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Komuccus YnpasaeHusi PepepanbHOM AHTUMOHOMOABHOW CAYKObI Mo HoBOCUMBUPCKON OBAACTM MO KOHTPOAKD B
coepe 3akyrnok (Komuccums Hosocrnbupcrkoro YOAC Poccum) B cocTaee:

<...> - 3AM. PYKOBOAUTEAS YIIPABAEHUS, MPOEeACEAATEAD Komuccuy;
<...> - FAOBHbIN CNeynNaAnCT-aKCnepT OTASAA KOHTPOAS 3AKYMNOK, YAEH Komuccum;
<...> - FTAOBHbIN CMEUMAAUCT-9KCNEPT OTAEAD KOHTPOAS 3AKYMOK, YAEH Komuccuy;

B NMPUCYTCTBMN NPEACTOBUTEAEN:

OT MOAQTEAS XKAAOBE — OOO «Toprosblil AOM «BUAA» MPEACTOBUTEAU HE SBUAUCDH, YBEAOMAEHO HOAAENKALLUM
06pa3oM;

oT 3aka34mka — NlBY3 HC O «AIKB Ne3»: <...> (MO AOBEPEHHOCTUN),

paccmoTpes »anoby OOO «Toprosbit AOM «BUAA» HO AENCTBISI QYKLMOHHOM KOMUCCUM 3aKA34MKa — TBY3 HC O «A'KB
Ne3» mpy MNpPoBEAEHUN SAEKTPOHHOro aykuvoHa Ne0351300034819000410HO MNOCTABKY CQHTUMOAKTEPUAABHBIX
AEKAPCTBEHHbBIX CPEACTB, pasmMelleH B EVC 27.12.2019r., HOYAABHAST (MOKCUMOABHAOS) LEHA KOHTPAKTA 195 944 pybas,

YCTAHOBUAA:

B Hoeocubupckoe YOAC Poccum obpatmaoch OOO «Toprosbit AoM «BUAA» C >KAAOBOM HO AENCTBUST QYKUMOHHOM
KOMUCCUM 3aKA34YMKA — TBY3 HCO «ATKB Ne3» npu npoBe AEHUU SAEKTPOHHOIro aykuoHa Ne03513000348 19000410 Ha
NMOCTABKY QHTUOOKTEPUAABHBIX AEKAPCTBEHHbBIX CPEACTB.

CYTb YKAAODObI 3AKAKOYAETCS B CAeAYyloLlLeM.

COrAQCHO NMPOTOKOAY MOABEAEHMS UTOFOB AYKLMOHA B SAEKTPOHHOW popme oT 24.01.2020r. 3asgerka OOO «TA «BUAA»
NPW3HOHA He COOTBETCTBYIOWEN TPEOOBAHNSIM, YCTAHOBAEHHBIM AOKYMEHTAUMEN OB 3AEKTPOHHOM QYKUMOHE, O
VMEHHO, MPEACTOBAEHHAS KOMUST PErMCTPALMOHHOIO YAOCTOBEPEHMSI HE MOATBEPAOET COOTBETCTBME TOBAPA B
3Q5BKE YYACTHVKA MO No3uumm Ne2-MHH BaHKOMUUKMH (TOProBoe HAMMEHOBAHME BAHKOMULMH AXK, AMODUANIAT AAS
NPUrOTOBASHWSI PACTBOPA AAST MHOY3UI, UHAMS). B MPUAOXKEHHOM PErMCTRALMOHHOM YAOCTOBEPEHUN HoMep All-
002058 o1 25.04.2013r. yKO3QH CPOK AENCTBUSI PEMMCTRALMOHHOIO YAOCTOBEPEHMsT AO 25.04.2018r., 4to He
cooTtBeTcTBYET M.16.2.6 AOKYMEHTAUMM OO DAEKTPOHHOM ayKUMoHE U M3 4.5 CT.66 PeAepPaAbHOrO 30KOHA OT
05.04.2013 Ne 44-03 «O KOHTPAKTHOW cCUCTeMe B codepe 3aKYyrnoK TOBOPOB, PABOT, YCAYr AAS obecnedyeHus
rOCYAQPCTBEHHBIX M MYHULIMMAABHBIX HYYKA» (AGAEE — 3AKOH O KOHTPAKTHOWM CUCTEME).

MoaQTEAb YKOAODbLI CUMUTAET, YTO QAYKLUMOHHAST KOMWCCUST HEMPOABOMEPHO MPUIHOAA 3asBky OOO TA «BUAA»
HECOOTBETCTBYIOLLLEN BBMAY CAEAYIOLLETO.

B HacTosiuee BpeMsl perncTpaumoHHOE YAOCTOBEPEHME HO AEKAPCTBEHHbIM npenapadTr TH «BaHkoMuumH  Adk»
HOXOAMUTCS HO MEePeOPOPMAEHUM, YTO MOATBEPXKACETCS MUCbMOM MuH3apaea Poccum ot 18.10.2019 roaa Ne20-
3/1863 (MPUAOIKEHO YYACTHUKOM B COCTOBE BTOPOM YACTW 3ASIBKM).

Mo aToM, B cootBeTCTBMM C 4.14 CT.29 DeapepanbHoro 3akoHa oT 12.04.2010r. Ne61-03 «O6 obpalieHumn
AEKAPCTBEHHBIX CPEeACTB» (Adnee — 3aKOH 06 OOpaLLEeHUN ASKAPCTBEHHBIX CPEACTB) B MEPUOA MOATBEPKASHUS
FrOCYAQPCTBEHHOW PErMCTPALMN AEKAPCTBEHHOMO MpenapaTa ero obpauerHne B Poccuitickon Peapepaumn He
NMPUOCTOHOBAMBOETCSI

KpomMme Toro, corAdcHo 4.15 c1.29 3aKoHA O OOpAlleHUM AEKAPCTBEHHBLIX CPEACTB AOMYyCKAeTCs O0bpdlleHue
AEKOPCTBEHHbBIX MPENAPATOBR A0 WUCTEYEHUST CPOKA TOAHOCTU, MPOU3IBEAEHHBIX B TEYEHME CTA BOCBMUAECSTU
KOAEHAQPHBIX AHEN MOCAE AQTbl MPUHSTUST YIOAHOMOYEHHBIM PEAEPAABHBIM OPIAHOM UCTOAHUTEABHOM BAQCTU
peLlleHrst O MOATBEPIKAEHUN FTOCYAQPCTBEHHOM pPeErncTpaum, B COOTBETCTBUN C MHOOPMALMEN, COAEPMKALLENCS B
AOKYMEHTOX PErUCTPALUVMOHHOIO AOCHE HO AEKAPCTBEHHBIV NPENAPAT, AO AQTbI MPUHSITUSI TOKOTO PeLIEHMS.

Moa 0B6palleHNeM AEKAPCTBEHHBIX CPEACTBE MOHUMAIOTCS CASAYIOLLINE AEUCTBUSI — PA3PABOTKA, AOKAMHMYECKME
NCCASAOBOHWS, KAMHUMYECKME WCCASAOBOHMS, DKCMEPTU3d, FMOCYAQPCTBEHHAS PEerucTpaums, CTAHACPTU3ALMS K
KOHTPOAb KA4ECTBA, MPOU3BOACTBO, M3rOTOBAEHME, XPAHEHME, MEPERO3KA, BBO3 B Poccumckyio Peaepaunio, BbiBO3 13
Poccuiickoin Pepepalmm, PeKAaMdA, OTIYCK, PEeAAU3ALMS, NepeAQdd, MPUMEHEHNE, YHUMTOXKEHNE ASKAPCTBEHHbIX
CPeACTB.

CoraacHo 4.1 cT.13 3akoHa 06 oBpalleHNM AEKAPCTBEHHBIX CPEACTB B Poccuinckon Peapepaumm AOMYyCKAKOTCS



NMPOW3BOACTBO, U3rOTOBAEHME, XPOHEHMe, NepeBo3kd, BBO3 B Poccurickyio Peapepaumio, BbiBO3 M3 Poccuinckom
Deapepalyn, PEKAAMA, OTNYCK, PEAAM3ALMS, NepeAQdd, NMPUMEHEHNE, YHUITOXKEHNE ASKOPCTBEHHbBIX MPEnapaToB,
€CAM OHU 3aPEerncCTPUPOBAHB COOTBETCTBYIOLIMM YNOAHOMOYEHHBIM (OEASPOABHBIM OPrAHOM  UCMOAHUTEABHOMN
BACCTW.

Ha xxanroby OOO TA, «BVIA/\» OT 3QKQ3UKQ MOCTYININAM CAE AYHOLLMNE BO3PAKEHVSI.

B cooteeTCcTBIM C TpeboBaHVSIMY 3AKOHA 06 OBPALLEHUN AEKAPCTBEHHBIX MPENAPATOR AEKAPCTBEHHBIE MPENAPATHI
BBOASITCS B TPCDKAQHCKUIA 0BOPOT HA Tepputopun Poccuirckon Pepepdumm, €CAM OHU  3APErMCTPUPOBOHDI
COOTBETCTBYIOLLMM  YNIOAHOMOYEHHBIM ~ OEAEPOABHBIM  OPraHOM  UCMOAHUTEABHOM BAQCTU U BKAIOYEHbI B
rOCYAQPCTBEHHbBIN PEECTP AEKAPCTBEHHbBIX CPEACTB (Aanee - TPAC), SBASIOLLMNCS eAEPAABHON MHOOPMALMOHHON
cuctemonm (http://gris.rosminzdrav.ru/).

B TPAC coAEPKUTCS MHPOPMALMST O KODKAOM 3APEMMCTPUPOBAHHOM AEKAPCTBEHHOM MPEnapaTe, B TOM YUCAE,
MEXAYHOPOAHOE HEMATEHTOBAHHOE HAVMMEeHOoBaHME (pAanee - MHH), Toprosoe HAMMEHOBAHME, AO3UPOBKA, GOPMA
BbIMYCKA 1 AP.

B cooteetctBMM € N.1 4.6 CT.69 3AKOHO O KOHTPAKTHOW CUCTEME 3ASBKA HA YYACTME B SAEKTPOHHOM QYKUMOHE
NPU3HOETCS He CooTBEeTCTBYOWEN TPEeOOBAHWMSM, YCTOHOBAEHHBIM AOKYMEHTALMEN O TAKOM QYKUMOHE, B CAydae
HEeNPEACTOBAEHUST AOKYMEHTOB U MHOOPMALMM, KOTOPble MPeAyCMOTPeHbl 4.11 ¢T.24.1, 4. 3 uam 3.1, 5, 8.2 cT.66
3AKOHAO O KOHTPOKTHOM CUCTEME, HECOOTBETCTBUSI YKA3AHHBIX AOKYMEHTOB M  WHOOPMAUMM TOEOOBAHMSIM,
YCTOHOBAEHHBIM AOKYMEHTALMEN O TAKOM AYKLMOHE, HOAMYUS B YKO3OHHbBIX AOKYMEHTOX HEAOCTOBEPHOW MHOOPMALMA
06 Y4ACTHMKE TAKOTO AYKUMOHA HO AQTY U BPEMS OKOHYAHMSI CPOKA MOAQHM 3ASIBOK HA Y4ACTVE B TOKOM AyKLMOHE.

B n.16.2.5 pAokymeHTauMm 06 SAEKTPOHHOM QYKUMOHE YKA3AHO, YTO BTOPAS YACTb 3QSIBKM HO YHACTUE B SAEKTPOHHOM
QYKLUMOHE AOAXKHA COAEPXATb KOMUAM  AOKYMEHTOB, MOATBEPXKAQIOLWMX COOTBETCTBME TOBAPA TPEOOBAHMSM,
YCTOHOBAEHHBIM B COOTBETCTBMM C 3AKOHOM 06 OB6paleHM AEKOPCTBEHHbIX CPEACTB, O WMMEHHO, KOMUIo
PErMCTOALMOHHOIO YAOCTOBEPEHMSI AEKAPCTBEHHOIO CPEACTBA (MPENAPATA).

K 3asBKE HO Y4OCTVE B DAEKTPOHHOM QAYKLMOHE MOAQTEAEM YKAAOOHI NPUOBLLLEHO NMMCbMO MuH3ApPaRa Poccum oT
18.10.2019 roaa Ne20-3/1863.

BmecTte ¢ tem, B cuay 4.15 cT.29 3akoHa o6 oB6pAlleHn AEKAPCTBEHHbIX CPEACTB AOMyCKAeTCs obpdalleHue
AEKAPCTBEHHbIX MpenapaTtoB AO UCTEYEeHUsT CPOKA TOAHOCTU, MNPOUn3BEeAEHHbIX B TeYeHMe CTA BOCbMUAECSTU
KOAEHAJPHDbIX AHeI7I NnocAe AQTbl MPUHSTUS YITIOAHOMOYEHHbIM QeAEePAAbHBIM OPraHOM WNCMNOAHUTEABHOW BAOCTU
peLlleHst O MOATBEPIKAEHUN TOCYAQPCTBEHHOM perncTpaumi, B COOTBETCTBUM C MHOOPMALMEN, COAEPXALLENCS B
AOKYMEHTAX PermcTpauMoHHOro AoCbe Ha /\eI(OpCTBeHHbIVI npenapdar, AO AQTbI NPUHSTUSI TAKOIO peLLeH s,

OAHAKO Mo UcTedeHUr 6oaee 1,5 AeT roCYAQPCTBEHHAS PErCTRALMS ASKAPCTBEHHOIO CPEACTBA, MPEAACrAeMOoro K
MOCTOBKE MOAATEAEM XKOAODbI, HE MPOAAEHA,

Kak caeayeT ns ceeapeHun TPAC, CpoK roCyAQPCTBEHHOM PEMMCTRALMN AEKAPCTBEHHOIO MPENAPATA C TOPIrOBbIM
HOVMEHOBAHMEM BaHKkoMUUVH AXK. mncTtek 25.04.2018r. CeepeHUM O NepeodOPMAEHUN  PETUCTPALMOHHOIO
YAOCTOBEPEHMSI HO AQHHBIN MPENAPAT HE MEETCSI.

Takm 06pPA30OM, 3AKA3ZHYMK CHUTAET, YTO AYKLMOHHAST KOMUCCUSI MOABOMEPHO MPUHSIAQ PEeLLEHNE O MPU3HAHUM 3ASIBKA
C MAEHTUPUKALUMOHHBIM HOMepoM 106693689 (OO0 «TA «BUAA») He cooTeeTCTByIOLLLEN TPEOOBAHWSIM, YCTAOHOBAEHHbLIM
AOKyMeHTaLMeN 06 SAEKTPOHHOM QYKLMOHE.

VsyawiB  MpeACTOBAEHHbIE MATePUaAbl, AOBOAbI CTOPOH, QA TAKXKE CBEASHMVSI, COASPXALUMECST B  €AMHON
MH@OPMALMOHHOM cucteme, Kommccms Hosocunbupckoro YDAC Poccvi MPULLIAQ K CAS AYIOLLIMM BbIBOAOM.,

B cootBeTcTBUM C 4.1 CT.29 3aKOHA 06 0BPALLEHNN ASKOPCTBEHHbIX CPEACTB MOATBEPKASHME FOCYACQPCTBEHHOM
PEerncCTPALMN  ASKAPCTBEHHOIO MPEenapaTd  OCYLLECTBASISTCSl MpW BbiAQYe 6eCCPOYHOro  PEerncTpPALMOHHOMO
YAOCTOBEPEHUS ASKAPCTBEHHOro MPEenapata B CAydOe, YKO3OHHOM B 4.2 CT.28 3akoHa o6 obpalleHum
AEKOPCTBEHHbIX CPEACTB, B CPOK, HE TMPEBbILAIOWMA ECTUAECSTU PABOUMX AHEN CO  AHSI MOAYYESHMSI
COOTBETCTBYIOLL MM YMTOAHOMOYEHHBIM GEASPOAABHBIM OPrAHOM UCTIOAHUTEABHOM BAACTY 3ASIBASHMSI O MOATBEPIKASHUN
FOCYAQPCTBEHHOM PEerucToaLmi AeKApPCTBEHHOro npenaparta. Mpu 3TOM, MOAQYA  YKA3OHHOTO  30SIBASHWMS
OCYLLECTBAESHNS B COOTBETCTBYIOLLUIA YIIOAHOMOUYEHHbBIN GEASPOAABHBIN OPraH UCMOAHUTEABHOM BAACTU HE POHEE YeM
30 CTO BOCEMbAECST AHEN AO UCTEYEHWUST CPOKA ASMCTBUSI PErUCTPOALMOHHOIO YAOCTOBEPEHWSI AEKAPCTBEHHOIO
npenapara.

CoranacHo 4.14 cT1.29 3akoHa 06 obpalleHUM AEeKOPCTBEHHbIX CPREACTB B MEpUoA MNPOBEAEHMST MPOoLEeAyPb
MOATBEPIKAEHWSI TOCYAQPCTBEHHOW PErnCTPALMM AEKAPCTBEHHOrO npenaparta ero obpalleHne B Poccunckomn
Deaepaln He NPUOCTAHABAVBAETCS.

CoranacHo n.1 4.4 cT1.67 3AKOHA O KOHTPAKTHOM CUCTEME YYACTHUK SAEKTPOHHOIMO AYKUMOHA HEe AOMYyCKAeTCs K



YYOCTUIO B HEM B CAYYAE HEMPEACTABASHUSI MHOOPMALUMN, MPEAYCMOTPEHHOM Y. 3 CT. 66 3AKOHA O KOHTPAKTHOMN
cuUcTeEME, UAV NMPEAOCTABAEHNS HE AOCTOBEPHOM MHOOPMALN,

Komunccus Hoesocwubupcrkoro YPAC Poccum yctaHoBuAd, 4ytTo OO0 TA «BUAA» NMPEeAAOXKMAO B CBOEW 3asBKE K
MOCTABKE AEKAPCTBEHHBLIM MNPenapaTt - Toproeoe HAVMMEHOBOHUE: BAHKOMUUMH AXK, MPOU3SBOAUTEADL: AXKOACC
2kcnoum MeT.ATA / IHAKS, C PEerncTpaunoHHbIM yaocToeepeHrem AN-002058 ot 07.08.2015r.

B cootBeTCTBMM C WMHOOPMAUMEN TOCYAQPCTBEHHOINO PEECTPA AEKAPCTBEHHBIX CPEACTB PErMCTPAUMOHHOE
YAOCTOBEPEHNE AEKAPCTBEHHOrO MPEnapPATa AASI MEAMUMHCKOro npuMeHeHnust ot 07.08.2015r. NeAlN-002058
OKOHYMAO cBoe aencTene 25.04.2018r. 1 CBeAEHMSI O AOABHENLLEM €ro nepeodOPMAEHMMN OTCYTCTBYIOT. BMecTe C
TeM, Kommccusa Hosocubupckoro YOAC Poccun YCTAHOBUAQ, YTO B ACHHOM peecTpe pasmMeLlleHd MHGOoPMALMS O
HOBOM PErncCTpaumoHHOM yaocToBepeHun AlM-002058 ot 16.01.2020r. HO AEKAPCTBEHHbLIM MPEnapPaT - Toproesoe
HOVMEHOBAHKE: BaHKOMUUMH AXK, npownssoamTenb: [MAO «bBpblHLaAOB-A» / Poccusl. oy 3TOM, HO AQTY OKOHYOHMS
CPOKQ NOAQYM 3ASBOK AQHHOE PEMMCTPAUMOHHOE YAOCTOBEPEHME YoKe BbIAO Y YYACTHMKA 3AKYMKM.

Takum 0BpA3oM, HO MOMEHT paccMoTpeHusl 3asiekn OO0 TA «BUAA» y AyKUMOHHOM KOMWUCCUM OTCYTCTBOBOAM
CBEAEHMSI O NOAQYE 3ASIBAEHWSI HO MOATBEPYKAEHME FTOCYAQPCTBEHHOM PErMCTPALMM B OTHOLLEHWM MPEAAOYKEHHOIO
AEKAPCTBEHHOro NPEenapaTa, A TAKXKE OTCYTCTBOBAAQ OTMETKA O AATE 3AMEHbI PErMCTPAUMOHHOIO YAOCTOBEPEHMUS
Ha BeccpoyHoe B TPAC, a CpoK AENCTBKSI YKA3AHHOTO PErmcTPALMOHHONO YAOCTOBEPREHMS UCTEK. [pn 3TOM, HOBOE
PErMCTPALMOHHOE YAOCTOBEPEHME B 3ASIBKE MPEACTOBAEHO HE BBLIAO, TAKXKE B 3ASIBKE MPEAAOMEH TOBAP CO CTPAHOM
MPOUNCXOXKAEHMS IHAWSI, YTO HE COOTBETCTBYET MHOOPMALMN M3 HOBOIO PETMCTPALMOHHOIO YAOCTOBEPEHMSI.

MoMumo  ykazaHHoro, Komuccust Horocmbupckoro YOAC Poccum CUMTOET, YTO NMCbMO MuH3Apaea Poccum oT
18.10.2019 roaa Ne20-3/1863, KoTopoe ObIAO MPUAOXNEHO KO BTOPOWM YACTU 3ASBKUA HO Y4OCTUE B SAEKTPOHHOM
QAYKLMOHE U HO KOTOPOE CChIAOETCSI MOAQTEAL XKAAODbBI, FOBOPSI O TOM, YTO AQHHOE MUCBbMO MOATBEPXKAQET TO, YTO B
HaOCTosILLee BPEMS PEMCTPALNOHHOE YAOCTOBEPEHME HA AOHHBIM AGKAPCTBEHHBIM MPENAPAT HOXOAUTCS HO CTOAMM
NPOAAEHUS PETUCTPALMM, HE MOTFAO BbITb MPVMEHEHO YHACTHUKOM 3AKYMKM B KAYECTBE MOATBEPXKAEHVISI MPOXOXKAEHMS
AEKOPCTBEHHBIM  CPEACTBOM  PEMUCTPALMM, C Y4E€TOM TOrO, 4YTO HOBOE PErUCTPAUMOHHOE YAOCTOBEPEHME
PA3MELLEHO B FOCYAQPCTBEHHOM PeeCcTpe ASKAPCTBEHHbBIX COEACTB.

Ha ocHoBaHMM M3AOYKeHHOro, Komuccust Hoeocmbupckoro YOAC PocCuM CUMTAET, YTO QAYKUMOHHAST KOMUCCUS
NPABOMEPHO MPU3HAAQ 3asBky OOO TA «BUAA» He cooTeeTCTBYIOWEN TPEBOBAHUSM, AOBOABI YKOAODbLI HE HALLAM
CBOEr0 NOATBEPIKAEHMSI.

Moy NpoeeAeHNN HA OcHoBAHMK M.1 4.15 cT.99 ©3 Ned4-O3 BHENAQHOBOW MPOBEPKN AQHHOM 3CKYMNKW, B TOM YUCAE
BCEW MHOOPMAUUK, pa3MeLLeHHoM B ENC B paOMKOX AGHHOIO SAEKTPOHHOIO AYKLMOHA, A TAKKE ASUCTBUN AYKUMOHHOMN
KOMUCCUM MPU PACCMOTPEHNN 3ASIBOK, HOPYLLEHUI 30KOHOAQTEABCTBA O KOHTPAKTHOW CUCTEME B CHEPE 3AKYNOK HE
BbISIBAEHO.

PykoBoacTBysicb 4.8 cT.106, N.1 4.15 c1.99 O3 Ned4-0 3, Komumccumst Hopocubupckoro YOAC Poccium

PELLIVINA:

MpnaHaTb XKaA0By OOO «Toproebit AOM «BAAA» HO AEMCTBUST AYKLIMOHHOM KOMUCCUM 3aKA34YmMKa — TBY3 HCO «AI'KB
Ne3» Moy MPOBEAEHUM SAEKTPOHHOro aykumoHa Ne0351300034819000410HO MOCTABKY QHTUOAKTEPMOABHBIX

AEKAPCTBEHHbIX CPeACTB HeOoBOCHOBAHHOM,

PeLueHme moxer bbiTb 06XAAOBAHO B QROUTOCOKHBIVI CY,A, B TEUEHME TDEX MECSILIEB CO AHS €0 BbIHECEHVHSI.



