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O dopMUpoBaHHH TOKYMEHTALMM Ha 3aKYTIKy HHCY/HHA

QenepalibHas aHTUMOHOIIONBHAsL Ciyx0a, paccmoTrpeB obpamenue OO0
«'EPODAPM» ot 14.08.2018 Ne £14/7 o Bompocy pa3bsCHEHUs MOPSAKA TPHMEHEHHS
nocraHosienus IIpasurenscrBa Poccniickoit @enepauuu ot 15.11.2017 Ne 1380 «O6
OCOOEHHOCTSIX ONHCAHMS JIEKAPCTBEHHBIX IIPEraparoB Il MEAULIUHCKOTO TIPUMEHEHNS,
ABIIAIOIUMXCST  OOBEKTOM  3aKyNKM Ui OOECIEYeHHS  T[OCYNapCTBEHHBIX U
MYHHMLHMNAIBHBIX HyXa» (nasee — IloctaHoBrnenne, OCOOEHHOCTH OMMCAaHUS
JIEKApCTBEHHBIX NPENaparoB) IpH (GOPMUPOBAHMH JOKYMEHTAIMU Ha 3aKyIKy MHCYIHHA
IJIsi  TOCYNAapCTBEHHBIX Y MYHULHWIAJIBHBIX HYXJI, B paMKaX IIOJHOMOYHH,
IIPEyCMOTPEHHBIX ITyHKTOM 2 IlocTaHoBIeHUS, pa3bsICHSIET ClEeAyIOIIee.

1.B cooTBETCTBMM C MOANYHKTOM «a» MyHKTa 4 OcoOeHHOCTEH ONMHMCaHUsA
JIEKapCTBEHHBIX IIPENaparoB IIpA ONUCAaHUU OOBEKTa 3aKylKH JOIMyCcKaeTCsl B
OTHOIIIEHHH JIEKAPCTBEHHBIX IPENApaToB, HEOOXOAUMBIX JJIsl HA3HAUEHUS MalUeHTy IpH
HaJu4Yud  MEOULMWHCKUX IIOKa3aHWM (MHIOWBHUIAYyalbHas HENEPEHOCHUMOCTH, IIO
KM3HEHHBIM II0Ka3aHUSAM) II0 pEIleHUI0 BpaueOHOW KOMHCCHM MEIUI[HHCKOM
OpraHM3alyuy, — yKa3aHhe Ha TOProBble HAUMEHOBAHUS.

IIpn satom PAC Poccuu oTMeuaeT, 4TO B COOTBETCTBHM C IIYHKTOM 6 4acTH |
crarey 33 DenepanpHoro 3akoHa oT 05.04.2013 No 44-D3 «O KOHTpPaKTHOH CHCTEME B
cepe 3aKymok ToBapoB, paboOT, yciyr mis obecliedeHHs TOCYHapCTBEHHBIX M
MYHULHUIAIBHEIX HYXI» (#anee — 3aKOH O KOHTPaKTHOH CHCTeMe) AOKYMEHTAI(US O
3aKyIKe JOIDKHA COAEpXaTh YyKa3aHWE Ha MEeXIYHapOoIHbIe HENAaTeHTOBAHHEIE
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HAaVMEHOBaHUS JICKAPCTBEHHLIX CPEACTB WIM MPU OTCYTCTBUH TAaKMX HaMMEHOBAHUI
XMMHUYECKHE, TPYNIHUPOBOYHBIE HAMMEHOBAaHHUS, €CIM OOBEKTOM 3aKyIIKH SBIISIOTCS
JIEKApCTBEHHBIE CPENCTBA. 3aKa3yMK IPU OCYIIECTBIEHHM 3aKyIKH JIEKADCTBEHHBIX
CPENCTB, BXOMALIMX B TIEPEYEHb JIEKAPCTBEHHBIX CPEACTB, 3aKylKa KOTOPHIX
OCYLIECTBIACTCS B COOTBETCTBMM C MX TOPTrOBBIMH HAaHMEHOBAaHHSMH, a TAKXKe IIpH
OCYIIECTBICHUH 3aKYyIKH JIEKADCTBEHHBIX IIPENapaToB B COOTBETCTBHM C MYHKTOM 7
4acTH 2 crarbu 83, myHKToM 3 yacT 2 crarbi 83.1 3aKkoHa O KOHTPaKTHOH CHCTEMe
BIIpaBe yKa3bIBaTh TOPrOBbIE HAUMEHOBAHMUS STUX JEKAPCTBEHHBIX CPEMICTB.

[Topsimox  popmupoBanust  yTBepikmaemoro IlpaButenscTBoM — Poccumiickoit
Denepalviv epeyHs JEKApCTBEHHBIX CPEICTB, 3aKylKa KOTOPHIX OCYIIECTBISETCS B
COOTBETCTBUU C WX TOPrOBBIMM HAaWMEHOBAHMSIMH YCTAHOBIEH I[10CTaHOBJIEHHEM
IlpaButensctBa Poccuiickoit ®enepanun or 28.11.2013 Ne 1086 «O6 yTBepkIeHHHI
IlpaBun  QopMupoBaHMs IepeuHs JIEKAPCTBEHHBIX CPENCTB, 3aKyIKa KOTOPBIX
OCYILIECTBIISIETCS B COOTBETCTBHUU C UX TOPTOBBIMU HAMMEHOBAaHHSMH, U O BHECEHUH
m3MeHeHuss B Ilonoxenwe o IIpaBHTENBCTBEHHOM KOMECCHH I10 BOIPOCAM OXPAHbI
3I0POBLs rpaxkaan» (nanee — IIpaBuia).

CornacHo mynkty 2 IlpaBmi, OCHOBaHHEM il BKJIFOYEHHS JIEKAPCTBEHHOTO
CpeAcTBa B IEPEUCHb SIBISETCS HEBO3MOXXHOCTH 3aMEHBI JIEKAPCTBEHHOIO CPEJCTBA B
paMKax OZHOTO MEXIYHapOIHOrO HEIAaTEHTOBAHHOIO HAaMMEHOBAHWs JIEKAPCTBEHHOIO
CPEeICTBa MM IPU OTCYTCTBHU TaKOTO HAUMEHOBAHUSI XMMUYECKOTO, IPYIIUPOBOYHOIO
HaMMEHOBaHUsI, OTIpefiesisieMast ¢ y4eTOM IoKazarenel 3(pPpeKTUBHOCTH ¥ 6e30I1aCHOCTH
JIEKapCTBEHHBIX IIPEIapaToB.

B coorserctBum ¢ mynkToM 3 IIpaBHi paccMOTpEHHE BOIPOCA O BO3MOXKHOCTH
BKJIFOUCHMSI JICKAPCTBEHHBIX CPEACTB B llepeueHb ocCyIecTBIseTCs MOAKOMUCCHEH IO
BOIPOCaM OOpallleHusl JeKapCTBEHHBIX CPEACTB [IpaBHTENBCTBEHHON KOMHCCHH IO
BOIIPOCaM OXpaHbI 3M0POBbs rpaxkaan (ganee — Komuccns) no 3asiBkaM QU3HUECKHX U
IOPUIAYECKHUX JIUII.

C wmomenta mnpusatus IIpaBun Komucens paccmorpena 45 — 3asBok
TPOU3BOAUTENEH JICKAPCTBEHHBIX MPENapaToB O BKIIOUEHHM TOPrOBLIX Ha¥MEHOBAHMIL
JIEKapCTBEHHBIX IIperapatoB B llepedyeHs, B TOM 4uciIe O BKIOUEHHM B [lepedeHb
WHCYITMHOB C TOProBbIMH HauMeHoBaHMsMHU «MHcyman bazan I'T», «Mucyman Pamun
I'T», «Amumpa ComoCrapy», «Jlautyc ConoCrap», «Buocymun Px», «Buocymus Hby,
«Xymymun HITX», «Xymymus Perynap», «Xymynua M3y». BmecTte ¢ Tem Bce 3asBKH 0
BKIIIOYEHHUH JIEKApCTBEHHBIX IIpenapatoB B Ilepeuenp orkionensl Komwuccuet,
TIOCKOJIBKY HEBO3MOXHOCTH 3aMEHBI IIPENCTABIECHHBIX JICKAPCTBEHHBIX IIPENApaToB B
paMKax OTHOTO MEXIyHapOAHOI0 HEMAaTeHTOBAHHOI'O HAUMEHOBAHUS He J0Ka3aHa.

[Iynxrom 7 4vactu 2 crareu 83 W myHKTOM 3 yacTd 2 crarbu 83.1 3akoHa o
KOHTPAaKTHOM CHCTeME IPeyCMOTPEHa BO3MOXHOCTh 3aKa34MKa OCYIIECTBRIATh 3aKyIKY
MyTEM TNPOBEACHHUS 3alpoca NPeAoKeHuH (3armpoca MPEIJIOKEHHM B 3IEKTPOHHOI
dopme) B Ciyyae OCYIIECTBIEHHS 3aKyIOK JIEKAPCTBEHHBIX Mperaparos, KOTOpBIE
HEOOXONMMBI ISl Ha3HAYeHHs MAlWEHTy NpPHM HATHYMH METUIMHCKUX TOKA3aHMIA
(MHAMBHIYaNbHAS HENEPEHOCHMOCTh, IO JKH3HEHHBIM MOKa3aHHSM) [0 DELICHHIO

2018-101887(4)



BpayeOHOM KOMHUCCHH, KOTOpOoe (GDUKCHUPYETCs B MEIMLMHCKUX NOKYMEHTAxX MAlMeHTa 1
XKypHalie BpaueOHON KOMHUCCHH.

Kpome Toro, mynkrom 28 uvactu 1 cratbm 93 3akoHa O KOHTPAKTHOM cHCTeMe
YCTAHOBJIEHO MpaBO 3aKa3yWKa Ha 3aKylNKy VY eIWHCTBEHHOTO IOCTaBIIMKA
JICKapCTBEHHBIX IIPENapaToB, KOTOPhIE IIPEeJHA3HAYEHb] AJIs Ha3HAueHHWsS MalUeHTy INpU
HaJlMYWK  MEIUUWHCKUX IIOKa3aHWM (MHAMBUOYyalbHas HEMEPEeHOCHMOCTh, IIO
)KA3HEHHBIM I10Ka3aHHUAM) IO PELIeHUI0 BpauyeOHOU KOMMCCHM, KOTOPOE OTPa)KaeTcs B
MEIUIUHCKUX NOKYMEHTax IIalMeHTa M >KypHajie BpadeOHOM KOMMCCHH. 3aKa3uMK
BIIpaBe 3aKJIIOYMTH KOHTPAKT Ha [I0CTABKHU JIEKAPCTBEHHBIX MIPENapaToB B COOTBETCTBHUU
C HaCTOSIIMM IIyHKTOM Ha CyMMY, HE IIPEBBILIAIOLIYIO JBECTH THICSY pyOIIei.

MHeIX ciydaeB, IpU KOTOPBIX JOIyCKaeTCs yKa3aHHWE TOProBOr0 HAaMMEHOBAHMS
JIEKapCTBEHHOIr0 Iperapara B 3aKyIIOYHON [OKyMEHTAallMH, 3aKOHOM O KOHTPaKTHOU
CHCTEME HE YCTaHOBIICHO.

®AC Poccun obpaltaeT BHUMaHKE, YTO METUIIMHCKHE TTOKA3aHUS IOJKHBI ObITH
yKa3aHbl B DELIEHUM BpadeOHON KOMHCCHM, KOTOpOe (GHUKCHUPYeTCS B METUIIMHCKUX
JOKYyMEHTax IallieHTa U XypHaje BpaueOHON komuccud. VIHbIE BHUIBI MOATBEPIKICHUS
HaJTU4YUsT MEJUUMHCKHUX TNOKa3aHUH y KOHKPETHBIX MAl[MEHTOB 3aKOHOM O KOHTPAKTHOU
CHUCTEME He MPEAYCMOTPEHBI.

IIpy >TOM pemeHus BpadeOHBIX KOMUCCHH JODKHBI OBITH O(OPMIIEHBI B
coorBeTcTBUM ¢ [lopsakoM co3maHUst U [EATENBHOCTH BpadyeOHOH KOMHUCCHH
MEIMIIMHCKON OpraHM3allii, YTBEP)KICHHBIM IIpUKa3oM MuH3apar ~dupasButus Poccun
ot 05.05.2012 Ne 502H, u pa3MelnaTbCcsi OTHOBPEMEHHO C 3aKJIO4 - (M KOHTPAKTOM B
peecTpe KOHTPaKTOB, MPeAyCMOTPEeHHOM cTaThed 103 3akoHa 0 K¢+~ aKTHOH CHCTEME,
pU yclioBuM obecredeHus nperycMoTpedHoro denepaabHbIM 3aKok oM oT 27.07.2006
Ne 152-®3 «O mepcoHalbHBIX JaHHBIX» (Hajee — 3aKOH O IEePCOHANBHBIX TaHHBIX)
00e3IMYNBaHus [IepPCOHANIBHBIX JaHHBIX IalleHTa.

HononuurensHo ®AC Poccun cooOInaeT, 4To B COOTBETCTBHH CO cTarbed 17
®epnepanbHoro 3akoHa oT 26.07.2006 Ne 135-03 «O 3amuTe KOHKYpeHIUH» (Hanee —
3aKOH O 3aIlUTe KOHKYPEHIIMH) IpPU MPOBEACHHH TOPIroB, 3alpoca KOTUPOBOK IIEH Ha
TOBapKI, 3aIIpoca MPEAJIOKEHUN 3aIPEINatOTCs NeUCTBUS, KOTOPhIE IIPUBOIST WX MOTYT
MPUBECTH K HEJOIIYILEHUIO, OTPAHUYEHHUIO UJIM YCTPaHEHUIO KOHKypeHIHH. [Ipu sToMm,
€CJIM OpraHM3aropamMy TOProB, 3alpoca KOTHUPOBOK, 3alpoca MpeaoKeHUH WK
3aKa3uMKaMM SBIIAIOTCS  (elepalbHble OpraHbl KCIIOJHUTENBHOW BJIACTH, OPTraHBI
UCIIOJIHUTENBHON BinacTé cyOopekroB Poccuiickoit ®emepaiuu, OpraHsl MECTHOIO
CaMOyTIpaBJIEHHs, FOCYNapCTBEHHbIE BHEOIOMKETHbIE (DOH/BI, a TAaKXKe MPU MPOBEACHUH
TOPIOB, 3arpoca KOTUPOBOK, 3arpoca MPEeNIOKEHUH B clydae 3aKyllOK TOBapoB, paldor,
YyCIyr Juis obecliedeHHsl TOCyIapCTBEHHBIX W MYHULUIAIBHBIX HY)X] 3alpeliacTcs He
MPeNyCMOTPEHHOE (helepalbHBIME 3aKOHAMH WJIM WHBIMA HOPMATHBHBIMH IIPaBOBBIMU
aKTaM{ OrpaHMYEeHHe [OCTYNla K YYacCTHIO B TOprax, 3ampoce KOTHPOBOK, 3ampoce
MIPENTIOKEHUM.

Taxum obpasom, PAC Poccrn paspsCHSET, UTO 3aKyNKa HHCYIHHOB 110 TOPTOBEIM
HaUMEHOBAaHUAM B HACTOsIEe BpeMs BO3MOXKHA TOJIBKO MPU OCYIIECTBICHHUH 3aKyIKH
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JIEKApCTBEHHBIX IIPENapaToB, KOTOpble HEOOXONMUMBI Ui Ha3HA4YeHUs MAUUEHTY Ipu
HaIMYMY ~ MEIUUUHCKUX IIOKa3aHUW (MHIUMBUAyaJIbHAs HEIEPeHOCHMOCTh, IIO
YKM3HEHHBIM ITOKA3aHHUAM) 110 PELIeHUI0 BpayeOHOH KOMHUCCHH, KOTOPOe (QUKCHPYETCS B
MEIUUMHCKHX [JOKYMEHTax IIallMeHTa M JKypHale BpadyeOHOW KOMUCCHH IyTeM
IIPOBEJIEHUS 3aIIpoca MPeUIOKEHUH (3anpoca MpeaoKeHUH B SJIEKTPOHHOM hopme) uiu
3aKyIIKH y €IMHCTBEHHOI'O ITOCTABIIHKA.

CnenoBatenpHO, YyKa3aHWE B  JIOKyMEHTAIlMM TOPrOBOIO  HAWMEHOBaHUS
JIEKAapCTBEHHOIO IIpernapara (B TOM 4YMCJIe WHCYIMHA) MPU BBIOOpE 3aKa3uylKOM HHOTO
crioco6a 3aKyIKH MOXeT UMeTh [IPU3HAKU HapyllleHus 3aKoHa O KOHTPAKTHON CHCTEME U
3aKoHa O 3aIUTe KOHKYPEHIIHH.

2.B COOTBeTCTBHM C MOANYHKTOM «r» MyHKTa 5 OcobGeHHOCTEH OMUCaHus
JIEKapCTBEHHBIX IIPENaparoB IIPU ONHUCAaHUM OOBEKTa 3aKyNKH HE JOIYCKaeTCs
yKa3plBaTh  Haludhe (OTCYTCTBHE)  BCIIOMOTATEJIbHBIX  BEIIECTB B  COCTaBe
JIEKapCTBEHHOTIO Tperapara.

Bmecte ¢ TeM myHKT 6 OcoOGeHHOCTEH OmNMUCaHWs JEeKapCTBEHHBIX IMPerapaToB
JOIYCKAeT yKa3aHUe B OIMCAaHUHU O0BEKTa 3aKYIKU XapaKTEPHUCTHK, IMPEIyCMOTPEHHBIX
IOMITYHKTaMH «B»-«M» ITyHKTa 5 OCOOEHHOCTEH OMMCaHuUs JIeKapCTBEHHBIX MIPEaparos,
B Cjly4ae, €ClIi He MMeeTCs MHOM BO3MOXXHOCTH OIKCATh JIEKAPCTBEHHBIE MpPEIapaTsl.
IIpu 5ToM HOKyMEHTaLMs O 3aKylKe NOJDKHA COmepKaTh: 000CHOBaHUE HEOOXOIUMOCTH
YKa3aHWs TaKUX XapaKTEepUCTHK, a TakKe II0Ka3aTeNd, ITO3BOJISIONINE ONPEeHeSUTh
COOTBETCTBUE 3aKyIaeMbIX JIEKapCTBEHHBIX IpernapaToB YCTaHOBJIEHHBIM
XapaKTEpPUCTUKAaM K MakCUMajbHble U (WIM) MWHHMAaJbHBIE 3HAYEHHs TaKuX
ITOKa3aTeJIel, a TaK)Ke 3HAUYEHUs [TI0Kazarelied, KOTOpble He MOTYT U3MEHSAThCS.

IIo muennto DAC Poccun, ¢opmy 00OCHOBaHUS HEOOXOOAUMOCTH YKA3aHUs
XapaKTEPUCTHUK, IPENyCMOTPEHHBIX IOAMYHKTaMH «B»-«¥» MyHKTa 5 OcobeHHOCTE
OIMCaHMs JIEKaPCTBEHHBIX IIpenaparoB, 3aKa3dUK BIIpaBe OINPEISIUTh caM. Bmecrte ¢
TEM B paMKaxX PacCMOTPEHHUs kajol (B ciiydae WX MOCTYIUIEHUS B aHTHMMOHOIIOJIBHEIHN
OpraH) 3aKa3dyMKOM MOOJDKHO OBITH IPENCTaBICHO MOKyMEHTaJIbHOE ITOATBEPIKIECHHE
NPUBENEHHOI0O B  JOKyMEHTalMH oOOocHOBaHUs. Hampumep, moxaTBepxIeHHEM
000CHOBaHHs HEOOXOOMMOCTH YKa3aHUs TaKHX XapaKTEPUCTHK MOTYT SBIATHCS
MENULUHCKHAE NOKYMEHTHI ITallMEHTOB, AJS KOTOPHIX IPOBOAMTCS 3aKylKa JAaHHBIX
JIEKapCTBEHHEIX IIPENapaToB (HalpUMep, PelleHHs BpadyeOHBIX KOMHUCCHH, SIUKPHU3BI
T. 1), IPH yCJIOBUH 00€CIIeUeHHsI [IPEIyCMOTPEHHOTO 3aKOHOM O MIEPCOHABHEIX JaHHBIX
00e3TMUMBaHYS IEPCOHATBHBIX JaHHBIX ITALMEHTA.

Taxum obpazom, PAC Poccuu pazpsicHSET, YTO B cilydae yKa3aHHWs Ha HaJIHYHE
(OTCYyTCTBHE) BCIIOMOraTeNbHBIX BEILIECTB B COCTaBE JIEKAPCTBEHHONO IIpernapara B
JOKYMEHTallMd Ha 3aKyNKy JIEKapCTBEHHBIX IIPENaparoB [JIsi TOCYHApCTBEHHBIX U
MYHULMINATBHBIX HYXJ B MEIULIMHCKOW NOKYMEHTAllUU MAIeHTOB, U1 KOTOPBIX
MPOBOJUTCS yKa3aHHAs 3aKyIIKa, JOJDKHBI CONEPIKAThCs COOTBETCTBYIOLIHE YKA3AHUs Ha
NPUMEHEHHEe WK 3alpeThl Ha INPUMEHEHHe YyKa3aHHBIX B  JOKYMEHTALUH
BCITOMOTI'aTeJIbHBIX BELECTB KOHKPETHBIMH ITallMEHTAMH.

Bmecre ¢ Ttem ®AC Poccum ormedaer cieayioomee. IlocTaHOBIEHHEM
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YCTQHOBJIEHBI 0COOEHHOCTHU OIMCAHUSI JIEKAPCTBEHHBIX IIPENapaToB sl MEIUIIMHCKOTO
[IPUMEHEHHUS, SBIAIOINXCS OOBEKTOM 3aKyINKH IUIsl 00eCIeYeHUs IOCyNapCTBEHHBIX H
MYHHULIHUIAIBHBIX HYXZ, B JOKyMEHTALUW O 3aKyIKe JIEKAPCTBEHHBIX IPEINapaToB IpU
OCYILIECTBIIEHUH TaKUX 3aKyIOK, B TOM YHCJIC B LIEJIX UCKITIOUYEHHUS HauOoJjiee TUITUIHBIX
CJIy4aeB OrpaHUYEHUS KOJUYECTBA YYACTHUKOB 3aKYIIKH JICKAPCTBEHHBIX IMPENapaToB.
Takum oOpazom, HEIpaBOMEpHOE UCIIOJIb30BaHUE HCKIIFOUECHUH,
IIPeAYyCMOTPEHHBIX IMyHKTOM 6 OcoOeHHOCTe#d onmucaHus JeKapCTBEHHBIX IPErnaparos,
0e3 mpencTaBIeHNs COOTBETCTBYIOLINX JOKYMEHTOB, MOATBEPXKIAIOIINX HEOOXOAMMOCTh
3aKyIIKM JIEKAPCTBEHHBIX IIPENapaToB C YyKa3aHHBIMU XapaKTEPUCTHKAMH, MOTYT
[IPUBOIUTH K OIPAaHUYEHMIO KOJIMYECTBa YYACTHHUKOB 3aKyNKH KM HMETh MpPU3HAKU
HapyLIeHUs] 3aKOHa O KOHTPAKTHOW CHUCTeMe M 3aKOHa O 3alIUTe KOHKYPEHIIUH.

A JO. llapukoBCKU#

J.B. Coruesa, 8(499)755-23-23, no6. 088-747
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