
34paBHOOCUIYpUTENHA Kaca, Bunrapus Ha npakTvka ce BbL3MON3Ba OT HAW-CePUO3HATa BLIMOXHOCT 3a
HaManexHuwe Ha UeHWTe Ha NeKapcTeara 3a [JOMALUHO NeYeHne, KOBTO NOCTUra Hai-rofsaMoTo CnecTsBaHe Ha
cpenctea Ha H30K 3a Beunrapus € u3kniouMTenHo BaXHO Aa NOAOBLPXKA BACOKO HHBO Ha KOHKYPEHUMWA
Mexpy reHepuuHWUTe KOMnaHww, Kato wsbArea cb3zaBaHe Ha PerynaTopHu NPaBuNa, KOWTO NDUHYXOaBaT
reHepuYHN NDOWSBOAMTENN Aa USTErNAT NPOAYKTY OT Nasapa, KCeTo € MHOTO PearneH PUck.

3arpuxeHn CMe W 3a NoTeHUWanHarta KOHUEHTPAUWA Ha Nasapa Ha reHepuqHiu NpogykTh BbB Bepurata Ha
AvCTpubyumrsi. Bbrrapus UMa CBLP3aHK BepUrM anTeku ¢ THProBUM Ha enpo, KOMTO MOMsKora ca
CBBLP3aHM A0PW C NPOU3BOAUTENK. KaTo Ce BbBeaaT CTUMYNM 3a BMTEKM KaTo reHepudHo samecTpaxe Bes
MOAXOAALO HUBO Ha KOHKYPEHLWSA, TOBa MOXe fa AOBEAE A0 APaMaTUYHa KOHCONMAAaLMs Ha nasapa, Ges nonau
3a nauueHtiTe unu BlogxeTa Ha 3gpaseonassaHeTo. CneAoBaTenHo BCAKO 06ChkAaHe Ha BhBEXAaHe Ha
reHepuyHO 3aMecTsaHe, NbpBO TpPAGBa Aa ce OOMMCNN PasnafaHeTo Ha BEPTUKANHO MHTerpupaHu
BEepUra, KoeTo 6m Mmorno aa AoBeAe A0 NPEKOMEepPHA KOHCONWAauMsA Ha nasapa. Buxme poBasunu, ye




FEHEPUHHOTO 3aMecCTBaHe B anTekuTe MOXe JAa ycree Camo Ha Nasap ¢ NpMBegaHe B CLOTBETCTBME
B3AUMOOTHOWEHKATA MeXAY NnekapuTe v hapmaueBTuTe. OnuTsT B MbpUMS NOKA3BA, Y€ TA3M NONUTMKA HE
pabotu Ges TOBa NPUBEXAAHE B CHOTBETCTBUE, ThH KATO npes 2010 r. Mopuust BLBeje npegnuceaneTo Ha INN
Ge3s HUKakbe edekt Bbpxy OGLUMTE HMBA HA KOHKYPEHLMS U paaxofu. HanpoTue, Tasm MepKa JOPK OrpaHum
reHepuiHaTa KOHKYDEHLNA B NPOABLMKEHUE HA HAKOMKO FOAMHW.

W Hakpas, no oTHoluenue Ha Covid19, Hue npuseTcTRaME BwnrapckoTo NpaBWTENCcTEO 3a NpUnaraHeTo Ha
CUAMHA NONUTUKIA, KOWTO OrpaHu4uxa BNUSIHUETO Ha NbpBaTta BbiHa Ha Bupyca B Burrapus. Tosa obave He
TpAGBa na BOAK A0 CAMOLOBONCTBO M0 OTHOLLEGHWE HA PWCKA OT BTOPA BbHA Ha eupyca. Brunrapus e gobpe
nosHaTa TypucTMHecka AECTUHAUMA, KaKTo 3a Obnrapckata Auacnopa, Taka v 3a eBPONeRCKUTE rpakaaHu.
3Haem CbWO, Ye NbpBaTta BbaHa Ha Covid19 ce pasnpocTpann B EBpona npes nepuofa Ha 3uMHaTa Ccku
BakaHuuA npes mapt. ETo 3awo e HanoxutenHo Bbnrapus 4a ce noaroTeuM 3a pucka ot BTOpa BbMHA, KOATO
MOXE [ia Ce pasBue CneACcTsne Ha yBenuyaBaHe Ha TYpuama npes nethus nepuod. BrdapmA u Nexapcrea 3a
EBpona ¢ pagocT We BM NPEACTABAT AAHHUTE, KOUTO CME PA3paBoTMNN MO OTHOLIEHWE Ha CugHapuuTe 3a
NOABA Ha BTOPA Bb/IHA, CXEMUTE 33 KOHCYMaUNsA Ha NeKapcTBa 3a MHTEHIUBHUTE OTAGNEHUA U NNaHUPaHEeTO Ha
NPONSBOACTBOTO U NOTUCTUMHOTO OCUrypsBaHe OT uHAycTpusTa, BIrPapmA cubwo e rotosa ga npernega
OCHOBHUTE NOTPeGHOCTW OT NEKapeTBa ¢ BALLETO NPABUTENCTBO U 3aUHTEPECOBAHM CTPAHM (T.e. GonHuuy), 3a
A& ce rapaHTupa, Y4e Bunrapusa e rotoea 3a pUcka OT BTOpa BbiHa.

Mpepynpexaasame 3a HEraTMBHKTE Bb3ACHCTBUA NPH NPUNAraHeTo Ha MexaHuama 3a Bb3CTaHOBABaHE
Ha pasxogute kbm H30K (MspKa 3a cTaBuNHOCT) 3a reHepUyHU W GUONOAOGHH neKapcTea, Thit KaTto Tosa
On NOBNMANO HENPONOPUWNOHANHD Ha NEeKapcTeaTa C No-HUCKa Lewa. MocnenHusT onuT B PymbHua n Mepuns
NOKA3_a, 4e Tasw NonuTUKa HaMansBa NPeaNaraHeTo Ha reHEepUYHN MEOMKAMEHTU 1 yBenu4asa pucka oT
HeQOCTUr UnNK nunca Ha nexkapcrea. Otbenassame, Ye Hackopo PyMuHUA U Benrus NpoOMEeHUXa PeXUMUTE Ci
3a Bb3CTaHOBABaHE, 32 fa OCBODOANT [0 ronsmMa CTeneH reHepu4HNTE NeKkapcTea (Mnn NaTeHTHW NekapeTea ¢
HIACKW LeHn).

3a pa ce NPECAONEAT O4aKBaHUTE TPYAHOCTU HA Na3apa Ha reHepuuHY NEKapeTBa U Aa ce usberke HegocTura,
Bbnrapus TpaGea fAa npepasrnefa HeraTUBHOTO HBLIJSHCTBUE HA SOMBLAHUTENHWTE thuHaHCcOBM
TEHECTH BbPXY NPOMSBOOMTENNTE HA reHepuyHin v BuonofoBHU NexapeTsa, a UMeHHo kato MexaHusbm 3a
Bb3CTaHOBABA Ha pasxoau kbM H3OK, Clawback u apyru.

NekapcTea 3a EBpona ce cTpeMsT 4a NojoGpsBaT 4OCTHNA 40 KAYECTBEHM, GUKACHM i HA ONTUMANHYA LIeHM
nexapcTsa 3a Beuyky Esponelicku rpaxaani.

I'-H Kpucrody Ctonep, -H Hukonait XapkugoHues,
MpeaugenT, Mpepcenarten Ha YC
lNexapcrea 3a Eepona BrioapmA

-H Anpuan BaH JeH XoBeH, O-p Eerenu Tacoscku
leHepaneH uanbrHUTenex QupekTop, Manbnuutened gupekrop

Nexapctsa 3a Espona BlrdapmA
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