YHIT 100364237
OKIIO 02017973

MiHicTapcTBa aX0BEI 31apoyst MHHHCTEPCTBO 3APaBOOXPAHEHUS
Pacny6niki benapych Pecniy6nuku benapych
I'anpnéBa-pbITBOpUYae ToproBo-npoU3BOACTBEHHOE
pacnydJiikaHcKae YHiTapHae npaanpbieMcTBa pecny0/IMKaHCKOEe YHUTapHOE NPeanpusiTue
«BEJI®APMAIIBIST» «BEJI®APMAIINAST
ByJ. B. Xapyxaii, 11, 220005, r. Miuck, yi. B. Xopyxeii, 11, 220005, r. Munck
. (8-10-375-17) 243-15-77, paxc (8-10-375-17) 242-25-26 Ten. (8-10-375-17) 243-15-77, ¢akc (8-10-375-17) 242-25-26
E-mail — pharmacia@pharma.b E-mail — pharmacia@pharma.by
p/p BY83BLBB30120100364237001001 p/c BY83BLBB30120100364237001001
y Hsipakupti AAT «BeniHBecTOaHK) B Jupekuun OAO «Benunsectoank»
na r. Mincky i Miuckaii Bo6nacui, BIK BLBBBY2X no r.Muxcky u Munckoit obnactu, UK BLBBBY2X
] www.pharma.by
ne 7. INIE (#
) 6 -07- 2076 No 7/ 6/ ¢.5 IomenuuanbHolm yuacmHukam

3asiBKa 0 IpeJoCTaBIICHUN
uHpOpMaIIUU O IeHaX

VYBaxkaemrle rocroja!

PVII «BEJIOAPMALIV» ¢ enpio onpeaeneHus IpeaeibHOR CTOUMOCTH IS
MOCJIEIYIOLIEro MPOBEAEHUsI IPOLEAYpPhl TOCYAAapCTBEHHOM 3aKyIKU I10 IUIAHY
2026 roga MPOCHT COOOIIUTH O BO3MOXKHOCTH IOCTaBKH 3aperucTpHPOBAHHBIX/
He3aperucTpupoBaHHbIX B PecniyOnuke benapych ekapCTBEHHBIX IIPENapaToB:

MHH Konuuecmeo, eo.
NMMyHOrno0ynuH aHTHpaOMYECKUH p-p I HHBEKLIMN HE MEHEe 9353
150 ME/mut 5 mn

[Ipocum HampaBuUTh WH(OPMAIMIO O LIEHAX HA JEKAPCTBEHHBIE IPENapaTsl C
yKa3zaHHeM TOProBOr0 HaWUMEHOBaHMUsI, (PaCOBKH, CPOKA 'OJAHOCTU HA JATy IIOCTABKH,
npousBoauTeNst  (MIPOW3BOAHUTENIE BCEX OTAloB IPOU3BOJACTBA), KOJIMUYECTBA
yIaKOBOK, IIEHBI 32 YIIaKOBKY.

[TocTaBKka JlekKapCTBEHHOTO ITperapaTa JoJKHa OBITh OCYILECTBIICHA He o3/Hee
uros 2026 roaa.

B cnydae, ecnu iekapcTBEHHOE CpeJICTBO He 3aperucTpupoBaHo B PecmyOiuke
benapych, mpocuM rapaHTUPOBATh NPEAOCTABICHUE:!

1. Komuu ogHOTO M3 HIDKENEPEUHUCIEHHBIX JOKYMEHTOB C IIEPEeBOJIOM Ha
pycckuit (6eopyccKuit) S3bIK:

1.1. rpadudeckoe u300paxkeHUe SKpaHa (CKPUHIIOT) UHTEPHET - CTPAHUIIB,
pacrmedyaTka C 3JeKTPOHHOHM 0a3pl, MOATBEPXKAAIOIUE pPErHCcTpaluio, JHO00 KOmus
JOKyMEHTa O perucTpaiid JIeKapCTBEHHOTO  Iperapara -  CepTU(HUKar
dapmareBTHYECKOTO Ipoaykra (nanee - CPP), wnu perucrpalinoHHOe yA0CTOBEPEHHE,
unu free sale ceptudukar (cepTUdHUKAT Ha CBOOOJHYIO MPOAAXy) - B OAHOM U3
ciaenyromux rocynapcts (Asctpanuiickuii Coro3, CoequnenHsle [lItatel AMepuky,
Kananma, Illserimapckast Kondenepauwms, Smnonusi, ABcTpuiickas Pecmnybinuka,
Coenunennoe  KoponeBctBo  BemumkoOputanuu u  CeepHoit  HMpnanmuw,
OenepatuBHas Pecnyb6nuka ['epmanus, KoponesctBo [anus, KoposeBcTBo
Hunepnaunor, Koposnescto IlBerus, Mcnanus, [lopryransckas PecnyOmuka), a
taoke SmPC (summary of product characteristics - oOmas XapakTepUCTHKA
JIEKapCTBEHHOTO Ipemapara) JMOO pa3BepHYTOE OIHUCaHHE XapaKTEPHUCTHUK




Ipe[iaraéMoro K 3akylke JIeKapCTBEHHOIO I[Ipernapara - MHCTPYKLHUIO II0
MEULIMHCKOMY IpPUMEHEHUIO, BbIJaHHBIC ISl CTpaHbl, PEerucTpanus B KOTOPOH
MIOATBEPKACHA;

1.2. rpaduyeckoe u3obpakeHHe 3KpaHa (CKPUHIIOT) MHTEPHET - CTPAHUI[BI
EBpomeiickoro areHTCTBa JIeKapCTBEHHBIX IpemapaToB JuOO pacmedyaTka c
3eKTpoHHOUW ©Oa3pl EBpormeiickoro areHTCTBa JIeKQpCTBEHHBIX IIPENapaToB JIUOO
KOIMSI JIOKYMEHTa, BBIJAHHOIO EBpPONEHCKMM areHTCTBOM  JIEKApCTBEHHBIX
npemnapatoB (EAJIII, aurn. European Medicines Agency (EMA)) mo pesyJiipTaTam
[EeHTpaJIN30BaHHOU mpolienypsl peructpauuu - Certificate of a Medicinal Product, a
takoke SmPC (summary of product characteristics - oOmias XxapaKTepHCTHKa
JeKapcTBeHHOro mpenapara), BbegaHHoe EAJIIl, nubo pasBepHyTOe oONucaHue
XapaKTEePUCTHUK MpearaeMoro K 3aKyIke JeKapCTBEHHOIro Mpernapara - HHCTPYKIIHIO
10 MEAULMHCKOMY IIPUMEHEHHIO;

1.3. rpaduueckoe wuzo0OpakeHHEe SKpaHa (CKPHHILIOT) HHTEPHET-CTPAaHULIBI
Bcemupnoit Opranuzanuu 3npaBooxpanenus (najee - BO3) (agpec B ceTd UHTEpHET
https://extranet.who.int/prequal/content/prequalified-lists/medicines),

MOATBEPXKIAIOIIIEe, YTO npeaiaraeMbli JIeKapCTBEHHBIN mpemnapar
npexBanuduiuposand BO3, a Taioke SmPC (summary of product
characteristics - o0O0Immas xapakTepuCTHKa JIEKAPCTBEHHOrO IMpernapara),

BBIJJAHHOE PEryJISITOPHBIM OPraHOM CTPaHbl MPOU3BOJCTBA TAKOI'O JIEKAPCTBEHHOI'O
npenapara Ju00 pa3BepHYTOe OMHMCaHHE XapaKTepUCTUK MpeljlaraéMoro K 3aKyIke
JIEKapCTBEHHOTO MperapaTa - HHCTPYKIUIO IO MEIUIIMHCKOMY ITPUMEHEHHUIO;

1.4. DOKyMEHT O perucTpalyy JIEKapCTBEHHOro Iipenapara B Poccuiickoin
Qenepani IS JIEKAPCTBEHHBIX IIpenaparoB, MNPOU3BEeICHHBIX B Poccuiickoit
@Oenepanny, a TaKKe HHCTPYKIHMIO HAa 3TOT JIEKAPCTBEHHBIN IpernapaT, BBIIAHHYIO
PeryJISITOPHBIM OpraHOM CTPaHBI IPOU3BOJICTBA;

1.5. [OKyMEHT, TOATBEPXKIAIOIIAN PpPErucCTpalyilo U  HUCIOJb30BAHUE
JEKapCTBEHHOTO  Mperapara B  CTpaHe-NPOU3BOAUTENe  (perducTpaluroHHOe
YIAOCTOBEpEHUE WM CcepTU(UKAT HA CBOOOJNHYIO MpoJaxy, Jubo cepTuduxat
(hapMaIeBTHYEeCKOTO0 MPOIyKTa, THO0 rpaduueckoe n300pakeHre dKkpaHa (CKpUHILIOT)
HHTEPHET-CTPAHULIBI ¢ O(UUMATBFHOTO CaiTa YINOJHOMOYEHHOIO opraHa B cgepe
perucTpalyy JeKapCTBEHHBIX MpenapaToB, MOITBEPXKIA0Iee PETUCTPALUIO B CTpaHe
MIPOU3BOICTBA) C OJTHOBPEMEHHBIM MPEIOCTABIEHUEM JTOKYMEHTA, YIOCTOBEPSIOLIEIO
IPOU3BOJACTBO JIEKapCTBEHHOro mpemnapata B ycioBusix GMP EADC, a takxe
WHCTPYKIMIO Ha 3TOT JIEKAPCTBEHHBIN MpernapaT, BIJAaHHYIO PeryJsiTOPHbIM OpraHOM
CTpaHBbI MPOU3BOJICTBA;

1.6. moxkymeHT (ITUCBMO TIPOU3BOJNMTENSI M KOIMS PErHCTPaLiOHHOTO
yIOCTOBEpPEHUsI, ACUCTBYIOIIEro paHee Ha Tepputropuu Pecnybnuku benapycs),
MOATBEPXKJAIOIINMA, YTO:

mpeJroiaraeMbplil K MOCTaBKe JIEKAPCTBEHHBIN Mpenapat OblT 3aperuCcTpUpoOBaH
Ha Tepputopun PecnyOnuku benapycs;

CPOK JIEHCTBHUS PETUCTPALIMOHHOTO YOCTOBEPEHUS Ha HErO UCTEK He paHee, UeM
3a 4 (4eThIpe) roja 10 UCTEUEHHUs CPOKa JJIsl MOATOTOBKY U MOAAYH MPeJIOKEHUN;
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COCTaB M TMpPOIECC TPOU3BOJICTBA COOTBETCTBYIOT COCTaBy M IpOLIECCY
IIPOM3BOJICTBA, KOTOpBIE OBUIM yKa3aHbl B IMOCHEIHEH BEpCUU PETrUCTPALlMOHHOIO
nocke B PecriyOmuke benapyce.

Taxxe momkHa ObITh MpeactaBieHa SmPC (summary of product characteristics
— 0011125 XapaKTepUCTUKA JIGKAPCTBEHHOTO Tpernapara), TM00 pa3BepHyToe ONMCaHKe
XapaKTEePUCTHUK MMPEIaraeMoro K 3aKyIke JeKapCTBEHHOIrO MpernapaTa - HHCTPYKLHS
M0 MEIUIIMHCKOMY NPUMEHEHUIO, BBIIAaHHbIE IJIS1 CTPAHBI-IIPOU3BOJUTEILL.

TpebGoBaHMs HACTOSIIIETO IMOITYHKTa HE paCIPOCTPAHSIOTCS Ha JIEKApCTBEHHbBIE
npernaparsl:

pEerucTpaloOHHbIEe YIOCTOBEPEHUS Ha KOTOPBIE OBLIN IPUOCTAHOBIEHEI B CBSI3U
C HeOIaronmpuUATHBIM MpoduiIeM 0€30MacHOCTH JIEKAPCTBEHHOT'O IIPerapara;

PErNCTPallMOHHBIE YIIOCTOBEPEHHsI Ha KOTOphle OBLIM IPHOCTAHOBJIEHBI I10
uHUIaTHBe MUuHUCTEpCTBa 31paBooxpanenus Pecrybnuku benapycs;

0 KOTOPBIM BO BpeMs oOpalieHus JIEKapCTBEHHOT0 MpernapaTa Ha pblHKE IIpU
MIPOBEIEHUU KOHTPOJIS KadecTBa OBUIM BBISBJICHBl HECOOTBETCTBHUS TPEOOBAHUSIM
HOPMAaTHBHOT'O JJOKYMEHTA 10 Ka4eCTBY IIPOU3BOIUTENS;

B TOCYJapCTBEHHOH peructpanuu (IMepeperucTpaiuy, NOATBEPKIECHUU
PErUCTpali) KOTOPHIX ObUIO OTKa3aHOo.

2. Komum JOKyMeHTa C TMepeBOJOM Ha pycCKui (OenopyccKui) s3bIK,
YIOCTOBEPSIOIIEr0 IMMPOU3BOJCTBO JIGKAPCTBEHHOrO IIpermapara B  YCIOBHSX
Hanmexame#t mpousBoactBenHor mnpaktuku (GMP), ecniu B mpeicTaBlieHHOM
PETHCTPAIHOHHOM YJIOCTOBEPEHHH, JTUOO cepTHU(HUKaTe Ha CBOOOAHYIO IMPOJAXY,
mubo ceptudukare (HapMalneBTHUECKOr0 MPOJAYKTa OTCYTCTBYIOT CBEINEHHUS O
NEePUOAUUECKOM IIpOBEpKe MPOM3BOJICTBA  JICKAPCTBEHHOr0  IIpemapara
(lekapCTBEHHOH (HOPMBI) YITOTHOMOYEHHBIM OPraHOM CTpPaHbl IPOU3BOJUTENS Ha
cooTBeTcTBUE TpeboBanusaM Hamnexareil mpon3BoICTBEHHON ITPAKTUKH.

B kauecTBe Takoro JOKyMEHTa MOXeT OBITh mpezcTaBiieH: cepTuduxkar GMP,
aubo rpaduveckoe wu300pakeHHe 3KpaHa (CKPHHILOT) C 3JIEKTPOHHOM 0a3sbl
EudraGMDP ceprudukatoB GMP, mumbo pacmeyaTka C 3JIEKTPOHHOM 0a3bl
YIOJITHOMOYEHHOTO OpraHa CTpaHbl MPOM3BOJACTBA JIEKAPCTBEHHOIO IIpenaparta.
[IpencraBieHHble MOKYMEHTBI JOJDKHBI COIEpXaTh IMOJHYI0 HH(OPMALUIO O
IIPOU3BOJUTENE JIEKAPCTBEHHOTO IIpemapara, B TOM YHCJIE OCYIIECTBISIOLIEM
IIPOU3BOJICTBO TOTOBOM JIeKapCTBEHHOM (opMbl, ¢GacoBKy U (WJIH) YIAKOBKY,
KOHTPOJIb Ka4yecTBa, M HMHBIX YYaCTHHKAaX IPOU3BOJACTBA M KOHTPOJS KauecTBa
JIEKapCTBEHHOTO Tperapara.

JlommyckaeTcsl MpeACTaBiIeHHE BMECTO BBILIEYKAa3aHHBIX JOKYMEHTOB KOIHHU
JIUMIEeH3ud MUHHCTEPCTBa MPOMBINIIEHHOCTH U TOproBiu Poccuiickoit denepanuu
7100 BBIMMMCKHU M3 peecTpa JUIeH3ud MUHUCTEpPCTBA IPOMBILUIEHHOCTA U TOPrOBIH
Poccuiickoit @enepanuy;

3. [apaHTUWHBIX TMCEM Yy4YacTHHKa C II€PEeBOAOM Ha  PYCCKUH
(benmopycckuit) sI3bIK:

O COOJIIOJEHUH YCJIIOBHUA XpaHEHUS U TPAHCIOPTHUPOBKU JIEKAPCTBEHHOTO
nmpenapara,

O MPENOCTaBIICHUH MPH IMOCTaBKe JIEKAPCTBEHHOTO [Ipenapara HHQpOpMaLuu OT
IIPOU3BOUTENSI O TOM, YTO MMOCTaBJIsIeMasl CepPHsl y)Ke MPUMEHSETCs Ha pbhIHKe, JJIs
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KOTOPOT0 MPOU3BEICHA, U HE UMEEeT MPETEeH3U! M0 KayecTBY JuO0 4To B Pecmybmuky
benapyck ocymiecTBisieTcss IOCTaBKa HOBOW CEpHH JIEKAPCTBEHHOTO IIpernapara,
OCHOBHAsl 4acTh KOTOpOW 3aljlaHUpOBaHa K IMOCTaBKE Ha PBIHOK, IJII KOTOPOTO
npousBesieHa. [lpu 3ToM mpou3BOAUTENH B Cliydae, €clid B IIpolecce OOpalleHwus
IaHHas cepusi JIEKApCTBEHHOro TMperapata OyAeT MpU3HAHA HEKauYeCTBEHHOM,
o0si3yercs MOpoHMHPOpPMHUpPOBaTE 00 3ToM MUHHCTEPCTBO  3ApPaBOOXPaHEHUS
Pecniy6nuku bemapyce;

0 IPEIOCTABICHUH K KXK/IOH yITaKOBKe IepeBoia MHCTPYKIIUU Ha PYCCKUH SI3BIK
u (mnu) OeJopycCKHi S3BIK M TpeOyemoe KOJHYECTBO CTHKEpoB (B cCiydae
HE0OXO0JUMOCTH ) IIPH MTOCTaBKE He3apErUCTPUPOBAHHOTO JIEKAPCTBEHHOTO MIpenapara;

0 BO3MOXXHOCTH TIPEIOCTABICHHUS TIOJHOTO MaKeTa JOKYMEHTOB IS TIOJIyYEHUS
paspellleHdss Ha BBO3 HE3aperHCTPUPOBAHHOIO JIEKAPCTBEHHOrO TMperapara B
COOTBETCTBHUH C 3aKOHOAaTeNbcTBOM Pecmybnuku bemapycs.

OaHoBpeMeHHO HH(POPMHPYEM, YTO LEHY 3a YNAKOBKY IMpeAaraeMoro
JIEKAaPCTBEHHOI0 Mpenapara HeoOXOAHMO MPEJOCTABJSATH CTPOr0 ¢ YKa3aHUeM
nopsiika (opMHpPOBAaHHs IeHbl. B ciay4yae HecoOJIIOAeHHSI TAHHOTO YCJOBUS
npeacTaBjieHHass nHGopManus He OyaeT yuTeHa.

Hugopmayus, nonyuennas e pamkax uccied08aHuUs KOHBLIOHKMYPbL DLIHKA,
6yoem ucnonv3osana Ons onpedeneHus NPeoeNbHOl CMOUMOCMU Nnpedmema
20CY0apCcmeeH Ol 3aKYNKU U NposedeHue npoyedypsl coopa ungopmayuu He gneyem
3a coboU BO3HUKHOBEHUE KAKUX-1ubo obszamenbecme medcoy 3aKA3UUKOM U
NOMEHYUANbHBIM NOCMABUJUKOM.

OtBet npocum nath B cpok nmo 07.07.2026 BKIOYUTEIHHO 110 3JEKTPOHHOMY
agpecy nogach@pharma.by.

bnarogapum 3a cOTpyIHHYECTBO.
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