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O B3aHMO3aMEHAEMOCTH JIEKAPCTBEHHBIX
(IpernaparoB JUIA TapeHTepaNbHOro NHTaHus

PenepanbHO aHTHMOHOMNOBHOR cyx6oif nposenena paboTa MO OMpENeNeHHIO
- KPUTEPHEB B3aMMO3AMEHAEMOCTH JICKAPCTBEHHBIX TIPENapaToBR ANA NapeHTEPANbHOTO
5? ‘ MUTAHUA C [PUBIEYCHHEM O3KCIIEPTOB B 00NacTH NapeHTepajibHOro NHTAHUA U
2 CMEUHATHCTOB X03AHCTBYIOIUHX CyOBeKTOB — IpPeACTABHTENEH yIaCTHHKOB PhIHKA.

C uensio HEOOMyLICHWS OrpaHUYEHHS ¥ YCTPAHEHHA KOHKYDEHI{HM HA PBIHKE
JEeKapCTBEHHBIX MpenapaTtos g MNapeHTEPaNbHOro IHTAHHUSA, 3aKpPEIUICHHA eNHHOM
NPAKTHKH NPHMEHEHHA AHTHMOHOMOJBHOTO 3aKOHOAATENLCTBA TEPPHTOPHANLHEIMH
opranamu DAC Poccuu mpu pacCMOTpPeHMH Xano6 H oOpaureHHi Xo3sHCTBYIONHX
cyonexToB M opraHoB BnactH (AC Poccuu HampaBnser Iis OpUMEHEHHsS B CBoeif
NEeATENIbHOCTH KPHTEpPHH B3aHMO3aMEHAEMOCTH JIEKAPDCTBEHHBIX IIpeNapaTtoB IJif
napeHTepaabHOrO TUTAHUA.

anI{O)KEHHCZ KpHTepHH B3aMMO3aMCHACMOCTH JICKAapCTBEHHBIX IIPENapaToB aniAd
napeHTepanqugmﬂ@IaHHH Ha 3 1. B 1 3K3.

e AMEETATE b HAMATbHY

Sy [ 1Y 1 Ve renmmal
HIeAGRE YPAbRgyY

WN.IO. Aprempen

C.I. Huxonaes N
(499) 755-23-23 (no6. 088-374)

R

2014-36763(1)

i 0439




Kpm'epmi B3AHMO3AMCHHEMOCTH JICKAPCTBEHHLIX NIpeNapaTos
AN MTAPpeHTePaLHOro NHTAHU

JlexapcTBeHHbIE npenapaThl AN MapeHTEPANbHOrO IHTAHHA OTHOCHTCH K
cnegyromuMm rpymmaM ATX: BOSBAO1, B05BA02, B0O5SBA10, BOSBB01, B05SXB02,
Al1BA, BOSXC.

[Tom ToBapHBIM pEIHKOM JIEKapCTBEHHBIX IMPENapaTroB I IMapeHTepatbHOTO
NUTaHHA TOHUMaeTcs cdepa oOpallleHus B3aHMO3aMEHAEMEBIX JIEKAPCTBEHHEIX MPeNnapaTos
JUIA  TIApPEHTEPANLHOTO [UTAHMSA, KOTOPBIC HE MOrYT OBITH  3aMeHeHBl . APYTMMH
JIEKAPCTBEHHBIMH NpernapaTaMu JUis MapeHTEPaTbHOrO THTaHHA,

BzariMo3zameHseMble JleKapCTBEHHBIE MNpENapaTsl ANA HapeHTepalbHOro nMTaHHA
CpaBHHMMBI TI0 MX HA3HAYEHHMIO, NMPHUMEHEHHIO, COCTAaBY H ApYTHM ' [1apaMETpaM TaKHM
. obpasom, 4To npuobperaTens. JEACTBUTENEHO 3aMEHSET HIM TOTOB 3aMEHHTH. OJHH
‘ ,nexapcmeﬂﬂsm npenapar JUli NapeHTePpatbHOro MHTAHKA APYFHM NpH NOTpeGNeHNH, -

Tpn - OCYMIECCTBNICHHH . = TOCYAAPCTBEHHBIX - M  MYHMIHNAISHBIX  3aKYIIOK
NEKapPCTBCHHBIX [PENapaToB ~JUIA ITAPCHTEPAIbHOrO IMTAHWA B TEXHHYECKOH 4acTH
MOKYMEHTALMY O 3aKYIIKE MOIYT YKA3bIBATECH CIASAYIOMINE XapaKTePUCTHKH:,

1. dns rpynmosl ATX BOSBAOl  «AMHHOKHCIOTHI» H BOSBA10
«KoMOGHHHpPOBaHHBIE NpenapaThi» (3a HCKIIOUYCHHEM NPEapaTos, YKa3aHHBIX B
‘IyHKT€ 3, B COCTaB KOTOPHIX KPOME pacTBOpPa aMHHOKHUCIOT BXOZAT XHMpOBad

SMYIILCHS HW/MIK pacTBOpP YTIJIEBOJIOB) — KaTErOpPUs pacTBOpa aMUHOKHCIIOT,
KOHIEeHTpaluHa 1 0O6BEM BBIITYCKA:

1.1. CraHgapTHBIE pacTBOPEI AMHHOKHCIIOT:
~ coJepxallHe dEKTPONUTHI;
~ HE COAepIKaIHe MIEKTPOIHUTEL,
1.2, CreudanbHble pacTBOPBE! aMUHOKHCIIOT:
— PACTBOPBI aMHHOKHCIIOT U1 GONBHEIX ¢ HEYEHOYHOH HEIOCTATOYHOCTEIO;
— PacTBOPBI aMHHOKHCIOT JUIA CONBHBIX C MOYEYHOH HENOCTATOYHOCTHIO,

— PpacTBOPBEI aMHHOKHCJIOT, MPEIHasHAYeHHbIE IS HOBOPOKAEHHLIX M [eTeit
paHHETO BO3pacTa.

1.3. KoHueHTpanus pacteopa: Menee 10%, 10%, Gonee 10%.

1.4. O6mneM Brimycka: 100 mur, 250 M1, 500 mn, 1000 M.

2. Jna rpynnet ATX BOSBA(O2 «JKupoBbie SMyALCHH» - COCTAB XHPOBOH IMYILCHH,
KOHUEHTpaIsA 1 0ObeM BBIITYCKA:
2.1, OpnHOKOMIIOHEHTHBIE >KHPOBBIE IMYJILCHH Ha OCHOBE:
— TOJIBKO AJIHHHOLIEMOYEYHBIX TPUIITHIEPUIOB (coeBoe Macto — J[LIT);
— COAepXalllHe TOJBKO OMETra-3 >KHpHBle KHCHOTHI (puIbuil ®up — oMera-3

KK).
2.2. MHOTOKOMIIOHCHTHBIE )KMPOBbIE IMYJILCHH Ha OCHOBE CMECH:
—~ JanuHHOLenodeudslx (coeBoe wmacmo — JIIT) u cpesHenenodyeqHBIX

TpUrauLuepHaAoB (kokocoBoe Macio — CLIT);

— INMHHOLEno4euHbIX (coesoe Macio — JILIT) u cpemguenenoueunsx (CLIT)
TPHMIJIMLIEPHAOB, MOHOHEHACHIIICHHBIX (omBKOBOe Macyio — MHXKK) u omera-3
KHPHBIX KBchoT (peibuil sxup — oMera-3 JXKK);



~ [IIYHHouernoue4yHeiXx (coesoe Macno — [IT), cpeaHelenoyeqHsixX
TpHrIHLEpHAOB (KokocoBoe Macio — CLIT) u omera-3 skHpHBIX KHCTOT (pBIGHUIt
wup — omera-3 XKK).

2.3. Konuentpauus pactsopa: 10%, 20%.

2.4. OO6vem Boimmycka: 100 mu, 250 mut, 500 mut.

3. Jlna rpynmsl ATX B05SBA10 «Komouunposannsie npenapats» # ATX BOSBA02
«Kuposbie OMyJbCHW» -~ COCTAB, TMyTh _JOCTABKM _KOMOMHHMPOBaHHOIQ
[APEHTEPANBEHOTO MUTAHKMA M AMANA3OHbI 110 00beMY BRIMTYCKA: - '

3.1. IByxKamepHble MEIIKH (aMHHOKHCIIOTHI + yTNIeBOIBI).
3:2. TpexxaMepHble MELIKH B 3aBACHMOCTH OT.COCTABA XXKUPOBOH IMYJIbCHH:
— .TPeXKaMepHbIe MEUIKH (aMHHOKHCJ'[OTbI + coepoe Maco (I[I];T) +
yrnesomﬂ) ' : :
~  TpPeXKaMepHBIE . MOILIIKH (aMHHOKHCHOTB! + COEBOE MAco (I[I_[T) U
. cpeaxeuenoueynsie Tpuraruepuas (CLT) + yriaesons);
. — TpexKaMepHbleé MEIUKH (aMHHOKHCIOTHI + OJIPIBKOBOC macio (MHXK) u
coesoe Macio (JILIT) + yraeBoss);
— TPeXKaMCpHBIE MELIKH (aMHHOKHCJ‘IOTBI + coesoe Macno (JILIT), onuskoBoe
macio (MHXK), cpeanenenoyeunsie tpurmuuepuast (CUT) u pruibuit xup
(omera-3 XK) + yrieBogsr).
3.3. [Ilyts mocTaBku;
— ILIEHTPAIBHEIHA ITyTh — JUI BBEJICHHUA TOJNBKO B HEHTPAIbHLIC BEHEI;
~ mnepubepudeckuii MyTh — JUIA BBEAESHUA B IepH(DEpUIECKHE BEHEI.
3.4, OObeM BhIITyCKA:
— Ing AByxkamepHbix Meurkos: 1000 ma, 1500 mu1, 2000 M.
— 1A TpexkamepHbIX MemkoB: ot 500 mo 1000 M, or 1001 no 1500 mu, ot
1501 o 2000 mn 1 ot 2001 o 2600 mn.

4. Jtna rpymmsl ATX BOSBB01 «QnexTpoantsi» - HapMakogornyeckue cBoicTaa;
— KOMIUIEKC MHKPO3IEMEHTOB A1 MAPEHTEPATBHOTO MHTAHHS,

5. Jina rpynnel ATX BOSXB02 «AnaHMI-TJYyTAMHH» - XMMHYECKOE HaHMEHOBAaHHE
NEeHCTRYIONIETO BEIIECTRA!
~ N(2)-L-ananun-L-rmyraMuH Qg DapeHTEpaIbHOTO BBEICHHUA.

6. Ina rpymnsl ATX Al1BA «Iloaneutamuns» B BOSXC «BuTtamuue» s
BHYTPHBCHHOTO BBEIEHHS B COCTaBE NMapeHTEPaIbHOrO THTAHHA — PACTBOPHMOCTD:
— [pernapat BOAOPAacTBOPHMBIX BHTAMHHOB;
— IIpenapar XHpOpacTBOPUMBIX BHTAMHHOB;
— IIperniapaTr CMECH BOAO- H )KHPOPACTBOPHMBIX BHT2MHHOB.

IIpH OCYIIECTBICHHH TOCYJAapCTBEHHBIX M MYHHMUHIANBLHBIX 3aKyINOK - yKazaHHe
33aKa3YUKaMH B TEXHUYECKOH 4acTy NMOKYMEHTAIlNH O 3aKyIIKe JIEKapCTBEHHBIX NIpeNnapaTon
Ui TIApeHTEpaNbHOro MNHTAHUA HHBIX XapPaKTEpUCTHK H TAapaMeTPOB MOXKET HMETh



NpH3HaK# OPaHHYEeHHd KOHKYPEHIMH H INPHUBOAHTL K OlPaHMYECHHIO KOJIHYECTBa
YUaCTHHKOB 3aKyIIKH.

[IpuMmeyanue.

Ilpy omucaHHMM  TOBApHBIX  PBIHKOB  JIEKAPCTBEHHBIX  IIpenapaToB  JUIs
napeHTEepaIbHOrO MUTAHUA UCTIONB30BAHEI ClieAyIomue ab0pepHaType!:

JUT — ninuHHOuEnoYeYHble TPUIITHIEPHAL!, COOTBETCTBYIOIINE COEBOMY Macy,;

CUT - cpeaHeleno4ye4Hble TPHIVIMUEPHALI (CAMOCTOSTENRHO HIM B COCTaBe
KOKOCOBOrQ Macna); ' .

MHXXK - MOHOHEHACHILLEHHbIE )XHPHEIE KHCIIOTHI, COOTBETCTBYIOIINE ONIMBKOBOMY
| Maciy; ‘ - : _ . ' s
Owmera-3 JKK —oMera-3 sKUpHBIEe KHCIIOTBI, COOTBETCTBYIOILHE PEIGbEMY XHDY.



