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W CO0pHUK CbAEOHA MPAKTUKA

PEIIEHME HA CBAA (cepmu cbcTaB)

26 mapt 2020 ropuHa*

»IIpelopniiaaHo 3anmutBaHe — OOma MuTHMYecka Tapupa — KomOMHMpaHa HOMeEHKAaTypa —
Tapudno xkaacupane — IMosuyuu 3005 u 3824 — Camo3sarpsiBaiiy ce MAACTUPU U KOAQHU 32
obAexyaBaHe Ha 60AKM — Peraament 3a usmbaHenue (EC) 2016/1140 — HeaaupHoct

ITo aeano C-182/19

C TpeAMeT TPEAULMAAHO 3alliTBaHe, OTIpPaBeHO Ha ocHoBaHue uaeH 267 AOEC ot First-tier
Tribunal (Tax Chamber) (ITbpBoHCTaHLMOHEH CbA (OTAeAeHMe 1O AaHbuHU AeAa), OOeAMHEHO
KpaAcTBO) ¢ aKT or 21 ¢espyapu 2019 r., mocrpnua B Cbaa Ha 26 despyapu 2019 r., B pamMKuTe Ha
MIPOM3BOACTBO IO AEAO

Pfizer Consumer Healthcare Ltd

cpey

Commissioners for Her Majesty’s Revenue and Customs,

CBbA'BT (cepmu cbcras),

cberosiny ce ot: P.G. Xuereb, mpeacepaTea Ha cbcraBa, T. von Danwitz u A. Kumin (aA0kAapuMK),
ChAUM,

reHepaaeH apaBokat: E. TaHues,

cekpetap: A. Calot Escobar,

MpPEeABMA U3AOKEHOTO B MUCMeHaTa ¢a3a Ha MPOU3BOACTBOTO,
KaTo MMa TMPEeABUA CTAHOBUILATA, IPEACTABEHM:

— 3a Pfizer Consumer Healthcare Ltd, or V. Sloane, QC, L. Catrain Gonzélez, abogada, E. Wright,
barrister, n R. Shiers, solicitor,

— 3a Commissioners for Her Majesty’s Revenue and Customs, or H. Watkinson, barrister, n
A. Beegun, solicitor,

— 3a mpaBuTeACTBOTO Ha OOEAMHEHOTO KPaACTBO, OoT S. Brandon, B KaueCcTBOTO Ha MPEACTABUTEA,
noanomaran or H. Watkinson, barrister,

— 3a EBpomeiickara xomucus, or A. Caeiros, J. Hradil m M. Salykovd, B xadectBOTO Ha
IIPEACTABUTEAN,

* E3UK Ha NPOM3BOACTBOTO: QHT AUVICKN.

BG
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NMpeABUA PELIEHMETO, B3€TO CA€A M3CAYLUIBAHE Ha T€HEPAAHUS aABOKAT, AEAOTO Aa 6’bAe pa3ra€eAaHoO
Oes IMpEeACTaBAHE Ha 3aKAIOYEHUE,

IIOCTAaHOBU HACTOAIOTO

Pemenue

[TperoAMLIMAAHOTO 3alMTBaHE Ce OTHAacsI AO BaAuMAHOCTTA Ha DPeraameHT 3a wusmbaHenne (EC)
2016/1140 nHa Komucusara or 8 wam 2016 ropuHa OTHOCHO KAACHMpaHETO Ha HSIKOM CTOKU B
Kombunupanara HomeHkaarypa (OB L 189, 2016 r., ctp. 1).

3anuTBaHeTO € OTIpaBeHO B pamkure Ha criop Mexay Pfizer Consumer Healthcare Ltd (napuuaHo
nmo-HaTaTpK ,Pfizer”) u Commissioners for Her Majesty’'s Revenue and Customs (AaHbuHa u
MUTHUYECKA apAMuHMCTparusi Ha OOeAMHEHOTO KpPAaACTBO, HAapMyaHa IO-HATAaThK ,AaHbYHATA
AAMMHUCTpALMA“) OTHOCHO TapuHOTO KAACHpaHE HA CaMO3arpsiBallii Ce MAACTUPU U KOAAHU 3a
oOAeKyaBaHe Ha OOAKMU.

IIpaBHa ypeaba

KH

KombuHupaHara HoMmeHKaarypa, BbBepeHa ¢ Peraament (EMO) Ne 2658/87 na CpBera oT 23 10AM
1987 ropMHa OTHOCHO TapudHara M CTaTMCTMYecKa HOMeHKAarypa u OOijaTa MuTHMYecKa Tapuda
(OB L 256, 1987 r., ctp. 1; CieunaaHo uspaHue Ha ObArapcku esuk, 2007 r., raaBa 2, Tom 4, ctp. 3)
(HapmyaHa mo-HaTaTbk ,KH), ce ocHoBaBa Ha XapMoHM3MpaHaTa CCTeMA 3a OIMCaHVe U KOAVMpPaHe Ha
CTOKUTE, U3rorBeHa or CbBeTa 32 MUTHUYECKO ChTPYAHMUYECTBO, MOHacToseM CBeTOBHA MUTHUYECKA
opranmsauusa (CMO), u e BbBepeHa ¢ MeXAYHapopHaTa KOHBEHLVSI OTHOCHO XapMOHM3MpaHarta
cucTeMa, CKAdeHa Ha 14 roHm 1983 1. B Dbprokcea. Tasm KOHBeHLMA 3aeAHO C IIPOTOKOAA 3a
M3MeHeHMeTo U oT 24 1oHu 1986 r. e op0OpeHa oT MMeTo Ha EBpormeiickaTa MKOHOMMYECKa OOLIHOCT C
Peutenne 87/369/EVIO Ha CobBera ot 7 anpua 1987 r. (OB L 198, 1987 r., cTp. 1; CrienjuaaHo m3paHue
Ha ObArapcku esuk, 2007 r., raasa 2, Tom 3, ctp. 199).

Ob6umre npaBuaa 3a TbAKyBaHe Ha KH, BkaloueHuM B 4yacT mbpBa, paspeA I, A, mpeaBwkpar
IO-CIIEeLMAAHO:

»,Kaacupanero Ha crokute B [KH] ce mopunHsBa Ha CAeAHUTE MPUHLUIIN:

1. TexkcTbT Ha 3araaBusATa Ha pPasA€ANTE, Ha TAABUTE MAU HaA IIOATAABUTE VMMa CaMO MHAMKaTHMBHa
CTOMHOCT, KaTo KAAQCHPAHETO C€ OIIPpEACAS 3aKOHHO ChrAAaCHO TEPMMHUTE Ha IIO3ULIIMUTE M HaA
3a0€AEKKUTE KbM PaBAECANTE VAN KbM TAABUTE M CbIAACHO CA€ABALUTE IIpaBMAQ, KOTAaTO T€ HE
NpOTUBOpE€YaT Ha IMOCOYEHUTE II0O-TOpE TEPMMHNM Ha IIO3ULIMUTE M Ha 3a0€AEXKUTE KbM pasaeAnte
VIAL KbM T'AABUTE.

2. [..]
6) Bcsiko YIIOM€HaBaHE Ha HSIKOM MaTepluaA B OIIPpEACAEHA IMO3MLNA CE€ OTHACA 3a TO3UM MaTE€pUaA,
OMAO B YUCTO CbCTOAHUE, OMAO KOIraTO TOM € CMECEH UAU CBbpP3aH C APYTM MaTE€pUaAN. C’b]J_IO
TaKa BCSJIKO YIIOME€HaBaHE Ha M3AEAMS OT OIIPEACAEH MaTepMaA C€ OTHACA U A0 M3AEANATA,
CbCTABE€HU M3LAAO MAU YaCTUYHO OT TO3U MaTEpPUAA. KAacmpaHeTo Ha apTUKYAM, CbCTaBEHU OT
ImoBe4Ye OT €AVMH MaT€pHaA, C€ U3BbpLIIBA CbI'AACHO IIPABUAO 3.
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3. Korato crokute 6mxa MOTAM AQ Ce KAACUPAT B ABe MAU IOBeve MO3ULMU 4Ype3 IpUAaraHe Ha

IpaBKAO 2 0) MAM TIOPAaAU APYTYM IMPUYMHM, KAACHPAHETO Ce M3BBPLIBA M0 CAEAHUS HAUYMH:

a) Ilosuumsita, KOsTO Hal-crieUMPUYHO OMMUCBA CTOKATa, TPsIOBAa Aa MMa TIPEAUMCTBO IIPeA
MO3ULMNTE C NMO-00I110 3HaYeHKe. BbIpeku TOBa, KOraTo BCsKa OT ABE VAU IOBeve MO3ULIUU Ce
OTHACS CaMO AO €AHA 4YacT OT MAaTePUAAUTE, CbCTABSIINM CMECEH MPOAYKT AU CAOKEH apTUKYA
MAM CaMO AO €AHAa 4acT OT apTUKYAUTE, B CAYYauTe Ha CTOKM, IIPEACTaBeHM KaTO KOMIIAEKT 32
npopakba Ha ApeOHO, Te3U MO3ULIMK CAEABA AA Ce CUUTAT, [0 OTHOLIEH)E Ha TO3U MPOAYKT VAU
TO3U apTUKYA, KaTO €AHAKBO CrielirpryHu, AOPU aKO eAHA OT TSX AaBa MO-TOYHO VAU NO-I'bAHO
OIMCaHue.

0) CmeceHuTe HPOAYKTU, M3AEAMSATa, CbCTaBEHM OT Pa3sAMYHM MaTepUaAU MAU CbCTaBEHU OT
PasAMYHM KOMIIOHEHTU U CTOKUTE, TMPEACTAaBEeHU B KOMIIAEKTU, MPUTOAEHU 3a Mpopakba Ha
APeOHO, YMeTo KAacupaHe He MOXKe Aa ObA€ OCDIIECTBEHO 4pe3 MPUAATrAaHETO Ha MPABUAO 3 a),
ce KAacupaT CbhrAaCHO MaTepuaAa MAM KOMIIOHEHTa, KOWMTO MM IpMAABa OCHOBHMS XapakTep,
KOTaTo € Bb3MOXKHO AQ Ce YCTaHOBMU TOBa.

6. KaacupaHeTo Ha CTOKMTE B TOAIMO3ULMMTE HA €AHA U CBIIA MO3ULIMSA € HOPMATUBHO OIIPEAEAEHO
ChIAACHO TEPMMHUTE HA T€3U IMOAMOSULIMU U 3a0EAEKKUTE KbM IMOAMO3ULIMKATE, KAKTO ¥, mutatis
mutandis, CbrAacHO TOpPHUTE IIpaBMAA IIPU YCAOBME 4Ye MOTAT AQ Ce CPaBHsIBAT CaMO MOAIO3ULINU
Ha eApHakBO HUBO. OCBeH IpU pasnopeadr, MPEeABMKAALIM OOpPaTHOTO, 3a MPUAATAaHETO HA TOBA
MPaBUAO, C€ B3eMAT TPEABUA U 3a0€AEXKKNUTE KbM Pa3AEAUTE U TAABUTE".

Yacr BTopa ot KH, o3araaBena , Tabania cbc cTraBKuTe Ha MUTaTa®, BKAIOYBA pa3peA VI, ozaraaBeH Ha
cBol1 pep ,IIpOAYKTU Ha XuMMYecKaTa MPOMUIIAEHOCT U APYTU CBBP3aHU C Hesl IPOMMIIAEHOCTU .

B pasaea VI or KH ce cpabpKaT no-cnenyasHo raasa 30, o3araaBeHa ,DapmalieBTUUHU IPOAYKTU, U
raaBa 38, ozaraaBeHa ,Pa3AMYHM BMAOBE NMPOAYKTM Ha XMMMUYECKATa IPOMMUIIAEHOCT .

I'aaBa 30 or KH cpabprka mosuuust 3005 cbCc caepAHMS TEKCT:

»BaTy, MapAu, OMHTOBE UM AHAAOTMYHU APTUKYAM (HampuMmep INpPeBPB3KM, INAACTMPY, CUHANMU3MMU),
HAIlOEHM VAV IIpOMasaHy ¢ dapMaLeBTUYHYU CYOCTaHLMM MAM NIPUTOAEHM 32 MPOAAKOa Ha ApeOHO 3a
MEAMLIMHCKY, XVPYPIrUYECKY, CTOMAaTOAOTMYHM VAV BEeTePUHAPHU LieAU".

I'aaBa 38 ot KH cpabprka nosuumsa 3824 cbC CAEAHUS TEKCT:

»CBbp3Bally Ipenapaty 3a Aespcku GOpMM MAU ChPLR; XMMUYHU MPOAYKTM M IIpernapatu Ha

XMMMYeCKaTa IPOMMIIAEHOCT VAM Ha APYTM, CBBpP3aHM C Hes IPOMMIIAEHOCTU (BKAIOUUTEAHO
CMeCHTE OT eCTECTBEHU IPOAYKTM), HEYIIOMEHATH, HUTO BKAIOYEHM Apyrape”.
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[Mosuuus 3824 ot raaBa 30, B pepakiusta U cbraacHo Peraament 3a usmbaHenue (EC) 2015/1754 Ha
Komucusita or 6 okromepu 2015 r. (OB L 285, 2015 r., cTp. 1), npuAaoKMMa KbM AQTaTa HA BAU3aHE B
cuaa Ha Peraamenr 3a msmbaHeHue 2016/1140, BKAIOUBA Ha CBOV pep CAEAHUTE MOATIO3ULIVIML

[..] [..]

382490

(-] [...]

- - - TIpoaykTu n mpemnapary, U3IOA3BaHU 3a
dapMalleBTUYHM VIAY XUPYPTUYECKM LIEAM:

-- - npOAyKTI/I Ha XMmn4ieckKaTta NpoOMMIIAE€HOCT
VAU TIpernapaTy, ChbCTOALIM Ce IMPEAVMMHO OT
OpraHM4YHu Cb€AMHEHN, HEYIIOMEHAaT, HUTO
BKAIOYEHUM ApYyrape:

[...] [...]

38249096

- - - - Apyru

Pezramenm (EC) Ne 952/2013

CoraacHo uaeH 57 or Peraamentr (EC) Ne 952/2013 na EBpomeiickus mapaameHT u Ha CbhbBeTa OT
9 oktromBpu 2013 roprHa 3a cbh3paBaHe Ha MutHnyecku kopekc Ha Crioza (OB L 269, 2013 r., ctp. 1,
HapUYaH MMO-HATATHK ,MUTHUYECKUSIT KOAEKC"):

»1. 3a Lleaute Ha mpuaaraHero Ha OOmjaTa MuTHUYecka Tapuda ,TapupHO KAacupaHe“ Ha CTOKU e
OTIPEAEASTHETO Ha TOATIO3MLMATAa MAM IO-HATAaTBUIHO TMoOApaspeaeHre or KomOuHupaHata
HOMEHKAQTYpa, B KOATO MAY KOETO TPsiOBa Aa ObAAT KAACUMpPaHU Te3U CTOKM.

2. 3a LleAuTe Ha NpUAAraHeTo Ha HeTapudHU MepKU ,TapudHO KAaacupaHe” Ha CTOKU € OINPEAEASTHETO
Ha TIOANIO3MLIMATA MAM IIO-HATaTBIIHO IOApaspeAeHue or KomOuHupaHaTa HOMEHKAATypa MAU OT
BCsIKA Apyra HOMEHKAATypa, yCTaHOBeHa C pasmopepabu Ha Cbhro3a M OCHOBaBalja ce M3LSIAO MAU
yacTuyHOo Ha KoMmOMHupaHaTa HOMEHKAATypa MAU AO00aBsIla MOAPa3AEAE€HUS KbM Hesl, B KOSITO UAU
KOeTO TpsibBa Aa OBAAT KAACUMPaHU Te3U CTOKM.

[...]

4. [EBpomerickata K|omucusi[] Moxxe Aa mpuemMa MepKU 3a ONpepeAsiHe Ha TapupHOTO KAacKpaHe Ha
CTOKU B ChOTBeTCTBME C maparpadpu 1 u 2%

Yaen 58, maparpa¢ 2, mbpBa aauHes: OT MUTHUYECKUS KOAEKC IAACH:
»1pe3 akToBe 3a usmbAHeHue Komucusita mpuema MepkuTe 1o yaeH 57, maparpad 4“
Yaen 285, maparpad 1 oT T0O3U KOAEKC YTOYHSIBA:

“

»,Komucusita ce ImoAprnomara oT Komurera mo MutHu4ecKus KOAEKC. []
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Pezramenm 3a usnsinerue 2016/1140

13 PeraameHr 3a msmpaHeHue 2016/1140 e mpuer or Komucusra Ha ocHoBaHue 4AeH 57, maparpad 4 u
yaeH 58, maparpa¢ 2, mbpBa aAuHesl OT MUTHUYECKUS KOAEKC.

14 YaeH 1 oT TO3M peraaMeHT 3a U3II'bAHEHUE IIPEABIDKAA:

»,CTOKNTe, omucaHM B KOAOHa 1 OoT TabAuijaTa B mpuAoKeHueTo, ce kaacupar B [KH] B kopa mo KH,
[I0COYEH B KOAOHA 2 OT cblyaTa TabAauna“.

15 HPI/IAO)KeHI/IeTO KbM ITIOCOYEHUA PETAAMEHT 32 M3II'bAHEHNME VIMAa CACAHUA TEKCT:

,OIncaHue Ha CTOKUTE

Kaacupane (kop mo KH)

OcHoBaHusA

1

2

®3)

1. TIpoaykr mop ¢opmara Ha | 38249096 KaacupaHeTto ce ompepeas ot
camosarpsiBaly Ce IAACTUP 32 pasnopeabute Ha O6u npasuaa 1,
obAekvyaBaHe Ha OOAKM. 3, bykBa 0) 1 6 3a ThAKYBaHe Ha

TAaCTUPDT e uspaboTeH OT KombuHmpanaTa HOMEHKAATYpa 1

aAXe3UBEH MaTepua, OT TEKCTOBETEe Ha KOAOBE 110

NpeAHa3HAYeH 3a 3aKperBaHe KbM KH 3824, 382490 n 382490 96.

KOXKaTa (Ha BpaTa, KUTKaTa VAU ITopaay eK30TepMUYHATA PEAKLMS

pamorTo). CbABPIKALLNTE Ce B IPOAYKTa

TTPOAYKTHT € u3paboTeH OT MeK KPBIAM TIAQCTMHKM Ce U3IIOA3BAT

CHHTeTHYeH MaTepyaa, KOITo ce KaTo MBTOYHMK HA TOmAMHA. ToBa

npucrocobsBa KkbM popmara Ha NPHAABA HA MPOAYKTA OCHOBHMA

TSIAOTO, U CbABPIKA HAKOAKO XapaKTep Ha IIperapar ot

KPBIAM TTAACTUHKHM, KOUTO TIPU noauuust 3824.

M3AAraHe Ha Bb3AYX I€HepupaT ITopaau TOBa MPOAYKTHT He MOXeE

TOIIAMHA. Aa ce cuuTa 3a OMHTOBE MAM

KpbrauTe MAACTUHKY CbABPKAT AHAAOTVMYHMI APTUKYAN OT

EeASI30 Ha TPax, BbIA€H, COA U nosuuys 3005.

BopAa. Korato oTpeAHNTE OMaKoBKY, ITopaaM TOBa MPOAYKTBT CAEABA A

ChABD)KAILM [AACTHPA, C€ OTBOPSIT ObA€ KAACHPAH B KOA IO

M Ce UBAOXKAT Ha Bb3AYX, IPOTUYA KH 38249096.

€K30TePMMYHA PEAKLIL.

2. Tlpoaykr mop dopmara Ha | 382490 96 KaacupaHeTto ce ompepeas ot

camosarpsBall, Cce KOAaH 3a
obAeKuaBaHe Ha OOAKM.

KoaanbT e uspaboreH or
HeaAXe3UBEH MaTeplaA U ce
NPUKPeIid Ype3 CaMO3aAeTBalia ce
AEHTa.

TTpOAYKTBT € U3paboTeH OT MeK
CUHTeTUYeH MaTepuaA, KONUTO ce
npucnocobsiBa KbM popmara Ha
TSIAOTO, I CbABPXKA HSAKOAKO
KPbrAu IMAACTUHKY, KOUTO IIpU
M3AaraHe Ha Bb3AYX IeHepupaT
TOIAVHA.

Kp'bI‘AI/ITe TMMAAQCTVIHKU CBABPIKAT
JKEASI30 Ha IIpaX, BbI'A€H, COA U
BoAa. Koraro OTACAHUTE OITIAKOBKWU,
ChADPIKAILLIM KOAQHQ, C€ OTBOPAT N
Ce€ M3A0XKAT Ha Bb3AYX, NIPpOTHUYa
€K30TepMMYHA peakKuusd.

pasnopeabure Ha OO0y npasuaa 1,
3, bykBa 0) 1 6 3a ThAKYBaHe Ha
Kom0OunupaHaTa HOMEHKAQTYpa 1
OT TEKCTOBeTe Ha KOAOBE I10

KH 3824, 382490 u 3824 90 96

ITopapu ex3oTepMmyHaTa peaxLys
CbABPIKAIUTE Ce B MPOAYKTa
KPBIAM MAACTMHKM Ce M3IIOA3BAT
KaTO M3TOYHMK Ha TOMAMHA. ToBa
MpMYAABa Ha MPOAYKTa OCHOBHMA
XapakTep Ha IpenapaTr oT
no3uiusa 3824.

HOpaAI/I TOBA IPOAYKTDHT CAE€ABA Ad

ObAe KAACKpaH B KOA IO
KH 38249096“.
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Aupexmusa 93/42/ENO

MepunyHckute mspeanss no AupextuBa 93/42/EVO na CopbBera ot 14 moHu 1993 ropMHa OTHOCHO
mepuruHckute uspeanst (OB L 169, 1993 r., ctp. 1; CneunasHo uspanue Ha 6barapcku esuk, 2007 1.,
raasa 13, Tom 11, ctp. 244), usmenena ¢ Aupexrusa 2007/47/EO Ha EBpormeiickusi mapAaaMeHT U Ha
CoBera ot 5 centemBpu 2007 r. (OB L247, 2007 r., cTp. 21) (HapuMyaHa MO-HAaTaTBK ,AMpeKTHBA
93/42), ca onpepesenn B yAeH 1, maparpad 2, Oyksa a) ot AupekTtuBa 93/42, KaKTO CAeABa:

»MEAMLIMHCKO M3AeAMe” e BCeKM MHCTPYMEHT, amapar, 00OpyABaHe, MaTepuaA MAU APYT IIPOAYKT,
M3IIOA3BaH CaM MAM B KOMOMHALMS, BKAIOYMTEAHO COPTyep, HEOOXOAMM 3a HEroBOTO IIPABMAHO
NPUAOXKEHME, TIPEAHA3HAYEH OT MPOM3BOAUTEASI AQ O'bAe MBIOA3BAH IIPY XOpa 32 HY)KAUTE Ha:

— AMAr"HoCTHMKarTa, l'IpO(i)I/IAaKTI/IKaTa, MOHUTOPUHIQA, ACYEHUETO U 00A€KYaBaHEeTO Ha 336OAHBaHeTO,

— AMarHoCTMKaTa, MOHUTOPUHIA, A€YEHUETO, OOAEKYaBAHETO VAU KOMIIEHCHPAHETO Ha paHa MAU
HEABT,

— M3CACABAHMATA, 3aMsAHaTa AU IIpOMsAHATa Ha aHATOMUATA AU HA (1)]/[3]/IOAOI‘I/I'-I€H npouec,
— KOHTpOAA Ha paXKAaeMOCTTa,

YMETO TAABHO MAAQHUPAHO AENCTBUE BBB MAU BBPXY YOBEILIKOTO TSIAO HE MOXe AQ ObAM IOCTUTHATO
ype3 (papMaKOAOTMYHM, MMYHOAOTMYHM VAU METa0OAMYHM CPEACTBa, HO KOETO MOXe Aa Obpe
IIOATIOMOTHATO B CBOSITA (YHKLMS OT T€3M CpeACTBa“.

CHOp’bT B TAABHOTO NMPOU3BOACTBO U MPEHOANUITNAAHUAT BBIIPOC

Pfizer BHacs B OOeAMHEHOTO KPAaACTBO NPOAYKTY 32 €AHOKpAaTHa yIoTpeba C perucrpupaHara mMapka
»ThermaCare“. Te3u HmpPOAYKTM Ce TPEACTaBAT M ITyCKaT Ha Iasapa 3a LIeAUTe Ha TeparieBTMYHAaTa
TONIAOTEpanMsi, 3a Aa Ce IOCTUrHe obAeK4yaBaHe IoA ¢opMaTa Ha HamaAeHa 0OOAKa, HaMaAeHa
CKOBAaHOCT Ha MYCKYAMTE U YCKOPsIBaHE Ha O3APaBSIBAaHETO HA 3aCEeTHATUTE THKaHMU.

l'amaTa BKAIOYBa 3arpdaBailiy IAACTvpy, IMOBEYETO OT KOUTO ChLIECTBYBAT B HAKOAKO pa3Mepa U ca
3aMMCAE€HI 3a IIpMAaraHe BBbPXYy KOHKPETHM YaCTV Ha TAAOTO. Tesu IMAACTVpM Ca I'bBKaBM, TaKa 4e€
MoraTt Aa ce (l)I/IKCI/IpaT CTabMAHO BDPpPXY CbOTBETHATA 4YaCT Ha TAAOTO Ype€3 AAXE3VIBHU ACII€EHKU UAU
CaMO3aA€IBallla A€HTa B 3aBUCHMMOCT OT Pa3HOBUAHOCTTA Ha IMPOAYKTA.

[TaacTupuTe ce ChCTOSIT TAABHO OT OOBMBKA, KOSTO ChABP)KA TONAMHHYU KAETKU. Ta3y OOBMBKa € BUA
CMHTETMYHA TBbKaH OT HAKOAKO IIAACTa, KOSITO 3aAbp)Ka TONAMHHUTE KAETKM M 3alluTaBa
OTPEOUTEAS] B CAyYall Ha M3TUYaHEe HA TOMAMHHM KAETKU. TOIAMHHaTa KAeTKa Ce CbhCTOM OT
IPOIYCKAMB CUHTETMYEH MaTepuaA, KOMTO CAYKM 3a OOBMBKAa M B KOWTO MMa CMeC OT BelecTBa
(BKAIOUMTEAHO >KeAsI30 Ha IPaxX, BBIAEPOA, COA U BOAQ).

[TaacTupure ce mpopaBaT B 3aTBOpeHU NAMKOBe. CAeA KaToO Ce M3BAaAAT OT MAMKA U Ce U3A0XKAT Ha
BB3AYX, T€ 3allOYBAaT AQ Ce 3aTOMNASAT. I10-KOHKpeTHO, LIIOM CMecTa OT BelljeCTBa BA€3€ B KOHTAKT C
Bb3AyXa OAaropapeHyue Ha IPONMYCKAMBaTa OOBMBKA Ha TOIAMHHATA KAETKA, NMPOTMYA €K30TEPMMYHA
peaxuys, KOSITO TreHepupa TonAnHa. IlopabpKa ce mocTosiHHa Temmeparypa oT 40 rpaayca 1o LeA3ui
B IIPOABAKEHME Ha OT 8 A0 12 yaca B 3aBMCHMMOCT OT Pa3HOBMAHOCTTA Ha IIPOAYKTA.

CpraacHO mpepocTaBeHaTa oOT 3anurBamara opucAukuus, First-tier Tribunal (Tax Chamber)
(ITppBoMHCTaHIMOHEH CbA (OTAeAeHUe 1O AaHbYHM AeAd), OOeAMHEHO KpaACTBO), MHOpMAaLus
MHOXXECTBO KAMHUYHU U3CAEABAHUS Ca AOKa3aAl, Y€ TOIMAOTEPANMATa HOCU U3MUTAHU PU3MOAOTUYHYI
M MEAULIMHCKU TI0A3U. TepaneBTUYHUTE [TOA3U OT TOIMAOTepanusiTa ca MpUsHATU OT MeXAyHapoAHaTa
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Kaacudukanuss Ha OOAecTUTe, AeBeTa peBusus, KauHuyHa npomsiHa (CIM 9 CM), mybAuKyBaHa OT
CseroBHara 3apaBHa opraHmsauus (C30). Tomaorepamusta e npusHata M IpernopbyaHa KaTo
AeyeHMe B PasAMYHM KAMHMYHU HACOKM, NMYOAMKYBaHM OT HpM3HATKU HauuoHaAHu opranu. o ce
OTHaCsl II0-KOHKPETHO AO pPasTAEKAQHUTE IIPOAYKTY, Te ca KAaacuduuupaHM KaTto ,aKTUBHMU
MEAMLIVHCKY U3AeAVs” cbraacHo AupekTtuBa 93/42 u yBeAOMEH OpraH € OAOOPMA M paspela Al
Hocat CE mapkupoBka.

[Tpes 2012 r. AaHbYHATA AAMUHUCTpPALMS M3AaBa ABe 0OBbp3Baiu TapudHu nHdopmanum (HapuvaHu
mo-Hararbk ,OTHU"), ¢ KouTo, TOAOOHO Ha repMaHCKUTE U CAOBALIKUTE MUTHUYECKM OPraHU, KAacHpa
peautia npopyktu , ThermaCare“ B mosuuumst 3005 ot KH.

Bb3 ocHoBa Ha Te3u OTU Pfizer BHacs npoayktu ,ThermaCare” BpB @paHuys Tpy bTH B IepUOAQ OT
2012 r. po 2013 r. IIpu mpoBepka BbB Bpb3Ka C TO3Y BHOC (PPEHCKUTE MUTHUYECKU OPraHM CTUIAT AO
M3BOAQ, Y€ IOCOYEHUTE IPOAYKTYU TpsiOBa Aa ce Kaacupar B mo3uuyst 3824 or KH u pAa ce obaoxar ¢
Muto ot 6,5%. Ilpes 2015 r. mocoyeHuTe OpraHM MCKaT KAacupaHeTo Ha Hpopykrure ,ThermaCare”
Aa O0bpe pasraepaHo ot Komucusra, kossTo oTHacst Bbripoca KbM Komutera mo MuUTHMYECKUST KOAEKC
Ha Cplo3a.

Caep HEEAVMHOAYLIHO pellleHuMe Ha To3u kKomuTeT KomucuAra npuema PeraaMeHT 3a M3I'bAHeEHUe
2016/1140. OT NpUAOKEHMETO KbM HErO CAEABa, 4Ye IMPOAYKT mop ¢dopmara Ha camosarpsiBail ce
nAacTup 3a obAekyaBaHe Ha OOAKM, M3pabOTEH OT aAXe3uMBEH Marepuas, UMAM mop dopmara Ha
camo3sarpsiBall ce KOAaH 3a obAeKyaBaHe Ha OOAKY, M3pabOTEH OT HeapXe3VBEH MaTepuaa, € KAacupaH
B nopmnosunusa 382490 96 or KH.

B pesyaraT Ha TOBa Cc mMcMo oT 3 aBryct 2016 r. AaHbuyHaTa AQAMMHUCTpPALMs OTMEHsI U3AAAEHUTE OT
Hes1 Ha Pfizer npe3 2012 r. OTY, ¢ xouto npopykTtute ,ThermaCare” ca kaacupanu B nosunus 3005
ot KH.

C moa6a ot 12 centempu 2017 r. Pfizer ucka HoBa OTU 3a xaacupaHe Ha npopykrure , ThermaCare®
B nosunusa 3005 or KH.

Ha 10 noemBpum 2017 r. Ha ocHoBaHue Ha PeraameHT 3a usmbaHeHue 2016/1140 paHbuyHaTa
apmuHucTpauua nspasa OTV, ¢ koATo Kaacupa Te3u NpoAyKTU B nosuuua 3824 or KH.

C >kaaba, TopaA€Ha TIpep 3amuMTBaIaTa OpUCAMKUMS Ha 8 aAekemBpu 2017 r., Pfizer ocmopBa ToBa
pelieHre. BbB Bpb3Ka C TOBa TO U3TBHKBA, ye PeraameHT 3a usmbaHeHue 2016/1140 e HeBaAuAEH B
4acTTa, B KoATO npoaykTute ,ThermaCare” ca kaacupanu B nosuuus 3824 or KH.

Pfizer mopabpKa raaBHO, ye TekcThT Ha mosuuus 3005 or KH ob6xBama mocouenute B PeraameHT 3a
usnrbAHeHye 2016/1140 mpoayktu. CTaBaao AyMa 3a ,apTMKYAM, QHAAOTMYHM® Ha BaTy, OMHTOBE,
MAQCTUPU U CUHAMM3MU [0 CMUCBAQ HA Ta3y pasnopepda, Thi KaTo OMAM 3aMMCAEHU TaKa, e Ad Ce
[pMAAQraT BBPXY KOXKATa 3a MEAULMHCKM LleAM ¥ UMaAu QYHKUUS, QHAAOTMYHA Ha Tasu Ha
CUHANM3MUTE, a MMEHHO obAeKyaBaHe Ha OoAkaTa. OCBeH TOBa Te OMAM IPUTOAEHM 3a IMpopaakba Ha
ApeOHO.

[Topapu TOBa Te3u MPOAYKTU He MOXeAU Aa ObAAT KAacupanu B mosuuus 3824 ot KH, Tvit kaTo Tasu
MO3MLMSI Ce ITIpMAaraaa camMo KbM ,HEYIIOMEeHaTy, HUTO BKAIOYEHU Apyrape“ NMpoAykTu. Taka B
npuaokenre Ha O6wo nmpaBuao 3a TpAKyBaHe 1 or KH mpoaykrure ,ThermaCare” TpsioBaso pa ce
kaacupat B nosunus 3005. Tpi1 kato Peraament 3a mambaHeHne 2016/1140 HempaBUAHO CTECHSIBaA
MPUAOXKHOTO TOA€ Ha Ta3u no3ulusi, Komucusita OuAa npeBuiimAa npasara Ciu.
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OcBeH TOBa Pfizer u3TpKBa, Ye AOKOAKOTO Ce TBBPAM, Y€ IOCOUYEHUTe B PeraaMeHT 3a U3IIbAHEHME
2016/1140 mpopyktu ca Kaacupanu B mosuuus 3824 or KH B cpoTBeTcTBME C 0010 IpaBMAO 3a
ThAKYBaHe 1, 00IIO NpaBUAO 3a TbAKyBaHe 3, OykBa 0) u o0mjo mpaBuAo 3a TbaKyBaHe 6 or KH,
MOTMBUTE Ha TO3M perAaMeHT Ca HeaAeKBAaTHU U MOTPEeLIHM.

Toit KaTo cuMTa 3a CepuO3HU AOBoAUTe, KouTo Pfizer u3ThKBa, 3a Aa OCIOPU BAAMAHOCTTa Ha
Peraament 3a usmbaHenne 2016/1140, First-tier Tribunal (Tax Chamber) (ITbpBOMHCTAHI[MOHEH CBA
(oTAEeA€HME IO AQHDBYHM A€AQ) pelllaBa AQ CIIpe MPOM3BOACTBOTO U Aa mocTaBu Ha Cbpa CAeAHUS
MIPEIOANLMAAEH BBIIPOC:

»sHeBaaupen Au e PeraameHt 3a usmbaHeHue [...] 2016/1140 [...], AOKOAKOTO KAacupa B Kop 3824 ot
KH, 1 no-konkpetHo B Kop 3824 90 96, npoAyKTH, KOUTO:

i) ce cbCcTOAT OT MOAOOEH Ha OMHT MaTepuaA, KOWTO CbABPXKA ,TONAMHHU KAETKU', BKAIOUUTEAHO
XVMIMMYHU BelleCTBa,

ii) AencTBaT MOAOOHO Ha CHMHANM3BM, HO HOCAT U AOITbAHUTEAHU TIOA3M,

iii) uypes eksoTepMuYHA XMMMYHA peakUus obAeKyaBaT OOAKaTa, HaMaAsIBaT CKOBAaHOCTTa U
AOTIPMHACAT 34 O3APABSIBAHETO HA THKAaHTA (KAKTO € TOTBbPAEHO B MHOMKECTBO KAMHUYHU
U3CAEABAHMS),

iv) ca mpuropeHu 3a mpopaxba Ha ApeOHO U

V) ca TPEACTaBeHUM U THPIYBaHU M3PUYHO 3a MEAMLMHCKUA LUEAU U C AEMCTBUETO, OIMCAHO B
MOATOYKA iii) mo-rope,

Bb3 OCHOBa Ha (haKTa, ye XMMUYHWUTE BeLeCTBA Ca MATEPUAABT VAU KOMIIOHEHTHT, NPUAABAL Ha
IIPOAYKTUTE TEXHUs OCHOBEH XapakTep, a He B no3uuys 3005 (Bb3 OCHOBa Ha TEKCTa Ha CbOTBETHUTE
TIO3ULIMY, PasA€AU MAM 3a0€eAeXKM KbM TAaBM U Ha HOsicHeHMsTa KbM OO0 MPaBMAO 32 THAKYBaHE
1, KaTo ce UMa IpeABUA, Ye npuaaraHeTo Ha OO0 MpaBMAO 3a ThAKYBaHe 3(a) M3MCKBA KAacupaHe B
CbHOTBETCTBME C Hall-CIIeVPUYHOTO OMMCAHVE, MAU MO APYT HauuH?“.

ITo nperopunaAHUs BHIPOC

C pbpmpoca cM 3anuTBallaTa IOPUCAMKLMA IO CBILIECTBO MCKA AQ C€ YCTAaHOBM AQAU € BaAMAEH
PeraamenT 3a usmbaHeHue 2016/1140.

Hait-Hanpep TpsiOBa Aa ce mocouy, ye BHeceHUTe OT Pfizer mpoAyKTH, KOUTO ca IpPeAMET Ha IAaBHOTO
MMPOM3BOACTBO U Ca ONMMCAHM B aKTa 3a NPEAULMAAHO 3alUTBaHE, Ca MAEHTUYHU CbC MAU IIOHE
AOCTATbUHO QaHAAOTMYHM Ha ABaTa MPOAYKTA, IocoyeHUu B PeraameHT 3a mambaHeHue 2016/1140, u ye
CAEAOBAaTEAHO TO3M PErAaMeEHT € MPUAOXKUM.

Epponeiickuar mapaameHT u CbBeTbT Ha EBpomeiickusa cbio3 ca mnpepocTaBuanm Ha Komwucusra,
AeNCTBalla B CbTPYAHMUYECTBO C MUTHMUYECKUTE €KCIepTU Ha Abp>KaBUTe YAEHKM, HIMPOKO MPaBO Ha
IpelLleHKa C OrA€A Ha YTOUYHSBAHETO Ha CBABP)KAHMETO Ha TapudHUTE NO3ULMM, KOUTO Ca OT
3HAUeHMe 32 KAACHMpPAHETO Ha OIpeAeAeHa CToKa. Bbrpeku ToBa npaBomoluero Ha Komucusara aa
mpueMa IOCOYeHNTe B 4AeH 57, maparpad 4 or MUTHUYECKUST KOAEKC MepKM, He M I03BOASIBA AQ
M3MEHSI CbABP)KAHMETO, HUTO obxBara Ha TapudHurTe mosuuuu (pemenne or 19 aekemsBpu 2019 r.,
Amoena, C-677/18, EU:C:2019:1142, T. 37 1 uutupaHara cbAeOHa MPaKTUKA).
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Ero samo TpsibBa Aa ce MpPOBEpU AAAM KATO € KAacupaAa mocoyeHutre B PeraaMeHT 3a M3ITbAHEHUE
2016/1140 nmpoaykTtu B nopnosuuus 38249096 ot KH, a He B mo3unusa 3005, Komucusara e nsmennaa
ChABPKAHMETO MAM 00XBaTa Ha Te3u TapudHM MO3ULIMN.

B TOBa oTHOWIEHMEe OT mocTOsiHHaTa nMpakTrka Ha ChAa CAEABA, Ye B MHTEPeC HAa MPABHATA CUTYPHOCT
M YAECHSIBAHETO Ha IMPOBEPKUTE PpeLIaBalusaT KpUTepuil 3a TapudHOTO KAACMpaHe Ha CTOKUTE II0
MpaBUAO TPsIOBAa AQ Ce THPCU B TEXHUTEe OOEKTUBHU XapaKTEPUCTUKU U CBOIICTBA, OIPEAEAEHU B
tekcra Ha mosuuusita B KH u 3abeaexxkure KbM paspera uAu raaBata (perreHue ot 22 ¢deBpyapu
2018 r., Kubota (UK) u EP Barrus, C-545/16, EU:C:2018:101, 1. 25 1 uutupaHara cbpeOHa MPaKTUKA).

OcBeH TOBa TNpeAHa3HAYEHMETO Ha ITIPOAYKTa MOXKE AQ IIPEACTaBAsiIBA OOEKTMBEH KpUTepUil 3a
KAacupaHe, AOKOAKOTO TO € Hepa3pMBHO CBBP3aHO C HEro, KaTO Ta3M BPb3Ka TPsIOBa Aa MOXe Aa ce
IpeLeH! B 3aBUCUMOCT OT O0OEKTMBHUTE XapaKTEPUCTUKM M CBOJCTBA Ha NMPOAYKTA (BX. pelieHue OT
22 ¢espyapu 2018 r., Kubota (UK) um EP Barrus, C-545/16, EU:C:2018:101, T. 26 u umrmpaHara
CchAEOHA).

B caydas, KakTo cAeABa OT TeKCTa Ha KOAOHA 1 oT TabAMLaTa, KOSTO Ce CbABP)KA B IPUAOXKEHUETO
KbM PeraameHT 3a msmbAHeHue 2016/1140, BKAIOYEHUTe B Hesl INPOAYKTM ca IMoA ¢opmara Ha
camo3arpsBally Ce ITAACTMPY MAM KOAaHM 3a obAekyaBaHe Ha 6oaku. ITaactupure ca m3paboreHu or
aAXe3VBEH MaTepuaa, IpeAHa3HAayeH 3a 3aKpelBaHe KbM KO)XKaTa, AOKaTO KOAQHUTe ca U3pabOTeHU OT
HeapXe3VBEH MaTepMaA U ce IPUKPeIs upe3 caMO3aAelBallja ce AeHTa. Te3) MPOAYKTU ca M3paboTeHn
OT MeK CUHTEeTU4eH MaTepuaA, KOITO ce MPUCIOCoOsBa KbM popMaTa Ha TSAAOTO, U ChABPKA HAKOAKO
KPbIAU TAACTUMHKM, ITBAHM C KEASI30 Ha IpaX, BbIAEH, COA U BOAQ, KOUTO TIPY M3AAraHe Ha Bb3AYX
reHepupaT TOIAMHA IOPAaAM MPOTUYAHETO HA €K30TepMMYHA peaKLys.

CoraacHo Texkcra Ha mosuums 3824 or KH mpopykTuTe, KOUTO cCIapaT KbM Tasu MO3ULIMA, Ca
»HEYTIOMEHAT!, HUTO BKAIOUEHM Apyrape’.

Eto 3amjo Hailt-Hampep TpsiOBa Aa Ce TPOBEPU AAAM TOCOYEHUTe B PeraaMeHT 3a M3IIbAHEHUE
2016/1140 nmpoaykTu nonaaar B nosuuys 3005 or KH.

CwraacHo tekcra Ha mosuumsi 3005 or KH cTokuTe, KouTo momaaaT B Hesl ca ,[BlaTu, MapAu, OMHTOBE
M aHAAOTUYHU apTUKYAU (HAmpUMep MpPeBPB3KY, MAACTUPY, CUHAMMU3MMU), HATIOEHU MAU MPOMAa3aHU C
dbapmaLeBTUYHY CYOCTaHLIMM VAU IIPUTOAEHU 32 MPOAKOA Ha APEOHO 3a MEAVLIMHCKY, XVMPYPIMYeCKH,
CTOMATOAOTMYHU VAU BETEPUMHAPHU LieAU”.

B toBa orHomeHue Pfizer mopabpiKa, Ye pasrA€KAAQHUTE CTOKM TPsIOBa AQ C€ CUMTAT 3a ,,aHAAOTUYHU
apTUKYAM“ TIO CMMCDAQ HA Tasy MO3ULVS, IPUTOAEHM 32 IPOAKDOA Ha APEOHO 32 MEAVLIVHCKMU LIEAU.

Ha mppBO MsCTO, 110 Ce OTHACS AO KpUTepus NMPUIOAHOCT 3a IpoAaKOa Ha ApeOHO, TpsibBa Aa ce
1mocouy, 4e 0e3CIIOPHO B KOAOHa 1 OT TabAMiaTa B NMPUAOKEHMETO KbM PeraaMeHT 3a M3I'bAHEHME
2016/1140 He ce CPABPIKAT HUKAKBU IIOAPOOHOCTM OTHOCHO IIPUIOAHOCTTA 32 MPOAKOa Ha ApeOHO Ha
MPOAYKTUTE, IOCOUYEHU B TO3UM PerAaMeHT 32 U3ITbAHEHMe.

He ce ocnopBa obaue, ye Te3M NMPOAYKTM Ca IPUIOAEHM 32 MPOAAKOA Ha ApeOHO, KOeTO BIIPOYEM Ce
MOTBBP)KAABA M OT I'eHe3lca Ha TO3M PerAaMeHT 32 U3II'bAHEHMe.

Ha BTOpO MfCTO, 1110 Ce OTHACS AO MOHSATUETO ,MEAULIMHCKU LieAu” 1o cMucbhaa Ha mosuuus 3005 ot
KH, to He e onpepeaero Huto B KH, HUTO B HEMHUTE OOSICHUTEAHU OEAEKKMU.

TpsibBa paa ce mocoum obauve, ye cbraacHo mpaktukara Ha Cbpa, 32 AQ Ce YCTaHOBU AQAU AAAEH
MIPOAYKT € TpeAHa3HAaueH 32 MEAULIMHCKY LAV, CAEABA AA Ce B3eMaT MpPEABMA BCUYKU OTHOCUMU KbM
CAyYass OOCTOSITEACTBA, AOKOAKOTO CTaBa BBIPOC 32 CBOJCTBEHUTE 32 IIPOAYKTa OOEKTMBHMU
XapakTepuCTuKu 1 KayectBa. Cpep OTHOCUMUTE OOCTOSITEACTBA CAEABA AQ Ce MPELEHU U3IIOA3BAHETO,

ECLIL:EU:C:2020:243 9
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3a KOETO e IIpeAHa3HaueH IPOAYKTBT OT IPOU3BOAUTEAs, KAaKTO M YCAOBUATA U MACTOTO Ha
M3MOA3BaHeTO My (BX. Mo aHaAaorusi peuenre ot 4 mapt 2015 r., Oliver Medical, C-547/13,
EU:C:2015:139, 1. 51 n 52). [To-KOHKPETHO CBOTBETHHUAT IIPOAYKT TPsiOBa Ad € 3aMMUCAEH CIIELIaAHO
3a M3MOA3BaHe 3a TaKMBa LieAU (BX. B TO3U CMUCBA peleHue oT 6 okromBpu 1982 r., Nederlandsch
Bevrachtingskantoor, 37/82, EU:C:1982:340, T. 11).

TpsiOBa Aa ce mMOCOUM CBINO, Y€ CBIAACHO MOCTOSIHHATA CbAEOHA IPAKTMKA 3HAUEHMETO M 0OXBaThT Ha
TEPMMHUTE, 32 KOUTO NpaBoTo Ha Cbio3a He AaBa HMKAKBO ONPEAEAEHME, CAEABA AQ Ce€ ONPEAEAST B
CbOTBETCTBME C OOMYANHOTO MM 3HAueHVe B €KEAHEBHUS e3MK, KaTO Ce ABbPXKU CMeTKa 3a KOHTEKCTa,
B KOWTO Te Ce U3IIOA3BAT, U 32 LIEANTE, NPECAEABAHM OT IIpaBHaTa ypeabda, OT KOSTO ca 4acT (BX.
peutenue ot 6 centemBpu 2018 r., Kreyenhop & Kluge, C-471/17, EU:C:2018:681, T. 39 u yutupaHara
cbAebHA MTPAKTHKA).

Taka, AOKOAKOTO, OT eAHa CTPaHa, MPUAATATEAHOTO ,MEAULIMHCKU® Ce CBBP3Ba C TEPMUHA ,MeAULIMHA®,
U AOKOAKOTO, OT Apyra CTpaHa, C TO3M TEPMMH IO NPUHLMII Ce 00O3Ha4yaBa IO-CIELMAAHO HayKa 3a
nmpobrAaKTHKA, AMATHOCTUKA U AeyeHre Ha 3a00ASIBaHUS MAM HapaHsBaHUs, TPsAOBa Aa ce mpueme, ye
CTOKa, KOSITO € 3aMUCA€HA CITeL[MaAHO 3a MPOMUAAKTUKA, AMATHOCTUKA VAU AeyeHue Ha 3a00AsIBaHMUS
VAV HapaHSIBaHMS, € 32 ,MEAULIMHCKU LeAu“ 1o cmucbaa Ha nmosuiusa 3005 or KH.

TakbB e caydadT c nocoueHute B PerrameHT 3a usnbaHeHue 2016/1140 npoaykTu. BebiiHOCT, KakTo e
BMAHO OT ONMCAHMETO MM B IPUAOXXEHUETO KbM TO3U PerAaMeHT 3a U3ITbAHEHMe, Te3U IPOAYKTU ca
IpeAHasHayeHM 3a obAeKyaBaHe Ha OOAKM IIOCPEACTBOM TOIIAMHATA, KOSTO Ce TeHepupa B pe3yATar
Ha eK30TepMMYHa peaklys, KOSITO MPOTUYa, KOraTO ChbAbpXKAIUTE Ce B MPOAYKTA KACTKM Ce M3A0XKAT
Ha BB3AYX. CAepOBaTeAHO cTaBa Ayma 3a ¢opMa Ha TOINAOTEpanmus 4Ype3 XUIEPTEPMUs, KOSTO e
MpU3HATA KaTO AeyeHue MpeABUA GU3MOAOTMYHNTE M IMOA3M.

OcseH TOBa (aKTBT, Y€ Te3U MPOAYKTU Ca KAACMPAHU KAaTO ,aKTUBHY MEAVULIMHCKYU U3AEAUSA" CBIAACHO
AvpextyBa 93/42, mpeacTaBAsiBA AOITBAHMTEAHA YAMKAa B TOBa OTHOLIeHME (BX. B TO3UM CMUCHA
peutenue ot 4 mapt 2015 r., Oliver Medical, C-547/13, EU:C:2015:139, T. 53).

3a cMeTKa Ha TOBA, HUILO HE COYM, Ye L[EATA Ha [OCOYEHUTE NPOAYKTU € Ad Ce HANPABAT IAABHO
eCTeTUYeCKM MOAOOpeHus:, KOeTo Ou MOrA0 Aa ompoBeprae ¢axra, ye Te ca IMpeAHa3HAYeHU 3a
MEAULIMHCKU Lieau (BX. B To3u cMucbA pemeHue 4 mapt 2015 r., Oliver Medical, C-547/13,
EU:C:2015:139, 1. 52).

Ha Tpero mscro, mo ce oTHacs AO TOBa AaAu mocouyeHutTe B PeraameHT 3a usmbaHeHue 2016/1140
MPOAYKTM MOTaT AQ Ce CYMTaT 3a ,aHAAOTMYHM apTUKYAM“ Ha ,[Blatu, mMapAau [mMam] OuHTOBE“ 1O
cmucbaa Ha nosunus 3005 or KH, Komucusta ocriopBa Tasu Bb3MOXHOCT, KaTO U3THKBA, Y€ 0OIIOTO
NMpeAHa3HaueHUe Ha CTOKUTe, CIAAAIlM KbM Tasu IMO3ULMs, € TPETUPAHEeTO Ha OOAKU MAU
HapaHABaHUsA, 2 BbPXY CAMUTE PAa3rA€XKAAHM CTOKU € IOCTAaBeHO IPeAyNpeXAeHMe A He ce IpuAaraT
BbPXY KOKaTa 3a A€4eHMe Ha HapaHsABaHUA, KOHTY3UM VAU OTOLIM.

Tasu Tesa He MOKe Aa ObAe TMOAKperneHa. BebiiHOCT (akTbhT, ye Te3u CTOKM He TpsibBa Aa ce
M3II0A3BAT B ONPEAEAEHM CAy4al, He TI03BOASIBA AQ Ce IOCTABU IOA CbMHEHVE U3BOADT, Ye Te CAYXKAT
3a AeyeHue Ha OOAKU U HapaHsSIBaHUS.

CaepoBaTeAHO TMocouyeHUTe B PeraameHT 3a wusmbAHeHne 2016/1140 mNpoAyKTM CIapaT KbM
nosuuyst 3005 or KH u mopapyu ToBa, KakTo caepBa OoT Touka 40 OT HACTOSIOTO pelleHue, He MOTraT

Aa monmapHaT B nosunusa 3824 ot KH.

CaeAOBaTEAHO Te3U MPOAYKTH TpsibBa Aa ce Kaacupat B nmo3uuusi 3005 or KH.
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OT TOBa cAepBa, Ye KaTo e KAacKupaAa MoCoYeHUuTe MPOAYKTU B noano3uuua 3824 90 96 or KH, a He B
nosuums 3005, Komucusita e uaMeHMAa CbABP)KAHETO Ha Te3y TapubHU MO3ULMM U € IPEBUIIMAA
MPaBOMOIIVSATA CU IO YAeH 57, maparpad 4 ot MUTHUYECKUS KOAEKC.

[TpeABMA TOpeU3AOKEHNUTe CBOOpaKeHMsI Ha IIOCTaBeHMsS] BBIIPOC CAE€ABA Ad Ce OTTOBOpH, ue
PeraamenT 3a usmbaHenne 2016/1140 e HeBaAMAEH.

ITo cbhpoeOHUTE Pa3HOCKU

C oraep Ha OOCTOSITEACTBOTO, 4Ye 3a CTPAaHUTE IO TAABHOTO IPOU3BOACTBO HACTOSIIIOTO AEAO
MIPEACTABASIBA OTKAOHEHME OT OOMYAMHUS XOA Ha TMPOU3BOACTBOTO IIPEA 3alMTBAIATA IOPUCAVKLIVIS,
IMOCAEAHATa CAEABA AQ Ce TPOM3Hece IO ChbAeOHUTE pasHOCKU. PasxoauTe, HATIpaBeHM 3a MPEACTaBsIHE
Ha craHoBuina tipep Cbpa, pasAMYHM OT Te3M Ha [IOCOYEHUTE CTPaHU, He IMOAAEXKAT Ha
Bb3CTAHOBSIBaHE.

[To usaoxenure crobpakenuss CbABT (CEAMU CHCTAB) pellnt:

Peraament 3a usmbanenme (EC) 2016/1140 na Komucusara or 8 roam 2016 ropmHa OTHOCHO
KAacCHpaHeTo Ha HsAKou cToku B KoMOuMHMpaHaTa HOMEHKAATypa € HeBaAMAEH.

IToamyicu
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