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PVIT «Munckas PapMauus» ¢ NHeJbl0 oNpeaeaeHust npeaebHOH
CTOMMOCTH JUISl TIOCIEAYIOLIErO IPOBENEHHsS MPOLENyphl TOCYAapCTBEHHOM
3aKyIIKH B COOTBETCTBHUHU CO CBOJHBIM T'OJOBBIM IUIAHOM 3aKyIOK JIEKapCTBEHHBIX
CpelCTB U JeuyeOHOro NuTaHus MHHHCTEpCTBa 3IpPaBOOXPAaHEHUS PecryOmkn
Benapych Ha 2027 roa npocuT coobIUTE O BO3MOXKHOCTH MOCTaBKH CJICYHOIINX
NIEKAPCTBEHHBIX ~ NpemapaTroB  (KaKk  3aperMCTPUpOBaHHBIX, Tak W HE
3aperucTpupoBaHHbIX B Pecybnuke Benapycs):

Tabnuua 1
O06Bem
Mesx1yHapoIHOe HelaTeHTOBAHHOEe HAMMEHOBAHHE, o
(opMa BbIITyCKa it ’

[TamuapoHOBas KUCI0Ta p-p Juist HHGY3uit 3 mr/min 10 Mo 1 000
(zaperucTpuposanusiii JIIT / Hesapeructpuponanubii JIIT)
BynuBakaut p-p ULt MHBEKIHE 5 MI/MJI 5 MIT (3aperucTpUpOBaHHBIH 71 185
JITT / nezapeructpupoBanusblii JIIT)
JleBoOy IMBaKaMH P-p JUIs MHBEKIHI/KOHIIGHTPAT JUlsl MH(DY3Hii
5 mr/ma 10 mi (3apeructpuponanuslii JIIT / HezaperncTpupoBaHHBIH 9 540
JIIT)
Tuonenran nop-K, JTMO(GpUIM3APOBAHHBIH MOP-K (JHOPHIN3AT) 11
TIPUTOT. p-pa Juisi B/B BBeNeHus (Ui nnbekuuit) 1000 mr 81360
(zapeructpupoanubiii JII1 / Hesapeructpuposanubiit JIIT)
TroneHTas NOpP-K, THOPUIM3MPOBAHHBINA OP-K (JTMOpUIU3AT) Ui
TIPUTOT. p-pa Juist B/B BBeieHNs (11 uHbeKui) 500 mr 64 210
(3apeructpuposanusiii JIIT / HesapernctpupoBanHbli JIIT)
Tanonepugon tabnetku 1,5 mr (3apeructpuposannbii JIIT/ 1 408 190
HesapeructpupoBanuslii JIIT)
Tanonepuon TabueTky 5 Mr (3apeructpupoBansbli JIIT/ 1007 250
HesaperucTpupoBanHslit JIIT)




[lepunuasus Kancyisl (tabnerka) 10 Mr (3apeructpupoBaHHbIit JIIT/
2 70 200
HesaperucrpupoBaHHsIi JIIT)

Cynbnupuz p-p s MHbeKIui 50 MI/MJ 2 MIT (3apeTrHCTPUPOBAHHBIH
i 3510
JITT / He3apeructpupoBanusiii JIIT)

X10pIIpOMAa3uH p-p AL B/B U B/M BBEACHUA (1A UHBEKIINN)

25 mr/mi 2 Mt (3apeructpuposarsbtit JIIT/ HesaperucTpupoBaHHbII 23775
JIIT)
Xioprnpomasus Tabierku /o (apaxe) 100 mr (3aperucTpUpOBAHHBIH 115 390

JIT1 / nesapeructpuposanusii JIIT)

XtopnpomMasus TabeTky 1/0 (apaxe) 25 Mr (3aperucTpupOBaHHLINA
5 192 740
JII1 / nesapeructpupoBanHsiii JIII)

Xnoprpomasus TabieTku 1/o (apaxe) 50 mr (3aperucTpupOBaHHbIHA
v 274 900
JIT1 / nezapeructpupoBannbii JIIT) .

OTBeT HA 3apoc A0JIZKeH COJepKaTh!

— HaMMEHOBaHME IOTEHIIMAIBHOTO YUYaCTHHUKA,

—  TOpProBOE€ HAUMEHOBAHME JIEKAPCTBEHHOI'O Ipernapara ¢ y4eToM (acoBku
1 YIIaKOBKH, KOIHYECTBO YIIaKOBOK;

—  HaWMeHOBaHHE ITPOM3BOAHMTENS (IPOM3BOAMTENEH, YYaCTHHKOB BCEX
3TAIOB IIPOU3BOICTBA);

— LeHy 3a YNaKOBKY, OOILIyl0 CTOMMOCTb (C y4eTOM JIOCTaBKH, HAIlOroB,
c6OpOB 1 APYTUX 00s3aTeNbHBIX TUIATEXeH);

—  OOIMH CPOK TOAHOCTH M OCTaTOYHBIH CPOK TOJHOCTH JI€KapCTBEHHOTO
npernapara Ha MOMEHT IIOCTaBKH,

— nmnopsiaok  ¢opMHpOBaHHS  IEeHBl € Y4eTOM TpeOGOBaHHH
3aKOHOAATEILCTBA O IlleHooOpa3oBaHuu. B cayyae OTCYTCTBHS MNOPsIIKa
dopmMHpoBaHUs LEHbI, PecTABICHHAst HHpOpMAaLHsT He Oy/eT yuTeHa.

B cnyuae, ecid JEKapCTBEHHBIH Tpemapar He 3aperiCTpUpOBaH B
Pecry6iuke Benmapyck, NPOCHM [ApaHTHPOBATh MNPEAOCTABICHUC CIEAYIOLIMX
JTOKYMEHTOB:

1. KOIMH OJHOrO W3 CIEeIyIOLIMX IOKYMEHTOB C MEPEBOJIOM Ha PYyCCKHMH
(Genopycckuil) A3bIK ¢ yKa3aHHEM CCbLIOK Ha opunuaabHble BeO-pecypesl,
caiiThl peryJiSTOPHBIX OPraHoB B cdepe 31paBoOXpaHeHHsI 1 BepH(pUKALHH
uHdopmanHu:

1.1. rpaduueckoe n300paKeHUE SKpaHa (CKpPWHIIIOT) UHTEPHET-CTPAHHIIBI,
pacreuatka U3 SIeKTPOHHOH 0a3bl, MOATBEPKAaI0IHE PerHCTPALHIO, 60 Konusi
JOKyMEeHTa O perucTpauuy JeKapCTBEHHOro IMpemapara - cepTuuKaT
dapmanesrrdeckoro npoaykra (CPP), unu perucTpaiioHHoe y10CTOBEPEHHC, HIlK
free sale cepruduxar (cepTHQUKAT Ha CBOOOJHYIO IpoJIaXy) — B OJHOM M3
ClIeIOUX TocyAapcTB  (ABCTpAIMACKUHN Coro3, Ascrpwmiickas Pecny0muka,
Benukoe ['epuorcrso Jliokcem6ypr, Benrpust, I'pegeckas Pecniy6nuka, Mpnanaus,
VranesHckas Pecrybnmka, Kanana, Koponeserso benbrus, KoponesctBo Jlanus,
Koponesctso Mcnanus, Koposescrso Huneprnannos, Koponescteo IlIBenus,
JlaTBuiickas Pecmy6nuka, JluroBckas Pecrybiuka, ITopTyranbckas PecnyOnuka,




Pecniy6nuxa Bonrapusi, Pecny6muka Kump, PecmyGmuka Kopes, Pecrybnuka
Maista, Pecniybnuka ITonsura, Pecnybiuka CroBeHus, PecryOsika XopBsatusi,
Pymeiaus, Crosankas Pecry6iuka, Coeunennoe KoposeBcTBo Benukobputanuu
u Ceseproit HWpnammnu, Coenunennsle Illtater Amepuxd, ®PenepaTunHas
Pecrry6muka I'epmanus, ®unnsujackas Pecrny6imka, ®paniysckas PecryOika,
IlIgeitnapckas Koudenepauus, Ocronckas Pecmy6muka, Snonns), a Takxke
summary of product characteristics — o0masi XapaKTepHCTHKA JIEKAPCTBEHHOT0
npenapara (nanee — SmPC), mubo passepHyTOe OITHUCAaHHE XapaKTEPHCTHUK
IIpeUlaraeéMoro K 3aKyIKe JIEKapCTBEHHOro Tpenapara — HHCTPYKUMS 10
MeJHIIHHCKOMY NPHMEeHEHHIO, BbIJIaHHbIE I CTPaHbl, PErHCTPalHs B KOTOPOH
MOATBEPKACHA;

1.2. rpadudeckoe u3obpaxeHne dKkpaHa (CKPUHILOT) HHTEPHET-CTPAHUIIBI
EBponeiickoro areHTCTBa JIEKAPCTBEHHbIX NpeNapaTos, 1100 pacreyaTka 13
JIEKTPOHHOM 6a3bl EBpomnelickoro areHTCTBa JIEKApCTBEHHBIX MPENapaToB, JHO0
KOMHUSI JOKYyMEHTa, BbIIAHHOr0 EBpONEHCKUM areHTCTBOM JIEKapCTBEHHBIX
npemnaparos (nanee — EAJIIT) (anrmumiickuii mepeBod — European Medicines Agency
(manee — EMA)) 1o pe3ynbraTaM LEHTPaIU30BaHHON MPOLEAYPbI PErUCTPalky —
Certificate of a Medicinal Product, a takxe SmPC, Boimannoe EAJI, mu6o
pa3sBEPHYTOE OTUCAHUE XapAKTEPUCTHK IIPEIaraeMoro K 3aKyIke JeKapCTBEHHOTO
npernapara — HHCTPYKIHS 110 MeAHIIHHCKOMY NPHMEHEeHHIO;

1.3. rpaduueckoe uzobpaxkeHne dsKkpaHa (CKPUHIIOT) WHTEPHET-CTPAHUIIBI
Bceemuproit Opranusanuu 3jpaBooxpaHenus (manee — BO3) (agpec B ceTw
uHTepHET  https://extranet.who.int/prequal/content/prequalified-lists/medicines),
MOATBEpPKAAIOLLIEE, 4TO npeasaraeMsli JeKapCTBEHHBIN npernapar
npekpamuduruposan BO3 (Bkmouen B mepeder WHO List of Prequalified
Medicinal Products/Vaccines) mmu coorBeTcTByeT TpeOoBaHusAM (CoOBMECTHOM
nponenypsl Mesxxay BO3/PQT u HPO oleHKM M YCKOPEHHs TOCYAapCTBEHHOH
PETHCTPALUH JIEKAPCTBEHHBIX MPENapaTtoB U BaKLHH, NPeKBaTH(pUUUPOBAHHBIX
BO3, ot 16 mas 2018 r., a Taxxxke SmPC, BeigaHHast peryIsiTOPHBIM OPraHOM CTPAHBI
ITPOM3BOJICTBA TAKOTO JIEKApCTBEHHOIO IIperapara, JIM00 pa3BepHyTOe ONMCAHHE
XapaKTePUCTHK [pe/ylaraeéMoro K 3aKylKe JIeKapCTBEHHOro Iperapara —
WHCTPYKIHUS [0 MEJULIMHCKOMY IIPUMEHEHHIO;

1.4, 1OKYMEHT O  perucTpalMyd JEKapCTBEHHOro  Ipermapara B
rocyaaperBax-wieHax EADC, uHCTpyKuusi 10 MEAHIIHHCKOMY NPHMEHEHHIO
Ha TpeJaraeMblil JIeKapcTBeHHBIH Mpenapar, BblJaHHas AJs FOCyAapCTBa-4iIeHa
EADC, peructpariisi B KOTOPOM IOATBEPXKIEHA,

1.5. goKkyMeHT (MMCBMO IPOM3BOIMTENS M KOMHS PErucTpaldoOHHOTO
yIOCTOBEpeHHsl, JeHCTBYIOEro paHee Ha TeppuTopuu Pecrybinku benapycs),
MOJITBEPIKIAFOIIUH, YTO:

— IpefroNaraeMBIi K TOCTaBKe  JIEKApCTBEHHBIH — Tpemapar — ObLI
3aperucTpupoBaH Ha Tepputopuu Pecrybnuku benapycs;

— CPOK JIEHCTBHSI pErHCTPALIMOHHOIO Y JOCTOBEPEHHUS Ha HEro HCTEK HE paHee,
yeM 3a 4 rojia 10 UCTEYEHMs CPOKa ISl [IOJrOTOBKH U IOJa4H NPEITIOKEeHHH;

—COCTaB M IPOILIECC IMPOM3BOJACTBA COOTBETCTBYET COCTaBY M IIPOLECCY
NPOM3BOJICTBA, KOTOpbIe OBUIH YKa3aHBI B IOCJTIENAHEH BEPCUU PETHCTPALHOHHOTO



nocbe B Pecrrybirke benapychb.

Taxke mo/kHa 6bITh mpencrasneHa SmPC jubo pasBepHyTOE oOlMCaHHe
XapaKTEepUCTUK Ipe/UTaraeMoro K 3aKymKe JIEKapCTBCHHOTo —Ipenapara  —
MHCTPYKUHMS 10 MEJMIMHCKOMY IPUMEHEHHIO, BbIMaHHAs JUIA  CTPaHBI-
TPOU3BOJUTENIS.

He NpUHMMAIOTCS K PacCMOTPEHHIO TPEJIOKEHUsS —y4acTHHKOB B
COOTBETCTBHH C HACTOSILUM ITOAIYHKTOM Ha JIeKapCTBEHHBIC IIPETIapaThbl:

— PerMCcTPAlHOHHbIE YIOCTOBEPEHHUS HAa KOTOPBIC OBLIM IIPHOCTAHOBIIEHE! B
CBA3U ¢ HeONAronpuATHBIM MpodueM 0e30MacHOCTH JIEKapCTBCHHOTO NperiapaTa,

— perucTpaloHHBIE YI0CTOBEPEHHUS Ha KOTOPBIC OBLIN TTPUOCTAaHOBJIEHBI 10
UHUIMATHBe MUHUCTEPCTBA 3/]paBOOXPAHEHNU,

— I10 KOTOPHIM BO BpeMsi 0OpalleHus JIEKapCTBEHHOTO Ipenapara Ha PhIHKE
mpH  TPOBENEHMHM KOHTPOJS ~KadecTBa OBUIM  BBUIBICHBI  HOCOOTBETCTBHA
Tpe6OoBaHUsIM HOPMATHBHOIO IOKYMEHTA 10 KaY€CTBY IIPOU3BOAUTEILS;

— B rOCYJAapCTBEHHON perucTpanuy (TepeperucTpaluy, MOATBEPK/ICHHH
pErucTpali) KOTOPBIX OBbUIO OTKa3aHo.

2. Kommy JOKyMEHTOB C IIE€PEBOJIOM Ha pyCCKHUH (Genopycckuii) A3bIK,
yAOCTOBepsiloLIHe TPOU3BOACTBO JIEKAPCTBEHHOI0 INpenapaTa B yCJ0BHSX
Hanueskanieil NpOH3BOACTBEHHOI MPAKTHKH (Tanee — GMP): ceptuduxatr GMP,
rpaguyueckoe HM300paKeHHe OSKpaHa (CKPMHIIOT) W3 OJIEKTPOHHOW  0asbl
EudraGMDP ceprudukatoB GMP 1ubo pacredaTka M3 DJIEKTPOHHOH 0a3bl
YIIOJTHOMOYEHHOTO OpraHa CTpaHbl INPOM3BOJCTBA JIEKAPCTBEHHOIO Ipenapara,
cofepkalqMe cBefleHHs 000 BCeX YYaCTHMKaX TNPOW3BOJCTBEHHOTO IIHK/IA
(mpou3BoAUTENE rOTOBOHM JleKapCTBEHHOU ¢bopmMsl, MIPOU3BOJIUTEIE,
ocymiecTBistomeM (acoBKy M YNAakoBKY, KOHTPOJb KauecTsa, BBIITYCKAIOIIM A
KOHTpOJb cepur (cepTHhUKAIMIO CepHH), APYTHX YYaCTHHKax IPOU3BO/ICTBA),
KOTHS! JIMIEH3MH HA MPOU3BOACTBO, & TAKXKe CChUIKH HA opuuHaibHbIE BeO-
pecypesl, CaiiThl peryJsiTOpHbIX OpPraHoB B cgepe 3/paBOOXpaHCHHS /LIS
BepuduKranuu HndopManuu.

JlomycKaeTcsl peJICTaBIeHHe BMECTO BBILIEYKa3aHHBIX TOKYMEHTOB KONHH
JHen3uH MUHICTEPCTBA POMBIILUIEHHOCTH 1 Toprosiy Poceuiickoit Pesepanny
160 BBIMHCKH H3 peecTpa Junensuii MHUHHCTEPCTBA TPOMBILUICHHOCTH M
toprosiu Poccuiickon @enepalyn.

JlomyckaeTcs Tpe/iCTaBIeHHe BMECTO BBILICYKa3aHHbBIX IOKYMCHTOB KOIHH
CNpaBKH, BbIJAHHOW YIOJHOMOYEHHBIM  OpraHOM Kuraiickoit Haponnoi
Pecny6nuKky, yIOCTOBEPSIONIEH MPOM3BOACTBO JICKAPCTBEHHOIO Ipenapara B
coorsercTBUHU ¢ TpebopanusMu GMP, 1100 KOMHHU JHIEH3HH HA MPOH3BOACTBO,
BBIIAHHON YIIOJHOMOYEHHBIM opraHom Kwutaickoi Hapomuoit Pecriybnuiu,
cojepkallled  eKkjiapaluio O COOTBETCTBHH MIPOM3BO/ICTBEHHON  IUIOIIA/IKH
tpeboBanusaM GMP.

3. TapaunTuniiiple nMcbMA YYacTHMKa C TI€PEBOAOM Ha PYCCKHH
(benopycckuii) A3BIK:

— 0 COOJIIOIEHUHU YCJIOBHUHM XpaHEHHs M TPAaHCIIOPTHPOBKH JICKapCTBEHHOTO
mpernapara;

— 0 TIpejocTaBlieHnH HH(GOPMAIMKM OT MPOM3BOAMTENA B Cilyvae, eciu B



npolecce oOpalieH s MOCTaBIEHHOH CepuH JIeKapCTBEHHOIO NpenapaTa TakoBas
OyIeT MpU3HaHa HEKaYeCTBEHHOM,

—0 IPEeJOCTABIEHMH TpPH IOCTaBKe JIEKApCTBEHHOIo  Ipernapara
opHIHAIBLHOr0 CMHCKA AUCTPHOBIOTOPOB TPOM3BOJAUTEINS, MOATBEPKAAIOIIETO
JIETalILHOCTE LEITH TIOCTABOK U MOJIHOMOYHS YYacTHHKA,

— 0 NpefOoCTaBIIEHHH MPH IOCTaBKE JIEKAPCTBEHHOTO Mpernapara NepeBoja
MHCTPYKIIMK TI0 MEAMLMHCKOMY IPUMEHEHHIO, 3aBepPeHHOro MnepeBOJYeCKHM
010p0, YI0OCTOBEPSIFOIETO TOYHOCTh IIEPEBOJIA U COOTBETCTBHE TEKCTA OPUIHHAILY,
a TaKxkKe 0 MPENOCTABIEHHH K KaX/O! YaKoBKe ePeBO/ia HHCTPY KKK Ha PYCCKHH
S3bIK U (MTH) GeNopycCKuil 361K U TpeOyeMOoro KOJHMYEeCTBa CTUKEPOB (B Ciyyae
HEOOXOAUMOCTH);

— 0 BO3MOHOCTH IPEJOCTABJIEHUS IIOJIHOTO TAKeTa JOKYMEHTOB JUIs
MOJyYeHHs] paspelleHds Ha BBO3 HE3apervMCTPHPOBAHHOIO JIEKAPCTBEHHOIO
npenapaTa B COOTBETCTBHH C 3aKOHOZATeNbCTBOM PecryOiku benapycs.

Komuu  JIOKYMEHTOB,  MCIOJHEHHBIX  HAa _ WHOCTPAHHOM  SI3BIKE,
IIPECTABISIOTCS C IEPEBOIOM Ha pycCKuid (6eopycCKuii) A3bIK.

WndpopManusi, moxydeHHas B paMKax MCCIEJOBAHUS KOHBIOHKTYPBI PBIHKA
OyeT HCIONb30BaHa JMUIS ONpelelicHHs MpedeJbHOH CTOMMOCTH INpeaMeTa
rocyiapcTBeHHOH 3aKyNKHM; [pOBeleHHe Ipolenyphl cbopa HH(OpMALMK He
BJIeYeT 3a COOO0H BO3ZHUKHOBEHME KaKUX-JINO0 0053aTENbCTB MEXKIY 3aKa34UKOM U
IOTEHIHATEHBIM ITOCTABILIUKOM.

MudopMaluio pocuM MpeACcTaBuTh He no3aHee 09 Hosbpst 2026 roaa 1t
KOMHMCCHH T10 2JIEKTpOHHOMY ajpecy d.torg@minfarm.by.

['eHepanbHBIN JUPEKTOP . / 0O.B.Macnénkuna

Xapuronunk A.M. +375 17 516 80 12
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