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VYBa)kaeMnle rocnoma!

PVI1I «bEJIGAPMAILIHUA», kak opranuzatop NpouUeayp rocydapCTBEHHBIX
3aKyIOK, B paMKaX H3y4YeHHs KOHBIOHKTYPBI PBIHKA IO TO3MLMIM HPOLETYPHEI
3aKyIKH M3 OJIHOrO MCTOYHHMKA MOCJIE HECOCTOSABILEroCs JIEKTPOHHOTO ayKIIMOHA
«24/07-1  AuHatoxcuH  JUDTEPUHAHO-CTONOHAYHBIN  (3aperHCTpUpOBaHHOE/
HezapeructpupoBanHoe JIC)» MpPocHT COOOIMTE O BO3MOXKHOCTH IOCTaBKH
JIEKapCTBEHHOI'O CPeACTBa Ha YCIOBHUAX, yKazaHHBIX B [Ipunoxenun Nel.

OcTaTOYHEIN CPOK TOTHOCTH JIEKAPCTBEHHBIX CPE/ICTB JOJKEH OBITh:

1. He MeHee 50% OT yCTaHOBIEHHOTO IIPOM3BOAUTENEM Ha ATy IIOCTABKH, IPH
CpOKe FOJHOCTH ABa roja u donee;

2. He MeHee 70% OT yCTaHOBJIEHHOIO IPOM3BOJUTENCM Ha AATY MOCTABKH, IPH
CpOKE FOIHOCTH MEHee JIBYX JIET;

3. MeHee 50%, Ho He MeHee 30% OT yCTaHOBJIIEHHOT'O ITPOU3BOJIUTENEM HA IATY
NOCTaBKM Ha o00BEM, HE MpPEBBILAIONIHE KBapTalbHYI0 MOTPEOHOCTH, IIO
CHIKEHHOH IIeHe, IIPU CPOKe FOQHOCTH J1Ba rojia u Ooree;

4. menee 70%, Ho He MeHee 50% OT yCTaHOBJIEHHOIO TPOU3BOJAUTENEM Ha JaTy
IOCTaBKM Ha o00beM, He MpPeBBIUAIONIHI KBapTaJbHYH MOTPeOHOCTH, IIO
CHWKEHHOH IIeHe, TP CPOKE T'OJTHOCTH MEHee JIBYX JIET.

KauecTBo mocrtarngeMoro ToBapa JOKHO COOTBETCTBOBATH HOPMATHBHO-
TEeXHUYECKOH  [JOKYMEHTAallMHM, 3aperucTpupoBaHHoM B MuHHcTepcTBe
3npaBooxpanenus Pecrybmuku bemapycs.

HJollycKaroTes K y4aCTHIO B ITPOLE/lype rocyJapCTBEHHOM 3aKyIIKU:

JeKapCTBeHHBIE CpeNCcTBa B VYIAKOBKE C JAW3aHHOM, OTIHYHEIM OT
COrJIaCOBAHHOTO MHUHHCTEPCTBOM 37paBooxpaHenuss Pecnybnuku benapycs,
OPOM3BEJEHHBIEC A1 POCCHICKOrO PhIHKA ¢ OPUJIOKEHHUEM K KaKJ0H YITaKoBKe
HHCTPYKIIUH, COTJIaCOBAaHHOM IIpH peructpanuu B Pecriybnuke Benapycs, B cimydae
HAIWYUS CYLUECTBEHHBIX OTJIMYUM MeXIy HWHCTPYKLUMEH, YTBEpKIACHHOU B
Poccuiickoit ®enpepanuy u B Pecnybnuke bemapych, M HCIONB30BAHHS B



YCIOBHSX CTALMOHAPA U peah3alliil Yepes3 alTeIHYI0 CeTh MPeANpPUsTHH CHCTEMBI
«Dapmanusy;

JeKapCTBEHHBIE CpEJCTBA IPOMU3BEIEHHBIE JUIsI HWHBIX PHIHKOB, IIPH
MPeJOCTABIEHHU PYCCKOS3BIYHOM WHCTPYKIUH (COTIACOBAHHOMW MPU PeruCTpaIldy
B PecniyOnuke benapych) mis KaXaoi yIIakoBKH MTOCTABISEMOr0 JIeKapCTBEHHOTO
CpeACTBa, Ul HCIONB30BaHMS MCKIFOUHTENBFHO B YCIOBHUSIX CTalHOHapa, OO ¢
PYCCKOSI3BIYHBIM CTHKEPOM M C IMPEJOCTABICHHUEM PYCCKOS3BIYHOM HHCTPYKLIMH
(cormacoBaHHOH NpH perucTpanuu B Pecrrybnuke benapycs) mist KaxIoH YIIaKOBKH
IIOCTABIISIEMOT0 JIEKAPCTBEHHOI'O CPEJCTBA IS HCIOJB30BAaHHUS B YCIIOBHSIX
CTallMOHapa M peaju3alliy dYepe3 anTedyHyK CeThb MPEeNNpHATUH CHUCTEMBI
«@apMarusy;

TaKoKe JOMYCKAIOTCSl K YYacTHUIO JIEKapCTBEHHLIE CPEACTBA C AM3aiiHOM
YIIaKOBKY M MHCTPYKITHEH, COOTBETCTBYIOIIMMH paHee COTTIACOBAHHBIM IH3aHHY U
UHCTPYKIHH, IPH YCIOBUM, YTO IaHHBIC JIEKAPCTBEHHBIE CPEACTRBA MIPOU3BEAEHBI HEe
nozgHee 180 nHel ¢ MOMEHTa yTBEep)KACHU H3MEHEHHH.

JUIs  OLIEHKH COOTBETCTBHS MPeJAsiaraéMoro JIEKapCTBEHHOI'O CpeicTBa
TpeOOBaHUSM K TMpeaMeTy TIOCYNApPCTBEHHOM 3aKyNKH OJHOBPEMEHHO C
IIPEIOKEHAEM TIPOCUM TPEJICTABUTE pPA38EPHYMOE ONUCAHUE XAPAKMEPUCTUK
NEKAPCMBEHHO20 CPedCcmea — UHCMPYKYUIO N0 MEOUYUHCKOMY NPUMEHEHUIO.

B cayuae, ecim JiekapcTBeHHOe CpeJCTBO He 3aperHCTPHPOBAHO B
Pecny6anke benapych, 0IHOBpeMEHHO ¢ NpelJi0KeHHEM YYACTHHKH JOJIKHBI
NpeACcTABHTD:

1. Konuu OfHOro M3 CIEAyIoUMX JOKYMEHTOB C IE€PEBOJIOM Ha PYCCKHM
(6enopyCcCKuii) A3BIK:

1.1. rpadudeckoe n3obOpakeHue 5KpaHa (CKPUHILIOT) HHTEPHET - CTPAHHIIBI,
MOATBEPKAAIONIEE PEerucTpauuio, audo KOonus [JOKyMEHTa O PperucTpanuy
JIeKapCTBEHHOTO Mpenapara - cepTudukar gpapMaleBTHIeCKOro MpoaykTa (Janee -
CPP), wumm perucrpanonsoe ypoctoBepeHue, wuinm free sale ceprudukar
(cepTuduxar Ha cBOOOIHYIO MPOAAXKYy) - B OZHOM H3 CIELYIOIIHNX TOCYIapCTB
(Ascrpasmmiickuil Coros, Coenunennsie [raTter Amepuku, Kanana, HIseituapckas
Koundenepauus, Anonus, Apctpuiickas Pecrybnuka, CoequnenHoe KoponeBcTBO
Benuxobpuranuu u Cepeproit Mpnangun, @enepatusnas Pecrybnuka ["'epmanus,
Koponescteo Jlanusi, KoponesctBo Hupepnannos, KoponescrtBo Illserus,
Wcnanus, Ilopryraneckas Pecnmybnuxa), a takke SmPC (summary of product
characteristics - oOmas xapakTepUCTHKa JIEKapCTBEHHOro Mperapara) Jubo
pPa3BEPHYTOE OMNUCAHUE XapPaKTEPUCTHK IIPeJIaraeMoro K 3aKyrnkKe JIEKapCTBEHHOTO
mpenapara - HHCTPYKIHIO II0 MEIHIUHCKOMY IIPHMEHEHHIO, BBIJAHHBIE MJIA
CTpaHBI, PETUCTPAIMs B KOTOPOH MMOITREPIKIEHA;

1.2. rpaduueckoe uzobpaxeHnue d3KpaHa (CKPHUHILIOT) MHTEPHET - CTPaHUIBI
EBporneiickoro areHTCTBa JIEKAPCTBEHHBIX MPENapaToB TUO0 KOMHS JOKYMEHTA,
BEIJTaHHOTO EBporeiickiuM areHTcTBOM JiekapcTBeHHBIX IpenapaTtos (EAJIC, anr.
European Medicines Agency (EMEA)) mo pesynsTaTam UEHTPAJIM30BAHHOM
npouenypsl peructpanuu - Certificate of a Medicinal Product, a takxe SmPC
(summary of product characteristics — obmas xapakrepucTHKa JIeKapCTBEHHOIO
npenapata), BelganHoe EAJIC nubo pa3BepHyTOoe ONMCAaHHWE XapaKTEPUCTHK



MpeaaraeMoro K 3akKyllKe JIeKapCTBEeHHOro Iperaparta — MHCTPYKIIHIO IO
MEIULUHCKOMY IPHUMEHEHHIO;

1.3. rpaduueckoe uzoOpakeHue 3KpaHa (CKPUHIIOT) HHTEPHET-CTPAHUITBI
Bcecemuproit Opranuzanuu 3apaBooxpaHenust (maree — BO3) (ampec B ceru
untepHer  https://extranet.who.int/prequal/content/prequalified-lists/medicines),
MTOATBEPKTAOIIIEE, 4TO npejraraeMbii JIeKapCTBEHHBIN npemnapart
nepexpanuduuuposad BO3, a taxke SmPC (summary of product characteristics —
ofIas XapakTepUCTHKa JIEKapCTBEHHOI'O Mpenapara), BhIAHHOE PeryISTOPHBIM
OpraHoM CTpaHbl MPOM3BOJCTBAa TaKOro IE€KapCTBEHHOIO IIpemapara Jubo
pPa3BEpHYTO€ ONUCAHNE XapaKTEPUCTHK IIPENIaraeMoro K 3aKyIKe JeKapCTBEHHOrO
npernapara — HHCTPYKIHIO [0 MEIHIMHCKOMY TPUMEHEHHUIO;

1.4. NOKyMEHT O perucTpaldH JeKapCTBEHHOTO IIpemnapaTa B PoccCHICKOM
@enepaluy, s JIEKapCTBEHHBIX IIPENaparoB, NMPOH3BEACHHBIX B PoCCHHCKOM
Denepanyiy, a TAKOKE HHCTPYKIMIO HA 3TOT JIEKapCTBEHHBIH IIpenaparT, BEIJIAHHYIO
PEeryIATOPHBIM OPTaHOM CTpPaHBI TPOU3BOJICTBA;

1.5. noxymeHT (IHCBMO MPOU3BOJUTENS M KONUS PETUCTPAIIHOHHOTO
yIOOCTOBEpPEHHUs, NEHCTBYIOIIEro paHee Ha Teppuropum Pecnybnukm bemapyce),
MOATBEPXKIAIOIIHH, UTO:

IpearnojgaraeMbplii K  IIOCTaBKE  JIGKAPCTBEHHBIM  mpemapar  ObLI
3aperucTpupoBaH Ha TeppuTopuu Pecrybnuku Benapycs;

CPOK JACHCTBUSA PErucTpPalMOHHOIO YJOCTOBEPEHHS Ha HEro HCTEK IIoCIe
11.05.2015 roga;

cOCTaB M IpOLEecC NPOU3BOACTBA COOTBETCTBYIOT COCTaBy H IIpoIeccy
TIPOU3BOACTBA, KOTOPHIe OBUIM YKa3aHBI B MTOCHEIHEH BEPCHH PETHCTPA[UOHHOIO
Jnocke B Pecniybike benapyce.

Takxe nomkua 0bITE MpeacTaBieHa SmMPC (summary of product characteristics
— ofwas XapakTepUCTHKA JIEKapCTBEHHOIO Ipernapara), Jubo pa3BepHyTOe
ONMCaHKE XaPAKTEPUCTUK MPEIaraeMoro K 3aKyIKe JIeKapCTBEHHOIO Mpenapara -
HHCTPYKLUHIO [0 MEIHLHUHCKOMY IIPUMEHEHHIO, BbBIIAHHBIE JUJIS CTpPaHbI-
[IPOU3BOAUTES.

TpeboBanus  HacTOALIEr0  MONIYHKTa HE  PacOpOCTPaHSIOTCS  Ha
JieKapCTBEHHBIE [IpernapaThl:

PErHCTPaLMOHHBIE YOCTOBEPEHHMs, Ha KOTOpPble OBUIM MPHOCTAHOBIEHHI B
CBSI3K C HEOMarompHATHEIM IpoduieM 0e30MacHOCTH JIEKAPCTBEHHOTO Mpenapara;

pPErMCTPAallMOHHBIE YJIOCTOBEPEHHUS, HA KOTOphIe ObUIM MPUOCTAHOBIEHBI ITO
uHunuaruse Munucrepersa 3apaBooxpanenus Pecnybnuky benapyce;

10 KOTOPBIM BO BpeMs 00pallleHUs IeKapCTBEHHOTO IIperapaTa Ha phIHKe IIpU
OPOBENCHUH KOHTPOIS KadecTBa OBLIM BBISBJIEHBI HECOOTBETCTBUS TPeOOBAHMIM
HOPMAaTUBHOIO JOKYMEHTA I10 Ka4eCTBY IIPOU3BOAUTENS;

B TOCYJApCTBEHHOH perucrpanuuu (IepeperucTpauuy, MOATBepXKICHHH
PErUCTpaL|M) KOTOPBIX OBIJIO OTKA3aHO.

2. Konuio nokyMeHTa, yHOCTOBEPSIOLIEr0 ITPOM3BOJCTBO JIEKAPCTBEHHOTO
npenapara B ycnosusix Hajurexarmeit npoussoacrseHHoi npaktuku (GMP), ecnu B
IIPE/ICTABIEHHOM PEruCTPalMOHHOM YAOCTOBEpeHuM, Jubo ceprudukare Ha
cBOOOIHYIO Tpomaxy, aub0 cepruduKare ¢(apMaleBTHIECKOTO POJYKTa



OTCYTCTBYIOT  CBEOGHHSI O  [EPHOAMYECKOM  [pOBEpPKE  TPOM3BOJCTBA
JIEKapCTBEHHOro Mpernapara (JiekapcTBeHHOU (OpMBI) YIIOTHOMOYEHHBIM OpraHOM
CTpaHbl  TPOM3BONUTENS Ha COOTBeTcTBUe TpeboBanusMm  Hamnexxaniei
MPOH3BO/ICTBEHHON PaKTUKH.

B kauecTBe TAKOro JIOKyMEHTA MOXeT OBITEH mpejcTaBneH: ceprupuxar GMP,
oo Tpaduyeckoe u300pakeHHE 5JKpaHa (CKPUHLIOT) C 3JIEKTPOHHOM ©Oa3bl
EudraGMDP ceprudukaros GMP, nuGo pacrmedatka ¢ 3JIeKTPOHHOM 0a3bl
YIIOJTHOMOUYEHHOTO OpraHa CTpaHbl IPOHM3BOJCTBA JIEKAPCTBEHHOI'O IIpeIrapara.
[IpencraBieHHbIe JOKYMEHTH OOJDKHBI COZEp)KaTh IIONHYI MHOOPMALHIO O
MPOHU3BOMUTENE JIGKADCTBEHHOrO IIperapara, B TOM YHCIE OCYLIECTBIIAIOIIEM
[IPOW3BOACTBO TOTOBOM JIeKapCTBEHHOH (opMbl, (PacoBKy M (MIM) yNaKOBKY,
KOHTPOJIb Ka4yecTBa M MHBIX YYACTHHMKaxX IMPOM3BOACTBA M KOHTPOJIA KadecTBa
JIeKapCTBEHHOTO IIperapara.

JlormyckaeTcsl IpeJICTaBlIieHHe BMECTO BBIIIEYKA3aHHBIX NOKYMEHTOB KOIIHH
IIeH3nH MUHICTEPCTBA IPOMBIIIICHHOCTY | Toprosiu Poccuiickoit Menepanyy.

3. TapaHTUfHBIE MUCHEMA YIaCTHHKA!

- 0 COOJIIOJIEHMM YCIIOBHEM XpaHEHWS W TPaHCIOPTHPOBKH JE€KapCTBEHHOTO
nperapara;

- O IPeJIOCTARJIIEHHH IIPH [TOCTABKE TEKApCTBEHHOTO IIperapaTa HHpopMauu
OT MPOU3BOMMTEIS O TOM, YTO JAHHBIC CEPHs YK€ NMPUMEHsIeTCs Ha pBIHKE, OIS
KOTOPOTO IMPOW3BEJeHa, W He KMeeT MpeTeH3ud o Ka4yecIBy JuOO 4YTO B
Pecriybmuky bemapyck ocyiiecTBisieTcst MocTaBKa HOBOM CepHH JeKapcTBEHHOIO
Ipenapara, OCHOBHAS 4acTh KOTOPOH 3allIaHMpOBaHA K IIOCTABKE HA PHIHOK, I
KOTOpPOIo Ipom3Bejnena. [Ipu 3TOM MPOU3BOAUTENE: B CIydae, eCld B Ipollecce
oOpalueHus: JaHHas CepHsl JIEKAPCTBEHHOIo Ipermapara OyJieT npH3HaHa
HEKa4YeCTBEHHOM, o0s3yercss npouH(GOpPMHpoBaTE 00 3ToM MUHHCTEPCTBO
3paBooxpanenus Pecrryonuku benapycs;

- 0 BO3MOXHOCTH TIPeNOCTABIIEHMs IIOJHOTO IaKeTa MJOKYMEHTOB Jis
MONY4eHHs paspelleHdsi Ha BBO3 HE3apEerHCTPUPOBAHHOTO JIEKApCTBEHHOTO
nperapara B COOTBETCTBHH C 3aKOHOZAaTenbeTBOM Pecrybnuku benapyces.

Konuu 10KyMEHTOB, HCIIOTHEHHBIX Ha HHOCTPAaHHOM fA3BIKE, LIPE/ICTABISIeTCS
C IIEPEeBOOOM Ha PYCCKHH (0eJIOpYCCKHIA) SI3BIK.

Jasi OmeHKH YYacTHMKA MPOLEAYPbI TFOCYyJapCTBeHHOH 3aKyNKH
OJHOBPEMEHHO ¢ INpeAoKeHHeM Heo0X0JHMO MPeACTABUTL JA0KYMEHTEI
COIJIACHO MepeyvHIo, ykazanuomy B Ilpuiosxkenun Ne3.

JononaurensHO BaM HE0OX0TUMO 03HAKOMUTBCA € IIPOSKTOM KOHTPAaKTa Ha
[MOCTAaBKy  JIGKAPCTBEHHBIX  CpEJACTB, pasMelmEHHBIM Ha  caiite PVII
«BET®APMAILIMA»  (http://www.pharma.by/) B pasgene «3akynku JIC -—
JToroBopsl M KOHTPaKTHl I[EHTPATH30BAHHBIX MPOLEIYp 3aKyIOK», KOTOpPBIH
MOJJIEKHUT ITOAITHCAHHIO C IIPSANPUATUAME cHcTeMBbl «Dapmanusy Mo pesyibraraM
LEHTPATTM30BAHHOM ITpOLe Ay phI 3aKyIIKH.

Ceeaenus o 3aKazuukax npejcrasnesl B [Ipumoxennu Ne2.

IIpocum  HampaBUTh  MHGOPMAUMID O  BO3MOXHOCTH  IIOCTaBKH
JEKapCTBEHHOTO  Tpermapata ¢  yKa3aHMeM  TOProBOro  HauMMEHOBaHMs
JEKAPCTBEHHOIO I[Ipernapara, [POUW3BOAMTEINS/IPOU3BOIHTENEl BceX 2TalloB




IIPOW3BOJICTBA, B TOM 4YHCIE OCYUIECTBIIIOIIMX IIPOHU3BOACTBO TOTOBOM
nexapcTBeHHON (GopMel, (pacoBKy H (MIIH) YIIaKOBKY, KOHTPOJIb Ka4€CTBa M HHBIX
YY4CTHHUKOB IIPOM3BOJCTBA M KOHTPOJIS Ka4eCcTBa JIEKapCTBEHHOT'O CPE/ICTBa, TOBAP
KOTOpOro OyZeT MOCTaBIATLCS IO pe3yiabTaTaM MpPOLeNyphl TOCYdapCTBEHHOH
3aKyIIKH, KOJIUYECTBa, [IEHBI, CPOKa TOTHOCTH Ha MOMEHT ITOCTABKH.

OpHOBpeMEHHO MNpOCHM JUid PE3UAGHTOB TaKXKe yKa3zaTh CTOMMOCTH
JIEKapCTBEHHOIO IIpenapara 3a ynakoBKy 0e3 yuéta HIC; cymMy 3akynku 6e3 yuéra
HJC; cymmy 3akynku ¢ yaétom HIC.

OtBer mpocum ngate B cpok mo 15.12.2023r. mo 31eKTPOHHOMY ajpecy
zubkovskaya@pharma.by u(vim) sa daxc 242-25-26, a Takxke B HHOH dopme.

B cnyuae HeobOxogumocTu Oojee AMUTENBFHOTO BpeMEHH A [OJTOTOBKH
IpeJIOKeHHUs IPOCUM COOOIIUTE JOMIOTHUTENBHO.

B cnygae oTCyTCTBHS OTBETA Ha 3alpoC B yKa3aHHBIH CPOK, KOMHUCCHS
epeXOUT K PACCMOTPEHHUIO TO3UIHH 0e3 BaIIero MpeaioKeHuHs..

brarogapum 3a COTPYIHHYECTBO.

3aMeCTHUTENb TeHepPallbHOT0 TUPEKTOopa,
Ha4aJlbHUK OTAeNa MapKeTHHra,

BHEIITHEAKOHOMIYECKOH JIesI TeThHOCTH A
Y TEHJECPHBIX 3aKYyIIOK ﬂ* N.A. IpoGeImeBckas

3ybkopckas 242-16-47
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ITprnoxenue Ne3

Jnsi cooTBeTCTBHsI TpeOOBaHHUSIM, YCTAaHOBIEHHBIM 3aKOHOJATENBCTBOM K
IOpPUUUECKOMY HIIM (PU3UUECKOMY JULY, OCYLIECTBISIOIEMY [TOCTABKY TOBApOB,
SBIISIOIIMXCS MPEAMETOM IOCY/IAPCTBEHHON 3aKyNMKH HEOOXOOUMO MpeACTaBHTH
CIeyIoIIe TOKYMEHTEI  CBeIeHMUS:

1. Konuto  paspewienusn (nuyensuu) Ha ocyuwecmenerue
desmeitbHocmu (papmayesmuueckoi 0esmenbHOCMU) RO RPOUIEOOCMEY Wil
oucmpubvlouuu™ JeKapcmeeHHbIX Cpeocme, BBITAHHOE YIOTHOMOUYEHHBIM
OpraHoOM CTPaHbI yHacTHHKA. **

B ciyuae, ecnu Kk mocTaBKe IpeanaraeTcs HApKOTHIECKOE CPEeICTBO HIIH
IICUXOTPONHOE  BELIECTBO, YYACTHUK 0053aH [PEeJOCTABUTH  paspelleHHe
(muneH3uI0) Ha OesaTeNBHOCTD, CBS3aHHYIO ¢ 000pOTOM HApKOTUYECKUX CPEACTB,
MCUXOTPONHBIX BELIECTB M UX IPEKYyPCOPOB.

* TUCTpHUOBIOLIUS - AEATeNBHOCTH, CBS3aHHASA C 3aKyIKOH (3aKkymom,
npuobpeTeHreM), XpaHeHHWEeM, BBO30OM (HUMIIOPTOM), BBIBO3OM (3KCIOPTOM),
peanuzanueil (3a MCKIIOUEHHEM pealu3allud HaceleHHI0) 0e3 OorpaHuYeHHS
00'6eMOB U TPaHCIIOPTHPOBKOH JIeKAPCTBEHHLIX CPEICTB;

** Pesumentel PecnyOnukm benapyce u  Poccuiickoit ®epepanuu
MPENOCTABISIFOT KOIHIO —paspelieHus (MHOeH3WHM) Ha (apMaleBTHIeCKYIO
JeATebHOCTE WIHM BBITHCKY W3 BJIMHOTrO peecTpa NUIIEH3HH, AeHCTBYIOIIEro Ha
TeppuTopuu Pecrybmuxu benapycs unu coorBercTBenHOo Poccuiickoit ®epepanuu.

2. 00Kymenm, nOOMEepIHCOMIo W Il pe2UCPAUUI0 YUACMHUKA 6 CIpaHe
€20 NPOUCXO0MHCOCH U

a) CBUIETENIFCTBO O PErUCTPAIH YIACTHHKA THOO BBIMUCKY U3 TOPrOBOTO
peecTpa CTpaHbl PErHCTPallMd Y4YacTHHKA (I PE3WJACHTOB CTPaH-YICHOB
EBpasuiickoro 5KOHOMHYECKOT'0 COI034a);

0) BBIIMCKY M3 TOPTOBOTO peecTpa CTPaHbl PETUCTPALUH YUIaCTHUKA (Jis
HEPe3UJeHTOB CTPaH-wWIeHOB EBpa3suilcKoro 5KOHOMHYECKOrO COK3a).

BrITHCKA M3 TOPTOBOTO PeecTpa CTPaHbl peruCTpalii Y4acTHUKA JODKHA
OBITH BBIJIAHA HE paHee, yeM 3a 12 (IBeHanUaTh) MeCsALeB JO HCTEUYEHUS CPOKa I
MOATOTOBKU U MOJAYH [IPeII0NKESHHUI.

3. Iloomeepoicoenue omcymcmeus y I1OPUOUHECKOZ0 JUUA UILU
UHOUGUOYAILHO20 RPEORPUHUMAMENA 3A00NNCEHHOCMU N0 YHIame HaA10208,
coopoé (nownun), nereii. JlanHoe TpeOoBaHWE He pacIpOCTpaHsIeTCsS Ha
FOPUAMYECKOE JTUIO MM WHIMBUIYABHOTO IPENIIPUHUMATEN, HAXOAAIIUXCS B
poLEaype DKOHOMHYECKOH HECOCTOATENbHOCTH (OaHKpOTCTBA), NPUMEHIEMOR B
IIEJSIX BOCCTAHOBIIEHHUS IIATEXKECIIOCOOHOCTH (B MpOLIeAype CaHALKH).

CooTBeTcTBHE JAHHOMY TpeOOBAHUIO MO/ITBEPIKIACTCS
peIoCcTaBIeHHeM CIeIyIOIINX JOKYMEHTOB M CBEJICHHM:

- YYaCTHHUKAMHU, SBILSIFOLIAMUCS PE3UIEHTAMH, - IIyTeM BKIIOYEHUS B
mpenaoKeHue 3aspiaeHus (Gopma zassienus npunaraercs — [Ipunoxenne Ned) o6
OTCYTCTBHH 3aJ0/DKCHHOCTH IO yIUIaTe HaJloroB, cOOpOB (IOUUIMH), NeHe#dl Ha
[epBOe YHCIO Mecsia, IMPEIIECTBYIOIEro MHIO MOAa4YH IIPeATOXKEeHHUS.
OpraHuzaTop MpoBepseT TaKkue CBEACHUS Yepe3 OPUIMaNbHbIA callT MUHHCTEpCTBa



mo Hanoram 4 cbopam PecryOumkm Benapyce B riobanbHON KOMIIBIOTEPHOH ceTH
Wurepner.

-y4aCTHUKAMH, He SBISIOMMMHUCS pe3HJieHTaMH (HepesHIeHTaMHU
Pecuy6inuku benapych), - TOKyMeHTaM# 00 OTCYTCTBHH 3aJI0JDKEHHOCTH 110 YIUIATE
HAJIOroB, cOOpOB (MONUTHH), ITeHell, BEIAaHHBIMY YIIOJHOMOYEHHBIMU OpraHaMu B
COOTBETCTBHHM C 3aKOHOJATENLCTBOM CTpPaHbl, PE3UJEHTOM KOTOPOH ABISAETCS
YYaCTHHK, He paHee UeM Ha IIepBOe YHCII0 Mecsla, IPeJUIeCTRYIOIEro JHK 10 YK
TIpEeIJIOKEHHUS.

4. CooTBeTcTBHE TpeOOBaHUAM, YCTAHOBJICHHBIM HHXXECIEIYOIMMHU
nyHkTamu 4.1-4.10 rmoATBepIKIaeTC 3aA61CHUEM NOMEHUHAILILOZ0 YUACMHUKA
(bopMma 3asBnenus mpunaraercs — [punoxenne Ne 5):

4.1. ropugHdeckoe UK GU3MYECKOEe JIUI0, B TOM YHCJIE MHJMBHJY AJIbHBIN
[peNIpUHEMATENb, HE JMJOJDKHO OBITh BKIIOUEHO B CIIHCOK IIOCTaBLIMKOB
(ITOAPSTYMKOB, HCIIONHUTENEeH), BPEMEHHO HE J[OIYCKaeMBbIX K YYacTHIO B
IIpoLeNypax roCyAapCTBEHHBIX 3aKYIIOK;

4.2. IOpHUAMYECKOe MIH (PU3MYECKOE JIHII0, B TOM YMCIe WHIABHAYATBHBIN
npeanpuHuMaresib, paboTHHK (pabOTHHMKH) TaKHX OPHIMYECKOIO JHMIA MIIM
HHIUBHIYAJIBHOTO TMpPEANpPUHUMATENs He JO/DKHBI OKasblBaTh 3aKa3dUKy
(opraHu3zaTopy) VYCIYTH II0 OpraHu3alldd M [POBEACHHMIO  IPOLELYPEI
rOCYJapCTBCHHOM 3aKylIKH, B TOM HUHCJIEe KOHCYJBTHPOBAHHIO, a TaKkKe
(GopMupoBaHUIO TpeOOBaHWI K IpPeAMETY [OCYAApCTBEHHOH 3aKyNmkH W (MIIN)
[IOACOTOBKE 3aKITFOUEHHSI IT0 PACCMOTPEHHIO, OL[EHKE M CPaBHEHHIO IPE/JIOKEHHM;

4.3. ropuaMYecKoe JHUI0 WIM MHAMBHJYAILHBIH [peJlpUHUMATENs He
NOJDKHBEI  SIBJIISITBCST  3aKa3YMKOM  (OpraHHM3aTOpOM) IPOBOJUMOM NPOLEAYpPbl
rocyIapCcTBEHHOM 3aKyIKH;

4.4. (uswdeckoe NWIO HE MOJDKHO SBIAATHCA PAOOTHHKOM 3aKa3zyHKa
(opranuzaropa), 3a HCKIIOUCHHEM IPOBEIEHHS MPOLEAyphl 3aKyNKH U3 OJHOIO
WCTOYHMKA Yy  (QU3HYECKHX JIHI[, He SBILHOIIMXCA HHIMBUIYAIBHBEIMU
IIpeANpUHAMATENAMM;

4.5. I0OpUAMYecKoe JTHUI0 HE JOJDKHO HAaXOLUTHCS B IPOLecce IHKBUIALINH,
peopraHM3amiy (32 HCKIIOYCHHEM IOPHJIMYECKOro JIMUa, K KOTOPOMY
MIPHCOE/IUHSAETCS apyroe FOPUINIECKO. JULIO), HHIMBUYalbHbIA
IpeNTIPHHUMATEND HEe JOJDKCH HAXO/MThCS B CTaIHHU IIPEKPAILeHHs AeATeIbHOCTH;

4.6. B OTHOIICHHH IOPUAWUECKOT0 JIMIA WIM HHAMBHUIYAIBHOTO
[peapUHAMATENs He JO/DKHO ObITh BO30YKAEHO IIPOM3BOACTBO MO Hely o0
9KOHOMHUYECKOW HecocTosTenbHOCTH (Oankporcrse). JlaHHoe TpeboBaHME He
PAaCHpOCTpaHsieTcs Ha IOPUAMIECKOe JTHI0, HHIUBUAYATIBHOIO NPEANPHHUMATEIS,
HaXOAIINXCA B MpOLe/lype 9KOHOMAYECKOH HECOCTOATENBbHOCTH (OaHKpPOTCTRA),
NPUMEHSIEMOM B IENAX BOCCTAHOBICHUS IUIATEIKECIIOCOOHOCTH (B mHpolerype
CaHAIUH );

4.7. ropugHdeckoe WM (PU3HYECKOe JIUIO, B TOM YUCIe HHANBUAYaNbHBIN
PEAIPHHUMATENB, JIOJDKHO 00/1a1aTh HCKIIOYUTENbLHBIMU IPaBaMHK Ha PE3YIIETaThl
HHTEJIEKTYAIBHON JeATEIEHOCTH, €CIH B CBA3M C HCIOJHEHHEM JIOr0BOpa
3aKa3YMK MpHOOpeTaeT IpaBa HAa TaKWe pPe3yibTarbl, 32 UCKIFOYEHHEM CIIyYaeB
3aKJII0YEHHS JIOTOBOPA Ha CO3/IaHHe O0BEKTOB HHTEIICKTYalbHOH COOCTBEHHOCTH;



4.8. ropuaAvYecKoe WIH (U3NYEecKOe JHI0, B TOM YHCIe MHIUBH/YalbHbIH
IpeanpUHUMAaTeNb, OOJDKHO 00JajaTh MPaBOMOUMSIMH Ha pealu3alliio TOBApOB
(BBITTOJIHEHHE paboT, okazaHue yciyr) Ha Tepputopum Pecnybnuku Benmapychk ¢
MCIIOJIE30BaHHEM TOBAPHBIX 3HAKOB W 3HAKOB 0OCTYKHBAHUS;

4.9. ¢uzuyecKkoe IUIO, B TOM HHCIIe HHANBUAYATBHBIH MpeIIIpUHIMATENE,
JIALO, OCYINECTBISIFOIEE MOJHOMOYHMS €AUHOJMYHOIO HCIOJHUTENLHOrO0 OpraHa
IOPUIMYECKOTO UL - YIaCTHHKA IIPOLIEeyphl TOCYJapCTBEHHOU 3aKyTIKH, U JHIIO,
AMeErolllee MpaBO /aBaTh TAKOMY IOPHMJIMUECKOMY JMIY oOs3aTeabHbIe I
MCIIOJIHCHHMSl YKa3aHMsi Ha OCHOBAHMM YYPENHUTENbHBIX JOKYMEHTOB HIIH
3aKJIFOYEHHOIO0  [JOroBopa, He  JODKHBI  CYHTATBCS  [1OJIBEpPraBIIMMMCH
aJIMUHUCTPATUBHOMY B3BICKAHHMIO 3a aAMHUHMCTPAaTHUBHBIC IPaBOHApPYIIEHUS,
npeaycMoTpeHHble B YacTax 7, 8 u 10 crateu 14.4, dactax 4 u 5 crateu 14.5
Kopekca Pecriybnuku benapyce 06 aJIlMUHUCTPATHBHBIX NTPABOHAPYIIICHUIX;

4.10. y ¢usmyeckoro nmIma, B TOM YHCIe HHIUBHUAYAITEHOTO
OpeaNpUHUMATENS], Y JHIA, OCYIIECTBISIFOIIEr0 IOJIHOMOUYHS €JMHOJHMYHOIO
HUCIOMHMTEIBHOTO OpraHa OpUAMYECKOr0 JIMIa - YYacTHHKA IIPOLEeAypHI
rOCyJapCTBEHHOM 3aKymKH, M JIHIa, HMEIOLEro TMpaBo JaBaTh TaKOMY
IOPUAMYECKOMY JIMIY OOsg3aTeNnbHble I HCIOJHEHUS YKa3aHWs HAa OCHOBaHHH
YYpeIUTEeNbHBIX JOKYMEHTOB MU 3aK/IF0YEHHOT0 JOTOBOpa, OTCYTCTBYET HE CHATAs
MM He IOoTallleHHas B YCTaHOBJIEHHOM MOPSJKE CYIHUMOCTH 3a IPEecTYIUICHHS,
MIpeaycMOTpeHHBIe B cTaThsax 209 - 212, 216, 235, 243 - 2433 424 - 426, 429 - 432
1 455 YronosHoro koaekca PecrryOmmku benapycs..

Konuu  Ookymenmoe, UCHONHEHHBIX HA  UHOCHPAHIOM  A3bIKE,
nPedoCMmAasNAIOMCa ¢ NePesoooM HA PYCCKU u (1unu) 6enopyccKuil A3sIKu.

BrlenepeuncieHHbple JOKYMEHTBI U CBEJEHHMS IPOCHM HaNpaBlIATh IO
3lIeKTpOHHOMY anpecy zubkovskaya@pharma.by.



[Ipunoxxenue Ne4

3ASBJIEHUE
(uis yqactHUKa-pesujienTa Pecnyonuku benapyce)

VuacTHHK

3a4BIIAECT, UTO OH
(Haumenosanue opzanuzayul, usuieckoe 1Yo,

6 MOM YUCAE UHOUGUOYANLHOZ0 RPEONPUNILMAINENRL)

II0 COCTOAHHIO Ha 1-& YHCIIO MeCidIa, MPEAIMIECTBYIONICr0 OHIO IIoOa4Hd Cro IpeIIOiKCHIHA,

3aJ0KEHHOCTH 110 YILIaTe Haloros, cOopoB (monnuH), neneit B 610mxet Pecybmuku Benapyce
HE MMCET.

«_» 2y I
(Oama noozomoGKY 3aa6NeNU)

Hpumeuanue:

Aannoe 3asneienue noonucvleaemcsa codCmeeHHOPY Ol HOONUCHIO JUYd,
VROJTHOMOUYEHHO20 Oelicmeogams om umenu yuacmuuxa. He Odonyckaemcs
GHECEHUA JII00bIX UIMEHEHUI 8 MEKCM 3aAG/IeHUA, 30 UCKIOYeHUEM YKAZAHUA

HAUMENOBAHUA OP2AHUZAUUY AUOO0 PamuIuu, UMEHH, OMYeCEa IUIUYECKO20
Auua (HHOHBHOYAILHO20 RPEOnP UHUMAMENA).



[Ipunoxenne Ne 5

SASIBJIEHUE

Y4acTHHK 3asIBIISIET,
{Ha.HMCIIDBBHHC QpraiH3aum, q]H3H‘ICCKOl'O JIHURA, B TOM SHCNE HHAHBH/IYANBHOIO ]]pEﬂ.]]pllHllMﬂ'l‘Bﬂ}()

YTO COOTBETCTBYET TpeOOBaHHAM, YCTAHOBICHHLIM a03allaMH BTOPBIM-TPUHANIATEIM IIYHKTA 2
cratbu 16 3akoHa PecnyOmikn benapyces ot 13 urons 2012 roga «O rocygapcTBEHHBIX 3aKyIIKax
TOBapoB (padoT, ycuyr)».

Taxoxe [OJTBEPIKIAET OTCYTCTBHE Y JIHIIA,
(HHHMEHOBHHHC OpraHH3anuiM, (l)li:l[{'-lECKOFO ua, B TOM 4HCIC HIANBHAYANLHOTO ﬂpCﬂﬂp[[HHMaTCﬂﬁ)

OCYIIECTRISIIOIIETO TIOJTHOMOYHS eJIMHOIHYHOTO HCIOTHUTENBHOTO Opralia IOpHIHYecKoro IHa
— YYaCTHHUKA MPOLEAYPH! TOCYIAPCTBEHHON 3aKYIIKH, M JIHLA, MMEIOLIEro IPaBo JIaBaThk TAKOMY
JOPHJIHUECKOMY JTHIY 0Os3aTeNbHEIC U1 HCIIOMHEHUS YKA3aHUI Ha OCHOBAHMHM YYPeIHTeIbHbIX
JIOKYMEHTOB HJIH 3aKJFOYEHHOT0 JOTOBOpa, HE CHATOH WIH HEe MOrAleHHOH B YCTAHOBISHHOM
MOPSIKE CYIHMOCTH 3a TPECTyIUIeHHs, IpeycMOTpeHHbIe B crathax 209-212, 216, 235, 243-
2433 424 - 426, 429 - 432 u 455 YronosHoro koaekca Pecny6nuku Benapycs.

Tarke MOATBEKIAET, 4TO JIMIIO,
(I[ﬂHMCllOBﬂl[HC oprain3aums, Itll'{'JH‘lCCKDTD JNHLE, B TOM YHCIC HEAHBHAYANLHOO ﬂ]'JCJ'[lTp!"Ii'H‘II\!aTCJ'[H)

OCYIIECTBIISLIOLLEE TOTHOMOYHS €HHOIMYHOI0 HCIOTHATENEHOTO OpraHa IOPUAHYECKOTO JIHA -
YYACTHHKA IPONEAYPEI TOCYIAPCTBEHHOH 3aKyNKHM, M JIMIO, MMEIOMIEE IIPABO JIABATh TAKOMY
OpUIMYECKOMY JIHITY 00s3aTeNbHbIe AN HCIONHEHHS YKa3aHHs Ha OCHOBAHHMH YYDEJIHTENBHBIX
JOKYMEHTOB HJIH 3aKJIFOUEHHOTO JOTOBOpa, HE CUUTACTCS IIOABEPraBIIMMCS aIMHHUCTPATHBHOMY
B3LICKAHHIO 38 aMHUHHCTPATHBHBIEC MPABOHAPYLIEHHSs, IPCIYCMOTPEHHEEBIE B JacTax 7, 8 u 10
cratoi 14.4, yactax 4 u 5 crateu 14.5 Kopekca PecniyOmiku Benapyce 06 aqMHUHHCTpaTUBHBIX
paBOHAPYIIEHUIX

«__» 20 1
(Oama no02omosKY 3a561EHU)

Hpumeuanue:

Hannoe 3aa6/1eniue ROONUCHIEACHICA COOCMBEHHOPYHHOU ROORUCHIO THUA,
YHOTHOMOUYCHHO20 Oeiicmeosams om umenu ywacmnuxa. He oOonycrkaemcs
GHECEHUS JUOBBIX UIMEHEHUIl 8 MEKCM 3aA6NeHUA, 3A UCKTIOUellUemM YKaA3aHua
HAUMEHOBGAHUA OP2AHU3AUUN JIUb0 (amuiuu, UMeHU, OMYECmea Pu3niecKkozo
auua (WHOUBUOYaIbHOZ0 APEOnp HHUMAmMeN).



