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0] NpCaACIIbHBIX OTIITYCKHBIX HCHAX
IMPOU3BOAUTCIIA HA HCKapCTBCHHbIﬁ

npenapat «l'enapuH HaTpUs»

®denepanbHasi aHTUMOHOIIOJIBbHAS CIy:)k0a B COOTBETCTBMM C NyHKTOM 41
0COOEHHOCTEN 00pallleHUs JIeKapCTBEHHBIX MPENnapaToB AJI MEAUIMHCKOTO TPUMEHEHUS,
KOTOpBIE TpPEJHA3HAUYCHbl JUIsI TPUMEHEHUS B YCJIOBUSAX YIpo3bl BO3HHUKHOBEHHS,
BO3HUKHOBEHUS W JIMKBUAAIIMU YPE3BBIYAHHON CUTYyallMd M [JI1 OpPraHU3aldHd OKA3aHUS
MEIULIHUHCKOW MOMOIIM JIUIAM, MOCTPAJAaBIIMM B PE3YJIbTaTe€ YPE3BbIYAWHBIX CUTYaIIH,
MPEeNyNPEeKICHUS YPE3BbIUAWHBIX CUTyallud, NMPOPUIAKTUKA M JIeUYeHUs 3a00JIeBaHUM,
OPECTABISIOMIUX OMAacHOCTh ISl OKpY)KAroIIMX, 3a00JeBaHUN U  TOpaKeHUil,
NOJTyYEHHBIX B PE3YJIbTATe BO3JCHCTBUS HEOIATONPUATHBIX XUMUYECKUX, OMOJIOTHUECKHUX,
paaraoHHbBIX (DAKTOPOB, YTBEPKIEHHBIX TTOcTaHOBIeHHEM [IpaButenscTBa Poccuiickoii
®enepanun ot 03.04.2020 Ne 441 (manee — OcCOOEHHOCTH), paccMOTpeENa JTOKyMEHTHI,
npeacTaBileHHble MUcbMOM Mun3apasa Poccun ot 26.11.2020 Ne 20-4/1518 B oTHOIIEHUH
JIEKapCTBEHHOTO npemnapara «l'enapu HaTpus», U COOOLIAET ClIETyIOLIee.

B cumy tpeboBanumit  mynkta 37  OcoOeHHOCTEM  MpU  BBISABICHUU
Munnpomroprom Poccun, Poc3npaBHan3opom — nedextypbl  n1uOO  OTCYTCTBHS B
oOpallleHMH JIGKQpCTBEHHBIX IMPenaparoB, BKIIOYEHHBIX B MepeYeHb KU3HEHHO
HEOOXOIUMBIX M BOKHEWILIMX JIEKAPCTBEHHBIX MPENapaToB, B CBSI3U C IIEHOOOpa30BaHUEM
HAa HHUX YyKa3aHHble (elepaibHble OpraHbl WCIIOJHUTEIHHON BIACTH MPEICTABISIOT B
TeueHre S5 pabouux JHEW CBEACHHS, yKazaHHble B MyHKTe 36 OcoOeHHOCTEH, B
Munsnpas Poccuu o popme cornmacHo npusoxkeHuto kK OCOOEHHOCTSIM.

B coorBerctBUM ¢ ®PenepanbHbIM 3ak0OHOM «OO0 0OpaleHHH JIEKapCTBEHHBIX
CPEICTBY» JICKAPCTBEHHBIE IIPENAPaThl - JEKAPCTBEHHBIE CPEICTBA B BHUJIE JIEKAPCTBEHHBIX
dopMm, mpumeHsiemble A8 TOPOPUIAKTUKH, IUATHOCTHKH, JIeUeHUs 3a00JeBaHMs,
peadWIIUTALMH, ISl COXPaHEHHUS, IPEAOTBPALLICHHS WIH NIPEPbIBAHNUS OEPEMEHHOCTH.
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VYuuThiBasi U3JI0KEHHOE, a TaKXKe TOT (DaKT, YTO MEPEUCHb KUZHEHHO HEOOXOJUMBIX
MPEACIIbHBIX OTITYCKHBIX LIEHAX MPOU3BOAMUTENS HA JIEKAPCTBEHHBIN mpenapar «lemapun
HATPUs» M BOKHEUIIUX JIEKAPCTBEHHBIX MpernaparoB GOpMUPYETCS MO MEXKIYHAPOIHBIM
HEeMaTeHTOBaHHBIM HanMeHoBaHUAM (nanee —MHH) ¢ ykazanuem nexkapcTBEHHBIX (HOpM,
aHaJM3 BbIfABJICHUA JAe(eKTypbl JU00 OTCYTCTBUA B O0OpalieHMH He00XOIMMO
NpoBoAUTH B OTHOIIEeHUH Bcero MHH B co0TBeTCTBYIOIIMX JTIEeKAPCTBEHHbIX (popmax.

CormacHO CBEIEHHSIM TOCYJAapCTBEHHOIO PEECTpa JIEKApCTBEHHBIX CPEACTB, B
Poccniickoin ®@enepanun neKapCTBEHHBIN Ipemnapar, coorsercTByrommi MHH «lenapun
HaTpusi», B JICKAPCTBEHHOW (opMe «pacTBOp Il HUHBEKIUH» UM «pacTBOp IS
BHYTPUBEHHOTO ¥  MOJKOXKHOTO  BBEACHHS» B J03uUpoBke  «5 Thic. ME/Mi»
3apEeTUCTPUPOBAH NMSATHAAUATBHIO BlajeibllaMu (WU JEpKaTelIMH) PEeruCTPaAllMOHHBIX
YIOCTOBEPEHUH JIeKaPCTBEHHBIX MIPENapaToB.

MunzapaBom Poccun mpencraBieHbl 3asBlICHUsS OT ABEHAANATH BIAJCNblEeB (WM
JieprKaTeseil) perucTpalMoOHHbIX YA0CTOBEPEHUH (0T OMMHHAAUATH MIPEICTABICHBI paHee,
10 OCTaJIbHBIM TPeM CBeJIeHUsI 0T MuH3paBa Poccuu He MpeacTaBlieHbl), B TOM YUCIE OT
000 «YPAJI-ODAPMJIAMH» (Poccust), 3asBIeHHas IeHa mid 5 u 10 ammynr —
1 302,00 py6. u 2 604,00 py6. COOTBETCTBEHHO.

CornacHo panee mnpencraBieHHBIM Munnpomtoprom Poccun u  MuH3apaBom
Poccuu cBeneHusIM:

- PUCKU OTCYTCTBHSI B OOpallleHUHU JIEKapCTBEHHOTO Mpemnapara «l'emapun HaTpus»
CBSI3aHBI (COIVIACHO JIaHHBIM OTKPBITHIX MCTOYHUKOB) CO BCHBIIMIKON a()pUKAHCKON UyMBI
ceuHeil B Kwutae, koropas mpuBeia K KpaTHOMY VYIOPOXAHUIO CTOMMOCTH CBHHOU
WHTCHCTUHAJIBHON MYKO3bl — CBIPbSi, HEOOXOIMMOTO JUIsi TMPOHU3BOJCTBA TemapuHa
HaTpUs;

- B 2020 TrTOmy wWMeeTCsS CHI)KEHHME TOCTYIUICHHS paccMaTpuBaeMOro
JIEKapCTBEHHOTO TIpenapara B TpakIaHCKUM 000poT Ha TeppuTopun Poccuiickon
denepannu UCXos U3 conocraBuMbIX AaHHbIX 2018 1 2019 ronos;

- B MunzapaB Poccum mocTymaroT oOpaiieHusi MEIUIMHCKUX OpraHu3anuid o0
OTCYTCTBUU B OOparieHuu HEOOXOIMMOTO B TOM YHUCIE JJIA MPOBEACHUS ONEPATUBHBIX
BMENIATENBCTB JieKapcTBeHHOro npemnapara ¢ MHH «l'enapun Harpus».

[IpenacraBnennbie Ha coracoBanue OO0 «YPAJI-DAPMJTAMH» MpEACTIbHBIC
OTIIYCKHBIE II€Hbl Ha PacCMATPUBAEMBIN JIEKAPCTBEHHBIM Mpemnapar COOTBETCTBYIOT
ypoBHIO paHee coracoBaHHbix @OAC Poccunm B COOTBETCTBMHM € IyHKTOM 41
OcobeHHOCTEN TPeIeNIbHBIX OTITYCKHBIX IIEH Ha 3TOT )K€ JIEKAPCTBEHHBIN Mpenapar UHbIX
npousBogutenei (ot 1300 py6. no 1401,68 pyO.).

VYuuteiBasg wusznoxkeHHoe, MAC Poccum NpPUHATO pelieHHEe O COIVIACOBAHUM
npelejbHbIX OTIYCKHBIX IEeH MPOU3BOAMWTENISI, 3asBICHHBIX HA PETUCTPALUIO
JepKarelieM  WIM  BiaAenbleM —peructpauroHHoro mpemapara OO0  «YPAJI-
OAPMIJIAMH» (Poccust), mpowmssonctBa (Bce cragun) OOO «3aBox MeacuHTes»
(Poccust), Ha cienyromue JIeKapCTBEHHbIE MPENapaThl:

«lemapun» (MHH — «lemapun Harpus»), pacTBOp /Il BHYTPUBEHHOIO H
nofikoxkHOTO BBeAeHus, S000 ME/Mn, 5 M — dumakonsl (5) - mauku KapTOHHBIE, B pa3zMepe
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1 302,00 py6., Ha CpOK, MPeTyCMOTPEHHBIN MyHKTOM 42 OCcOOEHHOCTEH;

«Temapun» (MHH — «l'emapun Harpus»), pacTBOp Il BHYTPHUBEHHOTO H
noakoxkHoro BBegeHusi, 5000 ME/mn, 5 mn — ¢nakonst (10) - mayku KapTOHHbBIE, B
pasmepe 2 604,00 pyO0., Ha CpoK, IPEeTyCMOTPEHHBIN MyHKTOM 42 Oc0oOEHHOCTEH.

B cBsi3u ¢ orcyrcTBHEM mMHGOpPMAIMKM B OTHOIICHUU OCTAIBHBIX BJIQJENbIEB (WA
JiepKaTesieil) perucTpalMoOHHbIX YIOCTOBEPEHUN JIEKApCTBEHHOTO mpenapara «lenapun
Hatpus» GAC Poccuu coobmiaeT, yTo HaAcTOsIIEE pelieHne MOXKeT ObITh NepPecMOTPEHO
B caydae nocrymienusi B ®AC Poccun 10NOJHUTEIBHBIX CBEI€HU, 0Ka3bIBAKOIIUX
BJIMSIHME HA Pe3yJIbTAT HACTOSILEr0 PelIeHUs.

Mecmo dns nodnucu

T.B. Hmxeroposuen

Hcn. ITnotHukos Huxonait Banepresuu
Teit 8 (499) 755-23-23 n06. 088-708
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