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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. Bulgaria 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 pharmacy/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 to 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 could 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 work
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 Covidl9 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 modified 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 generic drugs and to avoid shortages, Bulgaria
should reconsider the negative impact of additional 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.
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Ho

-1 Kupun AHaHueB,
MuHucTbLp Ha 3apaBeona3BaHeTo

Konue:

Oo

xa XeHu Hauera,

3am. MuHuCcTBpP Ha 3gpaBeonasBaHeTo

o
O-p Boiko NeHkoB
3am. MuHucTBbp Ha 3gpaBeonasBaHeTo

OTtHocHo: OcurypsiBaHe Ha yCTOMUYUB AOCTbN A0 rekapcrea B Bunrapus

YBaxaemu MuHuctbp AHaHues,

leHepyyHUTE NekapcTBa ca OT CbLUECTBEHO 3Ha4YeHVe 3a OBLIECTBEHOTO 3ApaBe U OCUrypsiBaT ABa MbTY NO-rofsM AOCTbN
[0 NeKapcTBa MpU OCHOBHM COLMANHO-3HAYMMMN XPOHUYHN 3a6onssaHusa npes nocneaHoTo aeceTuneTne B usna Espona.
Bbrrapus Moxe Aa ce Bb3non3sa B MO-rofisMa CTENEH OT reHepuYHUTE neKkapcTBa, Ypes NPeaBuavuMy NOMUTUKM Mo
OTHOLLIEHWE Ha pedepeHTHOTO LieHooGpasyBaHe 1 ocUrypsisBaHe Ha pauuoHanHu npasuna 3a npeanrcBaHe B OHKONOrUsTa,
OTroBapsLUM Ha CbBPEMEHHUTE MESULMHCKM PbKOBOACTBA. HALLMAT ONUT NokKassa, Ye KOHCTPYKTUMBHUTE ycunus B paboTtaTa
C neKkapw 1 NauWeHTV MoraT aa AaaaT MoroXUTENHN pesynTaTii 0ocobeHo Npu ChLECTBYBaLlaTa BUCOKa KOHKYPEHLIUS MEXAy
rEHePUYHIUTE NPOU3BOANTENN.

Bcsika abpxaBa - uneHka Ha EC e cBobogHa pa usbepe cuctemarta 3a LEHOOOPasyBaHe, BLHIUHO U BbTPELUHO LeHOBO
pedepupaHe Ha nekapcTBa, HO KOraTo ce 0BMUCIS BbBEXAAHETO Ha reHepuyHa cyBCTUTYLMUS KaTo MSIPKa, MHOTO BaXHO
YCIoBY/E € HaNM4UeTo Ha eneKTPOHHA 3ApaBHa CUCTEMA C eNIeKTPOHHA 3ApaBHa KapTa U eNeKTPOHHO NpeanucaHue.

Manonssaiikn BBLTPEIWIHOTO LEHOBO pedepupaHe B [lo3uTUBHUS neKapcTBeH CNUCbK 3a HaunoHanHarta
3paBHoOoCUrypuUTenHa kaca, Bbnrapust Ha npakTuka ce Bb3MOn3ea OT Haii-Cepuo3HaTa Bb3MOXHOCT 3a HamarieHve Ha
LUeHuTe Ha nekapcrsBaTa 3a JOMALUHO JleYeHue, KOeTo MocTura Han-rofisiMoTo CrnecTsisaHe Ha cpencrtsa Ha H3O0K. 3a
Bbnrapusi € U3KNIOUMTENHO BaXXHO Aa NOAALPKA BUCOKO HUBO Ha KOHKYPEHLUA MeXAy reHepuyH1Te KOMNaHum, KaTto
u3bsarea cb3gaBaHe Ha perynaTopHu NpaBuna, KOUTO MPUHYXAABAT reHepUYHN NPOU3BOAUTENM Aa UITErNsST NpPoAYKTU OT
nasapa, KOETO € MHOro peareH puck.

3arpuxeHu cme 1 3a noTeHumanHarta KOHUEHTpaLuAa Ha nasapa Ha reHepuyvHun npoaykTy BbB Bepurarta Ha AVICTpM6yLIMﬂ.
Bwnrapus uma CBbp3aHu Bepurn antekn C THLProBUU Ha e[po, KOUTO MOHsAKora ca CBbp3aHn Oopu C
npoussoagutenu. Kato ce sbBegar CTUMYNK 32 anTeKn KaTo reHepu4HoO 3amecTBaHe 6e3 NoAX0oASALL0 HUBO Ha KOHKYpeHUuA,
TOBa MOXE JAa [oBede [0 ApamMaTtvyHa KOoHconuaauus Ha nasapa Ge3 non3y 3a nauveHTUTe unu GrogxeTa Ha
3apaseonassaHeTo. CnenoBaTeriHO BCAKO 06CHXAaHe Ha BbBeXAaHe Ha reHepuYHO 3amecTBaHe, MbPBO TPAGBa Aa




ce o6MMCnM pa3nagaHeTo Ha BepTUKariHO MHTerpuMpaHu Bepuru, Koeto 6u Morfno ga aosene A0 NpekomepHa
KOHCONuAaauusa Ha nasapa. buxve gobasunu, Ye reHepuMYHOTO 3aMecTBaHe B anTekuTe MOXe Aa ycrnee caMmo Ha nasap C
npusexaaHe B CbOTBETCTBME B3aUMOOTHOLLUGHUATA MexXay nekapute U dpapmauesTute. OnutsbT B [MbpUma Nokasea, ve
Tasn nonuTiKa He pabotmn 6e3 ToBa NpuBeXaaHe B CbOTBETCTBUE, Tl kaTo npe3 2010 r. Mbpuus BbBeAe NpesnucBaHeTo Ha
INN 6e3 HukakbB edekT BbpXy OOWMTE HMBA Ha KOHKYPEHUMSI U pas3xoau. Hanpotus, Tasu msipka LOpW OrpaHuym
reHepuyHaTa KOHKYPeHUMS B NPOAbITKEHUE Ha HAKONKO rOAUHM.

W Hakpas, no oTHoweHune Ha Covid19, Hue npuBeTcTBaMe 6BNrapckoTo NPaBUTENICTBO 3a NPUMAraHeTo Ha CUMHW NOSUTUKK,
KOUTO oOrpaHudiixa BIUSHMETO Ha nbpBaTa BbHA Ha Bupyca B bBbnrapus. Toea obaye He TpsibBa ga Bogu [0
CaMOJOBOJICTBO MO OTHOLLUEHME Ha pucka OT BTOpa BbMHA Ha Bupyca. Bbnrapusi e nobpe nosHaTta TypucTudecka
fecTHauusl Kakto 3a 6bnrapckaTta aguacrnopa, Taka M 3a eBpPOMNenckuTe rpaxgaHn. 3Haem Cblio, Ye nbpBaTa BbrHa Ha
Covid19 ce pasnpoctpanu B EBpona npes nepuoga Ha 3UMHaTa CKW BakaHUus npes MapT. ETO 3aljo e HanoXuTesiHo
Bbrrapus ga ce noaroTeM 3a pucka OT BTOpa BbIHA, KOATO MOXE Ja Ce pas3Bue CreACTBUe Ha yBenvyasaHe Ha Typusma
npes netHua nepuoa. BGPharma u nekapcTtea 3a EBpona ¢ pagocT e Bv NpeacTaBsAT AaHHUTE, KOUTO cme paspaboTunu no
OTHOLLEHNE Ha CLueHapu1Te 3a nosiea Ha BTOpa BbIIHA, CXEMUTE 3a KOHCYMaLyus Ha NlekapCTBa 3a UHTEH3VBHUTE OTAeNeHus
1 MaHMPAHETO Ha NPOU3BOACTBOTO U NMOTUCTUYHOTO ocurypsisaHe ot unayctpusta. BG Pharma cuLyo e rotosa ga nperneaa
OCHOBHWTE MNOTPEGHOCTM OT NekapcTBa C BalIETO MPaBUTENCTBO U 3auWHTEpecoBaHu cTpaHu (T.e. GonHuum), 3a ga ce
rapaHTupa, ye bbnrapus e rotoBa 3a pricka OT BTopa BbIiHa.

MpeaynpexxpaBame 3a HeraTMBHUTE Bb3OEWCTBUS MpU npunaraHeto Ha MexaHusma 3a Bb3CTaHOBSIBaHe Ha
pasxoaure kbM H3O0K (Msipka 32 cTabunHocT) 3a reHepuyHMU 1 Guonogo6HU nNekapcTea, Thil kKaTo ToBa 6M NOBMUSMO
HENponopLuoHanHo Ha nekapcreara ¢ no-Hucka ueHa. MNocnegHuaT onut B PymMbHUA 1 Mbpumnst nokasea, Yye Tasu nosimTmka
Hamansaea npeanaraHeTo Ha reHepuyHu MeauKameHTV U yBeruuyaBa pucka OT HeZ4OCTUr UMW NUNca Ha rekapcTsa.
Otbensssame, 4e Hackopo PyMbHUSI 1 Benrusi NpoMeHuxa pexuMmnTe cu 3a Bb3cTaHOBABaHe, 3a Aa 0CBOBOAAT 40 ronsmMa
CTEneH reHepuyHnTe NneKkapcTea (MNM NaTeHTHU NeKkapcTBa C HACKK LIeHK).

3a fa ce npeojonesT ovakBaHUTe TPYAHOCTY Ha nasapa Ha reHepudHu nekapcTea u ga ce usberHe Hegoctura, Bbrnrapus
TpsibBa p[a npepasrneAa HeraTUBHOTO Bb3AEWCTBME Ha OOMBLIAHUTENHUTE (PUHAHCOBU TEXKECTU BbPXY
NPOU3BOAUTENUTE Ha reHepuyHn 1 6rMonoaobHN nekapcTea, a UMEeHHO kaTo MexaHu3bMm 32 Bb3CTAHOBSABA Ha Pasxoau KbM
H3O0K, Clawback u apyru.

JlexapcTtea 3a EBpona ce ctpemaT Aa nogobpsiBart 4oCTbMa 40 KAYECTBEHU, €PUKACHM U HA ONTUMATTHU LIEHU NeKapcTea 3a
BCUYKM EBponeiicku rpaxaanu.

C yBaxeHve,
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Hukonan XagxunaoHyes,
Mpenceparen Ha YC Ha BI'dapvA

3a koHTakTn: 02/4219791, 0888852495, 0888585339, e-mail: office@bgpharma.bg




