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BN AT o U YIS

Ha Ne oT

HHaHpaBJIeHI/II/I pasbsicaennit GAC Poccnl«
M0 OCYUIECTBIIEHHUIO 3aKYITOK JIEKAPCTBEHHBIX
npenaparoB ¢ MHH Boprezomu6

deneparbHOM aHTHUMOHOIONBHON CIIy)kKOOH MpOBENEHO HCCIENOBaHHWE pBIHKA
nekapcTBeHHbIX mpenaparoB ¢ MHH bBbopre3omu0, B xone koToporo ObUIO YCTaHOBJIEHO
MOsIBJICHHE Ha POCCHIICKOM PBIHKE JIEKAPCTBEHHOTO Ipenapara «Benkelay, nnopunuzar 1is
MOJIKOXXKHOTO ~ BBeACHHS, B Jo3upoBke 3.0 Mr (perucTpallMOHHOE YAOCTOBEPEHHE
Ne JIT1I-002652 ot 08.10.2014, Beigano OO0 «/IxoHcoH& J[)KOHCOHY).

B umensx mpemoTBpalleHHs ~ BO3MOXKHBIX ~ HapylUIEHUH  aHTHUMOHOIIOJIBHOIO
3aKOHOMATENIbCTBA M 3aKOHONATENIbCTBA O KOHTPAKTHOM CHUCTEME IPU OCYLIECTBICHUU
3aKyTnoK JiekapcTBeHHbIX mnpenaparoB ¢ MHH boprezomu6, ®AC Poccum Hampasiser
HACTOSIIUE Pa3bsICHEHUS 0 ONPENeTIEHUIO TOBAPHBIX PHIHKOB JIEKAPCTBEHHBIX IPENApaToB C
MHH boptezomuo®.

B coorBercTtBHHM co cratbeil 4 DepepasibHOoro 3akoHa ot 26.07.2006 Ne 135-@3
«O 3amuTe KOHKYPEHLIUU:

B3aUMO3aMeHseMbIE TOBapbl — TOBApbl, KOTOpble MOIYT OBITh CpPaBHHMBI IIO0 HX
(GYHKIIMOHAIIBHOMY  Ha3HAYeHUIO, I[PUMEHEHHWIO, KadeCTBEHHBIM U  TEXHHYECKHM
XapakTEPUCTUKaM, I[IeHe M ApPYTUM IapamMeTpaM TakuM o0pa3oM, 4YTO IpHOoOpeTaresb
JNENCTBUTEIHLHO 3aMEHSIET UIIH TOTOB 3aMEHUTH OIMH TOBAp APYTUM IpHU MoTpebiaeHnH (B TOM
quclie TIPY NOTpeOIeHnH B IPOU3BOJICTBEHHBIX LIETIAX);

TOBAapHBIA PBIHOK — cdepa obpariieHrs ToBapa (B TOM YHCJIE TOBapa MHOCTPAaHHOIO
MPOU3BOJICTBA), KOTOPBIH HE MOXET OBbITb 3aMEHEH [pYrHM TOBapoM, WIH
B3aMMO3aMEHSEMBIX TOBApOB ([ajiee - ONMpeNeNIeHHbII ToBap), B I'paHULaX KOTOPOH (B TOM
qHClie TeorpaUuecKiX ) UCXOsl U3 SKOHOMUYECKOH, TEXHUUECKON MIIM MHOM BO3MOXKHOCTH
1160 1eTecoo6pa3sHOCTH MpuoOpeTaTeslb MOXKET IPHOOPECTH TOBAP, U TaKas BO3MOXXHOCTH
100 11e71ecO00Pa3HOCTh OTCYTCTBYET 3a €€ IIpelieaMHu.

Huble nexkapcrBeHHble mpenaparsl ¢ MHH boprezoMu® HMEIOT JIEKapCTBEHHYIO
bopMy JTHOPHIH3AT, CITOCOO MPUMEHEHHS — IOJKOKHO U BHYTPUBEHHO. PazHuIla COCTOHUT B
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cXeMe MPUTOTOBIIEHUs PAcTBOpPA Ui K&XKIOT0 U3 IyTel BBEAEHHMS: 2,5 MI/MII UL pacTBopa,
TNpeHA3HAYEHHOro JUIA  TOAKOKHOro BBeleHus, u 1,0 wMr/mix Uil pacTsopa,
TpeJJHA3HAYEHHOr0 [UIs BHYTPHBEHHOro BBeAeHHsA. IIpu 3TOM Crmoco0 NMPUrOTOBICHHS U
KOHLIEHTpAlWsd JAeMCTBYIOIIEro BellecTBa B TOTOBOM pacTBOpe MIACHTHYHBI  JUIA
JIEKapCTBEHHBIX IPEnapaToB ¢ J03UpoBKoi 3,0 MI 1 3,5 ML

PasoBas 103a, NpenHasHaueHHAas U1 BBEACHHUs IIAllMEHTaM, MPH HCIIOIb30BaHHU
000MX IyTel BBEIEHHs SBISETCS OAMHAKoBOW — 1,3 MI/M IUIOIIaAM HOBEPXHOCTH Tena
(IIIIT). Cnemnyet ydects, uro ITIIT, Ha OCHOBaHHUHM KOTOPOTO pacCUMTBIBACTCS pa3oBas 103a
npernapara B CpeJHEM, Ul B3pOCIOro HaceleHus cocrasiser 1,73 M* (I MYXYAH —
1,9 M2, utst sxeHIIuH — 1,6 M?).

Takum o6pasom, mns mammenrta ¢ IIIIT 1,73 M pasoBas fosa npemapara ¢ MHH
Bopresomub cocrasisier 2,25 mr (s nanuentos ¢ 1T 1,9 M? — 2,47 MI, IS TTAlHEHTOB C
[T 1,6 m®>— 2,08 mr). IIpu 3TOM CpemHHil POCT POCCHUSIHHHA-MY)KYMHBI paBHsAeTCs 176 cM
npu Bece 69-73 Kr, a xeHIMHBI — 168 cM mpu Bece 63-69 kr. Ilpy Takux mapameTpax
pasoBas 1103a JiekapcTBenHoro nperapara ¢ MHH Boprezomu6 Gyner paBHSTBCS 2,5 MT JUid
MYKYHH ¥ 2,3 MT JUIs skeHIIdH. PasoBas no3a mpenapara 3,0 M MOXKET ObITh HCIIONB30BaHA
nanuenty ¢ IIIT 2,27 m* (nanpumep, mipu pocte 185 cm u Bece 100 kr).

U3 nozunuu ®I'BY «'eMaTonornueckuii HaydyHsIid LieHTp» Munsapasa Poccun Takxke
CclleflyeT, 4ToO J03a Ipenapara, npeBblmaromas 3,0 ML, MOXeT ObITh BOCTpeGoBaHa UIA
Pa30BOrO BBEIEHUS KpaiiHe PeKO, IIOCKOJIBKY JIMIIL Y HEOOJBIIOro MPOLECHTa MallMeHTOB
(~10-15%) IIT npesbmraer 2,3 M° IpH OTCYTCTBHH IIPU3HAKOB PE3KO BBIPAKEHHOTO
oxupeHus. Kpome Toro, HeoOXOJUMO YYHTHIBATh, YTO IIPEBBINIEHHE JIEYEOHOW [O3BI
nexapcrBeHHoro mnpenapara ¢ MHH bopTe3oMu0 compoBoXaaeTcsl yBEIMYCHUEM YacTOThI U
TSHKECTH MOO0YHBIX 3 (DEKTOB.

Takum o6pasoM, jekapcTBerHble npenaparsi ¢ MHH Bopresomu6 B (opme BbIycKa
NHOMUIN3AT AJIs MOJKOKHOIO JIHOO Uil BHYTPUBEHHOTO BBEIECHHMS C JO3MPOBKOH 3,0 MI U
3,5 wMr (GOpMHpPYIOT OAMH TOBapHBIA  PBIHOK, SBJAIOTCA  B3aMMO3aMEHAEMBIMH
JleKapCTBEHHBIMH TperiapaTaMi U MOTYT IPUMEHSAThCA Ha OXHOM rpynme nanuentos ¢ IIIIT
He Gousiee 2,27 M* ¢ OAMHAKOBLIMU MOKa3aHUSMH U MPOTHUBOIIOKA3aHUIMHM K IIPUMEHEHHUIO C
JOCTMYKEHMEM OJMHAKOBOTO TEPAIeBTUYECKOro 3 dekra.

Ha ocHoBanuu wusnoxenHoro ®AC Poccum coobmmaer, 4ro IpH HAIAYUH B
JOKYMEHTallMd O 3aKylKe TpeGoBaHMS K IIOCTaBKe JieKapcTBEHHoro mpemnapara ¢ MHH
Boprezomu6 ¢ mo3upoBkoi 3,0 MI, OTKIOHEHHE 3aKa3YMKOM 3aiBKM Y4aCTHHKA,
IIpeUTararoIero K 3aKyIlKe JieKapcTBeHHbIH npemapar ¢ MHH Bopre3oMu6 ¢ 1o3upoBKOi
3,5 MI, MOXET COIep)KaTh MPU3HAKU HApYLIEHUs] aHTUMOHOIIOJBEHOTO 3aKOHOAATEIbCTBA H
3aKOHOATENIbCTBA O KOHTPAKTHOU CUCTEME.

N.1O. AprembeB

C.I'. Hukonaen
(499) 755-23-23, no6. 088-374
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