CYJ EBPABUMCKOI'O SKOHOMHUYECKOI'O COIO3A

PEHIEHUE
21 nexabps 2018 rona ropoa MuHck

Komnerus Cyna EBpa3uilckoro 3kOHOMHYECKOTO COK03a B COCTaBe

npeacenarenscrpyromero Konoca .17,

cyaeit AsxkuOparvoBoit A.M., Alipusa O.B., banmesa JK.H., Hemaraepoit T.H.,

Ipu cekpeTape cyaedHoro 3acenanus Jomkenko JILY.,

C ydYacCTHEM MPEJACTaBUTENIEH 3aKPBITOTO aKIMOHEPHOIo OOIlecTBa
«Canopu-Asentuc Bocrok» Manukosoit U.A., 3aBbsuioBa ['.B., Uukuna B.U.,
Mseicauka B.b., npencrasureneit EBpa3uiicKOMl 3KOHOMUYECKOM KOMHUCCHUU
Cononosa B.U, Kupuzneera P.O., FOpnosa 1.A., ®ypcosa B.H.,

paccMoOTpesia B OTKPBITOM CYJCOHOM 3aceTaHuH 3asBIEHHE 3aKPBITOTO
akmuoHepHoro oOmiectBa «Canodu-ABeHtnc Boctok» k  EBpaswmiickoi
DKOHOMMYECKOM Komuccuu O npuzHanuu Pemenuss Kosutermnm EBpaszumiickoi
AKOHOMHYECKOU komuccuu ot 3 okTs0pst 2017 roma Ne 132 «O knaccudukanuu
KOMIUICKTYIOIIUX JUIi  OJTHOPA30BBIX IIMNPUI-PYUYEK, MPUMEHAEMBIX IS
IIOJIKO)KHOTO BBEJCHHUS HWHCYJIMHA, B COOTBETCTBUM C €AUWHOM ToBapHOU
HOMEHKJIATYpOW  BHEIIHEAKOHOMUYECKOW  JIESITEIbHOCTH  EBpa3uiickoro
SKOHOMHYECKOI0 COK3a» HE COOTBETCTBYOIMM JloroBopy o EBpasuiickom
SKOHOMHYECKOM coro3e oT 29 mas 2014 roga u MeXAyHApOJIHBIM JOTOBOpaM
B paMKax EBpa3suiicKOro 5KOHOMAYECKOIr0 COI03a.

3acnymaB cyapto-noknaguuka Komoca JI.I'., mpencraBuTeneid CTOPOH,
ucciienoBaB marepuainsl aena, Komnerus Cyna

YCTAHOBUIJIA:

1. O0cTosiTENILCTBA CHIOPA

3akpsiToe akimoHepHoe obmectBo «Canodu-ABentuc Bocroky» (manee —
3A0 «Canodu-Apentuc BocToky», HCTeI, OOIIECTBO) SIBISETCS IOPUINICCKAM
JULOM, 3apEeTUCTPUPOBAHHBIM B COOTBETCTBHUM C 3aKOHOJATEIbCTBOM
Poccuiickon denepanuu.

Hcrenr umnoptupyer Ha TaMOXEHHYIO0 Tepputoputo EBpasuiickoro
sKoHOMHUYecKoro coro3a (mamee — Cor3, EADC) ToBapsl — jAepikarenu
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KapTpupka M MEXAaHUYECKHE 4YacTH, KOTOpBIE MWCIOJIB3YIOTCI WM IS
U3TOTOBJICHHS B 3aBOJCKUX YCJIOBUAX WHCYJIMHOCOJEPIKAILUX JIEKAPCTBEHHBIX
IPENnapaToB, BHITYCKAEMbIX B (DOPME OJHOPA30BBIX LIIPUII-PYUEK.

JI0 TpUHATHA OCIIAPUBAEMOI0 PELICHUs IIPpU HUMIIOPTE YKa3aHHBIX
ToBapoB 3A0 «Canodpu-ABeHTHC BOCTOK» CaMOCTOATENBHO KJIACCU(PUIIMPOBAIO
ux 1o xomy 9018908409 emunoit  ToBapHOW  HOMEHKJIATYpHI
BHEIIHEAKOHOMUYECKOU AEATENBbHOCTH EBPa3niiCKOro 3KOHOMHYECKOIO COHO3a
(maee — TH BOJ EADC) — «llpubopbl u ycTpoiicTBa, NPUMEHSEMBIE B
MEIULVHE, XUPYPIUM, CTOMATOJOIMHM WIM  BETCPUHApPUHU,  BKIIOYas
CHMHTUIpaUUeCcKylo anmaparypy, anmaparypa 3JeKTPOMEIULUHCKas Mpoyas
U NpuOOpBl JJI1 UCCIENOBAaHUS 3PEHMs; - MHCTPYMEHTHI U 00OpYJIOBaHUE,

MIPOYHE; - - POYUE; - - - POUYHECH.
3 oxkrsa6ps 2017 roma Komneruelr EBpa3zuiickoil 3KOHOMUYECKOM
komuccuu (manee — Kommerus EODK) npunsto Pemenne Ne 132

«O winaccupukau KOMIUICKTYIOIIMX JJIS OJTHOPA30BBIX IIINPHUII-PYUEK,
MPUMEHSIEMBIX JUISl TOJKOXKHOTO BBEJEHUS HWHCYJIMHA, B COOTBETCTBUU
Cc eaquHou TOBapHOW HOMEHKJIATYPOW BHEIIHEOKOHOMUYECKOW NESITEIbHOCTH
EBpa3niickoro 5KoHOMHYECKOTO coro3a» (nanee — Pemenue Ne 132).

CornacHO Ha3BaHHOMY PEIICHUI0 KOMIUIEKTYIOIIHME JJIsi OJIHOPA30BBIX
HIIPUL-PYYEK, NPUMEHSEMBIX JJI1 T[OJKOXHOTO BBEACHUA HHCYJIMHA,
NPEACTABISIIONME COOOM JepxaTelb KapTpUKa C HAHECEHHOW UIKaJoi,
KOTOPBIM TpeAHa3HAueH MJig pa3sMElICHHUs B HEM CTEKJISHHOTO KapTpujKa
C MHCYJMHOM C TIPEAOXPAHSIONIMM €ro KOJMAa4yKOM, a TakKe MEXaHWYECKYIO
YacTh MIMPHUI-PYYKH CO IIKAJOW M BpAIIAIOIMUMCS OJOKOM JJIsi BBIOOpA 03I
WHCYJIMHA, C KHONKOW JIJI1 HA)KAaTUSl Ha MEpPEeMENIAIolIniics BHYTPU MOPUIEHb
JUIs. BBEJCHHUSI ONPEACIICHHON 103bl MHCYyNMHA (manee — Komrmuekryrommue),
B COOTBETCTBUM ¢ (OCHOBHBIMU TMpaBUIaMU HMHTEpHperaunu ToBapHOU
HOMEHKJIATypbl BHEIIHEAKOHOMHUYECKON esTesnbHocTH (nanee — OII) 1 u 6
kiaccuunupyrotes B cyonosunuu 9018 31 TH BOJI EADC.

IIpuBenennoe B Pemenun Ne 132 onmcanmme KoMiuiekTyromumx
U uX (YHKIIMOHAJIHLHOE HAa3HAUYEHHUE COBMAJAIOT C ONMKMCAHWEM U Ha3HAUYCHUEM
TOBAapOB, BBO3UMBIX HCTIIOM, B CBSI3M C 4YeM KiaccUUKAIMs aepxKarenen
KapTpuKa U MEXAaHUYECKUX YacTel cTajla OCYIIECTBISATHCS UM B CyOMO3ULIUU
901831 TH B3JI EADBC - «llpubopbl u yCTpOWMCTBA, NPUMEHSIEMBIC
B MEAUIMHE, XUPYPTHUH, CTOMATOJOTMHU WJIM BETEPUHAPHUM, BKIIOYAs
CIIMHTUTpaPUUECKYIO almaparypy, amnmaparypa 3JeKTPOMEIUIIUHCKas MpoYas
¥ TpUOOpHI JI1 UCCIETOBAHUS 3PEHUS; - IIIPHUIIBI, UTJIbI, KaTETEePhl, KaHIOJIH
Y aHAJIOTUYHBIC HHCTPYMEHTHI; - - IIMPUIIBI, C UTJIAMU WA 0€3 UTII».

JlaHHOE€ OOCTOATEILCTBO NPUBEJIO K YBEIUYCHHIO TapU(pHON HaArpy3Ku
Ha 3A0 «Canopu-ABentuc Boctok» mpu BBo3e KowmImiekTyromumx
Ha TaMmoxeHHyo Tepputoputo Coroza. Ilpm sToM 00mIECTBO HE BIpaBe
U3MEHUTHh 1IEHbl HA TOTOBBIE JICKAPCTBEHHBIC IIpPENapathl, MOCKOJbKY OHHU
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BKJIIOYEHbl B  TEPEYeHb IKU3HEHHO HEOOXOJUMBIX U  BaKHEHIIMX
JEKAPCTBEHHBIX IMPENaparoB s MEAUUMHCKOTO TNPUMEHEHHS, LIEHBI
Ha KOTopble perynupyrorcs [pasurensctBom Poccuiickon denepamnuu.

[lo MHeHUIO HCTIIA, OCMAapUBaeMoO€ pelIeHUE HapyliaeT mnpeaMmOyy,
cratbu 3, 25, 31, 32, 33 u 51 JloroBopa o EBpa3uiickOM 3KOHOMHYECKOM
Coroze ot 29 mas 2014 rogma (mamee — [oroBop o Corose), cratbio 52
TamoxkeHHOro Kojiekca TaMoxeHHoro coro3a (nanee — TK TC), mynktst 3 u 13
[Tomoxennss o EBpa3uicKOM 3KOHOMHUYECKOW KOMHUCCHUHU, SBJISIOLIETOCS
npwioxenueM Ne 1 k JloroBopy o Corose (manee — Ilonoxkenue o EDK),
IIOCKOJIBKY TIPUHATO C TMPEBBIIMICHUEM IIPEIOCTABJIECHHBIX EBpa3uickon
skoHOMHUYeckor komuccuu (nanee — EQK, Komuccusi, 0TBeTYHK) MOTHOMOYUH
U COJIEPKUT HEBEPHYIO Kiaccuukannio KoMImiekTyommx.

B oroii cBsisu 3AO «Canodu-Asentuc Boctok» obpatunocs B Cyn
EBpazuiickoro skoHoMHuYeckoro coros3a (manee — Cyn) ¢ 3adBICHUEM
o mnpusHanuu Pemenus Ne 132 He cooTrBercTByromuM JloroBopy
o Coro3e W MEXIyHapOJIHBIM JOroBOpaM B pamkax Coro3a M HapylalolIUM
mpaBa M 3aKOHHBIE MHTEPECHl UCTIA B cdepe MpeanpuHUMATEILCKOW U MHOU
DKOHOMHUYECKOU JIESITEIbHOCTH.

2. llpouenypa B Cyne

B mensix BcecTopoHHET0, TOJHOTO M 0OBEKTUBHOTO PACCMOTPEHUS el
CyznoMm  HampaBlIeHBl  3allpoCbl M MOJy4eHbl  OTBeThl  Komwurera
roCyJIapCTBEHHBIX J10X0J10B MunHuctepcta puHaHcoB PecnyOnuku ApmeHus,
['ocynapcTBeHHOr0 TamokeHHOro komurera Pecnyonuku benapycs, Komurera
roCcyJapCTBEHHBIX 10X0/10B MunucrepctBa punancoB Pecnyonuku Kazaxcran,
['ocynapctBeHHOM TamokeHHOW ciykObl mpu [IpaButenbctBe KbIpreizckoit
PecniyOmmku, denepanbHON TaMOKEHHOM ciykO0bl Poccuiickoii ®denepaium,
Yupexxaenus oOpa3zoBanusi «l'OCymapCTBEHHBIM HMHCTUTYT  TOBBIIICHUS
KBaJIU(UKAIIMY U TIEPENOArOTOBKU KaJIpOB TAMOXXEHHBIX OpraHoB PecnyOymku
benapycb», PoccuiickO TamMOXEHHOW akaaeMuu, BCEMUPHOU TaMOKEHHOU
opranuzauuu, J[lemaprameHTa HaIOrooONOXKEHUSI M TaMOXKEHHOIO COI03a
EBponeickoit Komuccuu.

OTBETYMKOM MPEICTABIEHBI MUCbMEHHBIE BO3PAKEHUS HA 3asBJIICHUE.

3. JloBOABI HCTIIA

3.1. Ilo muennio 3A0 «Canodu-Asentuc Bocrok», Komuccueit mpu
OPUHSATANA OCHApUBAEMOT0 pEIICHUS HE YYTEeHbl OOBEKTHBHBIC CBOMCTBA
Y XapaKTEePUCTUKHU OTACIBHOTO BHJIa TOBApa, Kak Toro Tpedyer npumenenune OITN.
Oo6mectBo mosnaraet, uro EDK wmcxomwna JMIbs W3 HAIWMYWS CIIOBA «IITIPHUID
B HAaWMCHOBAHWH JICKAPCTBEHHBIX IPEIapaToB, IJII HW3TOTOBIICHHUS KOTOPBIX
BBO3sATCA  KoMIurekTyromume, Toraa  Kak  JIepXKaTend  KapTpHDKa
U MEXaHWYECKMe YacTH HE SBJSIIOTCA IIIpUIAMd W HE 001amaroT
WX CBOMCTBAMHU U XapaKTEPUCTUKAMHU.
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3.2. HUcren yrtBepxkmaer, uto kiaccudukanmus KoMIIeKTyomumx
B cyomosuniun 9018 31 TH B3] EADC HeBepHa, MOCKOJbKY KOHEUHBIM
TOBapOM, B COCTaB KOTOPOTO BXOJIAT JAEprKaTelb KapTpUIKa U MEXaHHYECKas
4acTh, SIBJIACTCS HE IIMPUII, a JEKAPCTBEHHBINA Mperapar, KiacCupUIupyeMbii
o koxy 3004 31000 0 TH BBl EADC — «iekapcTBeHHBIE cpelicTBa (Kpome
ToBapoB ToBapHOU no3uiuu 3002, 3005 wiu 3006), cocTosmue U3 CMEIIaHHbIX
WM HECMEIIAHHBIX MPOJYKTOB, JIJII MCIOJb30BAHUS B TEPANEBTUUYECKUX WIIU
OpOPUIAKTUYECKUX  LeNIX, pacacoBaHHble B  BUJE JIO3HUPOBAHHBIX
JeKapCcTBEHHBIX ¢GopM (BKIIOYas JIEKapCTBEHHBbIE cpeAcTBa B  (opme
TpaHCACPMAJIbHBIX CHUCTEM) WJIM B (OPMBI WIM YMAKOBKH [JIi PO3ZHUYHOU
MPOJAXHU; - - COJECPKAIIUE UHCYITUH.

B s10ii cBszu 3A0 «Canodu-Asentuc Boctok» cuntaer, uto Pemenue Ne 132
Hapymaet cratbio 52 TK TC, nmporuBopeunt npumeuanuto 2 (6) x rpymnme 90
TH B3I EADC u He COOTBETCTBYET MNpHUHIMUIIAM ['apMOHU3UPOBAHHOU
CUCTEMBbI ONTMCAHUS U KoJupoBaHus ToBapoB (nanee — ['C).

Kpome Toro, oOmiectBo oOpailiaeT BHMMaHHWE Ha TO, YTO BBIBOJbI
Komuccun B Pemenun Ne 132 o6ocHoBbIBatoTCS TOJbKO IlpaBumamu 1 u 6
OIIN, ccruika Ha mpumedanue 2 (6) k rpynmne 90 TH B3] EADC orcyrcTByer.

3.3. Ilo mHEHMIO HcTHA, KIaccubukanus KoMITICKTYIONUX B COOTBETCTBUN
c Pemennem Ne 132 mnpuBomutr k Hapymenuto ['OCT ISO 8537-2011
«MexrocynapcTBeHHblid  craHaapt. [Inpuinel HMHBEKIMOHHBIE OJHOKPATHOIO
OPUMEHEHUS CTEpUJIbHBIE C UWMJIOW Wik 0e3 Wbl I HUHCYJIWHAY,
PEKOMEHJIOBaHHOTO sl npuMeHeHuss Pekomenmanuent Komnermn EOJK
or 4 centsi6bpsa 2017 roga Ne 17 «O mepedHe CTaHAAPTOB, B PE3yJbTaTe
NPUMEHEHUS KOTOPHIX Ha JOOPOBOJBHOW OCHOBE MOJHOCTHIO WM YaCTUYHO
oOecnieunBaeTcsi COOJIIOJIEHUE COOTBETCTBUS MEIUUMHCKUX u3fenuid OOmum
TpeboBaHusIM Oe3omacHOCTU #  APHEKTUBHOCTH MEIUIMHCKUX HU3MIEIUH,
TpeOOBaHUSAM K UX MAPKUPOBKE U IKCILTyaTalMOHHOW JOKYMEHTAIIUU Ha HUX).
3A0 «Canodu-Asentuc BocTok» ycmarpuBaeT NPOTUBOPEUHME B TOM, 4YTO
BBO3MMbBIE UM TOBaphl, KOTOpble Ha OcHOBaHMM Pemenust Ne 132 momiexar
KIaccuPUKAIMM  Kak  «NOpUIbB, €  WViaMd Wik 0e3 W,
HE TMOANAMAIOT TMOJ TpeOOBaHWE O PEruCTPAlMH MEIUIMHCKUAX W3S
B DenepanbHOM CITy)K0€ 10 HaA30py B cepe 3ApaBOOXpaHCHUS.

3.4. Wcren oOpaijaeT BHUMAaHWE Ha HaJlM4Yhe BCTYMUBIIUX B 3aKOHHYIO
CUIy pelieHud apOutpaxkHbix cyqoB Poccuiickoit ®enepanuu mo cropam
mexay 3A0 «Canodu-ABeHtuc BocTok» W TaMOXXEHHBIMH OpraHaMH
Poccuiickoit ®epepauuu o0  Kilaccuukauum - JAepKareiaedl  KapTpuka
u Mexannueckux yvacred B cyonosunuu 9018 31 TH B3] EADC, B kKoTOpBIX
CyZibl TIPUIILJIN K BBIBOJY O TOM, YTO BBO3MMBIEC OOIIECTBOM TOBAPHI SIBJISIOTCS
HEOTHEMJIEMON YaCThIO (KOMIIOHEHTaMM) JIEKAPCTBEHHOI'O CPEACTBA, HE MOTYT
CUMTATBhCSl 3aKOHYEHHBIM HM3IECIMEM W HE HMEKT CaMOCTOSTEIBHOIO
MOTPEOUTETHCKOTO 3HAYCHHSI B CMBICIIEC OMPEACICHHON TaMOXEHHBIM OPraHOM
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ToBapHOU cyOmno3uruu 9018 31, B cBsI3U C 4eM MOTYT KJIacCUMUITUPOBATHCS
nekiaapanTom 1o koxy 9018 90 840 9 TH BDJT EADC (nema Ne A35-7459/2015
u Ne A35-11867/2015).

Ucrenyr mnonaraer, urto, npunumas Pemenune Ne 132 mnpu Takmx
oOcrosiTenbcTBax, Komuccuss mpeBbicHIa TOJTHOMOYHS, TPEIOCTaBICHHBIC
eit JloroBopom o Coro3e u MEXIyHAPOIHBIMU JOTOBOpamMu B pamkax Corosa.

4, Bo3pakeHUsl 0TBETYHMKA

4.1. o yrBepxkaenuto otBeTurka, Pemenue Ne 132 npuHATO B COOTBETCTBUN
c nmynktom 7 crarbm 52 TK TC B memsax oOecrnedeHus eaumHOOOpazus
TOJIKOBAaHUS U MPUMEHEHUA B rocyaapcTax — wieHax Coro3za TH BOJI EADC.

B cuny nyskta 1 cratem 51 TK TC wMexnyHapogHOH OCHOBOU
TH BOJ] EADC sBnsiercss I'C. TekcThl TOBAapHBIX MO3ULMH W COJIEpKAHUE
npumeuannii TH BOJ[ EADC ocHoBanbel Ha mnonoxeHusx ['C U IOMKHBI
NPUMEHATHCS 0€3 KaKUuX-JIN00 U3bATHI.

Knaccudukanuss ToBapoB B cootBerctBuM ¢ TH B3J[ EADC
OCYILIECTBIISIETCS. UCXO/Sl U3 UX HAUMEHOBAHMS, MAaTEPUAIIOB, U3 KOTOPHIX OHU
U3TOTOBJICHBI, BHIMIOJHAEMON (QYHKIIMH, CITIOCO0a U3TOTOBJICHUS, KOHCTPYKIIHH,
OpPUHIMIIA  JCUCTBUSA, OOJacTH TMPUMEHEHHS, YIAKOBKH, pPachacoBKH
B COOTBETCTBUH ¢ nojioxkeHusamu O, npumeHseMbIMU TOCIEN0BATENBHO.

VYkazannsie B Pemienun Ne 132 Buabl TOBapoB (Aep>KaTenb KapTpHUIKA
U MEXaHW4YecKas 4acTh) SIBJSIOTCS COCTABHBIMHM YACTSIMU IIIPUI-PYUKH IS
MOJIKOXKHOT'O BBEJICHUSI MHCYJIMHA.

CornacHO OOIICTIPUHSATHIM TIOHSTUSM W TEPMHUHAM HAMMEHOBAHHUE «ILITIPUID)
SABJISIETC ~ HAa3BAHUEM  HWHCTPYMEHTOB, MPUMEHSEMBIX B  MEAUIMHE
Y MIPEHA3HAYEHHBIX JJIsl BREICHUSI B OPraHU3M JIEKAPCTBEHHBIX CPEACTB.

CornacHo tekcty ToBapHoi nmo3unuu 9018 TH B3/ EADC B Hee B Tom
YUCJIE BKJIIOYAKOTCS YCTPOMCTBA, MPUMEHSEMbIE B METULIMHE.

Takum oOpa3zoMm, mo MHeHuto Komwuccuu, mmpuibl Kak YCTpPOICTBa,
MpUMEHSEMbIE B MeIHWIMHE, B cooTBeTcTBUU ¢ llpaBunom 1 OIIN
kiaccupunupyrorcs B ToBapHod mozunuu 9018 TH B3JI EADC BHe
3aBUCUMOCTH OT MX KOHCTPYKUMH (OJHOPa30BbI€ WM MHOTOPa30OBbIE,
paz0opHbIC UK HEPA30OPHBIE).

42. B TH B3I EADC He cymectByeT o0Omero mpaBwia s
KIaccu(puKanum «4acTei» W «IPUHAJISKHOCTEH», OJTHAKO B CAMHX TEKCTax
TOBapHBIX MO3ULIMH, a Takke npuMedanuax K rpynmnam TH BOJI EADC moryt
yCTaHaBIMBATHCSI OCOOEHHOCTH KJIacCU(UKAIIMU TAKKUX TOBAPOB.

[IpaBuna kimaccu@ukalMu «4acTel» M «IIPUHAIJICKHOCTEI» TOBAPOB,
BkiaovyaeMblx B rpynmy 90 TH BOJI EADC, onpeneneHbl MOJOXKEHUAMU
npuMedanus 2 K gaHHou rpynmne. [lockonbky ykasaHHble B Pemienun Ne 132
KoMmekryromme  uACHTHGUIIUPYIOTCS  KaK  4YacTH, HEMOCPEICTBEHHO
NpeHa3HAYEHHbIE i1 COOPKHM OJHOPA30BOM HMHCYJIMHOBOU IIIPUII-PYUYKH,
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uX KJi1accu(uKaius J0HKHA OCYIIECTBISITHCS B COOTBETCTBUH C MOJIOKEHUSAMHU
npumedanus 2 (0) k rpynmne 90 TH B3/ EADC B Toit ke TOBapHOM MO3UIINH,
B KOTOPOM KJIACCU(PUIIUPYIOTCS TOTOBBIE HITPUIIBIL.

4.3. Tlo muennro EDK, noBox wucTiia 0 TOM, YTO TOTOBas WHCYJIMHOBAS
HINpUI-pyYKa SIBJISIETCSI  JIGKAPCTBEHHBIM  CPEJCTBOM,  KJIACCU(UIIUPYEMBIM
B no3utinu 3004 TH B3/ EADC, B CB3M C 4eM €ro KOMIUICKTYIOIIUE HEb3S
knaccuuimpoBatb B cyonosunmu 9018 31 TH B3J[ EADC, sBasercs
HECOCTOSITEJIbHBIM, TIOCKOJIbKY OOIIIECTBOM HE YYUTBIBAETCS  COACpMKAHUE
3aKpeIuieHHbIX B npaBe (Coro3a TMOHATHM  <«JIEKAPCTBEHHOE  CPEACTBOY,
«JIEKapCTBEHHBIN Tpernapa U «(hopMa BbITYCKa JIEKAPCTBEHHOTO MpenapaTay.

Komuccus monaraer, 4To BUAbI TOBapa, yka3zaHHble B Pemienun Ne 132,
HE SIBJIAIOTCS HU JIEKAPCTBEHHBIM MPEMAPATOM, HU €r0 YaCTSMHU, a MIPEACTABISIIOT
co00M KOMIIOHEHTBI HIMPHUI-PYYKHU, KOTOpasi BBICTYMAeT B POJIM NEPBUUHOU
YIIAKOBKHU JIEKAPCTBEHHOTO TMpenapara U OJHOBPEMEHHO SBISETCS CPEICTBOM
€ro BBEJICHMS, B CBS3M C 4YE€M IO CBOMM (DYHKIIMOHAJIBHBIM CBOWCTBAM
OTHOCHUTCS K pa3HOBUIHOCTH IIIIPHIIA.

4.4. OTBETUHK YKa3bIBAET, YTO OCHAPUBAEMOE PEIIEHUE COOTBETCTBYET
MEXIYHAPOAHOW MpPAaKTUKE KiIacCU(UKAUU YacTed HMHCYJIUHOBBIX IIMPHUII-
pyUYeK Kak KOMIIOHEHTOB mimnpuiieB B cyomozuiuu 9018 31 I'C.

Takum oOpazom, mno wMuenuto EDK, mosumms wucTia ocHOBaHa
Ha HeBepHOM npuMmeHeHun OIIW, HenpaBWIBHOW WHTEPIPETALMU TEKCTOB
cooTBeTcTBYIOIMX TOBapHbIX no3unuii TH BOJI EADC u npuMeuanuii Kk HUM.
B sroii csazu Komucceust mpocut Cyz oTKa3ath B YOBIETBOPEHUH TPeOOBAHMIA
3A0 «Canodu-Asenruc Boctok.

5. BeiBoabl Cyja

5.1. B cootBerctBuu ¢ mnyHktoM 1 crarem 45 Pernamenra Cyna
EBpa3nuiicKoro 3KOHOMUYECKOTO COK03a, YTBEpKAEHHOro Pemennem Beicuiero
EBpa3zuiickoro sxoHomuueckoro cosera ot 23 npexadbpst 2014 roma Ne 101
(manee — Pernament Cypga), mpud pacCMOTPEHUU Jiela IO 3asBICHUIO
XO3SIUCTBYIONIETO CyOBeKTa 00 ocrapuBaHuM peiieHuss KoMuccuum uiau ero
OT/ICJIbHBIX MOJ0KeHUH CyJ1 OCYIIECTBIISET MPOBEPKY:

a) noiHoMounii Komuccnn Ha mpuHATHE OCHAPUBAEMOT0 PEUICHUS;

0) akTta HapymieHWS TpaB W 3aKOHHBIX HHTEPECOB XO3SAUCTBYIOIINX
cyOBeKTOB B cdepe MNPEANPUHUMATESILCKOM W HWHOW SKOHOMHYCECKOM
NEeATEeNIbHOCTH, TpefocTaBlieHHbIx uM JloroBopom o Corw3e u  (uim)
MEXIyHApOAHBIMU JOTOBOpaMHU B pamkax Coro3a;

B) OCIIApMBAEMOI'0  pEHIEHUS WJIU €ro  OTIACIbHBIX  MOJIOKEHUM
Ha cooTBeTcTBUE UX JloroBopy o Coro3e u (MiIM) MEXITYHAPOIHBIM JOTOBOpPaM
B pamkax Coro3a.

Komneruss Cyna ucXoauT U3 TOro, YTO HAPYUIEHHUE MPaB M 3aKOHHBIX
MHTEPECOB XO3SIUCTBYIOLIEr0 CyObeKTa B chepe npeAnpruHUMATEIbCKON U HHOU
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SKOHOMHMYECKON NIEATENBHOCTH, NMPENOCTaBIECHHbIX eMy JloroBopom o Coroze
U (WIM) MEXIyHapOIHBIMHU JoroBopamMu B pamkax Coro3a, MOXKET IOBJIE€Yb
TOJBKO HE COOTBETCTBYOIIEE NMpaBy Coro3a pemienne Komuccun.

B sToii cBsi3M npoBepke PakTa HApYIICHUs MPaB U 3aKOHHBIX MHTEPECOB
VCTLA JOJDKHA MPEIIECTBOBATH IIPOBEPKA OCIIAPUBAEMOIO PEILICHUS Ha MIPEAMET
ero cootBercTBUs JloroBopy o Coro3ze u (MiaM) MEXKIyHApOJHBIM JOTOBOpaM
B pamkax Coro3a, KOTOpas IPUMEHHUTEIBHO K OCIIAPUBAEMOMY DEIICHUIO
IPEANoJaraeT OLEHKY OOOCHOBAaHHOCTHM OTHECEHUs OTAEIbHOTO BHJA TOBapa
K TOBapHOM CYOITO3HIINH.

5.2. B cootrBerctBuun c¢ mnyHkroMm 50 Craryra Cyna Espaswuiickoro
PKOHOMHMYECKOIO COK03a, sBIAIoImEerocs mnpuioxenuem Ne 2 k JloroBopy
o Coroze (manee — Craryr Cyna), npu ocyuiectBieHun mnpaBocyaus Cya
MPUMEHSET: OOIIENPU3HAHHBIC MPUHIIUIBI U HOPMbI MEXKIYHAPOIHOTO MpPaBa;
HoroBop o Cor3se, MexayHapoaHele noroBopel B pamkax Corosa
M HWHBIE MEXKIYHAPOAHBIE JOTOBOPHI, YYAaCTHUKAMU KOTOPBIX SIBISKOTCS
rocyJlapcTBa — CTOPOHBI CHOpA; PELIEHUS W pacnopsbkeHus opraHoB Coro3a;
MEXKIyHAPOJAHBIM  O0BIUAM KaK JI0KA3aTEIbCTBO BCEOOINEH  IPaKTHKH,
IIPU3HAHHOM B Ka4€CTBE MPABOBOU HOPMBI.

OCHOBHBIM MEXIIyHApPOJIHBIM J0oroBopoM B pamkax EADC B cdepe
TaMO>KEHHOTO pPEryinupoBaHust sABisercs [JoroBop o TaMOXEHHOM KOJEKce
EBpasuiickoro skoHoMu4eckoro corosza ot 11 ampens 2017 roma, BcrynuBmumn
B cuiny | ssuBaps 2018 roma. Yka3zaHHbIM JOTOBOP UMEET MPEUMYIIECTBEHHYIO
CWJy  HaJl HWHBIMA  PETYJHPYIOUMMH  TAMOXEHHBIC  IPABOOTHOIICHHUS
MEXTyHAPOJHBIMHU JIOTOBOPAMHU, BXOSAIIMMH B 1paBo Cor03a, 3a UCKIIOYEHUEM
Horosopa o Coto3e.

Jo BerymieHnss B cuily  TaMOXEHHOro  KOJIeKca  EBpa3uiicKoro
skoHOMHUYecKoro coroza (manee — TK EADC) TaMoXeHHOE peryiupoBaHUE
B Coro3e OCyILIECTBISIIOCh B COOTBETCTBUMU € JloroBopoM o TaMoxeHHOM
KOJIEKCE TaMOXEHHOTro coto3a oT 27 Hoa0ps 2009 roma u UHBIMHU
MEXKIYHApOJAHBIMUA  JOTOBOPAMU  TOCYJIAPCTB-YJICHOB,  PETYJIUPYIOIIUMU
TaMO>KCHHBIC TPABOOTHOIIEHUSI, 3aKJIIOUYCHHBIMU B paMkax (OpMHUPOBAHUS
JIOTOBOPHO-TIPaBOBOM 0a3bl TamokeHHOTo coto3a U EAMHOTr0 3KOHOMUYECKOTO
MPOCTPAHCTBA U BXOASIIMMHU B ITpaBo Coro3a, KOTOPBIE MPUMEHSIINCH C YYETOM
MEPEXO/IHBIX MOJIOKEHNM, 3aKperuieHHbIX B craTthe 101 Jorosopa o Coro3e.

B cBa3u ¢ 1eM, 4Tto mnoaroroBka u npuHsAthe Pemenus Ne 132
ocymecTBisuch 10 BeryrieHus B cuny TK EADC, Komnerus Cyna npoBoaut
npoBepky ero coorsercTBud TK TC, npuMeHsieMOMy Ha TOT MOMEHT C YYETOM
NEPEXOAHBIX MMOJOKEHUN B 4YaCTH, HE npoTuBopevanien Jorosopy o Coroze.
Kpome Ttoro, Pemenue Ne 132 mnomnexuT nOpoBEpPKE Ha MPEIAMET €ro
cootBercTBUsi HOpMam TK EADC, mockobKy B COOTBETCTBHHM C ITYHKTOM 3
cratb 444 TK EADC pemenus Komuccuun, perynmpyrommue TamMOXKECHHBIE
MIPaBOOTHOWIEHHUS], JAeUCTByromue Ha nary BcerymieHus TK EADC B cuiy,
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COXPAaHSIOT CBOKO IOPHUIMYECKYIO CHIIy U MIPUMEHSIOTCS B HE MPOTUBOpEYALIEH
€My 4acTH.

B cBsa3u ¢ Tem, uto Bce rocynapctBa — wieHbl (Coro3a y4acTBYIOT
B KonBennuu o I'C, sustomeiica mexayHapoanoin ocHosori TH BOJI EADC,
Komnernss Cyna npumenser takxke ['C um IlosicHeHus Kk HeH, NPUHSTHIC
Komurerom no I'C. Tosicuenns k I'C comepkar TEXHUYECKOE ONMCAaHNE TOBAPOB,
MPAaKTUYECKUE PEKOMEHJAIMU M0 HX KilacCUu(PUKaMu W UIACHTU(UKAIUHU,
MpPU3HAIOTCS OPUIHUAIBHBIM ToJikoBaHUeM ['C Ha MeXTyHapOJHOM YPOBHE
u BocnpousBenaeHbl B Iloscuenusax k TH BOJI EADC, yTBepKIeHHBIX
Pexomennanueit Komneruu EQK ot 7 Hos16pst 2017 roga Ne 21.

5.3. ABnssace opranom Coroza, EDK naeiicTByeT B mpenenax MoJHOMOYHIA,
KOTOpbIE TmpenocTtaBiieHbl €l [JoroBopom o Coro3ze M MeEXAYyHApOIHBIMH
noroBopamu B pamkax Coro3a (myHKT 2 ctatbu 8 JloroBopa o Coto3e), B TOM
yucie B cepe TamokeHHoro peryiaupoBanus (myHKT 3 [lonoxenus o EQK).

Komuccuss HajgeneHa TOJHOMOYMSIMUA TIO  TPUHITHIO  PEIICHUMU
0 KJaccuuKaluu OTACIbHBIX BUI0B TOBapOB MyHKTOM | ctatbu 22 TK EADC
(panee — nyHkT 7 cratbk 52 TK TC). Iloa oTaenbHBIM BUAOM TOBapa B IEIIX
TaMOXEHHOM KJlacCU(PUKalUU MOHUMAETCSI COBOKYITHOCTh TOBAapPOB, MMEIOIINX
oOmue KiacCu(UKAIMOHHBIE TMPU3HAKU, TO3BOJISIONIME OTHECTH TOBApPHI
KOHKPETHBIX HAaMMEHOBAaHMM, MAapOK, MOJEJIEH, apTUKYJIOB, MOAU(PUKAIIMIMA
U UHBIX TOJOOHBIX  WHAMBUIYAJIbHBIX  XapaKTEPUCTHUK K  OJHOMY
kinaccudukannonnomy koay no TH BOJI EADC.

Pemenust o knaccudukanuu OTACIBHBIX BUIOB TOBAPOB MPUHUMAIOTCS
EOK B mensx obOecreuenns enmHooOpasust tonkoBanmss TH BDOJ[ EADC
Y UMEIOT HOPMATUBHO-TIPABOBOM XapaKTep.

JlepkaTenb KapTpuIKa M MEXaHMYECKas 4acTh OJHOPA30BbIX IIIPHII-
pyY€K, MPUMEHSAEMBIX i1 TOJKOXHOTO BBEICHUS WHCYJWHA, SBISIOTCS
OT/CJIbHBIMU BHJIAMU TOBAapOB, HMEIOIIUMHU OOIIHME KacCU(UKAIMOHHbBIC
MPU3HAKK, MO3BOJISIONINE OTHECTH UX K OJHOMY KJIaCCU(DPUKAIMOHHOMY KOIY
no TH BOJI EADC.

Pemenne No 132, sBassice pemenuem Komuccun o knaccuukanuu
OTJEJIbHBIX BHUJOB TOBApOB, aJ[PECOBAHO HEOMPEACICHHOMY KpYyTy JIHIl
Y HamNpaBJIEHO Ha O0ECMEUYEeHUE €IUHOOOPA3HOr0 PEryJUpPOBAHUS OTHOIIECHUM,
BO3HUKAIOIINX TTOCJIE €T0 BCTYIUICHUS B CHITY, TO €CTh mociie 3 Hostiops 2017 ropa.

[Ipouenypa npuHATHS KIACCU(PUKAITMOHHBIX PEIICHUHN, BKIIOYas MpaBuia
BHeceHus B EOK mpemnokeHuil, mopsiok UX pacCMOTPEHHS, COTJIACOBAHUS
C TaMO>XEHHBIMU OpPraHaMu rocyJapcTB — 4ieHOB Cor03a MPOEKTOB PEIICHUH,
perynupyerca Pemennem Komnernn EDK ot 2 gexabpst 2013 roma Ne 284
«O mopsigke MoAroToBKU EBpazuiiCKON 3KOHOMHYECKON KOMUCCUEW PEUICHUIN
0 KJIacCH(PUKAINH OTJICTHHBIX BUJIOB TOBAPOBY.

Konnerneit Cynma ycTaHOBIICHO, YTO NPEMJIOKEHHE O KiIacCH(pUKAINN
Kommekryronux BHeceHo B Kommccuio denepanbHOil TAMOXKEHHOM CITyKO0M
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Poccuniickoii ®Denepanvii B MHULMATUBHOM MOPSAJIKE C MPUIOKEHUEM BCEX
TpeOyeMbIX JTOKYMEHTOB, MPOEKT KIACCU(DUKAIMOHHOTO PELIEHUsI COTjacoBaH
TaMOXEHHBIMH OpraHaMHu BCEX TOCYAApCTB-WICHOB 0€3 3aMedaHuil, perieHue
MPUHATO YIIOJTHOMOYEHHBIM opranoM — Kosuteruein EQK.

[Ipu Takux obcrosTenscTBax Komnerus Cyaa NpuxoauT K BEIBOAY O TOM,
yTto Pemenue Ne 132 npunsaro Komuccuen B pamkax NpenoCTaBICHHBIX
IIOJJHOMOYHUM U B COOTBETCTBUM C IPOLIEAYPOM, YCTAHOBJICHHOU I JAHHOT'O
BUJIA PELICHUM.

5.4. ToBapbl IpU UX TAMOXXEHHOM JEKJIAPUPOBAHUU KIACCUDUIIMPYIOTCS
B cootBercTBUM ¢ TH BOJI EADC, yrBepxkaennoit Pemenuem Cosera EOK
ot 16 urois 2012 roma Ne 54.

Komnerus Cyna oTrMeuaer, 4To KpUTEpUSIMH KJacCU(UKAIMA TOBApOB
B LeMIX TAaMOXXEHHOrO0  JCKJIApUPOBAHUS  SABISIIOTCA  OOBEKTUBHBIE
XapaKTEpUCTUKH M CBOWCTBA, MPHUCYIIME TOBapaM Ha MOMEHT HX BBO3a
Ha TaMOXEHHYI TeppuToputo Coro3a, KOTOpbBIE JOJKHBI COOTHOCHTBCS
C TEKcTaMM KOHKpeTHbIX ToBapHbix mno3umud TH B3O EADC
Y COOTBETCTBYIOIINX IPUMEUYAHUN K Pa3/iesiaM WK IPYyIIIaMm.

5.4.1. Pemienne Ne 132 pacnpocTpansiercs Ha J1Ba Bujia KoMIekTyromux,
VICIIOJIB3YEMBIX IIPYU IIPOU3BOJICTBE OJJHOPA30BBIX IINPUII-PYUEK IS MOJKOKHOTO
BBEJICHUSI MHCYIMHA. ToBap «aep:kareinb KapTpuIKa» MpeAcTaBlsieT coOoi
JIeTaJIb C HAHECEHHOM 1IKaJION, KOTOpas IIpeIHA3HA4YEeHa Ul pa3MELLCHUs B HEl
CTEKJIHHOTO KapTpHUDKa C HWHCYJIMHOM C TNPENOXPAHAIOIIMM €ro KOJMAaYyKOM.
Toap «MEXAHUYECKAS 4acTh» PEACTABIIAET coOoi JeTanb
CO IIKAJION U BpallaioIuMcs OJIOKOM ISl BIOOpa J103bl UHCYJIMHA, C KHOMKON
U8 HaXaTusd HA [EPEMEIIAIOMNNCA BHYTPU NOPIIEHb [JI BBEICHUS
ONPEAECICHHON 103bl NHCYJINHA.

HaumenoBanue BHUIOB TOBapoB, WX OMNHUCaHWE U (YHKUHUOHAIBHOE
Ha3HAYEHME YKa3bIBAIOT HA TO, YTO MPEAMETOM perynrpoBanus Pemenns Ne 132
ABIIIETCS KJacCU(UKalKsg TOBAPOB, KOTOPBIEC SIBIISIOTCS COCTABHBIMHU YacCTSAIMU
OpPYroro TOBapa M IEPEMENIAIOTCS Yepe3 TaMoKeHHYr Trpanuny Corosa
OTZEJIBHO OT HETO.

TH B2/ EADC He comepkuT 00I11ero mpaBuia KiacCu(pUKaIMu YacTeu.
B aToit cBs3u Ha ocHoBanmm IlpaBuna 1 OIIY knaccudukaiys ToBapoB TAKOTO
poJla OCYIIECTBJISICTCA MCXOJS M3 TEKCTOB TOBAPHBIX IMO3UIMH, MPUMEYAHUN
K paszmenaM WiIM TpynnaM M, €CIM B HUX HE IPEIyCMOTPEHO HHOE,
B COOTBETCTBUH C nocaeayromumu [ Tpasunamu OITA.

[Ipu  knaccupuka  4YacTeid  HEOOXOJUMO  BBIICHUTh, HMEETCS
ma B TH B3I EADC ToBapHas mo3uiMs, COOTBETCTBYIOIIAS WX CBONCTBAM
Y XapaKTEpUCTUKAM Kak OTAesbHOro Buaa toBapa. AHaimm3 TH BOJ[ EADC
IIOKA3bIBAET, YTO B HEM OTCYTCTBYIOT TOBAPHBIEC IMO3ULMH, COOTBETCTBYIOIINE
onvcanuto KOMIUIEKTyIOIMX, B CBA3M C YEM CIEOyeT OOpaTUThCS
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K MpUMEUYaHUAM O KiIacCUpUKAIMM YacTe K pasjenam WiIM Tpynmnam,
B KOTOPBIX KJIACCU(DUIIMPYIOTCS COOMpPAEMBbIE U3 YacTEH TOTOBbBIE U3/IEIHSI.

Takum  o0pa3oM, TmpoBepka OOOCHOBAHHOCTH  KJIACCHU(UKAIIUH
KoMmiekTyommx npeanosiaraet B NEPBYIO OYEPEb ONPEAECICHUE KOIa TOBapa,
COCTaBHBIMM  4YacCTAMH  KOTOpPOrO  SIBIIAIOTCS  JEpKaTeldb  KapTpuKa
U MEXaHU4ecKas 4acTb.

5.4.2. OnenuBasi JOBOJ HCTHA O TOM, 4TO KOMIIIEKTyrOMIME SBISIOTCS
COCTaBHBIMHM YaCTAMH JIEKAPCTBEHHOT'O Mperapara — MHCYJIMHOBOIO pacTBOpa
JUTISl TIOJIKOXKHOTO BBEJEHHA B (OpME OJHOPA30BOM IIMPHUI-PYUKH, KOTOPHIN
B TOTOBOM BHJE MpPU TaMOXKEHHOM JCKIAPUPOBAHUHM KJIaCCUPUIIUPYETCS
B cyonosunuu 3004 31 TH BOJI EADC, Komnerus Cyna ucnonb3yeT NOHSITHUS
W ompenesicHus, 3akperuieHHble B CornameHud O €IMHBIX NpPUHIHNAX
U MpaBWwiIax oOOpalleHHs JIEKapCTBEHHBIX CPEJCTB B pamkax EBpasuiickoro
PKOHOMHUYECKOTO coto3a oT 23 gekadps 2014 roga u HHpopmanmroHHOM
CIIpPABOYHUKE  IIOHATHUM, NOPUMEHSAEMBIX B  pamkax  EBpasuiickoro
PKOHOMHMYECKOTO COr3a B cdepe oOpalleHus JEeKapCTBEHHBIX CPEJCTB,
PEKOMEHIOBAHHOM TOCyJapCcTBaM-wIEHaM Il pyKoBoJcTBa PexomeHpanuen
Komnerun EODK ot 2 masg 2017 roga Ne 12.

Ha  mnpumepe  nmpou3BOAMMOrO  HMCTIOM  C  HCIIOJIB30BaHHUEM
Kommnekryromux toapa — Jlantyc®ConoCrap® (MHCYJIHH-TIIAPTUH) pACTBOP
st noakoxkHoro BBeaeHus 100  EJl/mn, mmpuu-pydykud  OgHOpas3OBbIE
ConoCrap® 3 M x 5 (mauka xKapTOHHas) (PErUCTPALlMOHHOE YAOCTOBEPEHUE
JICP-007047/09 ot 7 centsiopsa 2009 roma) — Komneruss Cyna clienyromum
00pa3oM CHUCTEMATU3UPYET €ro XapaKTePUCTUKHU: JIEKAPCTBEHHOE CPEICTBO —
UHCYJUH-TJIAPTUH; JeKapcTBeHHass ¢opMa — pacTBOp [JIsl MOJKOMXHOTO
BBEJCHUA; JICKAPCTBEHHBIM TMpenapar — WHCYJUH-TJAPTUH PacTBOp AJIs
MOJIKO’KHOTO BBEJCHHUS, IICPBUYHAS YMAaKOBKa — KapTPUIK/IIIPHUI-PyUKa
ConoCrap®; BropuuHas (MOTpeOUTENIbCKAs) YITAKOBKA — MTaYKa KapTOHHAI.

4! IPEICTAaBICHHON TEXHUYECKOHN JIOKYMEHTAIUU CIIEIYET,
4YTO B IIpollecCeé MPOM3BOACTBA TOBApa B KAueCTBE CaMOCTOSITEIbHBIX
TEXHOJIOTMYECKUX CTaAUi BBIACISAIOTCS HANOJHEHHE U YKYIOpKa KapTpuIKen
JeKapCTBEHHBIM CPEJICTBOM M COOpKa IIMPUI-PYYEK, COCTOAlas B cOOpKe
Ha aBTOMATUYECKOM COOpPOYHON JIMHUM JepxKaTels M KapTpuxka (3apaHee
HAITOJIHEHHOTO JIEKAPCTBEHHBIM CPEACTBOM) U UX COEAMHEHUH C MEXaHUYECKOU
YacThIO IIPUL-PYUKH.

C yuerom uznosxxenHoro Komnerus Cyna koHcrarupyeT, yro Komriekryrorpe
SBJSIFOTCSL YAaCTSIMU OIHOPA30BOM IINPUI-PYUKH, BBICTYTAIONIEH B POJIM EPBUYHOM
YHaKOBKH MHCYJIUHOCOEPKALIETO JIEKAPCTBEHHOTO CPEJICTBA, & HE COCTaBHBIMU
YacTsIMU JIEKaPCTBEHHOIO MpernapaTa, Kak YTBep>KIaeT UCTEL.

Konnerus Cyma obpamaer BauManue, 9to B cwiy [lpasuna 5 OIIU mpu
COOJIOJICHUH  NPOYMX  YCIOBUW  YIIAKOBKA,  IIOCTaBlii€eMasi  BMECTE
C HaxoIAIIUMCS B HEM TOBapOM, KIACCHU(PHUIMPYETCS COBMECTHO C HHM,
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a HE KaK CaMOCTOSITENIbHBIA TOBap. B 3TOH CBsi3M OAHOpPA30Basl WIPULI-PYUKa
(mepBUYHas yMakKOBKa) C HaxOMSIIMMCS B HEW KapTpUIDKEM C WHCYJIMHOM
KJIaCCU(UIIUPYETCI COBMECTHO C HHCYJHMHOCOJIEPXKAIIUM JIEKAPCTBEHHBIM
cpenctBoM (ToBapom) B cyonosunmu 3004 31 TH B/ EADC.

IIpru sTOM paHHOE mnpaBuiaO He npuMeHHMMO K Pemenutro Ne 132,
npeaMeTHas cpepa KOTOPOTrO paclpOCTPaHSIETCsl Ha KiacCU(UKAIUI0 YacTel
OJIHOPA30BOM  IIMPUI-PYUYKH, BBO3UMBIX OTJEJIBHO OT JIEKAPCTBEHHOI'O
CPEJIICTBA, a CIEAOBATENBHO SBIISIOLIMUXCS CAMOCTOSITEIbHBIM TOBAPOM.

5.4.3. OnHopa3oBas IINPUI-PyYKa, NPUMEHsSEMass IS TOJKOKHOTO
BBEJICHUS UHCYJIMHA, SIBJISIETCS YCTPOMCTBOM, 00ECIIEYHBAIOIIMM BO3MOKHOCTh
JIO3UPOBAHHBIX HHBEKIIHNI JIEKAPCTBEHHOI'O CPEJICTBA B OPTAHU3M UYEJIOBEKA.

B ToBapuoit mozunuu 9018 TH BOJI EADC knaccudguuupyrorcs B TOM
YUCJI€ YCTPOUCTBA, IPUMEHSIEMbIE B METUIIUHE.

Cornacno Ilosichenusim k I'C B ToBapHyro nmosuruio 9018 Bxmrouaercs
OYEHb  IIMPOKUH  JMama3oH  NpUOOpPOB U YCTPOMCTB,  KOTOpHIE
B OOJBIIMHCTBE CIy4aeB HCIONB3YIOTCS TOJBKO B MNPOo(ecCUOHAIBHOU
MpaKkTUKE (HapuMeEp, BpayaMu, XUPypramu, CTOMaTOJIOTaMH, BETEPUHAPHBIMU
XUpYypramu, aKymepkaMu) Ju00 JJIsi TMOCTAaHOBKM IMArHO3a, MPOQUIAKTUKU
WM JIedeHus 0oJsie3HH, 100 11 onepupoBanus U T.1. [Ipubopsl u ycTpoiicTBa
JAHHOM TOBapHOMU MO3UIIMK MOTYT OBITh C/ENIaHbl U3 JII0OOT0 MaTepuarna.

N3 Tekcra toBapuou mnozuuuu 9018 TH BOJI EADC wu IlogcHenuit
CJIEJIyeT, YTO YCIIOBUEM OTHECEHHUs K HEl MpUOOpPOB M YCTPOMCTB SIBISETCS
WX HCMOJIb30BaHWE B 00JlacTM MeIulMHBL. [Ipy 3TOM HE HMEIT 3HA4YeHUs
HU BHUJ Marepualia, 3 KOTOPOrO OHU M3rOTOBJICHBI, HU MOPSAOK U YCIOBUS
UX TPOW3BOJACTBA, HHU HAIMYUE TPEOOBAaHWUW K PETUCTpAIlUU, HU WHBIC
M0I00HBIE XapaKTEPUCTUKH.

[TockoyibKy OZHOPA30BbIC IIMPUI-PYUYKH, YACTIMHU KOTOPBIX SIBIISFOTCS
Komruiekryroiye, npeaHa3HaueHbl 1J1s1 BBEJICHUS MHCYJIMHA B OPTaHU3M YEJIOBEKa,
OHM SIBJIIIOTCS YCTPOMCTBaMU, MIPUMEHSIEMbIMU B MEJUIIMHE, a CJIEA0BATEILHO
nojJiexar kinaccudukauuu B ToBapHoi nozuuuu 9018 TH BOJI EADC.

5.4.4. Knaccudukanuss B paMKax TOBapHOM TO3UIIMKM HA YpPOBHE
CyOmo3unmii  OCymiecTBIsIETCT B cooTBeTcTBHM ¢ [IpaBumom 6 OIIN,
COTJIaCHO KOTOPOMY JUISI IOPUAMYECKUX IeJiel KiacCHu(pUKAIus TOBApOB
B CyOMO3UIMSIX TOBAPHOW MO3UIIMU JTOJDKHA OCYIIECTBISTHCS B COOTBETCTBHH
C HAMMEHOBAHUSIMHU CYOMO3UIMKA M MPUMEUYAHUSIMH, UMEIOUIMMH OTHOIIEHUE
K cyOomosumusiM, a Takxke, mutatis mutandis, monoxenusimu [IpaBun OIIU
Ipyd  yCJIOBUHM, YTO JIMIIb CYONO3UIIMM HA OJHOM YPOBHE SIBJISIOTCS
cpaBHUMBIMU. J[nia 1nieneld Hacrosiiero IlpaBuia Takke MOTYT NPUMEHSTHCS
COOTBETCTBYIOIIME MPUMEYAHHs K pa3fenaM U rpynrnam, €cii B KOHTEKCTE
HE OTOBOPEHO MHOE.

B pamkax toBapuou nozumuu 9018 TH B3/ EADC B ornenbHyro
nByxaeducHyro cyomozuruio 9018 31 BeIaeneHsl NITPUITI, ¢ UTJIAMH WA 0€3
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uri. B coorBerctBuu ¢ IloscHenusimu k ['C x ToBapHoul mo3zunmu 9018
OTHOCSTCA  INNPHUIBI  (CTEKJIAHHBIE,  METAUIMYECKHe, U3  CTeKJa
W MeTajla, IUIacTMacCchl M T.J.) BCEX BHAOB, M3 YEro CIEAYeT, 4YTO
OCHOBOTIOJIATalOIUM (DAKTOPOM IS TaMOXKCHHOM Kiaccu(uKaIuu TOBapOB
B KayecTBE IINPUIEB SBIsETCS MX  (QYHKIMOHAJIHLHOE Ha3HA4YCHHUE,
a He 0COOCHHOCTU KOHCTPYKIIUU WA IPUMEHEHUS.

ITog TepMMHOM «IUNPUI» B MEAUIMHE IOHUMAETCS WHCTPYMEHT IS
JIO3UPOBAHHOTO BBEJICHUSA B TKAHW OPraHM3Ma >KHUJIKMX JICKAPCTBEHHBIX CPEICTB,
OTCAaChIBaHUSA JKCCYJATOB M JIPYTUMX JKUJKOCTEH, a TaKke Il MPOMBIBAHUS
nojioctel opranusMa (bosbimas MeTUIIMHCKAs SHIMKIONEAUs: ToM 27 / Ti. pe.
b.B. IlerpoBckuii. — M3n. tperbe. — M: CoBerckas sHuukioneaus, 1987.).
[Inpuibl, WCHONBb3yeMble B  MEAMIIMHE, PA3IMYAlOTCS 10 Ha3HAYCHUIO,
KOHCTPYKIIMM, MarepuaigaMm, W3 KOTOPbIX HW3rOTOBJICHBl, M KOMIIOHEHTaM,
U3 KOTOPBIX COCTOAT (LMIUHJIP, IOPIIEHD U APYyTasi apMaTypa).

N3 umeronuxca B MaTepraiax Jiesa 3aKJII0UYCHUN CIENUAIUCTOB CIEAYET,
yTo oxHOpaszoBas mmmpuil-pydyka ConoCrap® mnpenHazHaueHa I BBEIACHUS
MOJIKO)KHO OMPEACICHHOW J03bl HMHCYJMHA. OHA COCTOMT U3 JepKaTens
KapTpUkKa C KOJIMA4YKOM, B KOTOPBIA BCTPOCH CTEKJISIHHBIA KapTpHUIK
C MHCYJIMHOM, U MEXaHWYE€CKOM 4acTh. MeXaHu3M HCITOJIb30BaHUsI YCTPOWCTBA
3aKJIFOYAETCS B MPOABUKCHUHN BIEPE] MOPIIHS, KOTOPBIM TOJKAET PE3UHOBYIO
NpOOKY HMHCYJIMHOBOT'O KapTPUJKa B HAMPABJICHUU UIJIbI, OOECIEUMBAIOIICH
BBEJICHUE MOJKOXHO OTMEPEHHOW [103bl MHCynuHA. [locie wHBEKIHUH BcCex
€IVMHUI] UHCYJIMHA MOPUICHb JOCTUTAET KOHEUYHOrO MOJIOKEHUS, OTTAHYTh €T0
Ha3aJ WIM BBIBEPHYTH OOpaTHO HEBO3MOXHO. KapTpuik He MOXKeT OBITh
3aIpaBJICH TOBTOPHO.

Komnerns Cyma mnpuxoamT K BBIBOAY, YTO INMIPHI-pydka oOJamaer
OCHOBHBIMHU TIpU3HAKaAMM IINPHIA, TPUMEHSIEMOro B meauuuHe. Ilpu sTtom
OCOOCHHOCTH €€ KOHCTPYKIIMHM HE BJIMSIOT Ha (DYHKIMOHAJIbHOE Ha3HA4YCHUE
YCTPOMCTBA M, COOTBETCTBEHHO, HE MPEMATCTBYIOT OTHECEHUIO €r0 K KaTErOpuun
HIITPUIICB.

Taxum 00pa3oMm, MOCKOJIBKY HU FOPUIMYECKUE TEKCThI (TEKCThI CYyOMO3UIIHM,
npumeuanusi Kk rpynne 90), HuU TekcTbl [losicHEeHMH HE OrpaHUYUBaAIOT
cyonosunmro 9018 31 TH B3/ EADC kakuM-mi00 KOHKPETHBIM BHJIOM
IpuIeB, T0 B cooTBerctBuM ¢ IlpaBumom 6 OIIM Ha ocHOBaHMM TEKCTa
CyOmo3uIMM  OJHOPA30BBIC IIPHUI-PYYKHA CICAYET KIacCHMDHUIUPOBATH
B cyono3uruu 9018 31 «- - mmpuIrel, ¢ UrjlaMu Wik 0€3 Urin.

5.4.5. Knaccudukamusi  yCcTpoHWCTBa, YacTAMH KOTOPOTO  SIBJISIFOTCS
Kommnekryromme, B cyonozunuu 901831 TH B3J[ EADC npuoaut
K HEOOXOIMMOCTH oOOpalieHus K mpuMedanusM K rpymmne 90 ¢ 1menbio
KJIaCCU(UKAIINH «4aCTEH» 3TOr0 YCTPONCTBA.

B coorBerctBumn ¢ mpumeuanuem 2 k rpynmne 90 TH B3O/l EADC mnpu
YCIIOBHHM COOJIOJICHUS TOJOXKCHUM TpuMedaHus | K JaHHOW TpyIe 4YacTh
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Y MPUHANICKHOCTH K MallMHaM, anraparaMm, WUHCTPYMEHTaM WA HU3JETUsM,
BKJIIOYaeMbiM B rpynny 90, AOMKHBI KJIACCU(UIIMPOBATHCS  COTIACHO
CJIEAYIOIIUM IMpaBUiIaM:

(a) yacTu W TNPUHAJICKHOCTH, SIBJSIONIMECS TOBapamu, BKIIOYAEMbIMU
B OJHY W3 TOBAapHBIX IMO3WIMK JaHHOW rpymmbl uiau rpymmbl 84, 85 wmm 91
(kpome TtoBapHou mno3unuu 8487, 8548 wmmm 9033), Bo Bcex caydasx
BKJIIOUAIOTCSI B COOTBETCTBYIOIINE TOBAPHBIE MTO3UIIUY;

(0) mnpouume dYacTM W NOPUHALICKHOCTH, TMpPEJHA3HAYEHHBIC IS
WCIIOJB30BAaHUS HCKJIIOYUTEIBHO WJIM B OCHOBHOM B OIPEIECIEHHOM BHUJIE
MallliH, WHCTPYMEHTOB WJIA amNmnapaToB WM B HECKOJbKMX MallAHAX,
WHCTPYMEHTAaX WM anmnaparax, BKJIKOYAE€MbIX B OJIHY TOBAPHYIO MO3UIIHIO
(B TOM 4mCIie MAaIIMHBI, THCTPYMEHTHI WM amnmnapaTsl ToBapHoi nmo3uiuu 9010,
9013 unu 9031), BKIIOYAKOTCS BMECTE€ C 3TUMU MAIIMHAMH, UHCTPYMEHTaMHU
WJIU arlfapaTamu;

(B) Bce MpouYM€ YaCTH U MPUHANICKHOCTH BKIIOYAIOTCS B TOBAPHYIO
no3uuio 9033.

Kommekryromme, BO-MEPBBIX, HE UCKIOYaOTCs u3 rpynnsl 90
Ha OCHOBAHMM MpUMeYaHusi | K JAaHHOW Trpynne, BO-BTOPBIX, HE SBIAIOTCA
CaMOCTOSITEIIbHBIMA TOBapaMHu KaKOW-THMOO KOHKPETHOW TOBApHOM MO3UIIMH
rpynnbel 90, 84, 85 wunu 91, B-TpeTbHX, HACHTHUPUIUPYIOTCS KaK 4YacTH,
npeJHa3HaYeHHbIE JUJI MCIOJIb30BAHUA HCKIIOYUTEIBHO B OJHOPA30BBIX
HIIPUI-PYyYKax JUIsl BBEACHUS MHCYJIMHA, MOJICKAIUX KilacCupuKaiuu
B ToBapHOi1 cyonosuuuu 9018 31 TH B3/ EADC.

B otoit cBa3m Kowmruiekryromme A OAHOPA30BBIX IINPUI-PYUCK,
OPUMEHSEMbIX  JUIS  TOJKOXXHOTO  BBEACHUA  HMHCYJIHMHA,  CIEAYET
kinaccuduimpoBath B cooTBeTcTBUU C [lpaBmmamu 1 um 6 OIIM, a Takxke
npumedanueM 2 (0) k rpynme 90 B cyonozunmu 9018 31 TH B3] EADC.

5.4.6. OuenuBas noBoa ucTia o0 orcyrctBuu B Pemenun No 132
ykazaHusi Ha npumeuanue 2 (0) x rpynne 90, Komnerus Cyaa cuutaer
JOCTATOYHOM MMEIOLIYIOCS B TEKCTE pelieHus ccbulky Ha IIpasuia 1 u 6 OIIN,
nockosibky IlpaBuno 1 OIIM copepxxkutr ykazaHue 00 HCIOJb30BAaHUU
npuMedaHui K pasgenam wid rpymnmaM. [lpaBo Coro3a He Tpelyer
o0s3aTeNbHOM HOPMATHBHOW (uKcanuu B KIACCH(PUKAITMOHHOM PEIICHUH
neranien npumeHeHus OIIM m  uWCnonp3yeMbIX NPUMEYAHUKA K Tpynnam
TH B3/ EADC.

Komnerus Cyna Takke OTMEYaeT, 4YTO MNpuU KilacCUpUKAIUU AJis
TaMOXKCHHBIX II€J€l YacTel yCTpPOMNCTB, UCIOIB3YEMbIX B MEIUIIUHE,
TpeOOBaHMS O CepTUDUKALMM U PETUCTPAIIUU MEIMIIMHCKUX U3JCIIUM
HE UMEIOT MPABOBOTO 3HAYCHUSI.

5.5. C yuerom wuznoxeHHoro Koiserus Cyna KOHCTaTUPYET HaIM4YKE
noaHoMounii Komuccum Ha npunarue Pemenus Ne 132, coOmroneHue
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npoueaypsl MOPUHIATHS JAHHOTO akTa ¢ OOOCHOBAaHHOCTh OTHECEHMS
Kommnekryromux k TopapHou cyornozunmu 9018 31 TH BOJI EADC, B cBsi3u ¢
yem npusHaer Pemenne Ne 132 cootBercrByromum JloroBopy o Coroze u
MEKTyHApOJAHBIM J0roBOpaM B pamkax Coro3za.

Ha stoM ocnoBanuu Komteruss Cyaa npuxoauT K BBIBOLY 00 OTCYTCTBUU
(dakTa HapylICHUs OCMApUBAEMbIM PEIICHHWEM MpaB U 3aKOHHBIX HMHTEPECOB
UCTIA B chepe npeanpuHUMATEILCKON U MHOM YIKOHOMHYECKOMN IEeSATEIbHOCTH,
npenocraBiieHHbIX eMy JloroBopom o Coro3e U MeKIyHapOIHbIMU JOTOBOpaMHU
B pamkax Coro3a.

B coorBerctBun ¢ nynkrom 64 Craryra Cyna nonuivHa, yrjlady€HHAs
3A0 «Canodu-Asentuc Bocrok» npu oOpamenun B Cyn, BoO3Bpary
He nomiiexut. CornacHo nyHkTy 66 Craryra Cyna B X0/1€ pacCMOTPEHHS Jieia
Ka)KJ1asi CTOPOHA CIIOpa HECET CBOM CYJE€OHBIE U3AEPIKKH CAMOCTOSITENIBHO.

Ha ocHOBaHMM HM3710)KEHHOTO W PYKOBOACTBYsACH MyHKTOM 108 Cratyrta
Cyna, crarbsimu 77, 78 u 82 Pernamenrta Cyna EBpa3suiickoro 3kx0HOMHAYECKOTO
coro3a, Komnerus Cyna

PEIINIIA:

OTka3zaTb B YJOBIETBOPEHUU 3aABJICHUS 3aKPBITOTO AKIHOHEPHOTO
obmectBa «Canodu-ABentuc Boctoky.

[Ipusnare Pemenne Komternn EBpazuiickoi 3KOHOMHYECKOW KOMUCCHHU
ot 3 oktsa0ps 2017 roga Ne 132 «O winaccupukaluv KOMIUIEKTYIOIIUX JIJIs
OJIHOPA30BBIX IIMNPUIL-PYUYEK, NPUMEHAEMBIX ISl TMOJKOXHOTO BBEICHUS
VHCYJINHA, B  COOTBETCTBMM C €IMHOM TOBAapHOM  HOMEHKJIATYpOH
BHEITHEOKOHOMMYECKON  JIESTEIbHOCTH  EBpPAa3mMiiCKOr0  3KOHOMHYECKOTO
COI03a» COOTBETCTBYIOIINM J[oroBOopy 0 EBpa3zuiiCKOM 3KOHOMHYECKOM COKO3€
ot 29 mas 2014 roga u MexayHapOJHBIM IO0roBOpaM B paMkax EBpaszuiickoro
DKOHOMHYECKOI'0 COH03a.

VYiutaueHHast 3aKpBITBIM aKIMOHEPHBIM 0011ecTBOM «CaHodu-ABEHTHUC
BocTok» nouuMHa BO3BpaTy HE MOJICHKUT.

Hacrosimee pemieHue MoKeT ObITh 00KaTOBaHO B AMNEIUIALMOHHYIO
nanatry Cyna EBpa3uilcKOro 3KOHOMHUYECKOTO COK03a B TEUEHHE MSTHAALATH
KaJIEHJAPHBIX JHEU C JaThl €r0 BBIHECEHUS.

[IpeacenarenbCTBYOMMUT J.I'. Konoc

Cynbu A.M. AxxubpanmoBa
2.B. Aupusin
JK.H. banmes

T.H. HenraraeBa
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