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BBEJEHUE

B nepuwon maHpeMuu, KOrjja MHOTHE CTpaHbl CTOJKHYJIHCh C HEXBATKOM
BXHEHIIETO0 MEIUIIMHCKOIO0 00O0pY/IOBaHUS, TECTOB, XMMHYECKUX pEarceHTOB JJist
TECTOB, MEIUIIMHCKUX CPEACTB 3alllUThl, UCCIENOBaHUE MpoOiIeM 3(P(HEKTUBHOCTH
KOHKYPEHIIMM Ha TOBApPHBIX pBIHKAX MEIUIMHCKUX W3IEIUA TOCYylapCTB —
yaactHuKOB CHI™ mproOpeTaeT emre O0bITy 0 aKTyaIbHOCTb.

Crpoc Ha MEIMUMHCKUE U3ENHS HANPAMYIO ONpPENEIeTCa rocyAapCTBEHHOM
MOJIUTUKOU B cdepe 3paBOOXPAHECHUSI, OCHOBHBIMU 3a/lauaMH KOTOPOU SIBISIIOTCS:
oOecrieueHue 1e4eOHO-TIPO(PUITAKTHYECKUX YUpEeKACHHM COBPEMEHHBIMH
MEIUIIMHCKUMHU TEXHOJIOTUSMH Ha OCHOBE MCIIOJIb30BAaHMS JOCTH)KECHUW HAYKH U
TEXHUKH, palMOHAJbLHOE pPacXoJIOBaHUE OIOJKETHBIX CPEJCTB;, MPUMEHEHUE MeEp
NOAJEPKKH OTECYECTBEHHBIX IMPOU3ZBOAUTENCH, CTUMYIUPYIOLUIMX HWHHOBAIMOHHOE
pPa3BUTHE OTEUECTBEHHOI'O MPOMU3BOJICTBA B YCIOBUSAX KOHKYPEHIIMHU; OOecreueHue
O6ezonmacHocTM U A(PPEKTUBHOCTH  MEAMIIMHCKUX  W3JCIUNA;  TOBBIIICHHE
KauE€CTBEHHOI'O YPOBHS OKa3aHUSI MEAUIIMHCKON TOMOIIM HACEICHUIO.

JlanHOoe WCClieOBaHWE HAIpaBJICHO Ha BBIABICHUE OONIMX MpoOJIeM,
CICPKUBAIOIINX PAa3BUTHE KOHKYPEHTHOU cpefibl B rocyiapctBax — yuyactHukax CHIT
B cepax perucTpaiuu, JUIECH3UPOBAHMS, TATEHTHOW 3alllUThl U TOCYJApPCTBEHHBIX
3aKyMOK  MEAWIMHCKUX  M3JIeNMiA, HAa  M3y4YCHUE  IO3UTHUBHOIO  OIbITa
MPOTUBOACHUCTBUS  AaHTUKOHKYPEHTHOMY  TOBEJCHHUIO  CYOBEKTOB  PBIHKOB
MEIUIIMHCKUX U3EIUH, BBIPAOOTKY MPEAJIOKEHUN 0 (POPMUPOBAHUIO MPO3PAUHBIX
YCIOBUM JIOCTyna Ha PBIHKKM, a TaKXKe pEeKOMEHJAlui Mg CyOBbeKTOB,
JTOMUHUPYIOIIUX HA PBIHKAX, MO MPOBEIACHUIO OTKPHITOM TOPrOBON MOJUTUKU TIO
OTHOIIICHUIO K KOHTpareHTaMm.

[IpakTrueckast peanu3anus BHIPAOOTAHHBIX TMPEJIOKEHUN U PEKOMEHIAIMIMA
Hoxnana «O cOCTOSSHUY KOHKYPEHIIMHM Ha TOBAPHBIX PHIHKAX METUITUHCKUX M3CIUN
rocyaapctB — yuyactHukoB CHI» momkna criocoOCcTBOBaTH 00€CTICUEHHIO PABEHCTBA
JIOCTYTIA BCEX XO3SHCTBYIONINX CYOBEKTOB K TOCYJAPCTBEHHBIM pecypcam, dIKOHOMHH
OIO/KETHBIX CPEACTB, dP(HEKTUBHOMY MPECECUCHUIO aHTUKOHKYPEHTHBIX MPAKTHK, a
TaK)K€ MOBBIIICHUIO TOCTYITHOCTA METUITMHCKUX U3ICITUI JJIs MallMeHTOB.



|. MHAPOBOIi PEIHOK MEJULNWHCKHAX U3/IEJINIA.
AHAJIN3 COCTOSIHUASA U PA3BUTHS PBIHKOB MEJALIMHCKOT O
OBOPYJIOBAHUSA, M3AEJIAN MEJUIIMHCKOTO HASHAYEHMS
3A PYBEJKOM U B TOCYJIAPCTBAX — YYACTHUKAX CHI'

Menunuackoe 000pyJqOBaHME — OJIMH W3 CaMbIX BBICOKOTEXHOJIOTHYHBIX
CETMEHTOB MHPOBOM OKOHOMHUKH, Tne Hambonee dSPPEKTUBHO BHEAPSIOTCS
MOCJICTHAE WHKEHEPHBIC Pa3pabOTKH M TOCTHKCHHS B 00JIACTH TIPUKIIATHON HAYKH.

KpynHenmmm CerMeHTOM pPBhIHKA SBISIIOTCS XUPYPTHYECKHE PACXOJHBIE
MaTepuagbl — WIJbl, KATETEPhl W IpP., OHM 3aHUMAIOT OKOJO YETBEPTH DPBIHKA.
KitoueBbie rpynmbl  BHICOKOTEXHOJOTMYHOTO  MEAMUIIMHCKOTO  O0OpYJOBaHUS:
AIEKTPOAUATHOCTUYECKOE 000py0BaHKe, 000pYyI0BaHUE I MATHUTOPE30HAHCHOM
ToMorpaduu U IPOBEJICHUS YIbTPAa3BYKOBBIX UCCIEAOBAHUM, SJIEKTPOKAPAUOTPaA]BbI.

CTpyKTypa MHPOBOI0 PHIHKA METUIIMHCKOT0 000PY10BAHUSA
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B Ambl, KATETEPBLI W NP. B 3/1eKTPOAMATHOCTMHECKAA annapaTypa
CTOMATONOTMYE CKME MHCTPYMEHTbI Annapartypa gaa ¥3U
= MPT 1 OdTanemonorvueckoe obopynoeaHue

B INEKTPO Kapauorpadsi u Mpouee

Benymue mno3unuM Ha MHPOBOM pPBIHKE MEAMIIMHCKOTO O0OpYyAOBaHMS
3aHUMAIOT CTPaHbl C Pa3BUTOM KOHKYPEHTHOM OJKOHOMMKOW M  BBICOKHUM
IMOTEHIHAJIOM BHEAPEeHUS nHHOBaMi — ['epmanns, Hunepmannsr, CIIA.

KuarwueBblie 3kcnoprepbl MeIMIUHCKOT0 000py/10BaHMS,
mapa posuiapos CHIA
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YCTOWUMBBIA CHOPOC HA HOBEUIIME TEXHOJIOTMM U BBICOKOKAYECTBEHHYIO
MEIUIIMHCKYI0O TEXHHKY TIPUBET K BO3HHUKHOBEHHUIO TJIOOAIBHOW WHIYCTPHUH
MEUITMHCKOTO 000PYT0BaHMUS.



EBpomnelickuii ppIHOK MEIMIIMHCKUX H3JACINN — Hauboyiee pa3BUTHIA B MUPE.
Benuko6putanus, ['epmanus, Utanus u @paHuus BXOASAT B JECATKY KPYIMHEHUIIMX
pbIHKOB. Haxo11ch Ha BBICOKOM CTaAuu Pa3BUTHUSA, €BPONENCKUI PHIHOK B MOCIIECTHUAE
roJibl JEMOHCTPUPYET HEBBICOKME MO MHUPOBBIM MEPKaM TEMIIbI pocTta — OT 3,6 10
6 %. B Asuarcko-THXOOKE€aHCKOM pEeruoHe OCOOEHHO BBIIEISIOTCS ABCTpanus,
Nupus, Kurait, Anonus. KinroueBast TEHACHIMSA B pETHOHE — OCTEIIEHHBINA POCT JOJIH
KUTaWCKUX TPOM3BOAMTENCH, KOTOPBII TMOKa HE Cco3[aeT mpodiieM s
TPAJAULIMOHHBIX JIUJEPOB — EBPONEUCKUX U SITOHCKUX KOMIIaHUI.

Poccniicknii  pPBIHOK ~ MEAMLMHCKUX H3LEIUN  SIBISACTCA  KPYIHEUIINM
B BocTtounoii EBporie BcieACTBHE COXpaHEHUs IUIATEKECIOCOOHOIrO  Ccrpoca
CO CTOPOHBI ~ TOCYAApPCTBEHHBIX W  YaCTHBIX  JI€4EOHO-TIPO(PHUIAKTHUECKUX
y4pexaAcHUil. B MUpOBOM peUTHHIE IO TEMIIAM POCTa OH YCTYIAET TOJIBKO PhIHKAM
bpazwnmuu, Muauu, Kurasi.

Copoc Ha MEIUMIMHCKME W3JA€IHs M O00OpyJAOBaHHME B TOCYJapcTBaX —
yuactHuKax CHI' B OCHOBHOM YIOBJIETBOPSIETCS 3a CYET MMIIOPTa MNPOAYKLHH H3
CTpaH JanbHero 3apyoexns. Ha nomro 3apyOexHBIX NPOU3BOAMTENEH NPUXOIUTCA
okosio 83 % obbema poccuiickoro pblHKa, U3 HUX 0K0jo 20 % — 3TO MeauIMHCKas
TEXHHKA, HE MMEIOUIAsl OTEYECTBEHHBIX AHAJIOTOB. VMIOPTO3aBHCHUMOCTh PpBIHKA
MeauuuHCKuX m3aenuit 3a mepuox ¢ 2010 mo 2019 rom B paspese KOHKPETHBIX
TOBApHBIX MO3MIMNA MOKAa3bIBAET, YTO OCHOBHBIMH TPYNIIAMH MEIWLMHCKUX HU3AETUi
o oobemam nmmopra B Poccuiickyro denepaiinio sSBISIOTCS: MEIULIMHCKHAE IEPUYATKHY,
V3U-ckanepbl, 00OpyIOBaHME M pPACXOJHBbIE MaTepuaibl s TIeMOAUAIN3a,
TJIIOKOMETPBI U TECT-TIOJIOCKH, TOMOTpadbl, pEHTTEHOBCKHUE anmnapaThl U Jp.

B Asep6aiimxanckoii PecnyOnnke crnpoc Ha MEIUIMHCKUAE W3ACIHS
o0OecreuynBaeTcsi B OCHOBHOM 3a cueT uMMopTa. J{oisi MECTHOro mnpou3BOJCTBA
B 001IeM 00beMe MOTPEOISIEMBIX B CTPAHE JIEKAPCTBEHHBIX CPEACTB U MEAUIIUHCKHUX
MIPUHAJITICKHOCTENH cocTaBisieT okojio 1 %, oaHako mOTpeOJieHHe MEIUIIMHCKOTO
000pyI0BaHUs OJIHOCTHIO 00ECIEUNBAETCS 38 CYET UMIIOPTHOM MPOITYKIIMH.

3a nocnegnue 10 €T MMIOPT JIEKAPCTBEHHBIX CPEICTB W MEAULMHCKUX
npuHajIexHocTed ypemuuwica ¢ 112 2289 no 261 550 teic. mommapos CIIIA
(B 2,33 paza). B 2019 romy pbhIHOK JIEKapCTBEHHBIX CPEICTB U MEIMIIMHCKHUX
MIPUHAJJIKHOCTEH, a TaKkKe MPOU3BOJCTBO U UMIIOPT METUIIMHCKOTO 000pyA0BaHNUs
U KOMIUIEKTYIOUIEH NPOAYKIMH, HCIOJb3YEMOM IpH 3KCIUTyaTallld, COCTAaBHIIU
272 043,6 teic. noymapos CIIIA.

PbIHOK  JIEKapCTBEHHBIX CPEACTB M MEIWLHMHCKUX IPUHAJICKHOCTEN
perynupyercs 3akoHoM A3zepOaiipkaHckoll PecnyOnuku ot 22 nexabps 2006 roga
No 208-IIIQ «O nexkapCTBEHHBIX CpEACTBaxX», a TaKXKe pEIICHUEM KOJIJIETuU
MunucrepcTBa 31apaBooxpaHenust AszepOaimxaHckod PecnyOnuku ot 11 siHBaps
2018 roma Ne 01 «OO6 yTBepX IEHUU HEKOTOPHIX HOPMATHMBHBIX IMPABOBBIX AKTOB,
peryaupyromux $hapManeBTUYECKYIO NeITeTbHOCTh.

NMmiopT, mpou3BOJCTBO, XPAaHEHHE M UCIOJIb30BAHUE B JIEYEOHBIX LEJAX
JIEKapCTBEHHBIX CPEICTB OCYILIECTBIISIIOTCS Ha OCHOBE JIMLEH3UI. B cooTBETCTBUU CO
ctatbeil 5 3akoHa A3zepOaiimkanckoil PecryOnuku «O nekapCTBEHHBIX CPEICTBAX)
BblJlaya JIMIEH3UW  OCYHIECTBISIETCS  COINIACHO  3akoHy  AsepOaiiKaHCKOI



PecniyOmuku ot 15 mapra 2016 roma Ne 176-VQ «O NUIEH3USX U pa3pelICHUIX
c ydyetoM TpeOoBaHuil 3akoHa A3sepOaikaHckod PecnyOnmuku oT 26 uIOHA
1997 roma Ne 360-1Q «O6 oxpaHe 3710poBbsi HaceneHus». B cmuckax «O Bumax
NEeSATEeIBbHOCTH,  TPeOYyIOMMX  JIMIEH3UHW (KpOME  CIIy4aeB, CBS3aHHBIX C
rocyJapcTBeHHOM Oe30macHOCThiO)» U «O BHAAX [EATEIBLHOCTH, TpPEeOYIOUIUX
JULEH3UM B CBSI3M CO  CIOy4YasiMH, BBITCKAIOIIMMU W3 TOCYAapCTBEHHOU
0e30macHOCTHY, SBISIOUIMXCA MomoidHeHusMu 1 U 2 k 3akoHy AsepOaipkaHcKon
PecnyOnuku «O IUUEH3USAX U pa3pelICHUsIX», MPOU3BOACTBO, UMIIOPT U pealn3aiiys
MEIUIIMHCKOTO 000PY0BaHUs HE TPEOYIOT MOTYUYCHHUS JIULICH3UM.

PorHOK wm3penuii  MeIMIIMHCKOTO Ha3HaueHws PecmyOmumku — bemapych
coctasisieT 0koso 150 muH momtapos CIIA. Opranu3anusamu 31paBOOXPaHEHUS 110
UMIIOPTY  MPUOOPETAIOTCS  BBICOKOTEXHOJIOTMYHOE  Y3KOCHEIMATU3UPOBAHHOE
MEJUIMHCKOE 000PYI0BaHUE U PACXOIHBIE MAaTEPHAIIBI.

Bo3moxkHOCTH ~ O€lOpyCCKMX —MPOM3BOJAUTENEH B 4YacTH  HapalldBaHUS
HOMEHKJIATyphl 1 00BEMOB BBINTyCKa MEIUIIMHCKON MPOIYKIIMU B PaMKax MOJUTHUKH
UMIIOPTO3aMEIlleHUs He ucuepnanbl. TexHuyeckue M (PUHAHCOBBIE BO3MOXKHOCTHU
NPEANPUATUN-TIPON3BOIUTENIEH TMO3BOJISIIOT OCBOUTH IPOU3BOJCTBO MEIMIIMHCKOM
TEXHUKU CpPEIHEr0 YpPOBHS [Jisi OCHAIICHUS OpraHu3aluid 3/paBOOXpAHECHUS
pailoHHOT0O W OOJAacTHOTO  3BEHBEB  YJIBTPA3BYKOBBIMH  amllapaTaMiu,
OMOXMMUYECKMMU W  TI'EeMaTOJOTMYECKUMU  aHaJIM3aTopaMu, aHalnu3aToOpamMu
KHCJIOTHO-ILEJIOYHOTO OanaHca, 3HI0NPOTe3aMU KOJEHHOTO CycTaBa U Jp., a TAKKe
M3ACIUSIMUA MEJIUIIMHCKOTO Ha3HAY€HUs, UCMOJIb3YEMbIMU B €XKEJIHEBHOU padoTe
B JICYEOHBIX YUPECKICHUSIX: XUPYPIrHUECKUMHU HWHCTPYMEHTAMH, pPaCXOIHBIMHU
MaTtepualiaMu JJIsl KapAUOXUPYPTUM, MH(PY3MOHHBIMU CHUCTEMaMH, KOHTEHHepaMu
JUIs1 3arOTOBKH M XPAHEHHSI KPOBU U .

C y4yeTroM orpaHU4eHHON EMKOCTH MEUIIMHCKOTO phiHKa Pecrybmku benapych
pa3BUTHE MPOM3BOACTBA MEIMIIMHCKUX H3JCIUi B pecmyOuKe Ieraecoo0pasHo
TOJILKO B TOM CJIy4ae, €Clid OHO OyJeT KCIOPTOOPHMEHTHPOBAHHBIM, a IIEHBI Ha
POIYKITHIO OETIOPYCCKOTO MPOU3BOACTBA OYAYT HUKE UMIIOPTHHIX aHAJIOTOB.

Jlona u3menuii METUITMHCKOTO Ha3HA4YEHUs, NMPOW3BEACHHBIX B PecmyOnmke
Kazaxcran u HWCHoJIb3yeMbIX B CTpaHE, B CTOMMOCTHOM BBIPAKEHUU OLIEHHBACTCS
B 10-14 %.

CpenHerofoBbie TEMITbl POCTa PhIHKA HM3JEIWNA MEIUIMHCKOTO Ha3HAYCHUS
B rocynapctax — yuactHukax CHI™ B mocneanue roapl onieHuBanuch B 10-12 %.

B Onumxaiiiee Bpemsi pou3BOAUTENSIM rocyaapcTB — yyactTHukoB CHI™ Bpsin
JU yJIacTcs JIMKBUIUPOBATH OTCTABaHUE MPOMBIIIJICHHOCTH B 3TOM cdepe uz-3a
HEOOXOJUMOCTU CYIIECTBEHHBIX 3aTpaT U TEXHUYECKOM CJIOKHOCTH OpraHU3alUU
HOBOT'O NPOU3BOJACTBA. [IpeooneTs UMErouUics pa3pblB BO3MOXKHO TOJIBKO MpHU
YCIOBUM  peald3alid  MEP  TOCYJAapCTBEHHOM  TOJUTHKHA,  TI'PAMOTHOM
rocyJ1apCTBEHHOM peryJupoBaHUN u CTPYKTYPHO-()YHKIIHOHATILHOM
caMOOpraHu3aluu pa3pabOTYNKOB u POU3BOIUTENEH MEJIUIIUHCKOTO
000py10BaHUSI.



I1. CHCTEMA rOCYJIAPCTBEHHOT O PET'YJIMPOBAHUS PHIHKOB
MEJULAHCKAX U3IEJINNA TOCYIAPCTB — YYACTHUKOB CHI

2.1. PerucTpauusi MeIUIUHCKUX U3AeJTHH

Peructpanusi MEIUMIIMHCKUX WU3/CIUNA MPEICTaBIIeT COOOM CUCTEMY IOMycKa
K TMPOU3BOJACTBY, pealu3alid W MEIUIUHCKOMY TPUMEHEHUIO MEAUIMHCKUX
M3CNNM, KOTOpbIe MPHU3HAHBI COOTBETCTBYIOIIMMHU TPEOOBAaHUAM KauecTBa,
s pexTUBHOCTU U 0€30MACHOCTH ISl YETIOBEKa.

Pemienne o rocynapcTBEHHOM peructpanuu (TepeperucTpaiuu) MU3AeIui
MEJIUIIMHCKOTO HA3HAYECHUS U MEIUIIMHCKOW TEXHUKH JTMOO pelieHue o0 OTKase B
rOCY/IapCTBEHHOM perucTpaiuu (mepeperucTpalun) IpUHUMAETCS YIIOTHOMOYCHHBIMU
OpraHamu.

B 1O e BpeMsa psa MEIUIIMHCKMX HW3JEIUNA MOTYT HCIOJIb30BaThCs O€3
rOCYJJapCTBEHHOM  perucTpalii. OTO, HaNpuMep, MEIUIMHCKUE  U3Jeius,
W3TOTOBJICHHBICE MO  WHAUMBHAYyaJbHBIM  3aKa3aM [MalMEHTOB, K KOTOPBIM
NPEABABISIOTCS  CHElUajIbHble TpPeOOBaHUS IO HA3HAYCHUIO MEIUIIUMHCKUX
pabOTHUKOB ¥  KOTOpbIE TMpeAHA3HAYEHBl UCKIIOYUTENIBHO IS JIMYHOTO
HCTIOJIb30BaHUs KOHKPETHBIM MAIIIEHTOM.

[nsa rocynapctB — ydyactHukoB CHI', aBnstomuxca uineHamu EBpasuiickoro
skoHomu4eckoro coroza (EADC), B HacTosiee BpemMsi pErucTpalii0 MEIUIIMHCKUX
U3JIeJINA MOYKHO MNPOBOJIUTH Kak IO HAIMOHAJBbHOMY 3aKOHOJIATEJIbCTBY, TaK U B
nopsiike, yctaHoBJieHHOM EBpasuiickoii skoHomuueckoi komuccued (EDK)
(ITpaBuna perucTpanuu U SKCHEPTU3bl OE30MACHOCTH, KayecTBa U 3(P(HEKTUBHOCTH
MEIUIMHCKUX u3nenud, yrBepxkiacHHbie Pemennem CoBera EDK ot 12 derpans
2016 rona Ne 46 (nanee — Pemrenne CoBera EQK Ne 46)).

Hckimouenue cocrapiusier Pecyonrika ApmeHusi, B KOTOPOW Ha HALIMOHAILHOM
YPOBHE OTCYTCTBYET MPABOBOE PETYIUPOBAHUE OOpaIeHUs MEAUIIUHCKUX U3ICTUH.
Opnako 3akoHom PecnyOmuku Apmenust or 20 mas 2020 roma Ne 3P-268
«O BHeceHHMH u3MeHEHUs B 3akoH «O MEIUIIMHCKOW MOMOUIM U 00CITY>KWBaHUHU
HaceJeHUs» MPENyCMOTPEHA OTIeTbHAs TJlaBa 0 MEIUIMHCKUX u3aenusx. Bmecrte ¢
TeM B COOTBETCTBUU ¢ 3akoHOM PecnyOnuku Apmenust ot 8 depans 2012 rona
Ne HO-22-N «O06 obGecneuennn eauHCTBa M3MepeHuid B PecmyOnmuke ApmeHHs»
TOBAapbl MEIMUIIMHCKOTO HA3HAUYEHUs, SBISIONIMECS CPEICTBAMU HM3MEPEHMUS,
NOJJIekKAT PETUCTPALIMU B PEECTPE YTBEPKACHHOTO THUIIA CPEACTBA U3MEPEHUS.

B npyrux rocymapcrBax — ywactHukax CHI' peructpanum MeIUIIMHCKUX
W3/EJUI U BHECEHUIO U3MEHEHU B JOKYMEHTBI, COJIEpKAIIUECS B PETUCTPAITMIOHHOM
T0ChE, MIPEALIECTBYIOT TEXHUYECKUE U KIIMHUYECKHUE UCIIBITAHUS],
TOKCUKOJIOTUYECKUE UCCIEIOBAHUSI.

Peructpauuio  MEIUUMHCKUX  M3JEIMM  OCYUIECTBJISIOT  pa3jiM4YHbIE
YIOJIHOMOUYEHHBIE TOCY/IapCTBEHHBIE OPraHbl U BEIOMCTBA.



OpraH,

Tocynapcrsa — yaactanku CHI' . o
OCYIIECTBIISIONINI PETUCTPALIMIO METUINHCKUX U3ACIUH

Pecniy6mnmka benapychb MuHuCTEpCTBO 3/paBOOXpaHEHUS (KomrIuIeKc
MpeIBapUTENbHBIX TEXHUYECKUX pabor MIPOBOJUT
pecnyOiMKkaHckoe yHuTapHoe npennpustue «LleHTp sxcneptus
Y UCTIBITAaHUI B 3/IpPaBOOXPAHEHUN)

Pecnyonuka Kazaxcran MuHHUCTEPCTBO  3ApaBOOXpaHEeHUs, HalunoHaNbHBIA UEHTP
AKCIIEPTU3BI JIEKAPCTBEHHBIX CPENICTB, U3ACIUN MEIULUHCKOTO
HA3HAYCHUS U METUIIMHCKON TEXHUKU

Keipresckas PecriyOnrka JenapraMeHT JIeKapCTBEHHOTO O0eCleYeHHus] U MEAUIIMHCKOM
TEeXHHUKHU Mpu MUHHCTEPCTBE 31paBOOXPAHEHUS

Pecnybnuka MonnoBa ATEHTCTBO 10 JICKAPCTBEHHBIM U MEIUITUHCKUM H3JETUSIM

Poccuiickas @enepanns denepanpHas cmyxk0a o HaA30py B cepe 31paBOOXpaHEHUS
(mamee  —  PocsmpaBHag3op) — (9KCmepTH3a  KadecTma,
3¢ (HEeKTHBHOCTH u 0€301acHOCTH OCYIIECTBIISETCS
(denepanbHbIM TOCYAAPCTBEHHBIM OIOKETHBIM YUYPEKICHUEM
«Bcepoccniickuit Hay4HO-UCCIIEN0BATEIbCKUI u
WCIIBITATEIbHBIA ~ WHCTUTYT ~ MEAMIIMHCKOW  TEXHHUKHY,
(denepanbHbIM TOCYAAPCTBEHHBIM OIOKETHBIM YUYPEKICHUEM
«HanmoHanbHbIH MHCTUTYT KadecTBa» DenepanbHON CITyKObI
mo Ham3opy B  cdepe  3apaBooxpanenus — (OI'BY
«HarmoHansHbIH HHCTUTYT KadecTBa» Poc3apaBHamsopa))

PecniyOnuka Tamxukucran MUHHCTEPCTBO 3APABOOXPAHEHUS M COLMAIBHOM 3alUThI
HaCeJICHUs
Pecnybnuka Y36ekucran I'ocymapcTBeHHBIM LIEHTp OKCHEPTHU3bl M CTaHIAPTU3ALUHU

JIEKapCTBEHHBIX CPEACTB, U3JEINNA MEIUIIMHCKOTO Ha3HAYEHUs
U MEIMUMHCKOW TEXHUKH ATEHTCTBA IO  Pa3BUTHIO
bapMmarieBTHIeCKOM oTpaciu pu Munucrepcrse
3IpaBOOXPAHEHUS

B rocyaapctBax — yuactHukax CHI' cymiecTByrOT TOCyJapCTBEHHBIE PEECTPhI
3apPEruCTPUPOBAHHBIX MEAULIMHCKUX W3JEIIAN, BEACHHUE KOTOPBIX OCYIIECTBIIAIOT:
PVII «llentp okcmepTM3 W WCOBITAaHUN B 3ApaBooxpaHeHun» (PecryOinnka
benapych), HarmoHanbHbIN LIEHTp 3KCHEPTU3BI JIEKAPCTBEHHBIX CPEICTB, U3ACIUN
MEIUIMHCKOTO Ha3HauYeHHs M MeaulMHCkoil TexHuku (PecnmyOnuka Kazaxcran),
JlemapTaMeHT JIEKQpCTBEHHOTO OOECIeYeHUs] M MEAMIIMHCKOM TEXHUKH TIpH
MunuctepctBe 3apaBooxpaHeHuss Kbipreizckoit PecnyOnuku, ATEHTCTBO 10
JeKapcTBaM W METUIMHCKUM u3aenusm (PecnyOnuka MongoBa) ¥ MUHHCTEPCTBA
31paBOOXpaHEHUs (Ipyrue rocy1apcTna).

[Topsimok U CPOKHM pErucTpalud MEAUIMHCKUX HM3JeTUiA B TOCyAapCcTBax —
yuactHukax CHI' pernmamMeHTHpOBaHbl COOTBETCTBYIOIIMMH  HAIMOHAIbHBIMU
MIPABOBBIMU aKTAMH:

[TonoxxeHneM O rocyJapCTBEHHON perucrpauuu (IepeperucTpanun) U3aeauil
MEIUIMHCKOTO  HAa3HAYEHUS W MEOUIUHCKONM  TEXHUKH, YTBEPKICHHBIM
noctaHoBiienueM CoBeta MunuctpoB PecnyOnuku benapych ot 2 ceHTs0ps
2008 roma Ne 1269;

[IpaBmiiamMm  MpPOBEOEHHUS  DKCHEPTU3bl  JIEKAPCTBEHHBIX  CPEACTB U
MEIMLIUHCKUX W3JEJINA, YTBEPKIACHHBIMU NpPUKa30oM MUHHCTpa 3ApaBOOXpaHEHUS
Pecnybnuku Kazaxcran ot 18 Hosi6pst 2009 roma Ne 736;



[lopsigkoM  TroOCyAapCTBEHHOW  pPETrUCTpallid  MEAULUHCKUX  W3JCIIHM,
IIPOBENICHUSI DKCIEPTU3bl 0€30MacHOCTH, KauecTBa U A(H(PEKTUBHOCTU METUIIMHCKUX
U3JIeNnid, BeleHUsl [ 0CyIapCTBEHHOTO peecTpa MEAUIMHCKUX W3IEIUMN, BEICHUS
HOMEHKJIaTypbl MEIULIHUHCKAX W3JCJIHI, BHECEHHS] U3MEHEHUW B PErUCTPALMOHHOE
NOChE€ MEIULMHCKUX HW3LENININ, MPUOCTAHOBICHUS [EUCTBUS PETUCTPALIMOHHOTO
YIAOCTOBEPEHUSA, YTBEPKACHHBIM IocTaHOBIeHHEM [IpaButenbcrBa KhIpreizckou
PecrryOnuku ot 5 uronst 2018 roga Ne 311;

OOmMMH NpaBWJIaMH PETUCTPALMM MEIWLHUHCKUX H3Aenuid B PecnyOnuke
MonpoBa, npeactaBieHHbIMU B 3akoHe PecriyOnnku Mosnosa ot 9 utons 2017 roga
Ne 102 «O MenuuumHCKMX u3Aenusix». [leranuzanus mporecca B 3aBUCUMOCTU OT
TANA U TpeJHa3HAYCHUS MEAMIMHCKUX W3JEIUN OomnucaHa B TMOJOXKCHUSX,
yTrBepkIeHHbIX [IpaButenscTBoM PecryOnrku MosnoBa;

[IpaBwiiamMu  TOCYAapCTBEHHOW  PErUCTpalid  MEIUIHWHCKUX  W3JACIIHM,
YTBEPKJICHHBIMU TTO0cTaHOBJIeHHEM lIpaButenscrBa Poccuiickoii ®Penepanuu Ot
27 nexadbps 2012 roma Ne 1416;

noctaHoBiieHneMm lIpaBurenbctBa Poccuiickoit ®epepanuu ot 3 ampens
2020 roga Ne 430 «O6 ocoOGeHHOCTSX OOpalleHUs] MEAUIIMHCKUX H3JEIUud, B TOM
YHUCJI€ TOCYJAAPCTBEHHOW PETUCTpAMHU CepUH (MapTHH) MEAUIIMHCKOTO W3EITHS)
(mamee — moctaHoBieHne Ne 430, OcoOEHHOCTH), HAMpaBIEHHBIM Ha 00CCIICUCHHE
MOTPEOHOCTEN POCCUIICKON CHUCTEMBI 3IpaBOOXPAHEHUSI MEAUIIMHCKUMH W3/IEIUSIMH,
TaKUMU KaK CpeJCTBAa WHAUBUIAYAIIBHOM 3alllUThl, TEPMOMETPHI, TECT-CUCTEMBI,
ammapatbl ~ MCKYCCTBEHHOMW  BEHTWIALIMM  JIETKMX,  KOTOpble  HE  ObUIM
3apETUCTPUPOBAHBl HWJIM AHAJIOTH KOTOPBIX OTCYTCTBOBaJIM, M TOTPEOHOCTH B
KOTOPBIX cTaja ocTpoJaedUIUTHON Npu peanuszanuu B Poccuiickoit @eaepannn Mep,
HaIlPaBJICHHBIX HAa NPEAYNPEKICHUE U TMPEIOTBPALICHUE PACHPOCTPAHECHHS Ha
tepputopun  Poccuiickoit ®exepaniid  HOBOM  KOPOHABUPYCHOM  MH(EKIUU
COVID-2019.

Cornacio mnyHkTy 10 gokymMeHTa JOMycCKarTCa BBO3 B Poccuiickyro
denepanuio, peaausaius, TPAHCIOPTUPOBKA, XpPaHEHHUE, IPUMEHEHUE U YTUIN3ALMS
(YHMUYTOXKEHHE) HE 3aperuCTpUpPOBaHHBIX B Poccuiickoit denepanuu MeaUITUHCKUX
U3JIeJIUA OJTHOPA30BOr0 MCIOIB30BaHUS (MTOMEUYEHBI 3HAKOM™) TI0 TIEPEUHIO COTJIACHO
npwioxeHuto Ne 1 k OcobeHHOCTSIM 0e3 mosrydeHus: paspemnienus Poc3apaBranzopa,
€CJIM yKa3aHHbIC U3JEUsSl 3aPETUCTPUPOBAHBI B YCTAHOBIICHHOM MOPSIIKE B CTpaHe-
IPOU3BOIUTEIIC.

Cnegyer OTMETUTh, 4YTO JJIsi  OOpalieHuss MEIUIUHCKUX  W3JCIHMA
MHOTOPa30BOT0 MCTOJIB30BAHUS, BKIIOYAs UX MPUMEHEHHE, HE0OOX0IUMO TOTyUYeHUE
PETUCTPAIMOHHOTO YJIOCTOBEPEHHUSI Ha Cepuio (MapTHUI0) MEIUIIMHCKOTO W3JeIus
B COOTBETCTBUM C TOPSJIKOM, ycTaHOBIeHHbIM OcobeHHocTsmu. [locTaHoBieHue
Ne 430 neiictByer no 1 suBaps 2021 rona;

noctaHoBiieHueMm IIpaButensctBa Poccuiickoii ®enepauuu oT 18 mapra
2020 roma Ne 299 BHecennl m3MeHeHus B [IpaBmia rocygapCTBEHHOM perwcTpanuu
MEIUIIMHCKUX  M3JENUN, yTBEpXKAEHHbIE mocTaHOBIeHHWEeM lIpaBurtenbcTBa
Poccuiickoit denepanun ot 27 nexadbpsa 2012 roga Ne 1416 «OO6 yTBepkaeHUH

[Inana rocy1apcTBEHHON PErHCTpallMi MEIUIIMHCKUX u3nenui (nainee — [IpaBuna).
[Tynkramu 57-57(20) IIpaBun npeaycMoTpeHa yCKOPEHHAsl TOCyAapCTBEHHAs
perucTpanus MEAUUUHCKUX U3JEIINN MO0 MEPEUYHI0 MEAULIUHCKUX U3JEIUN C HU3KOU



10

CTETIEHbIO TMOTEHLUHUATBHOTO pHUCKA WX TMPUMEHEHUSA, B OTHOIIEHHWU KOTOPBIX
YCTaHOBJIEHBI 0COOCHHOCTH TOCYAapCTBEHHOM PErUCTpaIIHH.

OnnoBpemenHo B nyHkTe 37 IlpaBun mnpuBeneH NepedeHb W3MEHEHMI,
BHOCHUMBIX B JIOKyMEHTBI, COJEpIKAIIMECS B PETUCTPALMOHHOM J0ChE, KOTOPHIE HE
TpeOyIOT TPOBEICHHUS DSKCHEPTU3bl KadecTBa, S()PEKTUBHOCTH U OE30MACHOCTH
MEAMIMHCKOIO U3JIENHNS;

[Topsinkom peructpanyu JEKapCTBEHHBIX CPEJICTB M MEIUIMHCKUX TOBApOB
B Pecnybnuke Tamkukuctan, yTBEpXKAECHHBIM pacnopsbkeHueM MuHUCTepCTBa
3/paBOOXPAHEHUS] U COLMAIBHOM 3amuThl HaceneHus Pecnyonmuku Tamkukucran
ot 21 aBrycta 2015 roga Ne 736;

[Tono>xxeHneM O MOPSAIKE TOCYAApCTBEHHOW PETUCTPALMU JIEKapCTBEHHBIX
CPEICTB, M3MEIN MEAUIIMHCKOTO Ha3HAYCHUS M METUIIMHCKOW TEXHUKH W BBIIAYU
PETUCTPAIIMOHHOTO yIOCTOBEPEHUS, YTBEP)KICHHBIM TOCcTaHOBIeHWEM KabuHeTa
MunuctpoB Peciy6mmku Y36ekucran ot 23 mapta 2018 roma Ne 213.

Cpoxu ¥ CTOMMOCTB IOCYAAPCTBEHHOM PerucTpauuu
MEJIULUHCKUX U3eJMH B rocyaapcreax — yuactuukax CHI

r Cpoxk necTBus
ocyaapersa - Cpoku peructpanuu CroumocTb PErUCTPALIMOHHOTO
yaactauku CHI'
YAOCTOBEPCHUA
1 2 3 4
Pecny6nuka 15 nueii — B ciiyuae 10 6Ga30BBIX BETMYUH — 5 zer,
benapychb HallpaBJIEHUs 3ampoca B BbIJIaya PErHCTPAIIIOHHOTO | 3aTeM 0eCCPOYHO
JIpyrue TOCy1apCTBEHHbIE | YIOCTOBEPEHHS;
OpraHsl, 1 700-2 600 nonnapos
WHBIE OPTaHU3aLUN — CIIIA — xomIuIekc
B TeueHue 1 Mecsa; NpeIBapUTENbHbIX
150 nueit — mpoBeneHue TEXHUUYECKUX paboT
MpeABapPUTEIbHBIX
TEXHUYECKUX pabOT
Pecry6mmka 7 pabouux aHEH; 11 MecAYHBIX pacUeTHBIX 5 n1eT g1 u3aenui
Kazaxcran 90-160 gueit — okasareiei, mim 26 455 MEIUITMHCKOTO
MPOBEICHUE SKCIEPTU3bI TEHTE Ha3HAYEeHHUS,
7 et aus
MeIUIIMHCKOMN
TEXHUKH
Keipreizckas 10 500—49 000 comoB 3a beccpouno
Pecniybnmka OHO m3JIere (PKCIIEPTH3A)
Pecriyonuka 30 gHEl — perucTpanus 26 054 nesa — oneHka makera | 5 jer
MongoBa MEIUIUHCKUX U3IEINI JIOKYMEHTOB JIJISI
0e3 MapKHUPOBKH paspenieHus KIMHAYEeCKIX
EBporneiickoro coro3a HUCCIIEJOBAHUN JUIA
(EC); MEIUITMHCKUX U3SIINH
10 paGouux nHel —
pEeruCTpanus TaHHBIX
0 MEIUIMHCKUX U3ACTUSIX,
UMEIOIINX MapKUPOBKY
EC
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1 2 3 4
Poccuiickas 8 pabounx aHeH; 7 000 pybneii — BpI1aua Beccpouno
Denepanus 35 nHeli npu BHECEHUU pEerucTpaloOHHOrO

U3MEHEHUN YAOCTOBEPEHUS;

45 000-115 000 py6ueit —
IKCIEPTU3a KAueCcTRa,

3¢ heKTUBHOCTH U
0€30MMacHOCTH
MEIUIIUHCKOTO U3/ICITHS;

20 000-55 000 pyobaeit —
[PY BHECCHUU U3MCHCHUI B
JOKYMEHTBI, COJICpIKAIIHECS
B PErHCTPALIMOHHOM JIOCHE

PecniyOnuka 5 ner
TamxukucTan
Pecry6nmka 120 wm 155 nueit B 2-KpaTHBIN pa3mep S mer
VY30ekucran 3aBUCHUMOCTH OT BUJa MHUHHMaJIBHOH 3apaboTHOM
U3JIEHs IUIaThI — Bbllaya
yIIOCTOBEPEHMUS;

10-kpaTHbIiA pa3Mep
MUHUMAJIBHOH 3apab0OTHOM
IUTaThl — PACCMOTPEHHUE
3asBJICHU S

[ToctanoBnennem CoBera MunuctpoB PecnyOnuku benapyce ot 19 mas
2020 roma Ne298 «O rocymapCTBEHHOM PETHCTPALMM MEAULMHCKUX W3JIEIUH,
JIEKapCTBEHHBIX CPEACTB U (hapMalleBTHUECKUX CyOCTaHIIMID BHECEHbI U3MEHEHUS U
JOTIOJTHEHUS! B €IMHBIN NEepPEeUYeHb aJIMUHUCTPATUBHBIX MPOLEAYP, OCYLIECTBISIEMbIX
roCyJlapCTBEHHbBIMU OpraHaMM ¥ HWHBIMH  OpraHU3alUsIMU B  OTHOIICHUU
IOPUIMYECKUX JIMI] W WHIWBUAYAJbHBIX NpPEeANPUHUMATENECH, YTBEPKICHHBIN
noctanoBienneM CoBera MunuctpoB Pecnybnuku benapycs ot 17 ¢epans
2012 roma Ne 156, B wactu, Kacarolleicsi BBEACHHUS YNPOLIEHHOW MPOLEAYPHI
peructpanuu (rpu ycioBun Hanmmuus peructpanuu B crpanax EC u CIIIA) u cpokos
JIEHUCTBUS PETUCTPAIIMOHHBIX yIOCTOBEPEHUH (TP TOCYIapCTBEHHON PETUCTPAINH —
S JIeT, MpH rocyAapCTBEHHOM MepeperucTpalui — 6eCCpoyuHo).

VYKa3zaHHbIM BBIILIE TOCTAHOBJIECHUEM CYIIECTBEHHO COKpalleH IepeYeHb
JOKYMEHTOB M CBEJACHUN NyTeM JIOMOJHEHMS CIIy4aeB BHECEHMsS HW3MEHEHUM
B PEruCTPAallUOHHOE JOChE, KOTOpbI€ paHblI€ OTHOCHIUCh K MPOLEIype
nepepeructparnuu npoAaykiuu (moamyHkTel 10.12.1-10.12.9 nynkra 10.12 Eaunoro
nepeyHs: aIMUHUCTPATUBHBIX MPOLIETY]).

OnTumuzanus MepevyHs JIOKYMEHTOB M CBEICHUN, MPEeCTaBIsSEMbIX
3aMHTEPECOBAHHBIMU JIMIIAMU B YIIOJIHOMOYEHHBIA OpraH Juisl OCYIIECTBIEHUS
YKa3aHHBIX aJMUHUCTPATUBHBIX MPOLIEAYpP, MO3BOJIUT 3aABUTEISIM YINPOCTUTHh U
YCKOPUTH UX TOJATOTOBKY, a TAK)KE ONEPATUBHO MPOBECTH BCE HEOOXOUMbIE PabOThI
B CllydyasgX BHECEHHMS W3MEHEHHIl B PETUCTPALMOHHBIE JOCHE WM PETUCTPALMH
MPOAYKIUH.

[IpousBoauTenAM  MNPOAYKUMH  TAaKXE  IMPEJOCTABICHBI  BO3MOYKHOCTh
MPOBEJCHUSI YCKOPEHHOW OKCIEePTU3bl JOKYMEHTOB M TMpaBO BbIOOpa 00O
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aKKpEeIUTOBAHHOM J1a0OpaTOpuM, BKIIOYEHHOW B peecTp HarmoHanbHON cUCTEMBI
akkpenutauuu PecnyOnuku  benmapych, ¢ 1enbl0  MPOBEACHUS  CAHUTAPHO-
TUTUEHUYECKUX U TEXHUYECKUX UCIIBITAHUN.

Ha wunTepHer-caiite pecnyOnuKaHCKOro yHuTapHoro mnpeanpustus «Llentp
AKCIIEPTU3 U UCTIBITAHUH B 3[[paBOOXPAHEHU» JIEUCTBYET CUCTEMA HH(DOPMUPOBAHUS
3aMHTEPECOBAHHBIX JIMI] O XOJ€ KOMIUIEKCA MPEABAPUTENBHBIX TEXHUYECKUX padoT,
MPEALIECTBYIOLIETO rocyJapCTBEHHOU perucTpauuu (mepepeructpanun)
MEIUIMHCKUX W3JENUN, U O3HAKOMJIEHUS C HHCTPYKIUSMH IO NPUMEHEHUIO
(3KCIUTyaTalnun) 3aperuCTPUPOBAHHBIX MEIUIMHCKUX U3/IEIIUN.

B Pecny6muke Kazaxcran c¢ 2015 roma rocymapcTBeHHas yciyra 10
perucTpaudd  MEIMLIMHCKUX  U3JeIUMd  ONTUMHU3MpPOBAaHA U IEpEBE/IECHA
B DJICKTPOHHBIN (hopmar.

B coorBercTBUM ¢ 3akoHoM Pecnybmuku MommoBa ot 9 mrons 2017 roxa
Ne 102 «O MeaUMUMHCKUX W3ACIHIX» MEAUIMHCKUE H3LEIHUS MOJJIeKAT OIECHKE
COOTBETCTBHS U JIOJHKHBI OTBEYATh TPEOOBAHUAM, MPEAYCMOTPEHHBIM B TEXHUUECKHUX
pernamentax. Hamnune w™apkupoBku EC 1neMOHCTpUpYET, YTO OHHM MPOILIU
OpOLEAYPbl OLIEHKM COOTBETCTBHSI M TIPU HUX Pa3MEIICHUUM Ha PBIHKE
HET HEOOXOIUMOCTH TOBTOPSITh IPOLEAYPHl OLEHKH COOTBETCTBUSA. MEIUIMHCKUE
u3nenus, umeroume mapkupoky EC, pasMemarorcs Ha pbIHKE B COOTBETCTBHH
C TIporeAypO HOTU(DUKALINK, YTBEPKICHHOW MPUKA30M ATEHTCTBA IO JICKAPCTBAM U
METUIIMHCKUM m3aenusM oT 13 oktsaopst 2017 roma Ne A07.PS-01, Rg04-201
«O0  yTBEp)KIEHMM  AJIMHUHHCTPATUBHBIX  OpoOLENyp A  HOTU(]UKAIUU
0 MEAULMHCKUX  M3AeNUsIX ¢ mapkupoBkoit  EC», u  peructpupyrorcs
B locymapcTBeHHOM peecTpe MEIUMUMHCKUX W3Jenuil. Perucrpauus IaHHBIX
0 MEIULMHCKUX W3JENUsAX, Pa3MEILICHHbIX Ha pblHKE, ¢ MapkupoBkoid EC He
AaBysieTCsl (PaKTOM BBIJAYM ATEHTCTBOM IO JIEKAPCTBAM M MEIUIIMHCKUM U3CIHSIM
pa3pelIMTENIBHOIO JIOKYMEHTa, M 32 3Ty MNpOLUEAypy HE B3UMaercs IuIaTa.
Menutnunckue wuznenuss 6e3 MapkupoBkd EC MOryT BBOAMTBCS Ha PBIHOK H
UCIIOIb30BaThCA TOJBKO MOCIE MPOXOXKICHUS UMU OLEHKH COOTBETCTBUS M HX
peructpaund. OAHAKO OTEYECTBEHHBIE IPOU3BOAUTENIN MEAULUHCKUX H3AEIHMA
OCBOOOKIAIOTCS OT PETUCTPALMOHHBIX COOPOB.

B Poccuiickoit ®enepanuu  pemeHuss PocsapaBHamzopa 00  oTKaze
B PErHCTpallii METUIIMHCKOTO U3/EIINs, a TAKXKE IEUCTBUS DKCIIEPTOB U 3aKITIOUEHUS
AKCIIEPTHOTO YUPEKICHUS O HEBO3MOXKHOCTH MPOBEICHUS KIIMHUYECKUX UCTIBITAHUN
MEJUIIMHCKOTO U3JIEHS MOTYT OBITh 00KaJIOBaHbI B CYJI€OHOM TTOPSIIKE.

MeauuuHckue u3Aenusi, SIBISIIOIMECS CpPEICTBAMH H3MEPEHHM, MOoaexaT
BHECEHHIO B PEECTPhl CPEICTB HM3MEPEHUH U JOMYCKAIOTCS K NPUMEHEHUIO
B MOpPSAKE, YCTAHOBJICHHOM 3aKOHOJIATEIIbCTBOM B cepe oOecreueHus: eInHCTBA
W3MEpPECHUM.

B Keipreisckoit PecnyOnuke Takke yTBep»KAeH HauuoHaubHbI [lepeuenp
KU3HEHHO BAXXHBIX JIEKAPCTBEHHBIX CPEJICTB U MEIMUIIMHCKUX W3JENHI, B KOTOPBI
BKJIIOUEHBl MEIUIUHCKUE W3JeNHs, HMEIoIMe HauOONbIIyI0 3HAYUMOCTh JUIf
CTPaHBI.
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[TpousBoauTENN U UMIOPTEPHI METUIIMHCKUX U3nenuit Pecnybnuku benapych
u Poccuiickoit ®enepanuu oJHOW W3 MPOOJIEM, CBS3aHHBIX C pETHCTparueit
MEIUIMHCKUX HW3JeNul, 0003HAYaloT IJIUTENbHOCTh MPOIEAYPbl PErHCTpallid U
BHECEHUS U3MEHEHUI B JJOKYMEHTBI, COICPKAIINECS B PETUCTPALMOHHOM JOChHE.

B npouenype peructpanuu (mepeperucrpanuu), MOMUMO YIOTHOMOYEHHOTO
oprana B 00JIACTM TOCYJApCTBEHHOM pETUCTpallMM MEIUIMHCKUX W3JEIUH,
3a/ICMICTBOBAaHbI IIEHTPHI, MPOBOSIIME JTA0OpATOPHBIE HCCIEIO0BaHUS (CAaHUTAPHO-
TUTUEHUYECKME M TEXHUYECKHE), CaHUTAPHO-TUTMEHUYECKHUE JabopaTtopuu,
B KOTOPBIX OIPEIEIICHBI CPOKH MTPOBEICHUS COOTBETCTBYIOIIMX UCIIBITAHUN. [|aHHbBIE
yapexaeHUsT He (UTYPUPYIOT B OCHOBHBIX HOPMATHBHBIX IMPABOBBIX JOKYMEHTAX,
MpeyCMaTPUBAIOIIUX TPOBEICHUE MEPONPUATUM U paboT, MNPEAIIeCTBYIOIIUX
rocyJapCTBEHHOM perucTpainuu. Takum oOpa3oM, TPOU3BOJAUTENN B3aUMOICUCTBYIOT
C HUMHM HE€ B paMKax OJHOIO JOroBOpa, a 3aKIIOYarOT HECKOJIBKO JIOTOBOPOB
C KaXIbIM YUPEXKIECHUEM B OTIACIBHOCTH.

JImMTeNnbHOCTh ITPOLEYPhl PETUCTPALMU U BBEACHUS HA PHIHOK MEIULIMHCKUX
U3JIeTINH, a Takke HEOOXOJUMOCTh BHECEHUS W3MEHEHUHW B JOKYMEHTHI,
coZep Kallrecss B PErUCTPALIMOHHOM JOChE, 3aTPYIHSIOT BBIIYCK Ha PBIHOK HOBBIX
MEJUIMHCKUX HU3JIeTUi U oOpalieHue 4acto MOoAUPUIMpyeMbIX (OOHOBIISIEMBIX)
MEIUIIMHCKUX U3CINH.

Y nmpou3BoaMTENIEd W HMMIOPTEPOB MEIMWLIMHCKMX H3Aenui B Poccuiickon
®denepanuy CynieCTBYIOT CIICIYIOMIUE MPOOIEMBI:

1. IlpoGnembl,  BO3HMKAKOIIME B  paMKax  JKCIEPTU3bl  KAauyecTBa,
3 PEeKTUBHOCTH 1 OE30MMACHOCTH MEAUIIMHCKOTO WU3/ICIIHS:

CyOBbEKTHUBHBIIM MOJX0/1 JKCIIEPTOB AKCIIEPTHOTO YUPEKIACHUS
K IPEACTABICHHBIM 3asSBUTEISIMU JIOKYMEHTAaM W CBEJCHUSIM, HEOOOCHOBaHHOE
PENbABICHUE N30BITOYHBIX, 4 TAKXKE PA3IMYHBIX TPEOOBAHUI Pa3HBIMU IKCIIEPTAMU
B OTHOIIEHUHY aHAJIOTUYHBIX MEIULIMHCKUX U3EIIH;

OTCYTCTBHE MEXaHWU3Ma MPEABAPUTEIBHOIO  O3HAKOMIICHUS  3asBUTEIIA
C OKCIIEPTHBIM 3aKJIFOUCHHEM, a TaKKe€ OTCYTCTBHE BO3MOXKHOCTH OO0KaJIOBaHUS
OTPULATEIIBHOTO  3aKJIIOYEHUs  DKCIHEPTHOW  OpraHu3aluyd 10  OPUHATUSA
PETHCTPUPYIOIINM OPTaHOM pEIICHUS 00 OTKa3e B PETHUCTPAIMH MEIUITUHCKOTO
W3JEI1s HA OCHOBAHUY JAHHOTO 3aKJIFOYEHUS.

2. CIO)KHOCTM TpH  OTHECEHHWHM  MEAMIIMHCKUX  M3JIeTUd K  KoJaM
no O6mepoccuiickoMy kiaccupukaTopy MNPOAYKIMUA IO BHAAM SKOHOMUYECKOM
nestenbHocT (OKII2), a Takxke OTCYyTCTBHE MEXaHU3Ma JjIsl BHECEHUS] U3MEHEHUI
B  PETUCTPAIMOHHOE  YIOCTOBEPEHHUE  MEAMIMHCKOrO  M3JACIUS B  CBS3U
C HeNpaBWIbHBIM NpucBoeHueM koja OKII2.

Peructpupyromuii opras 1o peKOMEHIAUUHU 3KCIIEPTHOTO YUPEKIAECHUS MOKET
W3MEHUTh YKA3aHHBIA B 3a4BJICHUM O PETUCTPALUH MEIULIMHCKOTO W3HEIUS KO
OKIIZI2 w [npuCBOUTH HE COIVIACOBaHHBIM ¢ 3aaBuTeneM koia. Ilpu »Tom
B 3aBucuMoctu ot kojxa OKIIZ2 onpenensroTcss pa3Mep HaJIOrOBOW CTaBKU IPH
HAJOTOOOJOKEHNH, a TaKKe TMPUMEHECHHE OTPAaHWYCHUN W MPEAOCTaBIICHUE
MPEUMYIIECTB B pPaMKax OCYIIECTBICHHUS 3aKyMOK TOBAapOB, padoOT, YCIyr s
roCyJapCTBEHHBIX M MYHULHMIAIBHBIX HYXJ. TakuM oOpa3oMm, OOHU U TE€ K€
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MEIULUHCKHE W3Aends MOryT uMmeTh pasnuusble kKoasl OKIIA2. Tem cambiM
OPOU3BOJMUTENIN  CTaBATCS B  HEPABHBIC  YCIOBUS IIPU  OCYIIECTBICHHUH
IPEANPUHUMATEIIBLCKON AEATENBHOCTH.

3. OTCyTCTBHE YETKOTO IMPAaBOBOTO PETYJMPOBAHUS B OTHOLIEHUHU CIIOKHBIX
MEIULUHCKUX W3JEIUHM, BKIIOYANOMHUX KOMIUIEKTYIOIIUE, NPUHAMICKHOCTH U
COCTaBHbIE YacTH, KOTOpPbIE MOTYT TaKXe OBbITh MPHU3HAHBI CAMOCTOSTEIHHBIMU
MEIULUHCKUMU U3JIEIIASIMU.

CorylacHO TNpeACTaBICHHBIM CBEAEHUSM BBO3 Ha Tepputopuro Poccuiickoii
@enepauuy  COCTAaBHBIX — YacTe€W, KOMIUIEKTYIOIIMX M IPUHAICKHOCTEN
MEIUILMHCKOrO0 HW3JeNusd IO OTAENbHOCTU 3aTpynHeH. HeoOxoauma permcrpanus
COCTaBHBIX YaCTeW, KOMIUICKTYIOIIUX W NPUHALICKHOCTEW MEIULIMHCKOIO W3JEINs
B OTJCJIBHOCTH, YTO B CBOIO OYEpPEIb YCIOXKHIET U IIOBBIIAECT DKOHOMHYECKHE
3aTparbl Ha PETUCTPAllAI0 U BBOJ HA PBIHOK MEIUIMHCKOIO HU3JACIHS B BHUIC
KOMIUIEKTa WK Habopa.

OOpamieHne MEOUIMHCKUX —HW3JEIMH, BKIIOYAIOIIUX COCTaBHBIE YaCTH,
KOMIUIEKTYIOIME U NPUHAICKHOCTH, 3aTPYAHEHO U TEM, YTO IOKYIATEIb MOXKET
ObITh 3aMHTEPECOBAaH B MPUOOPETEHUH JIUIIb HEKOTOPHIX  COCTaBISIOLIUX
MEIMIMHCKOIO M3JeNus WIM B MNPUOOPETEHUH YKA3aHHBIX COCTaBJISIOLINX
MEIUIMHCKOTO M3JEAUsl B KOJUYECTBE OOJIbIIEM, HEXKEIU MPEAyCMOTPEHO
B PETUCTPALlMOHHOM YAOCTOBEpPEHUU. Bmecre ¢ Tem peanmsanuss MEIUIMHCKOTO
M3JENHS B COCTAaBE, OTIMYHOM OT YKa3aHHOT'O B PETMCTPALMOHHOM YAOCTOBEPEHUH,
MOKET OBbITh MPU3HAHA HE COOTBETCTBYIOILIEH PETMCTPAIMOHHOMY yIOCTOBEPEHUIO.

Cnpasouno: 6 Poccuiickoti @edepayuu 60npocsl pe2yiuposanusi 8 OMHOULEHUU «CTIOHCHBIXY
MEOUYUHCKUX UZ0ENUL OMPAICEHbl 8 HAYUOHATbHOM 3aKOHOO0AmeNbCmae.

4. B Poccwmiickoii denepani  OTCYTCTBYET IIPaBOBOE PETyJIMPOBAHHUE
B OTHOIICHUH MEAUIIMHCKUX U3JACIUNA «OTKPBITOTO» THUIIA, UMEIOIINX BO3MOXKHOCTh
B3aMMOJICUCTBHSI HE TOJBKO C KOMIUICKTYIOIIMMH, COCTaBHBIMA 4YacTAMU U
MIPUHAIJICKHOCTIMH, YKA3aHHBIMA W3HAYAJIBHO B PETUCTPAIIMOHHOM yIOCTOBEPCHUH,
HO W C AHAJIOTMYHBIMH MM JPYTrUX MPOU3BOaUTENCH. B0O3MOXKHOCTH yKa3zaHWMsI
B PETUCTPAIMOHHOM YJIOCTOBEPCHUH «WJIW aHAJOTUYHBIN» HaApSIIy ¢ KOHKPETHBIMU
KOMITJICKTYIOITAMH, COCTAaBHBIMU YacTAMH W TMPUHAUICKHOCTIMU OTCYTCTBYET, U
UCIIOJIb30BAaHUE MEIUITMHCKOTO W3JCIHUS C HWHBIMH KOMIUISKTYIOIIUMH TpeOyeT
BHECCHHS M3MEHEHUH B JOKYMEHTBI, COJICPIKAIIUECS B PETUCTPAIIMOHHOM JIOCHE.

5. Bricokue pasmepbl TOCYIapCTBEHHBIX TMOINUIMH, YCTaHOBJICHHBIC 34
MIPOBEICHHUE DKCIIEPTU3BI KauecTBa, YH(PEKTUBHOCTH U OE30MACHOCTH MEIUITUHCKOTO
W3JIeTUsI, CO3/Ial0T OMpe/eleHHbIe Oapbephl ISl PETUCTPAIIMA HOBBIX MEIUIIMHCKUX
W3JIeTTUi U BHECCHUS] N3MEHEHUI B JIOKYMEHTBHI, COICPIKAIINECS B PETHUCTPAIIMOHHOM
JI0ChE, B IIETIIX OOHOBJICHUS 3aPETUCTPUPOBAHHOTO MEAUIIMHCKOTO U3ICITHSI.

B cnydae oTkasza B peructpaiuy MEAUIIMHCKOTO U3/IEIUs NN OTKa3a BHECCHUS
U3MEHEHUI B JOKYMEHTBI, COJEpPKALIUECs B PErUCTPALIMOHHOM JOChE, yIIauye€HHas
rocyJapcTBeHHas MOILUIMHA HE MOJJICKUT BO3BPATY.

6. HeoOxoaumocTh NpOBeeHUsT UCHBITAHUM W WCCIEAOBAHUM JJIsi BHECEHUS
U3MEHEHUI B HAMMEHOBAHUE MEIUIIMHCKOTO U3/IEIH.
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B Poccuiickorn Penepanuu B CIIydae BHECEHHSI W3MECHEHHM B JIOKYMEHTHI,
coJIepyKalliecss B PETUCTPAIIMOHHOM JIOChE, HE TPEOYIONIUX IKCIIEPTU3bl KauecTBa,
3pPeKTUBHOCTH M O€30IaCHOCTU MEIUIIMHCKOTO H3JCNHs, B TOM 4YHCIE
B HAMMEHOBAHUE MEIUIIMHCKOTO W3ACHMs, TpeOyeTcs NpOBEIACHUE TEXHUYECKHUX
HCITBITAaHNUHM, TOKCUKOJOTHUECKUX HMCCIICAOBAHNM, KIIMHUYECKUX UCITBITAHUM.

[Io MHEHUMIO MPOU3BOAUTENEH, JaHHOE TPeOOBaHUE SBISETCA W3IUIIHUM U
CTaBUT aJMUHHCTPATUBHBIC Oapbepbl I BHECEHHS W3MEHEHHII B HAUMEHOBAHUE
MEJAUIMHCKOTO W3JeNnsl, B TOM YHUCIIC, HAlpUMEP, B YIAKOBKY MEIULIMHCKOTO
u3nenus 0e3 N3MEHEHHS HEMOCPECTBEHHO MEIUIIMHCKOTO U3IEITHSI.

Cnpasouno: 6  pamkax  Oeticmgyowei 6  Poccuitickoti  @edepayuu  npoyedypul
ZOC'yadeWZGQHHOIZ pecucmpayuu CpoKu npO@@d@HHﬂ IKCnepmu3swvl AGJIAIOMCA
UemKo pecilameHmupoeaHibiMu, MUHUMATIbHO 603MOINCHbIMU U CONOCMABUMBIMU
CO CPOKaMU, NPUHAMBIMU 6 MeNCOVHapooHou npakmuke. Crnedyem makdice

ommemums, 4mo, Hanpumep, Cpox pecucmpayuu meouyuHckux uzoeiuti 6 EA9C
npeegvluiaent CpoK npoyedypuvl 20CYO0apPCMEEeHHOU pecUCmpayul 8 HeCKOJIbKO pas.

2.2. IIpobaembl TulleH3UPOBaHNs B cpepe oOpameHus
MeIMUIMHCKUX U31eTuil

B otmensHBIX TrOCymapctBax — ywactHukax CHI'  ocymecTtBisercs
JULEH3UpOBaHUE paboT (yCIyr), CBSI3AHHBIX C MPOU3BOJCTBOM (M3TOTOBJICHUEM),
TEXHUYECKUM OOCTYKMBAaHUEM U PEMOHTOM MEIULIUHCKUX U3/IETH.

B PecnyOnuke ApMmeHMs TEXHHYECKHE PEIICHUs IS JIMIEH3UPOBaHUsA
TOBAapOB MEIULMHCKOIO HAa3HAYE€HHsI 110 OTACJIBHBIM 3aKOHOJATEIbHBIM aKTaM
HE IPEIyCMOTPEHBI. JIMIIEH3UPOBaHUE TAKUX BUIOB PEIIEHUN OCYLIECTBISETCS Ha
oOIIMX OCHOBAaHUAX B COOTBETCTBUU C 3akoHOM PecmyOnuku ApmeHust oT 28 HIoHS
2008 roma Ne3P-111 «O06 u300peTeHUsIX, MOJE3HBIX MOJENSAX U MPOMBIINIIEHHBIX
oOpasmaxy.

B Pecny6Gnuke benapych nesTenbHOCTh, CBsi3aHHas C  pa3pabOTKOM,
MPOM3BOJICTBOM U NAIBHEUIIIEH peannu3alnueil MEIUIMHCKAX U3CIU, HE TTOJICHKUT
nuueH3upoBanuto. Ilpoaykiusi, 3aperucTpupoBaHHas B KaueCTBE MEAMIIMHCKOM
TEXHUKU WU W3eJIMA MEIUIIMHCKOTO HA3HAYEHHUS U pa3pelieHHast K MEAUIIMHCKOMY
npuMeHeHuto B Pecrybnuke benapych, He MOAIEKUT 00S3aTETLHOMY MOITBEPKACHUIO
COOTBETCTBUS (cepTU@UKaUUU U JeKiIapupoBaHuio) B HamumonanbHOU cucteme
MOJITBEPKJICHUSI COOTBETCTBUS Ha TeppuTopun Pecniy6nuku benapych.

Cornacno Yka3y IIpesunenta Pecriyonuku benapych ot 26 HosOpst 2015 roga
Ne 475 «O BHecenun u3MeHeHui U nonoiHeHuit B Yka3el [Ipesunenta Pecnybnuku
benapyce» ¢ 1 mapta 2016 roga He TpedyeTcs HaIM4Usl CTICIIMATBHOTO Pa3peIICHHUS
(IMueH3ur) Ha TpoBeleHHe paboT U YCAyr MO MOHTaXy (AEMOHTaxy), Halalke,
TEXHUYECKOMY OOCIy’)KMBAaHMIO, BKJIIOYAas MPOBEPKY TEXHUUYECKOTO COCTOSHUSA
(oOcnenoBanme Ha MpeaMET PabOTOCIIOCOOHOCTH), PEMOHTY M3AEIUNA MEAUITTHCKOTO
HA3HAYCHUS.

B cBsi3M ¢ TeM 4TO 3KCIUTyaTalss U MPUMEHEHUE MEIUIIMHCKOW TEXHUKH
B OpraHu3aiusax 37paBOOXPAHEHUS] JOJDKHBI COMPOBOXKIATHCS KaueCTBEHHBIMU
ycllyraMu MO WX MOHTaXy, HaJlaJKe, TEXHHUYECKOMY OOCIY>KUBaHUIO U PEMOHTY,
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OTMEHAa MEXaHHM3Ma JIMIEH3UPOBAHMS MNAHHBIX YCIYr IPUBEIA K BO3MOKHOCTH
JOCTyIa Ha JAHHBIA PBIHOK OOJIBIIIOTO KOJIMYECTBA HEOOPOCOBECTHBIX CYOBEKTOB
X0341ICTBOBAHUS.

C 1enbio MCKIIOYEHUS CIIy4aeB HEHAJJISKAIEro OKazaHus padboT (yciyr) mo
TEXHUYECKOMY OOCTY>KHBAHHUIO U PEMOHTY MEIUIIMHCKON TEXHUKU MOCTAHOBJICHUEM
Cosera MunuctpoB Pecny6muku bemapycs or 2 wmas 2019 roma Ne 273
«O6 wm3menenun mnoctaHoBieHuit CoBeta MunuctpoB PecnyOnumku benmapych ot
2 centsa0ps 2008 roma Ne 1269 u ot 17 deBpans 2012 romga Ne 156» npemycmoTpena
BblJaya MUHHUCTEPCTBOM  3APABOOXPAHEHUS]  3aKIIOYECHHUS] O  BO3MOXKHOCTHU
MpoBeACHHS padoT (YCIyT) MO0 MOHTAXY, HaJlaJKe, TEXHUYECKOMY OOCITYKUBAHUIO U
PEMOHTY MEIMIIMHCKUX U3JIeTuid. B pa3BuTHE TaHHOTO MOCTAHOBJICHUS MTOATOTOBIICH
M u3gaH npuka3 MuHucTepcTBa 31paBooxpaHeHuss PecmyOnuku - benapychb
ot 30 uronsg 2019 romga Ne 942 «OO6 opranuzaiuu paboT MO BbIJAY€ 3aKIIOUYCHHMN O
BO3MOXHOCTH TPOBEJEHUS paboT (yCIyr) MO MOHTaXy, HajaJKe, TEXHUYECKOMY
OOCITY’>)KUBaHUI0O U PEMOHTY MEIUIIMHCKOW TEXHUKU W HW3ACIUNA MEAUIIMHCKOTO
Ha3HAYEHUSD.

B Pecny6nuke Kazaxcran nuieH3MpoOBaHUE MPOU3BOJCTBA U W3TOTOBJICHUS
171631 (S 1507 MEULIMHCKOTO Ha3HAYECHUs OCYILECTBIISIETCS MECTHBIMU
WCIIOJHUTENBbHBIMA  opraHamu roponoB Hyp-Cynrana, Anmatel, IleiMKeHTa U
npyrux obnacteil Pecniyonuku Kazaxctan u gBisieTcsl TOCYAapCTBEHHOW YCIYTOi,
KOTOpasi OKa3bIBa€TCS B DJICKTPOHHOM BHJI€ B TeueHue 15 paboumx mHed co aHs
Mo/Jauu 3asBKM MPU YCIOBUU COOJIIONECHHS KBAIU(PUKALMOHHBIX TpPEOOBAHMIA,
NPEaBSABISIEMbIX K MEOUIMHCKOM W ¢dapMaleBTUYECKOW  JAESATEIbLHOCTH,
YTBEPKICHHBIX MPUKA30M MUHHCTpa 3APaBOOXPAHEHUS W COIMAIBHOTO PAa3BUTHS
Pecnyonuku Kazaxcran ot 23 ssaBaps 2015 roma Ne 27. JlearenbHOCTh, CBSI3aHHAS C
ONTOBOM W PO3HUYHOM peanv3alued U3JIeIUd MEIULIUHCKOrO Ha3HAYCHUS,
OCYIIECTBJISIETCS. B COOTBETCTBUMU ¢ 3akoHoM PecmyOmmku Kazaxctan ot 16 mas
2014 ronma Ne 202-V «O pazpelieHusx 1 yBeAOMICHUIX).

B Pecnybnuke MoingoBa JUIIEH3UPOBAHHUE JICSITEIIBHOCTH B 00JIaCTH
MEIUIIMHCKUX W3JeTui ObLJI0 MCKIIIOYeHO W3 3akoHa PecnyOnmuku MonmoBa oT
9 urons 2017 roga Ne 102 «O memuumHckux uzgennsax» B koHie 2018 roga. Crartss,
KOTOpas MpeaycMaTpuBalia JUIEH3UPOBAHUE JACATEILHOCTH B 00JIACTH METUITMHCKUX
U3JIeNIUA, B HOBOM pEIaKIMU TJIACUT, YTO IS OCYIICCTBICHHUS ACSITEIBLHOCTH IO
BBO3Y, MIPOU3BOICTBY, PealIU3allNN, TEXHHYECKOMY OOCITY)KMBaHHIO U (MJIM) PEMOHTY
MEIMIIMHCKUX M3ACIMA W (MJIH) ONTHKU NPEANPUHAMATENb JOHKCH HAHATH II0
MEHBIIIE Mepe OJHOro CHeluaaucTa B JaHHOM 00jacTd wuid B 00JacTu
OMOMHKEHEPHUH, 32 UCKITIOUCHHUEM allTeK U Mara3uHOB MEIUIIMHCKON OMTHKH.

B Poccuiickoit Denepannui MPOU3BOJICTBO U TEXHUYECKOE OOCITYKUBaHUE
MEIUIMHCKOW  TEXHUKHU  SIBJISIETCS  JIMUEH3UPYEMBIM  BHUAOM  JIEATEIIBHOCTH
(Denepanphbiii 3akoH Poccuiickoit ®epepanuu ot 4 mas 2011 roma Ne 99-03
«O NHIIEH3UPOBAHUU OT/ACIIBHBIX BUJIOB JIEATEIILHOCT).

B cootBerctBun ¢ 3akoHoM PecnyOnukn Tamxukucran ot 17 mas 2004 rona
Ne 37 «O nuueH3upoBaHWU HEKOTOPBIX BUAOB JEATEIBHOCTH» M MOCTAHOBJICHUEM
IIpaButensctBa PecnyOnuku Tamxukuctan ot 3 anpens 2007 roma Ne 172



17

«00 YTBCPKIACHUN ITomoxxennst 006 0COOEHHOCTAX JJUOCH3UPOBAHUA OTACIbHBIX
BHUI0B ACATCIBHOCTH» JIMOCH3UPOBAHUTIO IHo4JICKaT q)apMaHCBTI/I‘{eCKa}I
ACATCIbHOCTb, B TOM YHCIIC IIPOU3BOACTBO MCIAMIMHCKHUX TOBAPOB M TCXHHUKH,
peain3anua MCOAUIUHCKHUX TOBAPOB, a TAKXKC [OCATCIIBHOCTH IIO0 TCXHUYCCKOMY
O6CJ'Iy}KI/IBaHI/IIO MCI[PIHI/IHCKOﬁ TCXHHKH.

2.3. Hozmep;mca O0TCYECCTBCHHDBIX l'IpOl/I3BOIll/ITe.]1€I7[

B rocymapctBax — ywactHukax CHI' nelictByeT HeEOOIBIIOE KOJIMYECTBO
HAallMOHAJIBHBIX TMPOU3BOAUTENEH MEAUIMHCKUX W3JACIHM, YTO TOCylapcTBa B
BBICOKOW CTENEHW 3aBUCUMBIMH OT wuMIOpTa. B 3TOi cBsI3M rocyaapcra —
yyacTHukd CHI' uCnons3yroT pasinyHble CIOCOOBI MOMAJIEPKKH OTCYECTBEHHBIX
ITPOU3BOIUTEIICH.

B Pecnyonuke benapych, Pecniyonuke Kazaxcran u Poccuiickoit denepanyu
P MPOBEACHUHU 3aKYIMOK H3ACIUN MEIUIIMHCKOTO Ha3HAYEHUS W MEAUIIUHCKOU
TEXHUKH ONpeAeNieHbl MNpedepeHIuaibHble MONPaBKU Uil YYaCTHUKOB K IICHE
MPEJIOKEHUS] YYaCTHUKA, €CJIM MpEeAJiaraloTcsa ToBapbl (padoTbl, YCIYru), CTpaHOU
MPOUCXOKIEHUS KOTOPBIX SIBISIFOTCS rocyaapcTsa — uieHsl EADC.

B Pecniy6nuke benapych UMIOpTO3aMenieHnio yeaseTcs: 00JbIioe BHUMaHUE,
MOPTOMY Ha dTarax pa3pabOoTKh U OCBOCHHUS MMIOPTO3aMEIIAONIeH METUIIMHCKON
IPOJYKIIMU OKa3bIBAECTCS MPAKTUYECKAS MOMOIIb MPHU MOATOTOBKE JOKYMEHTOB JIS
roCyJapCTBEHHOM pPETUCTpaAIllMi, B TOM YHCIE MyTEeM NPOBEICHUS O00ydaronux
CEMHHAPOB, MyOJIMKAIUI B CHICITUATTM3UPOBAHHBIX CPEJICTBAX MACCOBOM MH(MOPMAITHH.

[TocnenoBaTeTbHO MPOBOAMTCS MOJIMTHUKA B OOJIACTH TOCYAAPCTBEHHBIX 3aKYTIOK,
HampaBJIeHHAsl Ha MOAJEPKKY OTEUECTBEHHBIX MPOU3BOIUTENICH U 3aMEHY MMITOPTHBIX
MEAMILMHCKUX W3JIEUN aHaJoraMl OT€YECTBEHHOTo Mpou3BoAcTBA. Ocob0e BHUMaHUE
yaeIsieTcs  BOMpOCaM  3aKYIKA — MEpPEBSA30YHBIX ~ MaTepuaigoB  O€30TXOJHOrO
MCIIOJIb30BaHUS HAIMOHAIBHOTO BO30OHOBIISIEMOIO PECYpPCa — JIbBHAHOTO BOJIOKHA.

[ToctanoBnennem Cosera MunuctpoB Pecnyonuku benapycs ot 17 mapra
2016 roma Ne 206 (B pemakumu ot 2 ampens 2019 roma) «O pgomycke TOBapoB
MHOCTPAHHOTO MPOUCXOKACHUS U MOCTABIIMKOB, MPEIJIAralolluX TaKue TOBaphl, K
Y4acTUIO B MpOleAypax TOCYyAapCTBEHHBIX 3aKyNOK» K YYacTHIO B OTKPBITOM
KOHKYpCE, 3JEKTPOHHOM ayKIMOHE, NPOLEIype 3arpoca LEHOBBIX MNPEII0KEHUN
JOMYCKAeTCsl yYacCTHHUK, NPEIOKEHHE KOTOPOrO COJIEPKUT HH(OOPMALUIO O
MIOCTaBKE TOBapa, YKa3aHHOTO B MPHUJIOKEHUU K MOCTAHOBIICHUIO, IPOUCXOISIIETO U3
MHOCTPAHHOTO TOCYJapCTBAa WM TPYINIbl HMHOCTPAHHBIX TOCYJapCTB, 3a
uckimoueHneM PecryOonuku  Apmenusi, Pecnyonmuku  Kazaxcran, Ksipreizckoit
Pecnybnuku u Poccuiickoii denepanuu, €ciau Uisl yd4acTHsi B 3THUX Mpoleaypax
rOCyJapCTBEHHBIX 3aKyNOK IMOJAaHO MEHee JABYX MNPEJIOKEHUN, COAEepKaluX
uH(pOpPMAIIUIO O TTOCTaBKE TAaKOI0 TOBapa, Mpoucxojsuiero u3 Pecnyonuku Apmenus,
Pecnybnuku benapych, Pecniyonuku Kazaxcran, Keipreizckoit PecniyOnuku u (vim)
Poccuiickoit  ®enepaniud, HW  COOTBETCTBYIOIIUX TPEOOBAHUAM KOHKYPCHBIX
JOKYMEHTOB,  AayKUMOHHBIX  JIOKYMEHTOB, JOKYMEHTOB, MPEIOCTaBISIEMbIX
IOpUINYECKOMY WM (U3UYECKOMY JIMIy, B TOM YHCJIC WHAUBUAYATHLHOMY
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NpEeANPUHUMATENIO, NIl TOJATOTOBKH MPEMJIOKEHHUS B LIETSAX Y4acTHUsl B IpOLEaype
3amnpoca IEHOBBIX MPEAJIOKEHUH, BKIIOYas MPUIJIAIIEHUE K y4acTHUIO B MPOLEIype
rocyJapCTBEHHON 3aKyTKHU.

Cnpasouno: noo oelicmeue 0AHHO20 NOCMAHOBIeHUs NONAdaom ciedyruue MeOUuyuHCKue
uzoenus: 6ama, Mapisa U AHAI0UYHbIe MAMEPUANbl, INEKMPOKAPOUOPaAhbl;
annapamypa — 91eKmpooUudacHOCMU4eckas, UCnoavb3yemas 6  MeouyuHe,
UHCMPYMEHMbL U NPUCNOCOONEHUSI CIOMAMOI02UYecKue, Wnpuybl ¢ ueiamu
unu 6e3, ucnoabzyemvle 6 MeOuyuHe, Xupypeuu, CHMOMAMONOSUU UTU
gemepuHapuu, npubopvl U 000pyoosanue Ol USMEPEHUs. KPOBIHO20
oasnenus;  IUMompunmepsvl  YIbmMpazgyKosvie;  npouyue  npubopvl U
yempoucmea, annapamypa OJisi HEPEHOU CMUMYAAYUU, npodue npubopvl u
YCmpoucmea, annapamvl 030HOB0U, KUCIOPOOHOU, aA3PO30JbHOU mepanuu,
UCKYCCMBEHHO20 — OblXaHus,  Mebelb — MeOUYUHCKAs, — XupypeuyecKas,
CMOMAMON02UYECKAs U 6eMEPUHAPHASL U YACTU K Hell.

B Pecnybnuke KazaxctaH pyKkOBOJACTBO M pealM3alUI0 T'OCYIapCTBEHHOU
MOJIMTUKHU B c(hepe TocynapCTBEHHON MOJIEPKKH MHIYCTPHAIbHO-WHHOBALIMOHHOM
JESTeIbBHOCTH, XUMHUUECKOH, (papMalleBTUYECKON U METUIIMHCKOMN MPOMBIIIIEHHOCTH
oCylIecTBIsIeT MUHUCTEPCTBO 110 UHBECTULIMAM U Pa3BUTHIO.

B cootBerctBumn ¢ Konekcom PecryOnmku Kaszaxcran «O 310poBbe Hapoaa u
CUCTEME 3IpPAaBOOXPAHECHUS» OJHUM W3 NPHUHIMUIIOB TOCYIAPCTBEHHOM ITOJUTHKU
B 00JIaCTH 3/IpaBOOXPAHEHUS ABIISIETCS TOCYIapCTBEHHAS MOJAEPKKA OT€YECTBEHHBIX
pa3paboOTOK M Pa3BUTUA KOHKYPEHTOCIIOCOOHON MEIUIIMHCKON U (papMarieBTUueCcKoi
ITPOMBIIIEHHOCTH.

B Kbeipreizckoii PecnyOnrike OTCYTCTBYET MPOMU3BOACTBO MEAMIIMHCKUX
U3JIeNUi, B HE3HAUYUTEIbHBIX 00bEMaX MPOU3BOASTCS TOJIBKO HIMPHULIBL.

B Pecny6nuke MongoBa mpeaoCTaBISIOTCS — JBIOTHI  OT€YECTBEHHBIM
OPOU3BOAMUTENSAM B  4YacTU OCBOOOXKIEHHUS HMX OT OIUNIaThl  CTOMMOCTH
PETUCTPALIMOHHBIX COOPOB MEANIIMHCKUX U3JIETHH.

B Poccuiickoii ®enepanuu nocraHosieHuem lIpaBurensctBa Poccuiickoit
Oeneparuu ot 5 depans 2015 roma Ne 102 «O6 orpaHMYCHHUSX M YCIOBHSIX
JNOIyCKa  OTHEJBHBIX BHUJIOB MEIMIMHCKUAX  W3JEIHNM, MPOUCXOMAIINX U3
WHOCTPAHHBIX TOCYJIApCTB, AJS LEJeH OCYIIECTBICHMS 3aKyIMOK IJsi oOecredeHus
rOCYyIapCTBEHHBIX UM MYHHMIMIAIBHBIX HYXI» YTBEpkKIACHbI [lepedeHb OTIeIbHBIX
BUJIOB MEIUUMHCKUX W3ACIINN, NPOUCXOASAIMX U3 HHOCTPAHHBIX TOCYAApCTB,
B OTHOIIEHUM KOTOPBIX YCTAHABIMBAIOTCA OrPAHUYEHUS [JOINyCKAa I  LEJen
OCYUIECTBJICHUSI 3aKYIOK ISl 00€CHeUeHUs] FOCYJAapCTBEHHBIX U MYHUIIMITAJTbHBIX
Hyxna (manee — Ilepeuenp Ne 1), a Taxke IlepedeHb MEAMITMHCKUX W3ACIUM
OJIHOPA30BOT0 MPUMEHEHHUSI (MCIIOJIb30BAHUS) U3 MOJUBUHWIXJIOPUIHBIX MJIACTUKOB,
MPOUCXOJAIINX M3 HMHOCTPAHHBIX TIOCYJAapCTB, B  OTHOIIEHUH  KOTOPBIX
YCTAHABIIMBAKOTCA OTPAHUYEHUS JOMYCKA ISl LEJIEN OCYIIECTBICHUS 3aKYIOK JJIst
o0ecrieueHnst TOCYIapCTBEHHBIX U MYHUIIMITAIbHBIX HYX 1 (1anee — [lepedens Ne 2).

JIns ocymecTBiIeHUs 3aKyNOK OTHEJIBHBIX BHUIOB MEIULMHCKUX W3IEIUH,
BKItOYeHHBIX B [lepeuens Ne 1 nnu Ilepeuens Ne 2, 3aka3uvK OTKJIOHSIET BCE 3asIBKH
(OKOHUaTEIbHBIE NPEJIOKEHNSA), COACPHKAIINE PEITIOKEHUS O MOCTABKE OTIEIbHBIX
BUJOB YKA3aHHBIX MEIHUIMHCKAX HW3ACIUNA, NPOUCXOISIIIMX U3 HWHOCTPAHHBIX
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rocyaapcT (3a UckioueHueM rocyaapcts — uieHoB EADC), mpu ycnoBuu, 4To Ha
ydyacThe€ B 3aKylKe IOJaHO HE MEHee [IByX YIOBJIETBOPAIOIIMX TpeOOBaHUIM
U3BEIICHU 00 OCYIIECTBICHUM 3aKYINKH W (MJIM) JOKYMEHTAIUHU O 3aKYIKE 3asiBOK
(OKOHYATEIBHBIX MPETI0KCHUH ).

denepanbHbIC rOCyJapCTBEHHBIE OrOKETHDBIE YUPEKICHUS u
roCyJapCTBEHHbIE YyupexkaeHusi cyobekToB Poccuiickoii ®enepanuu ¢ LEIbIO
OKa3aHUsd  MEIUIMHCKOW  TOMOIINM  JIMIAaM, CTPAJarollluM  HECTaOWJIbHOU
CTECHOKAPAUEH, OCTPHIM M MTOBTOPHBIM HH(PAPKTOM MHOKap/a, B paMKaxX IPOrpaMMbl
rOCYJIapCTBEHHBIX TapaHTUH OECIJIATHOTO OKa3aHWs TpaKJaHaMm MEAUIMHCKOM
oMo Bipase B nepuon ¢ 2017 mo 2022 rox oCyIEeCTBISITh 3aKYIIKA CTEHTOB IS
KOPOHApHBIX apTepuil METAUIMYECKUX HEMOKPBITHIX, CTEHTOB ISl KOPOHAPHBIX
apTepuid, BBUICIAIONIMX JICKAPCTBEHHOE CPEJCTBO, KaTETEpPOB  OaUIOHHBIX
CTaHJAPTHBIX [IJI1 KOPOHAPHOM AaHTHUOIUIACTHKK 0€3 MPOBEACHUS KOHKYPEHTHBIX
npouenyp y enuHctBeHHoro mnoctaBmmka OOQO «CTeHTeKe», OmpenesIeHHOTO
pacnopsbkenuem IIpaBurensctBa Poccuiickoir ®enepauuu ot 12 mas 2015 rona
Ne 855-p, koTopbiM Takxke 3akperieHa 00s13aHHOCTE OO0 «CTEHTEKC» M0 CO3/JaHUI0
IIPOU3BOACTBA MEIUIIMHCKUX U3IeNui Ha TeppuTopun Poccuiickon @enepanuu.

[Tpukaszom MunucrepctBa ¢uHaHcoB Poccuiickoit ®enepanuu oT 4 HIOHS
2018 roma No 126H (mamee — mpuka3z Ne 126H) yCTaHOBIEHBI YCIOBHS JIOMyCKa
TOBApOB, MPOUCXOJAIIUX U3 HWHOCTPAHHBIX TOCYIApCTB, [JIsl OCYIIECTBICHUS
3aKyNOK TOBapoB, paboT, ycayr g oOecleueHus TOCYAapCTBEHHBIX H
MYHULIMTATBHBIX HYX]I.

Cnpagouno: npu  ocywjeCmeieHuu 3aKynoK mo8apos, 6KIIOUEHHbIX 6  NepeueHy,

ymeepoicoeHuvili  npukazom Ne 126n  (Oanee — nepeuenv Ne 126m), ona
obecneyeHus 20Cy0apCmMBEEeHHbIX U MYHUYUNATILHBIX HYHCO NYMeM NPOo8edeHUs]
KOHKYpCA, AayKYUOHA, 3anpoca KOMUPOBOK UIU 3aANpoca NpeonodceHUll
VUACMHUKAM 3aKYNKU, 3A56KU HA yYyacmue Ul OKOHYamenbHvle npeoniodtceHus
KOMOPBIX cOO0epaHcam npeodnodceHuss 0 NoOCmasKke mogapos, NPouU38e0eHHuIX Ha
meppumopusix 2ocyoapcme — unenos EAIC, npedocmasnsatomces npeghepenyuu
6 omHouweHuy yeHvl KoHmpaxma & pazmepe 15 %.
Tax, npu ocywecmenenuu 3aKynox moeapos nymem NpoeedeHusi KOHKYpcd,
3anpoca npeonodceHull Ul 3anpoca KOMupo8OK PACCMOMPEHUEe U OYEeHKA
360K, COOEpAHCAWUX NPEOONHCEHUSL O NOCMABKE MOBAPOE, BKIIOUEHHLIX
nepeyerv Ne 1261 u npouzeeo0eHHvix Ha Meppumopusx 20cyoapcmes — 4ieHos
EADC, no kpumepuio «yena KOHMpAKmay npou38o0AmMcs ¢ NpuUMeHeHuem K
NPEONIONCEHHOU — YYACMHUKAMU — YeHe  KOHMPAKMa  NOHUNCAIOWe20
15%-noco koagppuyuenma. Ilpu smom rKowmpaxm 3axkirouaemcs no yeue
KOHMpAKma,  Npeonod’CeHHOU  Y4acmHUKoM  makou  3axkynku.  Ilpu
ocywecmeaieHuu 3aKynoK moeapos nymem npoeedeHus ayKyuoHda, 6 ciyuae
ecnu 3aa6Kka nobeoumens ayKYUuoHd COOEpHCUm HNpeodiodceHUue O NOCmasKe
mMoeapos, GKIIOYEHHbIX 8 nepeyerb Ne 1261 u npoucxooauyux uz UHOCMpanHvLx
eocyoapcma (3a ucknrodenuem eocyoapcme — dnenos EADC), koumpaxm c
maxum nobeoumenem ayKyuoHa 3axKaroyaemcs no yewe, chudxcennou Ha 15 %
npeonodcenHol nobeoumenem yeHvl KOHmMpaxKma.

B PecnyOomuke Tamxukucran HanoroBeim u  TaMOXeHHBIM KOJIEKCaMU
MIPOU3BOAUTEIISIM JIEKAPCTBEHHBIX CPEJACTB U MEAUIIMHCKUX TOBAPOB MPEAYCMOTPEHA
JBroTa IO BBO3Y HOBEHIIUX TEXHOJIOTHUH i (hapMalleBTUYECKUX MPEANPHUSTUH,
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COBPEMEHHOTO JINarHOCTUYECKOTO, ne4eOHoro, MEJIULIMTHCKOTO U
dapmareBTHYecKoro o00py0BaHuUsI, MEIUIIMHCKUX WHCTPYMEHTOB, MAaTEPHAIIOB JIJIs
IIPOU3BOJICTBA JIEKApCTB, KOTOphie ocBoOoxaatorcs oT HJIC u  Tamo>XeHHbIX
MIOIUIHH.

B PecnyOnuke VY30ekucran B COOTBETCTBMHM C YkKazoM [Ipesunenta
Pecnybnmuku V36ekuctan ot 10 ampens 2019 roma Ne VII-5707 «O nanmpHeHmmx
Mepax TO YCKOPEHHOMY pa3BUTHIO (PapMameBTHYECKOW OTpaciM PECIyOJIMKH B
2019-2021 romax» mpeaycMOTPEHO:

MPEAOCTaBICHNE MOPYUUTEIHCTBA OTEYECTBEHHBIM MPOU3BOUTEIISIM U3ETUI
MEUIIMHCKOTO Ha3HAYEHUS 110 KpeauTaM KOMMepUYeckux 0aHkoB B pazmepe 10 50 %
BKJIFOYUTENIBHO OT CYMMBI KpeauTa, Ho He Oonee 10 mipa cyMoB;

IIPOJJICHHE CpOKa JIEUCTBUS TOCYAAPCTBEHHOW PErMCTpAlMy  W3JEIIHN
MEIMIMHCKOTO0 Ha3HAYECHUS, a TaKK€ MX MOBTOPHASI TOCYJAPCTBEHHAs PETUCTPALIMS
OCYIIECTBIISIFOTCA TPU OTCYTCTBHM MNPOU3BOJAMMOM aHAJOTMYHOM OTEUYECTBEHHOM
OPOAYKIIMK B O0BEMaxX, JOCTATOYHBIX JUIsl YJIOBJIETBOPEHHUS TMOTPEOHOCTU
BHYTPEHHETO PBIHKA;

yctanoBiienne ¢ 1 wutonsg 2019 roma mo 31 gexabps 2020 roma, B mopsike
AKCIEPUMEHTA, TMpPU OCYIIECTBICHUU TOCYJAapCTBEHHBIX 3aKylOK  H3JEIui
MEIUIIMHCKOTO HA3HAYEHUS HOPMbI, MPU KOTOPOM TOCYJApPCTBEHHBIA 3aKa3uMK
OTKJIOHSIET BCE 3as1BKHU, COAECPKAIINE MPEIIOKEHHS O TOCTABKE UMIIOPTHBIX M3CIIHIM
MEIUIIMHCKOTO Ha3HA4Y€HHUs, MpU HAJIMYUM JBYX YYAaCTHHKOB M Oojiee —
OTEYECTBEHHBIX TPOU3BOIUTEINECH aHATIOTMYHON MPOIYKIINH;

ycraHoBienne ¢ 1 wurons 2019 roma mnpu TamMoOKeHHOM OQOpPMIIEHUHU
MMIOPTHBIX HM3JETUN MEIUIMHCKOTO Ha3HAYEHHUS B TAMOXKCHHBIM PEKUM «BBIITYCK
st cBOOOAHOTO OOpalieHust (MMIOPT)» cOopa 3a TaMOKEHHOE OQOpMIICHHE B
pasmepe 1,2 % TaMOXEHHOM CTOMMOCTH.

2.4. YcjIoBUS NAaTEHTHOM 3a1UThI

3aKOHOJIAaTENbCTBOM rocyaapcTB — ydacTHUkoB CHI' ycraHOBiieH MexaHW3M
peaiu3allud M 3alIUThl HCKIIOYUTENBHBIX NpPaB Ha OOBEKTHl HHTEIIEKTYaJbHOU
coOcTBeHHOCTU. Tak, yCTAHOBJIEHO HCKIIIOUUTENIBHOE MPABO MaTEHTO0OagaTelNs Ha
MCIIOJIb30BaHUE M300pETEHUs, MOJIE3HOM MOJENN WM MPOMBIIUIEHHOTO 00pasiua Io
CBOEMY YCMOTPEHUIO, €CJIM 3TO HE HAPYLIAET MPaB JAPYTUX JUL, HA Pa3pelICHUE WIN
3aNpeleHne UX UCIIOIb30BaHUS IPYTUM JIULAM.

[IpaBa Ha  pe3yabTaTbl  HMHTEIUIEKTyaJIbHOW  JEATEIBHOCTH  MOTYT
NPENOCTaBIsATh YYACTHUKY pbIHKA ONPEJEICHHYI0 PBIHOYHYIO BJIACTh, YTO
COTMPSDKEHO C  PHUCKOM  3JoymoTpeOneHuii. B kadecTBe  mpoTHMBOBEca
B AHTHUMOHOIIOJIBHOM 3akoHojarenbcTBe PecnyOnmuku benapych, PecnyOnuku
MomnnoBa, Poccuiickoii ®eneparuu u PecryOnnku Y30eKuCTaH yCTaHOBIIEH 3aIpeT
Ha HETOOPOCOBECTHYIO KOHKYPEHIIMIO, CBSI3aHHYIO C TpHOOpeTeHreM U (WJIH)
UCIIOJIb30BAaHUEM  OOBEKTOB  MHTEIUIEKTyalbHOM  COOCTBEHHOCTH, a  TaKke
aAMUHUCTPATHBHAS OTBETCTBEHHOCTh 33 HAPYLIEHUE YKA3aHHOTO 3alpeTa.

[Tpobnema nmpuMeHEeHUs! aHTUMOHOIIOJIBHOTO 3aKOHOAATENbCTBA K JIEHCTBUSAM
Y COTJIAIICHHSIM, CBA3aHHBIM C HCHOJIb30BAHUEM MCKIIOUHMTENBHBIX IpPaB



21

Ha Pe3yJIbTaThl MHTEIUIEKTYaJIbHOW JEATENbHOCTH, B HACTOSILEE BpeMs SIBIIACTCA
BECbMa aKTyaJIbHON. BOJIBIIMHCTBO COBPEMEHHBIX PHIHOYHBIX IKOHOMHUK (DOPMUPYIOT
CUCTEMY pEryJIHpoBaHHUs OOBEKTOB HMHTEIUIEKTYaJIbHONH COOCTBEHHOCTH HUCXOMS W3
MPUOPUTETA 3AIIUTHl IMYOJMYHBIX HMHTEPECOB (3alIUThl KOHKYPEHUHWHU) NeEpen
YaCTHBIMHM MHTEpECaMU MpaBooOIagaTeeu.

JIOBOJIBHO ~ CJIOXKHBIM B  HAcTOSAIIEE BpeMs MPEACTABISIETCS  BOIPOC
0 JIONYCTUMBIX OTPAaHUYEHMSIX MpaB nareHtooOsanatens. [loHMMaHne mateHTa Kak
3aKOHHOM  MOHOMOJMU €ro  BIaJeiblla CONPSIKEHO ¢  HE0OXOJUMOCTHIO
3aKOHOJIaTEIBHOrO 3aKpeIUieHus OajaHca MEXly HHTepecaMu NaTeHTO00IaaTeNns u
00I11eCTBa B LIETIOM.

3amMrTa NMaTeHTHBIX MpaB B AsepOaiimxaHckod PecnyOnvke perynupyercs B
COOTBETCTBUM C 3aKoHaMHM A3szepOaiimkaHckoil PecriyOmuku ot 2 utoHs 1995 rona
Ne 1049 «O negoOpocoBecTHOM KOHKYpeHIMu» U oT 25 utons 1997 roma Ne 312-1Q
«O mareHTax», a TakKK€ COOTBETCTBYIOUIMMH HOPMATUBHBIMHU MPABOBBIMU aKTaMH,
npuHaTeiMu Kabunetom MunuctpoB AszepOaiimkanckoit PecnyOnuku ¢ 1embio
o0Oecrne4yeHns NCIIOJHEHUS YKa3aHHBIX 3aKOHOB.

B cootBerctBUM co cratbeit 3 3akoHa A3sepOaiimxaHckoil PecrnyOnuku
«O mareHTax» IpaBa Ha BCE BHUJbI M300pETEHUI, B TOM 4ucie B chepe MEIULIUHBL,
OXpaHSIOTCS TOCYJIapPCTBOM M MOATBEpKAAOTCA nateHToM. Cpok JeHCTBUS MATEHTA
Ha Tepputopuu AszepOaiijpkaHckod PecryOnuku Jyisi M300peTeHHI COCTaBIISET
20 neT, I TOJIE3HBIX MOJIENICM M IPOMBINIJICHHBIX 00pa3ioB — 10 1eT ¢ gaTel
M0/1auy 3asiBKM B AT€HTCTBO MHTEIUIEKTyaJIbHOU coOCTBEHHOCTH. ITyHKT 3 cTaThu 10
naHHOro 3akoHa rnacuT: «Eciu mpeaMmer mareHTa Ha M300peTEHHME OTHOCHUTCS K
OPOAYKTY WJIH CTIOCOO0Y MPOU3BOACTBA, TPEOYIOIIMM aJIMUHUCTPATUBHBIX MPOLETYP
B COOTBETCTBUU C MPOLEAYPOM, YCTAaHOBJIEHHOM COOTBETCTBYIOLIMM OPraHOM
VCIIOJIHUTEIBHOW BJIACTH, CPOK JCHUCTBUS IATEHTAa NPOMJIEBACTCA 10 S5 JET IO
3anpocy nareHtooonanatens». Cpok IelcTBUS NaTEHTa Ha MPOMBIIIUIEHHBIN 00pasell
Ha OCHOBE XOJaTailcTBa MAaTeHTOOOJagaTeNsi MOXKET ObITh NMPOJJIEH C YCIOBHUEM HE
0oJsee yem Ha 5 Jier.

Cnegyer OTMETUTh, YTO B cdepe MEAUIMHBI 3a MOCIEAHHE NATh JIET B
ATEHTCTBE MHTEIUICKTyaJIbHOW COOCTBEHHOCTH 3aperucTpupoBaHo 16 m3o0peTeHui,
15 none3HbIx Monened, MNOJAHO M OTHPABJIEHO COIJACHO YCTaHOBJIEHHBIM
npouenypam 6 MexxayHapoAHbix 3asiBok PCT (MexayHapoaHas MaTeHTHAsl CUCTEMA)
1 65 eBpa3uiiCKuX 3asiBOK.

Cratbs 19 3akona AsepOaiimxanckoid PecnyOmuku «O  mateHTax»
npeaycMaTpUBaeT, 4YTO J000€ IOpUIMYECKOe WM (U3HUECKOE JIMIO BIIpPaBe
MCIOJIb30BaTh NU300pETeHHE, MOJIE3HYI0 MOJIEbh U MPOMBIIIICHHBIA 00pa3el] TOJIbKO ¢
corjacusi maTeHToo01a1aTelNsi Ha OCHOBE JIMIIEH3MOHHOTO 10roBopa. B cooTBeTcTBUM
C MEXIYHapOIHBIMU COTJIALICHUSIMH, B KOTOPBIX ydacTBYeT AsepOaiikaHCKas
PecniyOnuka, wuWHOCTpaHHbIE IOpUAMYECKHE WM (U3WYECKHE JIMIA BIpPaBE
NOJIb30BAThCS IIPAaBAMM, MPEIYCMOTPEHHBIMA B YKAa3aHHOM 3aKOHE, HApaBHE C
rpaxaanamu AsepOaiipkanckoit PecrryOmukm.

Hns  mommepxkku — um3oOperareneid B AsepOaimxkaHckoil — PecmyOnuke
IJIAHUPYETCSl MPUMEHUTHh HAJOTOBBIE M TAMOYKEHHBIE JIBIOTbl K UMIIOPTUPYEMOMY
TEXHOJIOTUYECKOMY 000pyI0BaHUIO. ATeHTCTBOM MHTEJUIEKTYaJIbHON
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COOCTBEHHOCTH pa3paboTaH 3aKOHOMPOEKT O BHECEHUH COOTBETCTBYIOIINX
u3MeHeHnil B 3akoH  AsepOaiikanckord — PecnyOmuku  «O  mareHTax».
3aKOHOMPOEKTOM TPEAyCMaTpPUBAECTCs, YTO B TeueHHWe 3 JIeT CO JHA Hayana
MCIOJIb30BaHMUsl 00BEKTa MaTEHTHOIO MpaBa, MPUHAJIEKAIIETO MaTeHTOo00IaaTeNsIM
U XO3SICTBYIONIMM CyOBEKTaM HE3aBHUCHUMO OT OpraHU3allMOHHO-TIPABOBOM (POPMBI, B
OTHOIIIEHWM BCEX BHUJOB OOOPYIOBaHHS M CBHIPbs, BBO3UMOTO C LEJIBIO
UCIIOJIb30BaHUsl MATEHTAa, a TaKXeE JI0XOJIOB, IOJIYYEHHBIX NPH HCHOJIb30BAHUU
naTeHTa, OyIyT YCTaHOBJEHBl COOTBETCTBYIOLIME JIbIOTHI B TaMOXEHHOM U
HanoroBom kopexcax AszepOaitmxanckoit Pecybonmuku. Kak oxumaercs, mpunsarue
JAHHOTO 33aKOHOMNPOEKTa IOCIHYXUT CTUMYJOM [UJIsi CO3JaHus M JAJIbHEHUIIEro
BHEJIpEHUs HM300pETEHUN W TMOJE3HBIX MOJENEed, B TOM YHCIE€ U B 00JacTu
MEIUIIMHCKUX U3CINH.

B Pecnybnuke benapych HCKIIOUMTENBHOE NPaBO Ha pa3iMyHblE OOBEKTHI
paBa MPOMBINIUICHHOW COOCTBEHHOCTH  MPEJOCTABISIETCS HA  OCHOBAHHUH
UX FOCYJJapCTBEHHOM peructpanud B HanvoHanpHOM LEHTpE HHTEIIEKTyaJIbHOU
COOCTBEHHOCTH U YAOCTOBEPSETCS IMAaTEHTOM (M300peTeHus, IOJIE3HbIE MOJEINH,
MIPOMBIIICHHBIE 00pa3ibl, COpTa PACTEHUI), CBUIIETEILCTBOM (TOBApHBIC 3HAKH,
3HAaKM OOCITYXMBaHUS, HAMMEHOBAHUSI MECT IMPOUCXOXAECHUS TOBAPOB, TOIOJIOTUU
MHTErPAIbHBIX MUKPOCXEM).

B Hacrosimiee Bpemsi B OTHOLIEHUM M3ACIUA MEIUWLUMHCKOTO HAa3HAYECHUS U
MEJUITMHCKON TeXHUKU B PecmyOnmke benmapych npemoctaBieHa mpaBoBasi OXpaHa
5 753 ToBapHbIM 3HaKaM. B Tom uucie 4 289 ToBapHBIX 3HAKOB 3apErHCTPUPOBAHBI
Ha MMs MHOCTPAaHHBIX IpaBooOiaaaresneit mo npoueaype Maapuackoro corjamieHus
0 MEXIYHApOJHOM pErucTpaiuu 3HakoB U 1 464 TOBapHBIX 3HAKa 3apETrUCTPUPOBAHBI
10 HalMOHAIBHOW mpouenype, u3 HuUX 741 — Ha uUMI HMHOCTPAHHBIX
npaBooOanarenei.

B oTHoOlIEeHNH M3 MEIUIMHCKOTO Ha3HAYEHHUS] U MEIULIMHCKON TEXHUKH
MAaTEHTHBIM OPraHOM TAKXKE 3apETMCTPUPOBAHO U BHIJAHO MATEHTOB (IEHCTBYIOLIUX,
a TaKKe JeCTBUE KOTOPHIX MOKET OBITh BOCCTAHOBIIEHO):

235 — Ha n300peTeHus, U3 HUX 37 — Ha UMsI HHOCTPAHHBIX TPaBooOIaIaTenei;

104 —Ha mone3Hble MOJENM, M3 HHUX S5 — Ha UM HHOCTPAHHBIX
mpaBooOIaIaTesne;

41 —na npomsbllUIeHHbIE 00Opaslbl, U3 HUX 12 — Ha WM HMHOCTPAHHBIX
mpaBooOIagaTeNeH.

Cnpasouno: na meppumopuu Pecnybonuku Benapyce maxoce Oelicmsylom nameHmobl
Ha uzobpemenus, 6vi0anHvle Eepasutickum namenmHviM — 8€00MCMBOM
6 coomeemcmsuu ¢ Eepasutickoi namenmuou koneenyueu om 9 cenmsops
1994 200a.

B cootBercTBUM ¢ 3akoHOoM Pecnybnuku benapycek ot 16 nexabps 2002 roaa
Ne 160-3 «O mnareHTax Ha W300pPETCHHS, TMOJIE3HBIE MOJEIH, MPOMBIIIICHHBIC
oOpasmp» CpPOK JEWCTBUS TaTeHTa COCTaBseT: Ha m3ooperenne — 20 Jer,
HA TMOJIE3HYI0 MOJENb — 5 JIET ¢ BO3MOXHOCTBIO MPOJUICHUsI He OoJiee ueM Ha 5 JeT,
Ha IPOMBILUIEHHBIN o0pasel] — 10 1eT ¢ BO3MOXKHOCTHIO MPOATIeHHs He OoJiee YeM Ha
5 net. XonaTaiicTBO O MPOJIEHUU CPOKA JIEHCTBUS MATEHTa MOXKET OBbITh MOJAHO JI0
UCTEUYEHUS CPOKA JIEHCTBUS MMAaTEHTA.


https://www.lexpatent.by/faq/#1_1
https://www.lexpatent.by/faq/#1_1
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[Io MHeHNI0O MHUHUCTEPCTBA AHTUMOHOTIOJIBHOTO PETYIUPOBAHUSA U TOPTOBIIH,
BBEJCHUE MEXAYHAPOJHOTO NPUHUMUIIA UCYEPHAHUs HCKIIOYUTEIBHOIO IpaBa Ha
TOBAapHBIN 3HAK, TOBapHbIM 3HaK EADC B OTHOIIEHUHU OTIEIbHBIX BUJOB TOBAPOB Ha
OMpEeNEeNCHHBIH CPOK CO3JacT YCJIOBHS CBOOOJHOIO TEpPEMEIICHUS TOBapoOB,
IPUBEIET K TMOBBIIICHUIO KOHKYPEHLUHMHM TIPOJABIOB, a, CIEJOBAaTEIbHO, — K
CHW)KEHHUIO LEHbl MMIIOPTHOrO TOBapa. BMmecre ¢ Tem ero jeraju3anuss MOMKET
MPUBECTH K YBEJIMYEHUIO JIOJIM KOHTpadakTa, CHIKEHUIO pEHTa0eIbHOCTH Ou3Heca
M3-32 HEIOOPOCOBECTHOM KOHKYPEHIIMHU, YMEHBIICHUIO MHBECTULIN B IPOU3BOJICTBO
U T.I.

B PecnyOnuke Ka3axcran B ciayyae MOCTYIUIEHHS B FOCYJapCTBEHHBIM Opras
nH(pOpManuu O HapyILIEHUH HCKIIOYUTEIbHBIX IPAaB OXPAHHOIO JIOKYMEHTa Ha
M300peTeHre WM TOJE3HYI0 MOJENb B cepe oOpalieHust u3aenuidl MeIULUHCKOTO
HA3HAYEHUS U MEIMIMHCKON TEXHUKH IOCYAApCTBEHHBIM OpraH NMPHOCTAaHABIMBAET
JeMCTBHE PErUCTPAIMIOHHOTO YOCTOBEPEHHUS 10 MOTYUYEHHsI pe3yIbTaToOB Cy1€O0HOrO
pa3buparenbcTBa Ha OCHOBAHUU CIIEAYIOIIUX TOKYMEHTOB:

3asiBJICHHUE IAaTEHTOOOJIaaTeNsi OXPAaHHOrO JOKyMEHTa Ha M300peTeHHe WU
HOJIE3HYI0 MOJENb O (paKkTe HApYUIEHUs €ro HUCKIIOYUTENBHBIX IMpaB APYyTUM
3asBUTENeM (MO0 €ro MpeiCTaBUTENsl — MPH HATUYUK HOTapHaJIbHO 3aBEPEHHOM
JIOBEPEHHOCTH);

HOTapUaJbHO 3aBEpPEHHash KONUs MaTeHTa Ha M300pETeHHE WM MOJIE3HYIO
MOJIEJIb;

peuieHue cyAa O Ha3HauYeHMHM Jeja o0 ocnapuBaHUM (HapyLIEHUH)
MCKIIFOUUTENBHBIX MPaB K pa30upaTesbCTBY B CYZA€OHOM 3aCeIaHMH.

Ha Teppuropun Pecniy6nuku MonioBa rpaBa Ha U300peTeHHe MPUoOpeTaroTCs
U OXPAHSIOTCA IYTEM IPEAOCTaBIICHUs MAaTE€HTa 1'0Cy/1apCTBEHHBIM areHTCTBOM IIO
UHTEIUJIEKTYaJIbHON COOCTBEHHOCTHU (AGEPI) COTJIACHO YCIIOBUSIM,
npeaycMoTpeHHbIM 3akoHoM PecryOnmku MoimoBa ot 7 maprta 2008 roma Ne 50
«O0 oxpaHe u300peTeHUiI». B COOTBETCTBUM C JaHHBIM 3aKOHOM NPU3HAIOTCS U
OXpaHsIOTCs Ha TeppuTopuu Pecny6nuku MonoBa npasa, BEITEKArOIIKE:

W3 €BPa3UUCKOro MaTeHTa, BBIJIAHHOTO HA OCHOBAaHUM €BPA3UMCKOMN 3asBKU;

BaJIMMPOBAHHOIO €BPONENCKOIO MMaTEHTA.

[IpaBo Ha MaTeHT NPUHAJICKUT HU300pETATENI0 WA €ro MPaBONPEEMHUKY.
Cpok neicTBus maTeHTa Ha n3o0peTeHue coctapisieT 20 JeT U UCUUCISAETCS C IaThl
noJiauu 3asBKU Ha nateHT. Cpok AeCTBUS KPaTKOCPOUHOTO NaTEHTa Ha U300peTeHne
COCTABJISIET 6 JIET M UCUUCISETCS C AaThl MOJA4YM 3asIBKM HA KPATKOCPOUHBIN MATEHT.
[TarenToobnanatens BmpaBe mnoaath B AGEPI 3asBneHue o mpojjieHUH Cpoka
JENCTBUS KPAaTKOCPOYHOIO MaTeHTa He Oojiee ueM Ha 4 roja.

Jig meauuuHCKUX M (puTodapMaleBTUUECKUX MPOIYKTOB, SBISIOLINXCS
MPEAMETOM MAaTEHTa, MOYKHO IOJYYUTh JOMNOJHUTENBHYIO OXpaHy COIJIaCHO
YCIIOBUSIM, MPENyCMOTPEHHBIM 4acThio 2 rnaBbl V 3akoHa PecmyOnmku MongoBa
ot 7 mapta 2008 rona Ne 50 «O6 oxpane u300peTeHUID».

Taxxxe AGEPI sBnsercs nepxareneM HanumonanbHOTro perucrpa 3asBOK Ha
MaTeHT Ha wu300peTeHue, HanumoHanmpHOTO perucrpa 3asgBOK Ha KPAaTKOCPOUYHBIN
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naTeHT Ha u3o00pereHue, HanumoHanbHOrO perucTpa MaTeHTOB Ha M300peTeHHE U
HannonansHOro perucTpa KpaTkoCpOUHbIX MMATEHTOB HA U300pETEHHE.

HannonanbHbIN perucTp maTeHToB Ha n300pereHre u HarmoHnansHbIi peructp
KPaTKOCPOUYHBIX MaTEeHTOB Ha  M300peTEHHWE  OTKPBITHI s MyOJIMYHOTO
o3HakomieHus. CBeneHus, coaepskamuecss B HanumoHanbHOM perucTpe 3asiBOK Ha
MaTeHT Ha u300peTeHue W HalMOHAIBHOM pPErucTpe 3asBOK Ha KPATKOCPOUHBIM
MaTEeHT Ha N300peTeHne, IBIIOTCS KOHMUICHITUATBHBIMHY 10 MyOIHKAIIUN 3asIBKH.

B Poccniickoit @enepannu [ 'paxxknanckum koaekcom Poccuiickoint @enepannu
YCTAHOBJICH MPABOBOM MEXAHU3M pealii3allii U 3alIUThl UCKIIOUUTEIIbHBIX MPaB Ha
OOBEKTHI MHTEIUIEKTYaIbHOM COOCTBEHHOCTH.

CornacHo nyHkty 1 cratbu 1358 ['paknanckoro Kojekca naTeHTo00J1a1aTelto
NPUHAIIICKUT HUCKIIOYUTEIBHOE MPaBO MCIOIb30BAHUS HM300pETEHUs, MOJIE3HOU
MOJIENIA WM TPOMBIIUIEHHOTO 00pa3lia B COOTBETCTBUU CO cTaThbedt 1229
['paxxnanckoro kojekca J0ObIM HE MPOTHBOPEYAIMM 3aKOHY criocoboMm. B cumy
nyHkta 2 ctatbu 1358 ['paxmgaHcKoro Kojekca HCIHOJb30BaHUEM H300pETEeHMS,
MOJIE3HOM MOJENIM WM MPOMBIIIJIEHHOTO 00pa3ila CUMTAETCS BBO3 Ha TEPPUTOPHIO
Poccuiickoii ®@enepanuu, W3roTOBICHHE, MPUMEHEHHE, MPEIJI0KEHUE O MHPOJAKE,
pojiaxka, MHOE BBEJIEHHUE B IPakIAHCKUNA OOOpPOT WJIM XpaHEHHUE JUIs ATUX Ieliel
MPOAYKTa, B KOTOPOM HCHOJIb30BAaHbI M300pPETEHUE WM TOJIe3HAs MOJIeNb, JU0O
W3/eNusl, B KOTOPOM MCII0JIb30BaH MPOMBIIIICHHBIN o0pasell.

B cooTBeTcTBUU C JNEHCTBYIONIUM 3aKOHOAATEIHCTBOM OOECIIEUEHUE 3aIUThI
HCKJTIOYUTEIBHBIX TIPaB OCYIIECTBISIETCS KaK C MCIOJIb30BAHUEM T'PakJIaHCKO-
MPaBOBBIX MEp, TaK W C MPUMEHEHHEM MEXaHU3MOB aAIMUHHUCTPATUBHOIO M
YTOJIOBHOTO MpaBa.

Cornacno cratee 1360 I'paxxnanckoro kojnekca IIpaButenscTtBo Poccuiickoit
@denepaniu MMEET MpPaBO B HMHTEpecax OOOPOHBI M OE30MAaCHOCTH Pa3PElIUTh
UCIIOJIb30BAaHUE HM300pETEHHUs, TOJIE3HOM MOJEIHM WU TPOMBIILIEHHOTO o0pasiia
0e3 coriacus MareHToo0aaAaTelNs C YBEIOMIICHUEM €ro 00 ATOM B KpaT4alIIHii CpoK
Y C BBIIUIATOM €MY COpPa3MEpPHOU KOMIIEHCALIUH.

B Hacrosmiee Bpemsi DepepanbHON aHTUMOHOMONBHONU cimyx)6oit (DAC
Poccun) paspaboran mpoekt PemepanpHoro 3akona «(O BHECEHHH H3MEHEHHUI B
crarbio 1360 I'paxkmanckoro koaekca Poccuiickoit denepanymny», KOTOPIM BBOJIUTCS
HOBas pemakuusi crtatbu 1360 ['pakIaHCKOro KoOAEKca, NpeaycMaTphBaromas
YTOUHEHHE OCHOBAHMU JJIsl BbIJaud pa3pelieHus Ha UCIOJIb30BaHUE H300pETECHMUS,
MOJIE3HOW MOJIeNIM WJIM MPOMBIIUIEHHOTo 00pasia 0e3 corjiacus naTeHToo0naaarens
IIpaBurensctBoM Poccuiickon denepannu TakKe U B MHTEpecaxX 3alluThbl )KU3HU U
3I0POBBS TpaXKaaH.

B  Pecnybnuke TamxukucraH, i TOTO  4TOOBI  BOCIPOM3BECTHU
3aMaTeHTOBAHHOE M300PETEHHE /ISl MOCIEAYIONIEH ero peaan3alnud U MPUMEHEHHS,
HEO00XOJIUMO MOJIYUYUTh CBUIETEIHLCTBO COOTBETCTBYIOIIETO OpraHa.

Kpome Toro, Pecnybnuka Tamkukuctan SBISETCS  WIEHOM  psa
MEXIYHAPOJHBIX W PETrHOHATBHBIX HOPMATHUBHBIX TMPABOBBIX AaKTOB B 00JacTH
OXpaHbl ¥ 3alUTBl OOBEKTOB WHTEIUICKTYaJIbHOH COOCTBEHHOCTH, a TaKkKe
ydgacTHUKOM Jlorosopa o nmarenTHou kooneparuu (PPCT) u EBpa3zuiickoit maTeHTHON
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KOHBEHIIMH, B CBSI3M C 4YEM IMPOBEJAEHA TapMOHM3ALMS 3aKOHOJATEIbCTBA Ha
MEXKIyHApOJIHOM YPOBHE.

Taxke 2 wmapra 2013 roma PecnyOmmka TamKUKUCTaH BCTYNMHJIA BO
BceMupHyto TOproByro opraHu3ainio, B COOTBETCTBUU C NoyioxkeHneM CornameHus
10 TOPTOBBIM AacCIleKTaM IIpaB MHTEUIeKTyanbHOH coOctBeHHOCTH (TPUIIC)
MpeayCMaTPpUBACT MHUHUMAJbHBIE CTaHAAPThl 10 OXpaHE WHTEIUIEKTyaJIbHOU
COOCTBEHHOCTH U TPEAOCTABIISACT MATCHTHYIO OXPaHy JIIOOBIM H300PETEHUSIM BO BCEX
00J1aCTSIX TEXHUKU U TEXHOJIOTHUHU.

2.5. IleHoBoe peryJimpoBaHue

B rocynapctBax — yuactHukax CHI' rocynapcTBeHHOE peryiaupoBaHUE LIEH HA
U3IeNUsl MEAUIMHCKOIO HA3HAYEHUS U MEAUIMHCKYI0 TEXHHKY OCYILECTBIISETCA
B pa3iMYHbIX (popMaTax: Mo BCEMY MEPEUHIO M3AENINA, HA OTPAaHUYCHHBINA MEPEUYCHb
WJI HE OCYIIECTBIISETCS BOBCE.

CornacHo 3aKoHOAATENbCTBY A3sepOaiikaHckol PecnyOnuku 1ieHBI Ha
MEIMIMHCKUE MPUHAJICKHOCTH U 000pYJOBaHME HE OTHOCATCA K II€Ham,
PEryJIMpyEMBIM TOCYIapCTBOM. LIeHa Ha 3TH POILYKTHI ONPEIEISIETCS CAMUM PBIHKOM.

Kymns, XpaHeHHe W mNpojaaka MEIULUUHCKOTO OOOpYAOBaHMS, TEXHUKH U
IPUHAJUIEKHOCTEN OCYIIECTBISIIOTCA C ydyeToM TpeOoBaHMIl K KyIule, XpaHEHHUIO U
MpoJlaXe  MEOUUMHCKOrO  OOOpYAOBaHMS, TEXHUKM U  NPUHAMJIECKHOCTEH,
YTBEPKICHHBIX IIOCTaHOBJICHUEM MunucrepcTBa 31paBOOXPaHEHUS
Azepbaiimxanckoit Pecryonmuku ot 2 oktaopst 2006 roma Ne 153.

bonbiias yacTe JIEKapCTBEHHBIX CPEJACTB M MEIMWLMHCKUX MPUHAMJIEKHOCTEH
ObUla 3aKyIUIeHa U HCIIOJIb30BaHA TOCYAAPCTBEHHBIMU MPEANPUATUIMU U
oprannszanusmu. Tak, B 2019 roxy npon3BOICTBO U UMITOPT JIEKAPCTBEHHBIX CPEJICTB
U MEIUUUHCKUX MPUHAMJICKHOCTEH, a TakkKe MEIUIIMHCKOro O00OpYyAOBaHUA U
KOMIUIEKTYIOIIEW MPOAYKUMH, HCHONB3YEMOM TIPU OKCIUTyaTallud, COCTABUIN
272 043,6 TeIc. pommapoB CIIA. M3 »stot cymmnl 57,33 % 3akymok ObLIO
pEeaIn30BaHO 3a CUET FOCYJAPCTBEHHBIX 3aKYIIOK.

Cnenyer ormeruth, yTo B 2020 romy yAenbHbIMI BEC TOCYIAPCTBEHHBIX
3aKyNOK TMOBBICWJICS B COOTBETCTBHUM CO 3HAUUTEIBHBIM POCTOM  3aTpar
rocyJlapcTBeHHOTO OrokeTa st 00proObl ¢ mangemueit COVID-19. B cBs3u ¢ atum
Ba)KHO Pa3BUBAaTh KOHKYPEHLMIO HA PHIHKE JIEKAPCTBEHHBIX CPEICTB U MEAULMHCKHUX
NPUHAAJICKHOCTEH, a TaKXKe MEIUIMHCKOTO OOOpYAOBAHMS M KOMIUIEKTYIOLIEH
NPOIYKIMHU, UCTIOIB3YEMOM MPHU 3KCIUTyaTallud. Mephbl, TPEANPUHATHIE B MTOCIEIHNE
rogpl B 00JacTH BHEAPEHUS OJEKTPOHHOM KOMMEPLUMHM TpU TPOBEACHHUU
rOCYJapCTBEHHBIX 3aKYMOK B LEJSIX MOBBILIEHUS UX MPO3PAYHOCTH U MPEIOTBPAILICHUS
3aKJIIOUYEHMs] COIVIAlICHUM Ha TeHJepax, HWrpaloT BaXHYI pojb B Oopbbe co
37I0yNOTPEOJCHUSIMH U BEJICHUEM IIEPErOBOPOB HA 3TOM PhIHKE.

B PecnyOnuke ApMeHuss MEIULIMHCKHE W3JENHs MPU BBO3E€ B CTPaHy MOTYT
ocBoboxnatecs oT HJIC.

Cnpasouno: 6csi npoOyKyus, KOMOpas NPUMEHAemcs 6 MeouyuHe, 6 MOM yucie U 8

npou3Bo0Cmee eKapCmeeHHbIX cpedcms, oceoboxcoaemcs om yniamol H/[C
coenacuwo ykazy Ilpasumenvcmea Pecnyoauxu Apmenus om 5 oxkmsops
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2017 200a Ne 1317-H «O6 ocHogax npumeHeHUuss J1b20mM NO HAN02Y HA
000a61eHHYI0 CMOUMOCHbY. Oma npooyKyus coomeemcmayem
nepeyucieHHviM 8  OOKymeHme  kodam  TogapHoll  HOMEHKIAMYpbl
sHewnesIKoHomuyeckot oesmenvhocmu (TH B3/]), a umnopmepy Heobxo0umo
yKazams 8 0exnapayuu, 4mo OAaHHAs NPOOYKYus Oyoem UcCnoib308aHd 6
MEOUYUHCKUX YeTIsX.

Iloo meouyunckum npooOyKmom HOHUMAIOM 6ce NPOOYKmbl, KOmopble
NPUMEHAIOMCSL 8 MeOuyuHe Kak COOCMBEHHO «MeOUYUHcKoe u3oenuey
68 NOHUMAHUU COo2Nlauienus, Mmax U JeKapcmeeHHvle CpeoCcmsd, pPAcXOoOHble
Mamepuavl, cpeocmaa no yxooy 3a OOIbHbLIMU, NPEOMembl 2USUEHbL U M.1.

B Pecny6nuke bemapych (opmupoBanue meH Ha H3ACIUAS MEIUIMHCKOTO
Ha3HAYEHUS U MEIUIUHCKYIO TEXHUKY OCYIIECTBISIETCS B COOTBETCTBUU C YKa30M
[Ipesunenta PecnyOmuku benapycs ot 11  aBrycra 2005 roma Ne 366
«O popMupOBaHUU 1I€H Ha JIEKAPCTBEHHBIE CPEJICTBA, W3JCIHUS MEIUIIUMHCKOTO
Ha3HAUCHUS U MEIUIIMHCKYIO0 TEXHUKY» (nanee — Yka3z Ne 366).

Pa3mepsl mpenenbHbIX (MaKCMMaJIbHBIX) ONTOBBIX W PO3HUYHBIX HaA0aBOK
ONPENEIISAIOTCA UCXOAsl U3 OTIYCKHOW LEHbl MEAUIMHCKON TEXHUKU W W3JIENUs
MEJUIIMHCKOTO Ha3HAaueHUs, Npou3BeAeHHBIX B PecnyOmuke benapycy, wuium
pacyeTHOM OTITYCKHOM LEHbl MEIMIIMHCKOM TEXHUKH WU HU3AEIHUS MEIUIMHCKOTO
Ha3HAYEHUS WHOCTPAHHOTO MPOU3BOJICTBA, MEPECUUTAHHON B OA30BbIC BEIUYUHBI.
IIpu >TOM TpUMEHSIETCS perpeccUBHas IIKajda: YeM HUXKE OTIyCKHas IIeHa WU
pacueTHasi OTIyCKHasl 1eHa (COOTBETCTBEHHO 0a30Basi BEJIMUYMHA), TEM BBIIIE pa3Mep
MpeesIbHbIX HaI0aBOK.

[IpaBonpuMeHUTEIbHAS TPAKTUKAa BbISBUJIA psAa  TpoOJieM, CBSI3aHHBIX
C TOCYJITapPCTBEHHBIM PETYJIMPOBAHUEM IICH.

CymectByer mpobiiemMa HeBepHOro ompenenenuss kogoB TH B3]
MOCTaBIIMKAMHA Ha OCHOBAaHWU PETHCTPALMOHHBIX YJIOCTOBEPEHU, BbIABAEMBIX
Benopycckoii TOproBo-nmpoMBIIIJICHHOM MajlaTou, o cpaBHeHuto ¢ kogamu TH BO/I,
(UKCHUpYEMBIMU TaMOKEHHBIMU OpraHaMHd, YTO BEIET K Pa3IMuui0 B CTOMMOCTHU
AQHAJIOTUYHBIX MEAMIIMHCKUAX U3JeAuil JIMOO BO3HUKHOBEHHUIO HEOOXOAMMOCTU
oOparieHusi B TaMOXKEHHBIE OpPraHbl MO KaKJIOMY CIOPHOMY CIIy4ar0 OTHECEHUS
TOBapa K TpymIe TOBApOB, moaexkamux ocBodoxkaennto ot HIIC.

Cnpasouno: 011 0ce0b60dcoeHuss mosapoe om yniamel H/JC 6 coomeemcmeuu ¢ Ykazom
Ilpezuoenma Pecnybonuxu benapyco om 24 ¢hespans 2012 200a Ne 107
«06 0c6000COeHUU Om HAlo2a HA 000ABIEHHYIO CMOUMOCMb NPU 6803€ HA
meppumoputo Pecnybauxu Benapyco nexomopwix kamezopuil mosaposy (Oanee
— Vkas Ne 107) Oexnapanmom (mamodsxcenuvim npeocmagumenem) OONHCHbL
ObIMb 3a5671eHbL (MAMONCEHHOMY OP2aHy) 8 0eKNapayuu Ha mosapvl C8e0eHUs.
o npumenenuu 1veomsl no HIC, npedycmompennou noonynkmom 1.5 nynkma
1 ecmamwvu 119 Hanoeosoco kodexca Pecnyonuxu benapyco, m.e. onpedenenue
Heobxooumocmu npumernenusi aveomol no HJ/[C 6 coomeemcmeuu ¢ Yxazom
Ne 107 eoznacaemcs ma deknapanma (noayuameinsi) mosapos U A611emcs e20
nPasoM.

C 1 suBapsa 2021 rona B PecriyOnuke benapych oTMeHEHBI HAJIOTOBBIE JIBIOTHI
u yBennueHbl ctaBku HJIC Ha MenMIIMHCKUE U31ETus.
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Cnpasouno: coenacno noonyukmy 2.2-1 (eseden 3axonom Pecnybonuxu benapyco om
29 oexabpa 2020 eooa Ne 72-3 «06 usmenenuu Hanoeosoeo rooexca
Pecnybonuxu bBenapycv») nymkma 2 cmamou 122 Hanoeogozo kodekca
Pecnyonuxu Benapyco cmasxka H/C 6 pazmepe 10 % ycmanasnusaemcs npu
6603e Ha meppumopuio Pecnybauxu benapyce nexapcmeeHHbIX cpedcms u
uzoenutt MeOUYUHCKO20 HA3HAYEHUSL.

Pa3zHouTeHUs B TPAKTOBKAaX, OTCYTCTBHE MTPABUI Pa3rPaHUYCHUS MEIULIMHCKUX
W3JETUA U TPOAYKIMHA, K HUM HE OTHOCSLICWUCS, MPUBOIAT K CIOKHOCTSM IpPH
dbopMHpPOBAHUY U TPUMEHEHUHU PACUYETHOM OTITYCKHOM IIEHBI.

[IpenenbHble ONTOBBIE U TOPTrOBbIE HAJ0AaBKM YCTAaHABIMBAIOTCS OTAEIHHO Ha
MEIMIMHCKYI0 TEXHUKY U M3JEJIMs MEIULUMHCKOrO HazHaueHus. B coorBeTcTBUUM
C JEMCTBYIOIIMM 3aKOHOAATEIBCTBOM IMPUHAIJIEKHOCTD K JaHHBIM KaTErOPUSIM TOBAPOB
MOJITBEPKIAACTCS PETUCTPAIIMOHHBIM  yJIOCTOBEPEHHEM JIMOO pa3pelieHueM Ha
MEIMIMHCKOE TPUMEHEHUE, BBIAAHHBIM B YCTAHOBJIEHHOM 3aKOHOJATEIbCTBOM
MOPSJIKE.

3aperucTpUupOBaHHBIMHA Y PA3pPEUICHHBIMU K MEAUIMHCKOMY IMPUMEHEHHUIO Ha
tepputopun Pecniybiuke benapych cunTaroTcsi KOHKPETHBIE U3ACIHS MEIUIIMHCKOTO
HA3HAUYCHUA W  MEAULMHCKAS  TEXHUKA, YKAa3aHHbIE B PETHCTPALMOHHOM
YAOCTOBEPEHUN M BHECEHHBIE B | OCYZAapCTBEHHBIA PEECTP M3AEIUN MEIULUHCKOTO
Ha3HAYEHUS U MEAUIIMHCKON TexHUKU PecnyOnuku benapychs.

B Pecnybnuke Kazaxcran B HacTosiliiee BpeMsl IIEHOBOE PETyJIMPOBaHUE Ha
W3NS MEIUIMHCKOTO HA3HA4Y€HUsI MPOBOJUTCS TOJBKO B paMKax OKa3aHHS
rapaHTUPOBAHHOTO oObeMa OecIUIaTHOW METUIIMHCKONW TOMOIIM W MEIUITMHCKOM
MOMOIIM B CHUCTEME O0053aTeIbHOTO COIHAIBHOTO METUIIMHCKOTO CTPaxOBaHMUS.
[IpaBuna dhopmupoBaHUs MPEASTHHBIX IIEH U HAIIEHOK Ha JICKAPCTBEHHBIE CPEJNICTBA U
U3JIeNIMs. MEQUIMHCKOTO HAa3HAY€HHWs, 3aKylaeMble B paMKaX TapaHTUPOBAHHOTO
oObeMa OecrjaTHOW MEIMIIMHCKOM TIOMOIIM W B CHCTEME O00s3aTeIbHOTO
COLMAIBHOTO MEIMIIMHCKOTO CTPAXOBAHUSI YTBEPKIAECHBI MPUKA30M M. 0. MUHUCTpa
3IpaBOOXpaHEeHus U coluanbHoro paszButus PecnyOnmuku Kazaxcran ot 30 urons
2015 roma Ne 639.

B Ksipreisckoit PecniyOnuke nyHkTom 2 crtathu 5 3akoHa KsIprsizckoit
Pecnybnmuku ot 2 asrycra 2017 roma No 166 «O6 oOpamieHud MEIUIIMHCKUX
171631 (01170703 MPElyCMOTPEHO OmpeAeIeHUE s pexTuBHOM MOJIUTHUKHU
LCHOPETYJIMPOBAHUSI HA MEJIUIMHCKUE W3JICNIUS W3 TEPEUYHs] KU3HEHHO Ba)KHBIX
MEIUIMHCKUX u3aenuil. OJHaKo B HACTOSINEE BpPEeMsl IIEHOBOE PEryJIHpPOBaHUE
MEIULMHCKUX W3HEIUNA HE OCYLIECTBISIETCA. BMecTe ¢ TemM BBEAEHHE LIEHOBOIO
pEryIUpPOBaHUS IUIAHUPYETCS IIOCIE MPOBEACHUS MNUIOTHOIO JKCHEPUMEHTA
B paMKax IIEHOBOTO PETYJIMPOBAHUS Ha JICKAPCTBEHHBIE CPEJICTBA.

B cumiy Toro, uto peiHOK MemunuMHCKUX u3aenuid Keipreizckoit PecrmyOmuku
HEBEIIMK, a TAaKXe HMIIOPTO3aBUCUM, TOCYJIAPCTBO AaHAJIU3UPYET PHUCKU H
NOJIOKUTENIbHBIE  CTOPOHBI  BBOJA NPSIMOTO  ILIEHOBOTO  PEryJMPOBaHUS  HA
MEIULIMHCKUE U3EITU.

B PecnyOnuke MonaoBa 3akoHojaTeldbHass M HOpMaTuBHas 0aza He
npeaycMaTpUBaeT KaKuX-JIM0O MPaBUJl yCTAHOBIICHHUS LIEH Ha MEUIIUHCKUE U3EIHS.



28

Kommanuu, koTOphle NPOU3BOMAT M (WJIM) MPOJAIOT MEAUIMHCKUAE W3ICNus,
YCTaHABIIMBAIOT II€Hbl CAMOCTOSITEJIbBHO B 3aBUCHMOCTH OT PBIHOYHOIO CIIpoca M
PEJIOKEHUS.

B cBs3u ¢ mangaemuert COVID-19 u ¢ nenbro obecriedeHrs 10CTyna HaceICHUS
K CpeICTBaM MEIMIMUHCKOro HaszHaueHuss B ¢eBpane 2020 roma B Ilepeuenb
COIMAIBHO 3HAYMMBIX TOBAPOB OBLIM BKJIIFOYCHBI MEAUITMHCKAE MACKU U TICPUYATKH, a
Takke OHOLMIHBIE TPOAYKTHl (AE3UHOUUIUPYIONIME MEIUIIMHCKUE CPENCTBA),
BKJIIOUYECHHbIe B HamuonanbHbli  peructp  OMOUMIHBIX  NPOAYKTOB U
INocynapcTBeHHBIN peecTp MeIUIIMHCKUX u3aenuil. Takum oOpa3om, TaHHbIE U3ETUs
peATM3yIOTCA TI0 3aKyHOYHBIM/OTIYCKHBIM II€HaM C TPUMEHEHHEM TOPTOBOM
HaJ10aBKu, He TipeBbiatonieit 20 %.

B Poccuiickoii denepanyu npeaycMOTPEHO IOCYAapCTBEHHOE PETYIMPOBAHUE
NpEAEIbHBIX OTIIYCKHBIX II€H MPOU3BOAUTENECH U MPENENbHBIX Pa3MEPOB OMNTOBBIX
HaJ0aBOK K (paKTUUECKHM OTIYCKHBIM II€HaM TOJBKO HAa MEIUIIMHCKHUE W3JCIHs,
BKJIFOYEHHBIE B MEPEYEHb MEIUIMHCKUX HW3ACNHI, UMIUIAHTUPYEMBIX B OPraHU3M
YeJoBeKa IMpPU  OKa3aHMM MEIUIMHCKOW TIOMOIIM B paMKax MOporpamMMbl
roCyJapCTBEHHBIX TapaHTUH OECIUIATHOTO OKa3aHWsl TpakJIaHaM MEIUIIMHCKON
MIOMOIIIH.

HauanbHble (MakcUMalibHBbIE) II€HBI KOHTPAKTOB Ha 3aKyNKY MEIUIIMHCKUX
M3ACIUA Uil TOCYJAPCTBEHHBIX U MYHMIIUIIAIBHBIX HYXXJ HE MOTYT MPEBBINIATH
3apETUCTPUPOBAHHBIC  MpEJENbHbIE OTHYCKHbIC IIEHBl MPOU3ZBOAMUTENCH  Ha
MEJIUIIMHCKUE M3JEIUSI C YYETOM YCTAHOBJICHHBIX MPEIAEIbHBIX Pa3MEPOB OINTOBBIX
HaJI0aBOK W Hajora Ha J00aBJICHHYI) CTOMMOCTH (IJIi MEIUIIMHCKHX W3JEIUH,
obaraemeix HJIC).

['ocynapcTBEHHOE PEryIMpOBaHUE ILIEH HAa MEAMIIMHCKUE M3IEIHUS B paMKax
PO3HUYHOW TOPTOBJIM HE MPETYCMOTPEHO.

Kpome Toro, ucronb3yrorcs moHmKeHHbIe Hajgorosbie ctaBku HJIC (10 %)
6o ocBoboxaenue ot obmoxkenns HJIC B OTHOIIGHHMH MEIUIIMHCKHX H3ICIIHM,
BKJIIOYEHHBIX B I[I€PEYHU, YTBEPKICHHbIC IOCTAaHOBICHUsIMH IIpaBuUTenbCcTBa
Poccuiickoii ®@enepanmu ot 15 centsops 2008 roma Ne 688 «O06 yTBepkaeHUH
MEepeYHe KOJOB MEAMIIMHCKUX TOBApPOB, O0JIaraeMbIX HAJOTOM Ha J100aBJICHHYIO
cTouMocTh 1o HajoroBod crtaBke 10 mpomenTtoB» u ot 30 centsops 2015 roxa
Ne 1042 «OO0 yTBepKIeHUU MepeyHs: MEAUIMHCKUX TOBAPOB, peain3alus KOTOPbIX
Ha Ttepputropun Poccuiickon ®enepanuu M BBO3 KOTOPBIX Ha TEPPUTOPHUIO
Poccuitickon denepany U MHbIE TEPPUTOPHUH, HAXOASAIIUECS MO €€ IOPUCIUKIHUEH,
HE mojjiexaT oOOJOXKEeHUI0 (OCBOOOXKIAIOTCS OT OOJIOXKEHHUsI) HaJIOroM Ha
N00aBIIEHHYIO CTOMMOCTb.

Cnemyer OTMETHTh, YTO B CBSI3U ¢ mepexoqoM B Pocculickoit @enepauuu OT
kos1oB OKII nHa xkoast OKIIJ[2 meauuuuckue uznenusi, kotopeie panee mno koay OKII
obnaramucek mo JbrotHod craBke HJIC, mocne konBepraumm koma OKII B kon
OKIIZI2 moryT He noanagaTe N0 IbIOTHYIO CTaBKY.

Hanoroeeim konmexkcom Poccuiickonn ®epepauuu yCTaHOBJIEHO, 4YTO HE
MOJJICKUT HAJIOTOO0I0XKEHUIO (OCBOOOXKIAETCS OT HAIOTOOOJIO0KEHUS) peann3arus
(a Taroke mepeaaya, BHITOJHEHHE, OKa3aHKUe JIs COOCTBEHHBIX HYXKI) Ha TCPPUTOPUH
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Poccuiickoit ®eaepaniny MEAUIMHCKUX U UHBIX U3JICJINH, YKa3aHHBIX B MOJAMYHKTE |
nyHkTa 2 cratbu 149 HanoroBoro xonekca Poccuiickoii ®@enepaiuy, B TOM YHUCIIC
MEJUIIMHCKUX TOBapPOB OTEYECTBEHHOTO M 3apyOeKHOTO MPOU3BOCTBA IO MEPEUHIO,
yTBepxKIAcHHOMY [IpaButensctBOM Pocculickon denepanuu.

[lepedeHb MEIUIIMHCKUX TOBApOB, pEAM3alMsl KOTOPHIX HA TEPPUTOPUH
Poccuiickon denepanuy 1 BBO3 KOTOPBIX Ha TeppuToprto Poccuiickon denepanuu u
WHBIC TEPPUTOPUH, HAXOJSIINECS MOJI €€ IOPUCIUKIIMEH, HE TIOAJICKAT 00JI0KEHUIO
(ocBoOoxnmaroTcst  oT  obmokenusi)  HJIC,  yTBepkaeH  MOCTaHOBJICHHUEM
[TpaButensctBa Poccuiickoit ®@enepammu ot 30 centssOps 2015 roma Ne 1042 (manee
— [Tepeuenn Ne 1042).

[Ipumeuannem 1 x Ilepeunto Ne 1042 omnpenmeneHo, 4ro [ 1HeEnen
npumeHenus paszaena 1 Ilepeuns cienyer pykoBOACTBOBATHCS YKAa3aHHBIMU KOJaMU
TH B3JI EASC ¢ y4eToM CCBIJIKH Ha COOTBETCTBYIOIIMM KOJI MO KJIaCCH(PUKATOPY
npoaykiuu (OKIT) OK 005-93 wmm (OKIIJL 2) OK 034-2014 npu ycioBuu
perucTpauMd MEIULIMHCKUX U3AeIUid B COOTBETCTBUU C mpaBoM EADC wim
1o 31 ngexabpsa 2021 roma rocy1apCTBEHHON PErUCTPALMM MEAUIIMHCKUX U3JIETUN B
COOTBETCTBHHM C 3aKOHOjaTeabcTBoM Poccuiickoit ®denepanun. Takum o0paszom,
MEIMIUHCKHAE U3JIENUs, UMEIOIINE B PETUCTPALIMOHHOM YJIOCTOBEPEHNUHU YKa3aHUE Ha
koa OKII, umeroT Bo3MokHOCTE 0cBoOOkAcHMI oT HIC.

[TocranoBnennem IlpaBurenbctBa Poccutickoit denepanuu ot 30 ceHTIOps
2015 romga Ne 1042 npenycMOTpeHO MPOBEACHHUE PETYIIIPHOTO aHAIN3a TPUMEHEHUS
[Tepeunss Ne 1042, mo pesynbTaTam KOTOPOTO, B CiIy4ae HEOOXOAMMOCTHU, MOTYT
BHOCUTHCSI U3BMEHEHUSI.

B PecnyOnuke TamxukucTaH XO34MCTBYIOIIME CYOBEKTHI CaMOCTOATEIBHO
YCTaHABIIMBAIOT LIEHbl HA MEAUIMHCKUE U3/, 32 UCKIIFOYEHUEM XO3UCTBYIOIINX
CyOBbEKTOB, 3aHUMAIOIIUX JOMUHUPYIOIIEE IMOJOKEHUE Ha JaHHBIX TOBAPHBIX
pBIHKaX.

Taxxe B Tamkukuctane ocBoooxaaercs oT H{C BBO3 HOBEHIIINX TEXHOJOTHI
st (papManeBTHUECKUX TPEANPUATANA, COBPEMEHHOTO JIHAarHOCTUYECKOTO M
ne4eOHOTro 000PYyI0BaHUS, METUITMHCKIUX HHCTPYMEHTOB.

B PecnyOnuke VY30€kuMCTaH TOCYJApCTBEHHOE IIEHOBOE pEryJMpOBaHUE
Ha COLMAJIbHO 3HAYUMBbIE JICKAPCTBEHHBIE CPEJICTBA M W3JEIUS MEAUIMHCKOTO
Ha3HayeHus (MO CHEIUa]bHO YTBEPXKIAEMOMY TMEPEUHI0)  OCYIIECTBISETCS
B COOTBETCTBUU C TIocTaHoBIeHHeM Kadnnera MunnctpoB PecnyOnuku Y30ekucran
ot 30 mapta 2018 roga Ne 249 «O mepax mo AgajabHEUIIEMY COBEPIIEHCTBOBAHUIO
AHTUMOHOITIOJILHOT'O PETYJINPOBAHUS HA TOBAPHBIX PHIHKAX).

[TocranoBimenneM Ilpesmnmenta PecnyOmmkm VY30ekucran ot 31 okTaOps
2016 roma Ne III1-2647 «O wmepax 10 HmadbHEHIIEMY VIYYIICHUIO OOCCIICUCHMS
HAaCEeJICHUS JIEKAPCTBEHHBIMU CPEJICTBAMU U U3JIETUIMHU MEIUIIMHCKOTO HA3HAUYCHUS
YCTaHOBJICHO, 4TO ¢ 1 suBaps 2017 roma ontoBas U po3HUYHAS peaau3alvs U3AeIui
MEIUIMHCKOTO HA3HA4Y€HUsl, BBO3UMBIX [0 HMIOPTY, a TaKXe 3aKylHaeMbIX
Y OTE€UECTBEHHBIX MPOU3BOJUTENCH, OCYIIECTBISECTCS ¢ MPUMEHEHUEM MPEAesIbHBIX
TOPTOBBIX HAJ0aBOK, OIpeaeasieMblX HE3aBUCUMO OT 4YHCIa YYacTBYIOIIUX B
IIOCTaBKaxX IIOCPEIHHUKOB, JIJIS ONTOBOM pealn3alui — B pa3Mmepax He Ooiee 15 %
MOKYITHOM CTOMMOCTH, ISl PO3HUYHOM peanu3aiuu — He 6osiee 20 % onToBo# 1IEHBI.
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Taxxe YkazoMm Ilpesnaenrta PecriyOnuku Y36ekuctan ot 20 urons 2018 roxa
Ne VII-5460 «O wmepax 110 TMOBBIIICHUIO 3S(MPEKTUBHOCTA TIOCYAAPCTBCHHOM
pPETUCTPAIHU JICKAPCTBEHHBIX CPEACTB U YAYUIICHUIO 00SCIICUCHUSI MU HACCICHUS
IIPEeIyCMOTPEHAa OTMEHaA TPEOOBAHUSA O pealM3alHu 110 (DUKCUPOBAHHBEIM IICHAM
COIMAIPHO 3HAYMMBIX M3ISIUA MEIUIMHCKOrO Ha3HAYCHUs. Y CTaHOBJIEHO, YTO
peanmm3anus  COIMAIbHO  3HAYMMBIX  HM3JICIMM  MCOUIMHCKOTO  Ha3HAYCHUS
COIMAIBHBIMU aNTeKaMH OCYIIECTBISIETCS C MPUMEHEHHEM TPEISTbHBIX TOPTOBBIX
Ha0aBoK B pazMepe 10 % mokyInHoON CTOMMOCTH UM ONITOBOM IIEHBI.

2.6. KOHTpOJIL KavYeCTBa MEANIINMHCKHUX n3z[e.11m“4

Y IIOTHOMOYEHHBIE TOCYIAPCTBEHHBIE OpraHbl rocyAapcTB — ydacTHUKOB CHI
OCYUIECTBJISIIOT FOCYTapCTBEHHBII KOHTPOJIb 3a 00paIleHUEM MEIUIMHCKUX U3AeNIni
MIOCPEJICTBOM TPOBEPOK COONIOACHUS CyObeKTaMH OOpaIlleHUusT MEIUITMHCKUX
U3JeNUN IpaBui B cepe oOpalleHnss MEAUIMHCKUX U3JEINUN, BbIJaUl pa3pelieHui
HAa BBO3 Ha TEPPUTOPHUIO CTPaHbl MEIMIMHCKUX M3ACIMA B LEIAX HX
rOCy/lapCTBEHHOW  PETrUCTpalliy, MpPOBEJCHUS  MOHMUTOPUHIra  O€30MacHOCTU
MEIULUHCKHUX U3ETUM.

Taxxe Ha Teppuropun EADC Ha MeauuMHCKUE U3aenusl, GQyHKIIMOHUPOBAHNE
KOTOPBIX CBSI3aHO C MCHOJb30BAHUEM MCTOYHUKOB KaK MEPEMEHHOro, TaK H
MIOCTOSIHHOTO ~ 3JIEKTPUYECKOTO TOKA, NPU YCIOBUM HAIMYUS B  U3JAEIHUAX
AJNIEKTPOHHBIX YIPABISIONIMX LENEl paclpOCTPaHIIOTCS TPeOOBaHUS TEXHUUYECKOIrO
pernamenta TamoxkenHoro cow3a TP TC 020/2011 «DnexkrpomMarHuTHas
COBMECTUMOCTh TEXHUUYECKHUX CPEICTB». BBIMYCK yKa3aHHBIX W3JIETUil B 0OpalleHne
Ha TamoxkeHHoWl Tepputopun EADC BO3MOXEH TIpU YCJIOBUU COOIOJICHUS
M3rOTOBUTENIEM TPEOOBAHMM YKa3aHHOTO TEXHUYECKOTO pEerjiamMeHTa, MPOXO0XKICHUS
U3JENUAMHA  OOSI3aTENIbHBIX  MPOLEAYpP OLEHKH  COOTBETCTBUS  YKa3aHHBIM
TpeOOBaHUSAM M  HaJU4Msg Ha U3JEIUAX MapkKUpoBKU 3HaKoM «EACy,
HOJTBEPKIAIOLICH BBIMOJIHEHUE BCEX TPEOOBAHMN TEXHUUYECKOIO perjiaMeHTa B
OTHOLIEHUU KOHKPETHBIX MEJULUHCKHUX U3JIETUM.

MoHnuTopuHT KadecTBa, 0e30macHOCTH H A(OPEKTUBHOCTH MEIUITMHCKUX
U3JIeMA  TIPOBOJAUTCS JJIA TPEAYyNpPeKACHUS U BBIABICHUS HEOJAronpHUsITHBIX
COOBITHH, CO3MAIOIINUX YIPO3Yy >KM3HM M 3J0POBBIO YEJIOBEKA NMPU MPUMEHEHUH U
AKCIUTyaTallui MEAUIUHCKUX U3/IeJIMI, B TOM YUCIE NPU B3aUMOJCHCTBUU UX MEKIY
coOOl, BBISIBIEHUM HAa pblHKE HEIPDEKTUBHBIX MEAUIMHCKUX HW3AEIUNH U
UCKJIIOUEHHUSA UX U3 JaJIbHEHIero oopaiieHus.

B AsepOaiimkanckoit  PecriyOnuke 1o  uHunumatuBe  MuHHCTEpCTBa
3IpaBOOXpAHEHUsl [UIsl YCWJICEHHSI TOCYJApCTBEHHOIO KOHTPOJS HaJ KaueCTBOM
JIEKapCTBEHHBIX CPEACTB U perynupoBanus (apmaieBTruueckoro peinka B 2007 romy
obul co3man llentp anamutmueckoit skcmeptussl (L[AD). B Hacrosimee Bpems
OCYILIECTBJIEHUE TOCYJAPCTBEHHOIO KOHTPOJSI 3a KayecTBOM, O€30MaCHOCTBIO U
3¢ (HEeKTUBHOCTRI0O MEIMLIMHCKUX M3Aenuil B AzepOaiimxaHckoil PecryOnmke Taxoke
BXoauT B oOsi3anHOcTH L[AD. [learenpHocTh LIAD 3HauUMTENHHO paclIMpUiIach B
nocneaHue rojapl. B Hactosmee Bpems LIAD sBisercs HaOMIOAATEIbHBIM UYJIEHOM
EBpomeiickoit u AwmepukaHckoil ¢dapmakonel, coTpyaHHYaeT co BcemupHoii
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opraHu3anmen 3apaBooxpaHeHus, llearpom morumTOpuHTa B Yrcane, ['1o0amsHBIM
(OHIIOM U IPYTrUMHU MEXAYHApOAHBIMU M YacTHbIMM opraHuzanusmu. C 14 oxTsa0ps
2019 roga B coorBercTBUH ¢ npukazom Kosuternn MuHucTepCcTBa 31paBOOXPAHEHUS
Azepbaitxanckoit PecnyOmuku Ne 93 [[AD geiicTByeT Kak HOPUIUYECKOE JIUIO
nyOIMYHOrO MpaBa.

[TomokeHneM O HalMOHAIBHON CHUCTEME CepTU(UKAINH, YTBEPKICHHBIM
nocraHoBieHneM Kabunera Munuctpos AzepOaiipxanckon Peciyonuku ot 1 urosns
1993 roma Ne343, ompeneneH TMOPSIOK CepTUPUKANMH  HUMIOPTHPYEMBIX
MEIUIINHCKUX WU3ACITNUH.

['ocymapcTBeHHOW perucTpaIiy MOJIeKaT J00bIe MHCTPYMEHTHI, amnmaparsl,
npuoOOpel, OOOpYyAOBaHWE, MaTepHalbl W NPOYUE HU3JAENUsA, [PUMEHSIEMbIC
B MEAMIMHCKUX LESAX OTAEIBbHO MM B COYETAHUU MEXKIY COOOH, a TakKe BMECTE
C JPYrUMHU TNPUHAIICKHOCTAMU, HEOOXOAUMBIMU MJIi NPUMEHEHHUS YKa3aHHBIX
U3JENIUNA [0 HA3HAYEHMIO, BKJIOYAsl CIELMAIBHOE IMPOrpaMMHOE OOecreueHue, U
NpeJHa3HAaYeHHbIE MPOU3BOAUTENEM ISl MPOPHIAKTUKH, TUATHOCTUKH, JICYEHUS U
MEIMIMHCKON peabuauTanuu 3a00JIeBaHUNA, MOHUTOPUHIA COCTOSIHMSI OpraHu3Ma
YeJIOBEKA, MPOBEICHUS MEIULIMHCKUX HUCCIEI0BaHUM, BOCCTAHOBIICHNUS, 3aAMEILICHHUS],
MU3MEHEHUS! aHATOMUYECKOM CTPYKTYpPbI WK (PU3HOJIOTHUECKUX (QYHKIUI OpraHu3ma,
OpEeJOTBPALICHUS] WM MpephIBaHUs OEpPEeMEHHOCTH, (YHKIIMOHAIbHOE Ha3HAUYEHUE
KOTOPBIX HE pealu3yercsi NnyTeM (papMaKoJIOrHu4ecKoro, HWMMYHOJIOTHYECKOTO.
TF€HETUYECKOr0 I METa0O0JIMYECKOTO BO3ICUCTBUS HA OPTaHU3M YEJIOBEKa.

Ceptudukanuss u3Ieauil MEAUIMHCKOTO HA3HAYEHUS  OCYILECTBIIAETCS
C yyeToM Bcex TpeboBaHMN MuHHUCTEpCTBa 3ApaBOOXpaHEHUs A3zepOailKaHCKON
PecniyOnuku. Ilog TepMHH «MeAMIIMHCKOE OOOpYAOBaHHME» NOMANaeT IIUPOKHA
CHEKTp NPOAYKUMH, BKIIOYAIOUIEH NPUCIOCOOJICHHS, PAaCXOJIHbIE MaTepHUalbl,
MEIMIMHCKYI0 MeOeab, NpubOopel M T.A. U MNpPEJHA3HAYEHHOH i1 NpPOBEACHUS

JTUAarHOCTUYECKUX, peabMIINTaIMOHHBIX, MPOPHIAKTHIECKUX, Je4eOHbIX
MEpOTpUATUA U oOecreueHus yxojaa 3a HHBaIHAaMu W OonbHbIMU. CpelncTBa,
OKa3bIBAIOIIIHE UMMYHOJIOTHYECKOE, MEeTabO0JIMYECKOE, IeHETUYECKOE,

(bapMaKOJ'IOFH‘-IGCKOG BOBHeﬁCTBHe Ha 4YeJIOBEUYCCKUM OopraHu3mM, HC OTHOCATCA
K MCOIUIWHCKUM U3CIHUAM.

Cnpasouno: 6 cocmag MeOUYUHCKUX U30eaull U MOoBaApos, NOONeHCauux cepmuurayuu,
6X005m:
JlameKcHvle uz0enus u Kieu 01 MeOUYUHCKO20 HA3HAYEeHUsl (XupypauuecKue
nepuamku, Kieu MeOUuyuHCKUl, ouazHocmuyecKue nepuyamxku u m.o.);
uz0enus U3 pe3utsl 071 MEOUYUHCKO20 NPUMEHEHUsL (MPYOKU pe3uHosbie U m.o.);
OyMadicHble mosapwvl, NpuUMeHsiemvle 8 MeOuyuHe,
cpeocmea 0Nl nepesaA3Ku  (Mamepuanvl Ol XUpypeuu, mapas, eamd
MeOUYUHCKAS, Canrghemku, OUHmMbl, AMHO-Mapiegvle U30eus u m.o.);
mapa u3 cmexkia MeOUYUHCKO20 Has3Hadenus (0751 Kpoeu, 3ameHumenel,
JIeKAPCMBEHHbIX CPeOCm8 U m.o.);
Qurcupyrowue u KoMnpecCUOHHbIe SNACIUYHbIE US0ETUS U3 CUHIMEMUYECKUX HUmMell,
WUMKU TUYesble 3auumHble;
MeouyuHckas meoenn,
npome3Ho-opmoneoudecKue uzoenus;
MeOUYUHCKUE UHCTPYMEHMbl, WNPUYbL U m.0.;
000py008aHue MeOUYUHCKOe.
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Cornacno cratbe 39 3akona PecnyOnuku benapychk ot 18 urons 1993 rona
Ne 2435-X1I «O 3apaBooXpaHeHU» TOCYAApPCTBEHHBIM KOHTPOJIb 33 TPOU3BOACTBOM,
XpaHEHUEM, pEAM3alUe M KayeCTBOM U3JENIMA MEIULIHUHCKOIO HA3HA4YCHUS H
MEIMLIUHCKOM  TEXHHUKHM  OCYIIECTBISIETCA B MOPSAKE,  YCTAHOBICHHOM
3aKOoHOJIaTeIbCTBOM Pecnybnuku benapyce.

B PecnyOnuke benapych KOHTpOJIb KauecTBA MEAUIIMHCKUX U3JIETUNA (U3eTuil
MEIUIMHCKOr0 Ha3HAYEHUsI U MEIUIIMHCKON TEXHUKHN) OCYLIECTBIISETCS B paMKax MX
peructpaund  (mepepeructpauuv) — MUHHCTEPCTBOM  3ApABOOXPAHEHHS B
coOTBETCTBUM C [10s10KEHNEM O TOCYIapCTBEHHON PErUCTpalMK (IEPEPEruCTPALIMH )
U3IeTUA MEIUUMHCKOrO HAa3HAYEHUS W MEIULUMHCKOW TEXHUKH, YTBEPKICHHBIM
noctaHoBienueM Coera MunuctpoB Pecnyonuku bemapycb ot 2 ceHTA0ps
2008 roma Ne 1269 (manee — IlonoxkeHue), U B paMKax MPOBECHUS MOHUTOPHUHTA TI0
U3BEIICHHUSIM O BBISIBIICHHBIX MOOOYHBIX PEAKIUAX, HEJOCTATKaX, HEMCIPABHOCTSIX
WIA HECOOTBETCTBUAX MPUMEHIEMOr0 MEIULUHCKOrO U3Aenus (MEIUIMHCKON
TEXHUKUA WIA U3JIETUs MEAUIIMHCKOTO Ha3HAYEHUS) YCTAHOBJICHHBIM TPEOOBAHUSM,
0 OpPMIIIEMBIM YUPEKACHUSIMHU 31paBOOXPAHEHUSI.

Tak, PYII «lleHTp 3KcriepTU3 U UCOBITAHUH B 3apaBooxpaneHun» B 2019 roxy
paccMoTpeHo 60 W3BEIIEHUN O BBISBJICHHBIX MOOOYHBIX PEAKIMSIX, HEAOCTATKaX,
HEUCIIPABHOCTSX WJIM HECOOTBETCTBUSAX IMPUMEHAEMOr0 MEIULUHCKOIO HU3IEIUs

(MeAMIIMHCKON TEXHUKHU WM U3EJIHUSI MEIUIIMHCKOTO Ha3HAYEHUs1) YCTAHOBIIEHHBIM
TpeOoBaHusIM U 16 mucbMeHHBIX oOpanieHuil B Gopme kanod o HeHaAJIexKalleM
KaueCTBE MEIULIMHCKUX U3EIHM.

MunucTtepcTBOM 31paBooxpaneHus: Pecnyonuku benapycs B 2019 roay ObLio
MIPUOCTAHOBIIEHO 10  perucTpauMoOHHBIX  yAOCTOBEPEHUH,  AHHYJIMPOBAHO
1 peructpanmoHHOE Y0CTOBEPEHHUE.

B PecnyOmuke KazaxcraH KOHTpOJb 3a KadyecTBOM U 0€30MacCHOCTHIO
MEIUIUHCKUX HU3JEIIMA OCYIIECTBISIETCS B JOPErMCTPALIMOHHBIN niepuoa. [Ipu stom
UCIIONB3YIOTCS  KaK MEXKJyHapoJHble, TaK W  HalUHUOHAIbHBIE  CTAHIAPTHI,
OpUMEHHMbIE K TOMY WJIM HWHOMY BHJIY MEIUIMHCKOTO 00OpYyI0BaHUS.
MeauuuHckie u3genus, OO0NaNalolue HW3MEPUTENbHBIMU  (DYHKUHUAMH, TOCIE
perucTpaliud B KayecTBE MEAMIIMHCKUX M3AENTUN TOJjIekaT 00s3aTesIbHOM
IPOLIETypEe UCTIBITAHUM VISl OTPEICTICHUS TUTIA CPEICTBA U3MEPEHHUS U COOTBETCTBUS
YCTAHOBJICHHBIM TPEOOBAHUSM.

B Keipreisckoit  PecnyOnuke — oOparieHue  MEAUIMHCKUX — HU3CIUI
OCYUIECTBJISIETCS B COOTBETCTBUU C [lopsiakoM mpoBeneHrsi MOHUTOPUHTA KauecTBa,
o0ezonacHOCTH M 3(P(EKTUBHOCTH MEIUIMHCKUX  W3ACIUNA, YTBEPKICHHBIM
noctanoByienueM IIpaButensctBa Kbipreickoit Peciy6onuku ot 1 aBrycra 2018 roga
Ne 359. Omenke kadectBa u  O€30MAaCHOCTH  TOJBEPTalOTCS BBO3UMBIE U
npou3Be/ieHHbIe Ha TeppuTopun KbIprei3ckoii PecryOnnkyn MeIUIIMHCKUE W3NS,
MpeAHAa3HAYEHHbIE 111 MEIMLIMHCKOT0 NpuMeHeHus. OnpeneneHue pa3Mepa IiaThl 1
MOPSAOK TPOBEJCHHUS OLIEHKH KadecTBa M O€30MaCHOCTH MEIULMHCKUX HU3IETUN
ycranaBnuBatoTcs [IpaButensctBom Koipreisckoit PecnyOmuku, eciu wHOE HE
MPEAYCMOTPEHO BCTYNHMBIIMMHU B YCTAHOBJIEHHOM 3aKOHOM MOpPSAKE B CHITY
MEXIYHAapOJHBIMA JOTOBOPAMH, YYACTHUUEHW KOTOPBIX sBIsAeTCS KbIprbi3ckas



33

PecniyOnuka. Ilo pe3ynpTraTaM HpOBEACHHOM OLIEHKM KadyecTBa M O€30MaCHOCTH
MEIULUHCKUX U3ACIINNA YIIOJTHOMOYEHHBIM TOCYAAPCTBEHHBIM OpraHoM KbIprei3ckon
PecnyOnuku B 0051aCTH 3paBOOXpaHEHUS BBIAAETCS COOTBETCTBYIOLIEE 3aKIIOYEHHE,
Jarolee IPaBo Ha X PUMEHEHHE U DKCIUTyaTaluIo.

B  PecnyGiauke  MosjoBa B pe3yJibTaTeé  BHECEHUS  U3MCHCHHUU
B 3aKOHOJATEIbCTBO IOJIOKEHHUSI, KACAIOIIMECH TOCYAAPCTBEHHOTO KOHTPOJISA JIML,
OCYILECTBIISIIOIINX MPEANPUHAMATENBCKYIO JIESITEABHOCT 110 IPEAOCTABICHUIO
YCIIYT Ha PbIHKE MEIULIMHCKUX U3/1eJni, yTpaTiuiu cuity ¢ 21 suBaps 2019 rona.

JlanHple 00 yd4eTe WCIOJIb3YyeMbIX MEAMIMHCKUX W3JCNUl, MPOBEACHUU
mporenyp NPOPUIAKTHIECKOTO W KOPPEKTHUPYIOMIETO OOCIyXKHUBaHUA, 000poTe
PAaCXOJHBIX MATEPUAIIOB, OTYETHOCTHM IO WHIUIAEHTAM H IIPaBOBBIM HOpMaw,
IpeIHa3HAYeHHBIM JJIs MOAJACPKKU HH()OPMALIMOHHOTO MEHEPKMEHTA MEAUIIMHCKIX
YUPEXKIEHUI M OpraHoB Haja3opa B O0JacTd  MEAMIMHCKHX — U3JIENHH,
PETHCTPUPYIOTCS ATEHTCTBOM IO JIEKapCTBaM W MEAMIMHCKUM M3IECIHSIM B
MH(POPMAIIMOHHOM crcTeMe YTIPaBJIEHUS MEAULIMHCKUX U3/EIINN.

[leapr0o  Ham3opa 3a  PBIHKOM  MEIMLIMHCKUX  M3JEIUM  SBIIAETCS
YIAOCTOBEPEHHOCTh B TOM, YTO IIPOM3BOAMUTENIbL WU €r0  YIOJIHOMOYECHHBIN
[PEICTaBUTEIb BBINOJHAECT HAAJISKAUM 00pa3oM TpeOOBaHUS, MPENYCMOTPEHHbIE
TEXHUYECKUMHU pEerjlaMeHTaMH, YyTBepkaAeHHbIMU IIpaButenbctBoM PecnyOnuku
MonpnoBa. JleATenbHOCTh 1O HAA30py M KOHTPOIKO B O0JacCTH MEAUIIMHCKUX
W3CNINM, a TaKKe TIOCYJapCTBEHHBIM KOHTPOJb 32 JULUAMH, OCYIIECTBISIOIINMHA
MPEANPUHUMATENIBCKYIO IESITEIBHOCTD M0 MPEIOCTABICHUIO HA PIHKE MEAULIMHCKUAX
U3JIeNui, OcylecTBIsII0TCa HallMoHambHBIM areHTCTBOM OOILIECTBEHHOTO 3/10POBBSI.

BBeneHHble B DKCIUIyaTaMI0 M MCHOJIB3YEMBIE MEIULMHCKUE W3IEIIHS
IIOJJIEKAT MEPUOJNYECKUM IIPOBEPKAM U IPOBEPKAM I10CIE PEMOHTA WJIM BHECEHMS
U3MEHEHUW CO CTOPOHBI OPIaHOB IO OLICHKE COOTBETCTBHUs, AKKPEIUTOBAHHBIX B
cooTBeTcTBUM ¢ 3akoHOM PecmyOnuku MongoBa ot 1 mekabps 2011 roma Ne 235
«O [IeATETbHOCTH MO aKKPEAUTALIMHI U OLIEHKE COOTBETCTBUS.

[lonoxeHEM O MEPUOAMYECKHX IPOBEPKAX BBEICHHBIX B JKCIUTyaTalHUIO U
UCTIOJb3YEMBIX ~ MEOUIIMHCKUX  M3JEJNUN, pa3pabOTaHHBIM  MUHHCTEPCTBOM
3paBOOXpaHeHUs] W yTBepxkAeHHbIM [IpaButensctBoM PecnyOnuku Moinosa,
YCTaHABIIMBAIOTCS UX INEPEUYEHb, NMEPUOAUYHOCTh U PETYIMPOBAHUE MEXAHU3Ma UX
IIPOBECHHUS.

B Poccuiickont @enepauun Poc3apaBHaa30p U €ro TEPPUTOPUAIBHBIE OPTaHBI
B COOTBETCTBUU ¢ yHKTOM 5.1.2 [lonoxenus: o denepanbHoii cityx0e Mo HaA30py B
cdepe 3apaBooxpanenus (nanee — [lonoxenue o PoczapaBHaa30pe) OCyIIECTBISIOT
MOJIHOMOYHUS IO TOCYJapCTBEHHOMY KOHTPOJIO 3a OOpalieHueM MEeIUIUHCKUX
W3JIeTTUi MOCPEACTBOM IMIPOBEICHHS MTPOBEPOK COOIIIOICHUS CYyObeKTaMu 00paIieHus
MEIUIMHCKUX U3JIEIHH paBui B cepe oOpalieHns MeTUIIMHCKUX U3/1eTui, BblIaun
paspelieHud Ha BBO3 MEIUUMHCKMX U3JIEIUMN B LEIIX HMX TIOCYJapCTBEHHOU
pEerucTpaluu, IpoBEACHUsI MOHUTOPUHTA O€30MaCHOCTH METUIIUHCKUX U3/IETIHUIL.

Poc3mpaBHag30p W €ro TEpPpUTOPHAIBHBIE OpraHbl B COOTBETCTBUM C
nyHkToMm 5.2.2 Ilonoxenus o Poc3npaBHag3ope B MNOpsAAKE, YCTaHOBJICHHOM
nmpukazoM MuHncrepcrBa  3apaBooxpaHeHus  Poccuiickon  ®enmepaumm 0T
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14 centsibps  2012roma Ne 175H, TpOBOAAT  MOHHUTOPUHT  0€30MACHOCTH
MEIUIMHCKUX W3JENTUN, PEerucTpanuio MOOOYHBIX JICUCTBHM, HEXelaTeIbHbIX
peaKknmuii mpu TPUMEHEHWHW MEIUIIMHCKUX W3AeTni, (aKTOB W OOCTOSTEIIBCTB,
CO3/JIAIONINX YIpO3y MPUUYMHEHHUS Bpeaa KU3HU U 3[I0POBBIO JIOJIEH MpU 0OpallleHUH
3apETUCTPUPOBAHHBIX MEIULIMHCKUX W3Aeaui. llensiMu MOHUTOpPUHIA SBISIOTCA
BBISIBJICHUE U MPEIOTBpAIIEHUE MOOOYHBIX JEUCTBUN, HE YKA3aHHBIX B MHCTPYKIIMHU
0 MPUMEHEHUIO WIH PYKOBOACTBE IO JKCIUTyaTalldd MEAULUHCKOTO HW3AENHS,
HEXKEJNATeNbHbIX pPEeaKIUi MpH ero NpPUMEHEHHH, OCOOCHHOCTEW B3aMMOJCHCTBUS
METUITMHCKUX H3ICIHA MEXITy CO00M, PaKTOB U OOCTOSITEIBCTB, CO3AAIOITUX YTPO3Y
KU3HU U 30pPOBBIO TPaXJaH U MEIUIHUHCKUX DPAOOTHUKOB NpPHU NPUMEHEHUU U
AKCIUTyaTallMK 3apETUCTPUPOBAHHBIX MEAUIIMHCKUX U3ICTTUH.

MOHUTOPUHT OCYIIECTBISECTCS HAa OCHOBE HHQOpMAIUU, TMOJYYECHHOH MpHU
OCYIIECTBJICHUU TOCYAApPCTBEHHOTO KOHTPOJS 3a oOOpalieHueM METUIIMHCKUX
U3JIeNUH, a TaK’K€ Ha OCHOBE COOOLIEHUH, MOJYYEHHBIX OT (PU3NYECKUX JIHI], B TOM
YUCJ€ MAlMEHTOB, WHAWBUIYAIbHBIX MPEANPUHUMATEICH W OPUAUYECKUX JIHII,
OCYUIIECTBJISIONIUX JIEATEIbHOCTh MO OOpaIeHUI0 MEIUIMHCKUX HW3JEIUd, B TOM
yucjae OT MPOU3BOAUTENEH MEIUIMHCKOTO W3JEIUs WA OT YHOJHOMOYEHHBIX
IpeICTaBUTENIed TMPOU3BOJUTENCH O TMOOOYHBIX JEUCTBUSX, HE YKa3aHHBIX
B UHCTPYKIIUHU 10 MIPUMEHEHUIO WJIM PYKOBOJICTBE MO JKCILTyaTalldd MEIUIIMHCKOTO
M3JCNNS, O HEXEJATENbHBIX PEaKIUiX MPU MPUMEHEHUU MEAUIMHCKOTO H3JEeius,
OCOOEHHOCTSIX B3aMMOJICHCTBUS MEIUIIMHCKUX H3ACIUNA MEXAy coOoi, (daktax u
00CTOSATENBCTBAX, CO3AAIOIINUX YIPO3Yy KU3HU U 3J0POBBIO TPAXKIAH U MEAUITUHCKUX
PaOOTHUKOB MPU MPUMEHEHUH U IKCILTyaTallMi METUIIMHCKUX U3/CIUH.

Takxxke Poc3apaBHag30p HMMEET MpaBO MO pe3ysibTaTaM OCYLIECTBIICHUS
MOHUTOPUHTA OE30MAaCHOCTH MEIUIIMHCKUX W3ACIHM paccMaTpuBaTh BOIPOC
O MPUOCTAHOBJIICHUM TPUMEHEHUS WM 00 WU3BATUM U3 O0OpallleHUusT TaKoro
MEJIUIIMHCKOTO W3/eNIUsl, MPUHUMATh COOTBETCTBYIOIEE PEIICHUE M pa3MellaTh
nH(pOpMaLMI0O O MPUHATHIX pElIeHMsIX Ha oduuuanbHOM caiite PocsnpaBHanzopa
B lHTEpHeTE.

CyOBekThl 00pallleHus] MEIUIIMHCKUX U3JeTui 00s13aHbl coo0IaTh 000 BCEX
CIy4asiX BBISBIICHUS TOOOYHBIX JEUCTBUI, HE YKa3aHHBIX B WHCTPYKIIUU TI0
MPUMEHEHUIO WM PYKOBOJACTBE IO OKCIUTyaTalldd MEIULMHCKOTO H3JEus,
0 HEeXeNaTEeNbHBIX PEAKIUAX MPHU €ro MPUMEHEHUH, 0COOCHHOCTIX B3aMMOICHUCTBUS
MEJUIIMHCKUX W3 MexXay coOol, (akTax M O0OCTOSTENbCTBAaX, CO3JAIOIIUX
yIPO3y KU3HU U 3I0POBBIO TpakaaH U MEAUIIMHCKUX PAOOTHUKOB MPU MPUMEHECHUU
U JKCIUTyaTally MEIUIIMHCKUX U3JCJIHI. 3a HECOOOIEHNE UK COKPBITUE YKa3aHHOU
uH(pOpMaIU JUIa, KOTOPHIM OHA CTajla U3BECTHA MO POAY MX MPodeCcCHOHATBHON
NEeATEeIbHOCTH, HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOJATEIbCTBOM
Poccuiickont @enepanum.

B PecnyOnuke TamkukucTaH Bce BBO3UMOE 000OPYAOBaHUE TOCIE MOIYYCHUS
cepTu(uKaTa COOTBETCTBUSL BBOJUTCS B 000POT.

B PecnyOnuike Y30ekuctaH METUIIMHCKAs TEXHUKA TMOJICKUT 00s3aTEIbHOMN
ceprupukauuu. CornmacHo I[lpaBunam cepTuduUKauu 1O OTAEIbHBIM BHJIAM
OPOIYKIMHU, TOAJNIeKAIIeH 00s3aTeNbHON cepTUPUKALIUU, YTBEPKICHHBIM MIPUKA30M
TeHEPAJIbHOTO JUPEKTOpa Y30E€KCKOro areHTCTBa CTaHJIapTU3allMd, METPOJIOTHU U



35

ceprudurkanuu ot 7 ceHtsOps 2005 roma Ne 340, areHTCTBO «Y3cCTaHIapT»
yCTaHABJIMBACT B IIPEJACNIax CBOCH KOMIIETEHIIMH 0O0s3aTebHBIC TPEOOBAHMS TIO
0€30IaCHOCTH M KayeCTBY Ha KOHKPETHBIH BHJ TIPOAYKIUH W OCYIIECTBIISICT
KOHTPOJIb 332 COOJIIOICHHEM 3THUX TPeOOBaHUM.

[TooxkeHUEM O TIOPSIIKE TPOBEACHHS  METPOJOTHYECKOTO0  KOHTPOJISA
MCIUIMHCKOW TEXHHKH C HW3MEPUTCIBHBIMH  (DYHKIUSAMH, YTBEPIKICHHBIM
nocraHoBiieHneM KaOmnera MunuctpoB PecnyOmmku Y36ekucran ot 15 despans
2018 roma Ne 112 «O mMepax 1Mo COBEpPIICHCTBOBAHUIO METPOJIOTHYECKOTO KOHTPOJIS
J1a00PATOPHOTO U JUATHOCTHYCCKOTO O0OPYIOBAHHMS, MCIIOJIB3YEMOTO B MEAUITUHEY,
ompeelIeHpl TpeOOBaHUS K OpraHaM rocyJIapCTBEHHOH METPOJOTHYECKOM CITYXKOBI,
aKKpPEIUTOBAHHBIM J1TA0OpAaTOpUSAM U TIOPSAKY TPOBEACHHUS METPOJOTHYECKOTO
KOHTpOJIS (ITOBEPKH) MEIUIMHCKOW TEXHHUKU C H3MEPUTEIbHBIMU (YHKIUSIMH,
MO/JICKAIICH  NMPUMEHEHWI0 W IpuMeHsemMoir B MeaunuHe. KoOHTpob
OCYILIECTBIISIETCS OpraHaMH METPOJIOTHYECKOUM Ciy»KObl. IIpu 3TOM Ha areHTCTBO
«Y3CcTaHmapT»  BO3JIOXKEHO  BEJICHHE  peecTpa  MEIUIIMHCKONW  TEXHUKH
C U3MEPUTEIBHBIMU (YYHKITUSIMH, MOJJICKAIIEH METPOJIOTHIECKOMY KOHTPOJIIO.

2.7. rapMOHI/BaIIHH HAMUOHAJIBHOI'0 3AKOHOAATEC/JILCTBA H CTAHAAPTOB
Mpou3BOACTBA MEAUIIMHCKHUX HU3JeJIn ¢ MEKAYHAPOAHBIMHA TpGﬁOBaHI/IHMI/I

['ocymapctBa — yuactHuku CHI', saBastomumecss uineHamu EADC, mpoBoast
paboTy MO rapMOHU3AIMU HAIMOHAIBHOTO 3aKOHOAATENIbCTBA C 3aKOHOIaTEILCTBOM
EADC gns  (QyHKIMOHUpOBAHHMS OOIIETO pPBIHKA MEAUIIMHCKUX — U3JICIHIL.
Corunaiienye o eAMHBIX MPUHIUIAX U MpaBUjIax oOparieHus MEAUIIMHCKUX U3
U MEJIMIMHCKOM TexHuku (manee — CornaiieHue), MOAMUCAHHOE TOCYAapCTBAMU —
yienamu EADC 23 nexabps 2014 roma w BcTynuBiiee B cuily ¢ 12 QeBpans
2016 roma, ompenenwyio TPHUHIMIBI KW TpaBuja OOIIEr0 PhIHKA MEIUIIUMHCKUX
17631 (17078

[Tocne patudukanuu rocynapcrBamu — wieHamu EADC HopMaTuBHOUM 0Oa3bl
peryiupoBanusi oOpaieHuss MenuuuHckux wu3genuit B EADC BcTymaeT B cuity
noarotoBieHHbIH EDK coBMECTHO ¢ rocyaapcTBaMHU-4ICHAMH TAKET JOKYMEHTOB C
LEJIbIO TTPAKTUYECKOM peanu3annu CoraiieHusl.

CornameHueM yCTaHOBJIEHO, 4TO rocyaapcrtBa — uieHbl EADC mpoBonsT
CKOOPJAVMHUPOBAHHYIO TIOJIUTUKY B cdepe oOpalieHus MEIUIMHCKUX W3
OCPEJICTBOM:

OPUHATUS  MEp, HEOOXOMWMBIX [IJIi TapMOHHU3AIMKM  3aKOHOAATENIbCTBA
rocyaapcts — wieHoB EADC B chepe obparieHuss MEIUITUHCKUX U3ICITUH;

YCTaHOBJICHHsI 00mUX TpeboBaHU Oe3omacHOCTH © AP (PEKTUBHOCTH
MEAUIIMHCKUX u3aenuii B pamkax EADC;

YCTAHOBJICHUSI €AMHBIX TMPaBWI OOpallleHUusT MEIUIMHCKUX U3
B COOTBETCTBUU C PEKOMEHIAIMsAMHA MexXIyHapoaHoro ¢GopyMa perymasiTopoB
meaunuHckux usnaenui (IMDRF);

OTpEIEICHHS €JUHBIX MOIXO00B K CO3JaHUI0 CUCTEMbI OOECIIEUeHHs] KauecTBa
MEUIUHCKUX U3JIEeTUH;
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rapMOHM3ALIMM  HOMEHKJIATypbl MEAULUHCKUX HW3AENIHM, HCIOIb3yEeMOU
B rocyaapctBax — wieHax EADC, c¢ ['nmobanbHOW HOMEHKJIATYpOM METUIIMHCKHUX
u3nenuii (Global Medical Device Nomenclature);

rapMOHU3AIMKM 3aKOHOJATENbCTBA TocyaapctB — wieHoB EADC B obnactu
KOHTpOJIs (Haa3opa) B chepe oOpallieHuss METUIIMHCKUX U3JICIHMN.

ITpu stom o 31 nekadbps 2021 roga ycTaHOBIEH NEPEXOJHBIM NEPHUOJ, B
paMKax KOTOpOTo:

perucTpanysi MEIUIIMHCKOTO U3EUs 10 BEIOOPY MPOU3BOAUTENS METULIMHCKOTO
u3nenuss (€ro yroJHOMOYEHHOI'O IMPEACTABUTENS) MOXKET OCYIIECTBISATHCS B
cooTBeTcTBUM ¢ [IpaBunamu peructpanuu U 3KCHEpTHU3bl O€30MaCHOCTH, Ka4eCTBa U
3¢ pexTuBHOCTH JIMOO B COOTBETCTBUU C 3aKOHOAATEIBCTBOM TOCyAapcTBa — 4ji€Ha
EADC;

MEULIUHCKHE U3JIenus, 3apEeTruCTPUPOBAHHBIE B COOTBETCTBUU
C 3aKOHOJIaTENIbCTBOM rocyaapcrsa — wieHa EADC, oOpamiaioTcsi Ha TEppUTOpPUU
3TOr0 rOCy1apCTBa;

JOKYMEHTBI, OATBEpKAatone (HakT perucTpauuy MEAUIMHCKUX U3ACIUN U
BbIJIaHHBIE YIIOJIHOMOYEHHBIM OpraHom rocynapctBa — wieHa EADC B oOnactu
3IpaBOOXPAHEHUSI B COOTBETCTBUHM C 3aKOHOJATEIBCTBOM 3TOT0 TIOCYJapCTBa,
JNEUCTBUTEIBHBI 10 OKOHYAaHMSI CpOKa WX ACHCTBUSA, HO He mo3aHee 31 nexaOps
2021 rona.

Jns rapMoHM3alUMd HOpPMaTHBHO-TpaBoBOM 0a3bl PecnyOnuku benapych
¢ 3akoHonaresbcTBOM EADC B o6nactu oOpallieHus MEAUIMHCKUX HU3JeTui ObLIO
MOATOTOBJIEHO W TMpuUHATO mnocTtaHoBieHne CoBera MuHuctpoB PecnyOnuku
benapyce ot 2 mas 2019 roma Ne 273 «OO0 uszmeHeHuu mnocraHoBieHuil CoBeta
MunuctpoB Pecnybnmuku bemapych ot 2 centsiops 2008 roma Ne 1269 u ot
17 pespans 2012 roma No 156». V3meHeHUAMH BHOCHUTCS YTOYHEHHE HEKOTOPBIX
TEPMUHOB U OIIPEJIEIICHUNM B COOTBETCTBUU C TEPMHUHOJIOTHMEW, MPETYCMOTPEHHOU
[IpaBunaMu perucTpaiyu U SKCIEPTU3bl OE€30MACHOCTH, KauecTBa U d(PPeKTUBHOCTU
MEIUIMHCKUX u3nenuil, yreepxkaeHHbiMu Pemennem CoBera EDK ot 12 denpans
2016 roga Ne 46 «O TlpaBmiax perucTpanuu 1 SKCIEPTU3bI 0€30MaCHOCTH, KauecTBa
1 3G (HEKTUBHOCTH MEAUITMHCKUX U3/, B YACTHOCTH:

BBEJICHBI MMOHATHUS «IIPOU3BOJCTBEHHAS TUIOLIAAKAY», KIIPOU3BOJUTEND U3IETUI
MEIUIMHCKOTO Ha3HAUYCHUS U MEIMIIMHCKOW TEXHUKI;

NpeayCMOTPEHA KIMHHUYECKas OLIEHKa MEJMIIMHCKUX W3IENUid Ha OCHOBE
KJIMHUYECKUX JAHHBIX U JIOKA3aTeJIbCTBA YKBUBAJICHTHOCTU MEIUIIMHCKOW TEXHUKH,
panee 3apeructpupoBaHHoi B PecrryOmrike benapych (a1 KpynmHorabapuTHOM TEXHUKH,
TpeOyrolel MoAB0/Ia KOMMYHUKAIINI, CTPOUTENbHBIX U (MJIM) MOHTaXHBIX padoT);

YTOYHEHbl ~ OCHOBAaHWs, JaWIIME€ NPaBO  IOPUAUYECKOMY  JHULYy U
WHUBUTyJIbBHOMY TIPEINPUHUMATEIIO OBITH 3asIBUTEIIEM;

ONpENENECHbl U YTOYHEHbl KPHUTEPUU BKIKOYEHUS MEIWLMUHCKUX H3IEIHMA
B OJIHO PETHCTPALMOHHOE YIOCTOBEPEHHE.

[IpenycMoTpeHa BO3MOKHOCTh B cilydyae yTepu (IOpYM) PErHCTPALMOHHOIO
YIOCTOBEPEHUS BbIIAUH 3asIBUTEINIO €T0 TyOauKaTa.
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BBeneHa  agMHMHUCTpaTHMBHAs  OpoLeaypa MO  Bblau€  pa3pelICHHs
Ha pealu3aluio W (WId) MEIUIMHCKOE MPUMEHEHUE HEe3aperucTpUpPOBAHHBIX
MEUIIMHCKUX U3JIeTTUH, BBE3EHHBIX Ha TeppuToputo Pecriybnuku benapyce B nepuon
NEUCTBUS PETUCTPALIMOHHOTO yI0CTOBEPEHHUS], CPOK JAECHUCTBHS KOTOPOTO UCTEK.

[IpoBomuTcs paboTa MO BHECEHUIO H3MEHEHUM B MHCTpyKIUIO O MOpsiake
OpraHW3allMd W TIPOBEACHHS KOMIUIEKCA MPEIBAPUTEITHHBIX TEXHUYECKUX padoT,
CBSI3aHHBIX C MPOBEICHUEM DJKCIEPTHU3, HHCIEKTUPOBAHUS ITPOMBIIIJICHHOTO
MPOU3BOJICTBA M3JCIUI MEIMIIMHCKOTO HAa3HAYCHUS W MEAUIMHCKON TEXHUKH,
WCOBITAHUA W JIPYTUX HCCICHOBAHUM, MPEALIECTBYIOIIMX TOCYAAPCTBEHHOU
peructpanuu  (MepeperucTpalnu) U3AeIUid  MEIUIMHCKOTO  Ha3HAYeHUs U
MEJAUIMHCKOW TEXHUKH, BHECCHHIO HW3MEHEHUW B PETHCTPALlMOHHOE JIOChE Ha
U3MIeNIMs.  MEIMIIMHCKOTO  HA3HAYEHWS] W MEAMIMHCKYI0 TEXHHUKY, paHee
3apeructpupoBanHbie B PecnyOnuke benapych, yTBEp)KIEHHYIO MOCTaHOBIICHUEM
MunucrtepcTBa 31paBooxpaHeHusi Pecriyonuku benapyce ot 23 ampens 2015 roga
Ne 55 «O HexkoTopbIX Mepax Mo peanu3anuu nocraHoBieHus: CoBera MHUHHCTPOB
Pecnybnmuku benapych ot 1 ampens 2015 roma Ne 254y. JIlaHHBIMH HW3MEHCHHSIMU
OyIyT MPEeyCMOTPEHBI:

YCKOpEHHAasl MEPBUYHAS DKCIEPTH3a PETUCTPAIMOHHOTO JIOChE (M0 KEITAHHUIO
3asIBUTEIIS);

IIPUOCTAHOBJICHUE JEUCTBUSA TOTOBOpa Mexay 3akazuukoM um PVYII «llentp
AKCIEPTU3 W UCIBITAHUNM B 37PABOOXPAHEHHUMN» C LIEJIbI0 MPOBEACHUS KIMHUYECKUX
WCTIBITAHUM TIPOTYKIINHY;

00si3aTeNIbHOE YBEJOMIICHHE 3asiBUTENSI B CIIy4asiX, €CJIU PETUCTPALMOHHOE
JIOCh€ TPEACTABICHO C 3aMEYaHUSIMHM WM HE B MOJHOM O00bEME, YCTaHOBJICHHBIMU
HNHcTpyKkumen, U npe1ocTaBiIeHUe BpPEMEHU [Tl YCTPAHEHUSI 3aMEYaHUM.

JlanHble Mepbl MO3BOJIAT CHU3UTh (DUHAHCOBYIO HArpy3Ky Ha 3asBUTENS U
OynyT crmocoOCTBOBATh €ro OCBEJOMJICHHOCTH O XOJI€ MPOBEICHUS KOMILIEKCa
TEXHUYECKUX padoT.

CyObeKTsI X034CTBOBAHUS npu OCYILIECTBJIICHUU NEeATEIbHOCTU
Ha Tepputopun PecnyOnuku benmapych cramkuBaroTcs ¢ MpoOJIeMoil, CBSI3aHHOM
C HEOJHO3HAYHOCTHIO TOJIKOBAHUS PA3IUYHBIMU TOCYJAPCTBEHHBIMH OpraHaMHU H
OpraHu3alisIMU  TIOPSiKAa OTHECEHUS HEKOTOPBIX U3JACIUM K  KaTeropuu
MEIUIIMHCKUX WIu Hay4YHO-HMCCJIEI0BATEIHLCKUX (cucrembl
BBICOKOIIPOM3BOJIMUTEIIBHOTO  CEKBEHHUPOBaHMsI),  OBITOBBIX  (MHAUBUIyaTbHBIC
MacCakepbl sl Teja, JJa3epHbIC SMUIATOPBI) U JIP., a TaKXKe HATIUYUEM Pa3IHuUi
B TpeOOBaHUSIX, MPEABSIBISAEMBIX IMPH OTHECEHUM MPOAYKIUM K MEIUIMHCKUM
W3ICTUSM.

Ha3naueHue MeEAMIIMHCKOTO W3ACIMS SIBJISIETCS OJHUM M3  KJITFOYEBBIX
KPUTEpUEB MpPH OTHECEHHHM MPOAYKIMU K MEIUIUHCKUM wu3aenusM. Hamuuume
MEIUIMHCKON (PYHKIMU WM 1eJd B MPETyCMOTPEHHOM MPUMEHEHUU MPOAYKIUU
SIBJISIETCS OCHOBHBIM KPUTEPUEM NPU OTHECEHHM €€ K MEIULMHCKUM HW3ACIHSIM.
Takas w™emuiuHCKass QYHKIUS WX 1[EJIb B TPETyCMOTPEHHOM MNPUMEHECHUU
MEIUIMHCKOTO U3/IeNIUs JOJIKHA ObITh €JUHCTBEHHON MJIM OCHOBHOM.
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JlaHHBIN BOIIPOC HEOAHOKPATHO PACCMATPUBAJICS HA COBMECTHBIX COBEIIAHUAX
MEXIy TpEeACTaBUTEIAMU MUHHCTEPCTBA  3pAaBOOXpaHEHUs, MuUHUCTEpCTBA
AHTHMOHOIIOJIBHOTO PEryJIMPOBAHUSA U TOPIrOBIM, 1 OCYyAapCTBEHHOrO KOMHTETA IO
CTaHJIapTHU3AIMH, HA BCTpeYax ¢ OM3HEC-COOOIIECTBOM, HO IO HACTOSIIEIO BPEMEHU
HE yperyiaupoBaH. MuHHCTEpCTBOM 3lpaBooxpaHeHusi PecnyOmuku benapych
MHULAAPOBAH U pa3pabOoTaH MPOEKT HOPMATUBHOIO MPABOBOIO aKTa MO OTHECEHUIO
IPOAYKIIMU K MEAUIMHCKUM W3ACIHIM.

B Pecnybnuke Kazaxcran paspaboran mnpoekt 3akoHa «O BHECEHUU
W3MEHEHUH M JIOTIOJIHEHWW B HEKOTOpPbIE 3aKOHOJATeNbHbIe akThl PecmyOmuku
Kazaxctan mo BompocaMm oOpailleHds JIEKapCTBEHHBIX CPEACTB W MEIUIIMHCKUX
maemni».  llpenmeramMmm  3aKOHONpPOEKTa  SABJISIIOTCS  COBEPUICHCTBOBAHUE
peryiaupoBanust cgepbl 00palleHus JIEKAPCTBEHHBIX CPEJICTB U MEIULHUHCKUX
U3JIETIUI, B TOM YUCJIE PErYJIUPOBAHUE LICH HA BCE JICKAPCTBEHHBIE CPEJICTBA, A TAKKE
rapMOHH3allMs  HAIIMOHAJIBHOTO  3aKOHOJATeNbCcTBA B  cdepe  oOpaleHus
JIEKApCTBEHHBIX CPEACTB U MEIULIMHCKUX U3JIEJIHNI C MEKIYHAPOIHBIMU HOPMAMU.

B cooTBeTCTBUM C BBEIECHHEM HOBBIX TEPMHMHOB W OIPEACIICHUHA B paMKax
npuHATBIX akTOB EADC 1711 OIHO3HAYHOTO UX TOJIKOBAHUSA U MPUMEHEHUS B paMKax
HAallUOHAJIBHOTO  3aKOHOJATENbCTBA, A  TaKXKE  MCKIIOYEHUS  KOJUIM3HM
B [IPAaBONIPUMEHUTENBHON MPAKTHKE MPEAYyCMOTPEHA 3aMEHAa TMOHSTHS «HU3IEIHS
MEIUIIMHCKOTO HAa3HAYEHHUS M MEAMIMHCKAs TEXHUKa» Ha MOHATHE «MEAUIMHCKUE
U3JIETTUS.

B  Kuipreisckoit  PecnyOnuke — juisi  rapMOHM3allMM — HAIIMOHAJIBHOTO
3aKoHOAaTeabCcTBa ¢ TTpaBoM EADC BBeieHBI onpeieNieHus], UCIIOJb3yeMbIe B cdepe
PEryJIMPOBAHUST MEIUIMHCKUX H3JCJUA B MHUpE, MpaBWiIa KiacCU(PHUKAIUU, PUCK-
OPUEHTUPOBAHHBIN MOAXO K 3KCIIEPTU3E MEIUIMHCKUX u3aenui u T.4. Kpome Toro,
BBEJICHO TpeOOBaHME MHCIEKTUPOBAHMUS TPOU3BOJACTBA MEAUIMHCKUX HW3JEIHN
B paMKax PETHCTPALMU M IO HAUWMOHAJIBHBIM NpaBuiaM, U no npasuiam EADC.
B s1mux nensax ocyuecTtisercs noarotoBka nHCnekTopos mo MCO 13485.

Ha Ttepputopun Keipreisckoit Pecnybnuku npumensercs [ noGanbHas
HOMEHKJIaTypa MEIUMUMHCKUX M3AeNUi, KoTopas BHeapeHa B HanumoHnanbHyro 0asy
JTAHHBIX MeTUIMHCKUX wu3aenuid Keipreickoit PecnyOnuku u sSBISIETCS TEPBBIM
3TAalOM B CO3JaHUU CHCTEMBI MPOCIEKHUBAEMOCTH MEIULMHCKOW NPOAYKLIUHU C
MOMEHTa €€ MOCTYIUICHHs B CTpaHy JO0 KOHEYHOro mnotpedutens. Bueapenue
CUCTEMBI HAXOAMUTCS Ha 3TAalle MHTErpalyy C MOPTAIOM TOCYAAPCTBEHHBIX 3aKYIIOK.
JUist Tody4YeHus KOPPEKTHBIX U aKTyaJIM3WPOBAHHBIX CIPABOYHBIX JAHHBIX O
MEIUIMHCKON MPOAYKUMHM HadaThl pabOThl MO LHU(PPOBHU3AIMU MPOLIECCOB
perynsitopuoro oprana Keipreisckoir PecnyOnuku, 4uto OymeTr cmocoOCTBOBAThH
MOBBIIICHUIO MPO3PAYHOCTH BHYTPEHHEH pabOThl U SKOHOMHUH PECYPCOB.

B Poccuiickoit ®denepannu ¢ 1eibl0 Hayajga (YHKIIMOHUPOBAHUS OOIIETO
pBIHKa MEIMIIMHCKUX u3aenuii B pamkax EADC:

BHeceHbl n3MeHeHus B Ilonoxxenue o Poc3apaBHan3ope, B TOM 4KCIIE B YaCTH
HAJEJICHHUs] TOJIHOMOYHSMHU OCYIIECTBICHUS PETHCTPAMU MEIULUMHCKUX H3AEIIAN
B pamkax EADC;

NpUHAT Npuka3 MunuctepcrBa 3apaBooxpaHeHus oT 27 mapra 2017 rona
Ne 1330 «OO6 yTBepkaeHun AQMHUHHCTpaTHBHOTO pernamenta denepanbHol
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CIyxk0bl MO Hag30py B  cdepe  3ApaBOOXpaHEHHs] MO  MPEIOCTABICHUIO
rOCyJIJapCTBEHHOM YCIIYTH 10 PErMCTPAld MEAULIUHCKUX WU3/EIIUNA B COOTBETCTBUU C
[IpaBunaMu perucTpaluu U 3KCIEePTU3bl 0€30MaCHOCTH, KauecTBa U 3P(HEKTUBHOCTH
MEMIIMHCKUX W3Aeui, yrBepkaeHHbIMH Pemennem CoBera EDK ot 12 dempans
2016 roma Ne 46x;

npuHaT DenepanbHbiii 3akoH oT 7 Mapta 2017 roma Ne 25-03 «O BHeceHUH
W3MEHEHHW B dYacTh BTOpyto HamoroBoro koxekca Poccuiickonn ®enepannm»,
ONPEACISAIOIMNA pa3MeEPbl TOCYIAPCTBEHHBIX TMOLUIMH 332 COBEPIICHUE JICHCTBUU
YIOJTHOMOYEHHBIM benepaTbHBIM OpraHoM WCTIOJTHUTENbHON BIIACTHU
MIPU OCYIIIECTBICHUU TOCYJAPCTBEHHON pETruCTpallui MEAUIIMHCKUX W3JCIUl |
perucTpanuyu MEIUIUHCKUX U3JETUN, TpeIHa3HAUYCHHBIX 11 00pallleHus Ha o0lieM
pbIHKE MEOUUMHCKUX wu3fenuit B pamkax EADC, B coorBercTtBum ¢ [IpaBunamu
perucTpallid M  OKCHepTu3bl  0€30MacHOCTH, KauecTBa ©  d(PGEKTUBHOCTH
MEJUIMHCKUX u3nienui, yreepxaeHHbiMUA Pemmennem Coeta EQK No 46;

nocraHoBiaeHueM IlpaButensctBa Poccuiickoit @epepauun ot 31 mas
2018 roma Ne 633 «O BHecennn wu3MeHeHud B IlpaBuiia rocynapcTBEHHOMN
perucTpauMd MEIULHUHCKUX H3JACIHI» MPEAyCMOTPEHAa BO3MOMXHOCTh OTMEHBI
rOCYJJapCTBEHHOM  pErucTpauud MEAULUHCKOTO  M3JEAUs NpH  IMOIYyYECHHUH
PETUCTPUPYIOIIUM OpPTraHOM 3aKJIIOYEHUN HKCHEPTHOTO YUPEKIECHHUS O TOM, YTO
cojiepKalliecss B TOCYAapCTBEHHOM pEecTpe HWHCTPYMEHT, ammapar, mnpudop,
obopynoBaHue, Marepual W TMPOYHME U3JeNUs IO CBOeMY (PYHKIIMOHAIHLHOMY
Ha3HAYEHUIO U (WJIH) NPUHIUITY JEHCTBUS HE MOTYT IMPUMEHSTHCS B MEIMIIUHCKHUX
LEJISAX U HE SBJISIIOTCS MEAUITMHCKUMU U3JIETUSMU.

1 cents106ps 2010 roma Bcrynuia B cuiy craths 3 denepanbHOro 3akoHa
or 13 wuroms 2020 roma Ne 206-D3 «O BHeceHHMH W3MEHEHUH B OTHEJILHBIE
3aKOoHOJaTeabHbie akThl Poccuiickoii denepanuu 1Mo Bompocam 00ecTeUeHUs
rpaXJaH JIEKAPCTBEHHBIMU  Mpenaparamd, MEAUIUHCKUMU  HU3JICIUSIMU U
CHEIUATN3UPOBAHHBIMYU TIPOYKTAMU JIEYEOHOTO MUTAHUS», COTJIACHO KOTOPOH Ha
teppuropun Poccuiickont denepanun rocyJapCTBEHHON PErMCTPallMM HE TOJIEkKAT
MEIUIMHCKUE H3JeNusi, nepeunciieHHble B nyHKkTe 11 crtatem 4 CornameHus o
EAVHBIX TPUHIUIAX W TpaBUjaX OOpamieHus MEIUIIMHCKUX W3S (W31
MEJUIIMHCKOTO Ha3HAYeHUs] M MEIUIMHCKON TEXHUKH) B paMmkax EBpasuiickoro
AKOHOMHYECKOTO COI03a.

B nacrosimee Bpemsi PoczapaBHagzopomM MpoBOAMTCS paboTa MO 3asiBKam
Opra”Hu3alyi O BKIIOYEHUH B IIEPEUCHb YUPEKIACHUM, OpraHu3aluil U IpeaIpUsA T,
UMEIOIUX TPaBO MPOBOJUTH HUCCIAEAOBAHUS (UCTIBITAHUS) MEIULIMHCKUX H3ACITHUM
IU1s uX peructpannu B pamkax EADC.

C nenpio rapMOHM3AIMU HAIMOHAIBHOTO 3aKOHOJIaTeIhCTBA ¢ TpeboBaHUAMHU
K BHEAPEHUIO, TMOAJCP)KAHUI0 U OILEHKE CHUCTEeMbl MEHEIKMEHTa KauecTBa
MEIUIMHCKUX U3JEIUN B 3aBUCUMOCTH OT MOTEHIMAJIBLHOIO PUCKA UX MPUMEHEHHS,
yrBepkaenapiMu  Pemmenniem CoBera EDK ot 10 nHosiOps 2017 roma Ne 106,
pa3paboTaH U OATOTOBIIEH MpoekT dDenepanpHOro 3akoHa «O BHECECHUH N3MEHEHHM
B (penepanpHbie 3akOHBI OT 21 HOsOpst 2011 roma Ne 323-D3 «O06 ocHOBax OXpaHBI
310poBbs TpaxkaaH B Poccuiickoit denepaunn» u ot 4 mas 2011 roma Ne 99-®3
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«O NUIIEH3UPOBAaHUU OTHEIbHBIX BUIOB JAESITEIBHOCTU» IO BOMpPOCaM OOpalleHus
MEIULIUHCKUX H3ACNUI», NPEeAyCMATPUBAIONIMN COOTBETCTBUE IPOU3BOJCTBA
MEIUIMHCKUX W3IeTUH, OAIeKAIINX FOCYJapCTBEHHOMN perucTpaliu, TpeOoBaHUsIM
K BHEAPEHUIO, TMOJICPKAHUIO M OLEHKE CHCTEMbl MEHEIKMEHTA KayecTBa
MEIMLIUHCKHAX WU3EIINA B 3aBUCUMOCTH OT OTEHIUAIBHOTO PUCKA UX IPUMEHEHHS.

Poc3npaBHagzopom coBMECTHO ¢ MUHHCTEPCTBOM 3APABOOXPAHEHHUS BENETCS
peryiasipHas paboTa MO COBEPIICHCTBOBAHMIO HOPMATHBHBIX IIPABOBBIX AaKTOB,
PETyNUPYIOMIUX OOpalieHne MEAULIUHCKUX H3ACNTUi, B TOM YHCIE C LENbI0 HUX
rapMOHHU3AIMHU C COOTBETCTBYIOIMMHU JoKymMeHTamu EADC.

Berynuno B cmity nmocranosienue I[IpaBurensctBa Poccuiickoit depepanun
oT 31 masa 2018 roma Ne 663 «O BHeceHuun n3meHnenuil B [IpaBuna rocygapcTBeHHOM
pErucTpauuyu MEAUIMHCKUX U3/IENNK», B TOM YHCIIE B YACTU YIPOILIECHUS MPOLEAYPhI
pEerUCTpaIi MEIUIUHCKUX HW3ACITUS Ui JMarHOCTHKHU IN VIO myTeM BBEICHHS
TpeOOBaHMII K JOKYMEHTaM, MOATBEPXKIAIOIIMM KayeCTBO JIEKAPCTBEHHOTO
npernapata M (apMalEeBTUYECKOM CyOCTaHLUMHU, COJEp)KalIUXCi B  COCTaBe
MEIULUHCKOIO  W3JeNus, NPUBEACHUS IPOLEAYypbl BHECEHHMs  W3MEHEHUU
B PETUCTPALIMOHHOE YIOCTOBEPEHUE " JIOKYMEHTBHI, coJiepKaruecs
B PETUCTPALIMOHHOM JIOChE, B COOTBETCTBMM ¢ HOpMamu EADC.

B pamkax EADC Poccuiickoin @enepannu BbIJIAHO NIEPBOE PETHUCTPALUOHHOE
YIAOCTOBEpPEHUE Ha MeAuIMHCKoe wu3naenue oT 31  nekabps 2019  rogna
Ne MU-RUKG-000001.
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I11. ITPOBJIEMBI OBPAILIEHUSI MEJIULIMHCKUX U3AEJAN

3.1. Iloaxoabl K onpeeIeHUI0 B3aUMO3aMEeHsIeMOCTH
MeIUIMHCKUX M31eTUil

B3aumo3zameHsIeMOCTh MEIUIIMHCKUX M3JCIUM OCTaeTCs OJHOM M3 CaMbIX
OCTPBIX TPOOJEM Pa3BUTUS KOHKYPEHIUU CPEIU MPOU3BOJIUTENICH M MOCTABIIMKOB
MEIUIMHCKUX W3JIeTUi, a €€ OTCYTCTBUE TNPEMSATCTBYET CHUXXEHUIO II€H Ha
MEIUIIMHCKUE W3JENUs, TPUBOJUT K HEOOOCHOBAHHBIM pacxoiaM U CHUKEHUIO
JOCTYITHOCTH MEULIMHCKUX U3ACIUN JJIs TalMEHTOB.

B mMupoBoii mpakTuke rnpooiiemMa B3auM0o3aMEHIEMOCTH METUIIMHCKUX H3ICIIHMA
HaXOJMWTCS Ha YpPOBHE HAy4YHOW MpOpadOTKH BOMpPOCAa M IIOCTAHOBKH 3aJayH.
AKTYyaJIbHOCTh 3TOM MpOOJIEMBbI OOIIEPU3HAHA, HO IS €€ PEIICHHUS MOTpeOyroTCs
Oonpme ycwinss W Bpems. [IpuunHa KpoeTcs B HCKIIOYUTEIBHO OOJBIIOM
pa3zHoOOpa3uM MEIUIIMHCKUX H3JACIUM — MO0 Ha3HAYCHMIO, NPHUHIIUITY JIeHCTBUS,
KOHCTPYKTUBHBIM ~ OCOOCHHOCTSIM,  YPOBHIO  CJIOKHOCTH, TEXHUYECKHUM U
TEXHOJIOTUYECKUM XapaKTEPUCTUKAM.

[IpousBoauTenn W TOCTABIIMKM HE 3aUHTEPECOBaHbl B  PAa3BUTHHU
B3aMMO3aMeHsIeMOCTH. Beap B3anMo3aMeHsieMble H3ACIHS — 3TO KOHKYPEHTHBIC
W3/eNus, a IPOU3BOJIUTENIN 3aUHTEPECOBAHBI B TOM, YTOOBI MO3UIIMOHUPOBATH CBOM
MPOAYKT KaK YHUKaJbHBIA, YTOOBI MMETh MPEUMYIIECTBO Ha pbIHKE. M3BeCTHBI
YCUJIUSl TOCTABIIMKOB AaHAIU3aTOPOB HABS3aTh PBIHKY TMOHATHE «3aKPbITHIE
CHUCTEMBI», ISl TOTO YTOOBI OTPAaHUYUTh KOHKYPEHITHIO CO CTOPOHBI aJIbTEPHATHBHBIX
npousBoauTesne. OJHOBPEMEHHO  MPOU3BOJUTEIM  MEIUIIMHCKUX  W3ACTUM
ONPEAETSAIOT PACXO/IHbIE MaTepHUabl U KOMIUICKTYIOIIUE, PU IPUMEHEHUH KOTOPBIX
OHM TapaHTUPyeT KadecTBO, Oe30macHOCTh M 3(PGEKTUBHOCTh MEIUIIMHCKOTO
W3JCIMs, YTO TMOJATBEPKIACTCS MPOBEICHHBIMU HCIBITAHUAMHU HU3JCJIUS UMEHHO B
TakOM cocTaBe. B ciydae ke 3aMeHbl M BO3HHUKHOBCHHS KaKUX-JTHOO
HETIPEJIBUICHHBIX CHUTYyalluid MPOU3BOAUTEIL HE HECET OTBETCTBEHHOCTH W HE
BBITIOJTHSIET CBOMX TapaHTUHHBIX 00s3aTelbcTB. B 3TON CBSI3M BONPOC BBEICHUS
B3aMMO3aMEHAEMOCTH TPeOyeT TIIATENbHON MPOPabOTKH.

AHTUMOHOTIOJIBHBIM 3aKOHOJIaT€JIbCTBOM TOCyJIapcTB — YydacTHHUKOB CHI
YCTaHOBJICHO, YTO B3aMMO3aMEHSIEMbIe TOBAPhl — 3TO TOBAaphl, KOTOPhIE MOTYT OBITh
CpaBHUMBI IO UX (DYHKIIMOHAJILHOMY HAa3HAYEHUIO, IPUMEHEHUIO, Kau€CTBEHHBIM U
TEXHUYECKUM XapaKTEepPUCTHUKaM, II€HE W APYruM MapamerpaM TaKuM o00pa3om,
4TO MpHOOpEeTaTeab JACHCTBUTEIBHO 3aMEHSET WM TOTOB 3aMCHHTH OJMH TOBAp
IPYTUM TIpH MOTpebsieHnd (B TOM YHCIE MpU MOTPEOJEHUH B MPOM3BOJCTBEHHBIX
LEJISIX).

3aKkpernyieHue MOHSATHUS B3aMMO3aMEHSIEMbIX MEAUIIMHCKUX W3/ICJINI BBISIBICHO
MOKa TOJBKO B POCCHUUCKOM 3aKOHOJATENIbCTBE, COTJIACHO KOTOPOMY MEIMIIMHCKHUE
W3NSl MOTYT MPU3HABATHCS B3aUMO3aMEHSIEMBIMHU, €CJIM OHHM CPaBHUMBI 11O
(GyHKIIMOHATPHOMY HAa3HAYEHUIO, KaUeCTBEHHBIM U TEXHUYECKUM XapaKTePHUCTUKAM
U CIIOCOOHBI 3aMEHUTH APYT Apyra. TakuM o0pa3oM, MOHITHE B3aUMO3aMEHSIEMOCTH
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MEIMLIUHCKAX  M3JENUWA, 3aKpEeIUIEHHOE B  3aKOHOJATENbCTBE  Poccuiickoit
®denepanvu, KOPPECTIOHIUPYET € OOIIUM MOHSATUEM B3aUMO3aMEHSIEMOCTH.

AHTHMOHOTIOJIbHBIE OpPTaHbl B paMKaxX OCYUIECTBJICHUS CBOMX (GYHKIMHA U
NOJIHOMOYMU BIIPABE YCTAHABIIMBAaTh B3aMMO3aMEHSEMOCTh TOBAapOB C LIEJIBIO
onpeeneHus] MPOAYKTOBBIX (TOBApHBIX) TpaHUI] TOBapHOro peiHKa. Tak, PAC
Poccun B 2011 romy mpoBena pabOTy MO ONPENEIICHUIO MPOAYKTOBBIX (TOBAapPHBIX)
TpaHUl] PBIHKA MEIUIMHCKUX H3ICIUI M PbIHKA PACXOJHBIX MaTEpPUATIOB IS
reMOJIMAIIN3A, B PE3YJIbTATE KOTOPOM YCTAHOBJIEHO, YTO MEAUIUHCKHAE WU3ACIUS IS
reMoJianu3a (ammaparbl MCKYCCTBEHHOM ITOYKM) OOpa3yroT JBa pPbIHKA: PBIHOK
MEIUIMHCKUX W3ACNUN JUIsl TeMOJAHAIN3a W PBIHOK MEIUIMHCKUX HU3EIHI
JUIS LIeJIel TeMojidain3a ¢ BO3MOKHOCTBIO OCYIIECTBIICHHSI TeMojuaduibTpariu.
[Ipu sTOM MEAMIIMHCKUE H3ACNIUS C BO3MOXHOCTBHIO TeMOJAHAPUIBTPALUU MOTYT
UCIIOJIb30BAThCSA  JUIsl  IeJiell  TremMojuaiu3a, TakKuM  00pa3oM,  SIBISIOTCA
B3aMMO3aMEHAEMbIMU C MEAMIMHCKUMU M3JCIUSMH i1 TeMoauain3a. B cBoro
ouepenb, IS IeNed reMoaAnapuIbTPallud MOTYT HCIIOJIb30BAThCS — alllapaThl
UCKYCCTBEHHOM MOYKH TOJBKO ¢ (YHKIHUEH reMoauapriibTpalvu.

JIns ycTaHOBJIEHUS B3aMMO3aMEHSIEMOCTH TOBAPOB, B TOM YHCJIE MEAUIIMHCKUX
U3JIeNIN, aHTUMOHOIIOJIbHBIE OPraHbl, KaK MPaBUJIO, UCIOJIb3YIOT CTATUCTUYECKHUE U
aQHAJIMTUYECKUE MAaTepUAJIbl, CTaTbU, 0030pPbI U MaTEpHUAIIbl U3 3apyOEKHBIX U3/IaHUM,
CpPEACTB MaccoBOW HWHQOpMAIMU, MPHUBICKAIOTCS SKCHEPThl COOTBETCTBYIOIIEH
OTpaciiu AJisl IPOBeJieHUs] KOHCYJbTanuil. [Ipu 3ToM 0CHOBHOM TTpoOIeMOi SBISETCS
OTCYTCTBUE YETKUX KPUTEPUEB U TOPSIIKA OTHECEHUS MEIUIMHCKUX W3JENIUN K
B3aHMO3aMEHSAECMBIM.

[lombITka pemuTh 3Ty TMPoOJIeMy Ha 3aKOHOJATEIbHOM YpOBHE ObLia
npennpunsita B Poccuiickoit deneparnuu. denepanbHbIM 3aKOHOM OT 21 HOsIOps
2011 roma Ne 323-®3 (mamee — DenepanbHbii 3akoH Ne 323-D3) «0O06 ocHOBax
OXpaHsbl 310pOBbs rpaxaad B Poccuiickon Penepanum» MpeayCMOTPEHO BHECEHUE
CBEJACHUM O B3aMMO3aMEHSIEMOCTH MEIUUMHCKUX W3JEIIUi B TOCYyAapCTBEHHBIN
peectp MEIUIIUHCKUX 15631 (S 1507 u OpraHu3aluii (MHAVBUyaTbHBIX
NpEAIpPUHUMATEIICH),  OCYIIECTBISIONMIMX  MPOU3BOJACTBO U HU3TOTOBIICHHE
MEIUIIMHCKUX u3aeni. Takon peectp Beaercss Poc3ipaBHAA30pOM B AJICKTPOHHOM
BHJIE M pa3MeNIaeTcsl B OTKPBITOM AocTyne B MIHTepHeTe.

B cootBercTBUM ¢ yacThio 2 cratbu 38 denepanbHoro 3akoHa Ne 323-D3
MEIMIMHCKAE M3MCNIHS TOAPA3ACISIOTCA Ha KIAacChl B 3aBUCUMOCTH  OT
MOTEHIIUAJILHOTO PpHUCKAa MX TMPUMEHEHHWS ¥W Ha BHJIBl B COOTBETCTBUH C
HOMEHKJIaTypHOU KiaccudUKalMer MEIUIMHCKUX U3EIUN, KOTOpas yTBEpKIaeTCs
YIOJIHOMOYEHHBIM (peiepalIbHbIM OPraHOM HCIIOJTHUTEILHOM BIACTH.

[InanoM MeponpuaThil («JIOpOKHOU KapToil») «Pa3BuTMe KOHKYpEeHIMU B
3ApaBOOXPAHEHUN», YTBEPKAECHHBIM pacnopsikeHneM lIpaBurenbcTBa Poccuiickoi
@eneparuu ot 12 suBaps 2018 roma Ne 9-p, mpeaycMmarpuBanuch yCTaHOBJICHHE
B 2018-2019 romax mopsiaka ompeaesneHus B3aUMO3aMEHSIEMOCTH MEIUIIMHCKUAX
W3JIeNUi, B TOM YHUCJI€ PACXOJIHBIX MAaTepUaioB, U pa3paboTKa aJIMHUHUCTPATUBHOTO
periaMeHTa IO ONPEAECICHHUID B3aMMO3AMEHSIEMOCTH MEIULIMHCKUX U3JIEIIHM.
OnHako 10 HACTOSIIEr0 BPEMEHHU MOPSAAOK U PETVIAMEHT HE YTBEPKACHBI.
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B cootBerctBuM ¢ myHkroMm 15 [IpaBun dopmupoBaHus U BEICHUS B €AUHOMN
uH(OPMAITMOHHON cUCcTeMe B c(epe 3aKyIloK Karajora TOBapoB, paboT, yCIayr AJis
oOecrieueHUsT TOCYJAPCTBEHHBIX W MYHHUIMMNAIBHBIX HYXI, YTBEPKIECHHBIX
noctaHoBjeHueM [IpaBurensctBa Poccutickoit denepanuu ot 8 deppans 2017 rona
Ne 145, skcriepTHBIM COBETOM 1O (OPMHUPOBAHUIO M BEICHHUIO KaTajora TOBapoOB,
paboT u yciuyr ans oOecrleueHUs TOCYAapCTBEHHBIX W MYHUIUNAIBHBIX HYX]
IpOBOAUTCS (POPMHUPOBAHUE IAOJOHOB KAaTaJloOra, OTHOCAIIMXCS K MEIUIIMHCKUAM
U3JIEUSIM C HUCTOJb30BAHUEM HOMEHKIIATypHOM KIaCCH(PHUKAIUU MEAUIIMHCKIX
W3JENNM, YTBEPKICHHOM NpUKa3oM MHHHCTEPCTBA 3ApaBooxpaHeHust Poccuiickon
®eneparmu oT 6 uroHs 2012 roga Ne 41 (1anee — HOMEHKIJIATypHAs KJIacCU(PHUKAIHA).

OTHeceHne MEIMLIMHCKOrO U3/IeNUsl K BUly HOMEHKIIATYPHOU KJIaCCU(PUKALIMU
IPOU3BOJUTCS Ha OCHOBAHMM KJIACCHU(DUKAIIMOHHBIX TPU3HAKOB, TaKUX Kak
Ha3HayeHHe, 00JIaCTh MNPUMEHEHUs, WHBA3UBHOCTb, CTEPHIBHOCTb, YacTOTa
UCIIOJIb30BaHUsA (OHOKpPATHOIO WIN MHOT'OKPaTHOT'O IPUMEHEHUS),
AKCIUTyaTallMOHHbIE OCOOEHHOCTH, KOHCTPYKTUBHBIE OCOOEHHOCTU. TakuM 00pazom,
MEIULIMHCKAE  M3J€Ius, OTHECEHHBIE K OJHOMY BHAY HOMEHKIATYPHOHN
KJaccu(uKauy, SBISIOTCS B3aUMO3aMEHSIEMBIMH B YacTH  (PYHKIMOHAIBHOTO
Ha3HA4YECHUs, & TAKKE CXOKUMHU 110 UX KIMHUYECKOMY IIPUMEHEHHUIO.

3.2. FocyﬂapCTBeHHLIe 3aKYIIKH MEAUITUHCKHUX 1/13)1e.1m171

OCOOCHHOCTBIO OOpaIlICHUS MEAUIMHCKUX H3ACIHN  SBISETCS TO, YTO
roCyJapCTBEHHbIE OpraHU3allMd 3/IPAaBOOXPAHEHUS B OOJIBIIMHCTBE CJIy4yacB
IPUOOPETAIOT MEIUIIMHCKUE TOBaphl 32 CYET CPEACTB PECIyOITUKAHCKOTO WIIH
MECTHBIX OIOJDKETOB M  BBIHYXXJCHBI OCYIIECTBIATH TakKoe MPUOOpETECHUE
MOCPEJICTBOM MPOBEACHUS YETKO PErNIAMEHTHPOBAHHBIX MPOLEAYpP rOCY1apCTBEHHBIX
3aKyIIOK.

[lopsmoxk ~ OCyIIECTBIEHHS  TOCYAApPCTBEHHBIX  3aKyNOK  OIPENENEH
HallMOHAJIBHBIM 3aKOHOJATEIbCTBOM rocyaapcTB — yuacTHukoB CHI'.

Ha ypoBne CHI' BOmpocChl TroCyJapCTBEHHBIX 3aKyIOK PETrJIAMEHTHUPOBAHBI
[IpoTokomom Mexay rocygapcTBaMu — yyacTHHKaMu JloroBopa o 30He CBOOOIHOI
ToproBiu OT 18 okTsiOpst 2011 roma o mpaBuiIax W MPOILEIypax PETyIUPOBAHUSA
roCyJIapCTBEHHBIX 3aKymnok (naiee — IIpoTokon o roc3akymnkax), MOJAMMCAHHBIM Ha
3acenanun CoBera rtnaB mnpaButTenbcTB CHIT 7 mrons 2016 roma Pecmy6numkoit
Apmenus, PecnyOnukoit benapycs, Keipreisckoir PecnyOnmukoi, Poccuiickoit
Oenepanueii u Pecyonukoit Tamkukuctad. YKa3aHHbBINH TOKYMEHT BCTYIHII B CHUITY
JUTSI TIOJITMCABIIINX €r0 TOCynapcTB, kpome PecryOnmuku TamxukucTan, B KOTOPOU
OPOBOJATCS BHYTPUTOCYAAPCTBEHHbIE MPOLEAYPbl, HEOOXOAUMBIE Il  €ro
BCTYIUICHHS B CUITY.

[IpoTOKON O TOC3aKyNKax pEryjJupyeT MNOPSAOK MPOBEACHUS MPOLEIYP
rOCYJJapCTBEHHBIX 3aKyNOK, HE ONpENEeNsAs, YTO CTOPOHBI MPEAOCTABISIOT
HAallMOHAJIBbHBIA peXUM B cdepe TocyAapCTBEHHBIX 3akynok. Ilpu 3ToM
OpeAyCMOTPEeHO, 4To peanm3auus [IpoTokona o roc3akynkax OCYIIECTBISAETCS
ITOATAITHO:
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NEPBBIA 3Tall — BHECEHUE W3MEHEHHUI B 3aKOHOJATENIbCTBO KaXKJIOTO U3
rocyJlapctB — ydyacTHUKOB IIpoTokosa o0 roc3akynkax, HamopaBJIEHHBIX Ha
IPUBEJICHHE B COOTBETCTBHE 3aKOHOAATEIbCTBA KaXIOrO0 U3 TOCYIapCTB —
ydyacTHUKOB [IpoTokona ¢ [Iporokosiom o roczakynkax, — 10 1 suBaps 2018 roxa;

BTOPOM ATal — BHEJIPEHUE TEXHOJIOTHM, 00ecTeurnBaronx HHHOPMAITMOHHYIO
OTKPBITOCTh ¥ TIPO3PAYHOCTH 3aKYIOK, COBMECTUMOCTh TEXHOJOTUYECKUX TIATHOpM,
B LEJISAX MOJYYEHHUS] CTOPOHAMHM TEXHUYECKOW BO3MOKHOCTH Y4YacTHUSl B 3aKyIKax, a
TaKke 00CYXKJICHHE YCIOBHA MPUMEHEHHUSI CTOPOHAMH HAIIMOHAIBHOTO PEXHMa — JI0
1 ssuBaps 2019 rona.

[Ipu 3TOM yCIIOBUS NPUMEHEHUSI CTOPOHAMH HAMOHAIBHOTO PEKHMAa €IIE HE
obOcyxnanuch. B HacTosiee Bpemsi COXpaHSAIOTCA psii OapbepoB, MPENATCTBYIOIIUX
CBOOOJTHOMY YYacCTHIO B TOCYJApPCTBEHHBIX 3aKyNKaxX MEIUIIMHCKUX U3CIIUN
rocynapcts — yuyactHukoB CHI. He pemien Bompoc co B3auMHBIM IPU3HAHUEM
ANIEKTPOHHBIX IUGPOBBIX MOJIMUCEH, HUCIONIB3YEMBIX JIsi Y4acTHS B AJIEKTPOHHBIX
roCyJIJapCTBEHHBIX 3aKyIKaxX.

Cnpd@OllHO.' 6 HacmoAwee epemsa 63aUMHO€ NPUSHAHUE IJIEKMPOHHbLLX uugbpoeblx noonucetl
npu yuacmuu 6 20CyOapCmEeHHbIX 3aKYNKAX Peanu308aH0 MOIbKO MeHCOy
Pecnyonuxou benapyco u  Poccuiickoti  @edepayueu. Jna  yuacmus
6 3dKynKax, I’lpO@O()MMblx 6 JJIEKNMPOHHOM gbopmame, nocmaewuku us3 dpyeux

eocyoapcme — yuacmuuxoe CHI' 6vbiHys#cOenbl nomyuyams 21eKmpOoHHblE
yughposwvie noonucu 8 opyaux 20cyoapcmaeax.

Hexotopeie rocymapcrBa — ydactHukn CHI' ycTaHaBIMBaKOT OTpaHMYECHUS
y4acTHsl MHOCTPAHHBIX TIOCTABIIMKOB B 3aKylKaX MEIUUUHCKUX U3JETU.
Hanpumep, nocranosnenueM IlpaBurensctBa Poccuiickoit @eaepaunn ot 5 pepasis
2015 roma Ne 102 ycTtaHOBJIEHBI OTPAHUYEHUS M YCIOBUS OMYCKa OTACIbHBIX BUIOB
MEIULUUHCKUX M3IEIIHNIA, MPOUCXOIAIIMX W3 MHOCTPAHHBIX T'OCYAApPCTB, JUIA LEJIEH
OCYIIECTBJICHUS 3aKyNOK Ui 0OeCredyeHUs TOCYJapCTBEHHBIX UM MYHUIUIAJIbHBIX
HYX/l, COINIACHO KOTOPBIM IIpM OCYIIECTBICHUM 3aKyNOK OTHEIbHBIX BHUOB
MEJULUMHCKUX W3JEJUi, BKIYEHHBIX B [EPEYHHU, YTBEPKIACHHBIE JTAHHBIM
[IOCTAHOBJICHUEM, 3aKAa3YMK OTKJIOHSET BCE 3asBKH, COJECP)KALINE MNPEIJI0OKEHUS
O MOCTaBKE OTAENIbHBIX BUJOB YKa3aHHBIX MEAUIIMHCKUX HM3JEIHM, MPOUCXOASAIIMX
U3 MHOCTPAHHBIX rocyJapcTB (3a UcKiIoYeHueM rocyaapctB — wieHoB EADC), npu
ONpEJEICHHBIX YCIOBUSX.

OrpanuyeHusi [Jjisi MHOCTPAHHBIX TOCTaBIIMKOB MEIUIMHCKUX H3IEIHM
yCTaHOBJIEHbl Takxke u [lpaBuyiamMu opraHu3zalMM W TPOBEICHUS 3aKyma,
YTBEPKJCHHBIMU TIocTaHoBiieHUeM IIpaButenbctBa PecnyOnuku Kazaxcran ot
30 okTs6pst 2009 roma Ne 1729.

B oTnenpHBIX ciydasix KOHKYPEHTHBIE MPOLIEAYPbI TOCYIapCTBEHHBIX 3aKYIOK
MEIULMHCKUX HW3ACINA HE MPOBOAATCS, a 3aKIIYAKOTCA MpPSMbIE JIOTOBOPHI.
B yactHOCTHM, mpuio)keHMeM K mnoctaHoBieHuto IIpesnnenta PecnyOnuku
V36ekucran ot 27 centsOps 2018 roma Ne III1-3953 «O mepax mo peanuszanuu
3akona PecnyOmuku VY30ekucrtan «O TrocyJapCTBEHHBIX 3aKylKax»», MTOMHMO
IIPOYEro, OMNPENETIEHO, YTO 3aKylKa HW3AEIMd MEIULIUHCKOTO HAa3HAYEHUs II0
[IEPEYHIO, YTBEPKAAEMOMY MMHUCTEPCTBOM 3APAaBOOXPAHEHHUS IO COIVIACOBAHMIO C
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HanuoHanbHBIM areHTCTBOM IPOEKTHOTO ynpaieHus npu [Ipesunente Pecriybnuku
V30ekucraH, OCYIIECTBIISIETCS TOCYAApPCTBEHHBIMHM 3aKa3uMKaMU [0 IPSIMbIM
JIOTOBOPAM.

PaccmarpuBast cucteMy TOCyAapCTBEHHBIX 3aKyNOK MEIMIMHCKUX W3IEIUi
B rocyaapcrBax — ydactHukax CHI', cTouT Takke UMETh B BUAY, YTO B OTACIIBHBIX
rocyapcTBax OHa LIEHTPAIN30BaHa.

B Pecny0nuke MonnoBa MUHHCTEPCTBOM 3/1paBOOXpaHeHus yupexaeH LlenTp
[0 TOCY/JIAPCTBEHHBIM LIEHTPAIM30BAaHHBIM 3aKyIKaM B 3PABOOXPAHEHHH, KOTOPBIN
B KauecTBE IIEHTPAJBHOIO 3aKyNOYHOIO OpraHa IUIAHUPYET M OCYIIECTBIIAET
MPOLIETYPbl FOCYJIapCTBEHHBIX 3aKYIOK JEKApCTBEHHBIX CPENCTB, APYTHX CPEICTB
MEIUIMHCKOTO Ha3HAYEHUs] W MEIUWLUMHCKUX W3IENHA, 3aKII0YaeT JI0roBopa
O TOCYJApCTBEHHBIX 3aKyIKax, a TAKXKE OLEHUBAECT M KOHTPOJIMPYET HCIOJIHEHHE
JIOTOBOPOB O T'OCYJAPCTBEHHBIX 3aKYNKaX JIEKAPCTBEHHBIX CPEJICTB, APYIUX CPEICTB
MEJULUHCKOIO HAa3HA4YCHWsT M MEIMIMHCKUX W3JEIMM [ HYXKJI B CHCTEME
3/IpaBOOXPaHEHUS.

B PecnyOnuke benapych rocygapcTBeHHbIE 3aKyNKHd MEIULMHCKUX H3AEIUN
[I0 YTBEPXKJACHHBIM IEPEYHSAM OCYLIECTBISIOTCS Y€pe3 OpraHu3aTopa — YHHTAPHOE
npennpusatie «benMenTexHuka» U ero JN0YepHHUE NPEANpPUATUS, KOTOPBIM, TOMHMO
MIPOYEro, BIPAaBE OT CBOETO0 HMMEHM 3aKJII0YaTh C IOCTABIIMKOM-IOOEIUTEIEM
JOTOBOPBI Ul TOCJEIYIOIIET0 PAacHpeleiIeHUs] MEINLUHCKAX H3IEIANA MEXAy
3aKa3urMKamMu (OpraHu3alusIM 31paBOOXPAHEHU).

Takass cxema 3aKylmoK MEIMIMHCKUX HW3JEIUH  COIVIACHO  TO3HILIUU
MunucrepcTBa 31paBooxpaHeHus: PecnyOnuku benapych mo3BOJS€T 3HAYUTENBHO
CHU3UTH LIEHbl HA MEIULIMHCKUE TOBAPHI, YIIPOCTUTH AEATEIBHOCTh MOCTABIIMKOB 110
[IOCTABKE MEJMIMHCKUX TOBAapOB BCIEACTBUE YKPYNHEHHUS 3aKylNOK W HaJIAYMS
IPAaBOOTHOIIEHUI C OTrPaHUYEHHBIM KOJUYECTBOM OpPraHU3aTOPOB, CBOEBPEMEHHO
OCYLIECTBJISATh PACYETHl C IIOCTAaBIIMKAMM H MOJAECPKUBATH CKIIAJICKHE 3amachl,
oOecrnieunBasi pUTMUYHYIO OTTPY3KY MEAMIIMHCKHX TOBapoB OosibHHUIAM. [Ipu s3TOM
JaHHAs CUCTEMa 3aKylOK HE YLIEMJISIET IpaB IPOU3BOAUTENIEH W TMOCTaBILHKOB
MEIULMHCKUX TOBApOB MHBIX FOCYAApCTB, MPEAOCTABIISIS UM JOCTYI K MpOLEaypaMm
rOCy/IapCTBEHHBIX 3aKylOK HapaBHE C O€JOpYCCKMMH TPOU3BOIUTEISIMU U
MOCTABIIMKAMU MEUIIMHCKUX TOBAPOB.

3.2.1. Oco0eHHOCTH ONIUCAHMS NPeIMETa rOCy1apCTBEHHOM 3aKYIKH

Omnucanue npeaMeTa rocy1apCTBEHHON 3aKyIIKH OCYIIECTBISETCS 3aKa3UUKOM
CaMOCTOSTENIbHO C Y4€TOM OOBEKTHBHBIX MOTPEOHOCTEW B TOBape M OTPaHUYCHHUI,
YCTAHOBJICHHBIX 3aKOHO/IATEILCTBOM O IOCYJJAPCTBEHHBIX 3aKyIKaX.

ITpoToKOIOM O roc3akynkax ONpeIeiIeHO, YTO B JOKYMEHTALMIO O 3aKyIIKe U
MHBIE JOKYMEHTHl MpU NPOBEACHUM 3aKylNOK HE BKIIOYAIOTCS TPeOOBaHUS WU
yKa3aHHUS Ha TOBapHbIE 3HAKM, 3HAKH OOCTYXUBaHUS, (PUPMEHHbIE HAUMEHOBAHMSI,
MATEHThI, MOJE3HbIE MOJENIW, NPOMBIIUICHHbIE O00pa3lbl, HAUMEHOBAaHHWE MECTa
IIPOMCXOXKJICHHUS TOBapa, MPOU3BOAUTENSI WJIM [OCTaBIIMKA, 32 HCKIIOYEHHEM
ClIly4aeB, MPEAyCMOTPEHHBIX 3aKOHOJATEIbCTBOM TIOCYJapCTB — YYaCTHUKOB
ykazanHoro IIporokoia.
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3aKa3udK BIIpaBe YCTAaHABIMUBATH CTaHAAPTHHIE I[IOKa3aTeNHd, TpeOOBaHUS,
yCIIOBHbIE OOO3HAYEHUST W TEPMHUHOJOTHIO, KacalolUMecs TEXHUYECKUX U
KaueCTBEHHBIX XapaKTEPUCTUK OOBEKTa 3aKYNKH, OMPEIEIEHHBIX B COOTBETCTBUU C
TEXHUYECKUMHU  pErjlaMeHTaMH, CTaHJapTaMd W UHBIMH  TpeOOBaHUSIMH,
NPEeIyCMOTPEHHBIMUA ~ MEXIYHApPOJHBIMU  JIOTOBOpaMHM W akTaMd H  (WIH)
HallMOHAJIbHBIM 3aKOHOIATEIECTBOM.

Ha »Tux ocCHOBax W TMOCTpOEHBI TpPeOOBAaHHA K OIMCAHUIO TMpeAMETa
rocyJapCTBEHHOM 3aKyIKH B rocyaapctBax — yyactHukax CHI'.

VYka3aHue CCBhUIOK Ha KOHKpPETHBbIE TOBapHbIC 3HAKW, 3HAKU OOCITY>KHBAaHUS,
(upMeHHbIE HAUMEHOBAHUS, MMATEHTHI, ICKU3bI WM MOJIEIH, KOHKPETHBIH UCTOYHHUK
MPOUCXOXKJICHUS ToBapa (paboThl, YCIYTH) U €ro MPOU3BOAMUTEINSI WA MOCTABIIHMKA
(moapsaIYMKa, UCTIOTHUTENS) BO3MOXKHO JIUMIIb NPU OTCYTCTBUM MHOT'O KOHKPETHOTO
crocoba onucaHusi TPEOOBAHUN K MPEAMETY TOCYAapCTBEHHOM 3aKYIKH, IPU 3TOM
B TaKOM CUTyallUd TEXHUYECKHUE MOKa3aTea (XapaKTePUCTUKHU) JOJDKHBI COAEPKATh
CJIOBA «WJIM aHAJoOr» («WIM SKBUBAJIECHT»). B ciydae HeoOXoauMocTu oOecredyeHus
COBMECTMMOCTM C paHEe 3aKyIUICHHBIMM TOBapaMH M  HEBO3MOXXHOCTHU
UCIIOJIb30BAaHUSl AQHAJIOIOB MOXXET OBITh YKa3aHO B JOKYMEHTallMM O 3aKylKe Ha
KOHKpPETHBIE TOBAapHbIE 3HAKHW, 3HAKU OOCHy>KUBaHUS, (DUPMEHHbIE HAUMEHOBAHUS,
MATEHThI, ACKU3bl WJIU MOJEIU, KOHKPETHBIM HCTOYHHMK MPOUCXOXKIEHUS TOBapa
(paboTbl, ycAyru) © €ro MPOU3BOJAWUTENS WM TOCTaBIIMKA (MOAPAIUUKA,
ucnonuutens). Ilpu 3ToM 000CHOBaHHME HEOOXOAUMOCTH OOECIIEUEHUS] TaKOU
COBMECTUMOCTH OTHOCHUTCSI K KOMITETCHITUH 3aKa34yrKa (OpraHu3aropa).

[ToMmuMo TpeOOBaHMII K ONMHUCAHMIO MPEAMETa TOCYJApPCTBEHHOM 3aKyIKH,
®AC Poccun B paMkax obecniedeHHs] KOHKYPEHIIMM NPH OCYIIECTBICHUH 3aKYIOK
MEIUMLUHUHCKUX W3ACNHN I TOCYJAapCTBEHHBIX W MYHULUNAIBHBIX  HYX]
pa3zpaboTaHbl W pa3MelleHbl Ha O(QUIMAIbHOM CalTe pa3zbsICHEHUs IO BOIIPOCY
YCTaHOBJIEHMSI B IOKYMEHTALIMM O 3aKYyIKEe OCTaTOYHOIO CPOKa FOJHOCTU (CITyKObI)
MEIUIUTHCKUX WU3ICITUN.

CornacHo  ykazaHHbIM  paszbsicHeHusM @OAC Poccum  yCTaHOBIICHHE
B JOKYMEHTAIlUM O 3aKkylnke TpeOOBaHMS K OCTaTOYHOMY CPOKY TOJHOCTH
MEIULMHCKOrO H3MENNs, BBIPAXEHHOMY B IMPOLEHTaX, MOXET CO34aThb HEPABHBIC
YCIIOBUS JIJISl TPOU3BOAUTENIEH MEIUIIMHCKUX U3JIETUH, OTPaHUYEHNE KOHKYPEHIIUU U
COKpAIllECHUE KOJIMYECTBAa Yy4acTHUKOB 3akynku. I[lo wmuenutro DPAC Poccunm,
TpeOOBAaHMUSI K OCTaTOYHOMY CPOKY TOJHOCTH MEIUIMHCKOIO W3JeNUs CJeayeT
yCTaHABJIMBATh B BUJIE KOHKPETHOTO mepuoja (B AHIX, Mecslax, rojax), B TEUCHUE
KOTOPOTO MEIUIIMHCKOE H3JeNue JOJKHO COXPaHATh CBOIO NPUIrOAHOCTh, JHOO
B BUJI€ KOHKPETHOM JaThl, O KOTOPOM MEIMIIMHCKOE H3JENHE JIOJDKHO COXPaHATh
CBOIO MPUTOJHOCTh ISl HMCMOJIb30BaHUA Mo HazHaueHuto. Takxxke DPAC Poccum
YKa3aHO, YTO YCTaHOBJIEHWE TpeOOBaHUS K OCTaTOYHOMY CPOKY TOJHOCTH
MEIUIIMHCKOTO HM3JENUsl JIOJDKHO OCHOBBIBATHCSI HA OOBEKTHBHON HEOOXOIUMOCTU
3aKazuuka. llpy OTCYTCTBUM YCIOBUN YCTpAaHEHMs, OTPAHUYEHHS KOHKYPEHIIMH,
COKpAIlleHHs] KOJIMYECTBA YYACTHUKOB 3aKYyNKH, IMPEMIAralolliuX K IOCTaBKE
MEIULUHCKUE U3JEIUs C OCTaTOYHBIM CpPOKOM TOJIHOCTH, COOTBETCTBYIOIIHM
NEepUoay, Ha KOTOPBIM 3aKynaercs MEIWLUHCKOE W3IEIUe, 3aKa3yuK BIIPABE
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YCTAaHOBUTH TpeOOBaHUE K OCTATOYHOMY CPOKY T'OJHOCTH MEIUIIMHCKOIO U3JIEIus,
NPEBBIIAIOIIEMY TI€PUOJ, HAa KOTOPBIM 3aKylaercss MEAUIUHCKOE W3EIHE
(manpumep, U1t GOPMUPOBAHUS PE3EPBA 10 OKOHYAHHUIO KAJIEHJAPHOIO r0/1a U UHBIM
IpUYUHAM OOBEKTUBHOIO XapaKTepa).

HecMmoTps Ha 4€TKO YCTaHOBJIEHHBIE 3aKOHOAATEIBCTBOM ITPABHUJIA OMMCAHUS
IpeAMeTa roCyAapCTBEHHOM 3aKyIKU B rocyaapcrBax — ydyactHukax CHI', Bce yamie
HaOIIOAAOTCSA Clydad, KOrJa 3aKa3uyukoM W (WJIM) OpPraHh3aTopoM IpH ONUCAHUU
MpeAMETa TOCYAApCTBEHHOM 3aKyNKHM  YKa3bIBalOTCS TOYHBIE TEXHUYECKHE
XapaKTEPUCTHKU  MEAUIMHCKOIO  M3JIENHsS, COOTBETCTBYIOIINE KOHKPETHOMY
MIPOU3BOAMUTENIO, YTO  OrPAHUYMBAET BO3MOXKHOCTH  y4acTHsi B  Toprax
XO35MCTBYIOIIUX CYyOBEKTOB, NPEAJaralolIMX AaHAJIOTMYHYI0 MPOAYKIHUIO, H
PUBOJIUT K YBEITUYCHUIO PACXOI0B OFOIPKETHBIX CPECTB.

3aKylKyd MEOUUMUHCKUX WM3JIENUN Uil TOCYAapCTBEHHBIX M MYHHIIUIAIbHBIX
HY’KJl OCYIIECTBISIFOTCSI B COOTBETCTBUM C IOCTaHOBJIeHHeM [IpaBurenbcTBa
Poccuiickoii ®eneparuu ot 8 despans 2017 roma Ne 145 «OO0 yTBepKACHUH TTPaBUII
(opMupoBaHUs U BEACHUS B €IMHON MHPOPMAIMOHHON CUCTEME B cdepe 3aKylnoK
Katajora TOBapoB, pabOT, YCIAyr Ui OOeCleYeHUsi TOCYJAapCTBEHHBIX U
MYHULHANAIBHBIX HYkJ U IPABUJI UCIIOJIH30BAHUS YKa3aHHOIO KaTaJoray.

dopMUpOBaHUE U BEJICHUE KaTajora TOBapoB, padoT, yCIyT sl 00eceueHUs
roCyJapCTBEHHbIX M MYHULMNAIbHBIX HYXJ (mamee — Karanor) obecnieunBaeT
(denepanbHbIlii OpraH UCHOJHUTEIBHOM BJIACTH MO PETYIMPOBAHUIO KOHTPAKTHOM
cucteMbl B cepe 3aKylnoK Mpu ydacTHH (eAepalibHbIX OPraHOB HMCIOJHUTEIbHOU
BJIACTH, OCYUIECTBISAIOIMX (OpMHpOBaHWE M (WJM) BeAeHUE HH(POPMALMOHHBIX
CUCTEM, a TAK)KE OCYLIECTBISIOIIUX PETUCTPALIMIO TOBAPOB B YCTAHOBJIEHHOU cepe
JesTeIbHOCTU. DKCIEPTHBI cOBET Mo ¢opMupoBaHuto U BeaeHuto Karamora, B
COCTaB KOTOpPOro BXOAUT Poc3apaBHan3op, yTBEpXkKAEH NpHkKa3zoM MHHHCTEpPCTBA
¢bunancoB Poccuiickori deneparuu ot 20 mrons 2017 roma Ne 542 «O cozmaHum
HKCIIEPTHOIO COBETa 1Mo (POPMUPOBAHUIO U BEICHUIO KaTajiora ToBapoB, padoT, yCIIyT
JUTsl 00eCTIeYeHHs TOCYIapCTBEHHBIX U MYHUIIUTIATBHBIX HYX]I.

B wnacrosmee Bpemsa Pocs3npaBHamzopom  mpoBoautcs  pabora 1o
dopmupoBannto mabnmoHoB Karamora ¢ ucmons3oBannem HomeHkiatypHOU
kiaccuukanuu. Ilpu  popmupoBanuu madmoHoB Karamora ompeaensitorcs
TEXHUYECKHE, KOJUYECTBEHHBIE M KAUYECTBEHHBIC XAPAKTCPUCTHUKU MEIUITMHCKUX
U3JICNIUM, 3aKymaeMbIX ISl TOCYJApCTBEHHBIX W  MYHUIMNAIBHBIX  HYX]I.
Omnpenenenre 3TUX XapaKTEPUCTUK MPOUCXOJUT C YYaCTHEM TJIABHBIX BHEIITATHBIX
CHenuaiucToB MuHUCTEPCTBA 3ApAaBOOXpPAHEHUSA, B TOM YHUCIE C YYETOM
NOoTpeOHOCTEM MEIUIMHCKUX OpraHu3aluil npu GOpMHUPOBAHUU 3asiBKU HA 3aKYIIKY,
a Takke OCOOEHHOCTeW  KIMHMYECKOro  mnpuMmeHeHus.  Mcmonb3oBaHue
Homenknarypuoit knmaccubukamuu mpu  dopmupoBannn 1mabmoHoB Karamora
MO3BOJIUT MPUBECTH MPOLEAYPY 3aKYNOK MEIUIIMHCKUX U3AETHI K €AMHOO0Pa3uIo U
HCKITFOUUT BO3MOKHOCTh OCHAILIEHUS MEIULUHCKHUX OpraHu3alHi
HE3apEruCTPUPOBAHHBIMU METUIIUHCKUMHU U3IECTUSIMH.

B nactosee Bpems Katasor goctynes uisi 03HaKOMJIEHUSI B OTKPBITOM YacTH
eauHoN wH(OpMaIMOHHOM cucTeMbl B cepe 3akymok u coxaepkut 7 830 BumoB
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HomenknatypHoit  knmaccudukaruu U 44 111 nmo3umuid,  oTpakarolux
(GyHKIMOHAIbHBIE, TEXHUYECKUE, KAUECTBEHHBIE M KOJMYECTBEHHBIE XapaKTEPUCTUKU
MEIUIMHCKUX U3JIETUH.

[To muenuto DPAC Poccuu, BejeHue kartajgora TOBapoB, padOT, yCIyr
TSl 00ecrieYeHus] TOCYAapCTBEHHBIX U MYHMIIMTIAIBHBIX HYXK] JIOJKHO OOECIIEUYHTh
YCTAHOBJICHHE 3aKa34YMKOM €IUHOOOpa3HbIX TPEeOOBaHUN K XapaKTEPUCTHUKAM
TOBapoB, pabOT, yCAyr B COOTBETCTBMM ¢ Karamorom, 4To MO3BOJUT H30€XaTh
YCTaHOBJICHHS M3JIUITHUX TPEOOBAHMIA K COCTABY 3asBOK, a TAKKe HEOOOCHOBAaHHOTO
OTKJIOHEHUS 3asBOK YUaCTHUKOB TAKUX 3aKYTIOK.

3.2.2. O0panenne «OTKPBITHIX» U «3aAKPBITHIX» MeIMIMHCKUX U3AeTuii

Cpeau npensaTcTBUM ISl pa3BUTHS KOHKYPEHIIMM B PaMKax rOCyJ1apCTBEHHBIX
3aKYNOK MEIMLMHCKUX H3/EIUil HEOOXOIUMO OTMETUTh IPOOJIEMY HCIIOJIb30BAHMS
«3aKpBITHIX» JJAOOPATOPHO-AUATHOCTUYECKUX CUCTEM.

B 3aBUCMMOCTM OT BO3MOXHOCTH IPUMEHEHHS PEareHTOB U PACXOAHBIX
MaTEpPUAIOB BBIIEISAIOT 3aKPBITYI0, YACTUYHO OTKPBITYHO M OTKPBITYIO CHUCTEMBI.
[TonsiTHEe TaKMX cHCTEM MO>KHO HalTH B 3akoHozaTenbcTBe PecriyOnuku benapyce, B
4acTHOCTH, B TIpuKa3ze MuHucTepcTBa 37paBooxpanenus ot 18 despans 2014 roga
Ne 145 «O6 yTBepkJIe€HUN UHCTPYKLIMU O IPUMEHEHUU PEAreHTOB B aHATIMTUYECKHUX
71a00paTOPHO-TUATHOCTUYECKUX CUCTEMAX).

[Tox 3akpbITOM aHATUTUYECKOW Ja0OpPaTOPHO-AMATHOCTHUECKON CHCTEMO
MMOHUMAETCsl aHAJIMTUYEeCKas CHCTeMa, JJIi KOTOPOM BCE€ KOMIIOHEHTHI (Kak
MHCTPYMEHTAJIbHBIN, TaK M PEareHTHbIM) MPOM3BOJUT OJUH MNpou3BoauTENb. [lpu
9TOM IS TaKOW CHCTEMbI HEBO3MOXHO (TEXHOJOTMYECKH M (PYHKIMOHAIBHO)
MPUMEHEHUE PEAreHTOB APYTUX MPOU3BOAUTEIICH.

YacTUyHO OTKpBITasl aHAJIUTUYECKask JaOOpaTOPHO-AMATHOCTUYECKAsi CUCTEMaA
OpeaCcTaBisieT cOO00M aHATMTHYECKYIO CUCTEMY, JJII KOTOPOM BCe KOMIIOHEHTHI (Kak
MHCTPYMEHTAJIbHBIM, TaK U PEAreHTHBIN) POU3BOAUT OAUH ITPOU3BOAUTEIND, B TO K€
BpEMSI 110 OTACJIBHBIM «OTKPBITBIM» TO3ULUSAM HMMEETCA TEXHOJIOTMYeCKas
BO3MOXHOCTb MCIOJIb30BAHMS PEar€HTHOIO KOMIIOHEHTA IPYTUX MPOU3BOIUTENEH.

OTkpblTas ~ aHaNUTHYECKass  JabOpaTOpHO-IMAarHOCTUYECKass  cHUCTeMa
NpeICTaBIsieT CcOoOOM aHAIUTUYECKYI0 CHCTEMY, HJisi KOTOPOW MPOU3BOJIUTEIND
aBTOMATUYECKOTO JIaDOpaTOPHO-AUATrHOCTUYECKOTO O0OpYAOBaHUSl HM3HAYAJIbHO
npearnoiaraeT NpUMEHEHNE PEareHTHOTO KOMITIOHEHTA Pa3IMYHbIX MPOU3BOAUTEIIECH.
B sTOoM citydyae cucteMa «OTKpbITa» KaK TEXHOJOTUYECKU, TaK U QYHKIHUOHAIBHO TI0
BCEMY CIIEKTPY HCCJEIOBAHUM COTJIAaCHO 3asBJIEHHON NPOU3BOAMUTENEM 00J1acTu
NPUMEHEHUS.

3aKynka MEIUIMHCKUX U3JEINI 3aKPhITOrO TUIA MPEIIOoiIaraeT AajbHENITyI0
HEOOXOUMOCTh 3aKyNKH PAcXOAHBIX MaTepuaioB OJHOrO Mpou3BoauTens. Tak
OOJIBHUIIBI CTAHOBSITCS «IUICHHUKAMM» KOHKPETHOTO IMOCTABIIMKA, HECTIOCOOHBIMU
WCIIOJIb30BaTh 3alacHble YacTW WM PacXOAHble MaTepuagbl M3  JIPYyroro
000py0BaHUsI WJIM MEIWLHUHCKOIO YCTPOMCTBAa M3-32 MX HECOBMECTHMOCTH, YTO
MCKIIFOYAeT KOHKYPEHLIUIO CPEIU MPOU3BOAUTENICH MEIULIUHCKUX U3EIIHNNA, a TAaKKe
NPUBOIUT K HEA((HEKTUBHOMY PACcXOJ0BAHUIO OIOMKETHBIX cpencTB. B HacTosmiee
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BpeMsi HOPMATUBHBIMU TPABOBBIMU aKTaMu rocyaapcTB — ydacTHUKoB CHI
HE YCTAHOBJICH 3alpeT Ha 3aKyINKy 3aKa3uuKaMu MEIUIMHCKUX HU3ACNIUNA 3aKPBITOrO
TUIIA.

Cnpasouno: uacmowio 2 cmamou 1 @edepanvroco 3axona om 5 anpens 2013 2o0a Ne 44-D3
«O KommpaxkmHou cucmeme 8 cgepe 3aKynok moeapos, pabom, yciye O
obecneuenus 20CyOapCMEEHHLIX U MYHUYUNATLHBIX HYIHCO» NpedycMOmpeH
nepeyeHb OMHOULeHUL, HA KOMOopble OAHHBLI 3AKOH He PACNPOCPAHSIem C80e
Oeticmgue. Ilpu 3mom YKa3auHulL nepeueHb He COOepI’CUM NOJIONCEHUU 6
OMHOWEHUU 3AKTI0UEHUs 002080PA APEHObL CIOHCHO20 U 00POSOCMOAUE20
MeOuYUuHcKo20 06opyoosanus u uzoenut. Taxum obpazom, eocyoapcmeennvie
U MYHUYUNATbHBLE 3AKA3YUKU NPU 3AKTIOYEHUU KOHMPAKMA HA OKA3AHUe YCIye
apeHobl CLOANCHO20 U O0PO2OCMOAUE20 MEeOUYUHCKO20 000py00sanus u
uzoenuti  pyko8oOCMEYIOMCSA 8 MOM HUcCle MNONOHCEHUAMU VKA3AHHO20
Dedepanvbroeo 3aKoHa.

B TO ke BpeMs C LeNbl0 CO3JaHus yCJIOBUUM U1 Pa3BUTUSA KOHKYPEHIIMU Ha
pBIHKax MeauuuHCKux usnenuit B Poccuiickoii ®denepanuu, Hanpumep, [Lmanom
MEPOIPHUITUI («1opOXKHOM KapToii») «Pa3Butne KOHKYPEHILIUU B
3IpaBOOXPAHEHUN», YTBEPKICHHBIM pacnopsbkeHreM llpaBurenbctBa Poccuiickoi
Oenepanuu ot 12 suBaps 2018 roma Ne 9-p, mpemycMOTpeHO COBEPILIEHCTBOBAHUE
HOPMATHUBHO-TIPABOBOTO  PETyJIUpOBaHUs B cepe oOpalieHuss MEIUIMHCKUX
W3/, B TOM 4YHCJI€ B YaCTH YCTAHOBJICHMS OOS3aHHOCTH TOCYJApPCTBEHHBIX M
MYHUILIMTATBHBIX 3aKa3YMKOB 3aKyMaTh MEIUIIMHCKUAE U3/IETUsI OTKPHITOTO THUTIA.

Heo6xo1uMo OTMETUTBH, YTO, C OJHOM CTOPOHBI, CUCTEMbI OTKPBLITOTO THIA
yaoOHBI, TaK KaK HET 3aBUCUMOCTH TOJIbKO OT OJHOTO TPOU3BOJUTENS, U,
COOTBETCTBEHHO, CIIOCOOCTBYIOT Pa3BUTHIO KOHKypeHIMU. Ho, ¢ apyroit cTOpoHHI,
aHAJIM3aTOPbl 3aKPHITOTO THUIIA YacTO OO0JAJAI0T YHUKAJIBHBIMA BO3MOKHOCTSIMH,
OYCHb OOJIBIIMM  CIEKTPOM TMPOBOJUMBIX  aHAJIM30B, O0JaMalOT  OOJBIIEH
IPOU3BOUTEILHOCTRIO, JalOT Oonbiuii o0beM wuHGoOpMammu. B 3Toil  CBs3H
PEACTABISACTCS, YTO K OIPAHUYEHUIO B LIEJIOM HCMOJb30BAHUS 3aKPBITBIX CHUCTEM
CTOWT TIOJIXOJUTH B3BEIICHHO, TIOCJIE BCECTOPOHHEW NPOPAabOTKH U HU3yUYEHUS
KOHBIOHKTYPBI COOTBETCTBYIOILIETO PhIHKA.

[Ipu >TOM Ccam JHIIb 3alPeET HEMOCPEACTBEHHO HA 3aKYNKH 3aKPBITHIX CUCTEM
MOXKET TPUBECTH K YBEIMYCHUIO YHCIIA CIIy4aeB, KOrja TakKoe OOOpY/I0BaHHE
NPEAOCTABISCTCS  MEIUIIMHCKOMY  YUPEXKJICHHI0O B  paMKax Oe3BO3ME3THOM
CIIOHCOPCKOM TIOMOIIIM C PacueTOM Ha TapaHTUPOBAHHBIA COBIT PACXOIHBIX
MaTepuajioB, B CBSI3M C TEM YTO MEAMIIMHCKAsh opraHu3ainus OyJeT BBIHYXJICHA
npuoOpeTaTb WX B HEOOXOAUMOM KoyinyecTBe. Takum oOpa3zoMm, Oe3BO3Me3aHAs
nepejaya MEAMIIMHCKOTO M3JeIusl MPUBOAUT K JaJbHEUINECH 3aKyIlKe 3aKa3uyuKOM
pPacXOJHBIX MaTEpPUATIOB B YCJIOBUAX HCKIIOYEHUS KOHKYPEHIIMM M OIMHCAHUS
00BEKTa 3aKylmKHd, COOTBETCTBYIOIIETO  XapaKTEPUCTHKaM ToBapa  OJHOTO
MIPOU3BOJIUTEIIA.

Tak, B XoJlie pacclieloBaHMs, 3aBEPIIEHHOTO MocTaHoBieHrneM (CoBeTa Mo
KoHKypeHiuu PecrnyOonuku MosmoBa ot 21 mapra 2019 roma Ne DA-17/18-19, y
VUpEKIACHUN 37paBOOXPAHCHUS OBUIM 3alpOINCHB CIHCKH TEeMaTOJOTHYECKUX
(OMOXMMUYECKUX,  HMMYHOJOTMYECKHX)  aHAJIM3aTOPOB  3aKPBITOrO  THUIIA,
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NPUOOPETEHHBIX U3 IPYTUX UCTOYHUKOB (DMHAHCUPOBAHUS, KPOME TOCY1apCTBEHHBIX
3akynok. CorsacHo moiaydeHHoi uHbopmaruu B niepuoy ¢ 2013 mo 2018 rox 6sw10
nepenano 0e3Bo3me3nHO 33  aHanmuzatopa M B OECIUIaTHOE  MOJIb30BaHHUE
48 METUIIMHCKMX  aHAJM3aTOpoB.  BBUIO  yCTaHOBIEHO, YTO  KOMIIaHWH,
npenocTaBuBiiie (TMepenaBiive) B OECHjaTHOE HCIOJIb30BAaHUE AaHAIMU3ATOPBI
3aKpBITOTO THUIA, BIOCIEACTBUU YYACTBOBAIU B MPOIEAYpPaX, KACAIOIIUXCS MOKYIKH
PEareHTOB U PacXOJHBIX MaTeprayioB. Bo Bcex ciydasx oHU ObLITM €IMHCTBEHHBIMH
HSKOHOMHUYECKMMHU ONEpaTopamMH, KOTOphIE IMpeJiarald peareHTbl W pacxXoiHbIe
MaTepHuasbl, COBMECTHUMbBIC C JaHHBIMU aHaiau3atopamu. COOTBETCTBEHHO, 3aKIIIOYas
KOHTPAaKThl Ha TMPEJOCTaBICHWE AaHAJIM3aTOpPOB B COYETAaHMM CO CIIOCOOOM
COCTaBJICHMSI JIOKYMEHTAalluW, KOMIIAHUU oOecreunBalii cede OyAaylIuil BBIMTPHILI
B TIpOLEIypax 3aKyloK, OCYIIECTBISIEMBIX I TPHOOPETEHUS PACXOIHBIX
MaTepHaIOB, HEOOXOAUMBIX JIJII METUIIMHCKUX aHATU3aTOPOB 3aKPHITOrO THUIIA.

Kpome Toro, aHanmm3 IOKa3bIBacT, YTO JOTOBOP IIOXEPTBOBAHUS MOXKET
UCIIOJIb30BAaThCS B paMKaX JIOKAa3bIBaHUSl CYIIECTBOBAHUS AHTHUKOHKYPEHTHOIO
COTJIAIICHUSI MEXAY 3aKa3uMKOM U YyYacTHHKaMU pBIHKA. B ompeneneHuw OT
17 mapta 2017 roma mo nemy Ne 04-36/02-2017 ¢ uenbio ycraHoBieHHs (akTa
3aKiro4YeHust Takoro coriamenust Kapensckoe ynpasienne ®AC Poccun 3ampocuro,
B YaCTHOCTH, CBEJEHUS O TOM, COBEpIIaAM JU CYOBEKThl pa3OuparenbCcTBa
MOKEPTBOBaHUA B ajApec JiedyeOHOro yupexaeHus (¢ TpeOOBaHMEM YKa3aThb
HAaMEHOBAaHMS BCEX TOBApPOB, MEPEAAHHBIX B JIap, U JOKYMEHTOB, ITOITBEP KIAFOIIIIX
dakT moXepTBOBaHUS/MapeHHs  oOopydoBaHus). Jrta uHbopmaius  ObuIa
HEeoO0Xo/IMMa, 4YTOObl YCTAaHOBUTb, CYIIECTBOBaJA JIM MUChbMEHHAs JMOO yCTHas
JOTOBOPEHHOCTh ~ MEXJIY MEIWIMHCKUM  YUIPESKIECHHEM ©  KEPTBOBATEIIeM
0 TIOCTIEYIOIICH 3aKyNKe PacXOJHBIX MaTepUajoB JUIsl TPEIMETa MOKEePTBOBAHUS
(B kauecTBe mnpumepa ObUIO HA3BAHO JAPCHHE aHAIM3aTOpa U 3aKIIOUYCHHE
KOHTPAKTOB HA TIOCTABKY TECT-TIOJIOCOK K Hemy). [1o uroram ananmusa COBOKYMHOCTH
JI0KA3aTeNIbCTB 10 TAHHOMY Ty aHTUMOHOTIOJNBHBIN OpraH yCTaHOBWJI HApYIICHHUE
nonoxxeanit denepanbHoro 3akoHa ot 26 urois 2006 roga Ne 135-03 «O 3amure
KOHKYPEHITUU» IMyTEeM 3aKIIOYCHHUS M Y4YacTUsi B aHTUKOHKYPEHTHOM COTJIAIICHUH,
KOTOpPOE MPHUBEIIO K OTPAHUYCHUIO KOHKYPEHIIMH W CO3JaHUIO MPEUMYIIECTBEHHBIX
YCJIOBHM JIJISl y4aCTHUKOB TOPTOB.

B nieroM M0XXHO BBIIEIUTH ciieayrolnue o0oo6meHHbie moaxoasl ®AC Poccun
K OIIEHKE MOXEPTBOBAHUHN KaK aHTUKOHKYPEHTHOU MPAKTUKH:

MOKEPTBOBAaHME, JapeHUEe WM Tepeaadya B 0€3BO3ME3IHOE I0JIb30BAHHE
TOCYJAapCTBCHHBIM YUPEKACHUAM 3PABOOXPAHCHHS OCYIIESCTBIISIOTCS B OTHOIICHUH
MEIUIIMHCKOTO  O00OpYIOBaHUsS,  IMOCJCAYIONIee  HCIOJb30BaHHE  KOTOPOTO
HEBO3MOKHO 0€3 PacXoJIHbIX MaTepUaIOB, PEKOMEHAOBAHHBIX U3rOTOBUTEIEM JINOO
SIBJISTFOIIUXCSI YHUKAJIBHBIMU (€CITU 3aKJIFOUCHHE JIOTOBOPA JapeHHUs, TTOKEPTBOBAHUS
WM Tiepeadyd B 0€3BO3ME3IHOE TMOJIb30BaHHWE OOYCIOBIMBACT B JlajbHEUIIIEM
3aKJIIOYCHUE JIOTOBOPOB TIOCTABKM  PACXOAHBIX MaTEpHUaJiOB, YTO CO3/aeT
HEOOOCHOBAaHHBIE MPEUMYIIECTBA JJIS JAPUTENsT W TPUBOJUT K OTPAHUUYCHUIO
KOHKYPEHITUH);

B JIOTOBOpP TIOKEPTBOBAHHUS, [apEHUS WA TMepeaayd B 0e3BO3ME3THOE
MOJIb30BAaHUE BKJIIOYEHBI TMOJIOKEHHUS, YCTAHABIMBAIONIME JJIA  YUYPEKIECHUN
3IPaBOOXPaHEHUsT O0S3aHHOCTh MO MPUMEHEHHUIO PACXOIHBIX MATEpPUAJOB, TOJBKO
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PEKOMEHJIOBAaHHBIX H3TOTOBUTENEM, KOTOpPbIE MOTYT OBITh TOCTaBJIEHBI TOJIBKO
OTIpe/IeNICHHBIM MOCTABIIMKOM WM CyOBEKTaMH, BXOASIIUMU C HUM B OAHY TPYIIITY
o (Hampumep, IMyTeM BKIIOYEHHS YCIOBUS O CHSATUM  O0OOpYIOBaHMS
C TapaHTUIHOrO OOCIy)XMBaHHS WIM OO0 OTMEHE IIOXKEPTBOBAHUS B Cllydae
UCIOJIb30BAHUSI HEPEKOMEHIOBAaHHBIX MAaTEPUAIIOB UM YCTPOMCTB).

3.3. Texuuueckoe 00CTy:KUBaAHHE METUIIMHCKON TEXHUKH

TexHuueckoe 00CTyKMBaHUE MEIUIIMHCKOM TEXHUKU SIBIISIETCS 00513aT€NbHBIM
yCIIOBUEM €€ 0e30macHoil JKcmryatauiud u  3((EKTUBHOIO MNPUMEHEHHUS IO
Ha3HaueHuto. [lopsAgok W yCIIOBHSL €ro OCYIIECTBJICHUS pPErJIaMEHTUPOBAHBI
HAllMOHAJIbHBIM 3aKOHOJIaTE€JIbCTBOM U BEJOMCTBEHHBIMH aKTaMHU YIOJIHOMOYEHHBIX
opraHoB. [Ipu 3TOM AEATETLHOCTh MO TEXHUYECKOMY OOCITYKUBAHUIO MEIUITMHCKOM
TEXHUKU B OTHENIbHBIX TrocygapctBax — ydactHukax CHI', kak mnoka3zaHo
B paszfaene 2.2, nmomiexkut aureHsupoBanuio (Poccuiickas deneparus, Pecmybnamka
Tamxukucran), B oTAebHBIX — HET (PecnyOnuka benapyck, Pecniyonuka Kazaxcran).

[IpoOGnaeMHBIM BOIIPOCOM TOAJIEPKaHUST PAOOTOCTIOCOOHOCTH MEIUIIUHCKOTO
000pynOBaHUsl SIBISIETCA TaKXKe JJIUTEIBLHOCTh MPOBEICHUS MPOILEAYpP 3aKyIOK
3aMacHbIX YacTel, TEXHUYECKOTO 0OCITYy>KMBAHUSI U PEMOHTA MEUIIMHCKON TEXHUKH,
a TaK)K€ OTPaHMYECHHAs] KOHKYPEHUHUS Ha PBIHKE OpPraHU3aluil, OCYIIECTBISIONINX
TEXHUYECKOE 00CITYKUBAHUE CII0KHOTO METUIIMHCKOTO 000PYy10BaHHUS.

HecMmoTps Ha yCTaHOBIIEHHBIA MOPSIOK, YUYPEKIACHUS 3APABOOXPAHEHHUS MPH
OpraHu3allid TEXHUYECKOTO OOCTY>KMBAaHUSI CTaJKUBAIOTCS C OMpPEACICHHBIMU
CIIO’)KHOCTSIMHU, CBSI3aHHBIMU C BBICOKOH CTOMMOCTBIO YCIYT, OOYCJIOBJICHHOW B
NIEPBYIO OYEPEAb OTCYTCTBUEM JIOCTATOYHOTO KOJIMYECTBA NMpeiokeHnil. CTOUMOCTb
TEXHUYECKOTO OOCTYyXKMBaHUS OOOPYJOBaHUS TMPOU3BOJACTBA (UPMBI «SIEMENS)
(I'epmanust), mpeasioKEHHAsT B MPOUEAYPE TOCYIAPCTBEHHON 3aKYyNKH YUpEKICHUS
3npaBooxpaHeHusi Pecriyonuku benapyce, cocraBuia cymmy B 2 pasa BBIIIE, YEM 3a
ananmornunblii nepuoy 2018 roga. Ilpu sTom Ha Tepputopun Pecniyonuku benapych
KOMITaHUS, PEIIOKUBIIAS CBOU YCIIYTH, SIBIISIETCSA €IMHCTBEHHOM, 00CTYKUBAIOIICH
naHHoe oOopynoBaHue. B 3Toil CBs3M, NMpUHUMAas BO BHHMMaHWE, 4YTO B Clydae
MOJIOMKH  O0OpYJOBaHMS OKa3aHWE CBOCBPEMEHHOW MEAMIIMHCKOM TOMOIIH
MalyMeHTaM CTaBUTCS TIOJI YIPO3y, YUPEKICHHE OBbUIO BBIHYKICHO 3aKIIIOUUThH
JIOTOBOP Ha 00CITyKMBaHUE METUIIMHCKON TEXHUKH TI0 MPEIJI0KEHHON CTOMMOCTH.

Kpome Toro, ®AC Poccuu obparaeT BHUMaHuE Ha TPOOJIEMBI pEryJIUPOBAHUS
TEXHUYECKOTO OOCITY)KMBAHMSI MEIUIIMHCKUX W3JCNNUNA, KOTOphIE 3aKIIOYaIOTCS HE
TOJBKO B TPEIBSBICHUM KOHKPETHBIX TPEOOBaHWW K OpraHuzaiusM |
CHEIUaINCTaM,  OKa3bIBAIOIIMM  YCIYTH  TO OOCIY)XHBAaHUIO H  PEMOHTY
MEJIUIIMHCKOTO M3/EJINsI, HO TaKXKE U K PaCXOJHBIM MaTepuajiaM, ¢ UCIOJIb30BaHUEM
KOTOPBIX OCYILIECTBIIAIOTCS JAHHOE 00CITY>KMBAaHUE U PEMOHT.

Ha paccmotpenun B @DOAC Poccurm HaxoauTcs 3asBICHUE YacCTHOM
MEIMLIMHCKOIO0 OpraHu3aluy, U3 KOTOPOTO YCTAHOBJIEHO CIEAYIOIIEE. 3asBUTEIEM
JUISL COBEPIICHUSI OMepaluid MO Ja3epHOW KOPPEKIMUH 3PEHUS HCIOJIb3YeTCs
skcuMepHbIid nazep Allegretto Wave Eye-Q mnpoussoacrea WavelLight GmbH,
MIOCTABKY KOTOPBIX Ha Tepputoputo Poccuiickoit @enepamuu ocyuectsisger OO0
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«Ankon @apmareBtruka». COrilacHO MHCTPYKIIMUA TIO AKCILTyaTalliyl SKCHMEPHOTO
na3epa Allegretto Wave Eye-Q ycranoBKa, BBOJ B 9KCILTyaTalldi0 U PEMOHT CHCTEMBI
OCYIICCTBIISIIOTCS ~ WH)KeHepamu  komrmanuu — Wavelight wimm  cepBuCHBIMHU

WHXEHEpAaMH KOMIIAaHWUM — TIOCTaBIIMKa OOOpyIOBaHUS, a oOOydeHue pabote
C YKa3aHHBIMHU JIA3CPHBIMH CHCTEMaMH OCYIIECTBIISACTCS COTPYAHUKAMHU KOMITAHUH-
MIPOU3BOTUTEIIA.

B cBa3um ¢ HEOOXOAMMOCTBIO 3aMEHBI Ta30BOro OamioHa W (uiIbTpa
B okcuMepHoM Jtazepe Allegretto Wave Eye-Q 3asButens oOpatwics B aapec
00O «Ankon ®apmarieBTuKa» (0(pULIMATBHBIA MOCTAaBUIMK KCUMEPHOrO Jja3epa)
JUTSI COOTBETCTBYIOIIETO CEPBUCHOTO 00CTYKUBAHUSI.

OO0 «Ankon @apmaleBTHKa» OTKAa3ajJ0 B OKAa3aHUHU CEPBUCHBIX YCIYT
HA OCHOBAHHMH TOTO, YTO 3asIBUTEJIEM IPEJIaraeTcsi UCIOJIb30BaHUE Ta30BbIX CMecen
(6anIOHOB), MPOM3BOJMTEIM KOTOPBIX HE 0J00peHbl mpousBomuTeneM Wavelight
GmbH. Takum o6pazom, OO0 «AnkoH DapMalleBTHKa» OKa3bIBACT CEPBUCHBIC
yCIyrd 10 OOCTYKMBaHMIO (3aME€Ha Tra30BOro OamioHa U (UIBTPOB) TOJBKO
C MCIIOJIb30BAaHMEM Ta30BBIX CMecei (Ta30BbIX OayuIoHOB) mpom3BoncTBa Linde
Group, ogobopennbIx mpousBouteieM Wavelight GmbH.

BwmecTte ¢ TeMm 3asBUTEIEM yKa3bIBACTCS, UTO JIs PAOOTHI SIKCUMEPHOTO J1a3epa
Allegretto Wave Eye-Q BO3MOXXHO HCIOJIB30BaHHE Ta30BBIX CMecel (Tra30BBIX
OQIJTIOHOB) TaK)XK€ HMHBIX TPOW3BOJUTENICH, IEHA KOTOPBIX HMIKE Ta30BBIX CMeECeH
(ra3oBbIX OayIoHOB) pou3BocTBa Linde Group.

OOCTOATENHCTBA JTAHHOTO 3asIBJICHHUS MOTYT CIY)XUTh MPUMEPOM TOTO, Kak
POU3ZBOJUTENSIMA M TIOCTABIIMKAMU MOTYT CO3/1aBaThCsl MPENsSTCTBUS B cdepe
oOparieHusi MEIUIUHCKUX HU3JIeTUi, B TOM YHCJIE TEXHHYECKOTO OOCITy:KMBaHUS
MEUITUHCKOTO HU3/IEITH.

Takxe B rocynapctax — yuactHukax CHI' cymecTByer HeraTuBHasi mpakTUKa
OTPaHUYCHHS JIOCTYMa XO3AUCTBYIOIIUX CYOBEKTOB HA PBIHOK TEXHUYECKOTO
oOCTy)KMBaHUSI W PEMOHTA MEAMIIMHCKAX W3ICIUN TyTeM HENPeIOCTaBICHUS
MOCTABITUKOM MEAUITMHCKOTO U3Jeaus HeoOXxonuMon WHGOpMAaIM, KIIYeH u
nmapoJieil JocTyna He TOJBKO CTOPOHHEW MOAPSIHON OpraHW3allud ISl COBEPIICHUS
HEOOXOUMBIX TEXHMYECKUX PErIaMCHTHBIX pPaboOT W pEeMOHTa, HO H CaMOMY
MOKYMATeNII0 — MEIUIIMHCKOW OpraHW3aIllMH, SBIISIOMICHCS COOCTBEHHUKOM 3TOTO
MEIUITMHCKOTO M31enus. TeM caMbIM COOCTBEHHHMK CTaBHTCS B 3aBHCHUMOCTH OT
MOCTABIIMKA, TI0 YCMOTPEHUIO KOTOPOro (OPMHUPYIOTCS YCIOBHS II€HBI, CPOKH
BBITIOJIHEHUS padoOT, OKa3aHUs yCIyT, COCTaB WCIOJIHUTENCH 10 PEMOHTY U
TEXHUYECKOMY OOCITYKUBAaHUIO METUIIMHCKOTO U3/EITHS.

Jlnst pemenus ykazaHHOW mpoOseMbl B Poccuiickoit denepanuu mpuKa3zoM
MunucrepctBa 3apaBooxpaneHus ot 15 oktsabpst 2015 roma Ne 724H yTBepxkacH
TUTIOBOM KOHTPakKT  Ha  TOCTaBKy  MEIUIIMHCKHX U3JICTTUH, BBOJI
B OKCIUTyaTallMi0O MEIUIIMHCKUX W3JIeNui, OOydeHHWe TMpaBUjiaM JKCIUTyaTalluu
CHEIHUATNCTOB, JKCIUTyaTUPYIOIIMX MEIUIMHCKUE U3JEIusl, U CIHELUUATIUCTOB,
OCYUIECTBJISIONIMX TEXHUUYECKOE OOCIyKMBaHWE MEIULMUHCKUX H3JeNuil (nanee —
TUNOBOI KOHTPAKT), COIIACHO MOJIOKEHUAM KOTOPOTO MPH MOCTaBKE MEAUIIMHCKOTO
U3JIeTUSl TOCTABIIUK TPENICTABIISAET TAKXKE CBEICHHUSA, HEOOXOauMble isi padOThI
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C MEIUWIMHCKUM H3JIETIMEM, BKIIOYAs MPEAOCTABICHUE KIIOYEH, NMapoJied T0CTyma,
IPOrpaMM U WHBIX CBEJCHUH, HEOOXOAUMBIX JJII MOHTa)Ka, HAJAJKW, IPUMEHEHUS,
AKCIUTyaTaluu, TEXHUYECKOro 00CTYKUBAaHUS JAHHOTO BUJIa METUIIMHCKOTO U3/

3aKa3yuKy TMpPU OCYIIECTBICHUU 3aKyNKH MEAUIMHCKUX H3IEIUN JTOJKHBI
PYKOBOJCTBOBAThCA MOJOKEHUSAMH THUIOBOTO KOHTPAKTA M 3aKJII0YaTh KOHTPAKT IO
UTOTaM 3aKylKd B COOTBETCTBUM C THUIOBBIM KOHTPAaKTOM, YTO O3HA4aeT
3aKperuIeHHe OOSI3aHHOCTH IIOCTaBIIMKA IEpeAaTb BCE HEOOXOAUMBIE CBEJIECHUS
(KJTr0UM, MApOJU U T.I1.) B OTHOLIEHUH MEAUIMHCKOTO u3aenusa. OIHaKO Ha MPAKTUKE
rOCyJIapCTBEHHBbIE U MYHUIIMIATIbHBIE 3aKa3UUKU HE BCETJA MPUMEHSIOT MOJIOKEHUS
THUIIOBOTO KOHTpAKTAa.

JUia  pemieHuss  00O3HAYEHHBIX  MPOOJIEMHBIX  BONPOCOB  TEXHUYECKOIO
oOCTy)KUBaHUS MEIUIIMHCKOM TexHWKH B Poccuiickori ®enepammu  Ilnanom
MEPOIPUATHI («TOPOKHOW KapToi») «Pa3BUTHE KOHKYPEHLMHU B 3APaBOOXPAHEHUN,
YTBEPKACHHBIM  pacniopsbkeHueM  [IpaButensctBa Poccuiickot  ®Pexepanyu Ot
12 sauBapst 2018 roma Ne 9-p, mpenycMoTpeHa peanuzaius MEpOpUsTHiL:

M0 BBEJEHUIO TPEOOBAHMS O BKJIIOYCHUH B TEXHHYECKYIO JIOKYMEHTAIIUIO
MEIUMIHUHCKOTO H3JEIusl [JaHHBIX O CpPOKE JKCIUTyaTallhud, B TOM YHCIIE
M0 TapaHTUIHOMY OOCIIY’)KMBAaHUIO, CTOMMOCTH TEXHUYECKOTO OOCIY)KHBaHUS U
PEMOHTAa MEIUIIMHCKOTO M3JENUs, a TaKKe€ O CTOMMOCTH OOY4YEHUS] MEIUIIMHCKUX
PabOTHUKOB MpaBUIaM MPUMEHEHUS U HKCIUTyaTallul MEAUIIUHCKOTO U3/ICIINS;

YCTAHOBJICHUIO TpPEeOOBAaHUM B YaCTU TEXHUYECKOTO  OOCTYKMBaHMS
MEIUIIMHCKUX U3IETIUH, IPEJ0CTaBICHUS TOKYATEII0 CBEICHUM, HEOOXOUMBIX JJIsI
paboThl C MEIWLMHCKUM H3JEIUEM, BKIIOYAs MPEIOCTaBICHUE KIIOUEH, maposeu
JOCTyTa, MPOTpaMM M HMHBIX CBEACHUN, HEOOXOJUMBIX MJii MOHTaXa, HaJIAJIKH,
NPUMEHEHUs, OKCIUTyaTalldd, B TOM YHCJIE TEXHUYECKOTr0 OOCIyKHBaHUS
MEUITMHCKOTO M3JIENHsl, YCTAHOBIICHUS 3allpeTa Ha HEOOOCHOBAHHBIC OTPAaHUYCHUS
MPOU3ZBOJUTEISIMA  MEIUIIMHCKOTO 000PYJIOBaHMS BO3MOXXHOCTH TMPUMEHEHUS
pacXOJHBIX MAaTE€pUaliOB W PEAreHTOB HWHBIX IPOU3BOJUTENECH, pa3MelleHus
Ha ouIManbHOM caiite Poc3apaBHam3opa TOKyMEHTAIMK Ha KaXKI0€ METUIIMHCKOE
W3JIeNue, YCTAHOBJICHHS OOSI3aHHOCTH TPOW3BOAUTENCH MEAUITUMHCKAX W3ACIIUN
Ha HEJUCKPUMHUHAIIMOHHOW OCHOBE OCYIIECTBISITh OOYyUEHHE JIMI, 3aHUMAIOIINXCS
TEXHUYECKUM OOCITY>KHBAaHUEM COOTBETCTBYIOIIUX MEIUIIMHCKUX W3/CIINM;

YCTAHOBJICHUIO 00SI3aHHOCTH YYAaCTHUKOB T'OCYIAPCTBEHHBIX U MYHUIIUITATBLHBIX
3aKyIMOK — MPOU3BOJAUTENEH METUIMHCKUX W3IEIUN, JJISI DKCIUTyaTallid KOTOPBIX
HEOOXOJMMO HCIIOJIb30BaHUE PACXOJIHBIX MaTEpHaIOB, YKa3blBaTh B TEXHUUYECKOU
JOKYMEHTAIIMU TIPOU3BOJIUTENST MEIUIIMHCKOTO U3JENus TpeOOBaHUS K PACXOJIHBIM
MaTepuaiaMm, OO0ECHEUYMBAIOIIMM HAIJSKAIIYI0 HSKCIUTyaTallul0 MEIUIMHCKOIO
W3MIeNUs, a TaK)Ke YCTAaHOBJIICHHE OCOOCHHOCTEW 3aKyNOK TOCYAapCTBEHHBIMU WU
MYHULIMIATbHBIMU 3aKa34MKaMU MEIUIUHCKUX U3JIEIIUNA «3aKPBITOT0» TUIIA;

YCTAaHOBJICHHIO  OOSI3aHHOCTH  TOCYJAapCTBEHHBIX W MYHHITUIATBHBIX
3aKa3YMKOB MpPH 3aKyNKe MEAUIMHCKUX U3JIeNUiA  ONpeAeisaTh HaudalbHYIO
(MakCUMalIbHYIO) TI€HY KOHTPAKTa C y4€TOM 3aTpaT Ha MPHUOOPETCHHE PACXOHBIX
MaTepUaJOB MU TEXHUYECKOE OOCIYy)XKHMBAaHWE Ha TIEPHOJ] TAPAaHTUHHOTO CpOKa
OKCIUTyaTallii MEIUIIMHCKOTO u3aenus (nmprka3 MUHHCTEPCTBA 31paBOOXPAHCHHUS OT
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15 mas 2020 roma Ne 450 «O06 yTBepKIeHUU TOPSJKA OIpEAeiICHUsS HadalbHOM
(MakcUMalbHOM) 1I€HBl KOHTPAaKTa, ILIEHbl KOHTPAKTa, 3aKIOYaeMOro ¢
€AMHCTBEHHBIM MOCTABUIUKOM (TOJAPSIAYUKOM, UCIIOJHUTENIEM), U HAYaJIbHOU II€HBI
€AUHUIBI TOBapa, padOThl, YCIYrd MPHU OCYIIECTBICHUHM 3aKyNMOK MEIUIIMHCKHUX
U3ZeNui»,  KOTOPhIM  ompeelieHa  OOS3aHHOCTh  OMNpENENCHUST  HAdaIbHOM
(MakcUMaJIbHOM) IIEHbI KOHTPAKTA, IIEHbl KOHTPAKTA, 3aKII0YAEMOT0 C €IMHCTBEHHBIM
MOCTaBIIMKOM (TTOAPSIAYUKOM, UCTIOJTHUTENEM), U HAaYaJIbHOU 1IEHBI €IMHUIIBI TOBapa,
paboThI, YCIYyTH C YYETOM 3aTpaT Ha MPUOOPETEHUE PACXOJHBIX MATEPHAIOB H
TEXHUYECKOE OOCITY)KMBAaHHE MEIUIIMHCKUX W3ICIUH Ha TEpUOj TapaHTHITHOTO
CpOKa WX JKCILTyaTaIium).

TUTMOBBIM KOHTPAKTOM TakKXKe MPEeAyCMOTpeHa O0sS3aHHOCTh IOCTAaBIIUKA
NPEOCTABUTh 3aKa34yuKy (MOJydaTesisiM) CBEACHUS O PACXOIHBIX MaTephajax H
peareHTax UHbIX MPOU3BOIUTENICH, TPUMEHEHHE KOTOPBIX PA3pEILICHO MPOU3BOIUTEIIEM
000pyI0BaHUS.

HNurtepecen omnbiT Keipreizckoit PecrnyOnuku, riae Ha OCHOBaHUM IpHKas3a
MunuctepcTBa 3apaBooxpaneHust ot 28 utoHs 2016 roma Ne 501 B nensix ynydiieHus
s pexTUBHOCTH WCIIOJIb30BaHU, TEXHUYECKOTO oOCITy>KUBaHUS u
COBEPUICHCTBOBAHUS JEUCTBYIONIETO YYETa MEIUIMHCKON TEXHUKU B OPraHHU3aIMIX
3ApaBOOXpAHEHUS BBEJECHA B jAcicTBUE CuCTeMa IO y4E€Ty MEIMIMHCKOW TEXHHUKH
nocpenctsoM HurepHeta (nmanee — Cucrtema), KOTopas MHTErpUpoBaHa ¢ Oazamu
JAHHBIX (PUPM — MOCTABIIMKOB MEAUIIMHCKON TEXHUKHU, Oiarojaps yemy OyMaKHbIC
OTYETHl 3aMEHSIIOTCS DJJICKTPOHHBIMU. CHCTEMa TMO3BOJISIET 3aKa3biBaTh HOBYIO
MEJIUIIMHCKYIO TEXHUKY; YKa3bIBaTh HEUCIIPABHYIO TEXHUKY, MHGOPMAIKS O KOTOPOi
JOCTYIHA TOCTAaBIIMKaM YCIYr IO PEMOHTY; T€HEpUPOBaTh Ne(EKTHHIA aKkT Ha
crnuchiBaeMoe obOopymoBanue. B mpenmenax cTpaHbl  T000MYy  TpaXKIaHUHY
Koipreisckoit  PecriyOnuku B 25IeKTpOoHHOM  (opmaTe BHJIHA OCHAIEHHOCTD
MEIMIMHCKOM TEXHUKOM B pa3pe3e KaxXAO0M OpraHu3aluu 31paBOOXPAHCHUS
(b opmManus pa3menieHa Ha cairte http://pharm.kg).

[Ipu sToM ¢ uenbto moaaep:kanus aktyanpHocTh Cucremsl ¢ 2017 roma
€XKEroJIHO0 MPOBOJUTCS MOHHUTOPUHI IO YYE€Ty MEIAUIMHCKON TEXHUKHM BO BCEX
OpraHU3aIMSIX 3[PABOOXPAHEHUS PECITYOITHKH.
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V. JOMAHUPYIOILIEE TOJIO)KEHUE HA TOBAPHBIX PBIHKAX
MEJUIUHCKUX U3AEJUHA U 3JIOYIIOTPEBJEHUE UM

[ToHsiTHE TOMUHUPYIOUIETO TMOJIOKEHUS, MOPSAOK €ro YCTaHOBJICHUS, 3aIllpeT
Ha 3710ynoTpedieHue JTOMUHUPYIOIIUM MOJIOKEHUEM YCTaHOBJICHBI
3aKOHOAATENBCTBOM rocynapcts — yuactHukoB CHI', a Takke npaBom EADC.

B Pecny6nuke benapych Hannume JOMHUHUPYIOWIETO MOJIO0XKEHHUS YCTaHOBICHO
Ha TOBapHBIX pPBIHKAX TEXHUYECKUX CPEIACTB COLUMAIBHOM peaduIuTalIuH,
SH/IOMPOTE30B TA300€IPEHHOTO CyCcTaBa, W3JAEIUN il OCTEOCHMHTE3a, OINTOBOU
TOPrOBJIM IJIa3HBIMU IPOTE3aMU (MHTPAOKYJISIPHBIMU JIMH3AMH).

B Keipreizckoii Pecnybnuke, no nanHbiM HanmMoHaabHOrO CTaTUCTUYECKOTO
komutera Keipreizckoil PecnyOiMku, KOIMYECTBO XO3AKWCTBYIOIIUX CYOBEKTOB
C BUJIOM JieITeNIbHOCTH «Toproist (hapManeBTUUECKUMU U3ACTUSIMIY, BKIIOYEHHBIX
B 0a3y MaHHBIX €QUHOTO0 TOCYJapCTBEHHOI'O PETUCTPa CTATUCTHUUYECKUX €IAMHHIL
Koipreizckoit Pecriybnuku, mo cocrosauto Ha 30 oxTsa6pst 2018 roga cocraBisier:
¢usnueckue nuna — 1 641 cyowekr, opuaudeckue auna — 231 cyowekr. [Ipu ananusze
JESTEIbBHOCTH  yKa3aHHBIX CYOBEKTOB YCTAHOBJEHO, YTO OHM 3aHUMAIOTCS
peanuzanuell pasIMYHOM MEIMLIMHCKOW TEXHHMKH, HE CXOXKEH JpYyr ¢ JIpyrom.
B HEKOTOpPBIX Cydasx OCYLIECTBISIMCH PA30BbIE MOCTABKU MEJULMHCKON TEXHUKU
JUIsl COOCTBEHHBIX HYXKJI, B CBA3M C YEM pacCUUTaTh JOMUHHUPYIOILIEE IMOJOKEHUE
HE MPEICTABIISIETCS] BO3MOXKHBIM.

OCcoOEHHOCTBIO ONpEAENICHHs] TPAHULl TOBAPHOTO PbIHKA MPHU OCYILIECTBICHUH
aHaJM3a COCTOSHUSI KOHKYPEHLMHU Ha PBIHKE MEAMIMHCKUX HU3ICIHUHA SIBISIETCS TOT
(akT, 4yTO 3aKynKa ONpENeNEHHbIX BHJIOB MEIUIMHCKUX U3JEIUN peaycMaTpuBaeT
HEOOXOJAMMOCTh 3aKyNKH PACXOAHBIX MaTepUAIOB K HUM, COOTBETCTBEHHO, MNpPH
pELIEHUH BONPOCAa O IPaHULIAX TOBAPHOTO PBIHKA CIIELYET pacCMAaTPUBATH BOIPOC
B3aMMO3aMEHSAEMOCTH PACXOAHBIX MATEPUAIIOB PA3IIMYHBIX IPOU3BOJUTENIEH.

®AC Poccun B 2010 romy mpu pemiennu Bormpoca o BKItoueHuu Fresenius
Medical Care Deutschland GmbH B peecTp X03SiCTBYIOIMX CYyOBEKTOB, HMEIOITUX
Ha (denepasbHOM pBIHKE Poccum ompeaeneHHoro ToBapa naoio Oosee 35 %
(B Hacrosimiee BpEMsS pPEECTp YOPA3AHEH), OCYIIECTBWIA AaHAJIW3 COCTOSHHUS
KOHKYPEHIIMM Ha pPbIHKE MEIUIMHCKUX W3JAEIUN Il TMPOBEACHUSI MPOLEAYPHI
reMoJIanu3a, o pe3ysibTaraM KOTOPOTO YCTaHOBJIEHO, UTO alapaT UCKYCCTBEHHOM
MOYKU W PACXOJHBbIE MaTepHallbl K HEMY MPEACTABISIOT COOOW €IUHYI0 CHCTEMY,
NpelHa3HAYCHHYI0 IS TPOBEACHUS  MpOLEeAypbl remMoauanusa  OOJIbHOMY
C XPOHHUYECKOM IMOYEYHOM HEIOCTATOYHOCTBHIO. IIpH 3TOM KaXKIbld BJIEMEHT 3TOM
CUCTEMBI SIBJIIETCS OTAEIbHBIM TOBAapOM, NpoOJaxa, MOCTaBKa W MNPUOOpETEeHHUe
KOTOPBIX (PYHKIITMOHAILHO 3aBUCHMBI.

Onpoc y4aCTHHUKOB COOTBETCTBYIOIIETO PbIHKA M 3KCIEPTOB (IMPAKTHKYIOIINX
CTIEIUAINCTOB B OOJACTH HE(PPOJIOTHH) IOKa3aj, YTO MAarucTpalb K aImnapary
uckycctBeHHor mouku Fresenius 5008 m 5008S sBnsercs yHUKaTbHBIM TOBApOM,
KOTOPBI HE MOKET ObITh 3aMEHEH APYTUM TOBAPOM, B TOM UHKCJIE TOBAPOM JIPYIrOro
npousBoaurenss B npeaenax Poccuiickon ®enepanuu. Ilpu sTtoM  anmapar
UCKyCCTBEHHOM mouku mnpousBoactBa Fresenius Medical Care AG&Co0.KGaA
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mogeneir 5008 u 5008S coBMECTHMM MCKIIOUUTEIBHO C KPOBOMPOBOISAIIMMU
MaructpainsiMu KaptpumkHoro tuna AVSet Online Plus 5008 mnpousBojcTBa
Fresenius Medical Care AG&Co.KGaA.

®AC Poccun B XoJe aHaiM3a COCTOSIHUS KOHKYPEHIMH YCTAHOBJIEHO, YTO
Fresenius Medical Care Deutschland GmbH 3annMaer qoMHUHHpYIOLIEE OJOKEHUE
Ha PBIHKE PACXOJIHBIX MaTEpPHUAJIOB (MarucCTpaliv) K anmnapaTy UCKYCCTBEHHOUN MOYKHU
Fresenius 5008 u 5008S.

B memsix mpoduaakTUKH BO3MOXKHOTO 3JIOYMOTPEOJICHUS XO3SHUCTBYIOIIMMHI
CyObEeKTaMH  JOMUHUPYIOIIUM  MOJIO)KEHUEM UM Pa3BUTUA  MNPABOCO3HAHMS
xo3sicTBYIOIUX cy0ObekToB @AC Poccun npuHATH PekoMeHianuu o pazpaboTke u
MPUMEHEHUI0O  KOMMEpPUYECKUX  TOJMTHUK  XO3SHUCTBYIOIIMMHU  CyOBEKTaMH,
3aHUMAIOIIMMHU JIOMUHHUPYIOIIEE MOJIOKEHUE HA PHIHKAX JIEKAPCTBEHHBIX CPEACTB U
pBIHKAX MeAUIUHCKUX u3aenuil. CornacHo 3TuM PekoMeHaanusM X035SHCTBYIOIIUM
CyOBEKTaM ClielyeT COOTHOCUTH CBOIO JIEATEIbHOCTh C HOPMaMHU aHTUMOHOIIOJIBHOTO
3aKOHOAATEIbCTBA, OMNPENEIUTh TOBAPHBIE PBIHKHA, MOTEHIMAIBHO SBIISIOIMIAECS
HEKOHKYPEHTHBIMH, pa3paboTaTh W BHEIPUTh BHYTPEHHUN JIOKYMEHT (TOPTOBYIO
MOJIMTUKY) MO OTOOpPY KOHTPAareHTOB, B3aUMOJICHCTBUIO C HUMH, a TaKKe
NpeKpaleHnio paboThl ¢ KOHTpareHTamH, BKJIIOYas CTaHJAPTHBIA (TUIIOBOW)
JIOTOBOP JJIsl BCEX MOTEHIIUANIbHBIX U JICUCTBYIOIINX KOHTPAreHTOB.

JloroBop O TOProBoid MOJUTHUKE M CTaHAAPTHBIA (TUIOBOI) JOrOBOP
PEKOMEHIyeTCsl OMyOJIMKOBATh B OTKPBITOM J0CTy1e B UHTepHeTe.

[Ipy >TOM Hamuume JOOKYMEHTa O TOPrOBOM TOJIMTHKE HE HWCKIKOYAET
BO3MOXKHOCTH  BBIJIaUM  AHTUMOHOTIOJIbHBIM ~ OpPraHOM  NPEAYNPEXKICHUS U
BO3OYXJEHUSI Jiela O HapyUIEeHUM AaHTUMOHOIIOJBHOTO  3aKOHOJATEIhCTBA
C TPUBJICUYCHUEM K OTBETCTBEHHOCTH XO3SMCTBYIOIIETO CyOBEKTa, 3aHMMAIOIIETO
JOMUHHUPYIOLIEE MOJ0KEHUE.

B Pecnyonuke Kazaxcran B 2016 romay BbIBIEH (DAKT 3710ynOTpeOICHUS
noMuHupyromuM nojiokeaueM TOO «CK-®apMmanus», SBIASIOMAMCI €IUHBIM
TUCTPUOBIOTOPOM MO 3aKylmy M OOECHEYCHHUIO JIEKAPCTBEHHBIMH CPEICTBAMHU
HaceJIeHUs] B paMKaX TapaHTUPOBAHHOTO oObeMa OecCrIaTHOW MEIUIIMHCKOM
nomou. Ilo pesynpraram paccienoBanuss KoMHUTETOM 1O peryaupOBaHUIO
€CTECTBEHHBIX MOHOIIOJMHN, 3allldTe KOHKYPEHIIMM W TIpaB MOTpeOUTeNe
MuHHuCTEpCTBa HAIMOHAJIBLHONW SKOHOMHMKU TIPUHATO pelIeHHe O BO30YKIACHUU
aIMUHUCTPATUBHOTO JIeJla U BBIHECEHUU MPEINUCAHUS O TMPEKPalIEeHUH HapyIICHUM
3aKkoHoAaTeabcTBa Pecnyonmku Kazaxcran B 00J1acTH 3alIUThl KOHKYPEHIIMHM TTyTEM
pasjena JIOTOB IO TEHJAEPY 3aKyla, YCIyr XpaHEHHUsl M JOCTaBKE JICKAPCTBEHHBIX
CpPeACTB W MEIMUIMHCKMX U3AeNuil mo objactaMm (roponxam, paiionam). TOO
«CK-®apmanus» OpUBICYEHO K  AJMUHHCTPATUBHONW  OTBETCTBEHHOCTH C
HajoxkeHueMm mmrpada B pasmepe oxoso 1,335 mupxa tenre (5 % moxoma). Pemenue
Cyla BCTYNWJIO B 3aKOHHYI CWiIy, aiaMuHuUCTpatuBHBIA mTpadp TOO
«CK-®apmarnus» yriadeH B HOJTHOM 0O0beMe.
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V. OTPAHUYHABAIOIUE KOHKYPEHIIAIO COIIAIIEHUSA Y COTJIACOBAHHBIE
JIEVCTBHUS HA TOBAPHBIX PBIHKAX MEJAIIMHCKUX U3EJTUNA

AHTUMOHOTIOJIBHOE 3aKOHOJATENIbCTBO Trocynapcts — ywactHukoB CHI, a
takke npaBo EADC coxepkaT 3amperbl Ha OrPAHUYMBAIOIINE KOHKYPEHLIHIO
COTJIAIICHMS U COTJIACOBAHHBIE ACHCTBUS X035 UCTBYIOLIUX CYOBEKTOB.

KomuteToM 10 peryJiupoBaHUIO €CTECTBEHHBIX MOHOIOJUN, 3allUTe
KOHKYpPEHIIMM U MpaB NoTpeOutened MuHucTepcTBa HAMOHAIBHOW 3KOHOMHUKH
PecnyOnnku Kazaxcran mpoBeleHO pacciieOBaHUE HApYILIEHUs 3aKOHOAATENbCTBA
B obOmacth  3amuThl  KOHKypeHiiun B otHomeHun  TOO «Kazaxckas
dapmaneBtuueckas kommnanus «MEJICEPBUC TIJIFOCy», TOO «®apmarnieBTraecKast
komnanusg «Pomary u TOO «CTODAPM» 1o dakTy KapTeIpHOTO CrOBOpa Ha PhIHKE
YCIYT XpaHEHUSI U TPAHCHOPTUPOBKU JIEKAPCTBEHHBIX CPEACTB U  HU3JACIHN
MEIMIHMHCKOTO HA3HAYECHHS MEXIAYy MOCTaBUIMKAMU JIOTUCTHYECKUX  YCIYT.
YcranoBieHo, uyto Ha npoTsbkeHun Tpex Jjer (2011-2013 roxe) TOO
«CK-®apmanus» OCYHIECTBISLIO 3aKyll YyCIyr M3 OJHOro ucrounuka y TOO
«CTODOAPM», koTOopoe MPUBIEKAIO HAa CYOMOApPsA CBOMX KOHKYPEHTOB — JIBE
komnanuu TOO «KOK «MII» u TOO «®K «Pomar». B To xe BpeMsl B TeHAEpPE
npuHuMaiio ydactue Tojabko TOO «CTODPAPM», koTOpoe NO MpeIBapUTEIbHOM
noroopeHHocTH rapantupoBaio TOO «KOK «MI» u TOO «®K «Pomar»
MpeocTaBiieHue B cyOnoipsia paBHOro oobema (He O6osiee 1/3) 1o okazaHUIO yCIyT
MpU yCJIOBUHU, €CJIM OHU HE OyayT CO3/JaBaTh MOTCHIHAIbHYI) KOHKYPEHIIUIO
B KOHKYPCE 10 3aKYIly YCIIYT.

[Io wToram maHHOTO paccieOBaHUS B OTHOIICHHM BCEX TPEX KOMIIAHUM
BBIHECEHBI TPEINUCAHUSI O HeaonyleHuu HapyueHud [IpennpuHumaTenbCcKoro
kogekca Pecnybnmuku — Kazaxcran, BO30YXKIEHBI aJMUHUCTPATHBHBIC Jela,
MaTepHalibl KOTOPHIX OBLIM HaIMpaBJieHbl B COOTBETCTBYIOIIME aJMHUHUCTPATUBHbBIC
CYIIbI JJIsl paccMOTpeHust 1o cymecTtBy. O0mas cymma mTpagHbIX CAaHKIIUNA MO TPeM
KOMIaHusiM coctaBuia okosio 500 MiH TeHre. AIMUHUCTpPATHBHBIE MITPadbI
KOMITAHMSIMU YTIJIAYEHBI B TIOJTHOM 00BEME.

B Poccuiickoit deneparuu 0oJibiliasi 4acTh BBISBICHHBIX aHTUMOHOIIOJIbHBIMU
OpraHamMy HApyUIEHUW, BBIPA3UBIIMXCS B 3aKJIIOYEHUU AHTUKOHKYPEHTHBIX
COTJIAIICHUM, OCYILECTBJICHBI sl TIOBBIIIEHUSI, CHUYKEHUS WU TOJIIep KaHus 1IeH Ha
Toprax. OTW HapyleHus cocTaBisaloT Oosiee 70 % BcexX  BBISBJICHHBIX
QHTUMOHOIIOJILHBIMI OpTraHaMH HapyIIEHUM aHTUMOHOIIOJBHOTO 3aKOHOJATEIhCTBA
B c(pepe oOparieHuss MeAUITMHCKUX W3S,

Kax MIPaBUIIO, BBISIBJISIEMBIC QHTUMOHOIIOIBHBIMU opraHaMu
AHTUKOHKYPEHTHBIE COTJaIleHus ACHCTBYIOT HE TOJIBKO HCKIIOYHUTEIBHO B cdepe
oOpareHuss MEANIIMHCKUAX U3JIEIHi, HO Takke B chepe oOpareHus JeKapCTBEHHBIX
MpenapaTroB, OXBaThiBas BCIO  (apMaleBTHUECKYI0 001acTh ©  3aKyIKH
COOTBETCTBYIOIIMX TOBapoB. IIpu 3TOM AEATENBHOCTH OJHOTO KapTessl 3a4acTylo
pacupocTpaHseTcs Ha COTHH 3aKYIIOK.
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OAC Poccum BBISIBIEH KapTelb, 3akiodeHHbld Mexay OO0 «/lxomac
Oxcnoum», OO0 OK «Papmakomnmnosay, OO0 «Catukom» ajd NOJJECpKaHUs LIEH
Ha TOprax u JeiicTBoBaBmMi Oonee 3 uer. Kaprerem ObulM OXBayeHbI
225 ayKIIMOHOB Ha TOCTaBKY JIGKAPCTBEHHBIX IIpenapaToB WU (WMJIH) MEIUIMHCKHUX
U3ICIIUA Uil HYXKI MEAULUUHCKUX YUYPEXKICHUN CHCTEMBI 3APaBOOXPAHEHUS
Poccuiickoit @eneparnuu, 3aBepIIuBIIKEeCcsS ¢ MUHAMAIbHBIM CHIDKeHHEM (10 1,5 %)
HayalbHOW (MaKCHMaJbHOM) LEHbl KOHTpakTa. OOIMil J0XO0J €ro Y4aCTHUKOB
B pe3yJbTare noOeapl Ha TOprax M 3akKJIOUYEHHUS TOCYJApPCTBEHHBIX KOHTPAKTOB
coctaBui 6osiee 201 MiH pyOITei.

B cBi3u ¢ Opu3HaHMEM ~ YYACTHUKOB  KapTeiass B 3aKIIOUYCHUHU
aHTUKOHKypeHTHoro corjamenuss OOO @K «®Papmakonmona» O0CBOOOKIECHO
OT aIMUHUCTPATUBHON OTBETCTBEHHOCTH, a 00Iasi cyMMma mTpadoB B OTHOIICHUU
WHBIX YYACTHUKOB KapTEJs C yYETOM CMSTUYAOIIUX OOCTOSITENIbCTB COCTaBMiIa Ooliee
36 MiH pyOIeH.

Boisienennsiii ®AC Poccun kaprens, 3akimoueHHbI Mexay OO0 «Dapm CKJI»
u OAO «HoBodapm» u nedcTBOBaBIIMI B TEYEHHE 3 JET, ObUT peaM30BaH
B 465 aykunoHax, OOBEKTOM KOTOPBIX SBJISJIACH TOCTAaBKa JIEKAPCTBEHHBIX
penapaTroB, MEAUIIMHCKUX W3JENTUN, CPEACTB Je3MHPEKINN U JIeYeOHOro MUTaHUs
JUISL HYXKJ MEIWLIWHCKUX OpraHu3aluid CHCTEMBI 3JIpaBOOXpaHeHus Poccuiickoi
Oenepanuu. [lo onenke ®AC Poccuu, npu peanuzanuu KapTesst OO T0X0J €ro
YYaCTHHUKOB B pe3yjbTaTe MOOEIbl Ha TOPraxX M 3aKIIOUEHUs] TOCYJIAPCTBEHHBIX
KOHTPAKTOB cocTaBui 6osiee 400 MitH pyosieil.

[lo  pesyapTaram  peaJM3allud  KapTems,  3aKIIOUYEHHOTO  MEXIY
000 «Pocmenkommnekt», OO0 «Iranon-Tperannry, OO0 «Mapker Dapmy»,
000 «IIMK», AO «Komnanusa «Huatepmencepsuc», OO0 «Cepsuc-Dapmy,
00O «Kommnanus HWatepmencepsuc @dapma», B TedeHHEe 3 JIET IEHBI
noaaepxkuBanuchk Ha 700 ayKIMOHAaxX Ha MPaBO 3aKIIOYEHUS] TOCYJAApCTBEHHBIX U
MYHULIUNAIBHBIX KOHTPAKTOB HA MOCTABKY JIEKAPCTBEHHBIX MPEMapaToB, JETCKOTO U
JTUETUYECKOTO TUTAHUSA, MEIUIMHCKUX W3JIeJNi, aBTOMOOUJIEH, XOJOAUILHOTO H
MoposmwibHOTO oOopyaoBanus. I[lo omenke D®AC Poccum, o0mwmii m0X0I €ro
VYaCTHHKOB B pe3yjbTaTe MOOeAbl Ha TOPrax M 3aKIIOYCHHUS TOCYJIapCTBEHHBIX
KOHTpakToB cocTaBui 6oiiee 1,391 mipa pyoneit.

Kpome Toro, HepeaKo B IESITEIHLHOCTH KapTeJiel y4acTBYIOT I'OCY/1apCTBEHHBIE
3aka3zuuku. Tak, ®AC Poccum BoisiBieH kaptenb Mexay OO0 «DAPM-ITPOEKT» u
00O «Bectra ®apm» a1 noJJIep>KaHus [IEH HA TOPrax Ha MOCTaBKY JICKAPCTBEHHBIX
npenapaTtoB, JETCKOIO W JUETUYECKOrO MHUTaHUS, U3ACIUA MEIUIIMHCKOTO
Ha3HAYCHUS W MEIUIMHCKOTO OOOpYyIOBaHUS JJISI MEIUIMHCKUX OpraHu3amuil
roCyJapCcTBEHHOM cucTeMbl 37paBooxpanenust B 2014-2016 romax, peann3oBaHHBIHN
Ha 426 aykuuoHax. B aHTHKOHKYpPEHTHOM COIVIAIEHWM Y4YaCTBOBAJIA TaKXKe
rocygapctBeHHbie 3aka3zunku: ['BY3 «l'opoackas kimHu4Yeckass OOMbHUIA WMEHH
B.B.Bunorpanosa /lenapramenTa 31paBooxpaHeHus r. Mockse», ['bY3 «l"opoackas
KJIIMHUYECKast O0opHUIIA No 67 uM. JI.A.Bopoxo6oBa JlenaptameHnTa
3npaBooxpaHeHus: T. MockBey, ['BY3 «l'oponckas kmunuueckas OompHUIIA Ne 68
JlermapraMmeHTa 31paBOOXpaHEeHUS T'. MOCKBBI».
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3aKJIFOUCHUE  AHTUKOHKYPEHTHBIX  COIVIAIIEHUHA W OCYIIECTBIICHUE
COTJIAaCOBAaHHBIX JIEUCTBUM XO3AUCTBYIOIIMMU CYOBEKTAMH Ha TOpPrax HPUBOJST
K MUHUMAJIbHOMY CHIDKCHHIO HayajdbHBIX (MaKCUMaJlbHBIX) II€H KOHTPAKTOB.
Co3naBasi BUIUMOCTb KOHKYPEHIIMH, IOBEJIEHHE XO3SHUCTBYIOIIUX CYOBEKTOB HE
OOyCJIOBJIGHO BHEIIHMUMH YCJIOBHSMHU (PYHKIIMOHUPOBAHUS COOTBETCTBYIOILIETO
TOBAPHOT'O PbIHKA U 3aMEIAeT KOHKYPEHTHbBIC OTHOIIECHUS MEXAY XO35UCTBYIOIINMU
CyOBeKTaMH CKOOPJIWHUPOBAHHBIMH JCUCTBUSAMH, YTO HAHOCUT yIIEpO 3aKa3uyuKy U
OIOKETY B IETIOM.

Ha ocHOBaHMM NpEICTaBIECHHBIX CIEICTBEHHBIMA OpraHaMd MaTepUasoB
YTOJOBHOIO J€Jia, BO30YXJAEHHOr0 B OTHOIIEHHH TriaBHOro Bpaya ['bY3 «l"opoackas
nerckasi moJukianHuka No 1), 0OBUHAEMOM B MOTYyYEHHUH B3ATKH, B IeUcTBUSIX ['BY3
«I"oponckas aerckas nosukiauHuka Ne 1», OO0 «Megnon-JIB» u OO0 «HuxaMeny»
AHTUMOHOIIOJIBHBIM OpPraHOM YCTAHOBJIEHO, YTO MEXAYy IJIABHBIM BpauyoM H
XO3SUCTBYIOIMMU  CyOBEKTaMH OblIa JOCTUTHYTa YyCTHas JIOTOBOPEHHOCTH
O 3aKJIOYEHHWH JIOTOBOPOB HAa MOCTaBKY TOBApOB MEAUIMHCKOTO HA3HAYEHUSA H
PACXOJHBIX MATEpPUATIOB C OMPECICHHBIMU XO3SMCTBYIOIIMMHU CyOBEKTaMHU MyTEM
OCYILIECTBJICHUS 3aKYIIOK Y €AUHCTBEHHOTO MMOCTaBIIIHKA.

B pesynbpTare peannzanny Takoll JOTOBOPEHHOCTH MEXAY T'OCYIapCTBEHHBIM
MEIUIMHCKUM YUYPEXJICHUEM M 3apaHee OIpPEACIICHHBIMU B XOJI€ JIOTOBOPEHHOCTU
XO35UCTBYIOIIMMU CYOBbEKTaMU OBbUIO 3aKIOYEHO 17 JOroBOpOB, YTO HE OBLIO
0OyCJIOBJIEHO TEXHUYECKUMHU W OpPraHu3allMOHHBIMH OCOOCHHOCTSAMM HCIOJHEHUS
KOHTPAKTOB, a BBITEKAJIO UCKIIOYUTENILHO U3 HaMepeHusl n30ekaTh HEOOXOAUMOCTU
MPOBEICHMS] AYKIIMOHA TP  OCYIIECTBICHMM 3aKylnkKd Ha Ccymmy Oosee
100 TeIC. pyOnEil.

HckyccTBeHHOE «ApoOJieHHe» €ANMHOW 3aKynmKh (HEeCKOJbKHX 3aKyINoK) Ha
MHOXECTBO 3aKkynok 70 100 Teic. pyOnelt UMeno HelsMH 3aKI0YeHUE KOHTPAKTOB
C EIUHCTBEHHBIM TIOCTABIIMKOM U U30€KaHWE TMPOBEACHUS KOHKYPEHTHBIX
npouenyp. WHble XO3SMCTBYIOIIME CYOBEKTHl OBLIM OTpaHUYECHBl B JIOCTYIE Ha
PBIHOK TIOCTaBKA TOBAPOB MEAMIMHCKOTO Ha3HAYEHUs [JIs1 HYXJ MEJIUIMHCKON
OpraHu3aluu.

@dakT 3aKITOYEHUS AHTHKOHKYPEHTHOTO COTJIAIICHUS OB BBISBICH MEXITY
JlemapTaMeHTOM 37IpaBOOXpaHeHUs: VIBaHOBCKOW 00JaCTH W XO3SIMCTBYIOIIUMU
CyOBeKTaMH, KOTOpPO€ MPHUBEIO K OrPAaHUYEHUIO KOHKYPEHLUU TPH OIpeAesIeHun
NOCTABIIMKA Ha OKa3aHUWE YCIyr 10 apeH/Ae MEIMUIMHCKOTO 000pyI0BaHuUs
(umdpoBass MHOrOIENEBasi TUAarHOCTHYECKas YJIbTPAa3BYKOBasl CHUCTEMA) AJIA HYXK]I
OI0JKETHBIX YUpEeXKICHUN 31apaBooxpaHeHus BaHoBckoW obGnactu. Peanuzanus
JAHHOTO  COTJIAIIEHUSI TpHUBEJIa K MHUHUMAJIBHOMY CHIIKEHUIO HayalbHOU
(MakcuManbHOM) TieHBI KOHTpakTa (Ha 1 %) M 3aKIIIOYEHHI0 TOCYAAPCTBEHHOTO
KOHTpPAaKTa Ha cyMMmy Oosiee 61 MiH pyOeil.

B pamkax EADC mno pesynasraram mnpoenenHoro EODK paccrnenoBanms
BBISIBJICHO HapylIeHHe B JeHCTBUsX (Oe3neiicTBum) cyObekTa pbIHKA «Jlemppycy,
TOO «/[enspyc PK», a Takke TOJKHOCTHBIX JIMI[ YKa3aHHBIX XO3SMCTBYIOLIUX
cyobekToB [loroBopa o EBpasuiickoM skoHOMHUYECKOM coto3e oT 29 mas 2014 ropa,
BBIPA3UBUIMXCS B HAJIMYUMM M peAM3alMy COTJIAILICHUS MEXAY KOMIaHUSIMMU-



60

KOHKYpEHTaMH, JCHCTBYIOIIMMU Ha OJHOM pBIHKE YCIYr IO KaiauOpoBKe
yJIBTPa3BYKOBBIX JaTYMKOB K ammaparty FibroScan, B pesynbrate koTopbix 3A0
«Jlenppyc» HEOOOCHOBAHHO OTKA3aJl0 Ka3aXxCTAaHCKOMY MOTPEOUTENIO (3aBUTEIIO) B
NPEIOCTaBICHUU YCIYTH MO KaJIMOpPOBKE YJIbTPA3BYKOBBIX AaTYMKOB K ammapary
FibroScan, motuBupysi Takoil oTka3 HanuuueM KommaHuu-koHkypeHTta (TOO
«demspyc PK»), okaspiBatomeii Ha Tepputopun Pecnmybmukm  Kaszaxcran
AHAJIOTUYHYIO YCIYTY.

Pemennem Komrermn EDK ot 17 centadps 2019 roma Ne 165 nazHaueHsl
mrpader 3A0 «/lemspyc» B pasmepe 173 235,63 pybmsa, TOO «/lemspyc PK» —
B pasmepe 322 344,58 py0O:s, a TakxKe JOHKHOCTHBIM JIUIAM YKA3aHHBIX KOMITAaHUHA —
B pazmepe 117 500 pyOneit kaxaomy.
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V1. UHBIE HAPYIIEHUSI AHTUMOHOITIOJIBHOI'O 3AKOHOJATEJIBCTBA
HA TOBAPHBIX PBIHKAX MEJIUIIMHCKUX U3 EJIAIA

Ha ToBapHBIX pBIHKAX MEAUIMHCKUX U3AEINA HMMEIOT MECTO UM HWHBIE
npoOJIeMHbIE BOIIPOCHI, (PaKT HAPYIIEHUS aHTUMOHOIOJIBHOIO 3aKOHOIATEIhCTBA TI0
KOTOPBIM HE JOKa3aH WJIM HapYIIeHUs ObUIM YCTPAHEHBI B XOJI€ UX PAaCCMOTPEHUs
AHTUMOHOITOJIbHBIM OPTaHOM.

B Pecnybnuke benapych B THUIOBOM  (PEKOMEHIYEMOM)  OINHUCAHUU
MOTPEOUTEIBCKUX, TEXHUYCCKUX W IKOHOMHUYCCKHX ITOKa3aTeei (XapaKTepHCTHK)
XUPYPTUYECKUX IIOBHBIX MAaTEpPUAIOB JUISI IPUMEHEHHS IPHU ONEPATUBHBIX
BMEIIaTeIbCTBAX (dTamax omnepanuil) pa3IuyHON CTENEHU CIOKHOCTH (Janee —
TunoBas 3asBKa), yTBep:kaeHHOM Komuccueil mo onpeneineHuro NepBOOYEPETHbBIX
3aKynok MuHuctepcTBa 3apaBooxpaHenus PecmyOmuku benapyce 12 wurons
2014 roma, ObLIM BKJIIOYEHBI TpeOOBaHUS K JIOTaM KakK JJIsl BBITOJTHEHUS
BBICOKOTEXHOJIOTUYHBIX U CIIOKHBIX TANlOB OINEPAaINii, TAK U JJI OCTAJIHBIX 3TAMOB
ormepanuii HU3KOM (CpelHel) CJIOKHOCTH, B TOM 4YHCIE TpeOOBaHHE HAIAYUS
ceprudukara «CE» uim ananornyHoro ceprudukara kauecTna.

VYupexeHus 30paBOOXPAHEHUS W UWHBIE OpraHU3aluu, IOJYUHECHHBIE
MunucrtepcTBy 3ApaBooxpanenus PecnyOnuku benmapych, BbICTymas 3akazdnMKaMu
WA OpPraHu3aTopaMH MPOLEAYp 3aKYINMOK XHPYPrHYECKHMX IIOBHBIX MaTEpHUAJIOB,
MCIIOJIb30BAJIM TOJIOKEHHST TUMOBOM 3asBKM B Ka4eCTBE 00s13aTEIbHBIX TPEOOBAHMIA
JUIl YYaCTHUKOB AayKIMOHA, KOHKYpCAa WJIM HMHOM MPOLEAYypbl TOCYyAapCTBEHHOMH
3aKYIIKH.

B cooTBeTCTBUM C MOCTYMAIOUIMMU OOpAIlICHUSIMU TpeOOBaHUE O HATUYUU
ceptudukara «CE» unm aHalorM4HOro cepTudukaTa KauecTBa ObLJIO UCKIIFOUYCHO.

HevictBus  MuHnucrepctBa  31paBooxpaHeHusi  Pecmybnmuku — bemapych
no pa3paboTke H3MEHEHUH THIOBOM 3asBKM B YaCTH HCKJIIOUCHHMS U3 HeEe
MOJIOKEHUH, KacaloluXcsi 00s3aTeBbHOTO  MPEJCTABICHUS  MEXIYHAPOIHOTO
ceptudukara kadectBa, kak u jAcictBus YII «benmearexnuka» Mo pasMernieHUIO
TAKOro MpoekTa THUmoBoi 3asBKU Ha MHTEepHET-caiTe http://belmt.by/, HanpaBieHsI
HAa MCKJIIOUYCHHUE IIOJIOKEHMS, KOTOPOE€ MOIVI0O MPUBECTH K OrPAaHUYCHUIO
KOHKYPEHIIMM Ha TOBAPHOM PBIHKE XHUPYPTHUECKUX MIOBHBIX MAaTEPUAIOB, TOCKOIBKY
JAHHOE TIOJIOKEHHUE COJAEpPKAJI0 TpeOOBaHHWE O MPEJCTABICHUU JTOKYMEHTOB, HE
SBJISIOMIMUXCST  00sI3aTeNIbHBIMKM TSI TIOATBEPIKACHUS KayecTBa XUPYPrHYECKUX
IIOBHBIX MaTepuaioB Ha Tepputopuun PecnyOiauku benapychs.

[Ipu npoBeneHUM MNPOUEAYP 3aKYNKU XUMHUYECKUX HWHIWKATOPOB MNapOBOM
CTEePUIIN3AINKN YUPEKICHUSIMHU 3APaBOOXPAHEHUs] ObLIO YCTAHOBJICHO TpeOOBaHHUE O
cootBercTBUM npennaraemoit npoxaykuuu ['OCT ISO 11140-1 «Crepunuzanus
MEUITMHCKON MPOAYKINH. XUMUYECKHUEe HHAUKATOphl. YacTh 1. O6mue TpeboBaHus;
gacTh 2. O00pyI0BaHUE U METO/IbI UCIIBITAHUI, TIPU ATOM K YUaCTHIO B MIPOIIEIypax
3aKYNKA  JONYCKAJIWCh  YYaCTHUKM, HE  NPEACTABISAIOIIME  JOKYMEHTHI,
MOJTBEPKAAOIINE COOTBETCTBUE XUMHUUYECKUX UHINKATOPOB NAPOBOM CTEPUIIU3ALIAN
I'OCT ISO 11140-1.
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[Io pe3ynbraTaM aHTUMOHOIIOJIBHOTO PACCIEIOBAHUS YCTAHOBJIEHO, YTO
TpeboBanue o coorBercTBUM Npoaykiuu ['OCT ISO 11140-1 Obl10 BKITIOYEHO
B 3a/IaHUE HA 3aKYIKYy B cBs3H ¢ TeM, yTo 'OCT BcTynun B JeliCTBUE HA TEPPUTOPHUU
Pecnybnuku benapyck ¢ 1 saBaps 2015 roma. Bmecte ¢ TeM B j1abopaTtopusx,
akkpenutoBaHHbiXx B CucreMe akkpemutanuu PecnyOnuku benapychk, He umenoch
BO3MOKHOCTH  NIPOBEICHHSI  MCHBITAHUA  MHAMKATOPOB B  COOTBETCTBHH
¢ 'OCT ISO 11140-1.

AHanmu3  perucTpalMoHHBIX  JOChE€,  MPOBEIEHHbII  MUHHCTEPCTBOM
3npaBooxpaHeHus: PecnyOnuku benmapych, mokasan, 4To XUMHUYECKHE HWHIUKATOPHI
MapOBOM CTEPUIIM3ALMU 3aPETUCTPUPOBAHBI M M3TOTABIMBAIOTCS B COOTBETCTBUM C
TeXHUYECKUMU yciaoBusiMuU. Takke B PecyOnnke benapychk He 3aperucTpupoBaHbl U
HE BHECEHBbI B ['OCyAapCTBEHHBI peecTp H3ACINN MEAMIMHCKOTO HA3HAYECHUS H
MEJULUUHCKON TEXHUKA HWHIUMKATOPBI IapOBOM  CTEPUIM3ALUHA  XUMHUYECKHE
0JIHOpa30BkIe, MOMHOCTHIO cooTBeTcTBYIOMmMe ['OCT ISO 11140-1.

CornacHo cratbe 23 3akona PecnyOonuku benapyce ot 5 siBaps 2004 rona
Ne 262-3 «O TexHMYEeCKOM HOPMHUPOBAHUU MU CTAHJAPTU3ALMMW» TOCYAapCTBEHHBIE
CTaHIApThl SBIAIOTCA JTOOPOBOJBHBIMU JUIsl HpuMeHeHus. [occranmaptom He
YCTAHOBJICHO  HECOOTBETCTBUE  IPOAYKLIHH,  PEaIU3yeMOM  JOIYLICHHBIMU
K MpOIeAypaM 3aKyIloK ydacTHUKaMu, TpeOoBanusm ['OCT.

AHTUMOHONIOJIHBIA KOMHUTET PecnyOnnkun VY30€KkucTtaH B COOTBETCTBUU
c 3akonom PecnyOnmuku VY30ekwcran ot 6 sHBaps 2012 roma Ne 3PY-319
«O KOHKypeHIIMW» paccMaTpuBaeT (akThl HEAOOPOCOBECTHON KOHKYPEHIIMHU B YaCTH
MHTEJUICKTYaJIbHOM JI€SITEIbHOCTU. 3HAauYuTeNbHas N0yl OOpalleHuid CyOBeKTOB
MPEANPUHUMATENIBCTBA KACAETCA HApPYLIEHWM CcTarbu 13 yKa3aHHOro 3akoHa,
OPEeIyCMaTPUBAOIIETO  3alpeT HAa  peaju3alydio ToBapa €  HE3aKOHHBIM
UCIIOJIb30BAHUEM  PE3YJIbTATOB HWHTEJUIEKTYaJbHOM JEATEIbHOCTH IIyTEM €ro
pa3MelleHHs] Ha YIaKOBKax, KOTOpbIE MPOJAIOTCA JIMOO MHBIM 00pa3oM BBOAATCSA
B TpaXJIaHCKUM 000pOT; 3ampeT Ha BBEJACHHE NOTpeOuTeNei B 3a0iyKIeHue
UMUTAIMEN TOBapa, BBOAUMOTO B TPAXKIAHCKUN 000POT XO3SIMCTBYIOIINM CyOBEKTOM
(KOHKYpEHTOM), MyTEM BOCIPOM3BOJACTBA BHEUIHEro odopmiieHus ToBapa. Takxke
B COOTBETCTBUM C YaCTbIO BTOPOH CcTaThM 13 yka3aHHOro 3akoHa HE JIOIYyCKaeTcs
HEZO0OPOCOBECTHASI KOHKYPEHIIMS, CBA3aHHAsl C MPUOOPETEHUEM HCKIHOYUTEIBHOIO
npaBa Ha CpEACTBA MHAMBUAYyAIM3allUd  IOPUIUYECKOTO JIMLA, CpPEJCTBA
UHAUBUYyaM3allMd TOBapa, a TaKke C perucTpauueil TOBApHOTO 3HAKa,
TOXKJIECTBEHHOI'O WJIA CXOAHOTO JO CTENEeHH CMENIeHUs ¢ O00O3HaYeHHEM B
OTHOLIEHUU TOBapa, paHee BBEJACHHOIO XO3SIICTBYIOIIMM CYObEKTOM (KOHKYPEHTOM)
B IPaXKJAHCKHUI 000pOT.

B cootBercTBuM co cratbe 18 3akona PecnyOmuku Y30ekucran ot 4 siHBaps
2016 toma Ne3PV-399 «O nexapCTBEHHBIX CpeAcTBaX U (apMaleBTUUECKON
NEeATETBHOCTH 3anpeniaeTcs MIPOU3BOCTBO danbcupuIUpOBaHHBIX,
HE 3aperucTpUpOBaHHBIX B PecrnyOmuke VY30eKuCTaH WU3AEANN MEIUITUMHCKOTO
Ha3HAYEHHUS.
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BbIBO/IbI U TPEJJIOKEHUS

IIpoBeneHHass OLIEHKA pa3BUTHA KOHKYPEHIIMM HA PBIHKAaX MEAMIMHCKUX
n3Jienui rocynapcts — yyactTHukoB CHI' o3BoJIsieT caenarh ciaeayomue BbIBOBI.

OCHOBHBIMH  NIpOOJEMaMHM  TOCYJAapCTBEHHOIO  PETYJIUPOBAaHUS  PHIHKOB
MEIMIMHCKUX u3Jenuid rocyaapctB — ywyacTHukoB CHI' B cdepe perucrpaunu
MEIUIUHCKUX W31 SBISIOTCS:

JUIMTEJIBHOCTh MPOLIEAYPbl TOCYAApPCTBEHHOM PETUCTPALMH MEIULIMHCKUX
W3/IeNIMI 1 BHECEHHSI U3MEHEHUI B JIOKYMEHTBHI, COAECPKALIUECS B PETHCTPALMOHHOM
J0ChE;

Oapbephl, CO3/1aBa€Mbl€ PETUCTPUPYIOLIUM OpraHoM (HE0OOCHOBaHHBIE
3aMeYaHusT M TpeOOBaHUS K PETUCTPUPYEMBIM  MEAUIMHCKAM  H3IEIHSIM,
0 OpPMIIEHHIO TOKYMEHTOB);

CJIO)KHOCTh KJIaCCU(PUKAMM MEAMLMHCKUX U3JeNUNA M0 KiIaccudukaTopam
OPOLYKIUHU IO BUAAM SKOHOMHUYECKOM JEATENBHOCTH;

OTCYTCTBHE YETKOI'O IPABOBOIO PETYIMPOBAHMS B OTHOLIEHUM «CIIOXKHBIX»
MEIULUHCKUX W3JEIUM, BKIIOYANOIIHUX KOMIUIEKTYIOIIUE, NPUHAMICKHOCTH U
COCTaBHbIE YacTH, KOTOpPbIE MOTYT TaKXe ObITh IMPHU3HAHBl CAMOCTOATEIbHBIMU
MEIULUHCKUMHU U3AEINAMY;

OTCYTCTBHE TIPABOBOTO PETYJMPOBAHHSA B OTHOUIEHUMM MPOU3BOJCTBA U
oOpalieHusi MEIMIMHCKUX HW3AEIUid OTKPBITOrO THMA, T.€. HCHOIb3YIOUIUX
KOMILJIEKTYIOILME U PACXOAHbIE MAaTepUANIbl PA3IMYHbBIX POU3BOIUTENECH;

BBICOKHE Pa3MEphl TOCYJAPCTBEHHBIX MOIUIMH! 33 IPOBENEHUE DKCIEPTU3BI
KauecTBa, 3QPEKTUBHOCTU U OE30MACHOCTU MEAUIIUHCKOTO U3ICIHS.

B rocymapctBax — ywyactHukax CHI' B o0macTv rocyaapCTBEHHBIX 3aKyMNOK
[OCJIENOBATENBHO  MPOBOAWUTCA  IOJUTHKA, HAIpaBJI€HHAas Ha  MOJIIEPKKY
OTEYECTBEHHBIX NPOU3BOJUTENIECH W 3aMEHYy HMMIIOPTHBIX MEIULMHCKUX H3AEINN
aHaJI0raMu OTEYECTBEHHOIO IMPOU3BOCTBA.

BMmecre ¢ TeM aHTHUMOHOIOJBHBIMU OpraHaMu (PUKCHPYIOTCS cllydad, KOrja
3aKa34yMKkoM © (WIM) OpraHU3aToOpoM 3aKylNOK TpU ONHCAHMU OOBEKTa
roCyJapCTBEHHOM 3aKYIKH YKa3bIBAIOTCS TOYHBIE TEXHUYECKHE XapaKTEPUCTUKH
MEIULMHCKOIO W3NS, COOTBETCTBYIOIIUE KOHKPETHOMY IPOM3BOIAUTENIO, YTO
OrpaHUYMBAET BO3MOXXHOCTb Yy4YacTHUsl B TOpPrax XoO3dWCTBYIOIIUX CYOBEKTOB,
npeajaralouMx aHaJOTUYHYI0 MPOAYKLUHIO, M BEAET K YBEJIMYECHHUIO PACXOJI0OB
OO/KeTHBIX  cpelcTB.  OrpaHMYeHHUI0  KOHKYPEHIMH U HEedPPEKTUBHOMY
pPacxoJ0BaHUIO0 OIOKETHBIX CPEJICTB CIHOCOOCTBYIOT TAKXKE 3aKYNKH MEAUIIMHCKUX
U3JIETIMI 3aKPBITOrO TUMA, KOTOPbIE MPEINOoaralT JalbHEHIIYI0 HEOOXOAUMOCTb
3aKyNKA PAaCXOJHBIX MAaTEpPHAIOB OJHOTO MPOU3BOAMUTENS, YTO HCKIIOYAeT
KOHKYPEHLUIO CPEIU MPOU3BOINUTENECH MEAUIIMHCKUX U3IEIHM.

[TpoGieMHBIME BOMpOCaMH MOAECPKAHUS paOOTOCTIOCOOHOCTH MEAULIMHCKOTO
000py0BaHUs SBISIOTCS JUIMTENBHOCTh NMPOBEICHUS MPOLIEAYP 3aKylOK 3aracHbIX

! Tepmun «rocyapcTBeHHas MONULIMHAY» TPUMEHHM HE BO BCEX TOCyAapcTBax — yuactukax CHI .
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qyacTel, TEXHUYECKOr0 OOCIYKUBAHHUSA M PEMOHTA MEIUIIMHCKOW TEXHUKH, a TAKXKe
OTPaHUYEHHAs KOHKYPEHLMs Ha PpBIHKE OpraHu3anuil, OCYIIECTBIAIONINX
TEXHUYECKOE  OOCIYKMBAaHUE  CJIOKHOTO  MEIUIMHCKOTO  00OpYIOBAaHHUA.
KoHkypeHluss Ha pBIHKE CEPBUCHOIO OOCIYXMBAaHUS MEIULUUHCKUX HW3JEIUN
OTPaHUYEHA B CBA3M C MCKYCCTBEHHOW MOHOIIOJIM3ALMEN YKa3aHHOW IEATECIIbHOCTU
ITPOU3BOJIUTEISIMUA MEIULIUHCKAX W3JEJIMA, B TOM YHCIIE IIyTEM HCKIIOYUTEIBHOTO
MpaBa MPEAOCTABJICHUS MapOJIeH, KIOYEH, KOJIOB, JOKYMEHTALMU ISl TPOBEICHUS
HEO0OXOJAMMBIX TEXHHYECKUX MEPONPUATHH.

YcraHnoBneHue TpeOoBaHUN 00 OOydeHHM Yy Tpou3BOgUTENss U (WJIH)
YIIOJITHOMOYEHHOTO IIPEACTABUTEILS IIPOU3BOIUTEIIS 1o TEXHUYECKOMY
00CTy)KUBaHUIO COOTBETCTBYIOIINX BHJIOB MEIUIMHCKHAX 17631 (S 15171
B [IOCJIETAPAaHTUHHBIA  I[EPUOJX  IO3BOJIIET  INPOU3ZBOAMUTENSAM  IIOJHOCTBHIO
KOHTPOJIUPOBATH PHIHOK yCIYT (paboT) MO TEXHUYECKOMY OOCITYKUBAHUIO U PEMOHTY
MEIULIMHCKON TEXHUKHU U U3JCIUN MEIULIIMHCKOIO HA3HAYEHMs], OTPAHUYNBATDH YUCJIIO
€ro YYaCTHMKOB WCKJIIOUHUTEJIBHO YIIOJHOMOYEHHBIMU HMMH JIMLIAMHU — JUIEPAMU,
IUCTPUOBIOTOPAMH, HE JOMYyCKas K HEMY HHBIX YYaCTHHMKOB, COOTBETCTBYIOLIUX
TpeOOBaHUAM 3aKOHOJATENbCTBA, YTO BJIEYET 3a COOOM MOHOIMOIM3ALMIO PbIHKA U
OTPaHUYECHUE KOHKYPEHLIMHU.

Jlnst pemieHust BBISBJICHHBIX NPOOJEM pa3BUTUS KOHKYPEHIMM Ha pPBIHKaX
MEIULMHCKUX U3AEIUHN MPEIIaracTcs CIeIyIOIee:

pa3pabotarh KaTaJor 0a30BBIX/OCHOBHBIX TOBapoB, padoOT, YCAyr s
o0OecreueHnss TOCYIapCTBEHHBIX HYXJ B LEISIX YHU(PUKAUUA HAUMEHOBAaHUU H
XapaKTEPUCTHK TOBApOB, PabOT, YCAYr i O0OECHedYeHHs] TOCYIapCTBEHHBIX HYXI,
€AMHOO0OPAa3HOr0 yKa3aHUs 3aKa3uyMKaMH HaUMEHOBAHHWM TOBapoOB, paboT, yCIyr MpH
dbopMHpOBaHMK TIpeAMETa 3aKyNKd, €IWHOOOPa3HOTO0 U YHU(DHUIIMPOBAHHOTO
onucaHusi 00BEKTa 3aKyIKH, KOTOPOE BKIIIOYAETCS B JIOKYMEHTALMIO O 3aKyIKe, B
TOM 4ucie Npu 00OCHOBAHUHU 3aKYyNOK, HOPMUPOBAHMU B Cepe 3aKyNoK, a TAKKe
IUIA TIOCNIEAYIOLEro CpaBHEHUS ILI€H TOBapoB, paboT, yciuyr. Benenue Ttakoro
Katajora s oOecredeHHs] TOCYJAapCTBEHHBIX HYXJ TIO3BOJUT H30€KaTh
YCTAHOBJICHUS U3JUIIHUX TPEOOBaHUM K COCTaBy 3asBOK, a TaK)Ke HEOOOCHOBAHHOTO
OTKJIOHEHUS 3aBOK YYACTHUKOB TAKUX 3aKYIOK;

UCIOJIb30BaTh ONbIT KbIpreizckoil PecnyOnuku 1o BBEAECHHIO B JACHCTBUE
CHUCTEMBI yYeTa MEIMIMHCKON TEXHUKU nocpeacTBoM MHTEpHEeTa, MHTErpUpOBAaHHOU
c ©0a3zaMM JIlaHHBIX TMOCTaBIIMKOB MEAUIIMHCKOM TEXHUKH, [O3BOJSIOIIEH
KOHTPOJMPOBATh OCHAIIEHHOCTh MEIUIMHCKON TEXHUKOW B pa3pe3e KaxIaou
OpraHu3alMU 3IPABOOXPAHEHHUS U JOCTYITHOM JTI0OOMY TpaKJaHUHY;

BBECTM B 3aKOHOJATEIbCTBO TrocyaapcTB — ywyacTHukoB CHI' mnonsTue
B3aMMO3aMEHAEMOCTH MEIULMHCKUX M3IEIUMH C TOCIEAYIOIIMM BHECEHUEM
CBEJICHUM O B3aMMO3aMEHAEMOCTH B TOCYJAapCTBEHHBIM peecTp MEAULMHCKUX
W3JIeNMI U OpraHu3alyi (MHIMBHYaIbHBIX IPEANPUHUMATEIEN ), OCYLIECTBISIOINX
IIPOU3BOJICTBO M U3rOTOBJICHUE MEIULIMHCKUX U3JIEIINN;

BBECTH B 3aKOHOJATEIbCTBO rocyaapctB — ydacTHukoB CHI' monsTus
MEIULMHCKUX U3AEIUN OTKPBITOTO U 3aKPBITOIO THUIIOB;
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MPOBECTH  aHAJIU3  3aKyNMOK  OTKPBITBIX  (3aKPBITHIX)  JIaOOpaTOPHO-
JIMarHOCTUYECKUX CHCTEM JUTS MOCJICTYIOIIETO MIPUHATUSA pelieHus
0  IIeJIeCOOOPa3HOCTH  OTPAHUYCHMS]  3aKYNOK  3aKphITBIX  J1JaOOpaTOpHO-
JIIMAarHOCTUYECKUX CHCTEM,

MOATOTOBUTh  CIIMUCOK  0a30BBIX/OCHOBHBIX  «3aKPBITBIX»  MEIUIIMHCKUX
W3JIeTUH, 9TO TIO3BOJIUT NMPUOOPETATh PEareHThl U PACXOIHBIC MaTepUaabl K HUM Ha
YCIOBUSX 3aKJIOUCHUS TPSIMBIX JIOTOBOPOB C MPOU3BOAUTEISIMA WIIA  UX
opUITMATHPHBIME TIPEACTABUTEIIIMA U YCKOPUTDH TPOIECC 3aKYMKH JAHHBIX H3JCITHA
MEIUIIMHCKOTO Ha3HAUYCHUS,

00s3aTh 3aKa34YMKOB TMPU 3aKyNMKe MEAUIIMHCKAX U3JCIUN ONpeaeIsTh
HayaJbHYI0 (MaKCUMaJIbHYI0) IIEHY KOHTpPaKTa C y4€TOM 3aTpaT Ha MPUOOpEeTeHHUE
PacXO/JHBIX MaTEPHAIOB M TEXHUUYECKOE OOCIyKMBaHWE Ha TEPUOJ TapaHTHHHOTO
CpOKa dKCIUTyaTalliid MEIULIMHCKOTO U3Eus;

PEKOMEHI0BATh XO3SIUCTBYIOIINM cyOBbeKTaM, OCYIIECTBIISIOIIUM
JESATEILHOCTh HAa PBIHKE MEIMUIIMHCKUX W3JI€JINM, COOTHOCUTH CBOIO JEATEIBHOCTD
C HOpMaMH aHTHUMOHOIIOJBHOTO 3aKOHOJATEIbCTBA, ONPEACIUTh TOBAPHBIC PHIHKH,
MOTEHIIUAJIBHO  SBJISIOIIMECS HEKOHKYPEHTHBIMH, pa3paboTaTh W BHEAPUTH
BHYTPEHHHUM JIOKYMEHT (TOPTOBYIO IIOJUTHUKY) II0 OTOOpPY KOHTpPAareHTOB,
B3aMMOJICUCTBUIO C HHUMH, a TaKXke NPEKpalleHu0 paboThl C KOHTPAreHTaMmH,
BKJIIOYAs CTaHAAPTHBIA (TUIIOBOM) JOTOBOP JJIsI BCE€X MOTEHIMATIBHBIX H
NEeUCTBYIOIIMX KOHTPAreHTOB, U OMYOJIMKOBATh TOPTOBYIO MOJIMTUKY U CTAHJIAPTHBIN
(TUTIOBOM) JOTOBOP B OTKPBITOM JOCTYIE [IJIi HEOMPEIEICHHOTO Kpyra JIHI
B lHTEpHETE;

BBECTH B MPAKTUKY MPOBEJECHNE aHTUMOHOIOJIBHBIMU OpraHaMu TOCYJapCTB —
yyacTHUKOB CHI' CcOBMECTHBIX paccieqoBaHMN B OTHOIICHUM JEATEIBHOCTU
TpaHCHAIIMOHAIBHBIX KOMIAHUM — MOCTABIIMKOB MEIUIIMHCKUX U3ACITUMN.



