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PYIT «Munckas @apmaius» ¢ HeJbio  OHpe/lejieHust  Hpe/leiibiol
CTOUMOCTH JUlsl  TTOCIIE/LYIONIEr0  [POBEJICHUST  TIPOIE/LyPhl  FOCYIapCTBeliHoN
3AKYIKH POCUT COOOIIMTL O BO3MOKHOCTH IMOCTABKH JICKAPCTBCIHOIO Nperiapara
Jludokaun pacmeop ona unvexyull (Ons 1ympueeno2o ceedenis) | 00 mz/mn 2 mi
(sapecucmpuposannviit JI11 / nesapezucmpuposannoiti JI11) 5 xonndecrse 45 870 ¢
(KaK 3apericTpUpOBAHHOro, Tak W He 3apeructpuposamnioro s Pecnybimie
besnapycs).

Cpok  (cpoku) mocrasku Tosapon: llocraBku OyityT OCYLICCTBISTLCA
naprisvi B 11, 1V kBapranax 2026 r. u [, I xsapranax 2027 r. Cpok 10CTaBKH
topapa — j1o 00 jiHel ¢ J1aThl NojUIMcaHus cneiduranin. Jlonyckaeres nocrisss
e Oosiee uem 2-Ms  [@PTUSIMM, KOHKPETHBIH CPOK [1O0CTABKH OroBapHBacte:d
Hpuhoxkennenm (crienmguraliueit).

Vei10BHsl ¥ CPOKH oruiaThl ToBapa: OTepouka rarexka — B reuenne 00 jieil ¢
il npreMih tosapa [TokynaresieM 110 KOJIMHECTBY M KauecTBY (Jlata HPUEMHOIo
akra lokynareJs).

OrsBer ua 3a1poc JLoJIReN CO/IePKATD!

HalMCHOBAHUEC [TOTCHIIMAILHOIO YHaCcTHHKE;

~  TOPIroBOC HAMMCHOBAHMWE JICKAPCTBEHHOIO HPECHapaTa ¢ yHCTOM (PACOBKH
M YIAKOBKH, KOJHYECTBO YIAKOBOK;

HalMeloBalue  IPoH3BOJMTeIIs (IPOU3BOJIMTCICH, YHaCTHHKOB  BCeX
TAIIOB 1IPOM3BOACTRA);

lelly 3a yHakoBky, oOHLyl0 CTOMMOCTL (€ yUeTOM JIOCTABKH, HAIOIOB,
cGOPOB H APYIHX 00s13aTCIBIBIX 111aTeXKCH);

—  o0Mil CPOK TI'OJIMGCTH W OCTATOUHBIH CPOK I'OJIHOCTH JICKAPCTBCIHOTO
perapara a MOMCHT 1TOCTaBKH;

— nopsytok  GopMHpOBaHUS __ UeHbl ¢ yueroM  TpedoBaliiii
JAKOHOANTCILCTBA 0 HenoodpasoBanun. B ciyuae oreyrersust HOpsika
GopMIPOBRLIHS HENbl, Hpe/icTaBjienias uudopmals pe Oy/ier yurena.

B ciyuae, ecliM JIeKapeTBEHHBIM Hperapar  He  3aperucrpupoBail b
Pecnybixe  benapych,  Hpocum  rapaHTHpoBaTh  LPC/LOCTABICINC KO
CIIC/LYIONIMX JIOKYMEHTORB € [1CPEBOJIOM 11a PYCCKHUI (OCIIOpYCCKH) SI3bIK:




I. Konus oJiHOr0 M3 HUXKENEPCUHCIICHHBIX JIOKYMCHTOB C TCPCBOJIOM Ha
pycckmii (OC0pyCcCKuit) s3bIK:

I.1.rpaduueckoe M300pakeHHe dKpana (CKPUHIIOT) WHTCPHET-CTPAlNILDB,
pacrieuaTka ¢ dJICKTPOHHONH Ga3bl, MOJITBEPHIAIONINE PCIHCTPALHIO, JIHOO KOIUS

JIOKYMEHTA O PErUCTpalliy  JIGKapCTBEHHOro  npenapara  —  ceprigukar
dapmatiestnucckoro  npojykra  (nanee  —  CPP), mmt  perncrpanmonioce

yiocrosepenne, win free sale ceprudukar (ceprudurar Ha CBOOOJIYIO HTPOJIAKY)
B oojiioM w3 chiciyronnx rocyjapers (Ascrpanuiickuit Coros, Coemneriibie
HIraret Ameprkn, Kanaja, Hseiinapekas Kondenepaius, snorms, Ascrpuiickas
Pecny6nuka,  Coenmnennoe  Koponeserso  BesmkoOpuranun 1 Cesepnoi
Mpnananu, ®eaeparusias  Pecnybanka  'epmanus,  Kopouneserso Jlanus,
Kopoaescrso Hujepnanjos, Koponenctio [Iseuus, Mcnanms, [opryransckas
Pecny6inka), a rakxe SmPC (summary of product characteristics — obinas
XAPAKTCPUCTUKA JICKAPCTBEHHOIO —1Iperiapara) JIMOO  pa3sBepHyToC OlMCalHe
XApPaKTCPUCTUK  TIPEUIAracMOro K 3aKyIKC JICKApCTBCHIIONO  IIpeHapaTa
MHCTPYKIIMIO 110 MEJIMUMHCKOMY — NPUMEHEHHIO,  BBIJIAIHBIC  JUIA  CTpalibl,
perucTpalms B KOTOpOH 10JITBEPIK/ICHA;

1.2. rpapuucckoe nzobpaxketue skpana (CKpHHILIOT) HHTCPHCT-CTPAHUILLI
Epporieiickoro arenTerBa JICKapeTBEIHLIX  [PEnaparoB, Jinbdo  pacreyarka ¢
ek Tponioi 0asznl EBponeiHcKoro arcHICTBa JICKapeTBCHILIX TIPenapaTos, nmdo
KOMWSL  JIOKyMCHTA, BbLJIAHHOIO [EBPOINCHCKUM  AarcHTCTBOM  JICKAPCTBCHIILIX
npenaparon (EAJIN, aurn. European Medicines Agency (EMA)) no pesynnraram
LenTpannsoBaiinoii npotieypol perucrpattn — Certificate off a Medicinal Product,
a rake SmPC (summary of product characteristics — o011as xapakrepucTHka
nexapersentoro npenapara), soitannoe FAJITT nudo  passephyroe  onmcanuce
XAPAKTCPUCTHK  [IPCJUIAracMOro K - 3aKyIlKe JICKApCTBCHIOrO  HpeHapata
HHCTPYKIUIO 110 MCJIMIMIICKOMY TTPUMCHCHUIO;

1.3, rpaduucckoe  M300pakeHue dKpana (CKPUHIIOT) HIITCPHCT-CTPaIHiLb]
Beemupnoii Opranusannn  3apaBooxparienus (nanee — BO3) (azpec B cern

MHTCPHCT https://extranct.who.int/prequal/content/prequalified-lists/medicinces),
[oJITBEpIKJIaloNee, 4TO rnpe/yiaracMblit JIeKapCTBCHHBIH [periapar

npexpanuduiiposan BO3, a takike SmPC (summary of product characteristics -
o0llas XapakTepUCTHKA JICKApCTBCHHOIO Ipenapara), BLIJIAHHOC PCrysisiToOpHbIM
OpraioM  CTpaibl  [IPOU3BOJACTBA  TAKOI'O JICKAPCTBCHHOIO IIperiapara, oo
pa3BCPIYTOC ONMUCANNE XAPAKTEPUCTHK [1PE/UIAIACMOr0 K 3aKyKC JICKapCTBEHITON0
nperapara — HHCTPYKIMIO 110 MCJIMIIMHCKOMY HPHMCHCHHIO!

[ 4. JI0KYMCIIT O PErucTpaluy JieKapcTBenioro npeinapara B Poccuickoi
(Mejiepantu JuUls JICKApPCTBEHHBIX  [IPCHAPATOB, HPOU3BC/ICHILIX B POCCHHCKOI]
dejicparini, a TAKKEC HHCTPYKIMIO Ha DTOT JICKAPCTBEHHBIT 1perapar, BLULanty1o
PEryJIsSITOPHBIM OPIraHOM CTPalbl IPOU3BOJICTBRA]

' [.5.JIOKYMEHT,  [OATBEPXJIAIONIMA  PCIUCTPAlMIO M MCIOJL30BAHKC
JICKapCTBEHIOIO  Hperapara B CTPaHe-TPOU3BOAMTENC  (PCIHCTPALMONHOC
yJI0CTOBEPCHHE WM cepTH(UKAT Ha CcBOGOANYIO Mpojaxy, Jnbo ceprudnrar
(apMaleBTHUCCKOI0  NPOJIyKTa, JMO0  rpaduyeckoe n3odpakenne dKpara
(CKpMNIIOT) MHTCPHET-CTPAHUIBl C  O(PUIHAILHONO  caiTa  YIOJHOMOUCHIOro



oprana B cdepe perucTpaluy JICKapCTBEHHBIX PeHnaparos, HOJATBEpIKalonee
perucTpaimio B cTpaHe [IPOM3BOJICTBA) € OJHOBPECMCIHBIM [PE/IOCTABICHHCN
JIOKYMCHTA, yJIOCTOBEPSIONIEIO  [POMU3BOJICTBO JICKAPCTBEHIOrO npenapara i
yesosusx GMP EADC, a taioke HECTPYKIMIO Ha 9TOT JICKAPCTBEHHBIA TIperapart,
BLIJIAIHYIO PETYJISITOPHBLIM OPraHOM CTPaibl [IPOU3BOJICTBA;

1.6. 10KyMEHT (TIMCbMO  IPOM3BOJIMTENS M KOIMS  PErucTpalioHioro
yJI0CTOBEpCHHs, JIeHCTBYIONEro patee Ha Teppuropru PecnyOnnku bemapycs),
[1OJITBCPIKIQIOILIHH, YTO:

— HpejulonaraeMplii - K [IOCTABKE  JIGKapCeTBEHHBIA  npenapar  Obll
saperucTpupoBan Ha reppuropun PecniyOnmku bejiapych;

— CPOK JICHCTBHS PErUCTPAILMOHHOTO YI0CTOBEPEH s Ha HEI'O MCTEK He patiec,
yem 3a 4 (uerplpe) rojia JIO HCTCUEHHs CpOKa JUlsl 1OJAFOTOBKH M 110J1a4K
[1peJUI0JKCH U

— CcOCTaB M IIPOIECC IIPOU3BOJICTBA COOTBETCTBYIOT COCTaBY M IpOIecey
HPOU3BOJICTEE, KOTOPbIC OblIM yKa3aubl B 110CHC/IHCH BCPCHH PErHCTPAIMOHIIONO
noche B Pectiybuinke benapycs. -

Taoke josokna  ObiTh  npeactasiena  SmPC (summary  of  product
characteristics — ofmasi XapaKTepUCTHKA JIEKapCTBEHHOIO Ipenapara), JiHdo
pa3zBEpHYTOC ONUCAHUE XaPaKTEPUCTHK MPEJIIaraeMoro K 3aKy[1Ke JICKapeTBeHiioro
npernapara — HHCTPYKIH 10 MEJIMIMHCKOMY IPUMEHEHUIO, BLIIAHILIC JUIST CTPalibi-
11POM3BOJIMTEIIS.

Tpebopaiius  HACTOSALICIO  HMOMAINYHKTA — HE  PaCHpOCTpasiores  Ha
JieKapcTBEHIbIC I1pelaparhl:

— perucTpaluontble yJI0CTOBEPEHUs Ha KOTOPLIC ObIIM HPHOCTAHOBJICHB B
CBSI3U ¢ 11e0aronpusiTHBIM NpoduiieM 6€3011acHOCTH JICKapCTBCHHOIO Npenapara;

— pPerucTpalMoHHbIC YJIOCTOBEPEHUS Ha KOTOPLIC ObUIM MPHOCTANOBIICHDL 110
wiMiaTse Munucreperna 3jpaooxpanetns Peciydiuku benapyces;

— 110 KOTOPBIM, BO BpeMsi 00OpallleHHs JICKapCTBCHHOIO Lpehapara a phiike
HpH  IPOBC/CHMK  KOHTPOJISE  KauecTBa  ObLIM - BBISIBJICHBI  HECOOTBETCTBIS
TpeboBausM HOPMATUBHOIO JIOKYMEHTA 110 KaYeCTBY [IPOH3BOJINTCII,

~ B I'OCYJIAPCTBEHHON perucrpaiuu  (mepeperucTpaliii, [HoJITBEPIKICHIN
pCrUCTPalii) KOTOPBIX OLLIO OTKAa3aHO.

2. Komnust joxymenra ¢ nepeBojioM Ha pycckuii (Oejopycckuii) si3bik,
yYJIOCTOBEPSIOIICIO  [IPOM3BOJICTBO  JICKAPCTBEIHOro  npenapara B yCJIoBHIX
Hajuiexkanieit npoussojcrsennoi npakrtuky (GMP), ecim B npeicTaBieHnom
PCIHCTPAIIMOHIIOM Y/I0CTOBEpelH, M0G0 cepTHuKare Ha CBOOOJIHYIO IPOJIAKY,
nmGo ceprudurare (apMaleBTHICCKOro MpOJIyKTa OTCYTCTBYIOT CBCJICHIA O
HEepPHOJIMUECKOM  1IpOBepKe  NIPOM3BOJCTBA  JIGKAPCTBCHHOIO — Hpelapata
(lekapeTenoil (pOPMBbI) YIIOJIHOMOYCHHBIM OPraHOM CTPalbl IIPOM3BOJIATEILL 11a
coorsereTBre TpebonanusiM Hajuiekalled npou3Bo/ICTBCHITON IIPAKTHKH.

I3 KauecTBe TAKOro JIOKYMenTa MOKeT ObITh npejicrasien: ceprupurar GMP,
G0 rpaduieckoe M300pakeHne dKpaHa (CKPUHINIOT) € 2JNEKTPOHHOR Oashi
EudraGMDP  ceprudmxaros GMP, unGo pacneuarka ¢ 2JIeKTpoHIoi  Oasbl
YIOJIIOMOUCHHOTO  opratia cTpalbl [POM3BOJICTBA JICKAPCTBCHIOIO [penapard.
[lpejicraBneniiple  JIOKYMEHTBI JIOJDKHBL  COJACPXKATL  HOJIHYIO nHpopMaIHio o



[POM3BOJIUTEIIC JICKAPCTBCHHOIO IMperapara, B TOM HHC/IC OCYHICCTBIIONICM
HPOM3BOJICTBO T'OTOBOM JieKapcTBEHHON (QopMbl, (acoBKy u (MJIM) YITAKOBKY,
KOHTPOJIL KAUCCTBA, M MHBIX YYaCTHHKAX IPOMU3BOJICTBA M KOHTPOJIA KauccTna
JIeKapCTBCHHOTO Iperapara.

Jlonyckaercest npejicTaBleHue BMECTO BBIINICYKA3aHHBIX JOKYMCIHTOB KOIMUH
stiern3ny MunncerepeTsa NpOMBIIIIEHHOCTH 1 Toproein Poccuiickoit desiepariin
aubo  BBIMHCKHM M3 peecTpa JHlleH3uii MunucrepeTBa  1POMBIIICHHOCTH I
toprosiu Pocceniickoit Dejrepatinm.

3. Tapanruiinble  nucbMa  ydacTHMKAa € MEPCBOJOM  Ha  PyCCKMd
(OCJIOPYCCKUI) SA3LIK:

— 0 coOJIOJICHHH YCIIOBUH XpaHEHHs M TPAHCIHOPTHPOBKM JICKAPCTBCHHOIO
rnperapara;

— 0 [IPEJIOCTARJIEHUHM [IPH TTOCTABKE JICKAPCTBEHHOTO Hperapata Hipopmati
OT HPOM3BOJUTECIIS O TOM, UTO MMOCTaB/sIcMasl CCPHsl YIKE IPUMCHSICTCH Ha PLIHKC,
JUISL KOTOPOI'O 11POM3BEeHa, M HE MMEeT MPETeH3WH 1o KauccTsy JMOO 4To B
Pecnybnuky benmapych OCYLIECTBISICTCS MOCTaBKa HOBOH CCPUM JICKApCTBCHIIOIO
[iperapaTa, 0CHOBHASI 4acThb KOTOPOH 3ariaHupoBaHa K 110CTaBKE Ha PLIHOK, JUIA
KoToporo npoussejcta. Ilpu sToM npousBojMTeNL B Cilyuae, eciid B Iporecce
obpatielus  jlanias  cepusi  JIGKapCTBEHHOro — npernapara  OyJsier  npusiaia
fekauecTBEHHOM, 00s3yercs npouH(opmuposats 00 oroMm  MHHHMCTCPCTBO
3ipasooxpatictivst PecnyOmnuku benapycn;

— 0 1IPSJIOCTABICHIH K KKIO0H YIIAKOBKE [IEPEBO/IA MHCTPY KM 1A PYCCKHH
SI3LIK M (MJIH) BEIOPYCCKUH SI3BIK M TPEOyeMOoe KOJIMUCCTBO CTHUKEPOB (B ciryuac
HeoOXO/AMMOCTH)  TPU  T10CTABKE  HE3apCrHCTPUPOBAHHOIO  JICKAPCTBEHHOIO
lpernapara;

~ 0 BO3MOYKHOCTH MPEJIOCTaB/ICHHs [1OJIHOIO HaKeTa JIOKYMCHTOB JUld
[MOJIYUCHHs  paspellcimsg  Ha  BBO3  1E3aPErHCTPUPOBAHIIOTO  JICKAPCTBCHHOTO
nperapara B COOTBCTCTBMU € 3aKOHOATE/ILCTBOM Pecitydimnkn besapyce.

Kornuu  JIOKYMCHTOB,  MCHOJHCHHBIX __ Ha __ MHOCTPAHHOM _ SI3bIKC,
MPe/ICTABIIAIOTCS C 1ICPCBOJIOM Ha PYCCKUI (OEJIOPYCCKMI) A3DIK.

Mndopmaliys, nojgyueHtas B paMKax MCCIC/I0BAHUS KOHBIOHKTYPbI PhIlKa
OyacT MCrosb30Bana JUisl OlpeAesicHs MPEICbHOI CTOHMOCTH  IIPEIMETa
rocy/IapeTBenoii 3aKyNnKH; MpoBejicHue Mpoueayphl cOopa nupopmaltin e
piIcueT 3a co00il BO3HUKHOBEHHE KAKMX-JIMOO0 00s13aTeNILCTB MEIK/LY 3aKa3uMKOM ¢
MOTCHIIMAILHBIM [TOCTABIIMKOM.

MidopMalidio pocum IpejcraBuTh He nosjee 17 mionst 2026 ropa 110
sneKTporinomy ajipecy d.torg@minfarm.by.

["enepanbHbIi JIMPEKTOP M 0O.B.Macnéukuna

Xapuronunk AWM. +375 17 516 80 12



