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Ha Ne oT

['ocynapcTBeHHbIE ¥ MyHUIMIATBHEIE

3aKa34YUKH (111 CBEIEHUS )
O  dopMHpOBaHHHM JOKYMEHTaUMH Ha

3aKYIIKY JIeKapCTBEHHBIX InpemnaparoB ¢

MHH «Worekcomy
Mun3znpas Poccuu (s CBEJICHHS)

PaxmaHoBCKkwuit nep., 1. 3,
I. Mocksa, ['CII-4, 127994

DeniepanbHas aHTHMOHOIIONBHAS CITyX6a B paMKax KOMITETEHIIMH pPaccMOTpea
obpawerne OO0 «MOC®APM» or 26.09.2018 Ne 6/H o BOIIPOCY yKazaHus
TpeOOBaHUH K KOHKPETHBIM IIOKA3aTelsM OCMOJSIBHOCTH Ipu  (HOPMUPOBAHUHU
AOKyME@HTAallMM O 3aKyIKE JIEKAPCTBEHHBIX IMPENapaToB ¢ MEXIyHapOIHBIM
HETIaTeHTOBAaHHEIM HauMeHoBaHMeM (manee — MHH) «Morekcom» B COOTBETCTBHH C
OcobGeHHOCTAMH  omuCaHud JEKapCTBEHHBIX  IIpEeNaparoB IS  MEIMIIMHCKOTO
[IPUMCHEHUS, ABIAIOIIMXCS OOBEKTOM 3aKyNKH U obecreueHus TFOCYapCTBEHHEBIX U
MYHHIMIIATBHBIX HYXK/I, yTBEPKICHHBIMU IT0CTaHOBIeHNeM [IpaBuTensctBa Poccuiickoit
Deneparuu ot 15.11.2017 Ne 1380 (manee — ITocranopnenue, OCOGEHHOCTH OMTHCAHNS
JIEKapCTBEHHBIX IPEIIAPaTOB), ¥ COOOIIAET ClIEAyIOLIEe.

B coorBercTtBHM co cTarbeii 17 DenepanpHOro 3akoHa ot 26.07.2006 Ne 135-®3
«0O 3ammTe KOHKYpeHIHn» (fanee — 3aKoH O 3aluTe KOHKYPEHLHMH) IIPH TPOBENEHHU
TOpTOB, 3ampoca KOTHPOBOK L€H Ha TOBAPHl, 3allpoca MpeNIOKeHHH 3anpemanTcs
ISHCTBUSI, KOTOPbIE IPUBOJST UK MOTYT NIPUBECTH K HEJOITYIIEHHIO, OTPAHHYEHHIO UIIH
YCTPaHCHHIO KOHKypeHLMH. Ilpu osToM, ecmu opramusaropamu TOproB, 3ampoca
KOTHPOBOK, 3alpoca IPeIIoKeHUH UM 3aKa3uMKaMH SIBISIOTCS denepanbHble OpraHbl
VCIIOJHUTEIBHON BJIACTH, OpraHbl HCIOJHHUTEILHON BIACTH cyOpekToB Poccuiickoi
Qenepanyn, OpraHsl MECTHOI'O CaMOYTIpaBJICHHS, TOCYAAPCTBEHHEIE BHEOHOMKETHBIE
(OHIIBI, a TaKXKe NPH IPOBEACHHUH TOProB, 3aIpoca KOTHPOBOK, 3aIpoca MIPeI0KeHuUH B
Cllydae 3aKyIlOK TOBapoB, paboT, yciyr n1s obecrnedyeHus TOCYIapCTBEHHBIX M
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MYHULUTATRHEIX HYX/ 3aNlpemaeTcs He MPeIyCMOTPEHHOe (eepalbHEIMK 3aKOHAMHE
I HHBIMA HOPMATHBHBIMU IPABOBBIMY aKTaMH OFpaHHYEHHe A0CTYNa K YYacTHIO B
TOprax, 3armpoce KOTHPOBOK, 3aIIPOCe NpeI0KEHHMIA.

B coorserctBHH ¢ myHkTOM 2 OcCOGeHHOCTEH ONHCAHHUS JIeKapCTBEHHBIX
[PETIapaToB IIpH ONMUCAaHUK B HOKYMEHTAllMd O 3aKylKe 3aKa3duky moMumo MHH
JIEKapCTBEHHOTO Ipenapara (MIX IPH OTCYTCTBUH TaKUX HAUMEHOBAHMI XUMHYECKOTO,
TPYTIIIMPOBOYHOIO HAaHMEHOBAHHS) YKa3bIBAIOT JIEKAPCTBEHHYIO dopmy mpemapara,
BKJIIOYasd B TOM YHCIE SKBHBAJICHTHBIE JIGKAPCTBEHHBIE (DOPMBEL, JIO3UPOBKY
JICKapCTBCHHOIO IpeTiapaTa ¢ BO3MOXHOCTHIO IOCTABKH JIEKAPCTBEHHOIO npenapara B
KPaTHOH JI03MPOBKEe M IBOWHOM KOMMYECTBE, a TAKKE C BO3MOKHOCTBIO TTOCTABKH
JICKapCTBEHHOIO IIpemapara B HEKPATHBIX 3KBUBAJIEHTHBIX NO3UPOBKAX, ITO3BOJIIOMINX
AOCTHYL  ONMHAKOBOTO TEPANEBTUIECKOr0 3(p(eKTa, U OCTATOYHBIH CPOK TOJHOCTH
JIEKapCTBEHHOIO IIPETapara, BhIpaKeHHbIH B eIHHUIIAX H3MEPEHHS BPEMEHH.

CormacHo CBEIEHHAM TI'OCYIAPCTBEHHOTO peecTpa JIeKapCTBEHHBIX CpPELCTB,
BENICHUE KOTOPOTO IpenycMOoTpeHo crateed 33 ®DenepanpHoro 3axona ot 12.04.2010
Ne 61-®3 «O6 obpalenun TeKkapcTBEHHBIX cpencts» (manee — 3akoH 06 oGparieHUn
TIEKApCTBEHHBIX CPEJCTB), Ha TeppuTopuu Poccuiickoit Memeparuu B pamxkax MHH
«Horexcomy» 3aperucTpupoBano 10 JleKapCTBEHHBIX MperapatoB B JI€KapCTBEHHOM
(opMme «pacTBOp M WHBEKIWH» B 103UpoBKax 240 Mr Homa/mi, 300 mr Homa/mi, 350
MT HOZa/MII C pasiMYHEIM HaIlOIHEHHEM MePBHYHBIX YIAKOBOK.

M3 WHCTpYKUME IO MEIMIMHCKOMY IPUMEHEHHIO YKa3aHHBIX JIEKaPCTBEHHBIX
[IPEIIapaToB CIEyeT, YTO BBIOOP IO3UPOBKM JIEKAPCTBEHHOTO npemapara ¢ MHH
«orekcom» 3aBucUT OT BHIla HCCICOBAaHMS, BO3pacTa M MacChl Tella IAl[HeHTa,
COCTOAHHMSA TIEMONMHAMUKH, OOLIETO COCTOSHHS 3NOPOBbSA, a TaKkKe IPUMEHSEMOit
METOIUKHU W TEXHWKH BBITIOTHEHHS UCCIIETOBAHM.

B coorBercTBHH cO cTaTheit 25, wacteio 6 crarbm 44 3axoHa o 3allnTe
KOHKypeHuuu B Munsnpas Poccun nanpasnens! 3anpocst ®AC Pocenm ot 10.12.2018
Ne AIT/100868/18, or 04.02.2019 Ne AlLl/7166/19 o BO3MOKHOCTH YKa3aHHS B
AOKYMCHTALlMM O 3aKylKe JIeKapCTBeHHBIX IpemaparoB ¢ MHH «Morekcony B
JICKApCTBEHHOM ~ (OpMe «pacTBOp [l HMHBEKIHil» TpeGoBaHuH K KOHKPETHBIM
[TapaMeTpaM  OCMOJIAUIBHOCTH B COOTBETCTBHH ¢ (OCOOEHHOCTIMH  OMHCAHHS
JICKapCTBCHHBIX IPENaparoB, O HAIMYMU Pasid4Yui B yKa3aHHWSAX HA BO3PACT MM BEC
peOeHKa, a TakKe HaMIUU/OTCYTCTBHM YKa3aHuil (GHU3UKO-XHUMHYECKHX CBOMCTB B
MHCTPYKIHSAX 0 MCAMUMHCKOMY NPHMEHEHHIO JIeKapCTBEHHBIX MpemapatoB ¢ MHH
«Horexcon» ¢ TIPUTIOXECHUEM NOKYMEHTOB, IOATBEPKIAIONIUX IIO3ULHI MHUH3IpaBa
Poccuu.

B cooreerctBUM ¢ orsetamu ®IBY «HLIDCMII» Munznpasa Poccuu
or 09.01.2019 Ne 108 u or 14.01.2019 Ne 482, HarpaeleHHBIMU B DPAC Poccuu
micbMaMu Munsnpasa Poceru or 11.01.2019 Ne 20-3/26 u ot 17.01.2019 Ne 20-3/81,
(KONIMH IIPUIIATAIOTCH) OCMONSLALHOCHD npenapamoe Uo2ekconqa Mpamo 3asuUcCUm Om
codepoicanus Oeticmeyiowezo 6eujecmea u HaxoOumcs @ onpeodenenHvix npeoenax 014
coomeemcmeyiowen  koHyenmpayuy.  Ocobennocmu NPUMEHEHUA — Npenapamos
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UO2EKCONA 6 UHCMPYKYUAX N0  NDUMEHEHUIO ONpeodensmes  KonyeHmpayuell
Oeticmeyloujezo 6ewjecmea, 6 ceasu ¢ uem YKasanue 6 OOKYMEHmMAayuu o 3aKynke
mpeboearuii K KOHKpemHbiM napamempam RpeoCmasAAeMca U3ObImoUHbIM,

Paznuuus 6 cnocobe npumenenus ons Yponozuu 6 0emckom 803pacme CeA3AHO C
MEXHUYECKOU _ OWUOKOU,  CYUEeCEeHHo He enuAwel Ha besonacHocmv U
sppexmuenocms, yuumvisas obwee ozpanuverue no esooumomy obwemy. OOoHaxo
YKazanHoe pacxoocoenue mpebyem ycmpameHus, 6 CeAsu ¢ uem 8 Mun3zopas Poccuu
Hanpaeneno ungopmayuonnoe nucemo Ne 107 om 09.01.2019 o neobxodumochu
YHupukayuu pazdena «Cnocob npumenenus 0o3viy UHCTIPYKYUU 1O MEOUYUHCKOMY
NPUMEHEHUIO, NPUB0OAyels UHPOPMAYUIO K MEKCHY UHCIPYKYUU MO MEQUYUHCKOMY
NpUMeHeHUIo peghepenmnozo npenapama « OmHunary, pacmeop ona unvexyuil, 240 me
uoda/mn, 300 me tioda/mn, 350 me tioda/mn (PY II N015799/01 om 14.05.2009).

B unempyxyuu no meduyuncromy npumenenuso NpUBooUmcs  onpedenexHoe
SHAUEHUE OCMONATLHOCIY, M020a KAK 6 HOPMAMUEHOT QOKYMEHmMAayul, cneyupurkayuy
HA 6bINYCK U CEPMUPUKAMAX AHATU3A HOPMbI OCMOTANLHOCINU NPeOCMAasens. 6 sude
OUanasona 3HaueHull, Komopwlli 06yCIOSNEH MOYHOCHBIO Memoda onpeoenenus,
codepoicanuem  Oelicmeyiowezo  euwecmea U 6CHOMOZAMENbHbIX geujecme 6
JIEKAPCMEEHHOM  npenapame, — KOIUYeCmea KOMOPbIX MOV OMIAUYAMbCL O
HOMUHANbHBIX SHAYEHUU 6 YCMAHOBNIEHHBIX NPEOeax.

Ha OCHOBaHMM M3NIOXEHHOTO, C YY4eTOM IMO3MIHH 9KCIIEPTHOTO  YUPEXKIECHUSI
Mumsipasa  Poccun, B paMKax —[OJTHOMOYME — 4HTHMOHOIOSLHOLO oprasa,
YCTAHOBICHHBIX IIYHKTOM 5 4acTW 2 cTarbll 23 3aKOHa O 3allUTe KOHKYDEHLMH U
nyHktoM 2 Ilocranosienus, ®AC Poccunm PasbACHACT HENOIYCTUMOCTh YKa3aHHs B
AOKYMCHTallUM O 3aKylKe JIeKapCTBEeHHBIX mpemapatoB ¢ MHH «Morekcom
DU3NKO-XUMUUECKHX [ApaMeTpOB  JIEeKAPCTBEHHBIX npenapatoB (B TOM  4Yuclie
OCMOJISJIBHOCTH).

IIpunoxenwue: Ha 5 1. B 1 9K3.

AJO. IlapuxoBckuii

K.P. I'payesa,
8(499)755-23-23, n06. 088-798
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