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YBaxaeMble FDCHOH&!

PVII «BEJIOAPMAILIMS», kak opraHuzaTop NpOLERyp rocylapcTBEHHBIX
3aKYIIOK, B paMKax HM3y4YeHHUS KOHBIOHKTYPBI PBIHKA [0 IO3MIMAM IPOUELYDPHI
3aKyIKH W3 OJHOTO HCTOYHHKA IIOCTIE HEeCOCTOSBLUETOCs HIEKTPOHHOrO ayKITHOHA
«25/15-2 HmmyHnoOHoJIOrHYecKue JIEKApCTBEHHLIE cpeJicTBa
(3aperucTpupoBanusle/ Hezapeructpupopanseie JIC)» MmpocHT cooOWMTE O
BO3MOXKHOCTH TOCTaBKM JIEKAPCTBEHHBIX CPEACTB HA YCIOBMAX, YKa3aHHBIX B
ITpunoxenun Nel.

VY ¢noBHs TPOBEIEHHS IIPOLENYPHI 3aKyIIKH CIEAYIOIIHE.

Ilena Ha JeKapCTBEHHOE CPeJICTBO HE JOJKHA MEHATHCA B TEYEHHE CPOKa
IOCTaBKH.

Y4yaCTHHK JOJDKEH IIPEeNIOKHTHh  JIEKAPCTBEHHOE  CPEACTBO  OJHOIO
MMPOM3BOAUTEIIA. :

B cnyuae, eciiu eKkapcTBEHHOE CPEeACTBO SIBISETCH 3apErMCTPHPOBAHHEBIM B
Pecriybnuke bBenapyce WIH 3aperHCTpHpOBaHHOE B paMkax Espasuiickoro
JKOHOMHYECKOTO  CO033a,  KayecTBO  IIOCTABISAEMOro  TOBapa  JOJLDKHO
COOTBETCTBOBATH HOPMATHBHO-TEXHUIECKON JOKYMEHTAIUH, 3aPErMCTPUPOBAHHON
B MuHHCTEpCTBe 3apaBooxpaneHus: Pecrybnnku benapyce.

JlormycKaroTest K YYacTHIO B IIPOLEype rocy IapCTBEHHOH 3aKyIKH:

JIEKapCTBEHHBIE CpeACTBA B YINAKOBKE € JM3aMHOM, OTAHYHBIM OT
COrIAacOBaHHOT0 MHHHCTEPCTBOM 3ApaBooXpaHeHus: Pecnybnmxu benapycs,
IIPOM3BEJCHHBIE UL POCCUICKOIO phIHKA C NPHMIIOXEHHEM K KaXKIOH yMaKoBKe
WHCTPYKIIHH, COTNIACOBAHHOM NpH perucTpalun B Pecmybnuke benapycs;

JIEKApCTBEHHBIC CPEACTBA, NPOM3BEJECHHBIE M HHBIX PBHIHKOB, IPH
IIPEOCTaBIEHHH PYCCKOSI3BIHHON MHCTPYKIMHU (COTNACOBAHHOM IIPH PErHCTPALIUH
B Pecnybnuke bemapycs) Ais KakIoH YIaKOBKH [IOCTABJIIEMOIO IEKAPCTBEHHOTO
CpeJICTBa, IS MCIONB30BAHUS MCKIFOYMTENEHO B YCIOBHSX CTalMoHapa, Jubo ¢

PYCCKOSI3BIYHBIM CTHKEPOM U C IPEJOCTABIEHHEM PYCCKOS3BIYHOM HHCTPYKIIMH
(cormacoBaHHOM npH perucTpanuy B Pecybmuke benapycs) s Kas 1ol yIIakoBKH
[IOCTABJISIEMOTO JIEKAPCTBEHHOIO CpEAcTBa JUIsl HCIONB30BAHHUA B YCIOBHAX



CTallMOHapa K peaH3alluy 4epe3 anTedHyK CeTh MPEANPHITHH CHCTEMBI
«Dapmanysy.

B ciyuae, eciu K yuacmuio ApPeOIOHCEHO 3APEUCHIPUPOEAHILOE
JIEKAPCHBEHHOE CPEOCmEO 6 YHAKOGKE C OU3AUHOM ONA UHbIX PHIHKOG, YIACHIHUK
0071CeH  NPeOCMAeuUmb  ZAPAHMUUHOE  HUCOMO 0  803MOMNCHOCHIU
RPeOOCMagIeHus ROJIHO20 RAKEMA 0OKYMEHI06 014 ROJIYYEHUA pa3pewielusa Ha
peanuzayuio 6 Ousaiine YHAKOGKU, ONUIUYHOM OM  CO2ACOGAHHOZ20
Munucmepcmeom 3opasooxpanenus Pecnyonuxu benapyce, 6 coomeemcmeuu ¢
3axkonooamenscmeom Pecnybnuxu benapycs, 6 mom uucae xo0amaicmeo om
RPOU3BOOUMENA T 0EPIHCAMENA PE2UCPAYUOHHO20 YOOCHIO6CPCHUS.

Takke MHOMYyCKAarOTCAd K Y4YacTHIO B IPOLEAYpEe 3aperdcTpHpOBaHHEIE
JeKapCTBEHHBIE  CpelcTBa C  [OU3AWHOM  YINAKOBKH M HMHCTPYKLUMEH,
COOTBETCTBYIOLIMMHE paHee COrJIACOBAHHBIM JIU3aMHY ¥ UHCTPYKIHUH, [IPH YCIIOBHH,
YTO JIAHHBIE JIEKApCTBEHHBIE CpEeACTBA IpOH3BeNeHEl He mo3aHee 180 puel ¢
MOMEHTa YTBEPHKIACHUS H3MEHEHHU.

B cayuae, ecnu ywacmHuKk npeodnazaem K RNOCHIAEKE J1EKAPCHIGEHHOE
Ccpeocmeo, HA KOmopoe 3apezucmpuposana npeoeibHas OMNYCKHAA UCHA
npou3EOOUmMeENs, Mo RNPEONOMHCEHUEe MAKO20 YPHACMIUKA He Modcem ee
npeeviwiams.  Ilpednodicenue y4acmHuuka HA ROCMAGKY JIEKAPCHEEHHO20
cpeodcmea OMKIOHACMCA, eClH 3AKYNAeMOoe NeKAPCMEEHHOE CPLOCHBO GKIIOHCHO
6 nepevens JIEKAPCHBEHHLIX NPERAPAMOs, nNPeoebHbie OHINYCKHbIE WeHbl Ha
KOmopbie ROONENCAm pezucmpayuy, HO HeHa HA APeON0NCCHHOEe K NOCHIA8KE
JAEKApCMeennoe Cpeocmeo He  3apezucmpupoeana  (omcymcmeyem 6
«locyoapcmeennom peecmpe npedeibHbIX OMAYCKHOIX HEeH RPOU3600umencii Ha
JIEKAPCMEBEHHDBIE CPLOCHBan).

JUiss OLIEHKM COOTBETCTBHA Ipe/iaraéMoro JEKapCTBEHHOIO CpejacTBa
TpeOOBaHMAM K MpeOMETY TIOCY/IapCTBEHHON 3aKyIIKH OJHOBPEMEHHO C
Ipe/JIOKeHHeM IPOCHM IMPeICTaBUTh PA36EPHYMOE ONUCAHUEC XAPAKMEPUCHIUK
JIEKAPCMBEHHO20 CPEOCMEa — UHCMPYKUUIO RO MEOUUHHCKOMY RPUMEHEH UIO.

B cnydae, ecnM JIEeKapCTBEHHOE CpPEICTBO HE 3aperMCIPHpPOBaHO B
Pecrrybnuke benapycs, B cBoeM IPEATIOKEHUU YHYACTHUKU JOTIOIHUTENEHO TOIKHEI
MIPECTABUTE:

1. Korusa omHOro u3 HMKENEepeduCcIeHHBIX ITOKYMEHTOB C II€PEBONOM Ha
pycckui (0enopyccKkmit) sS3BIK:

1.1. rpaduyeckoe uzobpaxkenue 3KpaHa (CKPHHILOT) UHTEPHET - CTPAHHULIBL,
pacredarKka ¢ 3NeKTPOHHOM 0a3bl, NOATBEPKAAIOLIHE PETHCTPALUIO, THOO KOIHs
IOKYMEHTa O PETHCTpallH JIeKapCTBEHHOrO Iipernapara - CepTU(UKar
dapmanesTHdyeckoro mpoaykra (mamee - CPP), wunm perucrtpauuonHoe
yjoctoBepeHue, un free sale ceptudukar (ceprudurar Ha cBOOOIHYIO ITPOJIAKY)
- B OJHOM u3 ciuenyromux rocymapcts (Apctpanuiickuii Coio3, CoenvHeHHBIE
[IIrater Amepuku, Kanana, [lIseinapckas Koudenepauus, Anonus, AscTpuiickas
Pecnybnuka, Coemunennoe KoponescrBo Benukobpuranunm wu  CeBepHoit
Wpnannuu, @eneparuBHas Pecrmybnuka I'epmanusa, Koponescrso Jlanus,
KoponesctBo Hunmepnannos, Koponescrso [lIsenmsa, Mcmanwsa, Ilopryransckas
Pecniybnwka), a tarke SmPC (summary of product characteristics - obuas



XapaKkTePUCTHKA JIGKApCTBEHHOTO IIpemnapara) JIHOO pa3BepHYTOE OIIMCAHME
XapakTepHUCTHK MpeiaraeMoro K 3aKylKe JIGKapCTBEHHOrO Ipenapara -
HHCTPYKUHMIO 110 MCAWIMHCKOMY TIPUMEHEHHIO, BBIIaHHBIE MJIA CTpaHBL,
perucTpalus B KOTOpoil MoATRepKIeHa;

1.2. rpadudeckoe M300paXKeHUE 3KpaHa (CKPUHILOT) UHTEPHET - CTPAHUIIBI
EBporieiickoro areHTCTBa JIEKApCTBEHHBIX IIpernaparoB aAuOO0 pacnedaTtka ¢
3MeKTPOHHON 0a3el EBpOMeicKoro areHTcTBa JIGKAPCTBEHHBIX IIpernaparoB JTHOO
KOIUS JIOKYMeHTa, BBIJaHHOro EBpomeHckuM areHTCTBOM —JIEKApPCTBEHHBIX
npenapatos (EAJIIT, anri. European Medicines Agency (EMA)) no pesynmbratam
[eHTPaTH30BaHHOM ITpouenypsl peructpauu - Certificate of a Medicinal Product,
a taoke SmPC (summary of product characteristics - o0mas xapakTepHCTHKa
neKapcTBeHHOro mnpemaparta), BeiganHoe EAIJIN, nubo pa3sepHyTOe oOIKCaHUE
XapaKTepuCTHK TIpejlaraeMoro K 3akylKe JIeKapCTBEHHOro Ipemapara -
HHCTPYKITHIO [I0 MEIUIIMHCKOMY IPHMEHEHHUIO;

1.3. rpadurueckoe u3oOpakeHHe dKpaHa (CKPUHINOT) MHTEPHET-CTPaHMIBI
Beemupro#t Opranmzanuu 3apaBooxpaHeHust (mamee - BO3) (ampec B ceTH
uatepHeT  https://extranet.who.int/prequal/content/prequalified-lists/medicines),

ITO/ITBEPIKIArOIIIEE, 4TO npeTaraeMbIi JIeKapCTBEHHBIH npemnapar
npekpanudunuposan BO3, a tarke SmPC (summary of product
characteristics - of0mas xapakTepucTHKa JeKapCTBEHHOIO Iperapara),

BEIZIAHHOE PEryJSTOPHBIM OPIaHOM CTPaHBI IPOH3BOACTBA TAKOI'O JIEKapCTBEHHOIO
mpernapara 1100 pa3BepHyTOE OIMCAHUE XaPAKTEPUCTUK [IPEAJIAraeMoro K 3aKyIiKe
JIEKapCTBEHHOIO MPenapara - MHCTPYKIHUIO 110 MEIUIUHCKOMY IPUMEHEHUIO;

1.4. MOKYMEHT O PErHcTpalldy JIeKapCTBEHHOro mnpemnapara B PoccHiickoin
denepaiiy IS JIEKapCTBEHHBIX TpenapaToB, MPOHM3BEeNeHHBIX B Poccuiickol
denepanuy, a TaKKe HHCTPYKUMIO Ha 3TOT JIEKAPCTBEHHBIN IIperapar, BEIAaHHYIO
PeryJIsiTOPHBIM OPraHOM CTPaHEI IPOHU3BOJICTBA,

1.5. NOKyMeHT, TNOATBEPKIAOIIMNI pPEerucTpaluie U  HCIONb30BAHHE
JEKapCTBEHHOTO IIpemapara B CTPaHE-NPOM3BOAMTENE  (perHCTpalMOHHOE
yJIOCTOBEPEHHE WA CepTUGHUKAT Ha CBOOOAHYIO NpOAaxy, JMbO0 cepTU(hMKAT
GapMaueBTHYECKOr0 IPOJyKTa, Jubo rpadudeckoe H300pakeHHE DSKpaHa
(CKpHHIIOT) HMHTEPHET-CTPAHHLBI C O(UUIMAILHOIO CcaiTa YIOJIHOMOYEHHOIO
opraHa B cdepe perHcTpalldM JIeKapCTBEHHBIX MPENapaToB, IOATBEPJIarolee
PEerucTpalyio B CTpaHe IIPOM3BOACTBA) C ONHOBPEMEHHBIM IIPENOCTABIEHHEM
JOKYMEHTa, YJOCTOBEPSIOIIEro IIPOM3BOJICTBO JIEKApPCTBEHHOIO IIperapara B
yenoBusix GMP EADC, a taxke HHCTPYKLHIO Ha 9TOT JIEKapCTBEHHBIH Ipernapar,
BBIJIAHHYIO PEryJISSTOPHBIM OPraHoOM CTpPaHbl [IPOU3BOICTBA;

1.6. moxkyMmeHT (IIMCBMO IIPOM3BOJMTENS M KONMS PErHCTPALMOHHOIO
yIOCTOBEPEHHS, JEHCTBYIOIIEro paHee Ha TeppuTopuu Pecnybnuku benapycs),
MOATBEPXK JAOLINH, YTO:

MpeAoaraeMelii K = IIOCTaBKEe  JICKApPCTBEHHBIM  mperapar — ObuI
3aperucTpupoBal Ha TeppuTopun Pecrrybnuku benapyce;

CPOK OeHCTBUS PErHCTPAlMOHHOrO yAOCTOBEPEHHS Ha HEr0 HCTEK He paHee,
yeMm 3a 4 (uerplpe) roga OO HCTEUEHMS CpoKa [ [OATOTOBKH M I0J1a4U
peII0XKEeHUH;



COCTaB H TIPOI[ECC ITPOM3BOJICTBA COOTBETCTBYIOT COCTABY M IIPOIECCY
TIPOU3BOACTBA, KOTOPbIe OBLTHM YKa3aHBI B IIOCTENHEH BEPCHH PerHCTPalOHHOIO
nocke B Peciybnuke benapyce.

Tarke pmomkHa OwmTe mpencraBieHa SmPC  (summary of product
characteristics — ofmas xapakTepHCTHKa JEKApCTBEHHOIO Iipenapara), Judo
pasBepHyTOE OMKMCaHME XapaKTEPUCTUK ITPEJIaraeMoro K 3aKyIke JeKapcTBEHHOIO
Ipenapara - HHCTPYKIUS 110 MEUIIMHCKOMY OPUMEHEHUIO, BhIIAHHEIE I CTPaHbl-
POU3BOIUTENS.

TpeGoBanust  HAcTOAINEro  MOAMYHKTa HE  PACHpOCTPaHSIOTCH  Ha
JIeKapCTBEHHBIE IpenapaThl:

PErHCTPAMOHHBIE YIOCTOBEPEHHSI HA KOTOPBIE OBLTHA IMPUOCTAHOBJIEHH B
CBSI3H ¢ HeOIArompUATHEIM IIpoduiIeM. 6e30IacHOCTH JIEKapCTBEHHOIO NIpernapara;

perucTpaloHHbIe YIOCTOBEPEHHSI HA KOTOPBIE OBLTH [IPHOCTAHOBIEHB! 11O
wHAIHaTHBe MuHMCcTepcTRa 3npaBooxpanenus Pecnybmuku benapyce;

10 KOTOPEIM BO BpeMsi 00pallleHHUs JIEeKapCTBEHHOT0 [IpeliapaTa Ha PhlHKE IIpH
IIPOBEACHUU KOHTPOJIA KadecTBa OBUIM BBISBICHBI HECOOTBETCTBUS TPeOOBAHUSIM
HOPMATHBHOT'O JOKYMEHTA 10 KA4E€CTBY IIPOM3BOJUTENS;

B TOCYIQpCTBEHHOW perucrpauuu (TepeperucTpalri, MTOATBEPKICHUN
pPErHCTpaIii) KOTOPBIX OBLIO OTKa3aHo.

2. Kommrg moxymeHTa C IepeBOOOM HA PYCCKUU (OelopyccKuil) s3bIK,
YAOCTOBEPSIOLIEr0 MPOU3BOACTBO JIEKAPCTBEHHOIO IIpernapara B YCIOBHAX
Hapnexame#t npousBomactBenHor mnpaktuku (GMP), ecnu B mpeacTaBieHHOM
PErHUCTPAIIMOHHOM YIIOCTOBEPEeHHH, MO0 cepTudukaTe Ha CBOOOIHYIO MPOJAXY,
6o cepruduiate QapmaneBTUYECKOr0 IIPOAYKTa OTCYTCTBYIOT CBEJICHHMS O
NMEPUOJUYECKON  NpPOBEpKe  NPOWU3BOJACTBA  JIEKApCTBEHHOrO  Ipernapara
(JtexapcTBeHHOM (GOPMBI) YIIOTHOMOYEHHBIM OPraHOM CTPaHBI [IPOU3BOJUTENS Ha
cooTBeTcTBHE TpeboBaHuAM Hannexxariell MpoM3BOACTBEHHOM NPAKTHKH.

B kauecTBe TAaKOro JOKyMeHTa MOXKeT OBITh npejicrasieH: ceprupukar GMP,
6o rpadudeckoe wm300paXKeHHe OHKpaHa (CKPHHIIOT) C DJACKTPOHHOU 0asbl
EudraGMDP cepruduxaroe GMP, nubo pacrmedatka ¢ DJJIeKTPOHHOH ©6a3bl
YIIOJTHOMOYEHHOI'O OpraHa CTpaHbl IPOM3BOJCTBA JIEKAPCTBEHHOI'O Iperapara.
IMpencraBineHHble AOKYMEHTHI MOJDKHBI COAEpKaTh IMOJHYI0 MH(pOpPMALMIO ©
MPOHM3BOJUTENIE JIEKAPCTBEHHOro IIperapara, B TOM YHCIE OCYIIECTBIIIOIEM
IIPOU3BOJICTBO TOTOBOH JI€KapCTBEHHOW (OpMBI, (acoBKy M (MJIM) YIAKOBKY,
KOHTPOJIb Ka4ecTBa, W HHBIX YYAaCTHHKAX NPOM3BOJCTBA W KOHTPOJS KadecTBa
JIEKapCTBEHHOI0 Mpernapara.

JlomycKkaeTcss mpeacTaBieHUe BMECTO BBIIIEYKA3aHHBIX JOKYMEHTOB KOIIHHU
nUlieH3nH MUHHCTEPCTBA MPOMBIIILIIEHHOCTH U Toprosau Poccuiickor Oenepanuu
aub0 BBIMMCKM W3 peecTpa JidieH3ud MuHucTepcTBa IPOMBIIUIEHHOCTH H
toprosiu Pocculickoit @enepanuy;

3.I'apanTuiiHBIe MHCEMA YIACTHHKA C TIEPEBOJOM Ha pyccKuii (bemopycckuit)
A3BIK:

0 coONIONEHUM YCIIOBUM XpaHeHHs M TPaHCIOPTUPOBKH JIEKAPCTBEHHOTO
npernapara;



0 MPeNOCTaBIEHUH IIPU MOCTABKe JIEKAPCTBEHHOI'O Ipenapara HH(QopMaIu
OT TMPOU3ZBOAMTENSA O TOM, YTO TIOCTABIIAEMAs CEPHA yXKE IIPUMEHSETCs Ha PBIHKE,
O KOTOpOro MpOM3BENeHa, W HE HMEeT NpeTeH3ulf 10 Ka4decTBy MO0 4YTO B
Pecnybiuky Benapych ocyliecTBisieTcs MOCTaBKAa HOBOW CEPUH JICKAPCTBEHHOIO
Iperapara, OCHOBHAsI YacTh KOTOPOH 3aIIaHMpPOBaHa K MOCTaBKE Ha PHIHOK, LI
KOTOpPOro mpou3BeneHa. [Ipy 5TOM IPOM3BOMMTENL B Cily4ae, €CJIHM B Mpolecce
obpalieHus JaHHas Cepusl JIEKapCTBEHHOrO Mpernapara OymeT Ipu3HaHA
HEeKaueCTBEHHOM, o00a3yercs mnpodHpopMupoBaTb 00 3ToM MHMHHCTEPCTBO
3mpaBooxpanenust Pecriybnuku benapyce,

0 IPEeIOCTABICHHUH K Ka)XI0H yIIaKoBKe IepeBOJa MHCTPYKLMU HA PYCCKHM
s3pIK M (i) GelopyccKHii s3bIK B TpeOyeMoe KOIMYEeCTBO CTHUKEpOB (B ciyuae
HEeOOXOAMMOCTH) TIpH IIOCTaBKe HEe3aperMCTPUMPOBAHHOIO  JIEKAPCTBEHHOTO
mperapara;

0 BO3MOYKHOCTH TMIPEJOCTABJICHHS IOJHOIO I[IaKeTa JOKYMEHTOB JJis
[OJly4eHHsI paspelleHus Ha BBO3 HE3apeTHCTPUPOBAHHOIO JIEKAPCTBEHHOTO
Tpenapara B COOTBETCTBHU C 3aKOHOAATEILCTBOM Pecrryonuku benapycs.

JleKapcTBEHHBIE  CPEJICTBA  JOJDKHBI  COOTBETCTBOBATH  CIIENYIOIIHAM
TpebOoBaHUSIM.

1. OBUIVE TPEBOBAHIA

1.1.  JlekapcrBeHHble cpefcTBa Mo pazgenam nnana J06 «MMyHHBIE
CBHIBOPOTKM ¥ UMMyHOrnmoOymuuel», J07 «Bakouuen, V01 «AmnepreHn
(Amreprern  TyOepkyne3HbIH pekomOMHanTHbli), V04  «JluarHoctudeckue
npenapatsl» (TyOepkyluH) NpUMEHAIOTCA NSl MPOQHUIAKTUKH, JCUCHHS |
JIMATHOCTHKH MH(EKUHOHHBIX 3a00eBaHUi y JeTel U B3POCIHBIX, B TOM YHCIE B
COOTBETCTBHHM CO CpOKaMH NpPOBEACHUsS MPOQHUIAKTHYECKHX MNPHBHBOK H
BO3MOKHOCTRIO OJIHOBPEMEHHOTO BBEJICHHS C JIEKAPCTBEHHBIMH IIpElapaTaMi,
ompelelleHHbIME HaruoHnanbHeIM  KaneHgapeM IpO(QUIaKTHYECKHX [PHBUBOK,
mepeyHeM MPOQHUIAKTHYECKHX IPUBUBOK 110 3MTUAEMHYECKHM TOKA3aHMAM.

1.2.  VYeérauosnenHast Gopma BEIIycKa K 3aKynke Ha 2025 roj mo KaxIoi
HO3HUITHH YKa3aHo B Tabnuie Nel.

2. JOITOJIHUTEJIbHBIE YCIIOBUA

2.1.  JlexkapcrBeHHBIE cpencTBa Mo paszjenam nnana J06 «MMMyHHBIE
CHIBOPOTKH ¥ HMMyHOrnoOymuas», JO7 «Bakumuse»y, V01 «AnmepreHen
(Annepren  TyOepkyJesHbldl pekoMOuHaHTHBIA), V04  «JlwarHocTHYECKHE
npenapatb» (Ty6epKyIHH) MOCTABIAOTCS M XPAHATCA NPH COONIOJIEHHH YCIIOBHH
«XOJOJI0BOM IENHy, YCTAHOBJICHHBIX IPON3BOAUTENIEM K KOHKPETHLIM [peraparam.

Obocnosanue: mpebosarue Canumapnvix nopm u npasun «CaHumapHo-
snuOeMUONoZUYecKue  mMpebosanus K MPAHCNOPMUPOGKE,  XPAHEHUI U
LCNONB306ANUIO UMMYHOBUONOZUMECKUX NEKAPCMBEHHBIX CPEOCms, NPOEEOeHUIo
NPOMUIGKMUYECKUX NPUBUBOK, BbIAGNEHUIO, PEUCHPayul U  paccie008aHUIO
nobouHbIX  peaxkyuil nocae MpOPUIAKMUYECKUX NPUSUBOKY U  NPUSHAHUU
ympamugwium — cuiy — nocmaosnenus — Munucmepcmea  30pasooxpanenus
Pecnybnuxu Berapycs om 6 aneapa 2010 2. Ne3, ymeepoicOenHbx ROCMAHO8IEHUEM

Munucmepemea 30pasooxpanenus Pecnybnuxu benapyco om 2 dexabps 2013 2. Ne
114.




2.2.  KoHTeiiHephl, B KOTOPLIX IIOCTABISAIOTCS JIEKAPCTBEHHBIE CPEICTBA 110
paznenam riana JO6 «VMMyHHBIE CBIBOPOTKH M MMMYHOIJIOOYIMHED), JO7
«Baxiuaey, V01 «Annepress»y (Asnepred TyOepKyne3HbI peKOMOMHAHTHbIIL),
V04 «JInarsoctryeckue npenapatsn (TyOepkynuH), ZOMKHEI OBITE 000PYHOBAHEL
TEPMOPETUCTPATOPaAMHE, IIO3BOJAIOLUIMMYE  KOHTPOJIMPOBATE — TEMIIEpaTypy B
KOHTEeHHEepe U MpOBOMMUTHL OLEHKY e& coOirojleHHsa B TeYEHHE BCEro Iepuoia
TPaHCIIOPTHPOBKH.

Obocnosanue: mpebosanue Canumapneix Hopm u npasun «CanumapHo-
snudemuonozuueckue  mpebosaHus K MPAHCNOPMUPOSKE,  XPAHCHUIO U
UCHIONIb30BAHUIO UMMYHOOUOIOZUYECKUX TICKAPCMBEHHbIX CPeoCme, NpOGeOeHUIO
NPOGUIAKMULECKUX NPUBUBOK, BbIAGNEHUIO, pe2UCmpayuu U paccied0éaHuio
nobouHelx peaxkyuil nocie NPOPUIAKMUYECKUX NPUBUEOKY U  NPUSHAHUU
ympamuewium — cuny — nocmanoerenus — Munucmepemea  30pasooxpanenus
Pecnybnuxu bBenapyce om 6 ansapa 2010 2. Ne3, ymeepoicoennvix nocmanosienuem
Munucmepemea 30pasooxparenus Pecnybnuku benapyce om 2 dexabps 2013 2.
Nelld.

2.3. o mory 12 Bakiuna A OpodHIaKTUKY CHOMPCKOH A3BEI JOJDKHA
umeTh GopMmy Beltycka 100 moaxoxHeix v 10 HaKOXKHBIX IMPUBHUBOYHBIX 103 B
amiryse (duiakone).

ObocHosanue: obecneuenue Oe30NACHOCMU UMMYHUIAYUU U COKPAUJEHUS.
nomepb Npu pacxooe 8axKyuHel 8 MHO200030601 acoexe.

2.4. Ilo noram 4,5,6 CEIBOpOTKA MPOTUBOOOTYIMHUYECKAs THIIOB A, B, E
IOJKHA ObITH MpeJICTaBIeHa B (popMe BBIIIyCKa pacTBOP AJIsl HHBEKIIUH.

ObocHosanue: mpeboeanue HOCMAHOBNEHUS. Munucmepcmea
30pasooxpanenus Pecnybnuxku benapyce om 13 dexabpa 2018 2. Ne94 «O6
VIMEepHcOeHuy KIUHUYeCko20 npomoxona «lluaznocmuxa u ne4eHue nayueHmos
(63pocnoe Hacenenue) ¢ UHPEKYUOHHBIMU U NAPASUMAPHOIMU 3aDONEEANUAMU.

2.5. JlonyckaroTcs K 3akynke no pazjenam Iana J06 «lmmyHHBIE
CBIBOPOTKM ¥ =~ MMMyHOroOynuHel», JO7 «Baxoune», V01 «AnmepreHs»
(Amrepren  TyOepkyne3Hblid  pexoMOuHaHTHBIN), V04  «/lparHocTuueckue
npenapate» (TyGepkymuH) 3aperucrpupoBaHHble B Pecmybnuke benapycek
JIeKapCTBEHHEIE CPEJICTBA, a TAKXKEe JIeKapCTBEHHBIE CPE/ICTBA, 0003HAUEHHBIE «™) —
3apernCcTPHPOBAHHEIE/YCIOBHO 3aperuCTpUpOBaHHbIe/He3aperiCTPUPOBAHHBIE.

YCJIOBHA HPOBEEHHA 3AKYIIKH

3.1.  JIng mpucy>XaeHHs. KOHTPaKTOB Ha 3aKyIIKY JIEKAPCTBEHHBIX CPECTB,
no pasienam tiana JO6 «/IMMyHHBIE CHIBOPOTKH H HMMYyHODIOOynuHbD, JO7
«Baxnuney, V01 «Anneprensn (Astepred TyOepKyle3HbI peKoMOHHAHTHEIN),
V04 «Jluargoctudeckue mpenapaTtb (TyOepkynaun) OyayT HCIIOIB30BaTEC
CHEOYIONHE KPUTEPHU:

COOTBETCTBHE PeJIOKEHUH TpeOOBaHUAM 3aBKH HA 3aKYIIKY;

BO3MOXKHOCTD I[IOCTABKM B COOTBETCTBHH C rpahMKOM IOCTABOK;

HauMEHBIIIas [leHa.

42. TloctaBka JeKapCTBEHHBIX CpeJACTB mno pasjenam I[nana JOO
«/IMMYHHEIE CBIBOPOTKM M HMMyHOrnmoOymuHbe», JO7 «Bakuuuem, V01
«Annepressn (Anneprex TyOepPKYJIe3HBIN peKoMOUHAHTHEI), V04



«Inarnoctudeckue mpemapatel» (TyOepKylHH) B COOTBETCTBHH C IPa(UKOM
MTOCTABOK.

4.3. OcraroyHBIH CPOK T'OJIHOCTH JIEKAPCTBEHHBIX CPENCTB II0 pasjeaM
nnada J06 «MIMMyHHEIE CBIBOPOTKH B MMMYHOTIIOOYIHHE, JO7 «Bakuunsm, VO1
«Annepreub» (Anneprex TyOepKyJe3HbII PeKOMOMHAHTHBIN ), Vo4
«Jluarsoctudeckue npemnapatsy (TyOepKyIuH) Ha JaTy NOCTABKH JOJDKEH OBITh:

4.3.1. ue menee 50% OT YCTAHOBIEHHOIO NPOU3BOAMTENIEM Ha JATY ITOCTAaBKH,
IIPH CPOKe TOJHOCTH J1Ba roja u dosee;

4.3.2. ue menee 70% OT yCTaHOBJIEHHOTO IPOU3BOAHTENIEM Ha JATy IIOCTABKH,
MPU CPOKE FOJJHOCTH MEHEE JIBYX JIET;

4.3.3. meree 50%, o He MeHee 30% OT yCTaHOBIEHHOTO IIPOM3BOJUTENIEM Ha
IaTy MOCTaBKM Ha 00BeM, He IPEBBHIIIAIONIMH KBapTalbHYIO MOTPeOHOCTH, IO
CHIDKEHHOM IieHe, IIPH CPOKE T'OJIHOCTH J(Ba roja u OoJee;

4.3.4. menee 70%, Ho He MeHee 50% OT yCTaHOBIEHHOIO IPOMU3BOJUTENEM Ha
JaTy TOCTaBKM Ha 00beM, He TNPeBBIMIAIOIIHNA KBapTalbHYIO IOTPEOHOCTH, IO
CHIDKEHHOU IIeHe, MPU CPOKe TOTHOCTH MEHee JIBYX JIET.

Tabmnma 1
LleneBrie KpatHnocts
No o O6GocHoRaHHE IpYIIIEL, BBEICHHS
n/ HaumeHopauue B[,mpcm (momonHEeHHE) KOTOPBIM WJIC
I Y (hopMEI BEITyCKa MOKa3aHO [[CTICBBIM
eeegenue MJIC | rpynmam
p-p s
HHBEKLIHH
B/M 100
MMMyHOTTIOO Y THH MEnea 2 2 OKCTpeHHa
1 M1 (p-p - Hetu
npoTHB remarura B* s1 IOMOIITE
b1 b
HHDY3HH
50 ME/mn
2 M)
2 NmmyHornodynusa p-p AL - Dxerpera
[POTHE KIEHIEBOr0 | MHLCKIIHIL - 12
" B3POCIIEIE 51 TIOMOIIb
sHuehanuTa® B/M 1 MI
3 p-p Ans
CuIBOpOTKa IIPOTHB | MHBEKUHH Hetu u JKCTpeHHa
sIIA TAgIOKH™ 150 AE 1 ) B3pOCIbIE s IIOMOLIIb
103
! CBIBOPOTKA IPOTHEO- pp AT
T HHBEKIUH i Hetu n
- 5000 ME B3pOCILIE
1 no3
5
ChIBOpOTKa IPOTHBO- p-p A
OOTYyTHHHYECKAs gt R - AP i
—— 10000 ME B3pOCIHEIE
1 no3




-p st
CrIBOpOTKA IIPOTHBO- PR
HHBEKIHI Jeru u
borynuHIYeCKas -
. 10000 ME B3pOCIIBIE
tana A
1 no3
7 p-p A
HHBEKUHHA
BK-TEC
CriBOpOTKA -poM
P p-p Hetu u
[IPOTHBOTAHIPEHO3HA | CHIBOPOTK -
. B3pOCIIBIE
s u
30000
ME/mo3 1
MIT
§ p-p
HHLCKIIHHA
CrIBOpOTKA B K-TE C Tlorars
nporuBogudTepuiina -poM -
p m*dn p p-p RapOCIEE!
st CEIBOPOTK
51
10000 ME
? p-p s
HHBEKIHHA
CrIBopoTKa B K-T€ C
ety u OKCTpeHHa
MPOTHBOCTONOHAUHAS p-poM - 1
N B3pOCIELIC S IIOMOIIIB
CEIBOPOTK
v
3000 ME
10 [Topamox BYKPATHO
Pa Ierw mo 1 rona, HEYEp 5
CYCIIEH3H NpPUMEHEHHS Mo OJIHOH
AHaTOKCHH 1-5 ner.
= s I (popMBI BEITYCKA Jose
mudTepuiiHO- =
. HHBCKITHE 2 no3el B 1 Mn
STRTREBTRER 21031 chOpMHPOBAH U o OzHOKpaTH
(AC)* PMED HHIUBUIYAIHHO
. _ MUT peami3yeTcs Ha ; 12 0 ojIHa 1034
it cxeme™
IPaKTHKE
11 Heru 11 ner, | Ognokpari
AHATOKCUH CYCIIEH3HU
. . Cycnensus s B3pocikie oT 18 | 0 04Ha K034
I TepUiHBIA C E@InE|
.. | BHYTPUMBILIEUHOT TIGT.
YMEHBIIEHHBIM HHbEKIHH
0 ¥ MOJAKOMKHOrO Ilo TpexkparH
COJIepIKaHHEM 2 nos 1 s
- BBCICHHS MHJMBH/IYANLHO | O IO OJHOI
anTureHon (AJl-M) MIT . 12
il cxeme™ JI03¢
12 nop-K JUIS
HHBEKITHHA
Bakuuna mns _
5 ﬂI’lO(l). B 12
PO HITAKTHKH —- - Bapocnrie ™
cubupckoit a3BbI* P
nem 10
03
13 HOP-K JIJIS
Baxunna xopepas HHBEKUMA
1 P 12 OmuoxpatH
KyJnbTYpabHasg /K, - Bapocneie™
* 0 OJIHA J103a
JKHBast muod., B

K-T€ C p-




jnem 1
no3a

IIpy COBMECTHOM YYacTHH B [pOLUEedype IOCYIapCTBEHHOW 3aKyIIKH
HECKOJBKMX KOMITAaHHH B CIy4asX, YCTAaHOBJICHHBIX 3aKOHOJATENBHBIMH aKTaMH
Pecnybnuku benapyck, NpeOCTaBUTE COZNAUICHUE O COEMECHIHOM YHACHIUU &
Hpoueoype 20cyoapCmeeHHOl 3aKynKuU, onpeoealouiee npaea, oda3aninocmu u
OMGEenICIEEHHOCMb Opuouveckux u (uhu) usuueckux nuy, 6 mom 4qucie
HHOUGUOYWILHLIX RPEONPUHUMAMENEH, AGNAIOWUXCA CHOPOHAMU MAKO20
cozjlawieHusn, B TOM YHCIIe N0 BOIPOCAM pealu3alliyd MX IOJHOMOYHMH B XOJe
OpOBEJCHUS  OPOUEHYpPhl  TOCYJAapCTBEHHOM  3aKyINKH, IPefyCMOTPEHHBIX
3aKOHOJIAaTeIECTBOM O FOCYJapCTBEHHBIX 3aKyIIKaX.

WMHueie TpeGoBaHUs MPOLeAyphl 3aKyIIKH, B TOM YHCJIE€ YCJIIOBHs IIOCTABKH U
oriathl H3M0XKeHs!I B [lpunoxenuu Nel.

B cay4ae BpiOopa Bac B KauecTBe NOCTABUIHKA BMeCTe ¢ MOANHCAHHBIM
KOHTPAKTOM He00X0AUMO OyeT NpeAcTABUTEL JOKYMEHThI COrJIACHO NePevYHIo,
ykazauuomy B [lpuioskenun Ne3.

JlononuutensHO BaM HE0OX0OUMO 03HAKOMHUTECSA C IPOEKTOM KOHTpPAKTa Ha
OCTABKY  JIEKApCTBEHHBIX  CPEACTB, pasMelléHHeIM Ha  caifite PVII
«BEJI®GAPMAIIUS»  (http://www.pharma.by/) B pasnene «3akynku JIC —
JIoTOBOpPBI ¥ KOHTPAKThl LEHTPAIHM3OBAHHBIX [POLENYpP 3aKYIIOK», KOTOPBIM
[IOJIEIKUT MOATMUCAHUIO C MIPEINPUATHIMU cucTeMbl «DapManusy 1Mo pe3ylIbTaTam
LUEeHTPaTN30BaHHOH MPOLEAYPHI 3aKyIIKH.

Ceenerns o 3aka3unkax npencrasinessl B [Ipunoxennn Ne2.

[TpocuM HampaBWThL MPEUIOKEHHE Ha IIOCTaBKY JEKapCTBEHHBIX CPEJCTB C
yKa3aHHUEM:

- TOProBOro HAMMEHOBAaHHUS, (OPMBI BBIIYCKa, [O3MPOBKH, (DaCOBKH
JEKapCTBEHHOTO CPENCTBA B COOTBETCTBUHM C [ OCYyIapCTBEHHBIM pPEECTPOM
- IEKapCTBEHHBIX -cpencTB Pecnybnuku benapych MM B COOTBETCTBMM ¢ EaMHBIM
peecTpoM  3apeTUCTPUMPOBAaHHBIX  JIEKAPCTBEHHBIX  CPelCTB  EBpasuiickoro
3KOHOMMYECKOIO COI034;

- IPOU3BOAMTENS (IIPOU3BOAUTEINICH BCEX ITAIOB [IPOU3BOJICTBRA);

- KOJIMYECTBA, IEeHbI (s pe3uneHToB — LeHsl Oe3 yaeta HJIC, obueit 1enn
3a MO3UIKI0 — ¢ yueToM H 0e3 ydeta HJIC);

- CpoKa rOJAHOCTH Ha MOMEHT ITOCTaBKH.

OtBer mpocuMm nath B cpok mo 13.01.2025r. mo 31neKTpOHHOMY aIpecy
bakun@pharma.by u(unm) Ha daxc 242-25-26, a Taxxe B HHOH Qopme.

B cayuae omcymcmeus omeema Ha 3anpoc 6 YKA3AHHGIL CPOK, KOMUCCUS
nepexooum K paccmMompeHuio no3uyuu bes eauiezo npeoodiCeHUsA.

biaronapum 3a COTpyIHUUYECTBO.

["eHepanbHBIIA TUPEKTOP C.B. JIutowm

Bakyn 242-16-47
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[Tpunoxenue No3

TpeGoBaHusi K yIaCTHUKAM, AOKYMEHTHI U (HIH) CBeJCHHS AJIs
NpoBepKH TPeOOBAHHH K YYaCTHHKAM NPH NPOBEAEHHH MPOUEAYPbI
rocyAapcTBeHHOH 3aKYNKH H3 OJJHOI0 HCTOYHMKA

IIpx mnpoBeIEHHWH TPOLEAYPHl TOCYJApCTBEHHOM 3aKyNKM K YYaCTHHKaM
IPexBIBIAI0TCS CIeAyIolue TPeOOBaHMSL:

1. coorBercTBHe TpeOOBaHHUAM, YCTAaHOBJICHHBIM 3aKOHOHNATEIBCTBOM K
IOPHIUYECKOMY WIH (HM3MYECKOMY JHIy, B TOM 4YHCIEC HHIMBHIYaIbHOMY
npe/IPUHAMATEINIO, OCYIIECTRISIOMEMY [TOCTaBKY TOBapoB (BBHIIOJIHEHHE pPaboT,
OKazaHge ycCIyr), SBNAIOIIMXCS I[PEeIMETOM TIOCYJAApPCTBEHHOM  3aKyIIKH.
CooTBeTCTBHE TAHHOMY TPeOOBaHUIO ITOATBEPHKIACTCA MPENOCTABICHHEM:

L.l paspenieHus (THIIEH3MH ) Ha OCYILECTBIICHUE OeATeIFHOCTH
(hapManeBTUYECKON [EeATeNbHOCTH) [0 IPOU3BOJACTBY WIM JMCTPHOBIOLUM™
JIEKAPCTBEHHBIX CPENCTB, BBIJAHHOE YNOJIHOMOYEHHBIM OpPraHOM CTpPaHbI
yqacTHUKA. **

B ciyuae, ecnm K TIOCTaBKe Ipejuiaraercs HapKOTHYECKOE CPEACTBO MM
[ICUXOTPOITHOE  BEIIECTBO, YYaCTHUK 00s3aH MNpeJOCTaBUTh  pa3pelleHue
(JIMIEH3WIO) Ha HedTeNbHOCTh, CBA3aHHYIO C 000POTOM HApKOTHYECKHX CPEJICTB,
IICHXOTPOITHBIX BEIECTB U UX IIPEKYPCOPOB;

*Oucmpubsloyus-  0esmenvbHOCMb, — CEA3AHHAA € 3aKYNKOU  (3aKYHOM,
npuobpemenuem), XpameHueMm, 68030M (UMNOPMOM), GbIBO3OM (IKCNOPIMOM),
peanuzayuel (3a UCKIIOYeHUeM peanusayul HacereHuio) bes ozpanuienus 06vemos
U MPAHCROPMUPOBKOL NEKAPCMBEHHBIX CPEOCmE;

** Pesudenmuor Pecnybauxu Benapyce u Poccutickoti Dedepayuu npedocmaeiarom
KONyl paspeuwlenus (Tuyen3uu) Ha QapmMayeemuuecKyio O0eamensHOCmy ULl
gomucky u3 FEouwozo peecmpa auyeHzutl, OeLCMEYIOWE20 Ha Meppumopuu
Pecnybnuxu bBenapyce unu coomeememeenno Poccuiickot Pedepayuu; -

1.2. MOKyMeHTa, IOATBEepPIKAAIOUIMI pEerucTpalyio y4acTHUKa B CTPaHE ero
MIPOUCKXOWKICHHS:

a) CBHIETENECTBA O PErHCTPALHN YYACTHHKA JIMOO BBITMCKY M3 TOPrOBOrO peecTpa
CTpaHBl PETHCTpallM YyJacTHMKA (JUIs Pe3HIEHTOB CTPaH-4YIIEHOB EBpasuiickoro
3KOHOMHUYECKOI'O COI03a);

0) BBIIMCKH M3 TOProBOTO peecTpa CTPaHBl PErHcTpalMMd ydyacTHHKa (Jyis
HEPE3HIEHTOB CTPAH-WIEHOB EBPa3uiiCKOro 3KOHOMHYECKOTO CO03a).

BreInMcKa M3 TOProBOTO peecTpa CTPaHbl PErMCTPALMM YYaCTHHKA NODKHA OBITH
BHIIAHA HE paHee, Yem 3a 12 (ABeHaIaTh) MecsALeB A0 NONUCAaHUs TOroBOpa 1Mo
IIPOLICAYPE 3aKYIKH W3 OAHOTO NCTOYHUKA;

2. COOTBETCTBHE TPCOOBAaHHSIM YCTAHOBIEHHBIM IyHKTOM 2 crarbd 16 3akoHa
Pecryonuku Benapyce ot 13.07.2012 Ne 419-3 "O rocymapcTBeHHBIX 3aKyNKax
ToBapoB (pabor, ycayr)' M JAONONHMTENBHBIM TPeOOBAaHMAM, YCTAHOBICHHBLIM
nyakToM 1.7 Ilocramosmenus CoBera Munuctpor Pecnybmukm bemapych ot
15.06.2019 N 395 (pexn. or 23.05.2024) "O peanusauuu 3axkoHa PecryOmmxu
Benapych "O BHeceHUr U3MeHeHUH U nononHeHuii B 3akoH Pecnybnuku benapych
"O rocymapCTBEHHBIX 3aKylKax ToBapoB (padot, ycayr)". CoOTBETCTBUE JAHHBEIM
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TpeOOoBaHUEM [OJTBEPKAAETCS 3asBICHUEM 110 popme Ilpunoxenus 4, nara
[TOJITACAHUS 3aSBIICHHS JOJDKHA OBIT He PAHEE YeM 32 ITh paboduX JIHEH IO JaThl
3aKJIOUEHHST JOroBopa IpH IPOBEJEHMH MPOIEIYPhl 3aKylNKH M3 OJHOIO
HUCTOYHUKA);

3. OTCYTCTBHE y IOPHAMYECKOro JIMIa MM WHAMBHJYJIBHOTO IpEATpHHUMATEII
3aJOJKEHHOCTH I10 YILIATe HAJIOTOB, COOPOB (IIOILIMH), IEHEH, 8 TAKKE OTCY TCTBHE
y FOPUAMYECKOTO JIMIA HIM MHIMBHAYAIBHOTO MPEJNPHHAMATENH, ABIAIOLIMXCH
pesu/IeHTaMH, 3a[0JDKEHHOCTH IO yIUlaTe 00s3aTeNbHBIX CTPAXOBBIX B3HOCOB B
GIOMKET TOCYNapCTBEHHOrO BHEOHOKETHOTO (OHHA COLMAITBHOH  3alUTBI
nacenenus Pecrrybnuku Benapycs. JlanHoe TpeboBaHue He pacIpOCTPAHIACTCSA Ha
FOPUAMUECKO® JIMIIO, B OTHOMIEHHHI KOTOPOTO BO30YKEHO MPOM3BOACTBO 110 IRy O
HECOCTOATENBPHOCTH, 4 TakkKe Ha IOpUIMYECKOe JHI0 HIH HHIAWBHIYalbHOI'O
IpeqIpHHAMATENsS, B OTHONIEHHH KOTOPBIX HA JAaTy MOMAYH IHPEIONCHHA B
ycTaHoBleHHOM — HamoroBelM — KOAEKCOM Peciyonukm  benapych, — MHBIMH
3aKOHOIATEIHHBIMU AKTAMH TTOPSAIKE MPEJOCTABICHEl OTCPOYKa K (MIIH) paccpodka
[10 yIUTATE HANOroB, cGOPOB (TIOIITHH), MeHeH, 0053aTeNbHBIX CTPAXOBbIX B3HOCOB
B OGIOKET TIOCYIAPCTBEHHOTO BHEGIOKETHOTO (OHj@ COLUANBHOR 3allUThI
gaceneHus PecrnyOnuku bBemapyck, 4YTO MOITBEPXIAeTCA COOTBETCTBYIOMIUM
3asBIeHHeM ydacTHuka. s menelt HacTosero 3akoHa TepMHH "pe3nuaeHT" UMEET
3HaueHMe, OIpeelleHHOe YacThiO IMEPBOi MOAMYHKTa 1.11 mynkra 1 cratbu
] Baxona PecryGmukm Benapycs ot 22 mons 2003 r. N 226-3 "O pamoTHOM
peryJIupOBaHHK U BATOTHOM KOHTpOTIE".

CooTBeTcTBHE TPeOOBAHUAM JAHHOIO MYHKTA MOATBEPIKIAASTCA:

- B OTHOILEHHMH YYacTHWKOB, SIBIAOIIMXCS PE3UACHTAMH, - IYTEM IMPOBCPKH
3aKa3UMKOM (OpraHM3aTOpPOM) TAKMX CBEJGHMI dHepe3 OQUIHANbHbIE caThl
MuHuCTepeTBa 110 Hanmoram u cbopam, PoHIA CONMATBHOH 3alUTBL HACCICHII
MUHHUCTEPCTBA TPYAA U COLMAIBHOM 3aIUThLl B [I00aIbHOMN KOMIILIOTEPHOH CeTH
VHTepHET Ha NepBOe YHCIO MECsNa, B KOTOPOM OCYIIECTBIAETCA PacCMOTPEHHE
Ipe/JIOXKEHHUS, a B Cliy4ae OTCYTCTBHA undopMailiy Ha yKa3anHywo IaTy - Ha
epBOe YHCIO MECANa, MPEIIIeCTBYOMIEro MECsALY, B KOTOPOM OCYIICCTBIACTCA
PacCMOTPEHHE IIPeITTOKSHHS;

- y9aCTHUKAMH, HE SBIISIOIIIMHUCS PE3UACHTAMHE, - 0OKYMEHMOM 00 omcymemeuu
3adonxcennocmy TO YIIaTe HaiOros, cOOpoB (MOLLIMH), MEHCH, BBITAHHBIM
YIIONHOMOYEHHBIMH OPraHaMM B COOTBETCTBHM C 323KOHOAATEILCTBOM CTpambl,
PE3UJIEHTOM KOTOPOil sABISETCA YYACTHHK, Ha TOCIEIHIOK OTHETHYIO IaTy,
MPEIIIECTBYIONIY0 THIO MOMA9H HPEUIOKCHUS, M 3AAGICHUEM C YKAZAHUEM
nocneoneil OmuemHoi 0amsl.

V4YacTHUKH, He ABISIONHEcs pe3sHIEeHTaMu, JOIDKHBI IPETOCTaBUTh
JIOKYMEHTBI C y4eTOM CHeAyromed WH(popMaluy. Obpawaem HUMAHUE, HNO
doxymenm 06 OMCYMCmeuU 3a00NdCEHHOCMU NO  Yniame  Hano20s, cbopos
(nowwtur), nemeii oondicen Gvimb GbIOAH UMEHHO YHOJIHOMOUEHHLIM OpZaHOM 6
COOMEEMCIeUI  C 3AKOHOOAMENbCMEOM  CIPAHbL,  Pe3UOEHIMOM  KOMOopoil
AGNAEMCA YHACIMHUK.

IIpu smom 3axon Pecnybnuxu benapyce om 13.07.2012 Ne 419-3 «O
20CY0apPCMEEHHbIX 3aKYNKAX moseapos (pabom, yenye)» He ompedensem 0amy,
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Komopas 01s mozo Aubo uHozo 20cyoapcmea sensemces omuemnou oamou. Taxas
OMYEeMHAsL OAMA YKAZLIEAEMCS YUACHHUKOM 8 COOMEBCHMCIMBYIOUCM 3AABTCHUL.

Kpome mozo, HopMma «1ia ROCIEOHIOI0 OMYEeMHYI0 0amy, RPEOWECMEY IO ULYI0
OHIO NOOAUU RPEONONCENUA) 2060PUM O WOM, UYMO uMeem 3HAYeHUe
HEenocpeocmeeHHO 0ama nOOAYU RPeEOI0NHCeHUA.

Yuacmuux npu nooaue npeonodicenus camocmosmensio onpeoeniem, Kozoa
U HA KAKYIO OmMYemHyro oamy Hnooaeamv 3aA6NeHUe O/  BbINONHEHUA
VCHMAHOBNEHHbIX 3AKOHO0amenbemeomM mpebosanu Kk yyacmuuxam. Jokymernm oo
OMCYRICIMGUN 3A00NHCEHHOCU NO Yniame Hanozos8, cbopos (nownum), neweu
00.J12icer Dolmb npedocmasien Ha my oamy, Komopas 0vl1a yKA3aHa 6 3aA61eHuu
& Kauecmeae nocaeorell OmuemHol.

Bce komuM [MOKYMEHTOB, WCIIONMHEHHBIX Ha HHOCTPAHHOM  fA3BbIKE,
IPECTABISIOTCS C MIEPEBOJOM Ha PYCCKUN M (MiIH) OeNopyCCKHH A3BIKH.

Taxke yJacTHHK OOJDKEH IIPEACTAaBUTEH 3asiBIeHHE MO (opMe, YKazaHHOH

HIDKE.



[Ipunoxenue Ne 4

bmank OpraHH3allKi

«__ » 20 R
(dama nodzomosxu 3aseneHus)

SASABJIEHUE

Yt{acn{[/n{ 3AABIAET (HAHMCHORAHHC OPraHHIALNH,
2
[l‘l[{SH‘ICCKOn) JHUA, B TOM YHCAE HHIHOHAYANLHDTO I'IPEJZU'I'[)MHI!MJ'[\.'JIR]

YTO COOTRETCTRYET TPeOOBAHUAM, YCTAHOBNEHHEIM a03aLlaMy MATHIM—IIECTLIM, BOCEMBIM- YETEIPHANIATIM TYHKTA
2 ctatsi 16 3akoua Pecnybnukn Benapycs ot 13 mross 2012 roma «O rocyrapcTBeHHBIX 3aKyTKax ToBapos (pador,
YCITYT)», 8 UMEHHO:
L. IopuaMYecKoe Mnn GU3HYECKOE JIMLO, B TOM YHCIE HHIHBUAYATbHBI NPeANPHHHMATEb, HE A0JKHO OHITh
BKJIFOYEHO B CIIMCOK MOCTABIIMKOR (I0APSTINKOE, HCTIOJHHTE/E!H), BpEMENHO HE JOIMyCKaeMbIX K YIaCcTHIO
B MPOLEAYPax rocyAapCTBeHHEIX 3aKyNOK Ha JATy [OAMHCAHHA 3aABICHMS,

2. lopHIMYECKOe WM (MH3WYECKOE MO0, B TOM 4YHCIE WHAMBHAYAILHBIH TNPEINPHHAMATENL € YYETOM
ronoxkeHuii craTbi 16-1 3axkona Pecnybnuku benapyce ot 13.07.2012 Ne 419-3 "O rocynapcTBeHHBIX 3aKyIKax
ToBapos (pabor, yciyr)", He A0mKHO OBITE a(IIIMPOBAHO C 3aKa34HKOM, OPTaHH3ATOPOM;

3. IOpUAMYECKOE HIM (M3MYECKOE JIHLO, B TOM UHCIE HHIHBHAYaNbHBIH NpeANpUHUAMATENb, PabOTHHK
(paOOTHHKH) TaKMX HOPUAMYECKOro JIMUA HIM HHIMBHAYATbHOTO MPEANPHHHMATENS HE NOJIKHBEI OKasblBaTh
3aKa3yMKy (OpraHH3aTOpy) YCNYrH Mo OpraHH3alHH M OpOBEIEHHIO NPOLEAYPEl IOCYNAPCTBCHHOMN 3aKYIIKH, B TOM
yKC/e KOHCYILTMPOBaHMIO, & Takke (OPMHPOBAHHIO TPeOGOBAHHMI K MPEIMETY roCy/apPCTBEHHOH 3aKyIIKM H (MITH)
[OArOTOBKE 3aKNOUEHMS N0 PACCMOTPEHHMIO, OLEHKE I CPAaBHEHUIO NIPELNOIKEH Hif;

4. [OPUOMYECKOE JIHLUO JIH HHAMBHIYANBHBIA MpeiNpHHUMATENb HE LO/KHBL ABJATECA 32KA3UMKOM
(opraHu3aTopoM) MPOBOJHMOIL MPOLEAYPbl FOCYJAPCTBEHHON 3aKY KM,

5. H3HUECKOE JIHLO HE JOMKHO ABNAThCS pPAGOTHHMKOM 3aKasqMka (OpraHu3aTopa), 338 HCKIIoUYeHHeM
[pOBCACHHA NIPOOENYPBI 3aKYIIKHA H3 OAHOrQ MCTOYHHKA Y q]H3H"{eCKHX JIMLI, He ABJAKMIHXCA HHIHBHIYANLHBIMHA
MpeAnpHHIMATE M,

6. WPHAHMYECKOS JTHIO HE JONMHO HaXOUOHTLCA B [IPOLECCE NHMKBHIAIMH, peoprain3aunu (33 HCKJIIIOYEHHEM
FOPHIMYECKOTO JIMI, K KOTOPOMY NPHCOGNHHACTCS OPYroe [OPHAMYECKOE JMUO), WHIAMBHIYAILHBIH
NpEANPHHHMATEND HE JODKEH HAXOANTLCA B CTAJHH NPEKPAIIEHUA JEATENbHOCTH;

7. B OTHOWIEHHWH FOPHAMYECKOrO JIML@ | HHIMBHAYAILHOIO NMPEATPUHHMATENA HE JOMKHO ObiTh BO3OYXIEHO
MPOH3BOACTRO MO ALY 0 DAHKPOTCTRE;

8. IOpUIHUECKOE HIH (H3NYECKOE JIMLO, B TOM YHC)e HHAHBHIYANBHBIR IPeAnpUHUMATCL, JOIKHO 00Ia8aTh
HCKNMIOYHTENbHBIMYE MpABaMKM HA pe3y/bTarhl MHTEINEKTYATbHOH NeATeNbHOCTH, €CAM B CBA3H C HCIONHEHHEM
JOrOBOPa 3aKa3yMK MpPHOOpeTaeT MCKIIOYMTENbHBIE NpaBa HAa TakWe Pe3yJbTaThbl, 33 MCKIIOUCHHEM CIyHaes
3aKMOYSHHS JOTOBOPA HA Co3/laHue 0ObeKTOB MHTEIUTIEKTYATBHOH COBCTREHHOCTH,;

9.0 IOPHIMYECKOE JIHLIO, B TOM YHCIIC WHIMBHIYANLHBIH NPeANPHHHMATENE, 00aNaeT IpasoMoUHAMH
Ha peanu3aUMio ToBapos (Boimosinenue paGor, OKaszaHHe yCuyr) Ha Tepputopum PecryOnuku bBenapycs ¢
HCIIONIB30BAaHHEM TOBAPHBIX 3HAKOB W 3HAKOB OﬁCﬂyH{HBﬂHHﬂ,

nunbo

0 ©opHAHUECKOE U0, B TOM YMC/E MHIHBHAYATEHELH MPEANPUHHMATENb NOATREPI/IAET, YTO IPU NOCTABKE
TOBapOB (BhINONAHeHHe paboT, OKka3aHue YCTYT) TOBAPHBIE 3HAKM W (M) 3HAKK 0OCHY)KHBAHHUA HE HCTIONBIYIOTCA
(cM. mpuMevanue)*,

Tarxe MONTBEKIAET OTCYTCTBHE Y MHUILIE,
(HAHMECHODANHE OPrafuIALHIL, GHINHCCKOra HIA, B TOM HUCHIE HHAUBYAYILHOTO IPCIIPHHAMATEN)

OCYIIECTBIAIOIIErO0 MOJHOMOYHA EHMHOIHYHOTO HCMOIHHTENEHOTO OpraHa OpHAMYEcKOro JHUa — Y4acTHHKA
OpoLEIyphl FOCYMAPCTREHHOH 3aKyNKH, H NHI@, HMEIOWIEro MNpaB0 [AaBaTh TAKOMY PHIHYECKOMY JHILY
obazaTeNbHbIE 11 UCIIOJIHEHHS YKA3aHUA HA OCHOBAHUH YUpEIUTENEHBIX JOKYMEHTOB HITH 3aKNHHeHHOTQ JOrOBOPa,
HE CHATON MM HE MOrAIeHHON B YCTAHOBJIEHHOM TOPAJKE CYIHMMOCTH 3a MPECTYIUICHMA, NPEAYCMOTPEHHbIE B
cratbix 209 -212, 216, 235, 243 - 2433, 424 - 426, 429 - 432 1 455 YronosHoro kofekca Pecrybnuku benapycs.

Taxixe MOITBEPHIACT, UTO JTMIO,
(HHHMEHDI’IHIIHE OpPramdiIanHM, ll]li.llrl'l.‘.’cKDl'U NHLUE, B TOM YHCNE HILTHRHIY ANTBHOrQ npm‘[np:lmma‘re.nn)

OCYUICCTRIBUONICE TIONHOMOYHA ENHHOMHYHOIO HMCMONHUTENLHOrO OpraHa KpPHAHYECKOrO JIMIEd - Y4acTHHKA
MpOLENYPEl TOCYAAPCTBEHHOH 3aKYMKW, H JIHLO, HMEIOWIEe NpaB0 AasBaTh TakKOMY HPHIMYECKOMY JHILY
0BA3aTENLHEIE JUIS MCIIONHEHHS YKA3aHUA HA OCHOBAHHH YUpeUTENbHLIX JOKYMEHTOR HIIH 3aKMIOYEHHOTO 0r0BOpPa,
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He CUMTAeTcs MOJBEPraBiMMcs ANMHHHCTPATHBHOMY B3BICKAHMIO 32 AIMHHHCTPATHBHBIE NPABOHAPYIIEHHS,
npenycmotpernsie B yactax 1, 7, 8 u 10 craten 14.4, qacrax 4 u 5 crateu 14.5 Konekca Pecybnuky Genapyce 06
aJIMUHUCTPATUBHBIX PABOHAPYIISHHAX.

Taxxke NOATBCPXAALT, UTO
(HAHMEHOBAHKHE Opranusai, (IH3HYCCKOrD JHLA, B TOM YHCNE HITHRHAYANLIOTO NPeANIHIHMATENT)

IOPHIMYECKOE JIHIO HE [0JBEPranock aIMHHHCTPATHBHOMY B3EICKAHHIO 33 aMHHHCTPaTHBHOS MPaBOHAPYLUISHHE,
npeaycmoTpentoe B craree 24.59 Kogexca Pecnybnuku benapyce 06 aAMHHHCTPATHBHBIX MPABOHAPYIHEHHAX;
(3HYecKoe NWIO, B TOM YHCIE HHIWBHIYalbHBIH NpEANPHHHMATENb, HE BKIIYEHBl B [EpeYeHb IPaMAaH
PecnyGnuin Benapycs, MHOCTPaHHBIX TpaXOaH MM JHL §e3 rpakJaHCTBa, NPHYACTHEIX K 3KCTPEMHCTCKOI
JesTeIEHOCTH,

OPHAMYECKOS HIH (JM3HYECKOE JIMLQO, B TOM UHCIE HHAMBHAYANLHEIH MPEeINPHHAMATEND, HE BKIIFOYEHE B MEPEYEHb
OopraHMzauii W (QHU3WYECKMX JHI, B TOM YHCNE HHAMBUAYANBHBIX TMPEINpHHHUMATENed, NPHYACTHRIX K
TEPPOPUCTHYECKOMN AEATENEHOCTH;

FOPHAHYECKOe HITH (PU3HUYECKOE MO, B TOM YHCIIE HHIMBHIYaNbHEIH NPeINPHHHMATENb, HE BKIIOYEHEl B IIEPe4eHb
opraHmsaluii, (OpMHpOBAHMH, MHIMBMAYANBHBIX MNpeNNpPHHHAMATENSH, MNPHYACTHBIX K OKCTPEMHCTCKOMH
AEATEIBHOCTH,

Honoicrnocme HOONUCH @HO

*Ipumeuarnue:

HanHoe 3aseénenue RnOORUCHLIGAEMCA COOCMGEHHOPYHHOU HOONUCHIO
YHOTHOMOYEHH020 JIUYA YHACMHUKA, Oopmaiemca na baanke opzanuzayuy ¢
npocmaeieHueM 0amesl HOONUCAHUA 3aA6/IeHUA (Oama ROONUCAHUA 3AA6/IeHUA
O0JIIICHA OblMb He paHee Yem 3a RAMb padouux OHell 00 O0amol 3AKUIOYEHUS
002060pa npu npoeedeHuu APoUedypsl 3AKYRKU u3 00HO20 ucmounuxa). He
OONYCKAEMCA GHECEHUA JHOObIX UIMEHEeHUU 6 mMeKcm 3aA6lMeHun, 3da
HCKIIOUeHUeM YKA3AHUA HAUMCHOGAHUA OP2AHU3AUNHU U0 hamuiuu, umenu,
omuecmea (huzudeckozo 1uya (HHOUGUOYAIbHO20 NPEONPUHUMAMEN).

B nynkme 9 yuacmrukom _npocmagaaenica ommemKa HAnpomue 00Hoz0
w3 avzayes. Eciiu npeonazaempie y4acmuuKom moeapel (padbomol, ycayzu) oyoym
ROCMABAAMBCA (8bINOAHAMBCA, OKAZLIGAMBCA) C UCHOIB306AHUEM MOGAPHHIX
IHAKOG U (W1l) 3HAKOG 0OCYICUBAHUA, YHLACHIHUKOM RPOCMABIACHICA OMMEMKQ
6o3jle ab3aua 0 HAIUYUU HPAGOMOYHI HA pewlu3auuI0 MaKux moeapos
(ebinoiinerue paﬁom OKazanue ycnyez). B cayuae ecau npu nocmagke
nPEONIAzaeMbIX YUACHILUKOM MOGAPOS (6LINOLHEH UL PABONT, OKA3AHUU yenyz) e
HCROJIB3YIOMCA MOGAPHbIE 3HAKYU U (11H) 3HAKU 00CIYICHBAHUA, PHACHIHUKOM
RpOCMAGAACMCA OMMEmMKa 60371e ab3aya o0 mom, HHO HpU NOCHIAGKE
HpeONazaemMblX YUACHHUKOM MOBAPo8 (6binoHeHUU pabom, OKA3QHUU YPClye)
MOGApHLIE 3HAKHU U (W1H) 3HAKU 00CTIYIHCUGAILUA HE UCROIbIYIOMICAL.




