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3anpoc 0 BO3MOXXHOCTH ITOCTABKH
VYBaxkaemsplie rocrogal

PYII «bEJI®APMALIMS» B paMkax MapKeTHHIOBBIX HCCIENOBaHUH
KOHBIOHKTYPBl pPBIHKA C IR0 IOCIEAYIOIIEro IMPOBEISHUS NPOLELYPEI
rOCY/IapCTBEHHON 3aKyNKH IIPOCUT COOOIIMTH O BO3MOXXHOCTH ITOCTaBKM
J€KapCTBEHHBIX IPENapaToB:

Annpocmadun xonyewmpam 0ons ungysuri 0.1 mz 0.2 mn B KOIUWYECTBE
979 en.;

Bynusaxaun p-p 01 uHbekyui 011 UHMpAmeKkanteHo20 66e0eHUs 5 M2/M 4 mi
B Konudectse 55 005 en.;

IIpocum  HampaBuUTh  MHQOPMALMI0O O  BO3MOMKHOCTH  ITOCTaBKH
JIEKAPCTBEHHOT0 [Mpernapara ¢ yKa3aHueM TOProBOr0 HAaMMEHOBAaHMS, (PacoBKH
JIEKapCTBEHHOTO IIpemnapara, cpoka TFOJHOCTH, IMPOU3BOAUTENS (IIPOU3BOAUTENEH
BCEX 3TAIOB MPOU3BOJICTBA), KOJMYECTBA YIIAKOBOK, LIEHBI 33 YIAKOBKY, a TakoKe
COOOILMTE OPHUEHTUPOBOYHBIE CPOKH [TOCTABKHY.

B ciydae, ecmu JeKapcTBEHHOE CPEACTBO HE 3aperucTpUpOBaHO B
Pecnybnuke benapych, NpocUM TrapaHTUpPOBaTh IPEJOCTABIICHUE CIEAYIOLINX
JIOKYMEHTOB:

1. Koy omiHOTO M3 CIEAYIOMIMX NOKYMEHTOB C IEPEeBONOM Ha PYCCKH
(bemopycCKui) A3BIK:

1.1. rpadudeckoe n3obpakeHre 3KkpaHa (CKPUHIIIOT) UHTEPHET - CTPAHHIIb,
TTOATBEPIKIAIONICEe PETUCTPALMIO, JUO0 KOMHMSI [OKYMEHT2 O pPerucTpaLuu
JIEKapCTBEHHOTO TIpenaparta - cepTHuKar GapMaleBTHUIECKOro NpoayKTa (Jaee -
CPP), uiau peructpalldOHHOE ymocToBepeHne, wunu free sale ceptudukar
(cepTudukaT Ha CBOOOJHYIO MPOJAAXy) - B OJHOM M3 CIEIYIOLIUX [OCYAapCTB
(Asctpanutickuit Coro3, Coenunennbie [lltater Amepuku, Kanaga, Isefinapckas
Koudenepauus, Anonus, Ascrpuiickas Pecrmybnuka, CoeguHernHoe KoponeBcTBO
Benukobputranuu u Cesepuoit Upnanauu, @eneparuBnas Pecnybnuka ['epmanus,
KoponesctBo Jlanusi, Koponescteo Hunepmannos, Koponescto IlIBenus,
Hcnanus, Tloptyraneckas PecmyOnmka), a tarke SmPC (summary of product
characteristics - oO0Imas XapakTepUCTHKa JEKapCTBEHHOrO Ipernapara) JIudo
pPa3BepHyTOE OMUCAHUE XapaKTePUCTHK MPeJIaraeMoro K 3aKyKe JeKapCTBEHHOTO
mpernapara - HMHCTPYKUMIO [0 MEOULUHCKOMY IPUMEHEHWIO, BBIJAHHBIE JUIS



CTpaHbl, PErUCTPALUs B KOTOPOH MOATBEPKIeHA;

1.2. rpadmueckoe n3obpakeHue 3kpaHa (CKPUHILIOT) UHTEPHET - CTPAHULbI
EBpormeiickoro areHTcTBa JIEKapCTBEHHBIX IPENapaToB JUO0 KOIUS AOKyMEHTa,
BEIIAaHHOTO EBporeiickuM areHTCTBOM JekapcTBeHHbIX npernapatos (EAJIC, anrm.
European Medicines Agency (EMEA)) no pesynsTaTtaM LEHTpPalu30BaHHOMN
nporenypel perucrpauuu - Certificate of a Medicinal Product, a Taxxe SmPC
(summary of product characteristics — o0uass xapakTepuCTHKa JIEKapCTBEHHOTO
npenapata), BblgaHHoe EAJIC, nubo pa3BepHyTOe ONHMCAHHE XapaKTePHCTUK
mpejlaraeMoro K 3akylKe JEeKapCTBEHHOro Ipenapara — HHCTPYKIHIO TI0
MEJIULIMHCKOMY ITPUMEHEHHIO;

1.3. rpadrueckoe m300paXkeHHe 3KpaHa (CKPUHIIOT) UHTEPHET-CTPAHUIIBI
BcemupHo#t Opranmsauuu 3apaBooxpaHenus (mamee — BO3) (agpec B ceru
uaTepHeT https://extranet.who.int/prequal/content/prequalified-lists/medicines),
NoATBEpIKAAroIIee, 4TO IIpejlaraeMblid JIeKapCTBEHHBIN rpenapar
nepexBanudunupoan BO3, a Taroke SmPC (summary of product characteristics —
o01asi XapakTepuCTHKa JIEKAPCTBEHHOTO IIperiapara), BBIIaHHas peryisTOpPHBLIM
OpraHOM CTpaHBl IIPOM3BOJCTBA TAKOrO JIEKAPCTBEHHOrO IIpermapara, JIMOo
pa3BepHYTOE ONUCAHUE XapPaKTEPUCTHUK IPeIIaraeMoro K 3aKyIKke JISKapCTBEHHOIO
npenapaTa — HHCTPYKIIMIO 110 MEAUITUHCKOMY IPUMEHEHHUIO;

1.4. mokymeHT (MMCBMO TIPOW3BOIUTENSI U KOMUS PErUCTPALOHHOIO
yIOCTOBEpEHUsI, NEUCTBYIOIEro paHee Ha Tepputopum Pecnybnuku benapycs),
MOATBEPKJAOIINMN, 4TO:

mpeamoiaraeMbpldi K = [OCTaBKe  JIeKapCTBEHHBIM — mpemapar  ObLI
3aperucTpupoBaH Ha Tepputopuu Pecrybnuxu benapycs;

CpPOK HEHCTBUSI PErMCTPAllMOHHOTO YAOCTOBEPEHHUS HAa HEro UCTEK IOCHe
11.05.2015;

COCTaB U MPOLECC MPOM3BOACTBA COOTBETCTBYIOT COCTaBYy U IIPOLECCY
IIPOM3BOJICTBA, KOTOpPEIe OBLTHM yKa3aHBI B IOCIEIHEH BEPCUU PErUCTPaLMOHHOIO
nocee B Pecniybnuke benapycs.

Taxxke pomkxHa ObITE mpenactaBieHa SmPC  (summary of product
characteristics — o0Ias xapakTepUCTHKA JIEKAPCTBEHHOTO Ipemapara), Judo
pa3BepHYyTOE OIIKUCAHUE XapaKTEPUCTHK NPeUTaraeMoro K 3aKyIKe JIEKapCTBEHHOI'O
mpenapara - HHCTPYKIHIO IO MEJIWIMHCKOMY IIpHUMEHEHUIO, BBIJAaHHbIE IS
CTPaHBI-ITIPOU3BOIUTEIIS.

TpebopaHuss  HACTOAIIEr0 TMOAMYHKTa HE  paclIpOCTpPaHSAIOTCS  Ha
JIEKapCTBEHHBIE IPENapPaThI:

PErUCTPALIMOHHEIE YAOCTOBEPEHUs Ha KOTOpble ObUIM IIPUOCTAHOBJICHBI B
CBS3H ¢ HEOJIArONIPUATHEIM MpoduneM 6e3011acCHOCTH NeKapCTBEHHOTO IIperapara;

pPEeruCTPalMOHHbIE YIOCTOBEPEHUS Ha KOTOpBIE OBUIM IIPUOCTAaHOBIIEHBI 110
uHunpaTuee MuHucTepeTBa 3apaBooxpanenus Pecnybnuku benapyce;

10 KOTOPBIM BO BpeMsi 00pallieHuUs JJeKapCTBEHHOTO IIpenapaTa Ha PhIHKE [IPH
[IPOBEACHUU KOHTPOJS KauyecTBa OBIIM BBISBIEHBI HECOOTBETCTBUS TPeOOBaHUAM
HOPMATHBHOTO JOKYMEHTA 110 Ka4Y€CTBY IIPOU3BOAUTENS;

B TOCYJapCTBEHHOW perucrpauuu (NepeperucTpaldi, ITOATBEPKACHUN
PEerucTpaluy) KOTOPBIX OBUTO OTKA3aHOo.

2. Komuio nOKyMEeHTa, YHAOCTOBEPSIOIIEro MPOU3BOICTBO JIEKAPCTBEHHOIO



npenaparta B yenosusx Hannexareit npousBoactBeHHoU npaktuku (GMP), ecnu B
[IPENICTABIIEHHOM pETrUCTPAIlMOHHOM YIOCTOBEepeHuH, Jubo ceprudukare Ha
cBOOOAHYI0 mpomaxy, aubo ceprudukare (apMaleBTUYECKOro MPOAYKTa
OTCYTCTBYIOT  CBEJeHHsS O  TEepPHOAWYEeCKOH  IpoBepke  IMPOU3BOJCTBA
JIeKapCTBEHHOTO TIpernapaTa (JIekapcTBEHHOU (DOPMBI) YIOTHOMOYEHHBIM OpraHoM
CTpaHbl  MPOM3BOAUTENS Ha COOTBeTCTBUE TpebopanusaMm  Hamnmexarei
IIPOM3BOICTBEHHOM MpaKkTUkU. B KadecTBe TaKOro IOKYMeHTa MOXET OBITE
npencTaBieH: ceptudukar GMP, mubo rpadudeckoe wuzobpakeHHe 3KpaHa
(ckpuHIIOT) C 3nekTpoHHOH 6asel EudraGMDP cepruduxaros GMP, mmbo
pacreqarka ¢ 3JeKTPOHHO! 0a3bl YIIOTHOMOYEHHOT'O OpraHa CTpaHbl IPOU3BOACTBA
JIeKapCTBeHHOTO mpenapara. [lpencTaBieHHbIE NOKYMEHTBl HOJDKHBI COREpIKATh
ITOJTHYIO HH(GOPMALKIO O MPOU3BOINTENE JIEeKAPCTBEHHOTO TIpeliapara, B TOM YUCIe
OCYILIECTBIISIONIEM ITPOU3BOJCTBO T'OTOBOM JieKapcTBEHHOU (GopMbl, (GacoBky u
(unM) yHakoBKY, KOHTPOJh Ka4yecTBa M HHBIX YYaCTHHMKax IIPOM3BOACTBA U
KOHTPOJISL Ka4EeCTBA JICKAPCTBEHHOTO Iperapara.

3. 'apaHTHiiHBIE MTUCHMA Y4acCTHHUKA!

O COONIO/IEHWY YCIIOBH XpaHEHHUs U TPAHCIOPTHPOBKHU JIEKApPCTBEHHOTO
nperapara;

0 TPeOCTaBIIEHUH TIPH TTOCTABKe JIEKAPCTBEHHOrO IIpernapara uHGopMauu
OT IPOW3BOJUTENSI O TOM, YTO JaHHAs Cepus YK€ NPUMEHSETCS Ha PhIHKE, IS
KOTOPOro IpOH3BedeHa, X He WMeeT IpPeTeH3Ud Mo KadecTBy IUOO dYTO B
Pecny0Omuky Bemapyck oCyIIecTBISIETCS MOCTaBKA HOBOM CepUU JIEKapCTBEHHOIO
Tperiapara, OCHOBHAS YacTh KOTOPOi 3alUIaHUpOBaHA K IIOCTaBKE Ha PHIHOK, UL
KOTOpOoro mpowsBeneHa. [Ipm 3ToM Mpou3BOAUTENH B CiIydae, €ClIM B Ipouecce
obpallleHdsl NaHHas CepHs JIEKAPCTBEHHOTO Iipemapara OyneT mpH3HaHA
HEKaueCTBEHHOM, 00s3yercs mnpouHpopmupoBate 00 3TOM MHHHCTEPCTBO
3apaBooxpanenus Pecniybnuku benapycs;

O BO3MOXHOCTH MPENOCTABICHUS IIOJIHOIO @aKeTa HOKYMEHTOB JJis
NOIYYeHHs] pa3pelleHHss Ha BBO3 HE3aperHCTPUPOBAHHOTO IJIEKAPCTBEHHOTO
npenapara B COOTBETCTBHH C 3aKOHOaTebecTBOM PecriyGmuku benapyce.

Oteer npocum gate B cpok 10 23.05.2024r. 1o 3JeKTPOHHOMY anpecy
melnichenko@pharma.by.
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