PELLUEHWE Ne054/06/67-111/2022

HBAPS1 2022 road r. Hoeocnbupck

ncems YnpaesneHns PepAepanbHOM AHTUMOHOMOABHOM CAYXKObl Mo HoBOCMBUPCKOM
ACTW MO KOHTPOAKD B cohepe 3akyrnok (Komumccus Hoeocmbupckoro YPAC Poccun) B
TaBe:

<.> - 30M. PYKOBOAUTEAS YIMPABAEHUS, MPeACEAATEAb KOMMCCUK;
< > - TAQBHbIN CNELMAAUCT-9KCNIEPT OTAEAQ KOHTPOAST 3AKYTMOK, YAEH
Komuccuu;
<.> - CNELUMAANCT NEPBOro PA3PSIAQ OTAEAO KOHTPOASI 3AKYMOK, YAEH
Komunccumm;

CYTCTBUMN NPEACTABUTEAEN:

10a0TENS ANODOB — OO0 «AparCepBucy»: NPEACTABUTEAN HE SIBUAUCH, YBEAOMAEHO
AEXKALLM 0BPa30M;

akaadyrka — 'BY 3 HCO «HOKOA»: <...> (MO AOBEPEHHOCTU), <...> (IO AOBEPEHHOCTIN),

:CMOTPER B AUCTOHUMOHHOM pedknme Manoby OO0 «AparCepBuc» HaO AencTaus
AMOHHOM KOMUCCUMM 3aKa34YMKa — [BY3 HCO «HOKOA» npuv NpOBEAEHNN SAEKTPOHHOIO
dmoHa  Ne0351200001821000616 HO  NOCTABKY AEKAPCTBEHHOrO MPENnApPATA  AAS
JMUMHCKOrO  npuMeHennst: NpuHotekaH, pasmeleH B EVMC 30.12.2021r., HAYOAbHOS
KCMMOAbHQSI) LEeHa KOHTPAKTa 2 814 864 py6.,

YCTAHOBUAA:

loBocnbupcrkoe YPAC Poccum obpatnaoce OOO «AparCepBuc» ¢ »xanobon Ha
CTBUST QAYKUMOHHOW KOMUCCUM 3akasdymka — [bBY3 HCO «HOKOA» npu npoBepeHUU
KTPOHHOro aykumoHa Ne0351200001821000616 HO MOCTABKY AEKAPCTBEHHOO NPEnApPATA
MEANLMHCKOro NpuMeHennst: pHOTEKOH.

b YKOAODbI 3AKAKOYAETCSI B CAeAYIOLLEM.

OOTBETCTBMM C MPOTOKOAOM PACCMOTPEHUST MepPBbIX 4YacTen 3aseok oT 13.01.2022r.
IMOHHAST KOMUCCUST 3AKA3YMKA OTKA3OAA B Aonycke 3asgeke Nel11271776 (OOO
arCepBuc») Ha ocHoBaHUM N.2 4.4 cT.67 O3 Ned4-O3, a MMEHHO, 30 HECOOTBETCTBME
opMauUMKn, NPeAyCMOTpeHHOM 4.3 CT.66 P33 Nedd-O3, TpebOoBAHNSIM AOKYMEHTALMM O
M QYKUMOHE, B YACTHOCTU, B OMMNCAHUM OBBEKTA 3AKYMKM 3AKA3YMKOM YCTOHOBAEHO -
1EHTPAT AAS MPUTOTOBAEHMST PACTBOPA AAST MHOY3UM 20 Mr/MA, 15 MA*. HOMWMHOABHBIN
eM OAAKOHA M3MEHEHUNIO HE NMOAAEXUT. [Mpn 3TOM, B 3AS5IBKE YKA3AHO — «KOHLEHTPAT AAS
FOTOBAEHMSI PACTBOPA AAST MHDY3MIA 20MI/MA, SMA GAAQKOH 1 NMAYKA KAPTOHHAS». TAKUM
)\A30M, MPEAAArAeMbI K NMOCTABKE TOBAP HE COOTBETCTBYET TPEOOBAHMSIM OMMCAHWS
EKTA 30KYMKM MO XAPAKTEPUCTUKE «HOMUHAAbHBIM O6beM TpebyemMoro NpenapaTar,

OTEAb YKOAOBbI HE COrAQCEH C AQHHbBIM peleHnemM ayKUMOHHOM KOMUCCUM 3AKA3YMKA,
raeT, 4T1o Tpe6OBCIHl/Ie K HOMMHAOAbHOMY o6be|v|y OAAKOHA YCTAOHOBAEHO 3AKA34YMKOM C



yweHvem TpeboraHn 4.5 c1.33 O3 Ned4-O3 11 OcobeHHOCTEW ONMMCAHMS AEKAPCTBEHHbIX
NOPATOB  AASl MEAVLUMHCKOrO MPVIMEHEHUS], SIBASIIOLLMXCSI OOBEKTOM  3AKYMKU  AAS
CMEYEHNS TOCYAQPCTBEHHBIX M MYHULIMNOABHBIX HYXKA, YTBEPXKAEHHbBIX MOCTAHOBAEHNEM
BUTEeAbcTBa PO Ne1380 ot 05.04.2013r. (panee - OcobeHHOCTM). 10 MHEHUIO MOAOTEAS
\O0Obl, AQHHOSI XOPAKTEPUCTUKA  HE  SIBASIETCSI  PAPMALEBTUYECKM  3HAYMMOM
AKTEPUCTUKOW 3AKYNAEMOro AEKAPCTBEHHOMO CPEACTBA, B CBSIBM C 4YeM, 3AKA3YMK
HOCHOBOHHO YCTOHOBUA TPEOOBAHME B OMUCAHMM OBBEKTA 3AKYMKM K HOMUHOABHOMY
emMy OAAKOHQ,

OCHOBOHUM M3AOXKEHHOTO, MOAQTEAb >KOAODbLI CYUTAET, UYTO QYKLMOHHAST KOMUCCUS
BEAd PACCMOTPEHME 30SBOK C HOpyLIeHMeM TPeOOBAHUM 3AKOHOAOTEAbBCTBA O
OAKTHOM CUCTEME B chepe 3AKYMOK.

Xanoby OO0 «AparCepBuc» or sakaszumka - 'BY3 HCO «HOKOA» noctynuau
Aylolmne BO3PAXKEHUS.

6OBAHME K HOMWMHOABHOMY OBObEMY OAAKOHA YCTAOHOBAEHO 3AKA3YMKOM WCXOAS W3
WMKO-OKOHOMMYECKMX XAPAKTEPUCTUK npouecca N3rOTOBAEHWS pacTBopa
JpcTBeEHHOro cpeactea ¢ MHH NpUHOTEKOH M €ero NOCAEAYIOWEN MHDY3NMN B XOAE
BEAEHMST XUMUOTEPANUN  AAST  OBEecrnedeHnst HAUAYYLEro Ae4ebHOro adpdPekTa U
cnevyeHnst HaMboAbLLEN 3PPEKTUBHOCTM PAOBOTH MEAMUMHCKOrO MNEPCOHAAQ, MNOTEPb
)OrOCTOSILLLErO MPEnAPATA MNPU COCTABAEHUUN MHAMBUAYOABHOWM AO3bl AASI BBEAEHUS
NapaATA, YMEHbLLUEHNST KOHTAKTA MEPCOHAAQ C LMTOTOKCUYECKMM MPENAPATOM.

| QOPMUPOBOHNN OMUCAHUST OBBEKTA 3AKYMKN 3AKA3YMK MCXOAUA U3 MNOTPEBHOCTEMN
MEHTOB, HOXOASILLUMXCST HO AedeHnn B [BY 3 HCO «HOKOA», a Taioke 13 NpOrHO3MpyemMoro
A4ECTBA NALMEHTOR, KOTOPLIE MOMYT NOCTYMNTb HO AE4YEHME,

VIHEHMIO 3AKA34YMKA, ONMMCAHME ODBbEKTA 3AKYMKN HE MPOTUBOPEUYNT TPEeOOBAHMSIM CT.33
Ned4-P3 1 OCOBEHHOCTSIM.

Me TOro, Ha y4yactme B 3AKyrnke HBbIAO MOAQHO LLECTb 3ASIBOK, YTO, MO MHEHMIO 3AKA3YMKA,
AETEeNbCTBYET 06 OTCYTCTBUU QAKTA OrPAHNYEHN ST KOAMYECTBA YYACTHNKOB 3AKY KA.

OCHOBAHN WM3AOXKEHHOIro, 3AKA34YMK cHUTAEeT, HYTO QAYKUMOHHASY KOMUCCUST TMpoBEeAQ
:CMOTPEeHMe 3ds51BOK B COOTBETCTBUIN C Tpe6OBOHM9IMl/I 30KOHOAQTEABCTBA O KOHTPAKTHOM
TEME B COepe 3AKYMNOK.

YUB MPEACTABAEHHbIE MOTePUAAbI U AOBOAbI CTOPOH, Komnccua HoBocubupckoro YOAC
CUM MPULLAQ K CAAYIOLLMM BbIBOACM.

YOTBETCTBUM C 4.5 CT.33 O3 Ne44-O3 0coBEHHOCTU ONMMCAHMST OTAEAbHbBIX BUAOB OObEKTOR
/MIOK  MOryT YCTOHOBAMBAOTbCS [lpaeutenbctBoM  Poccumckon  Peapepaumn. B
TBEeTCTBUM C N5 OcobeHHOCTEN MPU OMUCAHUM OBBEKTA 3AKYMKM HE AOMYyCKAETCS
3bIBATD:

SKBUBAAEHTHBIE  AO3MPOBKM AEKAPCTBEHHOrO MPEenapaTta, MpeAyCMaTpvBaoLmMe
OXOAUMOCTb AEAEHUS TBEPAON AEKAPCTBEHHOM GOPMbI MPENapATA;

AO3MPOBKY AEKAPCTBEHHOrO MpenapaTa B OMPEAESAEHHBIX €AMHULAX U3MEPpEeHUsT npu
VIOKHOCTU  KOHBEPTUPOBAHWMSI B UMHble E€AVHWLbI  U3MepeHust  (Hanpumep, “"ME'
KAYHAPOAHAS EAVHMNLA) MOYXKET OblTb KOHBEPTUPOBAHA B "MI™" MAW "MPOUEHT" MOXKET BbITb



3EPTUPOBAH B "MII/MA" U T.AL);

HbEM HAMOAHEHMST MEPBUYHOM YNAKOBKM AEKAPCTBEHHOIO NPENAPATA, 30 UCKAKOYEHNEM
:TBOPOB AASI MHDY3UIA;

JIANYME (OTCYTCTBME) BCMOMOIrATEAbHbBIX BELLLECTB;

OUKCUPOBAHHBIN  TEMMNEPATYPHBIN  PEXUM  XPAHEHWS MPEnapaToB  MPW  HAAKUYMN
TEPHATUBHOI O;

®oOpMy BbinNycka (MEPBUMYHOW YMAKOBKM) AEKAPCTBEHHOrO Mpenapara (Hanpumep,

ayAQ”, "OAQKOH", "OANCTEP" 1 AP.);

KOAMHMECTBO eAVHUL, (TOBAETOK, AMMYA) AEKOPCTBEHHOro MpenapaTta BO BTOPUYHOM
KOBKE, A TAIOKke TPebOOBAHME MOCTOBKM KOHKPETHOrO KOAMYECTBA YMNOKOBOK BMECTO
A4ECTBA AEKAPCTBEHHOrO NPenapaTa;

TPEOOBAHMUSI K MOKA3ATEASIM  DAPMAKOAMHOMUKN U (MAK)  DOAPMAKOKUHETUKM
JOCTBEHHOrO MPenapaTta  (HaMpUMep, BPeMs  HAYOAD  AEUCTBUS, MPOSIBASHUE
CUMOABHOIO 3D dEKTA, MPOAOAKUTEABHOCTb ASMCTBUS AEKAPCTBEHHOrO NPEenapaTa);

IHble XAPAKTEPUCTUKN AEKAPCTBEHHbIX MPOENApPATOR, COAESPXKALLNECS B MHCTPYKLUMSIX MO
MEHEHMIO AEKAPCTBEHHbIX MPENAPATOB, YKA3bIBAKOLWME HO KOHKPETHOrO MPOMU3BOAUTEAS
JPCTBEHHOro NMPenapaTa.

| 9ToM, B N.6 OCOBEHHOCTEN YCTAHOBAEHO, YTO OMUCAHME OBOBEKTA 3AKYMKM MOMKET
EPXKATb YKA3AHME HA XAPAKTEPUCTUKM, NPEAYCMOTPEHHbBIE MOAMYHKTAMMK "B" - "N" NYHKTA
ACTOSILLLErO AOKYMEHTA, B CAy4Yde, €CAM HE MMEETCSI MHOM BO3MOMHOCTM OMNMCATb

JPCTBEHHbIE MPENAPAThI. [Npy 3TOM OnNMCaHMe OBbEKTA 3AKYMKN AOAYKHO COAEPIKATL:
B6OCHOBAHME HEOBXOAMMOCTW YKA3AHMS TOKMX XOPAKTEPUCTUK;

NMOKA3dTeAn, TO3BOASIIOLLME OrpeAeANTb COOTBETCTBME 3AKYrndeMblX AeKAPCTBEHHbIX
MAPATOB YCTOHOBAEHHbIM XAPAKTEPUCTUKAOM M MAKCUMAOAbHbIE 1 (MAUN) MUHUMOAbHbIE
deHMSI TAKMX MOKA3ATeAelr, d TAKKe 3HAYEHWMS TMOKA3ATEeAeN, KOTOpble He MOryT
SHSITbCYl.

PET YKA3bIBATb B OMUCAHUKM OBBEKTA 3AKYMKM TPEOOBAHUSI K OBbemMy MNEepBUYHOM
KOBKW YCTAHOBAEH B M.M.B) N.5 OcobeHHoCTEN.

| aToM, Komumcceunst Hopocrbupckoro YPAC Poccrm yCTAHOBUAQ, YTO B ONUCAHMUM 0O beKkTa
/MK 30KA3YMKOM YCTOHOBAEHbI TPEOOBAHMSI K HOMWHAABHOMY OObeMY MNEepPBUYHOM
KOBKWM, O UMEHHO, 15 MA. Kpome Toro, 3aKa34YMKoM B ONMMCAHUK OBBbEKTA 3AKYMNKM YKA3AHO
\CHOBOHME YCTOHOBAEHUSI ACQHHOW XAPOKTEPUCTUKNA., HOMUHOAbHBII OObeEM (MAAKOHC
EHEHNIO HE TMOAAEXUT, B CBSIBU C MEAUKO-BKOHOMUYECKUMUN  XAPAKTEPUCTUKAMU
LEeCCA MN3rOTOBAEHUSI PACTBOPA AEKAPCTBEHHOrO cpeactea ¢ MHH WpuHoTtekaH mn ero
AEAYIOLLEN NHDY3MMN B XOAE MPOBEAEHNS XUMUOTERAMMMN AAST OBECNEYEHNS HOUAYYLLETO
sOHOro apgpeKkTa n obecnedyerHns: HaMbonbLLEN 2PPEKTUBHOCTU PABOTbI MEANLIMHCKOrO
COHOAQ, M3BeraHmsl notepb AOPOroCToOsILEero npenapaTa  npu  COCTOBAEHUMU
VBUAYOABHOM AO3bl AASI BBEAEHUST MPEnApPATA, YMEHbLUEHMST KOHTAKTA MNepCOHAAO C
JTOKCUMYECKMM MPENnApPATOM. TakMMm oOBpA30M, 3AKA3YMKOM UCTIOAHEHbBI TPEOOBAHMS
a) n.6 OcobeHHoCcTEN.



A€ 3acepaHust Komuccum Hoeocmbupckoro YOAC Poccum BGbIAO YCTAHOBAEHO, YTO B
BOM yactn 3asekm Nel11271776 (OOO «AparCepBuc») ykasaH obbem nepBUYHOM
KOBKM — 5 MA., YTO HE COOTBETCTBYET TPEOBOBAHMSIM OMUCAHUST OBBbEKTA 3aKyrnkuv. Ha
OBOHUM MBAOXKEHHOro, Komumccust Hoesocubupckoro YOAC Poccun CYMTAET, 4TO
JMOHHAST KOMMCCUST 3AKA3YMKA MPOBEAA PACCMOTPEHME MNEPBbLIX YACTEN 3QASIBOK B
TBETCTBUM C TPeboBAHMSIMU CT.67 3 Ned4-P3.

| MPOBEAEHNN HO OCHOBAHMM N.1 4.15 cT.99 O3 Ned4-P3 BHENAGHOBOM MPOBEPKN ACHHOW
/MKN, B TOM YUCAE BCEN WHOOPMAUMKM, pa3MelleHHonm B EVMC B pamMKax AQHHOro
KTPOHHOrO QYKUMOHA, A TAKXKE AENCTBUM AYKUMOHHOM KOMUCCUM MPU PACCMOTPEHNMN
30K, HOPYLUEHNN 3AKOHOAQTEABCTBO O KOHTPAKTHOWM CUCTEME B COEpE 3AKYMOK He
BAEHO.

DBOACTBYSICb 4.8 cT.106, n.1 4.15 cT1.99 ®3 Ned4-03, Kommcecumsa Hoeocmbupckoro YOAC
cum

PELLINAA:

13HOTb YKanoby OO0 «AparCepBuc» HO AENCTBUST AYKLMOHHON KOMUCCUM 3AKA3YMKA —
3 HCO «HOKOA» npu NpoBEAEHNN SAEKTPOHHOro aykumoHa Ne0351200001821000616 Ha
TOBKY AEKAPCTBEHHOrO MPEenapaTta  AASl MEAULMHCKOro npuMeHeHus:: WprHOTEKAH
HOCHOBOHHOW.

IeHmne Moxert bbitb 0OXXAAOBAHO B Gp6MTpO)KHbIIZ CyA B TedeHne 1pex MecsiLeB CO AHS ero
eCeHVisl.



