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O B3arMO03aMEHsAEMOCTH JIEKAPCTBEHHBIX
TIperapaToB AJIs TAPEHTEPAIbHOTO MTUTAHUS

DenepallbHOH aHTUMOHOIIOJIBHON CIIy>k00# MmpoBeneHa paboTa Mo ONMpeneNeHHIO
KpUTEPHEB B3aMMO3aMEHSIEMOCTH JIEKApCTBEHHBIX IpENaparoB s HapeHTEPalbHOTO
OUTaHUsE C TIpUBJIEUCHHEM OKCIEPTOB B 00NacTH MapeHTepaJbHOTO IHTAaHHS H
CIELXATUCTOB XO3IHCTBYIOMUX CyOBEKTOB — MpPEACTaBUTENEH YIaCTHUKOB PBHIHKA.

C uenplo HEAOMYLIEHUS OrPaHUYEHUS U YCTPAHEHHUS KOHKYPEHIIMH Ha PBIHKE
JIeKapCTBEHHBbIX MpenaparoB [Js IapeHTepallbHOTO IHUTaHUs, 3aKpeIUIeHUs eANHON
IIPAaKTUKU TPUMEHEHHsS aHTHUMOHOIIOJIBHOTO 3aKOHOAATENbCTBA TEePPUTOPHATBHBIMU
opranaMu DAC Poccun mpu paccMOTpeHHHM Xajno0 U oOpallieHHH XO3sAHCTBYIOILHX
cyobexktoB u opraHoB Bnactd PAC Poccum Hampasiser st npUMeHEHHS B CBoel
JEATEIbHOCTH KPHUTEPUHM B3aHMO3aMEHSEMOCTH JIEKAapCTBEHHBIX MpenapaToB s
HapeHTEPAILHOIO MUTAHHUS.

[Tpunoxenne: Kpurepnu B3anM03aMeHSEMOCTH JIEKAPCTBEHHBIX IpenaparoB [is
HapeHTepaJbHOro MUTaHMs Ha 3 J1. B 1 3K3.
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KpﬂTepHﬂ B3aHMO3aMEHSAEMOCTH JICKAPCTBCHHBIX NpENapaToB
AJIS HApEeHTEPAJIbHOIo NIMTAHNUA

JlekapcTBeHHblEe mOpemapartsl s MapeHTepalbHOTO IMHMTAHHS OTHOCATCS K
cnemgyromuM rpymnamMm ATX: BOSBAO1, BOSBA02, BOSBA10, BOSBB01, B05XBO02,
A11BA, BO5XC.

IMox TOBapHBIM pHIHKOM JIEKapCTBEHHBIX IpENaparoB U1 IapeHTepPabHOrOo
NHUTaHMs NIOHMMaeTcs cdepa oOpaleHus B3aMMO3aMEHIEMBIX JIEKaAPCTBEHHEBIX MPENapaToB
Ui TIapEHTEPabHOrO THMTAaHUA, KOTOphle HE MOryT OBITh 3aMEHEeHBl [OPYIHMMH
JIEKapCTBEHHBIMU ITIpenapaTamy i MapeHTepaIbHOrO MUTaHUS.

B3anMozaMeHseMble JIEKapCTBEHHBIE Ipenaparhl I NMapeHTEPATLHOTO ITHTaHHS
CPaBHHMMBI [0 HX Ha3HAYEHWIO, NMPUMEHEHHIO, COCTaBy M IpYrMM IapaMeTpaM TaKHM
obpa3oM, 4TO mpHoOpeTaTenb OEHCTBUTENBHO 3aMEHSET WJIH TOTOB 3aMEHHTh OJUH
JIEKapCTBEHHBIH Npenapar AJi MapeHTepaIbHOro MATAHUS APYTUM MIPH MOTPEOICHHH.

IIpy  ocCymIecTBIE€HMHM  TIOCYHApCTBEHHBIX M MYHUIUNATBHBIX  3aKYMOK
JIEKapCTBEHHBIX IIPENapaToB Ui MAapeHTEpalbHOrO IHTAaHUS B TEXHHYECKOM dYacTH
JOKYMEHTAIUH O 3aKyIKe MOI'YT YKa3bIBaThCs CIEAYIOUINE XapaKTEPUCTHKHU:

1. Hnsa IpyIIIBL ATX B05SBAO1 «AMHHOKHCJIOTBD) 5 B05SBA10
«KomOuHMpoBaHHbIE MpenapaTb» (32 HCKIIOYEHHEM IPENapaToB, YKa3aHHBIX B
IMyHKTe 3, B COCTaB KOTOPBIX KPOME pacTBOpa aMHHOKHCIIOT BXOIST JKHpPOBas
SMYNBCUSl W/WIH pPacTBOp YIJIEBOIOB) — KAaTerophs pacTBOpa aMHHOKHCJIOT,
KOHLIEHTpalnus ¥ 00beM BBINTyCKa:

1.1. CraHpapTHbIE pacTBOPH aMHHOKHUCIIOT:
— CcoAepXKaIlue 3JIeKTPOJIUTHL,
— He colepiKallue JEKTPOIUTHI.
1.2. ChoeunanbHble paCTBOPHI AaMUHOKHCIIOT:
— pacTBOPBI aMHHOKHUCIIOT A7l 60IBHBIX C IEUEHOYHOM HEIOCTaTOYHOCTRIO;
— pacTBOPBI aMHHOKHCIIOT 7151 OOJTBHBIX C MOYEYHOH HEOCTATOYHOCThIO;
— pacTBOpPHl aMHHOKMCIIOT, NpeJHa3HAUYCHHbBIE IJI1 HOBOPOXXIEHHBIX U JeTei
paHHEro BO3pacTa.
1.3. KoHueHTtpanus pactsopa: Menee 10%, 10%, 6onee 10%.
1.4. O6bem Boimycka: 100 mi, 250 mut, S00 mut, 1000 mut.

2. Jns rpynnel ATX BOSBAO2 «7KupoBble 3MyJIbCHW» - COCTaB YXUPOBOH 3MYJIbCHH,
KOHLICHTpAaIUs ¥ 00beM BBITyCKa:
2.1.  OIHOKOMIOHEHTHBIE )KUPOBLIE 3IMYJILCUU Ha OCHOBE:
— TOJBKO ATMHHOLETIOYEYHBIX TPUIIIHLEPUIOB (coeBoe Macno — JJIT);
— coepaIliyie TOJILKO oMmera-3 >XHpHbIE KHUCIIOTHI (pbIOMH >kKup — omera-3

KK).
2.2. MHOTrOKOMITOHEHTHBIE )XHPOBBIE IMYJILCHUH HA OCHOBE CMECH:
— mmHHOLemoyeyHslx (coeBoe Macio — JIIIT) u cpeaHenenodedHbIX

TpuraunepuaoB (kokocopoe Macno — CIIT);

— mmHHonenoyeyHsrx (coeBoe Maciao — JILT) u cpennenenoueunsix (CLIT)
TPUTTTHLIEPUIOB, MOHOHEHACHIIEHHBIX (onuBKoBOe Macio — MHKK) u omera-3
KHPHBIX KHCTOT (pBIOMH sxup — omera-3 XKK);



— JUIMHHOLIETIOYeuYHBIX (coeBoe Macmo — JIT), cpenHenenoyeyssrx
TpUrauuepuaoB (kokocoBoe Macio — CLIT) u omera-3 »KUpHBIX KUCIOT (pHIOHI
xup — omera-3 XKK).

2.3. KoHueHrtpanus pactopa: 10%, 20%.

2.4. OOsem Beimycka: 100 mi, 250 mur, 500 mut.

3. Jns rpynnsl ATX BOSBA10 «KomOuHupoBanHbie npenapats» 1 ATX BOSBA(02
«KupoBble 3MYJbCHM» - COCTaB, IYTh JIOCTaBKH _KOMOWHHMpPOBaHHOI'O
NapeHTEePaIbHOrO MUTAHUS U AUANa30HbI 0 00BEMY BBIMTYCKA:

3.1. JIByxKamepHbI€ MEIIKH (AaMUHOKHCIIOTHI + YTJIEBOIHI).

3.2. TpexxamepHble MELIKH B 3aBUCUMOCTH OT COCTaBa )XHPOBOM 3MYJIbCHHU:
— TpexkKaMepHbIe MeIIKH (aMMHOKHCIIOTH + coeBoe Macio (JILIT) +
YTJIEBOIBI);
— TpexKaMepHble MeEIUKH (aMUHOKHUCIOTHI + coeBoe Macimo (JIT) wu
cpenHeuenoyeuynsle Tpuriunepunsl (CLT) + yrimeBoasr);
— TpexKaMepHble MEIIKH (aMUHOKUCIOTH + omuBKoBoe Macio (MHXK) u
coesoe Macio (JILIT) + yrneonsn);
— TpexKaMepHbIe MEUIKU (aMUHOKHUCIIOTH + coeBoe Macio (ILIT), onuBkoBoe
macio (MHXK), cpennenenodeunsle Tpuriunepuasl (CLIT) u peiGuit xup
(omera-3 XKK) + yrieBoasr).

3.3. Ilyte mocTaBku:
— IEHTPaJIbHBIN IIyTh — U1 BBEIECHUS TOJIBKO B IIEHTPAJIbHBIC BEHEI,
— Tnepu(epUdecKuii Iy Th — I BBEAEHUS B epudepHIeCKre BEHEL.

3.4. OO0bem BBITYCKa:
— Ui IByxKamepHbIX MelukoB: 1000 mu, 1500 M, 2000 mit.

— Ui TpexkamepHbix MemkoB: oT 500 mo 1000 mi, ot 1001 mo 1500 mn, ot
1501 mo 2000 M 1 ot 2001 mo 2600 M.

4. Jns rpynnsl ATX BOSBB01 «2aeKkTpoautbh»y - hapMakoJIorHyecKrue CBOHCTRA:
— KOMIUIEKC MUKPOIEMEHTOB Ul IIapEHTEePAIbHOTO MUTAHUS.

5. Ona rpynnel ATX B05SXB02 «AslaHua-TriIyTaMHuH» - XUMHYECKOe HAaHMEHOBaHHE
IOEHCTBYIOUIErO BEIIECTBA:
— N(2)-L-ananun-L-rmyTaMuH 418 HapeHTEpAIbHOTO BBEICHUS.

6. Ina rpymmel ATX Al11BA «IlonuButamunsy U BOSXC «BuramuHb 1Iid
BHYTPHUBEHHOTO BBEICHHS B COCTABE NAPEHTEPAIILHOIO ITUTAHUS — PACTBOPUMOCTb:
— Ipenapar BOJAOpPacTBOPUMBIX BUTAMHUHOB;
— Ipenapar )XHUpOpacTBOPUMBIX BUTAMUHOB;
— TIIpemapar CMeCH BOAO- M KUPOPACTBOPUMBIX BUTAMHUHOB.

IIpu oCyIIeCTBICHHH TOCYHAPCTBEHHBIX M MYHHIMIAIBHBIX 3aKyIOK YyKa3aHHE
3aKa34YMKaMH B TEXHUYECKOH YacTH NOKYMEHTAIMH O 3aKyIIKe JIEKApCTBEHHBIX IIpENapaToB
IJI TIApeHTepabHOTO NMTAHUSA WHBIX XapaKTEpUCTUK M IapaMeTpOB MOXXET HMETh



[IPU3HAKH OrpaHMYEHUs KOHKYPEHILMH U NPHUBOOUTH K OrPAaHWYEHHIO KOJIMYECTBA
Y4aCTHHUKOB 3aKYTIKH.

ITpumeyannue.

IIpy  omMcaHMM  TOBAapHBIX PpBIHKOB  JIEKQpCTBEHHBIX  MpENapaToB  IyIs
[IapeHTEPAIBHOIO IUTaHUS UCTIONIB30BaHbI CIIEIYIOIIe ab0peBUATYPHI:

AT — ninvHHOLIEIOYeYHBIE TPUITALEPHUIIBI, COOTBETCTBYIOIIHE COEBOMY MACILy;

CHT - cpemgHeuenovevHple TPUTIULEPUABl (CaMOCTOSTEIBHO HIM B COCTaBE
KOKOCOBOI'O Macjia);

MHXK — MOHOHEHACHIIIEHHEIE )XKUPHBIE KHCIIOTHI, COOTBETCTBYIOIINE OJIUBKOBOMY

Maciy;
Omera-3 JKK — omera-3 >XMpHBIE€ KUCIIOTBI, COOTBETCTBYIOIIUE PHIObEMY KHPY.



