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PVII «Munckas @apMauus» ¢ HeJbIo on'pe):[e.nemm npegeJabHOH CTOHMOCTH
JUIS  TIOCJIEeAYIOIIero IPOBEJEeHUs IpoLedypbl TOCYNapCTBEHHOM 3aKyIKH B
COOTBETCTBHUH CO CBOJHBIM T'OJOBBIM ILIAHOM 3aKyIOK JIEKaPCTBEHHBIX CPEACTB U
nevyeGHOrO MUTaHUsI MUHKMCTEpCTBA 31paBooxpaHeHus Pecirybnvku benapyce Ha 2026
roJl MPOCUT COOOIIUTH O BO3MOXHOCTH ITOCTaBKM CIEAYIOIIUX JIEKapCTBEHHBIX
nperapaToB (Kak 3aperuCTPUPOBAHHEIX, TaK M He 3aperCTpUPOBaHHbIX B Pecitybnnke
benapycs):

MexnyHapoaHoe ' O6peM
HEIaTeHTOBAaHHOE d®opma BhIITyCKa (xonmmuecTBO),
HalMEHOBaHME : el
PonuBakann p-p s uHbeKuui (MHbY3uit) 2 Mr/ma 20 M 25365
PonuBakaun p-p Anst uabexknmid 10 Mr/mi 10 ma 15 345
PonuBakaux p-p i uHbeKnui 7,5 Mr/ma 10 M 24 375

Cpox (cpok#) rocTaBkH ToBapoB: ITocTaBku Oy Iy T OCYILECTBIATHCS IIAPTHAMHU
B IV kBaprane 2026 r. u I, II kBaptanax 2027 r. Cpok nocraBku ToBapa — 10 60 nHei
C JaThl ToAmucaHus crermudukanuu. Jlomyckaercss mocraBka He Oosee 4yeM 2-Ms
NapTUSAMM,  KOHKPETHBIH  CpPOK  IIOCTaBKM  OrOBapMBaeTcs  IPUIOKEHHEM
(cnenuduxanuei).

YcnoBus ¥ cpoku oruiaTel ToBapa: OTcpouka 1atexa — B TedeHue 60 nHei ¢
IaThl IpUeMKH ToBapa [lokymarteneMm Mo KOJUYECTBY M KadecTBY (Hara MPUEMHOIO
axta [lokynarens).

OTBeT Ha 3anpOC J0/IKEH COAePKATD:

— HaUMeHOBaHHWe IOTeHIIMATbHOTO YJaCTHHUKa;

— TOProBOE€ HAMMEHOBAHHE JIEKAPCTBEHHOTO IIperapaTra ¢ y4eToM (acoBKH U
YITaKOBKH, KOJIMYECTBO YIIaKOBOK;

— HaWMeHOBaHHWe IPOU3BOAUTENS (IPOU3BOAMTENIEH, YUACTHUKOB BCEX DTAIOB
IIPOU3BOJICTBA);

— LEeHy 3a YIIAaKOBKY, OOIIyH CTOMMOCTH (C y4YeTOM JOCTAaBKH, HAJIOrOB,



c60pOB U IPyTHX 003aTeNbHBIX IIATEXKEH);

— 06muil CpoK TOAHOCTH M OCTATOYHBIM CPOK TOJHOCTH JIEKapCTBEHHOIO
nperapara Ha MOMEHT IIOCTaBKH;

— popsaok  GOpMHPOBAHHSI __ LIEHBI ¢  Yy4YeTOM  TpeOoOBaHUH
3aKOHOAATEJLCTBA O [eHooOpa3oBaHHH. B ciy4yae OTCYTCTBHA NOpPSAKA
dopMHpOBaHHUS LEeHbI, TPeAcTaBIeHHas uH(popmanus He OyaeT yuTeHa.

B ciydae, eCM TIeKapCTBEHHBIA IperiapaT He 3aperucTPUPOBaH B PecniyGnuke
Benapych, IPOCAM LapaHTUPOBATh MPEJOCTABIEHUE CIIeAYIOIIHNX JOKYMEHTOB!

1. Kommsi OZHOTO H3 HIKEIEPEYHCIEHHBIX INOKYMEHTOB C II€PEBOIOM Ha
pycckuii (OenopyccKuii) SA3bIK:

1.1.rpaduueckoe u306paXkeHHe SKpaHa (CKPMHIIOT) HHTEPHET-CTPAHHUIIBL,
pacredaTka C SJIEKTPOHHOM 6a3bl, MOATBEPHKAAIOIIHE PErMCTPALUIo, MO0 KOmHs
JOKyMeHTa O perHCTpalldM JIEKapCTBEeHHOro  Ipemapara — cepTuduKaT
dapmaneTuueckoro mpoxykra (nanee — CPP), wmmm  perucrpanioHHOe
ypocroBepenue, i free sale cepruduxar (ceptruduxar Ha CBOGO/HYIO POAAKY) — B
omHOM u3 ciemyrommx rocyaapcts (Asctpanuiickuii Coros, Coenunennbie IllTars
Amvepuku, Kanaga, [lsefinapckas Konbenepauus, Snouus, ABcTpuiicKasd
Pecmy6iuka, Coenunennoe Koponecrso Benukobpuranuu u CesepHoit Mpnanaum,
denmepatupHas Pecry6nuka I'epmanus, Koposnesctso [lanus, KopomeBcTso
Hupnepnannos, Koponesctso IlIseuwusi, Mcmanus, Ilopryransckas Pecnybiuka), a
taoke SmPC (summary of product characteristics — ofmas xapakTepucTHKa
JIeKapCTBEHHOro  [Iperiapata) JM00 pa3BepHyTOe OIHMCaHHEe XapaKTepPUCTHK

npeajiaraéMoro K 3aKyIlKe JIEeKapCTBEHHOT'0 Ipenapara — HHCTPYKIHIO IIO
MEIUIMHCKOMY IIPUMEHEHHIO, BBIJAAHHBIC IJIA CTpaHbl, PETHUCTpPALlUA B KOTOpOﬁ
IMMOAOTBEPKACHA,

1.2.rpaduueckoe wu306paXkeHHe O5SKpaHa (CKPMHILIOT) HWHTEPHET—CTPaHHI[BI
EBporelickoro areHTCTBa JIEKapCTBEHHBIX IMpernaparoB, JHOO pacredaTka ¢
JIeKTPOHHOH 6a3pl EBpOIECKOro areHTCTBa JIEKApCTBEHHBIX MPENaparos, JH00
KOIMS JOKYMEHTa, BBIIaHHOro EBpONEHCKMM areHTCTBOM  JIEKapCTBEHHBIX
npenapato (EAJIT], anrit. European Medicines Agency (EMA)) mo pesynbTaram
LleHTpanu30BaHHOM Tpouenypsl pernctpanuy — Certificate of a Medicinal Product, a
takke SmPC (summary of product characteristics — ofImas XapakTepucTHKa
NexkapcTBeHHOro mpemnapara), BelmaHHoe EAJIIl nubo passepHyTOe oOIMCaHHE
XapaKTEPUCTHK MPeIaraeMoro K 3aKyIIKe JIEKapCTBEHHOT'O IpenapaTa — HHCTPYKIHMIO
10 METUITUHCKOMY IIPHMEHEHHMIO;

1.3.rpaduueckoe u300paXkeHHe 5SKpaHa (CKPUMHIIOT) MHTEPHET-CTPaHHIIBI
Bcemupnoit Opranusaruu 3npaBooxpanenus (nanee — BO3) (axpec B cetd MHTEpHET
https://extranet.who.int/prequal/content/prequalified-lists/medicines),
MOATBEPKAAIOIIIEE, 4TO npearaeMeli JIeKapCTBEHHBIH npemnapar
npexBanudunuposan BO3, a takxke SmPC (summary of product characteristics —
o0mmas XapakTE€pUCTHKA JIeKapCTBEHHOrO IIperapara), BBIIaHHOE PeryJTOPHBIM
OpraHOM CTpaHBl MPOW3BOACTBA TAKOrO JIEKAPCTBEHHOrO Ipemnapara, oo
pa3sBepHyTOE ONUCAHHE XapaKTePUCTHK MPEeAaraéMoro K 3aKyIke JeKapCTBEeHHOIO
rnpernapaTa — HHCTPYKIHUIO 110 MEHLMHCKOMY ITPUMEHEHHIO;

1.4. JOKYMEHT O pErHCTpallud JIeKapCTBEHHOro mpenapara B Poccuiickon
Deniepaniii  JUIS  JIEKAPCTBEHHBIX IIpenapaTroB, IPOU3BEACHHBIX B Poccuiickoit



Denepanuy, a TakKe HHCTPYKIHMIO HA 3TOT JIEKAPCTBEHHBIN IPEIapaT, BBIAAHHYIO
PEeTyJSTOPHBIM OPraHOM CTPaHBI IPOU3BO/ICTBA, :

1.5. IOKyMeHT, = MOATBEPXIAIOIIMA  pPETMCTPalli0O ¥ HCIOJIb30BAHHE
NIeKapCTBEHHOIO  Mperapara B  CTpaHe-NpOU3BoauTeNe  (PErMCTPalOHHOE
YIOCTOBEPEHHE WIH CEPTH(GUKAT Ha CBOOOIHYIO Ipoaaxy, Jubo cepTU(pUKAT
(bapManeBTUIeCKOro IPOyKTa, IHO0 rpaduueckoe H306paxeHHne IKpaHa (CKpUHLIOT)
MHTEPHET-CTPAHHUIBI ¢ OBUIMANBHOTO caiiTa YIOJHOMOYEHHOTO opraHa B cdepe
PErHCTPAIHH JIeKapCTBEHHBIX TIPENapaToB, MOATBEPKAAIOIIEE PETUCTPALIUIO B CTPAHE
IIPOU3BOJICTBA) C OAHOBPEMEHHBIM MPEAI0CTaBICHUEM JJOKYMEHTA, Y IOCTOBEPIOLIETO
POU3BOJACTBO JieKapcTBeHHOro mpemnapara B ycnoBusix GMP EAOC, a Taxxke
UHCTPYKLIMIO Ha OTOT JIEKAPCTBEHHBIH Npenapat, BEIAAHHYIO PeryIsITOPHEIM OpraHoM
CTpaHbl IPOU3BOCTBA;

1.6. 1OKyMeHT (IUCBMO TPOM3BOJUTENS M  KOMHUS = PErMCTPalHOHHOTO
YIOCTOBEPEHHMS, NEHCTBYIOIEro paHee Ha Tepputopum Pecry6iuku Benapycs),
IOATBEPXKAAIOIIMH, UTO:

— NIpeAToNiaraeMblii K IOCTaBKe  JIeKapCTBEHHBIM  mpemapar  ObLI
3aperucTpUPOBaH Ha Tepputopuun Pecny6nuku benapyce;

— CPOK JeCTBHUS pEeTrHCTPAllHOHHOIO YJOCTOBEPEHHS Ha HErO MCTEK He paHee,
yeM 3a 4 (4eThIpe) roJia 0 UCTEIECHUS CPOKa ISl HOJArOTOBKH U ITOJJa4H MPeII0OKCHHUS,

— COCTaB M IPOLIECC IMPOHU3BOJACTBA COOTBETCTBYIOT COCTaBy M IPOLECCY
IIPOM3BOJICTBA, KOTOphIe OBUIM yKa3aHBl B IOCIEAHEH BEPCHM DPErMCTPallHOHHOTO
nocke B PecryOnuke benapycs.

Taxxe gomxkHa 66T npeacrasieHa SmPC (summary of product characteristics
— 0011as XapaKTepUCTHKA JIEKApPCTBEHHOTO IIpernapara), JIM00 pa3BepHYTOE OIIHCAHUE
XapaKTEepHCTHK IPe/JIaraeMoro K 3aKyIIKe JIEKapCTBEHHOTO IperapaTa — HHCTPYKIHS
10 METUITUHCKOMY IMPUMEHEHHUIO, BBIIaHHBIE JUISl CTPaHBI-IIPOM3BOAMTEN.

TpeGoBaHus HACTOSIIETO NOAMYHKTA HE PACIIPOCTPAHAIOTCS Ha JIEKAPCTBEHHbIE
nperapaThl:

— pEruCTpalioOHHbIE YIOCTOBEPEHHS Ha KOTOpble OBIIM IPHOCTAHOBJIEHBI B
CBSI3M C HEOIArOMPUATHEIM IpoduieM 6e30IacHOCTH JIEKAPCTBEHHOI'0 Mpernapara,

— PETUCTPAIMOHHBIE YIOCTOBEPEHHs] Ha KOTOpBIE OBITHM NPHUOCTAHOBJIEHBI 110
WHHALMaTHBe MUHUCTEpCTBa 31jpaBooxpanenus Pecy6auku benapyck;

— 10 KOTOPEIM, BO BpeMst 0OpallieHHs JISKapCTBEHHOT'O Iperapara Ha PhIHKe ITpH
MPOBEJECHUY KOHTPOJIA KayecTBa OBUTH BBIIBICHBI HECOOTBETCTBHS TPeOOBaHHAM
HOPMATHUBHOT'O JTOKYMEHTa 110 Ka4eCTBY IPOU3BOJUTEIS;

—B TOCYHapCTBEHHOW perucTpalyu (IepeperucTpaidy, IIOATBEPKIACHUN
perucTpanui) KOTOphIX ObLIO 0TKA3aHO.

2. Komus [OKyMeHTa ¢ TIepeBOJOM Ha pycckuii (Oenopycckuit) S3BIK,
YIOCTOBEPSIOIIEr0 IPOU3BOJCTBO  JIEKAPCTBEHHOIO IIpemapara B YCJIOBHSAX
Hamnexameii npousBoacTtBeHHOW mpaktuku (GMP), eciu B mpencraBieHHOM
PErMCTPAlMOHHOM YIOCTOBEepeHHH, b0 cepTHdUKaTe Ha CBOOOIHYIO IIPOJAXY,
6o ceprudukare ¢GapManeBTUYECKOr0 MPOAYKTa OTCYTCTBYIOT CBENCHUSA O
MePUOANYECKON IIpOBEpKe IIPOM3BOJACTBA  JIEKAPCTBEHHOro  IIperapara
(;mexapcTBeHHOM (DOPMBI) YIOJHOMOYEHHBIM OPraHOM CTPaHbl MPOM3BOAMTEINS HA
COOTBETCTBHE TpeboBaHMsIM Hamexaieil mporn3BOACTBEHHOM IIPAKTHKH.

B KayecTBe TAKOTO JOKYMEHTa MOXET OBITh mpejcTaBneH: ceprudukar GMP,
nmu6o rpaduueckoe u30bpaxkeHWe OKpaHa (CKPUHIIOT) C 3JIGKTPOHHOMH 6asbl



EudraGMDP cepruduxatos GMP, mmubo pacreuatka ¢ 51eKTPOHHOH 6a3kl
YIIOJHOMOUYEHHOTO OpraHa CTpaHbl IIPOM3BOJCTBA JIEKAPCTBEHHOIO IIperapara.
[IpencraBieHHble JOKYMEHTHl HOIKHBI CONEPXKATh IMOJNHYIO HH(OPMALHIO O
TIPOU3BOJMTENE JIEKAPCTBEHHOrO IIperapara, B TOM YHCIE OCYLIECTBIIAIOLIEM
NPOM3BOJICTBO TOTOBOW JieKapcTBeHHOH (opMbl, (GacoBKy u (W) YNaKoBKy,
KOHTpPOJIb KauecTBA, M HMHBIX YYaCTHHKaxX IIPOM3BOJICTBA M KOHTPOIS KaiyecTBa
JIeKapCTBEHHOTO Ipernapara.

JlomyckaeTcsl TpefcTaBlIeHHe BMECTO BhIIIEYKa3aHHBIX JOKYMEHTOB KOMHH
JUIeH3ud MHUHHCTEPCTBA IPOMBINUIEHHOCTH M ToproBau Poccuiickoit ®enepaiiyu
nu60 BBINKCKM M3 peecTpa JHLEeH3uH MUHUCTEPCTBA IPOMBILIIEHHOCTH U TOPrOBIIM
Poccuiickoii @enepalu.

3. TapaHTHifHBIE MMChMa YYaCTHHKA C IEPEBONOM Ha pycckuil (6enopycckuii)
A3BIK:

—0 CcOOJIIOJIEHHH YCIIOBHI XpaHEHHs M TPaHCIIOPTHPOBKH JIEKAPCTBEHHOI'O
mpernapara;

— 0 TIPeIOCTABJIEHAN TIPU MOCTABKE JIEKAPCTBEHHOIO Mpernapara HHpopManuu
OT NPOHM3BOJUTENSL O TOM, YTO IIOCTABIAeMas CEpUs yiKe TIPUMEHSAETCS Ha PhIHKE, JULT
KOTOpPOTro IIPOU3BE/eHa, U HEe HMeeT NPEeTeH3UH 10 KauecTBy 60 uTo B PecmyOnuky
Benapych OCYLIECTBISETCS IIOCTaBKa HOBOM CepHMHM JIEKApPCTBEHHOIO Tperapara,
OCHOBHAas 4YaCTh KOTOpOM 3aIsIaHHpOBaHA K IIOCTaBKE Ha PBIHOK, [UIA KOTOPOIo
npousBesieHa. 1Ipu 3TOM IPOM3BOAMTENh B CTydae, €Ciid B Ipolecce obpaiieHus
JaHHas Cepus JIeKapCTBEHHOro Iipemapara OyJeT NpH3HAHA HeKaueCTBEHHO,
obs3yercs npouH(popMHpoBaTh 00 3TOM MHHHCTEPCTBO  3[paBOOXpaHEHHS
Pecny6nuku benapychs;

— 0 HpeJJOCTaBJIeHHH K KaXXI0H yIaKoBKe MepeBojia HHCTPYKIHH Ha PYCCKHi
s3Ik M (und) Genopycckuii fA3bIK U TpeOyeMoe KONHYECTBO CTHKEPOB (B Cirydae
HeoOXO0AMMOCTH ) TIPH TIOCTaBKe He3aperuCTPUPOBAaHHOIO JIEKAPCTBEHHOTO Mperapara,;

— 0 BO3MOXHOCTH IIPENOCTaBJIeHHMs IIOJHOTO IIaKeTa JOKYMEHTOB UIf
MOJydYeHHs] pa3pellleHHs Ha BBO3 HE3aPETHCTPHPOBAHHOIO  JIEKapCTBEHHOT'O
TIpenapara B COOTBETCTBHH ¢ 3aKoHoAaTenscTBoM Pecrybnuku benapycs.

Konuu 0KYMEHTOB, HCIOJHEHHBIX HA MHOCTPAHHOM S3BIKE, IIPEJCTABIAIOTCS C
[IEpPEBOJIOM Ha pyccKuit (6eTopyCcCKuit) A3bIK.

Wudopmarus, moayueHHas B paMKaxX HCCIIENOBAaHMsA KOHBIOHKTYPBI PHIHKA
OyIeT HCIONb30BaHA JUIS OIpe/ie/ieHHs MNpeAeJbHOH CTOMMOCTH MpeaMeTa
rocyJapcTBEHHOM 3aKyNKH; TIPOBeeHNe Npoleaypsl cOopa HHGOPMaLUK He BIEYET
33 C00OM BO3HHMKHOBEHHME KAKUX-THOO 00583aTEeNbCTB MEXAY 3aKa3uyukoM U
IOTEHI[MATBHBIM ITOCTABILUKOM.

Wudopmalmio MpocuM MpeAcTaBUTh He mo3gHee 28 mioas 2026 roma mo
snekTpoHHOMy anpecy d.torg@minfarm.by.

3aMeCTHTEN b TeHEPAIBHOTO TUPEKTOpa e E.W.IlaBnokeBuy

Xapuronuuk A.M. +375 17 516 80 12
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