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O ¢opMHpOBaHHY TOKYMEHTALMH HA 3aKyIIKY
JieKapCTBEeHHbIX npenaparoB ¢ MHH «JlexcMeneToMuamy»

DenepajibHas aHTHMOHOIOJbBHAA CiIyx6a paccMmorpena obGpamenne OO0 «OpHoH
®apma» ot 11.04.2018 Ne 11-04 mo BoOmpocy pashACHEHUsS IOpPAAKA NPUMEHEHHUS
nocraHoBieHuss IIpaButenscrBa Poccuiickoit ®enmepammu or 15.11.2017 Ne 1380 «O6
OCOOCHHOCTAX OMHUCAHMsA JIEKAPCTBEHHBIX MPENaparoB sl MEIUIMHCKOTO IPUMEHEHHS,
ABJIAIOMIUXCS OOBEKTOM 3aKyNKH JUIS 06ECIeYeHHUs rOCYJapCTBEHHBIX M MYHMIMIAIbHBIX
Hyxa» (manee — IloctaHoBneHne, OCOGEHHOCTH ONMMCAHMs JIEKAPCTBEHHBIX IPENapaToB)
npu  GOpPMUPOBAaHUM JOKYMEHTALlMM Ha 3aKylKy JIEKApCTBEHHBIX IIPENapaTtoB ¢
MEX Ty HapOIHBIM HETaTeHTOBaHHBIM HauMEHOBaHHUEM (manee — MHH)
«JleKCMeIETOMUIUHY» U COOOIIAeT ClieLYIOIIEE.

B cootBerctBuy ¢ myHKTOM 2 OCOGEHHOCTEH ONMUCaHus JTeKapCTBEHHBIX MPerapaToB
Ip1 ONHMCAaHMK B JOKyMEHTalluM O 3aKylke 3aka3uuku nomumo MHH nekapcTBEHHOro
npenapara (WM MPH OTCYTCTBHHM TaKHX HAaHMMEHOBaHWIl XUMHYECKOTO, IPYIIHAPOBOYHOIO
HaMMEHOBaHUSA) YKa3BIBAaIOT JIEKapCTBEHHYIO (OpMy IIpemapara, BKJIIOYAs, B TOM UHCJIE
OKBUBAJICHTHBIE JIEKAPCTBEHHbIE (OPMEI, JO3HPOBKY JIEKAPCTBEHHOIO IMpenapara ¢
BO3MOXXHOCTBIO IIOCTaBKH JICKAPCTBEHHOIO Ipenapara B KpaTHOM J03MPOBKE U JBOMHOM
KOJIMYECTBE W OCTATOYHBIA CPOK TOAHOCTH JIEKApCTBEHHOIO Mperapara, BHIPaKCHHBIN B
SAMHULIAX U3MEPEHUS BPEMEHH.

B cooTBeTcTBMM ¢ mMOOMYHKTOM «B» TyHKTa 5 OCOGEHHOCTEH OMMCAHUS
JICKapCTBEHHBIX TIPENApaToB MPH ONMUCAHUU OOBEKTa 3aKyIKH He JOIMYCKAaeTCs YKa3bIBaTh
00BEM HAIONHEHUS TEPBHYHOM YNAKOBKH JIEKAPCTBEHHOIO Iperapara, 3a HCKIIOUeHHEM
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pacTBOPOB AJisk UH(Y3HUI.
B cootBerctBUM ¢ oOmeil ¢apmakoneitHoii cratbeir O®C.1.4.1.0007.15

«JlexapcTBeHHBIE (OPMBI U MapeHTEPATbHOTO NMPUMEHEHHUSN», YTBEPKACHHON MpPUKa30M
MunzgpaBa Poccun o1 29.10.2015 Ne 771 «O6 yTtBepkaeHuu oOmux (apMaKonenHbIX
crareli ¥ (apmakoneiHbIX cTareity pacTBOp Ui MHQY3Ud — BONHBIA pacTBOp Uit
BHYTPUCOCYIUCTOrO BBeAeHUs o6bEMoM 100 M 1 Gosiee; KOHLIEHTpAT [Ji PUTOTOBICHHS
UHBEKIMOHHBIX WIN UH(Y3UOHHBIX JIEKApCTBEHHBIX (HOpM — XKHJIKas JiekapCTBeHHas (popma,
U3 KOTOpOM IIyTeM pa3sBEICHHUs COOTBETCTBYIOIIMM pPAcCTBOPUTENEM  MOIYyYaloT
UHBEKLIUOHHYIO WIH UH(Y3UOHHYIO JIEKapCTBEHHYIO GOpMY.

ITo maennro @AC Poccun, UCKIIOUEHHE, IPETyCMOTPEHHOE MOAIYHKTOM «BY» ITyHKTa
5 OcobGeHHOCTEH OMUCaHUS JIEKapCTBEHHBIX MPENaparoB, PaclpOCTPaHAETCS MMEHHO Ha
JIEKapCTBEHHBIE IIpENaparsl, BBHIIyCKAIOIIMECS B JIEKAPCTBEHHOW QopMe «pacTBOp I
uHGy3ui». CrenoBarensHO, TIPH  3aKylKe JIeKapCTBEHHBIX ImpemaparoB ¢ MHH
«JlekcMeneToMUIMH>» B JIEKApCTBEHHOH (popMe «KOHLIEHTpAT AJIS MPUTOTOBJIEHUS pacTBOpa
A MHQY3Ui» 3aKa39UKOM JIOJDKEH YUHTHIBATHCS 3alpeT Ha yKazaHue 00beMa HaIlOJHEHUS
NIEPBUYHOM YNAKOBKM JIEKAPCTBEHHOTO Iperapara, MpeayCMOTPEHHBIN MOAMYHKTOM «B»
myHKTa 5 OcobGeHHOCTel onucaHus JIEKapCTBEHHBIX MPEaparos.

Kpome Toro, B COOTBETCTBUM C MOAMYHKTOM «e» MyHKTa 5 OcoGeHHOCTEN OmUcaHus
JIEKapCTBEHHEBIX MpENaparoB IIPYU ONKUCAaHUU OOBEKTa 3aKyNKU HE JOIYCKAeTCs yKa3bIBaTh
GopMmy BhImycka (IEepBHYHON YIIAKOBKHM) JIEKAPCTBEHHOIO Ipemapara (HampHuMep,
«aMIryna», «(prakoH», «6IucTep» u ap.).

B cooTBeTCTBMM CO CBEJIEHHSIMH TOCYHapCTBEHHOIO pEECTpa JIEKAPCTBEHHBIX
CpPEACTB, BEICHHE KOTOPOro MpeayCMOTpeHo crarbeit 33 DenepalbHOrO 3aKOHA
or 12.04.2010 Ne 61-@3 «O6 obpalleHH: JE€KapCTBEHHBIX CPENCTB», HAa TEPPUTOPHUH
Poccuiickoii  ®enmepanun B pamkax MHH «JleKCMefeTOMUIMH»  3apeTHCTPHPOBAH
CAMHCTBEHHBIN JICKAPCTBEHHBIH IpenapaT C TOPIOBHIM HaWMEHOBaHHEM «Jlekcaop» B
CAMHCTBEHHON JIEKapCTBEHHOH ()OpME «KOHLEHTpAaT AN IPHUIOTOBJIEHUS PacTBOpa ANs
uHQY3uii» B eOUMHCTBEHHOM A03upoBKe 100 MKI/MI B (opMax BEIIycKa «amiryyna» ¢
00BEMOM HAMOHEHHS 2 MJI M «(JIaKOH» ¢ 06beMaMH HaodHeHus 4 1 10 M.

Takum o6pasoM, B HacTosmee BpeMs, MOMHMO JIEKADCTBEHHOTO Ipenapara c
TOProBbIM HaMMEHOBaHUEM «Jlexciop», Ha TeppuTopuu Poccuiickoit @enepaiyu B pamkax
MHH «/lekcMeneTOMUIME» HE 3aperHCTPUPOBAHEI HMHBIE JI€KapCTBEHHbIE Iperaparsl,
MMEIOIIHME SKBUBAJICHTHYIO JIEKAPCTBEHHYIO (DOPMY MITH JO3HUPOBKY.

B coorBerctBuM ¢ pasgenoM «Crnoco6 NpUMEHEHHMS W JO3BI» HMHCTPYKIHH IO
NpUMEHCHHIO JIEKAPCTBEHHOIO Tpenapara C TOProBEIM HaMMeHOBaHUEeM «JleKcaop»
[TaIUCHTOB, KOTOPBIM MPOBOAMTCS MEXaHWYECKas BEHTUJIALUA M CeNalus, MOXHO
NIEPCBOAUTE Ha NEKCMEACTOMHUIWH C Ha4ajbHOH ckopocThio mH(MY3um 0,7 MKI/KI/4ac c
nocyeyroLmei KoppeKiue 1036l B pejienax AdanaszoHa 103 ot 0,2 no 1,4 MKr/kr/yac mis
AOCTIDKEHHS JKEJIAaCMOI'0 YPOBHS CEAllMH, B 3aBUCUMOCTH OT PeaKIMy ITallAEHTA.

Taxum 06pa3soM, m03a JIekapCTBEHHOTO Mpenapara MoA6HpaeTcs KakIoMy NalEeHTy
UHIUBHUIYyaJIbHO B 3aBUCHMOCTH OT MAacChl Tejla, HEOOXOOMMOW IIyOWHBI cegalidu |
UHIVMBUYaJIbHOW PEAKIUH OpraHu3Ma.

B coorserctBuu ¢ pasmenom «Croco6 BBeleHHS» YKa3aHHOM MHCTPYKLHH I10
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MeIUIIUHCKOMY MpUMEHEHHIO0 «JIeKCAOp» NOJKEH BBOAUTHCS TOJBKO IOCIE Pa3sBENEHHUS B
BHJIE BHYTPUBEHHEIX UH(QY3Hii B IIOMOIIBIO CIElHansHOro obopynoBanus (MHQy3omar). C
LEIBI0 JOCTHKEHHSI PEKOMEHIyeMON KoHLeHTpauuu (4 MKr/mMia u 8 MKr/mi) «Jlexcmop»
JOIMYCTUMO Pa3BOJUTh B COBMECTUMBIX PacTBOPUTENAX, yKa3aHHBIX B MHCTPYKLMH, U I
Kaxa0ro oObeMa HarojiHeHHs (akoHa JIeKapCTBEHHOIO Ipernapara «JIeKcaop» ykasaH
CBOI1 00beM UH(PY3MOHHO Cpeabl.

®AC Poccun 0TMEYaeT KPaTHOCTh YKa3aHHBIX B UHCTPYKLUHU 00beMOB MH(Y3MOHHOM
cpensl (I KOHLIEHTpaluu 4 MKI/MJ: AJid pa3BeleHus 2 MJI JIEKapCTBEHHOIO Mpernapara
«dexcnop» Tpebyetcs 48 Myt HHPY3UOHHON Cpeabl, a Ul pa3BeAcHUs 4 MII JIEKapCTBEHHOTO
npemnapara «Jlekcmop» Tpebyerca 96 My WHQPY3UOHHOW cCpenpl; Uil KOHUEHTpauuu 3
MKT/MJI: IS pasBefieHUs 4 MJ JieKapCTBeHHOro mpemapara «Jlekcnop» Tpebyercs 46 mi
UHOY3MOHHOU cpenbl, a IUii pa3BeleHHs 8 MII JIEKapCTBEHHOIO Ipenapara «Jlekcaop»
TpebyeTcss 92 My WHQY3UOHHOH cpensl), a Taikke (akT ykasaHHs B JAHHOM Dpaslele
UHCTPYKIMH 00BeMOB MHGY3UOHHOHN cpenbl, Tpebyromuxcs 1 pasBeaeHus 8, 20 u 40 mu
JeKapcTBeHHOTO mnpernapara «Jlekcmop». I1pu 3tom Ha Tepputopun Poccuiickor denepauyu
JieKapCTBEHHBIE TIperaparel ¢ TOPrOBBIM HaWMeHOBaHHeM «Jlexcaop» Bo (akoHax ¢
obremoM HamonHeHus 8, 20 u 40 mu He 3aperucTpupoBaHbl. ClieOBaTeNbHO, CaMoi
MHCTpYKLHEH MO MEAMLHMHCKOMY MPUMEHEHUIO JIEKAPCTBEHHEBIX IpPENaparoB ¢ TOProBEIM
HalMEHOBaHUeM «JlekcIop» B JIeKapCTBEHHON (opMe «KOHLEHTpAT Ul IPUIOTOBJIEHHMS
pactBopa s uH(Qy3uit» B mo3upoBke 100 MKI/Ma yxe MpegyCMOTpEeHa BO3MOXHOCTD
UCIIONb30BaHUS HECKOJBKUX (IIAKOHOB JUIS IMOMydeHHs TpeOyeMol 03Bl JIEKApCTBEHHOIO
npenapara, HanpuMmep, VI TOJyYeHHus 8 MJI BO3MOXHO HCIOJb30BaHKE ABYX (JIAKOHOB IO
4 MJI WM YETBIpEX aMITyJi 1o 2 MIL

Takum o06pa3oM, MHCTPYKUMEH [0 MEAULUHCKOMY NPHUMEHEHHIO JIEKAPCTBEHHOI'O
npemnapara «Jlekcaop» mpeaycMOTpeHa BO3MOXHOCTh MCIOJB30BaHUS AJIS IPUTOTOBIIEHUS
HeoOxoauMoro oobemMa WHQY3UH Uil OMHOTO MAllMeHTa HeCKOJIBKUX aMITyll WM (I1akoHOB
JIEKapCTBEHHOTO TMpenapara.

IIpy 3TOM B COOTBETCTBHM C MOAIYHKTOM <OK» IMyHKTa 5 OcoGeHHOCTe# omucaHwus
JIEKapCTBEHHBIX IpENaparoB MpH OMUCAaHUU OOBEKTa 3aKyNKH HE JOIMyCKaeTCs YKa3biBaTb
KOJIMYECTBO €IMHHUIL] (TableToK, aMmysd) JIEKapCTBEHHOIO Mpenapara BO BTOPUYHOM
YIIaKOBKE, a Takxke TpeOOoBaHHWE IMOCTAaBKA KOHKPETHOTO KOJMYECTBA YIMAKOBOK BMECTO
KOJIMY€ECTBA JIEKAPCTBEHHOTO IIpernapara.

B cBf3uM c M3NOXKEHHBIM, B paMKaxX IOJHOMOYHY aHTHMOHOIOJBHOTO OpraHa,
YCTaHOBJIEHHBIX IIYHKTOM 5 4acté 2 crtaThd 23 3akoHa O 3alluTe KOHKYPEeHIHH H
oyHKTOM 2 noctaHoBieHus IlpaBurennbcrBa Poccuiickoit @emepamuu ot 15.11.2017
Ne 1380, @DAC Poccum pasbscHsET, 4YTO TpeOyeMoe 3aKa3yhKy KOJIMYECTBO
JICKapCTBEHHOIO IIpernapara CcjelyeT YyKa3blBaTb B BHJE CYMMapHOro KOJHUYeCTBa
MWUTAJIMTPOB JieKapcTBeHHOro mpenapara ¢ MHH «Jlekcmenetomununy» (Hanpumep, 1 000
Mi1) 6€3 yKka3aHus Ha pOpMY BBIITyCKa HIIK 0OBEM HAIOJHEHUS IEPBUYHON YIIAKOBKH.

B cnydae, ecam mnoTpeOHOCTP 3akazynMka He MOXET ObITH obecreyeHa
COONIONEHUEM 3alpeToOB, YCTAHOBIEHHBIX IIONIYHKTAMH «B», <(OK» TIYHKTa 5
OcobenHocTeii  omMcaHHs  JIEKAPCTBEHHBIX  INpENaparoB,  3aKa34MKy  CIIEAyeT
PYKOBOZICTBOBAaTbCS MyHKTOM 6 OCOOEHHOCTEH OnMcaHus JIEKapCTBEHHBIX IPENaparoB, B
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COOTBETCTBHAHM C KOTOpBIM ONMHCaHWe OOBEKTa 3aKYNMKH MOXET COAEep)KaTh yKa3zaHue Ha
XapaKTepUCTUKH, IPEAYCMOTPEHHbIE MOAMYHKTaMH «B» - «u» MyHKTa 5 OcobeHHOCTEH
ONHKCaHHs JEKAPCTBEHHBIX IIPENaparoB, B CIy4ae, €CIU He UMEeTCsI HHOM BO3MOXKHOCTHU
omnucarh JIEKapCTBEHHBIEC Ipemnaparbl. IIpy 3TOM HOKyMEHTanus O 3aKylKe [IOJDKHA
cofiepkaTb OOOCHOBaHHE HEOOXOOMMOCTH YKa3aHHS TaKUX XapaKTEPUCTHK, a TaKxke
ITOKa3aTejId, ITO3BOJSIOIINE OIPENEIUTh COOTBETCTBUE 3aKyNaeMBIX JIEKapCTBEHHBIX
IpENnapaToB  yCTAaHOBJIEHHBIM  XapaKTepUCTUKaM M  MaKCHUMallbHble U (WJIK)
MHMHHMAJIbHBIE 3HAYEHUs] TaKUX [0Ka3aTeliel, a TakKe 3Ha4YCHUs MoKa3aresen, KOTOphle
HE MOT'yT U3MEHSITHCS.

HomnonuutensHo @AC Poccuu coobIaer, 4yTo NpeioXeHHe YYacTHHKA 3aKyTKH
NOCTaBUTh TOBAp B KOJIMYECTBE, IPEBHIMIAIONIEM TpeOOBaHUS 3aKa3yhka, He MOMKeT
CIy:KHTh OCHOBAHHEM /I IPU3HAHMS 3aiBKU TaKOTO YYaCTHUKAa HE COOTBETCTBYIOILLEH
TpeOOBaHUAM JOKYMEHTAIIMH O 3aKYTIKE.

¢ J /ﬁKameBapOB

J.B. CriueBa, 8(499)755-23-23, 1o6. 088-747
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