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Veaxxaemsle rocroaa!

PVII «BEJI®APMAILIM», kak opraHu3aTtop Ipouenyp rocyaapCcTBEHHBIX

3aKyIIOK, B paMKaX HM3y4YeHHS KOHBIOHKTYPBI DBIHKA II0 MO3MIMAM IIPOLEAYPhI
3aKYTIKH W3 OJHOTO MCTOYHHKA ITOCJIE HECOCTOABLIEIOCs IEKTPOHHOIO ayKIHOHA
«24/66-1 HMMMyHoOHOIOTHYECKOE II€KapCTBEHHOE CpencTBO BakiuHa OpoTHB
BHpYCa MaliLIOMbI YeJ0BeKa (3aperucTpupoBaHHoe/ HesaperucTpuposanHoe JIC)»
IIPOCHUT COOOIIUTH O BO3MOXKHOCTH TIOCTABKH JIEKAPCTBEHHBIX CPEACTB Ha YCIOBUX,
yKkasaHHBIX B [Ipunosxenun Nel.

VYcnosus mpoBedeHHUs MPOIeayPhl 3aKyIKH CIEAYIOUHE.

Ilena Ha JIeKApCTBEHHOE CPEJCTBO MOXET OBITh BhipaxkeHa B BYN (s
pesunerroB PB), BYN, RUB, USD, EUR, CNY (yuis HepesuneHtos Pb) u He
IOJKHA MEHSITBCS B TEUEHUE CPOKA [TOCTaBKHU.

[Tpu aTOM pexoMeHIOBaHHAS BaliOTa ILIATeXa A pe3uIeHToB Poccuiickoi
®ejnepanuu — RUB, mns unaeix HepesuneHToB Pb (kpome pesupentos PO) — EUR.
B ciyyae, eciu BAIOTA [EeHBI OTIHYAETCS OT BaJIFOTHL [1ATEKa, TO OOMEH BaJIFOThI
LIEeHBI HA BATIOTY ILUTATEXd POU3BOJMTCS C UCIIONb30BAaHHEM BATIOTHO-0OMEHHOTO
Kypca, ycTaHoBIeHHoro O6aHkoM [TokymnaTels Ha gaTy HNpPOBEJIEHUS ILIaTekKa.

Komuu  [OKYMEHTOB,  HCIONHEHHBIX  HAa  HMHOCTPDAaHHOM  A3BIKE,
[IPEJICTABIISIIOTCSI C TIEPEBOIOM Ha PYCCKHI U (1K) 0eNOPyCCKHH A3BIKH.
VYyacTHUK JIOIDKeH T[IPENNIOKHUTh JIeKapCTBEHHOE CPEJACTBO  OJHOr0

TIPOU3BOAUTEIA.

B cnydae, eciu JeKapCTBEHHOE CPE/ICTBO SIBIISETCS 3aperUCTPUPOBAHHBIM B
Pecnybmuke bBenapych WIM 3aperHcTpUpOBaHHOE B paMKax EBpasuiickoro
SKOHOMHYECKOTO  CO03a,  KAuecTBO  IIOCTABIIIEMOr0  ToBapa  JOJDKHO
COOTBETCTBOBATh HOPMATHBHO-TEXHUYECKON JOKYMEHTALUH, 3aPETHCTPHPOBAHHON
B MunuctepctBe 3/paBooxpanenus Pecrrybnuxu benapycs.

JIOIyCKATCS K YYACTHIO B IPOLIE/Ype TOCYAapCTBEHHOM 3aKyIIKH:

JIeKapCTBEHHBIE CpPEACTBAa B YIAKOBKE C JU3aHHOM, OTJIHYHBIM OT
COIVIaCOBAaHHOr0 MUHHCTEPCTBOM 37paBooxpaHeHus PecnyOuuxu benapycs,



[POM3BEIEHHBIE IJIs1 POCCHHCKOIO pPhIHKA C IPHIIOKEHHEM K KaK[IOW yIIaKOBKE
WHCTPYKIIHH, COTJIIACOBAHHOM NpH perucrpaiuu B Pecrybiuke benapyce,

JIEKapCTBEHHBIE CPEACTBA, IIPOM3BEACHHBIE [ HWHBIX pPBIHKOB, MIPH
TIPE/IOCTABIICHUH PYCCKOA3BIYHON MHCTPYKIMH (COIrNacoBaHHOMN MPH PErHCTPAlUH
B Pecriybnuke benapych) mnst KaXIOH YIIAKOBKH IIOCTABIIAEMOIO JIEKAPCTBEHHOTO
CpelCTBa, JUls HCIONB30BaHMS HCKIOYUTENIEHO B YCIOBUAX CTallMOHapa, JHOO ¢
PYCCKOSI3BIYHBIM CTHKEPOM W C IIPENOCTAaBIEHMEM DPYCCKOA3BIYHOH HMHCTPYKIIHH
(cornmacoBaHHO# npu perucrpanuy B Pecmybnuxe benapyce) Amst Kax ol yITaKOBKH
MOCTABJISIEMOr0 JIGKAPCTBEHHOIO CPENCcTBa MJIA HCIOJL30BAHUS B YCIIOBHAX
cTalioHapa W pealu3alud uYepe3 alTeYHyH CeTh MPENIpHATHH CHCTEMbI
«Dapmans.

B  cayuae, ecnu K yuacmuio RpPeONONHCEHO 3APE2UCMPUPOSAILILOE
ACKAPCMGENHe CPeOCHG0 6 YRAKOBKE C OUIAUHOM O0JL UHBIX POIHKOG, YHACHIHUK
00/12iCeH  npedcmagumy  2apanmuinoe  RUCLMO 0  603MONCHOCHMU
nPeodOCMAasaeHUA HOJIHO20 NAKCMA 0OKYMEHIMO0E6 0J1A ROJLYHYeH U DA3PeUeHUA HA
peanuzayuio 6 Ousaiine YRaAKOGKU, OMIAUYHOM OM  COZNACOGANHOZ0
Munucmepcmeom 30pasooxpanenun Pecnyonuxu benapycs, 6 coomeemcmeuu ¢
sakonooamenvcmeom Pecnybnuxku Benapyce, 6 mom uucie xo0amaicmeo om
HPOU3COOUMENA AU 0EPIHCAMENS PEZUCMPAUUOHHOZO0 YOOCIMO8EPEH U

Takke [OMyCKalOTCA K YYacTHIO B IIpOLeaype 3aperMCTPUPOBAHHBIE
JMeKapCTBEeHHBIC  CpejcTBa € JU3aHOM  YIAKOBKM W HHCTPYKILMEH,
COOTBETCTBYIOIIMMH paHee COrNIaCOBAHHBIM IHM3aliHy ¥ MHCTPYKLMH, IIPU YCIIOBHH,
YTO JaHHBIE JIEKApPCTBEHHBIE CpeICcTBa IIPOM3BeAeHBl He nozjaHee 180 mmeit c
MOMEHTA YTBEPHKICHUS U3MECHEHUH.

B cayuae, eciu ywacmHuk npeonazaem K ROCHAGKE JIEKAPCHGEHHOE
cpedcmeo, HA Komopoe 3apezucHpupoCana npeoeibHAA OMNYCKHAA Uelda
HpOU3GOOUMENs, MO RPEONONCCHUE MAKOZ0 YUACHIHHKA He Moxcem ee
npegviiamy. Ilpednoxcenue yuacmuuka HA HOCMACKY JIEKAPCMGEHNO20
cpeocmea OMKIOHAEMCA, CCNH 3AKYHAEMOe IEKAPCMEEHHOE CPLOCHEO 6KLIOUEHO
6 nepeueHdb JeKapcmEeHHbIX NPenapamos, npeoeblble OMNYCKHblE UEHbI Ha
KOmopble ROONEHCAm pecucmpauii, Ho YeHa HQA NpeodsiodiceHHoe K HOCMAasKe
JAeKapcmeennoe  Cpeocmeo  He  3apezucmpuposana  (omcymcmeyemt 6
«locyoapcmeennom peecmpe npedeibHbIX OMAYCKHLIX UeH Npou3sodumeIteil Ha
JIEKApCMEeHHbIe CPedCniean).

JIns OLEHKHM COOTBETCTBUS IIPEAaracMoro JIEKapCTBEHHOIO CpelcTBa
TpeOOBaHMAM K M[peAMeTy TIOCYJapCTBEHHOM 3aKylKd OMHOBPEMEHHO C
[IPEJITOKEHHNEM IIPOCUM NPEACTABUTE PA3GEPHYHIOE ORUCANUE XAPAKMEPUCMUK
JACKAPCMBEHN020 CPEOCHEa — HHCMPYKUUIO RO MEQUYUHCKOMY NPUMEHEHUIO.

[TocTaBKa [OJDKHA OBITE OCYIIIECTBIICHA OHOM mapTucii B fexadpe 2024 rona-
sasape 2025 roaa.

JlekapcTBeHHBI mperapar JOJDKEH COOTBETCTBOBATL CICHYIOMINM
TpeOOBaHHU M.

1. OBIIME TPEBOBAHWS

1.1. JlexapctBeHHOE cpelcTBO- BakuuHa NpoTHB BUPYCa MAIMIIOMEI

yeJIoBeKa CYCIIeH3us il MHBeKIMH B/M, B mmpunax (¢rakonax) 0,5 mr (1



1033), IPUMEHSIOTCS ST UMMYHOIPO(UIAKTHKH HH(EKIUH, BBI3BAHHOM
BMPYCOM MAITM/UIOMBI 4YEJIOBEKa, y JeTeld B COOTBETCTBHH CO CPOKaMH
MpOBEACHHUS  TPOMUIAKTHYECKHX  NPHBMBOK W KOHTHMHICHTAaMH,
omnpeJeNeHHbIMU  HallMOHANBHEIM  KalleHJapeM  NpOQUIaKTHIeCKUX
IPUBHUBOK.

1.2. Konuuectso k 3aKkynke Ha 2024 roj 1o MO3HIMIM COCTABJISICT:

KonnyecTso K 3aKyIKe
Ilenesnie
TPy paciye MECTHEI
Ne ©opma Y ’ Kparnocts BBegetms MIIC JMKaHe |
HaumenonaHue KOTOPBIM . i
/i BRIy CKa LIeNeBEIM [PyNnnam BCETO K
noKa3ang P Gromxe
reepenue MJIC 7 T
CYCIeH3UA
Y S Hetu (nesouxm)
Bakuuna UHBLEKLHH e et
G R i JIET, B cooTBeTCTBRUH C
1 I:Tal'[HJTJ'[OEI{I —— o UHCTPYKLHUEH N0 61609 | 61609
HHIMBHAYaANBHO | MEIMLHHCKOMY MPHMEHEHHIO
qenopeka™ (chnarxanax) ﬂﬁ cxﬁae = ¥
0,5 M (1 '
nosa)*

[IpumeuaHnue:

*llOHYCKaGTC}'{ K 3aKVyIIKe JISKapCTBEHIIOC CPEICTBO, HC HUMEIOIICS rOC}’JI&pCTBeHH()ﬁ pErucTpalin
B Pecniybnuke benapyce.

| _ [locramoeneHwe Mupucrepersa 3npapooxpaHenust Pecnybnuku bemapyce ot 17.052018 r. Ne 42 «O

Npo(HIAKTHIECKHX MPUBHBKAXY (C H3MEHCHWAMH B PENAKUMKU NOCTAHOBNEHHA MUHUCTEPCTEA 31paBOOXPAHEHHA
PeciryGnuku Benapyes ot 01.07.2024 Ne 111).

2. JOIIOJIHUTEJIGHBIE YCIOBHA

2.1. BakuuHa IIpOTHB BHUpYyCa NAlXJUIOMBl YejOBEKa CYCIEH3Us s
UHbeKIHH B/M, B mmpunax (dnakonax) 0,5 ma (1 aosa) mocrapiasieTcs u
XpaHHUTCS MpH COOJIONEHUH YCIOBUN «XOJOMAOBOW LIEMH», YCTAHOBJIEHHBIX
[IPOM3BOIUTENEM K KOHKPETHBIM MpenapaTam.

Ofocunoeanue:  mpebosanue  Canwumapubix  nopm  u  npasun  «Canumapno-
nudemuonozudeckue mpeboBanUs K MPAHCROPMUPOGKE, XPAHEHUI0 U UCHOLb30GANUIO
UMMYHOBUONOSUYCCKUX JEKAPCMBEHIbLX CPEOCHE, NPOGEOCHUIO NPOGUAAKIMUMECKUX NPUCHGOK,
GOLIAGNEHUIO, PeSUCIPaYUN U pacciedosanuio nODOYHbIX peakyuil nocie NpoYuIaKmuyecKkux

NpuUBUBOK, ymeepicoentblx nocmanogienues Munucmepemsa 3dpasooxpanenus Pecnybiauxu
Benapyce om 2 dexabpsa 2013 2. Nel 4.

2.2. KouteliHepbl, B KOTOPbIX IIOCTaBIAIOTCS  JIEKApPCTBEHHOE
cpelcTBO —BaknuHa MpOTHB BHpPYyCa ManMJUIOMEl YeTOBEKa CYCIECH3HS IJLI
wubeKImit B/M, B mmpunax (pnakowax) 0,5 mn (1 mosa), ZOMKHBEI OBITH
00OpYIOBAHBLI TEPMOPETHCTPATOPaMH, MO3BOJIAIOLIMME KOHTPOIHPOBATDH
TeMIIepaTypy B KOHTEHHEpe U IPOBOIUTH OIEHKY €& COONIONEHHUS B TEUCHUE

BCEro Imepuoia TPaHCIIOPTUPOBKA.

O6ocnosanue:  mpebosanue  Canumapusix  Hopm  u  npasun  «Canumapho-
snudemuonozuseckue mpebosanus K MpancnopmuposKe, XPAHeHulo U UCNOAL30BAHUIO
UMMYHOBUONOZUNECKUX NeKAPCMGEHHbIX CPedCmE, NPOGEOeHUIo NPOPUIAKMULECKUX NPUBUBOK,
GHIAGNCHUIO, PESUCIPAYUY U PACCAEO08ANUIO NOBOYHLIX Peakyull nocie npoguiaKmuyeckux

NPUBUGOKY, YMGEPIICOeHHbIX nocmanoenenuem Munucmepemea 30pasooxpanenus Pecnybnuxu
Benapyce om 2 dexabpa 2013 2. Ne 114.



2.3. JlekapcTBeHHOE CpeJcTBO — BaklmHa MpoTHB BUpYyCa HaliIIOMEI
YesI0BEeKa CYCIEeH3Hs JUIS MHbeKIni B/M, B mnpunax (druakonax) 0,5 mur (1
1032), JOJDKHEI OBITH B (hOpMe CYCTIEH3UH /Il BHYTPUMBIIIIEYHOTO BBEACHHUS
B (hacoske BO ¢uiakoHe (B npeABapUTENLHO 3AI0THEHHOM IIIIPULIE).

2.4. JlekapcTBEHHOE CPeICTBO — BakIHHa IIPOTUB BUPYyCa MATHIOMBL
YyelloBeKa CyCMeH3us AT MHBeKUui B/M, B mnpunax (¢raaxonax) 0,5 mi (1
103a), JOJKHO CO/IepKaTh He MeHee 2 TUIIOB BUPYCOB MAIIUIUIOMBI YEJIOBEKA
(BIT4Y-16, BITY-18).

2.5. JlekapcTBeHHOe cpeacTBO — Bakiuna [IpoTHB BUPYCa MManHIIJIOME]
yeJloBeKa CyCreH3us sl MHbeKUui B/M, B mmpunax (¢urakonax) 0,5 mu (1
1o3a) JODKHO HMETh DPEXUM JO3MPOBAHMA JUIA  JIML  COIJIACHO
HanmonansHoMy KajleHaapro npouiakTHYeCKHX NPUBUBOK.

2.6. JlexapcTBeHHOE cpeAcTBO —BakiHa IpOTUB BUpYCa HAKUIITIOMBL
yeIoBeKa CYCIIeH3Hs JUIsl UHBEKIMI B/M, B mnpuuax (druakonax) 0,5 mur (1
03a) AO0JDKHA OBITH BKJIFOUEHA B IepeyeHb JIeKapCTBEHHBIX IIperapaTos,
I POIIEAIINX MpeKBaTU(DUKAIIINIO BeemupHoii OpraHu3alu
31paBOOXPAHEHHUS;

277, Jlngd OpUCYXISHHS KOHTpakTa Ha 3aKyINKy JIEKapCTBEHHOTO
cpencTBa BaknuHa mpoTHB BHpyca ManmuIOMbl YeNOBEKa CYCHEH3Us IS
HHBEeKIHK B/M, B mmpunax (dmakonax) 0,5 mn (1 pgosza) Oyayr
HCIOJIE30BATECS CIEAYIONINe KPUTEPUU:

-COOTBETCTBUE MPeIIOKEHUHA TpeOOBaHHUAM 3asBKH HA 3aKyTIKY,

-BO3MOJKHOCTB [IOCTaBKH B COOTBETCTBUH C I'Pa)MKOM IMOCTABOK,

-HaMEHbIIas [eHa.

2.8. OcTaTouHbIi CPOK FOJAHOCTH JIEKAPCTBEHHOTO cpeacTBa BakiuHa
[POTUB BHpYyca MaNMUIOMBl UEJIOBEKa CYCIEH3MS AN UHBEKUUH B/M, B
rmpuuax (gurakonax) 0,5 mit (1 1o3a) Ha AaTy NOCTaBKH JIOJKEH ObITh:

-He Menee 70 % OT yCTaHOBIEHHOrO MpPOMU3BOJMTENEM HAa JHaTy

IIOCTaBKH, IIPH CPOKe FOJIHOCTH JIBA roJla U MEHee,

-He MeHee 50 % OT YCTAaHOBJEHHOrO IPOU3BOJAUTENIEM Ha JaTy

IIOCTABKH, IIPH CPOKe FOAHOCTH Oonee ABYX JET,

-menee 50 %, Ho He meHee 30 % OT yCTaHOBIIEHHOIO MPOU3BOAUTENIEM

Ha JIaTy IIOCTaBKM Ha 00BEM, HE IPEBBIIIAIIINANA KBAPTATbHYIO

OTPeOHOCTE, IO CHIDKEHHOU IeHe, IIPU CPOKe IOJHOCTH Ooyee IBYX

TIET.

B ciydae, ecnid NeKapcTBEHHOE CPEACTBO HE 3aperucTpPHpPOBAHO B
Pecmy6nuke Benapych, B CBOEM MPEIOKEHAHN YIACTHHKH JOTIONTHUTETBHO TOJDKHEI
MPENCTABHUTE:

1. Kormmn 0ofiHOro W3 CIEAYIOUIMX TOKYMEHTOB C IEPEBOJIOM HA PYCCKUil
(beIopyCCKHIA) A3BIK:

1.1. rpadudeckoe nzobpaxceHue dKpaHa (CKPHHILOT)

MHTEPHET - CTPAHUIIBI, pacredaTka ¢ 3JeKTPOHHOH 6a3bl, MOATBEPIKAAIOIINE
perucTparuio, Tub0 KOIUs JOKYMEHTa O PETHCTPaLMH JIEKAPCTBEHHOTO Mperapara




- cepTU(HUKaT (papManeBTHIECKOro npoaykra (nanee - CPP), uiu perucrpalioHHOe
yjocToBepeHue, niu free sale ceprudukar (ceprudurar Ha cBOOOAHYIO IPONAKY )
- B OJHOM H3 cieayrommx rocyaapcts (Ascrpammiickuit Coro3, CoequHEHHBIE
[IItarel Amepuxu, Kanana, [sefirtapckas Kondenepammst, Snonus, Apctpuiickas
Pecriybnuka, Coegunennoe KoponescrBo BenukoOputanun u  CeBepHoit
Wpnaupuu, @DeneparusHas Pecrnybnuka I'epmanums, KopomnesctBo J[anus,
Koponesctso Hunepnannos, Koponercrso Illsenums, Mcnanwms, [lopryraneckas
PecnyOmuka), a Take SmPC (summary of product characteristics - obmas
XapaKTePUCTHKa JIEKapCTBEHHOro Ipernapara) JHMO0 pasBepHyTOe OIIHCAaHHe
XapaKTepUCTHK IMpenfaraeMoro K 3aKylKe JIeKapcTBEHHOrO [penapara -
HHCTPYKUMIO 110 MEJUIMHCKOMY TpHMEHEHHIO, BBIOaHHBIE M1 CTPaHBL,
perucTpalys B KOTOpPO [IOTBEPIKIEeHa;

1.2. rpaduueckoe uzo0paxkeHne sKpaHa (CKPUHINOT) HHTEPHET - CTPaHHIIBI
Espormefickoro areHTCTBa JIeKapCTBEHHBIX IpernaparoB Jubo pacredarka ¢
JJIEKTPOHHO# 0a3pl EBporefickoro areHTCTBa JIEKapCTBEHHBIX IIpernapaTtoB JHOO
KOIHS JIOKYMEHTa, BBIIAHHOrO EBpONEHCKMM areHTCTBOM JIEKapCTBEHHBIX
npenaparos (EAJIIL, anrn. European Medicines Agency (EMA)) no pesynsratam
HEHTPaIM30BaHHOM npoueayps! peructpanui - Certificate of a Medicinal Product,
a raxke SmPC (summary of product characteristics — obmast xapakrepHcTHKa
JeKapcTBeHHOro Tpernapara), BeimanHoe EAJILL, nubo pasBepHyTOe omHcaHHe
XapaKTEepPUCTHK Ipe;iaraéMoro K 3aKylke JIeKapcTBEeHHOIo IIperapara —
HUHCTPYKIMIO TI0 MEAUIIMHCKOMY IPUMEHEHHUIO;

1.3. rpadudeckoe H300pakeHHEe 3KpaHa (CKPHHILOT) WHTEPHET-CTPAHHUIIBI
Bceemupnoit Opranmzamuu 3apaBooxpanenus (namee — BO3) (agpec B cern
uHTEepHET  https://extranet.who.int/prequal/content/prequalified-lists/medicines),

MOATBEePIKIAOIIEe, 4TO npeaiaraeMblid JIeKapCTBEHHBIH npenapar
npexsanrduirpoan BO3, a taroke SmPC (summary of product
characteristics - o0imas XxapakTepHCTHKa JIEKapCTBEHHOTO Iperapara),

BBIJIAHHAS PETYISITOPHBIM OPraHOM CTpPaHEL [IPOU3BOICTBA TAKOI'O JIEKAPCTBEHHOI'O
mperapara, 1M00 pa3BepHyTOe ONHCAHKE XapaKTEPUCTHK IIPeIaraeéMoro K 3aKyIke
JIEKAPCTBEHHOTO MPEapaTa — MHCTPYKLHMIO 10 MEAULMHCKOMY IIPHMEHEHHIO;

1.4. mokyMeHT (MHCHMO TPOU3BOAUTENS M KOMNMS PErUCTPALMOHHOIO
yIOCTOBEpeHuUsl, JIeHCTBYIONEero paHee Ha Teppuropuu Pecmybnuku bemapyce),
IIOATBEPKIAFOIIUH, UTO:

mpeamnojaraeMelii K [IOCTaBKe — JIGKAPCTBEHHBIH — mpemnapar  ObLI
3aperucTpupoBaH Ha Tepputopuu Pecnybnmku bemapycs;

CPOK NeHWCTBUSA PErHMCTPALMOHHOrO yJ0CTOBEPEHUS Ha HETO UCTEK HE paHee,
yem 3a 4 (YeTwlpe) ToJa JO KCTEUEHHs CpOKa [ [OATOTOBKH H IOJA4H
TPeIJI0KEHUH.

Taxxke pomxua 6piTh npeactaBneHa SmPC  (summary of product
characteristics - o0mas xapakTepHCTHKa JEKapCTBEHHOro Ipenapara), Judo
pa3BepHyTOe ONUMCAaHHE XapaKTEPUCTHK MPE/UTaraeMoro K 3aKyIKe IeKapcTBEHHOTO
nperapara - HHCTpyKIH 10 MEAUUMHCKOMY IIPUMEHEHHUIO, BhIIAHHAS [Isl CTPaHbI-
TTPOU3BO/IMTENS.



TpeOoBaHUs  HACTOSALIErOo  IIOAINYHKTA HE  paclpOCTPaHAIOTCA  Ha
JIeKapCTBEHHBIE [IpenapaThl: |

perHucTpaoHHbe YIOCTOBEPEHUs, Ha KOTOpEIE OBLIH NPHOCTAHOBIIEHEI B
CBSA3U ¢ HeOIarompuaTHEIM MpoduieM 6e30MacHOCTH JeKapCTBEHHOTO Mperapara;

PErMCTpalMOHHbIE YIOCTOBEPEHHS, Ha KOTOpBle OBIIH NMPHOCTAHOBJIEHH! IO
youiraTuBe MUHHCTEPCTBA 3apaBooxpanenus Pecnybnuku bemapycs;

10 KOTOPBIM BO BpeMst oOpalieHus JeKapcTBEHHOTO Npenapara Ha PhIHKE IIpH
IIPOBENEHUN KOHTPOJISL KadecTBa OBLIM BbIABICHBI HECOOTBETCTBUS TpeOOBaHUAM
HOPMAaTHBHOI'O JOKYMEHTA 110 Ka4eCTBY IIPOU3BOIUTEIS;

B TOCYIapCTBEHHON perucTpaiuu (nepeperucTpalyu, ITOATBEPIKIEHUH
perucTpanyi) KOTOPhIX OBIIO OTKA3aHo.

P Kormus noxyMeHTa, yJI0CTOREPSIIOIIEro MPOU3BOACTBO
JIeKapCTBEHHOTO TIpemnapata B yciaoBusax Haanexanieidh nOpoM3BOACTBEHHOMN
npaktukd (GMP), ecin B mpejcTaBlIeHHOM PErHCTPAllHOHHOM YIOCTOBEPEHHH,
aubo  ceprudukare Ha  cBOOOAHYI0O — Ipodaxy, Jubo  cepruukare
(hapMaleBTHIECKOro IPOAYKTAa OTCYTCTBYIOT CBEIEHHS O [IepHONUYECKOH
poBepKe MPOM3BOJCTBA JIEKAPCTBEHHOrO Ipenapara (JIeKapcTBEHHOH (OpPMBI)
YIOOJHOMOYEHHBIM OpPraHOM  CTPaHbl MPOU3BOJUTENS Ha  COOTBETCTBHE
TpeboBanusiM Hannexaineil npou3BOJCTBEHHON MpakTHKH. B KkadecTBe Takoro
JNOKyMeHTa MoXeT ObITh mpepcTaBieH: ceptuduxkar GMP, mubo rpaduueckoe
n3obpakeHue 9KpaHa (CKPHHILOT) ¢ 3JIeKTpoHHOH ©0asel  EudraGMDP
ceptudukaros GMP, nubo pacrnedaTka ¢ 3IEKTPOHHOM 0a3bl YIIOJHOMOYEHHOI'O
opraHa CTpaHbl IPOM3BOJCTBA JIEKAPCTBEHHOIO IMperapara. lIpeacTaBiieHHBIE
JIOKYMEHTBl JOJDKHEI COACPKATh [IOJHYK HH(QOPMAIHUI0 © IIPOU3BOJUTENE
JIEKapCTBEHHOI'O IMpernapaTa, B TOM 4YHCJIE OCYLIECTBIAIOILEM IIPOM3BOACTBO
rOTOBOM JIeKapCTBEeHHOH (hopMBI, pacoBKy M (MIIH) YIIAKOBKY, KOHTPOJb KauecTBa,
W HWHBIX YyYacTHHKAX IIPOM3BOACTBA M KOHTPOJS KayecTBa JIEKapCTBEHHOI'O
mpenapara. ,

3.'apaHTHifHBIC THCHhMa YYACTHUKA C IEPEBOJIOM HA pyccKuit (Oenopycckuit)
A3BIK:

0 cOOJIIOJIEHHH YCIOBHH XpaHEeHWs M TPAHCIOPTUPOBKH JIEKAPCTBEHHOI'O
rpernapara;

0 TIPeOCTABIIEHUH MMPHU MMOCTaBKe IEKapCTBEHHOTO Mpenapara HHQopMaluu
OT IMPOU3BOIUTENIS O TOM, YTO AAaHHAs CEpUsl YK€ NMPUMEHSETCS HA PBIHKE, JJIA
KOTOPOTO IIPOH3BEJeHa, W He HMeeT IpeTeH3Wd II0 KadecTBy, JMOO YTO B
Pecnybinky benapyck ocylecTBsieTcsl TOCTaBKa HOBOHM CEpHM JIEKAPCTBEHHOIO
mpernapaTa, OCHOBHAS 4acTh KOTOPOH 3alllaHMpoBaHa K ITOCTaBKE Ha PBIHOK, sl
KOTOpOro mpomusBeneHa. [Ipu 3ToM NpOU3BOAMTENL B Cllydae, €ClU B IpoLecce
oOpallleHust [JaHHas cepus JIEKapCTBEHHOTo IIpemapara Oy[eT IIpH3HAHA
HEeKa4YeCTBeHHOH, 00s3yeTcss mnpouHpopMUpoOBaTE 00 3ToM MHUHHCTEpPCTBO
3apaBooxpanenus Pecrryonuku benapycs;

0 MPEIOCTABICHHHM K KaXJOH yIIakoBKe NEpPeBOJa MHCTPYKIHU HA PYCCKHH
S3BIK U (MITH) OEOpYCCKUM S3bIK U TpebyemMoe KOIMYeCTBO CTHKEpOB (B cllydae
HeoOXOMMMOCTH) TMPH TOCTaBKE HE3aPETrMCTPHPOBAHHOIO  JIEKAPCTBEHHOIO
rpenapara;



O BO3MOXXHOCTH MPEIOCTaBIIEHHs [IOJHOTO [1aKeTa JIOKYMEHTOB [UIsi
IOJIYUEHHUs] pa3pelleHdss Ha BBO3 HE3aPErHCTPHPOBAHHOIO JIEKAPCTBEHHOIO
Ipernapara B COOTBETCTBHH C 3aKOHOJaTesIbcTBOM PecryOnuku benapycs.

[Ipy coBMecTHOM y4acTMH B TpOLEAype TOCYyJapCTBEHHOH 3aKyIIKH
HEeCKOJBKMX KOMIIAHHM B CIydasX, YCTaHOBJICHHBEIX 3aKOHOIATEJIBHBIMH aKTaMu
Pecrrybnuxu benapych, NpeqoOCTABUTE CO21AMEHUE 0 COBMECHIHOM YHACHIUU 6
npouedype 20cyoapcmeeHHol 3aKynKu, onpedenaiowee npasa, 00azaniocmu u
OMBEHICIEEHHOCHL I0pUOUdecKux U (unu) usuueckux auy, ¢ mom Hucie
UHOUGUOYAIbHBIX HPEORPUHUMAMENel, ACNAIOUWUXCA CHIOPDOHAMU HIAKOZ0
coznlauieHus, B TOM YHCIle TI0 BOMpPOCAM pealH3alMi HX MOJHOMOYMH B XOIe
MIpOBEJeHUsT MpOLCAYPhl TIOCYHApCTBEHHOM  3aKyIKH, IIPefyCMOTPEHHBIX
3aKOHOJIaTeIECTBOM O TOCYZapCTBEHHBIX 3aKyIKax.

HMupie TpeGoRaHMs NMPOLEAYPBl 3aKyIIKH, B TOM YHCIIE YCIIOBMs [IOCTaBKH H
ornaTel W3noxeHs! B [Ipunoxxernuu Nel.

B caydae BpIGOpa Bac B KayecTBe NOCTABIHKA BMecTe ¢ MOANHCAHHBIM
KOHTPaKTOM He00XoauMo OyaeT NpeaAcTaABHTh JOKYMEHTBI COIIACHO NepeYyHIo,
ykazanuomy B [lpusnosxennn Ne3.

JlomonuutensHo BaM HeoOX0AMMO 03HAKOMHTECS € ITPOEKTOM KOHTpaKTa Ha
MIOCTaBKY  JIEKAPCTBEHHBIX  CPEACTB, pa3MelléHHeiM Ha  caiite  PVII
«BEJIOAPMAIISy  (http://www.pharma.by/) B pasmene «3axkynku JIC -
JoTOBOpPEI W KOHTPAKTHl LEHTPAIM30BAaHHBIX MPOUEAYP 3aKYMOK», KOTOPBIH
MOJICIKUT MOAITHCAHHUIO C TIPEANPUATHAAMH CHCTEMBI «PapManusy» o pe3yabTraTaM
[IeHTPaIN30BaHHON MPOLeAyPHl 3aKyIIKH.

Cgenenust o 3akazqukax npejactapieHsl B [Ipunoxenun Ne2.

[IpocuM HampaBUTh MPEAJOKEHHME HA MOCTABKY JIEKAPCTBEHHBIX CPENCTB C
yKa3aHUEM:

- TOpProBOr0 HAaWMEHOBaHWs, (OPMBI BBIMYCKa, MO3UPOBKY, (HACOBKH
JIEKApPCTBEHHOIO CpENCTBA B COOTBETCTBUHM C [ 'OCYNAapCTBEHHBIM PEECTPOM
JeKapcTBEHHBIX cpejcTB PecnyOnuku bemapyck wnn B cooTBeTcTBHH ¢ Enunbiv
peecTpoM  3apEerMCTPUPOBAHHBIX  JIGKAPCTBEHHBIX  CpejCcTB  EBpasuiickoro
SKOHOMHUYECKOTO COH032;

- IPOU3BOUTENS (IPOU3BOANTENEH BCeX ATAMOB IIPOU3BOICTRA);

- KOJIMYECTBa, UeHb! (18 pe3uieHToB — LeHbl 0e3 yuera HJIC, obmieil neHsl
33 MO3HUIMIO — ¢ yueToMm U 6e3 yuera HJIC);

- CpOKa rOTHOCTH HAa MOMEHT ITOCTABKH.

OtBeT mpocuM Aath B cpok jno 07.01.2025 r. po 11.00 mo 31eKTpoHHOMY
anpecy bakun@pharma.by u(unn) Ha daxc 242-25-26, a Takxe B MHOH (opme.

B cnyuae omcymemeus omeema Hna 3anpoc 8 YKA3AHHbIL CPOK, KOMUCCUA
nepexooum K paccMOmpenuro no3uyuu 6e3 8auiezo npeonodiCceHus.

buarosapum 3a cOTpy ATHHYECTBO.

I'enepanbHBIi TUPEKTOP C.B. Jlutomm

Bakyn 242-16-47
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[Tpunoxenue No3

TpebGoBanusi K y4YacTHHKAM, JOKYMEHTbI H (H/JIH) CBeJEeHHS JJIs
NpoBepKH TPeOOBAHHI K YYACTHHKAM NPH NPOBEACHHH NPOLCAYPbI
rocyapcTBEHHOIH 3aKyNKH H3 0IHOI0 HCTOYHHKA

Ilpu mpoBemeHUM TMPOLEAYPHl TOCYJAApPCTBEHHOH 3aKyNKM K Y4YaCTHHKAM
IPeIBABISIOTCS CIIeXYyOLHe TpeOOoBaHUA:

1. cooTrBercTBHEe TpeOOBAHWSAM, YCTAHOBIEHHBIM 3aKOHOJATEIBCTBOM K
IOPHIMYECKOMY WIH (U3UYeCKOMY IJIMIly, B TOM YHCIIeé HHIHBHIYaJILHOMY
IpeANpPUHHIMATEIFO, OCYIIECTBIIOMEMY IOCTaBKY TOBApOB (BBINONHEHHE PaboT,
OKa3aHWe YCIyr), SBIAIONIMXCS [PEeIMETOM TOCYIapCTBEHHOH 3aKyIKH.
CooTBeTCTBHE JaHHOMY TPpeOOBAHUIO IIOATBEPXKIAETCS IPEIOCTABIEHHEM:

(P pasperieHus (TMLEeH3HH ) Ha OCYIIECTBIIEHUE NEeATeNbHOCTH
(bapmatieBTiyecKofl IEATENBPHOCTH) [0 IIPOM3BOJCTBY WIH THCTPHOBIOIMAH™
IEKApCTBEHHBIX CPEJICTB, BHIAaHHOE YIONHOMOYEHHBIM OPraHOM  CTpaHbI
y4qacTHHKa. ™ *

B cinyyae, ecnw K IIOCTaBKe MpEANaraeTcsi HApKOTMYECKOe CpPEJCTBO HIIH
[ICUXOTPOIIHOE  BEIECTBO, YYACTHMK 00s3aH TPENOCTaBUTH  pa3pelICHUE
(JIMIEH3HI0) Ha JIesITeNbHOCTD, CBSI3aHHYIO ¢ 000DOTOM HAPKOTHUHYECKHX CPENCTB,
[ICUXOTPOIHBIX BEIIECTR M UX IIPEKYPCOPOB;

*oucmpubvioyua-  0eamenbHOCH1b, ceA3anHas ¢ 3AKYNKOU  (3AKYHOM,
npuobpemenuem), Xpavenuem, 68030M (UMHOPMOM), 6bI8O30OM (IKCHOPMOM),
peanuzayuerl (3a UCKIIOYEHUEM Ppeanus3ayuu naceienuio) bes ozpanudenus 06vemos
U MPAHCNOPMUPOBKOTL NEKAPCIMBEHHBIX CPEOCME;

** Pesudenmut Pecnybnuxu bernapyco u Poccuiickoti @edepayuu npedocmasiiom
KONWIO paspeuwienus (MuyeHsuu) Ha apmMayesmuieckyio O0esmenbHoCms Wil
gutnucky u3z Eounozo peecmpa nuyensuil, OeUCMEYIOWe20 HA mMeppumopuu
Pecnybnuxu Benapycw unu coomeemcemeenno Poccuiickot @edepayuu,

1.2. OOKyMEeHTa, NOATBEPXJAOIINA pPETHCTPALMIO YY4CTHHKA B CTpaHe ero
MTPOUCXOXKICHUA:

a) CBHJETENECTBA O PErHCTPALK YYaCTHMKA MO0 BBIMIMCKY M3 TOPrOBOTO peecTpa
CTpaHbl PErHCTPAllMH YYacTHUKA (MUl Pe3HIEeHTOB CTpaH-4l1eHoB Epasuiickoro
SKOHOMHYECKOTO COH03a);

0) BBINMCKM M3 TOPrOBOIO PeecTpa CTPaHbl DPErMcTpallMM YY4aCTHHKA (Jfs
Hepe3UAECHTOB CTpaH-wieHOB EBpa3niickoro SKOHOMHYECKOI0 COI034).

BhIIMCcKa U3 TOPrOBOTO PEECTpa CTPaHBI PerHCTPAllHM YHacTHHMKA AODKHA OBITh
BLIJlaHA He paHee, 4yeM 3a 12 (IBeHanUaTh) MecALEB A0 MOANKUCAHMs JOroBopa Mo
IpoLeAype 3aKyIKHA U3 OJHOI0 HCTOYHHKA,

2. COOTBETCTBHE TpeOOBAaHMAM YCTAHOBICHHBIM IyHKTOM 2 cTaThd 16 3axoHa
Pecnyonuku benapycs ot 13.07.2012 Ne 419-3 "O rocynapcTBEHHBIX 3aKyIIKax
tToBapoB (pabot, ycuyr)" ¥ JONONHUTENbHBIM TPeOOBaHUSM, YCTAHOBICHHBIM
nysktoMm 1.7 Tloctamosinenmss Cosera Munucrpos Pecrmybmuku bemapyce ot
15.06.2019 N 395 (pen. ot 23.05.2024) "O peanuszauum 3akoHa Pecirybmuku
Benapych "O BHECEHUH U3MECHEHUH W jonoyHeHuH B 3akoH Pecybnuku benapych
"O rocymapcTBEHHBIX 3aKymKax ToBapoB (pabot, yciyr)"'. CooTBeTCTBHE HaHHBIM



TpeGoBaHreM TMOATBEpXKIaeTCs 3asBneHHeM Ho ¢opme [lpunoxenus 4, ngara
IO IITHCAHHUS 3agBACHMS JIOJDKHA OBITh HE paHee 4eM 3a IISTh pabounx JHEeH 10 JaThl
3aKJIIOYEHHMs] JIOTOBOPa MNpH IPOBENEHHM IIPOLEAYpPHl 3aKyIKd U3 OJIHOTO
HCTOYHMKA);

3. OTCYTCTBHE Y IOPHANYECKOrO JHUIA MM MHIUBHIYAJILHOTO NPEANpUHUMATENs
3aI0JKEHHOCTH IT0 yILIATe HAIOrOB, cOOpPOB (IIOLIHH), TIEHEH, a TAKKe OTCYTCTBHE
Y IOPUAMYECKOTO JIMIA HIH HHIMBM/YalBHOTO IPEANPHHAMATENS, ABJIAIOIIAXCS
Pe3UICHTAMM, 3aJO0JDKEHHOCTH M0 yIIaTe O0s3aTeNBHBIX CTPaXOBBIX B3HOCOB B
GrOMKeT ToCyJapCTBeHHOro BHeOMKeTHOro Gonjga COUMANBHOM 3aIIHTHI
Hacenednsa Pecnybauku Bemapycs. Jannoe TpeboBanue He paclpocTpaHieTcsa Ha
FOPHIMYECKOE JIUII0, B OTHOLICHHH KOTOPOro BO30YK/IEHO IIPOM3BOACTRO IT0 JENTy O
HECOCTOATENBHOCTH, a TakKe Ha IOpPHAMYECKOe JIMUO WIM HHAWBHIYAJIBHOTO
IpeIpUHAMATENS, B OTHOIIEHHH KOTOPBIX HA [ary [OAa4d NPEINoXKeHHd B
ycraHOBIeHHOM  HanoroBelM — KojekcoM Pecmybnukn  benapycs, — HHBIMH
33KOHO/IATeIFHBEIMU aKTAMM [TOPSIKE IIPEAOCTABIEHEl OTCPOYKa M (KITH) paccpoyKa
IIO YILIATE HAJIOIrOB, cGOPOB (IOLUIMH), TTIeHeH, 0043aTeNIbHBIX CTPAXOBBIX B3HOCOB
B OIOMKET TOCYIAapCTBEHHOTO BHEOIOKeTHOTO (OHAA COINMWATBHOH 3aIUTHL
Hacesnenust Pecnybmukud benapych, 4YTO IOATBEPXKIAETCA COOTBETCTBYHOIIHMM
3asBICHUEM ydJacTHHka. JIJis Hemell HacTosIIero 3aKkoHa TePMUH "PE3UEHT" UMeeT
3HAYEHHWe, OMpeeleHHOe YACTBIO IepBoil moamyHkTa 1.11 nyHkTta 1 cTathu
1 3akona Pecny6nuku Bemapycs or 22 mioms 2003 r. N 226-3 "O panmroTHOM
peryivpoBaHHU U BaJIOTHOM KOHTpOJIEC".

CootBercTBHe TpeOOBaHUAM JAHHOTO IIYHKTa I10/ITBEPIKIAeTC:

- B OTHOIIEHMH YYAaCTHHKOB, SIBILIOIIMXCSI PE3UOEHTaMHM, - TYTeM I[IPOBEPKH
3aKA3YMKOM (OPraHM3aTOpPOM) TAKUX CBEICHUH Yepe3 OQUIMATLHBIE CAHTHI
MuHKCcTepCeTBa MO HamoraM H cbopam, @oHOa COUUATLHON 3alUTHl HACETCHMS
MUHHCTEPCTBA TPYAA U COLMAIBHOM 3alIUThl B TIIOOANBHON KOMITLIOTEPHOH CeTH
MHTepHET Ha MEPBOE YHCIO MecAld, B KOTOPOM OCYIHIECTBIAETCS PacCMOTPEHHE
[IPEJIOKEHHA, a B Cllydyae OTCYTCTBHA vu(opMaluu Ha yKd3aHHYI0 JaTy - Ha
IepBOE YKCIO MECANa, NPeIIIeCTBYIOUIEro Mecsiy, B KOTOPOM OCYLIECTBIIAETCS
pPacCMOTPEHHUE NPE/TOKEHHUS;

- y4AaCTHHKAMHU, HE ABJISIONIAMICS PE3UACHTAMH, - OOKYMeHmOoM 00 omcynmcmeuu
3adonyicennocmy O YIUIaTe HAIOTOB, cOOpoOB (IOLIIHH), [EHEH, BBINAHHBIM
YOOJHOMOYEHHBIMYA OpraHaMK B COOTBETCTBUHM C 3aKOHOMATE/CTBOM CTPAaHEL
PE3UIEHTOM KOTOPOH SBIAETCS YYACTHUK, HA MOCIENHIOIO OTYETHYIO ATy,
NPENIIECTBYIONIYIO AHIO IIOJaud TNPEINIOKEHUS, W 3AAGNCHUEM C yKA3AHUEM
ROCECOHEH OMYEmILOE 0ambl.

VYacTHHKH, HE SBISIOMIHECS PE3UJEHTAMH, [OJDKHBI TIPETOCTABUTH
JNOKYMEHTEL ¢ yderoMm crenytoumeil uwnpopmanmn. Obpawaem Humauue, 4mo
dokymenm 06 omcymcmeuu 3a00I%CEHHOCMU NO  ynaame HAiozos, c¢bopos
(nowwtun), nemeit dondcen bvimb 8bL0QH UMENIO YHOTHOMOUEHHbIM OP2AHOM 6
COOMEEmMcmeny ¢ 3aKOHOOAMENLCIEOM  CIMPAHbI,  PE3UOEHMOM — KOMOPOU
ABNLEMCA YIACTIHUK.

Ipu o>mom 3axon Pecnybnuxu benapycy om 13.07.2012 Ne 419-3 «O
20CyOapCMEeHHbIX 3aKynKax moeapoeé (pabom, ycnyz)» ne onpedeisem oamy,



xomopas 0aa moz2o nubo uHozo zocydapcmea aeniemces omuemnoun oamou. Taxas
OMUCIMHAA 0AMA YKA3bIBAECS YUACHHUKOM 8 COOMBEMCMEYIOeM 30A8IEHUU.

Kpome mozo, Hopma «H@ ROCAEOHIOI0 OMYEmHYI0 OQmY, RPEeQUIECIEYIOULYI0
OHIO RHOOAUU RNPEONOMNCEHUA)» 2080pUM O MOM, UMO uUMeem 3HAYeHUe
HenocpedcmeeHHo 0ama nooauu npedloMHceH us.

Yuacmnux npu nodaue npeonodicens camocmoamensio onpeoeiiem, Ko2oa
U HA KAKYIO OomuemHylo oamy nooasamv 30A61eHue OA%  BblNOAHEHUS
VCMAHOBLEHHBIX 3aKOHO0amenscmeom mpeboeanuii k ywacmuuxam. Jokymenm 06
OMCYMCMGUU 3A00IHCCHHOCMU NO yniame Hano2o08, cbopoe (nownui), nenetl
00.J12iceH Bvimb npedocmasnes Ha my 0amy, KOmopaa dbL1a YKA3ana 6 3a161eHuu
8 Kauecmee NOCAeOHel OMYEMHOLL.

Bce KonuMd OOKYMEHTOB, MCIOJHEHHBIX Ha MHOCTPAaHHOM  A3BIKE,
IIPEJICTABIISIFOTCS C IIEPEBOJIOM Ha PYCCKHI M (MiH) OenopyCCKHM SI3BIKH.

TaioKke y4acTHHK JIOJDKEH HPEJCTABUTH 3asBleHHe 110 Gopme, yKazaHHOH

HIDKE.

1N



ITpunoxenue Ne 4

brank opranus3aluy

«__» 20
(dama nodzomosku 3as6ieHwI)

3AABJIIEHHE

leECTHHI{ 3afABIIAET, (HAUMEHOBAHHC OPraHH3aLIHIg,
El.lll! HYCCKOro THUA, B TOM YHCTE HIIHDHIY ATEHOrQ J'lpe)'l.l'l[ﬂmllkh'l'l'eﬂﬂ)

YTO COOTBETCTBYET TPeOOBAHMIM, YCTAHOBIIGHHBIM 203aLaMH NATHIM—IIECTHIM, BOCEMbIM- YeTBIPHAAUATEIM MMYHKTA
2 ctathu 16 3akona Pecnybnuku Benapyes ot 13 momst 2012 roga «O rocymapcTBeHHbIX 3aKyIIKax ToBapoe (pador,
YCIYr)», @ UMEHHO:
l. ;opuanveckoe MM QU3MYecKkoe THLO, B TOM YHCHE HHIHBHAYANLHE NpeANpHHUMATENL, HE JOMDKHO OBITE
BK/IIOYEHO B CMTUCOK MOCTABIIMKOR (NOAPHIYHKOB, UCIOJIHKUTENEH), BpEMEHHO HE AOIYCKAEMBIX K YUACTHIO
B NIpOLielypax rocyNapcTBEHHEIX 3aKyNOK Ha ATy MOANUCAHUA 3aABJIEHUS,

2. opuauyeckoe WA (U3MYECKOE NULO, B TOM YHCIC MHAMBHIYAIBHBIH HpEONPHHHAMATENbL C YYETOM
nonoxeHHil cratbd 16-1 3axkoua PecnyOnuku Benapycs ot 13.07.2012 Ne 419-3 "O rocynapcTBeHHBIX 3aKYIIKax
TOBapoOB (paboT, yeayr)", He NOMKHO OBITh a{UNIHPORAHO C 3aKA3UMKOM, OPTaHH3ATOPOM;

3. IOpHOMYECKOE WNH {H3MYECKOoe MU, B TOM UMCNE WHAMBUAYaIbHBIH NpeAnpHHUMATENb, PabOTHHK
(paGOTHUKH) TAKMX HIOPHIMYECKOTO IMLA WIM HMHAMBHIYaNnkHOTO NPEANPUHUMATCIA HE JO/KHEL OKA3bIBATH
3aKa34MKy (OpraHM3aTOpy) YCIYTU MO OPraHM3alMH H MPOBENEHHIO NMPOUEAYPbl IOCYNAPCTBEHHON 3aKYIIKH, B TOM
YHC/e KOHCYJIBTHPOBALNIO, a Take (JOPMUPOBAHIIO TpeOOBAHUIH K MpeJMeTy rocyIapCTBeHHOH 3aKyIIKH H (HIH)
TIOJIFOTORKE 3aKNIOYEHHS 10 PACCMOTPEHUIO, OLEHKE M CPABHEHHIO NIPELUIOKEHHI,

4. OpHIMYECKOE JHUQ HIH HHAMBHUAYAJbHEIH DNpPEANPUHUMATEN: HE JO/UKHBI SBIATECA 32KASUHKOM
(opraHu3aTopoM) MPOBOAKUMOIL MpOLEAY Pl FOCYJAPCTREHHOM 3aKyNKH;

5. du3yHecKoe JMIO He NOMKHO ABNATHCSA paOOTHHKOM 3aKazyMKa (OpraHu3aTopa), 3a HCKIIOYeHHeM
[pOBENEeHHA MPOLSIYPHl 3aKYNKH H3 OJHOTO MCTOYHHMKA ¥ (PUIHHECKHMX JMIL, HE ABASIOUMXCA HHAMBHIYATLHBIMH
HpeANpHHAMATENAMY;

6. IOpUIHHECKOe JIMIO He MODKHO HAXOMMThCA B MPOLIECCE JMKBHAALIMH, PEOPTAHM3ALMH (33 HCKIIOYEHUEM
OPHOWIECKOro JIMIA, K KOTOPOMY [PUCOSJHHAETCA [PYroe JOPHAMYECKOE TNUUO), HHAMBHAYANLHBLH
npealpHHAMaTeNb He JODKEH HaXOAHThECA B CTAJNH NPEKpalleHus IeATENRHOCTH,

7. B OTHOWEHHH FOPHIMYECKOTO JIMLEA H MHIUBMAYANBHOTO NPeNNpHHUMATENS HE AOMKHO ObITh BO30YKAEHO
[POHM3BOJCTEO MO AeNy 0 OaHKPOTCTBE,

8. IopHIHMYECKOe WIH (H3MIECKOe JHLO, B TOM YHCIEe MHIHBHIYaNbHLIH MpelNpUHIMATEND, T10MKHO 00lIanars
HCKTIOYUTENbHBIMY MPABAMM HA PE3YJbTATbl UHTEIUIEKTYANLHOH AEATENBHOCTH, €CHIM B CBA3M € HCHOIHEHHEM
JOTOBOpa 3aKa3YMK NPHOOPETAET MCIUIOYUTEbHbIE IPABA HA TAKHE PE3yJLTATh, 33 MCKIOUEHHEM Cly4aer
3aKTKHEHHUs JOrOBOPA Ha co3NaHKe 00BbeKTOB HHTENIEKTYalbHOH COOCTBEHHOCTH,

9.0 OPHIWUYECKOE JIULO, B TOM MUCTe HHIWBHIYANbHbL NpeANpHHUMAaTeNb, 001a0aeT NpaBoMOYHAMU
HA peaNM3alMI0 TOBapoB (BbIIONHEHHe paldOT, OKasaHMe ycnyr) Ha Teppuropun Pecnybnukn Benapyce ¢
HCMOMB30BAHUEM TOBAPHBIX 3HAKOB H 3HAKOB 00CIy)KHBaHU,

nubo

0 ropuIHYecKOe THLUO, B TOM YHCIIE HHAUBUAYAILHEIH NPEANPUHHMATEITL MOATBEPH/IAET, YTO MPH MOCTABKE
TOBAPOB (BBIMONHEHHE PA0OT, OKA3AHHKE YCIYT) TOBAPHLIC 3HAKU W (MIKM) 3HAKK OOCIYKMBAHMA HE MCHOMLIYIOTCA
(cM. mpuMedaHue)™*.

Tarxe NOATBEPKAAET OTCYTCTBUC Y JIKIIQ,
(HAHMCHOBANKE OPraHK3AUMY, QUIHHCCKOro THNA, B TOM YHCNC HEIHBIIYANbHOrO NPEANPHHKMATENR)

OC}’U.IBCTBJ'IHEOH.[BFO MIONMHOMOYHA SIHHOIHUYHOrO HCIOJHWUTENLHOTO OpraHa KpPUAHUYCCKOro JIHIEd — YYacTHHKA

OpOLEnyphl TOCYIAPCTBEHHOW 3aKYMKH, W JIMLUA, MMEIOLICTO INpaB0 [J4BaTh TAKOMY HPUIHYCCKOMY JIHLLY

oGs3aTeNbHbIE U HCIOIHEHNS YKA3aHKUA HA OCHOBAHHM YUPEIHTE)ILHBIX TOKYMEHTOE HIIH 2aKITFOYEHHOTO JOT0BOPA,

HE CHATOMN MIIM HE MOTAUICHHON B YCTAHOBICHHOM MOPAOKE CYOUMOCTH 33 MPECTYIUISHUS, [PENyCMOTPEHHBIS B

crathax 209 -212, 216,235, 243 - 243°%, 424 - 426, 429 - 432 u 455 YronosHoro kogekca Pecny6muku benapycs.
Takice NOATBEPANALST, 4YTO U0,

("BHMC"QH:‘I“HE OpranmianHiu, (l]ll]TI‘ICCKDTD JHUA, B TOM 'THCAE HHONBHAYANLHOTD I'IpE,."[IlpHHlI.\IBlE.'lH)

OCYUIECTRIMOLIEE MNOJHOMOUNS GUHHOMHIHOTO HCIOTHUTENBEHOTO OpraHa OPHAMHECKOro MHUA - YHacTHUKA
MPOLEAYPLl FOCYJAPCTBEHHON 3aKyrkd, M JHMUO, MMCIOMIEE MNpaBO JaBaTh TaKOMY HPHIMYECKOMY JTHLY
06g3aTeNLHEIE JITA HCTTOMHETH YKA3AHU HA OCHOBAHHH YUPEIMTEIEHBIX JOKYMEHTOB HITH 3aKIHHEHHOTO JOTOBOPA,



HEe CYMTAETCS MOABCPraBUIHMCS aJMHHHCTPATHBHOMY B3BICKAaHHIO 3a aIMMHMCTPATHBHLIE MPAROHAPYIIEHHI,
npeaycMoTpedHbie B yacTax 1, 7, 8 u 10 craten 14.4, vactax 4 u 5 craten 14.5 Konekca Pecny6nuku benapycs 06
aIMHHUCTPATHBHEIX NPaBOIApy HEHHAX.

Takxe MOATBCPKAACT, YTO
(HAHMEHOBAHIE OPraHHIALILH, (PMIHUCCKOTO THIA, B TOM YHCIE HILIHRHIYANBHOTO NPEANPHHHMATENR)

FOPH/IIHECKOE THI0 He MOABEPranock afMHHMCTPATHBHOMY B3BICKAHHMIO 32 aAMHHHCTPATUBHOE MPaBOHAPYILIEHHE,
npeaycMoTpennoe 8 cratee 24.59 Konexca Pecny6nuku benapycs 06 alMHHHCTPATHRHEIX MPABOHAPYIIEHHAX;
(u3MYecKOe NHIO, B TOM YHMCIE HHIMBHAYANBHBIH NpeanpuHUMAarTeNb, HE BKAIOYEHBI B MEpeYeHb TIpaxcaaH
PecryGnuky Benapych, WHOCTpaHHLIX IpaxuaH MnH JHL Oe3 rpaxkIaHcTBa, MNPHYACTHBIX K IKCTPEMHCTCKOH
IeATeNBbHOCTH;

OPHIHYECKOE UITH (PU3HYECKOE NULD, B TOM YHCIIE WHIHBHIYANEHEIH NIPEANPHHUMATENb, HE BKITIOYEHE! B [IePEYEHb
opraHu3aiii W (QU3MYECKUX NWL, B TOM UMCNE HHAMBHIYANLHBIX [peNNpUHUMaTeNnel, TNPUYACTHRIX K
TEPPOPHCTHYECKOH AEATEIbHOCTH;

IOpHIHYECKOe UK (hU3NHEcKoe TULO, B TOM YHCHEe WHAHBHAYANBHEIH NPeINpHHUMaTENs, HE BIUTIOYEHEl B EpeueHb
opraHmzauni, Qopmuposanui, WHAMBUAYANLHLIX MPEINPHHAMATENCH, NPHYACTHBIX K  IKCTPEMHCTCKOH
IesATeNbHOCTH,

Lonocrnocmeo HOONUCH D@HO

*Ipumeuarnue:

Hdannoe 3aseneHue ROONUCHLIGAEMCA COOCHIGEHHOPYYHOI RNOORUCHIO
VHOAHOMOYEHHO20 JIUYA YHACHIHUKA, OopMaaemes Ha DJIaHKe OPeAHU3AUUY C
npocmagneHueM 0amsl ROORUCANUA 3AA6AEHUA (0ama NOONUCAHUS 3AA6/ICHUA
00/IICHA DbLMb He paHee 4eM 3a HAmMb padouux OHell 00 Oambl 3aKAIOHeHUsn
002080pa npu HpoGedeHUU APOUeOYPLl 3AKYRKU U3 00H020 ucmoyHuka). He
OONYCKACHICA GHECEHUA JII0ObIX UIMEHEHUWU € MmeKcm 3aA6/1eHus, 3a
UCKTIOYEeHUEM YKA3AHUS HAUMEHOBAHUA OPZAHU3AUUU AUD0 hamunuu, UMeHH,
omuecmea uzudeckozo auua (HHOUGUOYAIbHOZ0 NPEONPUHUMAMENA).

B nynxkme 9 yuacmuukom_npocmasnaenmca omMmMemKa Hanpomug 00Ho20
u3 abzaues. Ecnu npednazaemole yuacmnukom mogapul (padomot, yciayzu) dyoym
ROCHAGNAMBCA (BLINOIHAMBCA, OKA3LIBAMBCA) € UCHOIBIOBGAHUEM HIOGAPIBIX
3HAKOG U (WIH) 3HAKOG 00CAYICUCAHUA, YHACHIHUKOM RPOCIACIACHICA OMMEmKa
6o3/le ab3aua 0 HATUYUH HPAGOMOYUIl HA Peanu3auulo MAaAKUX moeapos
(evinonnenue pabom, okazanue yciayz). B cayuwae ecnu npu nocmagke
npeonazaembix yuacnIHUKOM mogapos (66IN0IHEHUN PADOM, OKA3AHUU YCily2) He
HCROJIb3YIONICA MOGAPHbIE 3HAKU W (UAL) 3HAKU 00CYIHCUGAN U, YUACIHHUKOM
HPOCMAGNACMCA OMMEMKA 6031 abd3aya o0 moM, HHI0O HPU ROCINAGKE
HPeOnazaemMpix yYACHIHUKOM H106apog¢ (binoinenuu pabom, OKA3AHUU yCity2)
moeaprvie 3NaKu i (i) 3HaKu 00CIYHCUEAHUA He HCROJIb3YIONICA.
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