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VBaxaeMsle rocrioja!

PVII «bEJI®GAPMALIMS», kak opraHuzaTop OpoLEayp rocymapCTBEHHBIX
3aKYIIOK, B paMKax HM3y4YeHHsS KOHBIOHKTYPBI PBIHKA IO MO3MIUAM NPOLEAYPEI
3aKyIKHA A3 OJHOTO MCTOYHHKA II0CJIE HECOCTOSBIIEroCs DJIEKTPOHHOIO ayKIIMOHa
«24/07 MNMMyHHEBIE CBIBOPOTKH. BakuuHel (3aperucTpupoBaHHBIE/
HezapeructpupoBanisie JIC)» NpPoCHT COOOMIMTE O BO3MOXHOCTH MOCTABKH
JIEKapCTBEHHBIX CPEJICTB Ha YCIOBUAX, YKazaHHBIX B [Ipunoxenun Nel.

OcTatovHbId CPOK IFOJIHOCTHU JIEKAPCTBEHHBIX CPEICTB JIOJDKEH OBITh:

1. He meHee 50% OT ycTaHOBIEHHOIO MPOU3BOAUTENEM Ha ATy MOCTaBKHU, IIPH
CpOKe I'oJIHOCTH JIBa rojia u boree;

2. e meHee 70% OT yCTaHOBJIEHHOIO IPOU3BOIUTENEM Ha ATy MOCTABKH, IIPH
CpPOKE TOJHOCTH MeHee ABYX JIET;

3. menee 50%, Ho He MeHee 30% OT yCTaHOBIEHHOIO ITPOU3BOJIUTENIEM HA JIATY
MOCTAaBKM Ha o00BeM, He [PEeBLINANMHE KBapTaJbHyl0 NOTPeOHOCTE, IO
CHH)KEHHOM IIeHe, P CpoKe FOJHOCTH JIBa roJia U Dornee;

4. menee 70%, Ho He MeHee 50% OT yCTaHOBIIEHHOIO IPOM3BOAUTENIEM HA AATY
IOCTABKM Ha 00BeM, He TMPEeBBIIAIMINNA KBapTaIbHYH MNOTPeOHOCTE, IO
CHIKEHHOM LIeHe, MPH CPOKE FOJHOCTH MEHEE JBYX JIET.

KagecTBo mocTaBiIsieMOro ToBapa [JOJDKHO COOTBETCTBOBATHL HOPMAaTHMBHO-
TeXHUYECKOM  JOKyMEHTallMM,  3aperucTpUpoBaHHON B MHHHCTEpCTBe
3npaBooxpaHeHus Pecrrybnuku benapycs.

JomycKaroTes K y4acTHIO B IPOLEAYPE IOCY 1apCTBEHHOM 3aKYIIKH!

JeKapCTBeHHbIE CpeJCcTBa B YMNAaKOBKE C MAW3aHHOM, OTIHYHBIM OT
COrJIacoBaHHOTO MHUHMCTEpPCTBOM 3/paBooxpaHeHus PecryOnuku benapycs,
MIPOU3BEJEHHbIC /JII POCCUICKOrO phIHKA C MPHUIOKEHHEM K KaXJOW yIIaKOBKE
HHCTPYKIIMH, COTJIAaCOBaHHOM mpu peructpaunu B PecryOnuke bemnapycs, B cirydae
HAJIWYMST CYLIECTBEHHBIX OTIIMYAM MEXAY HWHCTPYKLUHEH, YTBEPXKIECHHOH B
Poccutickoit ®Penepanuu u B PecnyOnuke bemapych, Ans MCHOAL30BAHUSA B



YCIOBUSIX CTAllMOHAPA U PeaTH3al[ii Yepe3 alTedHYI0 CeTh IPeAIPUITHH CHCTEMBI
«@apmauusi»;

JIEKapCTBEHHBIE CpEeNCTBAa MPOM3BENEHHBIE [N WHBIX pPBIHKOB, TpH
NIpedOCTaBIEHUH PYCCKOSI3BIYHON HHCTPYKIMU (COTIACOBAHHON MPHU PerucTPaIiny
B Pecniybnnke benmapycr) aiisi Ka)Kq0d YIAKOBKH MMOCTABISIEMOr0 JIEKapCTBEHHOTO
CpencTBa, I MCIONB30BAaHUS HCKIIOYUTENHHO B YCJIOBHSAX CTallHOHapa, 1ubo ¢
PYCCKOSIBBIYHBIM CTHKEPOM W C IPEJOCTaBIEHHEM PYCCKOS3BIYHON HHCTPYKIHH
(coracoBanHO¥ npu peructpaiui B Pecryonuke bemapych) 1 KaXI0H yIaKOBKH
MTOCTABIAEMOTO JIeKapCTBEHHOTO CpeACTBA I MCIIONB30BAHMUS B YCIOBHUAX
CTallMOHapa W pealu3aldd 4Yepe3 anTeyHyH CeTh MPeINpUATHH CHCTeMBbI
«DapManusy;

TAKXKe MOIMYCKAITCS K YYACTHIO NeKapCTBEHHBIE CpeIcTBa C JH3AHHOM
YIMaKOBKM M MHCTPYKLMEH, COOTBETCTBYIOIIMMH PaHEe COMNIACOBAHHBIM AHU3alHYy U
HHCTPYKIIHH, IIPH YCIIOBHH, YTO JaHHEIE IeKapCTBEHHBIE CPEICTRA MPOU3BEAEHBI HE
nosauee 180 gHel ¢ MOMEHTa YTBEPKISHUS M3MECHEHHMI.

Jns OILIEHKH COOTBETCTBHS Mpe[IaraéMoro JEeKapCTBEHHOI'O CpencTBa
TpeOOBaHMSIM K TPEIMETY TOCYJApCTBEHHOM 3aKYNKH O/JHOBPEMEHHO C
IpeJIOKEHUEM IIPOCHM IpPEeJCTaBUTh PA3GEPHYMOoe ONUCAHUE XAPAKMEPUCHIUK
JIEKAPCMBECHHO20 CPEOCMBA — UHCIMPYKYUIO NO MEOUYUHCKOMY NPUMEHEHUTO.

B cayuyae, ecau JekapcTBeHHOe CpPeICTBO He 3aperncTPUPOBAHO B
Pecnyb6nnke benapyceh, 0HOBpEeMEHHO € NPEAI0KEHHEM YUYACTHHKH JOJIKHBI
NpeJCcTABHTH:

1. Konuu omgHOTO M3 CIHEOyIOIIHX JOKYMEHTOB C II€peBOJOM Ha PYCCKHH
(benopycckuii) A3BIK:

1.1. rpaduueckoe uz0OpaXkeHHe 3KpaHa (CKPUHINOT) UHTEPHET - CTPaHMIILI,
MTOATBEPKIAIOIIee PETUCTPaIiio, JTHOO KOMMsS JOKYMEHTa O pPerucTpaliu
JEKapCTBEHHOTO Npernapara - ceprudukar papMaleBTHYecKOro MpoJiykTa (nanee -
CPP), wim perucrpalMoHHOE yIoCTOBepeHHe, wiu free sale ceprudukar
(cepTudukar Ha cBOOOOHYIO MPOAaxy) - B OOHOM H3 CIEOYIOLIUX TOCY/IapCTB
(ABcTpanuiickuii Coto3, Coenunennsie lltaTer Amepuku, Kanana, gelitiapckas
Konbenepamus, Anonusa, Asctpuiickas Pecnyonuka, Coenunennoe KoponescTso
Bemukobpurannu u Cereproit Upnannuu, @eneparvpnas Pecrybnuka ['epmanus,
Koponescreo [lanusa, Koponescrso Hupepnanjgos, Koponescrtso [llserus,
Hcmanus, Ilopryranbeckas PecmyOmuka), a takke SmPC (summary of product
characteristics - o0wias xapaKTepUMCTHKa JIGKApCTBEHHOrO Ipernapara) Jaubo
pa3BepHyTOE ONMMCAHKHE XaPaKTePUCTHK MPE/IJIaraeMoro K 3aKyIKe JIeKapCTBEHHOTO
mpernapara - HMHCTPYKIHIO [0 MEJHLHWHCKOMY NpPHMEHEHHIO, BBIAAHHBIE IS
CTpaHBbl, perHCTpalUsl B KOTOPOH MOATBEPKIEHA;

1.2. rpadugeckoe M300pakeHHe JKpaHa (CKPHHIIOT) MHTEPHET - CTPaHUIIBI
EBporelickoro areHTCTBa JIEKAPCTBEHHBIX IpenaparoB JU0O0 KOMUS NOKYMEHTa,
BEIJITAHHOTO EBporelickuM areHTCTBOM NiekapcTBeHHEIX npenapaTtos (EAJIC, anrm.
European Medicines Agency (EMEA)) no pesynsraraMm IeHTPaTUu30BaHHOH
npouenypsl perucrpauun - Certificate of a Medicinal Product, a Taioxke SmPC
(summary of product characteristics — o0mas xapakTepHCTHKa JEKAPCTBEHHOIO
npernapara), BeimanHoe EAJIC nubo pa3pepHyTOoe OIHCAHHE XapaKTePHCTUK



[pejUraraeMoro K 3akKyllke JIeKapCTBEHHOIO Ipernapara — HHCTPYKUHMIO IIO
MEIUIIMHCKOMY NMPUMEHEHHUIO;

1.3. rpaduueckoe m300pakeHHe SKpaHa (CKPHUHILOT) HHTEPHET-CTPAHMLIBI
Bceemupnoit Opranmzanuu 3apaBooxpanenus (nanee — BO3) (agpec B ceru
uHTepHeT  https://extranet.who.int/prequal/content/prequalified-lists/medicines),
MOTBePK IaroIIee, 9TO npeaiaraeMblid JIeKapCTBEHHBIN nmpernapar
nepekanuduimporan BO3, a takke SmPC (summary of product characteristics —
obIas xXapaKTepUCTHKA JEKapCTBEHHOI'O Mpenapara), BhIJIAHHOE PEeryisiTOpHBIM
OpraHoOM CTpaHBl TIPOW3BOACTBA TAaKOIO JIeKapCTBEHHOIro Mpenapara Jubo
pa3sBepHYTOE OMHCAHHE XaPaKTEPUCTHK TIpeJIaraeMoro K 3aKyTKe JIeKapCTBEHHOI'0
npernapara — HHCTPYKIIHIO [0 MeJUIMHCKOMY IIPUMEHEHHIO;

1.4. JIOKyMEHT O perucTpaluy JEeKapCTBEHHOro Ipemapata B Poccuiickoit
@epmepanyu, I JTCKaPCTBEHHBIX NPENapaToB, MPOH3BeNeHHBIX B PoccHiickoi
Dejiepaniui, a TakKe HHCTPYKIIMIO Ha 3TOT JIEKAPCTBEHHBIH [Ipenapar, BIaHHYIO
PEryJISITOPHBIM OPraHOM CTPaHbI ITPOHU3BO/ICTBA;

1.5. moxkyMeHT (MHCBMO IIPOM3BOJUTEISI U KOMUS PErHCTPALMOHHOIO
yIIOCTOBEpPEeHMs, JEHCTBYIOIEro paHee Ha Tepputopur Pecnybmmxu benapycs),
MIOITBEPIKIAFOIIHI, UTO:

npearonaraeMbelii K [OCTaBKe  JIGKApCTBEHHbIH — mpemapar  Obul
3aperiCTPHPOBaH Ha TeppuTopruu Pecnybnmku benapycs;

CPOK MEeACTBHUS PErMCTPALMOHHOIO YAOCTOBEPEHHS Ha HEro MCTeK IocIe
11.05.2015 rona;

COCTaB W TIIpoliecc IIPOM3BOACTBA COOTBETCTBYIOT COCTaBY M IPOLECCY
MPOM3BOICTBA, KOTOpPEIe GBIUTH yKa3aHBI B TOCTEAHEH BepCHH PErHCTPAllMOHHOTO
nmocke B Pecmybnuke benapycs.

Taxoxe nomkaa ObITE MpeacTaBiena SmMPC (summary of product characteristics
— o0uas XapakTepHCTHKA JIEKApCTBEHHOrO Tperapara), JTHOO pasBepHyToOe
OIMKMCaHUe XapaKTePUCTHK Ipe/IIaraeMoro K 3aKyIKe JIeKapcTBEHHOIO IIperapara -
UHCTPYKIMIO TI0 MEIMLHHCKOMY IIPUMEHEHHUIO, BBIIaHHBIE JUI1 CTpaHbl-
TIPOH3BOIUTEIS.

TpeboBaHus  HACTOAIICTO  IOJIYHKTa HE  pPaclpOCTPaHSIOTCS  Ha
JIeKapCTBEHHBIE TpernapaThl:

PErUCTPALMOHHBIC YJIOCTOBEPEHHsI, Ha KOTOpBlE OBLIM IMPHOCTAHOBJICHHI B
CBSI3M ¢ HeOIAronpusITHEIM MpoduneM 6e30MacHOCTH IeKapCTBeHHOro penapara;

PErMCTPAIIMOHHBIE yIOCTOBEPEHHUs, Ha KOTOpHIe OBLIM MPHUOCTAHOBIEHHI IO
HHHIIHaTHBEe MUHHCTEPCTBA 3jpaBooxpanerus Pecriyonuku benapyce,

M0 KOTOPEIM BO BpeMs 0OpalieHus JIeKapCTBEHHOrO penaparta Ha phIHKe [IpU
IIPOBEJCHUM KOHTPOJIS KavyecTBa OBUIH BBISBIEHBI HECOOTBETCTBUA TPeOOBaHUAM
HOPMAaTHBHOTO JOKYMEHTA 110 Ka4eCcTBY IPOU3BOIUTEIIS;

B TOCYIApCTBEHHOH perucTpandd (mepeperucTpamdyi, [T0JTBepKASHUH
PETUCTPALMK ) KOTOPBIX OBIIIO OTKa3aHO.

2. Komnio mOKyMeHTa, YAOCTOBEPSIOIIEro IMPOU3BOICTBO NEKapCTBEHHOTO
npenapara B ycsoBusix Hannesxarmeit npouspojictsenHoi npaktuku (GMP), ecnu B
IIPEACTABIEHHOM PErMCTPAl[MOHHOM YJOCTOBEpEHMH, MO0 cepTuduKaTe Ha
cBOOOMHYI0 mpojaxy, muHbO0 cepTH(HKaTe (apMaleBTHYECKOr0 IMPOAYKTa



OTCYTCTBYIOT  CBEIEHHMsI O  I[EPUOJMHYECKOW  IIpOBepKe  I[POU3BOJICTBA
JEKapCTBEHHOTO Npernapara (JIeKapCTBEeHHON (POPMBI) YITOIHOMOYEHHBIM OPTraHOM
CTpaHbBl TNPOM3BOIMTENSI Ha  cooTBercTBHe TpeboBaHusM  Haanexammei
[IPOU3BOJICTBEHHON [IPAKTUKH.

B xayecTBe Takoro TOKyMeHTa MOXeT ObITE npenctaBieH: ceptuduxar GMP,
nubo rpadudeckoe H300paKeHUE OKpaHa (CKPMHILOT) C 3IEKTPOHHOW 0assl
EudraGMDP ceprudukaros GMP, nubo pacrmedaTka ¢ 3MEKTPOHHOH 0a3bI
YIIOTHOMOYEHHOI0 OpraHa CTpaHbl IPOM3BOJACTBA JIEKAPCTBEHHOTO Iperiapara.
IIpencraBieHHble JOKYMEHTHl JOJKHBI CONEPXKATh IOJHYIO HHGOpMalUio o
TIPOU3BOIMTENIC JIGKAPCTBEHHOIO IIperapara, B TOM YHCIE OCYIIECTBIISIOIIEM
IIPOM3BOJICTBO TOTOBOHM JIeKapcTBEHHOH (opMbl, (acoBKYy M (MIM) YIIAKOBKY,
KOHTPOJIb KayecTBa M HMHBIX YYaCTHHKaxX IIPOM3BOACTBA M KOHTPOJSA Ka4decTBa
JeKapCTBEHHOr0 mpenapara.

HomyckaeTcsl mMpeacTaBleHHe BMECTO BBIIICYKa3aHHBIX JOKYMEHTOB KOMHH
TuneH3u MUHUCTEPCTBA MPOMBIIIIEHHOCTH M Toprosiid Poccuiickoit Qenepanum.

3. I'apaHTHIHbBIE MUCEMa YYACTHUKA:

- 0 COOJNIOJICHWH YCIOBHM XpaHeHHS W TPaHCIOPTHPOBKH JIEKAPCTBEHHOTO
npernapara;

- 0 MpeIOoCTABJIEHNH IIPH ITOCTABKe JIEKAPCTBEHHOI'O Ipenapara HHpopMauu
OT TPOM3BOJHUTENS O TOM, YTO JaHHBIE CEPHUs yKe IPHUMEHACTCS Ha pPBIHKE, I
KOTOpPOro TPOU3BeIeHa, W HE HMEeT IIPeTeH3Ud IO KauecTRy JIMOO 4YTO B
PecnyOnuky benapych OCyIIeCTBIsETCS MOCTaBKa HOBOM CEPHH JIEKAPCTBEHHOI'O
npernapara, OCHOBHAs 4acTh KOTOPOH 3alllaHMpOBaHa K [IOCTABKE HA PbIHOK, IS
KOTOpOro mpowsseneHa. [Ipy 3ToM NPOU3BOJUTENE B CIydae, €CId B MpOLECCe
oOpallleHHsT JaHHAas cepus JIEKapCTBEHHOro nmpenapara OyAeT IIpH3HaHA
HEKadecTBEHHOH, o00sa3yercs mnpouHbopMupoBaTe 00 3ToM MHHHCTEPCTBO
3apaBooxpanenus Pecnybnuku benapyce;

- O BO3MOMHOCTH TMpEJOCTABICHHS TMOJHOrO NAaKeTa [JOKYMEHTOB [
IIOJIyYEHHs] pa3pellieHdss Ha BBO3 HE3aperHCTPHUPOBAHHOIO JIEKAPCTBEHHOIO
Iperapara B COOTBETCTBMH C 3aKOHOJATeNbcTBOM Pecirydnuku benapyce.

Konuy JOKYMEHTOB, HCIIQIHEHHBIX HA MHOCTPAHHOM SI3BIKE, MMPEJCTABISETCS
C IIEPEBOIOM Ha PYCCKHM (OeNOpyCCKUi) SI3bIK.

JIsi OHeHKH YYACTHHKA MNpOoUeAyphl TroOCyJapCTBeHHOH 3aKyNKH
OJHOBPEMEHHO ¢ MNpelIoKeHHEeM Heo0X0AHMO MNpPeACTABHTL [J0KYMEHTBI
COrJIACHO MepevHio, ykazanHomy B Ilpunosxennu No3.

HomonauTteasHo Bam Heo6X0aUMO 03HAKOMHTECS € TIPOEKTOM KOHTpaKTa Ha
[I0CTAaBKY  JIEKapCTBEHHBIX  CpPENCTB, pa3Melm&HHbIM  Ha  caiite  PVYII
«BEJIGAPMAILIUS»  (http://www.pharma.by/) B pa3zmene «3axkynku JIC —
JIoroBopel M KOHTPAKTHl LEHTPATM30BAHHBIX IMPOLEAYP 3aKYIIOK», KOTOPBIH
ITOJIENKUT NOAIUCAHUIO C TIPEANPUATHAMU CUCTEME] «DapMaliusi» 1o pe3yabraraMm
LIEHTPAJIM30BAHHOH MMPOLEeAy PRl 3aKYIIKH.

Cepmenus o 3akazuukax npefcrariens! B [[punoxenun N2,

[Mpocum  HampaBHUTE  HHPOPMAIHIO O  BO3MOXKHOCTH  ITOCTaBKH
JTeKapCTBEHHOro  Ipenapara ¢ yKa3aHHeM TOProBoro HauMeHOBaHHA
JIEKApCTBEHHOTO [Mperapara, MNPOU3BOAUTENS/IPOH3BOAUTENIEH BCEX 3TaIloB




[OPOM3BOJICTBA, B TOM WYHCJIE OCYIIECTBIAIOIIWX [POU3BOJCTBO TI'OTOBOH
neKapcTBeHHOH QopMbl, GacoBKy U (MJIHM) YIAKOBKY, KOHTPOJb Ka4eCTBA U HHBIX
Y4aCTHHKOB IPOM3BOJICTBA U KOHTPOJS Ka4eCTBa JIEKapCTBEHHOI'O CPeAcTBa, TOBAp
KOTOPOTO OYNEeT TOCTABIATHECS IO pe3yibTaTaM MpoLEeNypbl FOCYJapCTBEHHOM
3aKyIIKH, KOJIMYeCTBA, IleHbl, CPOKA IOJIHOCTH HA MOMEHT ITOCTABKH.

OpHOBpeMEHHO TMPOCHM [l pPEe3HIEHTOB TakKe yKas3aTb CTOMMOCTD
JIeKapCTBEHHOTO Npenapara 3a yrakosky 6e3 yuéra HIIC; cymmy 3akynku 6e3 yuéra
HJIC; cymmy 3akynku ¢ yaérom HIC.

Otser mpocuMm Jjatk B cpok Ao 17.11.2023r. mo 31eKTpOHHOMY alpecy
zubkovskaya@pharma.by u(umn) na dpaxc 242-25-26, a Takixke B HHOH (opme.

B crmydae HeoOXomHMOCTH Oollee ATHTENHFHOTO BPEeMEHHU JJIf MOACOTOBKM
IPeIJIOKEHUS TPOCUM COOOIIUTE AOIIOIHUTENBHO.

B cnydae oTCyTCTBHS OTBeTa Ha 3alpoC B YKa3aHHBIA CPOK, KOMHCCHS
MePEeXOAMT K PACCMOTPEHHMIO ITO3HIMH Oe3 Ballero Mpe1IoKeHHs.

braromapum 3a cOTpyJHUYECTBO.

3aMecTUTelNb T€HECPAIIBHOI'O JHPCKTOPA,
Ha4dallbHHUK OTAEJa MapKETHHI A,
BHEIIIHE?KOHOMUYECKOMN eATCILHOCTH

U TEHJIEPHBIX 3aKyTIOK (9%/ W.A. IpoOslieBcKas

Mensuuuehko O.A. 242-16-47
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[Ipunoxenne No3

Jliis cooTBeTCTBUST TpeOOBaHUAM, YCTAHOBICHHBIM 3aKOHOJATENLCTBOM K
IOPUIMYCCKOMY WM (PU3MYECKOMY JIMILY, OCYIIECTBIISIOIEMY [IOCTaBKy TOBapoB,
ABJIAIONIMXCS [IPE/IMETOM TOCYIApCTBEHHON 3aKyNKH HeoOXOAMMO IpEeICTaBHThH
CIIeIYIOIIHe JOKYMEHTEI U CBEIECHMS:

1. Konuto paspewienus (nuuenzuu) Ha ocyuiecmesieHue
odesmenvHocmu ((hapmauesmuieckoil 0eamenbHOCM) RO NPOU3IEOOCHEY ULU
oucmpudLIoOyUU™  NEeKAPCMEECHHbIX cpedcme, BBIIAHHOE YIIOJHOMOYEHHLIM
OpraHOM CTpPaHbl Yy4acTHHKA. **

B crmy4ae, ecnu K IIOCTaBKe IIpeUiaraeTcsi HAPKOTHYECKOE CPEACTBO HITH
[ICUXOTPOITHOE  BEMIECTBO, YYAaCTHHK o00s3aH IIPEeNOCTaBUTh  paspelleHue
(JIMLEH3HI0) Ha JeITeNIbHOCTh, CBA3aHHYIO ¢ 000POTOM HAapKOTHYECKHX CPEJACTB,
IICUXOTPOITHBIX BEIECTB U UX IIPEKYPCOPOB.

*MUCTPUOBIONMST - ACATEILHOCTh, CBSI3aHHAs C 3aKyNKOH (3aKymoM,
npuoOpeTeHHeM), XpaHeHHEeM, BBO30M (MMIIOPTOM), BBIBO30M (3KCIOPTOM),
peanuzanueil (3a HMCKIIOUEHHEM peanu3allii HaceleHWo) 0e3 orpaHHYeHHS
005EMOB U TPAaHCIIOPTHPOBKOM JIEKAPCTBEHHBIX CPEJICTB;

*% Pesmpentsl PecnyOmumku bBemapycs u  Poccuiickoit ®epepanuu
MPeIOCTABIAIOT KOMHI0 paspelleHds (JuIeH3uH) Ha  (apMaleBTHIECKYIO
JIesITEIBHOCTD MMM BBIMHUCKY W3 EQMHOro peectpa JMLECH3HH, AEHCTBYIOLIEr0 Ha
Tepputopun PecriyOmuku benapyce unu cootsercTBeHHO Poccuiickor Pepepaiun.

2. OOKyMenm, nOOMEEPICOAIO U UL peZUCMPAUUIO YUACMHUKA 6 CIPAHe
€20 RPOUCXOICOCHUN:

a) CBUJIETEIHCTBO O PErMCTPALUH YJACTHMKA JIMOO BBIUCKY M3 TOProOBOro
peecTpa CTpaHbl PerucTpalid Yy4YacTHHKA (I pPE3HAEHTOB CTPaH-4JIEHOB
EBpa3uiickoro 5KOHOMHYECKOro COK3a);

©) BBIMHCKY M3 TOPTOBOT'O peecTpa CTPaHbl PETUCTPALlMH YUaCTHHUKA (JIs
HEPE3HIICHTOB CTpaH-wIeHOB EBpasuiickoro 3KOHOMHYECKOI'O COI03a).

Brimucka u3 TOProBoro peecTpa CTpaHbl pErHCTpalii YYaCTHHKA TOIDKHA
OBITH BEIIAaHA HE paHee, 4eM 3a 12 (ABeHanuaTh) MECALEB JIO UCTEYEHHs CpOKa [Isl
MOATOTOBKHK M [MOJIaYH IPeIIOKEHHH.

3. lloomeepricoenue omcymcmeua y IOpUOHUECKO20 JAUUA WU
HHOUGUOYATbHO20 RPEORPUHUMAMEN 3A00JNCEHHOCMU RO yhAame HAN0208,
coopoe (nowinun), neneil. Jlannoe TpeOOBaHWE HE PaclpOCTPAHIETCs HAa
IOPUINYECKOE JIMIO WIM UHIWBUAYAIBHOrO MpPEANpUHHMATENS, HAXOUAIIMXCS B
Ipoleaype 3KOHOMHYECKOH HeCOCTOATENBHOCTH (DaHKpOTCTBA), IPUMEHAEMOH B
1eJIAX BOCCTAHOBJIEHHS [LIATEXKECITOCOOHOCTH (B MPOLEAype CaHALIUH).

CoorseTcTBHE JaHHOMY TpeOOBaHUIO MOATBEPK/1ACTCS
MIpeIOCTaBICHUEM CIEAYIOIUX JOKYMEHTOB ¥ CBEIEHHI:

- YYaCTHHKAMH, SBISIOINMMUCH PE3UIOEHTaMH, - IIyTE€M BKIIOYEHUSA B
mpejnoXeHue 3asBiaeHus (popma 3asBiaeHus npunaraercs — [punoxenne Nod) 06
OTCYTCTBHH 3aJI0JDKEHHOCTH 10 YIIaTe HajIoros, cOOpoB (MOLLIMH), MeHeill Ha
MEPBOE YMCIO0 Mecsila, MPeUIecTBYIOEro IHIO [0Ja4Yd IPEIIOXKEHHS.
OpraHu3aTop poBepsieT TaKue CBeleHNs Yyepes opuuuaibHbli caiT MunucrepeTsa



o HanoraMm u cbopam Pecny6nuxu benapycek B robalkHONM KOMIIBIOTEPHOM CETH
HNuTepHeT.

-y9aCTHUKAMM, He SBJSIONUMUCS pEe3UACHTaMH (HEpe3HIEHTaMH
Pecny6nuku benapycs), - TOKyMeHTaMU 00 OTCYTCTBHM 33I0JIXKEHHOCTH 10 YIUIATe
HATOTOB, COOPOB (IOLIUIMH), TeHeH, BBIJaHHBIMU YIIOJHOMOYEHHLIMM OpraHaMu B
COOTBETCTBMH C 3aKOHOMATEBCTBOM CTPaHbl, PE3HMJIEHTOM KOTOPOH ABIAETCS
YYaCTHHK, HE paHee YeM Ha [epBoe THCII0 Mecsla, IPeIIIEeCTBYIOMEro JHI [T01a9H
peIJIOKEHHS.

4, CoorBercTBHe TpeOOBaHUAM, YCTAHOBICHHBIM HIKECIENYIOIIHMHI
nyHKTaMu 4.1-4.10 moaTBEpkKAAETCS 3aAGNCHUCM ROMEHUUATIBILOZ0 YUACHIHUKA
(bopma 3astBeHns npunaraerca — [punoxenne Ne 5):

4.1. ropuanyeckoe WK (GU3MIECKOe JIHMII0, B TOM YHMCJIe HHIWBHIYaIBHBINH
MpeANpHHAMATeNb, HE JOIDKHO OBITh BKIFOYEHO B CIHCOK IIOCTaBIIUKOB
(mompsiAYMKOB, HCIONHHUTENeH), BPEMEHHO He [ONYCKaeMBIX K YYacTHIO B
IpoLenypax rocyIapcTBEHHBIX 3aKyIIOK;

4.2. ropHUAHYecKoe WIH HU3UYECKOe JMIIO, B TOM YHCIIe HHIUBUIYaIbHBIH
IpeAnpHHUMATEIb, PadOTHUK (paOOTHHKM) TaKUX OPUAMYECKOTO JHI@ HIIH
UHAMBHOYATIBHOTO TIPEANPHHUMATENS He JIOJKHBI OKa3bIBATh  3aKa34HKy
(opraHuzaTopy) YyCIyrH IO OpraHH3allMd M [IPOBEJEHHIO  MPOIEenypBI
rocydapCTBEHHOM 3aKynKH, B TOM 4YHCIEe KOHCYJIBTHPOBAHMIO, & TaKKe
QopMHpOBaHHIO TpeGOBAaHMH K IpeaMeTy IOCYAApCTBEHHOH 3aKymku W (WIIH)
[IOATOTOBKE 3aKITFOUESHHS 110 PACCMOTPEHHIO, OIEHKE M CPAaBHEHMIO IPEIIIOKEHHIH;

4.3, ropumMvecKoe JHUIO HIM MHIMBUJAYAIBHBIH IIpPEeIIIpHHHMATENb He
IOJDKHBI  SIBJIATHCA  3aKa34WKOM (OpraHM3aTopoM) IPOBOJUMOH IPOLELYpPEI
roCyJapCTBEHHOM 3aKyIIKHY;

4.4. Qusnueckoe JIHUIO HE JODKHO SBIATECH PabOTHMKOM 3aKa3dHKa
(opranuzaropa), 3a HCKIIOYEHHEM IIPOBEIESHUA MpPOLENyphl 3aKyNKH M3 OJHOTO
UCTOYHHKA V  GU3WYECKHUX JIML, He SBISIOIMUXCI HHAMNBHAYaJIbHBIMA
peANPUHUMATEISIMH;

4.5. IOpHUAMYECKOe JIMLO He JODKHO HAXOMHUTHCA B IPOLECcCce IMKBHAALIUH,
peopraHm3amydd (32 HCKIIOYEHMEM  IOPHJMYECKOr0  JIHIa, K  KOTOPOMY
MIPUCOSTUHSIETCS opyroe IOpHINYECKOoe JMILIO0), WH/HABUIYaTTBEHBII
[peAlpUHUMATENb He JOJDKEH HAXOJUTECA B CTAJUK NPEKPAIICHUS N TeIbHOCTH,;

4,6. B OTHOIIEHWH IOPUOUYECKOTO JMLUA HIH HMHIAMBHIYAILHOTO
NpeANpHHAMATEIsE HE AO/DKHO OBITh BO30YKIEHO MPOM3BOACTBO IO Aely 00
KOHOMHYECKOH HecocTosTeabHoctd (Gankporctee). [aHHoe TpeboBaHue HE
pacmpocTpaHsierTcsl Ha IOpHIHYecKoe JUI0, MHAMBHAYAILHOTO MpeaIpUHIMATENS,
HAXOAAIIMXCS B MPOLEAype 3KOHOMHUYECKOH HEecOCTOATeNbHOCTH (baHKpoTcTBa),
IpYMEHSEMOH B IENAX BOCCTAHOBICHMS TIUIaTeXecrnocoOHocTH (B mpoLenaype
CaHAIIUH );

4.7. 1opuauueckoe WM (pU3UYecKoe JIUIO, B TOM YHCIIe HHIHBHYaIbHBIA
IpeIIIPHHUMATEND, TOJDKHO 00/1aaTh UCKIIIOUMTENBHEIMHE IIPaBaMH Ha Pe3yJIbTaThl
HHTEJUIEKTYAILHOM JIeSITENIBHOCTH, €CIH B CBS3M C MCIIOIHEHHEM JOroBopa
3aKa34yHK IpuobpeTaeT npaBa Ha TaKUe Pe3yNbTaTrhbl, 3a HMCKIIOYEHHEM CIy4daes
3aKJIFOYEHHS JIOTOBOPA Ha CO3MaHKe 00BEKTOB HHTEIIEKTYalbHOM COOCTBEHHOCTH;



4.8. ropuauygeckKoe HiIH (pU3UYecKoe JIMI0, B TOM YHCIe HHIABHYaILHBIA
IpeanpuHUMaTeNb, JOKHO 00JiajaTh IPaBOMOUHMAMK Ha peanus3aldio TOBapoB
(BeIMONTHEHKE paboT, OKazaHuWe ycayr) Ha Tepputopud Pecrybnuku benapycs ¢
HCITOJIb30BAHMEM TOBAPHEIX 3HAKOB M 3HAKOB 0OCITY>KHBaHHUS;

4.9. ¢dusuyeckoe TUIO, B TOM YHUCJIe HHAUBUYAIbHBIN IpeapUHUMATENb,
JIULIO, OCYIIECTRIAIONIEE MOJHOMOYMSA E€IMHOJIUYHOTO MCIIOJIHUTEINBEHOIO OpraHa
FOPUAMYECKOT0 JIMIAa - YIaCTHHKA IPOIeNyphl TOCYJapCTBEHHOM 3aKyNKH, U JIMLO,
HMEIOIIee IPaBO [aBaTh TaKOMYy HOPHJIMYECKOMY JIHIY OOs3aTeNnbHble OIS
WUCITOJTHCHMSI yKa3aHWA Ha OCHOBAHMM YYPEAUTENbHLIX JAOKYMEHTOB WIIH
3aKJIIOYEHHOr0  JIOTOBOpa, He  JODKHEI  CUHTAThCS  I[TOABEpraBIIHMUCS
AOMUHHUCTPATUBHOMY RB3BICKAHWIO 33 aJMUHHCTPATHBHBIE I[IPABOHAPYIIEHHS,
npeaycMoTpeHHble B dacTax 7, 8 u 10 crateu 14.4, yactsix 4 u 5 crateu 14.5
Konexca Pecrrybnmku benapych 06 aqiMUHMCTpaTHBHBIX [TPaBOHAPYIIEHHSX;

4.10. y  ¢uzuyUeckoro Juma, B TOM  4YMCIE€  UHAMBUAYAILHOIO
OpeanpuHUMaTeNs, y JUIa, OCYIIECTBISIONIEro IIOJHOMOYMs €OUHOIMYHOIO
HCIIOJIHUTE/NBHOIO OpraHa OpPHAMYECKOrO JIMLUA - YY4aCTHHKA [POLIEAYPBI
rOCy/IapCTBEHHOM 3aKyNKHM, H JHIOA, HMEINIEro I[paBo [aBaThb TaKOMY
IOPUIMYCCKOMY MLy 0Os3aTesibHble JUISl MCIIONIHEHHs] yKa3aHWsl Ha OCHOBAaHUH
y4YpeIUTeNbHEIX JOKYMEHTOB HIIM 3aK/IIOUEHHOI0 IOrOBOPa, OTCYTCTBYET HE CHATAs
UM He ToralleHHas B YCTAHOBIEHHOM ITOpSAOKE CYOUMOCTEH 3a IPECTYILICHHS,
npeAaycMOTpeHHsle B cTaThax 209 - 212, 216, 235, 243 - 2433, 424 - 426,429 - 432
1 455 YronosHoro kojekca PecryOnuku benapycs..

Konuu  0oKymenmos, HUCHONHEHHbIX HA  HHOCMDAHHOM  A3bIKe,
nPedOCHAaGNAIOMCA ¢ REPECOOOM HA PYCCKUL U (1) DelopycCKull A3bIKU.

BrlmenepeyrciieHubie JJOKYMEHTB M CBEJEHHUS! IIPOCHM HAIpaBIsITh TIO
35eKTpoHHOMY anpecy zubkovskaya@pharma.by.



[Ipunoxenue Ned

3ASBJIEHHUE
(nns yyacTHHKa-pe3u/ieHTa Pecnybnuku benapych)

YYyacTHHK

3aABJACT, 4TO OH
(naumenceanie opzanuzayuy, gustueckoe nuyo,

G MOM YUCAE UHOUENOVATBHOZ0 NPEONPUHUMANMEN,)
10 COCTOSIHMID Ha 1-e 4HCIO Mecsua, NPEeIuecTBRYUIErQ JHK MoJAa49H €ro IPEeI0XKEeHHH,

3aJ0DKEHHOCTH IO YILIATe HANOrOB, cOOpoB (monumHe), neHel B 6romrer Pecnydinuku benapyce
HE HMECT.

« _» 20 1.
(Oama nodzomoeru 3a361€eHUs)

IHpumeuanue:

Hannoe 3aseieHue ROORUCHIBACMCA COOCHIBEHHOPYYHOI ROORUCHIO JTUNA,
VROJIHOMOYEHHO020 Oelicmeogamb om umenu yuacmuuxa. He odonyckaemcs
GHECeHUA II0OLIX UIMEHCHUIL 8 MEKCM 3AA6/1EHUA, 30 UCKTIOUEHUEM YKAZAHUA

HAUMEHOGAHUA OPZAHUZAUUN HUOO0 (pamunuu, uMeHu, OMYeCmea PunUecKozo
JAuUa (UHOUGUOYAIbHO20 NPEOHD UHUMAEN).



ITpunoxenue No 5

3ASIBJIEHHE

YuacTHHK 3asBJIAET,
(HaHMCHOBaH}IC OpraHuzauuH, (1”{3"‘[60!\'0]'0 Jimu@, B TOM YHCTE NHAHRHIYANKHOMO rl]'JeJll'IpH!-!HMaTe.llﬂ)

4TO COOTBETCTBYET TpeOOBAaHUAM, YCTAaHOBICHHEIM ad3alaMil BTOPHLIM-TPHHAALATEIM IIYHKTa 2
cratbu 16 3axkona PecnyOimku Benapycs ot 13 mions 2012 rosna «O rocynapcTBeHHBIX 3aKyNKax
TOBapoB (paboT, yciyr)».

Taroxe IMOATBEPKAACT OTCYTCTBHE Y JIHIIA,
(1auMenoBaNUe Oprann3aury, (UINYCCKOTO MHUA, B TOM YHCAC HHAHBIHAYANLHOTO NPCATPHHHMATEN)

OCYIUECTBIISIFOLIETO NOJIHOMOYHS eJIMHOIHYHOT0 HCIOIHATEIBHOrO Opralia I0pHIHIecKoro Muia
— YYAaCTHHKE OPOLEIYPhl FOCYJAPCTBEHHON 3aKYIIKH, W JIMIA, UMEIOIIEro 1IPaBo AaBaTh TAKOMY
TOPUANYSCKOMY JTHIY 00sg3aTeNIbHEIE s HCIIONHEHHS YKa3aHUSI HA OCHOBAHHM YUPE/IMTEIbHbIX
JOKYMCHTOB HITH 3aKIIOYCHHOrO IOroBopa, He CHATOH WM HE MOTAIIeHHOH B yCTaHOBIGHHOM
MOPsJIKE CYIMMOCTH 3a HPEeCcTYIUICHHS, IpeIycMOTpenlbie B cTateax 209-212, 216, 235, 243-
2433, 424 - 426, 429 - 432 u 455 Yronosroro koaekca Pecriybnuxu Benapyce.

Taxoxe MNOATBEPKIAET, 4TO JIHILO,
{HauMEHOBAHNIC OPraHH3ALHH, (HINIECKOTO IHILA, B TOM HMHCIE WHAHRHAYANLHOMO NPeANPHHUMATEN)

OCYIIECTBISIIOIMIEE MOJTHOMOYHS €NHOITHYHOTO HCIIOHHTENRHOTO OpPraHa IOpHIMYecKoro I1na -
YUACTHHUKA IPOLEAYPHl IOCYJAPCTREHHOM 3aKyNKH, M JIMII0, HMEOLIee IPABO JaBark TAKOMY
IOPHAMYSCKOMY JIMITY 00sS3aTeNbHbIE JUISl HCIIONHEHUS YKA3aHHS HA OCHOBAHUU YYPEAMTENbHBIX
JIOKYMCHTOB HITH 3aKJIOYEHHOTO JOT0BOpa, HE CUNTASTCA IOABEPraBIINMCS aIMHHHCTPATHBHOMY
B3bICKAHHIO 32 aJIMHHHCTPATHBHLIC NPaBOHAPYIICHUA, [IPEIyCMOTPEHHBIE B dacTax 7, 8 u 10
cratbd 14.4, yactsix 4 u 5 crareu 14.5 Kopekca Pecniybiuku benapycs 00 amMHHHCTpaTHBHEIX
[IPaBOHAPYILUEHHAX

« _» 20
(Oama nodzomosku 3aa61eHus)

Hpumeuanue:

Hannoe 3aae1eHue noonUCHIBaeHCA COOCHIGEHHOPYUHOH ROORUCHIO TUUA,
YROANOMOUEHHO20 Oelicmeosamb om umenu ydacmuuxa. He oonyckaemcs
BHECEHUA JI00bIX UIMEHEHUIT € MEKCH 3a56/1eHUs, 3a UCKUOYeHUeM YKA3anus
HAUMEHOBGAHUA OPZAHUZAUUN NHOO0 (amunuu, umeHu, Omuecmea PunuecKozo
AUUA (HHOUBUOYATLIOZ0 RPEONDUILUMAMEN ).



