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GAPMALIEBTUYECKUX PHARMACEUTICAL

MPOM3BOAUTEJIEN (AM®IT) MANUFACTURERS
(AIPM)

Accouyanns Mexayraapoanbix DapManeBTHUECKHX [POM3BOAMTENEH BBHIpaXaeT CBOE
mouTeHde W cooOmaer, uro B Pecnybrmuke Benapychk 23 KpyHHEHRINIMX MHPOBBIX KOMOAHWH
pa3palOTYHKOB M TIPOM3BOIMTENEH NEKAPCTBEHHBIX CPEICTB M MPEIMETOB MCAHLHHCKOIrO
Ha3HAYEHHA 00BEIMHEHB! B ACCOLMALHIO AT BO3MOXKHOCTH NIpeacTaBlIeHus 00Ie O3HLMH T10
BOIIPOCAM 3THHYECKOTO TPO/BHKEHHS IEKAPCTBEHHBIX CPEICTE ¥ 060pOTa JIeKapCTB U [IPEAMETOB
MEJHIMHCKOro Ha3HAYeHUs Ha TEPPUTOPHH CTPAHLL.

BONBIIMECTBO KOMITAHHH MMEET MHOTOIETHHH ONBIT yYacTHs B [OCyHapCTBEHHBIX
3aKyNKaX M CYUTAET HEOOXOMMMBIM BHECTM MDEMIOXKEHMS [0 BHECCHHIO H3MCHEHMH B
JeHCTBYIOIME MAKeThl JOKYMEHTOB JUIS [POBEASHWs MPOUEAYp N  [IOBBIIUICHUS
IKOHOMHHECKOT0 3 deKTa 1 FKOHOMHHU TOCYAAPCTBEHHBIX CPEACTB.

Hamu npeiiomeHHs JUIS  3aDErMCTPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB H  UI/CTHH
MEIHIMHCKOTO Ha3HAUCHHA:

1. W3mennth TpeboBaHHA K CPOKY TOJHOCTH IIp€/UIaraeéMoro [penapara H H3Ienni
MeMIIARCKOTO HasHAueHHs CPOK TOJHOCTH He MeHee 13 MecsleB Ha JaTy TIOCTABKH Ik
JIEKAPCTBEHHBIX CPEICTB W H3ICTHI METHMUMHCKOTO Ha3HAYEHHA CO CPOKOM TOJHOCTH
Gornee 2 neT; UTA IpENapaToB ¥ W3AeNHi MEIHIMHCKOTO HA3HAYEHHS CO CPOKOM TOTHOCTH
Menee 2 jer — He MeHee 50% 0T cpoKa rOAHOCTH Ha MOMEHT IOCTaBKH,

2. JOmyCTUTh K yYacTHIO B TCHIEPE 3aPeTHCTPUPOBAHHBIX B benapycH TeKapCTBeHHBRX
CPEICTB U B YIIAKOBKE, OTJIHYHON OT 3apETHCTPHPOBAHHOM. C MPENOCTABICHIEM
PYCCKOS3BIMHON MHCTPYKITHE 1S MCIIOJIB30BaHMsl B YCIIOBHAX CTAlMOHAPA;

M\ITW ¢ AM3ANHOM YIIAKOBKH, COOTBETCTBYIONIEM paHee yTBEpXKAEHHOMY AM3alHY H
MHCTPYKIJHE [0 TIPUMEHEHHIO NPH YCIIOBHH [OCTABKH TOBApa B «IPEABLIYILCM» mau3aiiHe
He nosauee 180 mHeH ¢ MOMEHTA YTBEPIKACHHUS €10 H3MEHEHUH.

KacaTtenbHo HE3aperuCTPpHPOBAHHBIX JICKapCTBCHHBIX CPEACTB!

1. B ciyyae NpuCYXICHHs KOHTpaKTa 3aKyNKW Ha IIOCTaBKY HE3aperdCTPHPOBAHHOTO
JeKapCTBEHHOIO CPEACTBA OCYIIECTBIATE €ro BBO3  COTIACHO aJIMHHHCTPATHBHOK



mpouenype, usinoxennod B 1.10.5.3 nocranornenus Cosera MUHHCTpoB Pecry®iuxu
Benapyce Nel56 or 17.02.2019;

HckmounTte TpeGoBaHKME NPOBEACHHS KOHTPOJIA KA49eCTBA U1 HE3aperHCTPHPOBAHHBIX
NMEKapCTBEHHBIX CPEICTB MYTEM IIPOBEACHHS IIOMHOTO XHMHYECKOTO KOHTPOIA.

Kpome Toro, ans co3ganus OnaronpHATHBIX YCJAOBHH 71 NMPAMOTO Y4acTHs MHOCTPAHHBIX
NpOU3BOAUTENel B poliesypax ["ocy1apcTBEHHBIX 3aKYTIOK, TEM caMbIM COKpailas KOJTHYeCTBO
MOCPEIHUKOB IIPU IIOCTABKAX JIEKADCTBEHHBIX CPEICTB, Mpe/iaraeM INPHHATE BO BHUMaHHE
¢axThl, OTpaHUYHBAIONINE YYACTHE HHOCTPAHHBIX KOMITAHUH:

HDEIIJIO}KEHHH AJIA BRKJAHYCHHA (HCKJI!O‘!CHHH) B NMAKET JOKYMCHTOB MJIA NPOBCACHHHA
rocy1apcTBeHHLIX 3aKYNIOK:

D

2)

IIpepnaraeM HCKMIOYMTH A7 YYaCTHHKOB-HEPE3MACHTOB IIPEAOCTABIEHHE JOKYMEHTOB
00 OTCYTCTBHH 3aJ0JDKEHHOCTH I10 YILIATe HATOI0B, COOPOB (TIONIAHH), ICHEH, BIIAHHEIX
YIOAHOMOYEHHBIMH OpraHaMi B COOTBETICTBHH C 3aKOHOJATENBCTBOM  CTPAHBI,
PE3UIEHTOM KOTOpO#i sBsercs yuacTHUK (CrpaBKa U3 HAJIOTOBBIX OPraHoB H CHPaBKa M3

banka). TenaepHbie mponeqypsl OpraHH30BEIBAIOTCH B TEYEHHE BCEIO KAIEHAapHOTO roJa.

flnd WHOCTPAHHBIX KOMIAHMH (OOMBIIMX KOHLEPHOB) NIPEAOCTABIECHHE JAHHBIX
JOKYMEHTOB Ha NOCTOSHHOM OCHOBe (I KaKAOH TeHIEepHOH mpolieaypel) ABIAETCA
npoGreMaTiyHbiM. C yYETOM TOrO, YTO NaHHas CIpPaBKa BBIAAETCS Ha ONPEIEICHHOE
9gucio (Ha HEPBOE YHCJIO MECsla, NMpeAlIeCTBYIONIETO JHIO NOJaud INPEAJIONKEHHs), B
CIy4ae nepexona IpolleAyps! K 3aKyNKe U3 OJHOIO MCTOYHHKA CHpAaBKAa YCTAPCBAET, H
HeoOX0IMMO 3aApallliBaTh HOBYIO.

[TpesnaraeM cpok W MPOLEAYPY HONMHCAHHA KOHTPAKTa Ha 3aKYNKY OCTABHTH IPEKHEH,
a UMEHHO «/J02060p MeXHCAY OpeaHu3amopom u ysacmiukoM-nobeoumeiem npoyedypol
20CYOAPCMBEHKON 3AKYNKY ROOALICUM 3aKTI0UeHUI0 He no3oHee 30 KarenOapHbx Onel ¢
oamvl npuusmus pewenus 06 onpedenenuu nobeoumeni aykyuoua. [ozoeop
3AKTOUACTCA HA OYMANCHOM HOCUMETEY.

Breapenne 00g3aTensHOM IOANMCH KOHTpaKTa ¢ noMouso JLII B Teuenue 3-x pabounx
JHEH ¢ MOMEHTA H3BEICHHS YUACTHHKA B JHMYHOM KaOHMHETE, a TAKXKE HaHYHEe TONbKO
PYCCKOA3BIVHOM BepcHH MHTepdelica ToBapHOH OHPIKH, 1€1aeT HCBO3MOXHBIM
BBINOJIHEGHNE AaHHBIX YCJIOBHH AJA KOMIAHHH Hepe3uneHToB. JlaHHbie TpebOBaHUS He
I03BOJAIOT OBECIequTh 00A3aTeNbHOE COOTBETCTBUE JNHIA (PYKOBOAMTENA 1HOO JHLa,
KOTOpPOMY J€JIETMpOBaHbl I1IpaBa Ha 3aK/IIOYeHHE J0rosopa MO JOBEPEHHOCTH),
yKaszaHHOTo B ipeaMbyie goroBopa, ¢ pacuuagpobkoii DIIII, xotopoii momkeH ObITh
MOIHCaH JOTOROP HA 3ICKTPOHHOH TOProBOH IUTOWIagke. Tak HA MOMEHT MONYIeHHSA
H3BEIICHHAS O MPHCYX/IeHRH KOHTPAKTA, COTPY/AHHK MOXKET HAXOIHTCA B KOMaHIHPOBKE,
OTIIyCKe WM OTCYTCTBOBATH M0 APYTMM NpHUMHaM. B ciydae HenoAnucaHHs AOroBopa B
CPOK, YYACTHHMK IPH3HAETCA YKJIOHHBUIMMCA OT 3aKIOYEHHs [IOTOBOPA, YTO BJCHET
HauucleHHe WTpaQHbIX CAaHKNWHA AIA KoMnaHud. Takke, B ciaydyae eCn COTPYIHHK,
nonyunBmei 31111 nepeiiner B Apyrof oTAen HIH YBOJIMTCA M3 KOMIIAHHH, KOMIIAHHH
npuaerca nosiygars Hoeyio LI1. IMockonsky mponece monyuenus DIIT npeanomnaraet
AMuHYI0 ABKy B PB 3a nonydeHueM Kmoda, JaHHBIA MpoUecc ABIACTCA HE COBCEM
yAOOHBIM.



3) Ilpeanaraem ympoctuth [lpunoxenue 3, koropoe sBasgeTca 00A3aTeNbHBIM A

4)

3)

6)

NOAMHCAHHUSA W BIIOXEHHS B MAKET ayKLMOHHBIX JOKYMEHTOB, 8 MMEHHO HCKIIOYHTB
HEKOTOpbIE MYHKTHI, KOTOpblE HEHNOHSITHO KakuM 00pa3oM MOTYT ObITH MPHMEHHMBI K
HMHOCTPaHHON KOMMNaHUH:

4) VHACMHUK — (HQUMEHOBAHUE  YHAGCMHUKA)  He  AGIAEMCA  3AKA3YUKOM
{opeanusamopoy) nposocuMoll NPOYEOYPbL 20CYOAPCMBEHHOU 3AKYNKY,
3) VHACMHUK  (HAUMEHOBAHUE YHACMHUKA — (Dusuveckoeo auya) He A613emcs

PaboOmMHUKOM 3AKA3HUKA (OpeaHu3amopa).

Take He COBCEM MOHATEH MYHKT 8:

8) VHACMHUK (HAUMEHOBAHUE YHACMHUKA) 003a0aem UCKTIOWUMETbHBIMU NPAGAMU HA
pe3yibmanvl UHMETIeKMYATbHOT OeIMeIbHOCMU, eC1U 8 C6A3U C UCNOTHEHUEM 002080pd,
3arasqux (op2anu3amop) npuobpemaem nPAsa HA MAKUE Pe3yabmamyl, 3a UCKTIOYEHUeM
CryNaes  3aKTONEHUA  0o2o8opa  HA  C030aHue  00beKkmos  uHmeNeKmydlbHOU
cobcmeeHHOCY,

IIpennaraem He npuMeHATH ycaoBus noctaBku DAT Hukorepme 2010 x HHOCTpaHHBIM
nocrtapuEkam, kotopeie PYIT BEJI®APMAILIN A BHecna kak ob6s3aTensHoe TpeboBaHHue
K 3aKynkaM, oObsaBieHHbIM mocne 01.07.19. YcnoBus noctaBku DAT BodnaraioT Ha
IPOJaBLa HECTH BCE PHCKH, CBA3aHHBIE C TPAHCTIOPTHPOBKOM TOBapa M €ro pasrpy3Koi Ha
ykasaHHOM TepmuHane. Takum obpazom, bendapmanus oxugaeT, YTo MOCTABLIMKH OyLyT
HeCTH BCe PHCKH MOCJE BBITPY3KH IPY3a Ha TepMUHAJIE, IO MOMEHTa OQOPMIECHHUS Ipy3a
PYIl bendapmanus B oIHY H3 TaMOXeHHBIX Mpouenyp. MHocTpaHHBIE KOMIIaHMH
HHKakuM o00pa3oM He MOTYyT NOBNHATE Ha cIyxObl asponopra MHHCK, KOTOpbIE
OCYIIECTBIIAIOT BHIFPY3KY I'PY3a H3 CAMOJIETOR, @ TaKxe Ha coOiofieHHe NpeaHCaHHbIX
YCJIOBHAX TPAHCIIOPTHPOBKH U XPaHEHMA Ha NEPHOJl, KOrda rpy3 XpaHHTCS B a3pOIOopTy.

IlpeqnaraeM OCTaBMUTh  BO3MOXHOCTb WMETh WHOCTPAHHBIM  IPOH3BOAKTENAM-
NOCTaBIMMKAM  JBYA3bIMHBIE KOHTpakThl (pycckuit / amrmmiickuit) ¢ PVII
BEJIGAPMALINS,  perwonansHbiMu — @Dapmanusmu.  COTacHO — BHYTPEHHHMM
KOPIOPAaTHBHLIM TPeOOBAHHAM MHOTHX HMHOCTPAHHBIX KOMIIAHMH, OJHH M3 H3bIKOB,
NOAMUCHIBAEMBIX KOHTPaKTOB, IODKEH ObITh aHrnuickuil. BHeapeHMe TOJNBKO
PYCCKOS3BIYHBIX KOHTPAKTOBR MOJKET TIPUBECTH K OTKa3y OT [OAMMCAHHA KOHTPAKTOB.

IlpennaraeM oTMeHHTH TpeDoBaHue o043aTENBHOrO 3aKMOYEHHS JOTOBOPOB ¢
PEerHOHAILHBIMU DapMaldaMH, KOTOpBIE TAKKe ABILAIOTCA NOKYNATEIAMH TOBApOB IO
IpoLeaAypaM TOCYJApCTBEHHBIX 3aKyIOK B OOBEME CBOMX 3ai4BOK, H pa3pelldTh
HHOCTPAHHBIM KOMMAHHAM-IIOCTABIIMKAM Tpe/UlaraTb yCIOBHsA MOCTABKH - IOCTaBKa B
omuH aapec B anpec "PYII Bendapmauus" (B HaCTOAILHH MOMEHT NMPEASIONKEHHE € TAKHMH
YCIOBUAMH TIOCTABKH ABJIACTCS OCHOBAHHEM, IJIA TOrO YTOObI OTKJIOHHTE YYacTHHKA OT
y4acTHA B O3NEKTPOHHOM ayKIMOHE Ha CTaIHM DPacCMOTPEHMS NEPBHIX pPa3lcnoB
npentoxeruit). CoracHo BHYTpeHHHUM HPOLENYPAM MHOIMX HHOCTPAHHBIX KOMIaHHi
NPOLIECC 3aK/TIOYEHHS KOHTPAKTOB C HOBBIMH AUCTPHOBIOTOPaMH COCTABIACT HE MEHEE
OJHOTO0 KalEHOAPHOTO TIOAa M COMPOBOXIAeTCH 00A3aTENbHBIM TNPEABAPHTEIBHBIM
MPOXOXICHHEM ayauTa, B TOM YHCHE CKIANCKHX MOMELIEHUH, KOTOPBIH OpraHH3yeTcs
ornenioM KauecTBa xommanmii. B ¢BA3M ¢ YeM 3axiIiodyeHHe KOHTPAKTa Ha IIOCTaBKY HE
NpeACTaBASETCd BO3MOXKHBIM B T€YEHHE OFOBOPEHHOIO II€PHOJA C AaTbl NPUCYXKIACHUS
KOHTpaKTa Ha 3aKyIKy.




7) TlpejnaraeM B ciydae IpPHUCYXIeHHA [oOeAbl B TOCYNAPCTBEHHOH 3aKyNKe IO
npoueaypaM OTKPBITOrO KOHKYPCa, 3aKphITOTO KOHKYpCa, 3JEKTPOHHOTO AyKIMOHa,
NPONCAYPEl 3aMpOCa LEHOBBHIX MPEANOKEHWH paspellidTh YYaCTHHKY-NOOEIHTENO
(ITocTaBIMKY) OCYMIECTRIATE IOCTABKHA KOHKYPCHBIX HO3UUMI (OHOTO HIIM HECKOIBKHX
JNIOTOB) B paMKax JEHCTBYIOIIAX HA MOMEHT IPUCYKACHHSA KOHTPAKTOB KYILTH-TIPOAAKH C
TOANACAHUEM K HUM J[OMOIHMTENLHOTO COTJAIICHHSA, ONUCHIBAIOIIErO YCIOBHS, HA
OCHOBAHMH KOTOPHIX IIPOLLIO NPUCYXAeHHe, 0€3 NOANHCAHHA JONOJHHTEILHOrO
KOHTpaKTa.

Ilo cornawenuio CTOPOH paspelNTh NPOVIEHHE ACHCTBHMSA KOHTPAKTA MO PE3Y/lsTaTaM
HPOLEAYPHl TOCYAAPCTBCHHOH 3aKyNIKM GO MOMEHTA IOJHOrO HCTIOJHEHHS CTOPOHAMH
YCIIOBHS KOHTPAKTA, npH 3ToM 0becrnedns 100% BeimonHeHHE 06HEMOB 3aKYIIKH.

KacarenbHo 3aKkyliok MeIHIHHCKOTO 000pYI0BAHHA.

1) TlpeanaraeM BepHYTH HOPMY O HEOOXOAMMOCTH MPEAOCTABJICHHUS JOBEPEHIOCTH HITH
ABTOPH3ALHOHHOTO MUChMA OT IIPOM3BOAUTENS Ha YIACTHE B TEHJEPE.

Heckonbko et Ha3az Takast HopMa ObUIa TPAKTHYECKH B KXKIOM TEHIEpE.
OrcyTcTBHe 3TOr0 TpeOOBaHHA CTHMYJHMPYET POCT TPOMCTBEHHEIX KOHTPAKTOB C
NOCTABUIMKAMH, He [TPOIIEIIIHMH KOHTPOJIH Ka4eCTBA JOMMCTHUECKON LETH.

2) Ilpennaraem BBeCTH B TPAaKTHKY OTKPHIThIE CNYIIAHWS 110 KPYNHBIM TEHJAEpaM,
KOTOpBIE MPOBOAWIMCE paHee, [11 OLIEHKH TEXHUYECKHX TpeOOBaHHH K TEXHHYCCKOMY
3aaHHIO Ha 3aKYIIKY.

OTKpBITBIe COYIIaHHA  MO3BOAAKT HCKIHYHTE KOPPYIHIHOHHBIE PHCKH, 4
NIPOHU3BOTUTEIO TPEACTABUTE IIPCHMYINECTBA HOBLIX TEXHOJIOTHH,

3) Tlpeanaraem  yxecTouHTb  TpeOOBaHHS K  CEPBHCHBIM  OpPraHH3aLHsAM,
obecrieynBaloMM HHCTALISIHIO 000pYIOBAHUS.

OTMeHa AHUEH3MPOBaHHs IpHBENa K TOMY, YTO HEIOOPOCOBECTHbBIE MOCTABIIMKH
OCYILECTBIIAIOT MOHTAX H Hanmagky oOOpyJOBaHHA  HEaBTOPH3OBAHHBIMH
CICIMATHCTAMH, a JA00pOCOBECTHBIE BBIHYKICHbl TNPUBAEKATE HHOCTPAHHBIX
HHKEHEPOB, MPOIIEAUINX CEPTUGHKAIMIO, HO UX KOJIMYCCTBO CTPOTO OrPaHHYCHO.

Kpome Bcero BhIIenepeducnEHHOTO, KPHTHYECKH BaXKHBIM OCTaeTCid BO3MOXKHOCTH
KOHBEPTAIMH BATIOTHL IIPOUESAYPHl TEHAECpA B MHOCTPAHHYIO BaAKOTY HA JIeHb MPHUCYXKICHHS
nobenst B TEHIAEPE, MOCKOILKY HHOC HMCKIHOYACT BO3MOKHOCTH YHACTHS HHOCTPAHHBIX
IIOCTABIIMKOB HAIIPAMYIO B TEHIEPaAX.

B cnyzae BO3HMKHOBEHMS BOIPOCOB, TIOTOBBl IIPENOCTABUTH JONOIHHTEIBHbIE
pa3bACHCHHS U IPHMEpHL.



