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ROO0EPHCKY € Ude 00eCneueHUs OMoOeIsHbIX
Kamezoputi  epaxycoar  HeobxoO0uMslMU
JACKAPCMBEHHBIMU npenapamamu oas
MeQUYUHCKOZO NPUMEHEHUA, MEOUYUHCKUMU
uz0eAUAMY, a Marice
CReYUATUIUPOGAHHBIMU nPOOYKMAaMu
A€4eOH020 NUMAHUA 015 Oeme-UuHea U008

B cootBercTBHM co cTaThed 3 3akoHa Baagumupckoil obmactu ot 05.10.2012
No 119-03 «O6 oxpane 310p0oBbs rpaxaaH Bo Bnanumupckoii o0nactu», Ha OCHOBaHUH
noctaHoBneHus llpaButenscTBa Bragumupckoit obnactu ot 28.12.2023 Ne 1011 «O06
yrepxkaenun IlonoxeHus o MuHUcTepcTBe 34paBooxpaHeHUs Biagumupckoi
obnactu», mpukaza MuUHHCTEpcTBa 3JpaBooXpaHeHUs Bnagumupckodl obnactu oT
07.08.2023 Ne 7-u «OO6 opraHuzanuu oOecreyeHUs rpakJaH, BKIIOYCHHBIX B
QenepanbHblil perHCTp M HE OTKA3aBIUMXCA OT IIOJNYYEHUs COLMAIBHOHM YCIyru,
peayCcMOTpeHHON yHKTOM | "actu | crareu 6.2 PenepanbHoro 3akoHa ot 17.07.1999
Ne 178-®3 «O rocynapCTBeHHOH COLMaIbHOH IIOMOIIM», JE€KapCTBCHHBIMU
npernaparamMi I MEJMIMHCKOIO NPUMEHEHHUS, MEIULUMHCKUMH H3IEAUSIMH, a TaKxKe
CMELMANTU3UPOBAHHBIMU MPOAYKTaMH JIe4eOHOro MUTaHUs A5 IeTei-HHBAIH/IOB 3a CUET
cpeAcTB (eaepanbHOro OroakeTa» W IpUKaza MHHUCTEPCTBA 3ApaBOOXpaHEHHMS
Bnrapumupckoit obmactu ot 26.02.2024 Ne2-H «0O nopsake OpraHu3aiuu
MPeNOCTaBJIEH ] MEP COLMAJIbHOMN MOJIEPKKH 110 00ECIIEYeHHIO OTAENBHBIX KaTerOpHi
TpaKaaH JIEKapCTBEHHBIMH MpernaparaMi U MeAMUMHCKUMU H3ICIHAMH IIPH OKa3aHUH
MeJIMLIMHCKON IOMOIIM B aMOYJIaTOPHBIX YCIIOBUAX», I P ¥ K @ 3 Bl B 4 10 :

1. YTtBepoute Ilopsaok B3aumognedcTsusi MHHHMCTEpCTBa 31paBOOXpaHEHHS
Bnagumupckoit oOmacTu, MOABEIOMCTBEHHbIX €My YHYPCKACHHH 3QpaBOOXpaHEHUs
BnanuMupckoit obnacty M ¢apMaleBTHYECKUX OpraHH3alldil IMpH MpejocTaBICHUH



rocyJapCTBEHHOH COLMAJbHOH IMOMOIUM H Mep COLWANbHON MNOAAECP)KKM B BHUIEC
ofecrieueHuss OTJ/ICJILHBIX KATEropuit rpa)diaH HEOOXOAMMBIMH  JIEKAPCTBEHHBIMU
npernapaTtaMy JUisi MEJHLMHCKOrO TPUMEHEHHs, MeAULMHCKUMH M3JCTHAMH, a TaKKe
CMIEUHATM3APOBAHHBIMH TPOAYKTAMU JICUCOHOrO TMHTAHUA IS JeTeil-UHBAlN/I0B,
cornacHo [ Ipunoxenuto.

2. Pykosoautensm MeIMUMHCKHX OPraHM3alldii, OKa3bIBAIOIIMX EPBHYHYIO
MEINKO-CAHHTAPHYIO TOMOLIb B  aMOYNATOPHBIX  YCJIOBUSX  MPHKPETLIEHHOMY
HaceeHHId W YYaCTBYIOIIMX B  pealM3alMH  TEPPUTOPUHANBHOM  Mporpammbl
rOCYAapCTBEHHBIX rapaHTHH GeclnaTHOrO OKa3aHus HaceleHHI BraauMupcKoit
007aCTH  MEIMIMHCKONR IMOMOIIM, YMOJHOMOYEHHBEIX Ha OKd3aHHE OT[elbHBIM
KaTeropusiM rIpaXX[aaH COLMANbHOH YCAYTH M NpPeJOCTaBICHUID Mep COLHAIbHOI
NOAJAEPXKKH 10 00ECNedeHHIO JIEKAPCTBEHHBIMU TIpenapaTtaMi Uil MeIHLUMHCKOTO
NPHMEHEHHS 110 peleNnTaM Ha JIEKAPCTBEHHbIC NIPenapaThbl, MeTUIIMHCKUMHU H3AETUIMH
MO PELENTaM Ha MeJMIIMHCKUE U3ENHA, & TAKXKE CNelHaTH3HPOBAaHHBIMU NPOJIYKTAMH
Ne4eOHOro NMTAaHHUs s JeTeH-MHBAIUIOB (Jallee — YHNOTHOMOYEHHOE yUupEKIEHHE),
00ecrneYuTh:

2.1. opraHu3alMIO MOCTOSHHOTO KOHTPOJIA 3a 00beMaMH OTIYCKa MEIULUMHCKOH
MPOAYKLHH B COOTBETCTBUY € JIOBEJCHHBIM [IAHOM Paclpe/ie/ICHHS,

2.2. Ha3Ha4YeHME U BBIMUCKY PEileNTOR /ISl Tb[OTHOTO 00eCIeYeHUS OTAeIbHbIX
KaTeropud rpaxiad MeIHUHHCKOH MPOAYKLHH B JIEKapCTBEHHOH (opMe, J03UPOBKE,
UMEIOUIEHCS B HaNHYMM B ANTeYHOH CETH YIOJHOMOYEHHOH QapmaleBTHUECKO
OpraHM3ai|K, ¢ YYETOM HOMEHKIIATY Pl MEAULIMHCKON MTPOAYKIIHH;

2.3. mpoBeleHHE JO/KHOCTHBIM JIHLIOM YIOJNHOMOYEHHOrO  YYPEXeHHS
€KEHeJIeJIbLHO N0 4Ye€TBEpraM aHalH3a NpPeIACTAaBJICHHBIX alTe4HbIM  [YHKTOM
YIOJITHOMOYEHHOH (apMaleBTUYECKOH OpraHu3aldu MHGOPMALMM O BBIIMCAHHBIX
JIeYalllMMH BpauaMH MEIHLUMHCKHX OpraHU3auHii pelenTax ¥ NOCTaBICHHbIX HA YUET KAK
nojJyexaliue rapaHTHPOBAHHOMY O0€CIIeUCHHIO;

2.4, yBenomieHue B TeueHue | pabouero QHs ¢ JaThl NOCTYILICHUS HHOPMALHMH
MAaUHEHTa O HEKOPPECKTHOW BBINMCKE M3BATOrC M3 OOpallleHHs peLenTa, MOBTOPHOM
BBLIITHCKE HOBOIO pelenTa U JOCTABKH €ro pelenTa NalueHTy;

2.5. u3bsTHE U3 OOpalleHMA HENPaBWILHO OGOPMIIEHHOIO pelenTa, o
KOTOPOMY MalMEHT HE CMOTI NONYYHUTh MEIULHHCKYIO [IPOIYKUHIO;

2.6. npocTaBleHHE HA U3BATOM HEMPABWIILHO BBIMMCAHHOM PELIENTE OTMETKH
«HEJCHCTBUTENLHBIN» M BHECEHME B TOCYAApPCTBEHHYH) MHOOPMALMOHHYIO CHCTEMY
Bnaaumupckoi obnactu (aanee — 'MC3 BO) naHHbIX 06 H3MeHeHMH cTaTyca pelenTa
«K ynanenuto»;

2.7. exeMeca4HOEe YBEJOMIIEHHE T'OCYJAPCTBEHHOrO KAa3eHHOTO Y4peKIeHHA
3/paBooXpaHeHus BraauMupckoit obnactu «LleHTp MO OCYHIECTBICHHUIO 3aKyNOK
TOBApOB, padOT U ycIyT B cdepe 3apaBooxpaHenus BraguMupckoii obnactuy» (ganee -
I'KY3BO «llenTp 3akyrnok», ydpexIeHHe) MyTeM HanpasleHHs HHQOPMALMHU O
NPU3HAHHM HEJICHCTBUTENLHBIMH PELIENITOB U U3BATHH HX M3 OOpalleHHs B LEIIX
NpeIoTBpalleHHs] HeOOOCHOBAHHBIX PAcX0J0B OIOIKeTa;

2.8. XpaHEHHe peLEeNTOB ¢ OTMETKOH «HeAeHCTBHTENBHBIN» OTBETCTBEHHBIM
JIM1IOM YTIOJTHOMOYEHHOr0 yUpeKICHUSA B 3alMPacMOM METANTHHYECKOM mKady {(ceiide)
HJIM METATUTHYECKOM SIIIMKE B TCHEHUE CPOKA, yCTAHOBJIEHHOTO JUIsSl XPaHEHHS PELIENTOB,



o OPMJICHHBIX Ha COOTBETCTBYIOIMX (hopMaxX pelenTypHBIX OJIAHKOB Ha OyMaXHOM
HOCHTEJIE (B TEUCHHE TpeX JIeT);

2.9. npoBeleHWe OAWH pa3 B KBapTal KOMUCCHEH, CO3JaHHOH B MEJIMIIMHCKOM
OpraHU3alnH, MPOBEPKHU COCTOSHUA XPaHEeHHs, ydyeTa, (PaKTHUECKOT0 HaNUYHA pelIeNnTOB
C OTMETKOH «HEAeHCTBUTEILHBINY;

3. HUpexTopy rocyapCTBEHHOTO Ka3€HHOTIO YUPEKIASHUS 3JpaBOOXpaHEHHS
Brapumupckoit o61actu «LleHTp Mo ocyILEecTBISHHIO 3aKYIIOK TOBApOB, padoT M YCIyr
B cepe 3apaBooxpaHeHus Biaanumupckoit o6nactu» obecneunts:

3.1. exe/HEBHOe pa3MellleHHe U OOHOBIEHHE B COOTBETCTBYIOIIEM pa3jene
I'MC3 BO nHdopMauud o HalW4MM OCTATKOB MEIMIIMHCKOH MPOAYKIHH Ha CKJaae M
anTe4YHbIX TYHKTaX YUpeXIeHHUS;

3.2. npu noctymnenun uapopMauuu 'BY3BO OT « MUALLy» 06 yeraHoBreHuu
(akTOB HecBoeBpeMeHHOTo npeacTaBaeHus B [TMC3 BO gaHHBIX 0 HAJIMYMU OCTATKOB
MEIUUMHCKOH MPOOYKUUMH B TeueHue 3 pabouux JAHeHl ¢ JaThl TOCTYIUIEHHS
HHOOPMHUPYET YTIOMHOMOYCHHYH (hapMalleBTHUECKYIO OpraHM3aUudio, a Takke
MPUHUMAET MEPBI 110 YCTPAHEHHUIO YCIIOBUH W IPUYHMH HETIPEICTABAEHUS JIAHHBIX;

3.3. exeHeaenbHO (MO NATHHLIAM):

3.3.1. aHanu3 CTPYKTYpbl JAe(eKTypbl MEIMUMHCKOM MPOAYKLMH B pa3pese
YTOJTHOMOYEHHBIX YUYPEIHKIACHUH, HAUMEHOBAHUS MEIULIMHCKOM MPOAYKLMH, KOJM4eCTBa
BBINKCAHHBIX PELIETITOB, KONMUYECTBA YHAKOBOK;

3.3.2. npoBeJeHHE OLUEHKH HATUUUSI MEAULIMHCKON MPOAYKUHMU B allTEUHOH ceTH
YIOJHOMOYEHHOH (hapMaleBTHYeCKOR OpPraHH3allMd U e¢ alTeyHbIX MYHKTOB, TEMIOB
OTMYCKa MCOMLMHCKOW MPOAYKUMM (CpejlHero pacxoja B JeHb), a TaKkKe OTIyCKa
MEJHLUMHCKOH TIPOAYKLMH B paMKaX 3asBJI€HHOH NOTPeOHOCTH (OMpeae/IeHHs] IPOLIEHTA
BBIOODKH 3aBKH MEIMLMHCKON! OpraHu3allid), 3armaca MeJIWUHHCKOM NpOAYKLMH (B
JIHAX);

3.3.3. IpHHATHE peIIeHUss O MNepepacripe/ie/leHHd MEAMUMHCKON NPOAYKLHIH
MEX/1y anTeYHbIMU TYHKTaMU UM ee OTIpy3KH co cknana 'KY3BO «LenTp 3akymnok» B
uenax obecreyeHus peLenToB MeJIMUMHCKON MPOaY KIIHei;

3.3.4. yBeAOMJIEHHE MEIMLUUHCKUX OpraHu3aluii O TPHHATOM peLIeHUH O
nepepacnpeeeHuH MEJIMIMHCKONH MPOAYKLIMY MEXJly alTCYHBIMH MYyHKTAMHM MJIH e¢
orrpy3kn co cknaga I'KY3BO «Llentp 3akynok» B uensx ofecrie4eHHs peLENToOB
MEIUIHHCKON MPOJYKIMEH, a TaKke O HaJMYWMK B ANTEYHOM CeTH YMOJHOMOYEHHOH
(papmanieBTHHECKON OpraHH3allK MEAHILHHCKOMH TPOAYKLMH C JIeKapcTBeHHOH QopMOoi,
AO3UPOBKOH, OTJIMYHOH OT JO3UPOBKHM JIEKAPCTBEHHOTO MpenapaTa, yKa3aHHOH B
peuernrax;

3.3.5. B clly4ae OTCYTCTBHS HEOOXOIHMOI0O KOIMYECTBA MEAHLIMHCKOH POy KLIHHU
B aNTEYHOH CETH YIIOJHOMOYEHHOI (GapMaleBTHYECKOH OpraHu3allud W Ha CKIajie
['KY3BO «LlenTp 3aKkynok», DOJAroToBKY HHGOpPMAalUK O BOZHUKLICH JOMOMHUTEILHOMN
NOoTpeOHOCTH U HAaNpaB/IeHKe B apec MUHKUCTEPCTRa 3ApaBooXpaHeHus BruaguMupcekoit
obnactn (ranee — MUHHCTEPCTBO) obpallels 0 paCCMOTPEHUH BOMPOCA O BbIICICHHH
(GHMHAHCHPOBAHHUA Ha 3aKYIKY MEAHULIMHCKON TIPO;LYKLIUU;

3.3.6. aHaNM3 NpeACTABICHHON YIIOTHOMOYCHHBIMH YUPEXICHHUAMH HHBOPMALIY
O TMPOBEACHHBIX MEPONPUATHAX [0 BBIABIEHUID HeOOECMIeYEeHHBIX BbINHCAHHBIX
peuenTax ¥ aHHyJIHPOBAHUH PELIENITOB, BbIMHCAHHBIX 0€3 ydeTa UMEIoUIeics B aTeYHBIX



OpraHM3alMsIX HOMEHKIATYPhl MEJHMIMHCKOH MPOAYKLMH U ¢ HecoOIoeHHeM
YCTaHOBNEHHOTO MOPSAKAa 0DOPMIIEHUS PELEIITOB;

3.3.7. yBenoMuaeHre MUHHUCTEPCTBA O HENPHHATHH MED CO CTOPOHbBI ME/IUIIMHCKHX
OpraHM3allMii K Ha3HAY€HHK0 M BBINIUCKE MEAMUMHCKOM MpPOAYKUHH C YYeToMm
HOMEHKJIaTYpPbl MEAULIMHCKOHN ITPOIYKIIHH;

3.4. exekBapTanabHO:

3.4.1.B cpok 10 5 uMcna Mecsld, CHAEIYIOWEro 3a OTYETHBIM KBapTajioM,
MpOBeNEHHE MOHWUTOPHHra OOECTIeYEeHHOCTH OT/AENbHBIX  Kareropuil  rpaxmas
JBFOTHBHIMH JIEKAPCTBEHHBIMU TIpENapaTaMi, BKJIIOYAIOIIME B ce0s aHaIM3 UCTIOTHEHHS
CBOJIHOH eXero/Hofl 3asBKM CyObekra M BBIOOPKH MENMIIMHCKOM NpPOAYKUMH Ha
OCHOBAHUH  PEe3YJIBTATOB  MEIMKO-DKOHOMHUYECKOrO  KOHTPONS ¢  pacdeTom
MpeanoaaraeMoi NoTpeOHOCTH W HanpaBieHHeM B MUHHCTEPCTBO MpeNIokKeHHH o
COTJIaCOBAHMH JOTOTHHTEIILHBIX 3aKYIIOK MEJAULIMHCKOMN MPOJIYKLIHH.

4. JIHpeKTOpy rocy1apCTBEHHOTO GIOJUKETHOTO y4pex/ieHus Bragumupckoit
obnacth ocoboro Tthna «MemHUMHCKHI MH(POPMALMOHHO-aHATHTHYECKHUI LEHTP»
(manee —I'bY3BO OT «MHUAILL») exeHeae/IbHO 110 MATHUIAM 0BECIEYUTE:

4.1. KOHTpoIL 3a  CBOCBPEMEHHBLIM  NpejcTaBleHHeM B [UC3 BO
YToTHOMoueHHON ¢apMalieBTHyeckoi opranmsaureit u TKY3BO «lentp 3akynox»
J@HHBIX O HAJIMYHWKU OCTATKOB MEAULMHCKOH NMPOAYKIMH Ha CKIanax U B anTeuHbIX
OpraHu3zaluax;

4.2. B ciyyae YCTaHOBNEHHS (AKTOB HECBOEBPEMEHHOIO MpPeACTABICHHA B
'MC3 BO naHHbIX 0 HAMYHH OCTATKOB MEIWLMHCKON NPOIYKLMH MH(QOPMHUpPOBaHUE
I'KY3BO «Llentp 3akynok» M MuHHCTepcTBa /s [PHUHATHS Mep IO YCTPaHCHHIO
YCIOBHH U [IPUYUH HENPEACTABNEHUS JAHHbIX;

4.3. ¢opmupoBanue Ha OCHOBAHHMM Ga3bl JaHHBIX MH(QOPMAIMH O CTaTyce
BLINHMCAHHBIX PEUENTOB B pa3pe3e MeAMLUHHCKHX OpraHu3aiuil M pa3MellieHHe ee B
CHUCTEMC aHATUTHYECKUX NtaHesiell MuHucrepcTBa;

5. HavanbHuKy oTmena nekapcTBeHHOro obecriedeHHs M (apMalieBTHUECKOM
AeATCNLHOCTH MHUHHCTEpCTBA B TeueHHe 5 pabodMX AHEH C JaThl NOCTYILICHMS
MHOOPMALHU 00eCIIeUNTD:

5.1. paccMoTpenue NpeaToKeHUH I'KY3BO «Uentp 3aKYOK»
O JOMOJHHTE/IbHOK MOTPEOHOCTH M TPUHATHE Mep, HaIpaBlEeHHBIX Ha BbIAeleHHe
(brHAHCHPOBAHUS JOMOIHUTENBHBIX PACXO/10B;

5.2. paccMoTpeHHe M aHanu3 mpencrasieHHoil [KY3BO «Lleutp 3axymok»
“H(DOPMALIMK O HENPHHATHH MEpP CO CTOPOHDI MEAMIMHCKHUX OPTAHM3aLIMH K Ha3HAUCHHIO
M BBIMMCKE MEIMLUMHCKOA [POAYKUHH C Y4€TOM HOMEHKIATYyphbl MEJAMIMHCKOMH
TPOAYKUMH, a TaKkKe OLCHKY MIEWCTBHH JOMKHOCTHBIX JIHU YHOJHOMOYEHHBIX
YUPCKACHUH Ha npeaMeT CcoOmojienns 3akoHoparenbctea Poccuiickoit Menepaiuu,
BranuMupckoi 061acTH U MHBIX HOPMATHBHBIX [TPABOBbIX aKTOB;

5.3. TMOArOTOBKY MATEpPHaloOB Uil PAaCCMOTPEHHS BOMPOCA O NPHHATHH B
OTHOMIEHHH HOJBKHOCTHBIX JIMIL YIOJTHOMO4EHHbBIX YIPeXKAEHHH Mep AHCUUNIMHAPHOIO
B3bICKaHMUS,

6. PykoBoanTeNlM yNONHOMOYEHHBIX YUPEKIEHHH HECYT B YCTAHOBIEHHOM
NOpAAKE OTBETCTBEHHOCTh 3a BBLIMMCKY PEUENTOB JUIS JIbFOTHOIO JIEKAPCTBEHHOrO
oOecreyeH sl OTAE/bHBIX KAaTeropuil rpakiaH Ha MeHUHHCKYHO NPOAYKUHIO, He
BKITIOYEHHYIO B HOMEHKIIATYPY, 33 00ecriedeHHe MeIMLMHCKON TPOAYKIHeH OTAebHbIX



KaTeropyu rpaxxaaH MpH HeyIOBIETBOPEHHOM CIIPOCE, B TOM YHCJIE 3a CHYET UMYIIECTRA
YIOJTHOMOUYEHHOTO YUPEeKIACHHSI.

7. KouTponb 3a HCIOJHEHHEM HACTOSILUEr0 IMpPHKa3a BO3JIOXKHUTL Ha
3aMecTHTes MuHHCTpa 31paBooXpaHeHHs Biagumupckol o651acTH, KypHPYROILETO
BOIIPOChHI JIbI'OTHOTI'O JIEKapCTBEHHOTO obecriedeH .

8. Hacrosiuui nprkas BCTyNaeT B CUIy uepe3 JecsATsh JIHEH CO JHS €ero
O(QHUHMATBHOTO Ony0/IHKOBAHKS.

MunucTp




[lpunoxenue
K npukasy MUuHHCTEPCTBA 3ApABOOXpAHEHHS
Biiagumupckoit obiactu

ot 20.11.2024 No29-u

Mopsinok B3anmoaeiicTeus MunncTepeTBa 3apaBooxpanenns Biaaumuapcekoii
00,12CTH, NOABEAOMCTBEHHBIX eMY YUpexkIeHHil 31paBooxpanennn Buaaumupekoii
00/1acTH M papMaNeBTHYECKHX OPraHA3ALMiA NPH NpeI0CTAB/IeHHH
rocy1apCTBEHHOH COLHAILHOM NIOMOLUH H Mep COUHAILHON NMOANEP/KKH B BHAe
obecreyeHHs OTAE/IbHBIX KaTeropuii rpaxkian, HeoGX0AHMBIMH JIeKAPCTBEHHBIMH
npenaparamy 1Jisi MeIMITHHCKOro NPpHMeHEHH, MeAHIIHHCKHMH H31eTHAMM, a
TAK;Ke CNeNHATH3HPOBAHHBIMH NPOJAYKTaAMH JIe4e0OHOro NUTAHUA A JIeTel-
HHBAJIH/I0B

1. Oobmue noJioxkeHun

I.1. Tlopsaok B3auMoJIeHCTBHSA NO 0OECHEYEHHIO MEIMIIHHCKON npoayKuuen
OTHENbHBIX KaTeropu# rpaxian (fanee — ITopsjok) pa3paboTaH B LesX MOBBILICHHUS
ONCPATHBHOCTH TIDUHATHS pPELIEHWH YYaCTHHKAMH JIBIOTHOTO J€KapCTBEHHOrO
obecneyenus Bnagumupckoii obnacru, CBOEBPEMEHHOI0 obecrnedeHus
JIErOTOMOJIyYaTeNie# JIEKAPCTBEHHBIMU MpeNapaTaMy, MEIULHUHCKHMH M3IeNHSIMU |
CHEILHAIM3HPOBAHHBIMH NPOLYKTaMH JeHeOHOro NUTaHMUs JUTS AeTeii-MHBATH0B (1anee
— MEIMUWHCKasg MNPOAYKUHA) HA OCHOBAHHM BBUIMCAHHBIX  YMOJHOMOYEHHBIMH
YUPEAICHHAMH  DEUENTOB, a  TaKkKe MHUHHMHM3AlHH  DPHCKOB  0Opa3oBaHMUsl
HEBOCTPEOOBAHHBIX OCTATKOB MEAWLIMHCKOM MPOYKLMH.

1.2, Hacrosuuwii [Topsanok ycTaHaB/HBaeT OCHOBHbIE TOHATHS, NPUMEHSEMEIe B
[IpoLecce JILrOTHOrO JICKAPCTBEHHOIO 00eCneYeHus OTACbHBIX KaTeropuil rpaxiaH
Brianumupexoit  obmacti, tpeGoBaHH K OpraHM3alMH paGoThl YITOJTHOMOYEHHbBIX
YUIpeXIeHUH I0 BBIUCKE DEHENTOBR M 00ecHeyeHUI0 MeIULMHCKOM NpoayKUUeHn
OTACIbHBIX KaTerOpUH Tpa¥jaH, TOPAAOK AeHCTBUH yYaCTHUKOB JILTOTHOIO
JleKapCTBEHHOTO obecnederns Brnaanmupckoit obiiacTv mpuM OTCYTCTBHM B anTeuHod
CeTW  YNOJNHOMOYEHHOH  (papMalleBTH4ECKOM  OpraHM3alMM  HeoOXOJHMOro
JIEKAPCTBCHHOTO  Mpellapara, ME/MLMHCKOTO M3NeNUs W CIelMalM3HPOBAHHOIO
POAYKTa JIe4eOHOrO MUTAHKSA HAa MOMEHT OOpaLLEHUs TbIOTONOIyYaTe s B anTeYHYIO
OpraHU3ALMIO € BBIMHCAHHBEIMH YIIOJMHOMOYEHHBIMU YUPEKACHHAMM PEleNTaMu [l HX
JBIOTHOrO JIEKAPCTBEHHOIO 0becneyeHus.

1.3.  BsaumogeiicTBHe npu 00ecnieyeHUN MEIUIUHCKO NpoAgyKIHUEH OTAEIbHBIX
KaTeropud rpaxzaad Baagumupckoit  obnactu  ocyluecTBisioTcs CIEeAY FOUIHMH
YYaCTHUKAMH JIbI'OTHOTO JIEKAPCTBEHHOrO 00eCeueH s

FOCY/IapCTBCHHOE  Ka3eHHOE YYPEKICHHE 3IPaBOOXpaHeHMs BrnaauMupckoii
obnactu «lleHTp 1O OCYLIECTBIEHMIO 3aKYMOK TOBapoB, paboT W yclayr B cdepe
3/ipaBooXpaHeHus Brnagumupckoit obnactu» (nanee — 'KY3BO «LlenTp 3aKymnox»);



YIIOJJHOMOYEHHbIE YUPEXKIEHHS - MEAWUMHCKUC OpraHu3audu Bragumupckoii
00/1aCTH, OKa3bIBaIOIHE MEPBHYHYI0 MEIUKO-CAaHUTAPHYH [OMOINb B aMOyIaTOPHbIX
YCIOBUAX  NPUKPETUIEHHOMY  HacCelleHUI0 W YYacTBYIOIIHE B  pealn3aluy
TEPPUTOPHANIBHONH ITPOIrPaMMbl TOCYJAPCTBEHHBIX TapaHTHH OeCIIaTHOrO OKa3aHMs
HaceJICHHIO BraauMupckoit 001acTH MENMUUHCKON TOMOIIHM, YNOJHOMOYEHHbIE Ha
OKa3aHHe OTACNbHBIM KATErOPHAM IpaxKaaH COLMAIbHOH YCIYTH U Mep COLMalbHOM
MOjUIEPKKHU [0 00ecneueHU0 JeKapCTBEHHBIMH TpenapaTaMu IJIsi MEIHLIHHCKOro
MPUMEHEHHS TI0 PEUENTAM Ha JIEKapCTBEHHbIE MTPENapaTthl, MEAUIIMHCKUMHU H3IeTHIMH
Mo pelenTaM Ha MEAHLMHCKHE U3/ICNHS, 4 TAKXKe CIEeNHaIM3UPOBAHHEIMH IIPOAYKTaMH
7e4ebHOr0  MHUTaHWs I8 JeTel-MHBATWIOB, ONpeleNeHHble MpPaBOBBIM AKTOM
MuHuCTepCTBa 3paBooXpaHenns Biaaumupekoit obnacti (1aiee — MHHHCTEpPCTBO):;

YIOJIHOMOUeHHAsd  (apMalleBTHYeCKasd OpraHW3auus — (apMaleBTHHYeCcKas
opranusaums, npepoctapnsomas [KY3BO «llentp 3akynok» Ha ocHOBaHHH
roCy1apCTBEHHOI'O KOHTPAKTa YCIYI'd Ha MIePeBO3Ky, XpaHEHHE M OTIYCK MeIULIHHCKOIM
MPOAYKIHH OTAEABHBIM KaTErOpHsIM rPask/IaH;

anTeYHble OpraHH3aUlu — (hapMaleBTHYECKHE OPraHH3alMu, OCYLIECTBIISIOLIHE
OTMYCK MEIHLUMHCKOH MPOAYKUHH /15 JIbIOTHBIX KaTeTOPHil FPaXkaaH ¥ OMNpeaeieHHbIE
MpaBOBLIM aKTOM MUHHCTEPCTBRA.

1.4, Bce ydyacTHMKM B3aHMOAEHCTBHMA IpU  oOOECEYeHUM MeAMLHHCKON
MPOAYKUMEH HECYT OTBETCTBEHHOCTb 33 OPTAHM3ALMIO OBECICUEeHMS MeIMLUHMHCKOM
NPOAYKUHEH OTAE/IbHBIX KaTErOpHil rpaXkaaH B COOTBETCTBHH C 3aKOHOAATEIbCTBOM
Poccuiickoit ®enepannu v Biragumupckoit o6nacty.

2. OcHOBHbBIE NOHATHSA

2.1. Jlnst uesnedt nactosmiero Ilopsifka MCHONB3YIOTCS CleyIOIHE OCHOBHBIE
[TOHSATHSI:

MEIUIMHCKAsA TPOAYKLIMS — JICKAPCTBEHHbIE NPernapaTsl, MEIULMHCKUE H3IENTHS,
CIEIHATM3HPOBAHHBIE  MPOAYKTBI  JIE4¢OHOrO MUTaHWs s JeTel-MHBATHUIOB,
3aKyIICHHBIE JUI 00ECIe eHNs OTACNBHBIX KATCOPUI TPaXIan, COXPAHUBLLIHX MPABO
Ha Habop COLMANBHBIX YCIYT U HMEKUIHX MPaBO Ha Mepbl COUMANBHOI MOAJICPKKU B
BUIe 6eCrutaTHOro obecrnevenus JIeKapCTBEHHLIMU MpenapaTaMid ¥ MeIMIMHCKHMU
H3ZCHSMH TIPH OKa3aHHW NEPBUYHOH MEANKO-CAHUTAPHOH MOMOIUM B amMOyIaTOPHbIX
YCIOBUSIX;

HOMECHKNATYpa MEJMUMHCKOH NPOAYKUHMH - CHCTeMaTH3WPOBAHHBINA NepeuyeHb
HaNMEHOBaHWH MEIMIMHCKOHW MPOAYKLHH, cHOPMHUPOBAHHBIH HA OCHOBAHUH JIAHHbIX
NMOTPeOHOCTH-3a8BKH MEIHMUMHCKHX OpraHM3auMid M 3aKy[LUICHHOH s peanuzauuu
nonHomo4uH Branumupcekoit obnactu no GecratHoMy obecnedenuio JIeKapCTBEHHBIMHU
lipenapaTtam, MEIUUUHCKUMH H3JIeJUSIMH  CHIENHMaIH3HPOBAHHBIMH  NPOAYKTaMH
Ne4eOHOr0 MUTAaHUS 1715 OOeCTe eH s OTACNbHbIX KATeropuii rpa iaH;

fl1aH pacnpeie/ieHAst MEJMIMHCKON 1poayKukK — peurenne ['KY3BO «Llentp
3aKyNOK», NPHHATOE B (POpME pacTOPSAMTENLHOIO aKTa, B COOTBETCTBHH C KOTOPBIM
OCYILECTBISIETCS [IOCTaBKa MEIUIUHCKOH NIPO/1Y KLTHH YIIOITHOMOYCHHOM
(apMaLeBTHIECKOH OpraHW3alMK Ha YCIOBHSX, MPENYCMOTPEHHBIX KOHTPAKTOM, B



CPOKH, OllpedesieHHble KaJleHAapHBIM [MJIaHOM M 3asiBKOM Ha II0CTaBKy O MONYYEeHHU
MEJULIMHCKOHN IIPOIYKIUH;

neeKTypa MEIULMHCKON MpOAYKIMU - OTCYTCIBHE B aNTEYHOH CeTH
YMOJIHOMOUYEHHOH (DapMalleBTHYECKOH OpraHH3amuud HeOoOXOIMMOro IeKapCTBEHHOrO
npenapaTta, MEAUMLUMHCKOTO H3MENHSA W CHEUHAJIM3UPOBAHHOIO MPOJYKTa JIeYeOHOro
MHTAHUA HA MOMEHT OOpallleHUsi JBFOTONONyYaTeNs B anTeYHYK OpPraHU3allui C
BBIMMCAHHBIMU YIIOJTHOMOYEHHOH MEIHIIMHCKOH opraHu3alued penenTamMM i ero
JILTOTHOTO JIEKAPCTBEHHOTO O0CCIICUEHHS;

rapaHTHpOBaHHOE obecreueHue — NepHoj BPEMEHH B Npelenax cpoka /JefcTBUS
penenTta, B TCYEHHE KOTOPOro yNOJHOMOUYEHHBIMA OpraHU3alUUAMH MpeANMPHHHMAKOTCs
MEpbI 0 00ECNEeUEHHIO MALMEHTa MEeJIMUMHCKOM MPOLYKIMEH;

peLenT, HaxoMsIUMKCS Ha TapaHTUPOBAHHOM OOeCHeYeHHH — METHIIMHCKHI
JOKYMEHT yCTAHOBJEHHOW (OPMBI, CoJepKalliMii Ha3sHauYeHHe JIEKapCTBEHHOI O
npenapara HIH MEAUIIMHCKOTO U3JIETTHA IS MEAMUMHCKOrO IPUMEHEHUS M BbIIaHHbIH
MEIULIMHCKHM ~ pabOTHHKOM B  LedSX  OTHYCKa JIEKapCTBEHHOrO0  IIpernapara,
MEMULMHCKOTO H3JeNMUsA, OTCYTCTBYIOIIETO B ANTEYHOH OpraHu3allid Ha MOMEHT
oOpalleHUs NalMeHTa, U IPHHATLINA Ha rapaHTUpPOBaHHOE oDecreyeHHe.

3. [Topsinok B3auMoaelicTBUS Y4aCTHHKOB JILIOTHOI'O JIeKAPCTBEHHOIO
ofecredeHHs OTACNLHLIX KaTeropuii rpaian BaaauMupckoii o6acru npu
obecneYennH MeJHIHHCKOH POAYKIHek

3.1. TKVY3BO «llentp 3axynox» uHGOPMHpPYET yIIOTHOMOUEHHBIC YIPekK/IeHH,
YMOJIHOMOYEHHY IO (papMaleBTHYECKYIO OPraHH3alMIO O TOCTYNHUBLIEH H HMEIOILEH S B
HaIHYHH  MEIMUHHCKOH TMPOAYKUMH ITyTeM HaIpaB/icHUS YUYACTHHUKAM JIbIOTHOIO
JICKapCTBEHHOro obecrieueHHs BiaquMupckoii 06acTy HOMEHKIATYPbl MEIHIMHCKOMN
NPOAYKIMH NOCPEACTBOM Pa3MELIECHHS €¢ Ha O(HULHAILHOM CalTe yupexkKIeHHs.

3.2. IlocTaBka MEOULMHCKOH MPOAYKLUMH B  alTeYHbIE OpraHM3aliy
OCYIUECTBISETCS Ha OCHOBAHHM IUIAHA PpACTpe/leNleHHs MeJHUMHCKON IpOAYKIHHU
(Ilpunoxenue 1 k Hactoswemy [lopaaxy).

3.3. AnteuHble opraHM3auMM eXeHelelbHO (IO ueTBepram) HH)OPMUPYIOT
YNOJHOMOYEHHDIC YYPEKIEHHUS O HAIWYHKM MMEKIIUXCS OCTATKOB MeIMIIMHCKOIM
MPOAYKIHH MOCPEACTBOM HaMpaBIeHUs OQHIHAIILHOTO MHChMA.

3.4. llpu BO3HMKHOBEHMH NOMOJHHUTENLHONW MOTPeGHOCTH, 4 TAKKE B LEISNX
CKopeiuiero obecrevenus MalMeHTOB MEAMLHMHCKOH MPOAYKI(MeH, yIoIHOMOYeHHAs
(apmaleBTHYECKass OpraHM3auus COBMECTHO C MeJHLHHCKUMH OpraHu3alusIMu
TIPUHUMAIOT [IEPBOOUCPEIHBIE MEPEI 110 MEPEPACTIPeAeNeHHIO MeJHUMHCKONH NpoLy KLIHH
MEKJly alTe4HBIMH OpTraHU3aUUsIMi 061acTH.

3.5. VYnonHomoueHHas hapMaileBTHYECKAs OPraHM3alUs ¢KEMECTUHO B CPOK A0
5 yucna mecsna, CNeAYIOWMM 3a OTHETHBIM, yBeaommsieT 'KY3BO «lleHTp 3aKynok»
OCPE/ICTBOM HANpaBJICHHS OQULMANBLHOTO ITMChMa O MPOBEACHHBIX MEPOIPHSITUSIX IO
NIepepacTpeAeICHUU MEHIIMHCKON PO/l KUMH MEXK/1Y ANTEYHBIMH OPTaHU3ALIHSIMH.

3.6. I'KY3BO «lleHTp 3akynok» exeHe/ebHO (1O MATHHLAM ) MPOBOAUT aHANH3
HMMEIOIIHUXCS OCTATKOB MEAMIIMHCKOHN MPOAYKLIMH Ha CKJIaJle YUPEKACHHUS U B allTeYHOH
CETH yNOITHOMOYCHHOM (hapMaueBTHYECKOH OpraHu3alitH.



3.7. Ilpu HamMuuu HeBOCTPeDOBAHHBIX MEIWIIMHCKUMH OpTaHH3alLHSIMH
OCTATKOB ~ MEAMUUHCKOH NPOAYKUHM B  alNTE€YHOH CeTH  YMOJHOMOUYEeHHOM
dapmauepTiteckoi opranmsauuu ['KY3BO «lledrp 3akynok» nNpuHHMAeT pelleHHe O
nepepacipese/leHH MeJIMLMHCKON TNPOAYKUMH MEXKIY alnTeYHBIMH OpPraHUu3aluusiMH
NyTeM NPHHATHA PacopSAHTENBHONO aKTa.

3.8. Ilpu HanuYMHM OCTATKOB MEAHUMHCKOH MPOAYKIUH HA CKIAAC YUpeKIeHHs
I'KY3BO «lleHTp 3aKynok» nprHUMAaeT pelleHue 00 0TmycKe MeJHLMHCKOMN POy KLIMH
CO cKIaja YYpexAeHHS B YIOJHOMOYEHHYH (apMaleBTHUECKYIO OpraHM3aluio,
OCYUIECTB/ACT KOHTPOJIb 38 CBOEBPEMEHHOMN JOCTABKOH B COOTBETCTRYOILHE AlTEUHbIE
OpraHu3alMH, B cClly4yae HEOOXOAHUMOCTH, NPUHUMAET Mepbl MO OCYIIECTB/IEHHIO
KOHTPOJISI 32 HCTIOJIHEHHEM YCITOBMH roCyIapCTBEHHOrO KOHTPAKTA, 3aKJIOYEHHOro ¢
YMOJTHOMOYEHHOH (papMaleBTHUYECKOM OpraHu3auuei.

3.9. T'KY3BO «llentp 3akynok» obecrneuuBaeT KOHTPOIb 32 HATHYMEM B
anTEYHbIX OPraHU3alHAX OCTATKOB MEAMUMHCKOH NPOAYKLUMM M TNPHHUMAET MeEpbl K
obecneyennio  HeoOXOOUMOCTH (POPMUPOBAHHMA €e HEeCHW)KaeMbIM  3amacaM  Ha
3-4 Mecsiua ¢ y4€TOM JIOBEJICHHOTO MJaHa pacrpefei]eHds M KaleHIapHOro IuiaHa
NIOCTABOK.

3.10. MenuuuHcKas NpoAyKIMsA, HAXOUIMAACA B ANTEYHBIX OPTaHM3ALMAX H HE
BOCTPEOOBAHHASN yTIOTHOMOUEHHBIM YUPEXKICHHEM, a TAKXKe MeULMHCKas IPOLYKLHS ¢
OrpaHUYEHHBIM CPOKOM FOJHOCTH, MO/INEKHUT MEPBOOUEPEAHOMY TepepacpeaeneHulo,
B LeJIAX 00eCTIeYeH s PEUENTOB, HAXOAAMXCS Ha FapaHTUPOBAHHOM 00€eCIeUeHUH.

3.11. Exeksapranzeo TKY3BO «lleHTp 3aKkymox» NpOBOJAMT MOHUTOPHHT
00ecrieYeHHOCTH  OT/E/bHbIX KAaTCrOpHil IPaxaaH JIbTOTHBIMH JIeKapCTBEHHBIMH
penapaTamMH, BKJIFOYatoIIKMH B ce0s aHaJIU3 UCTIONHEHUS CBOJHOMN eXeroJHoMH 3asBKH U
OTHYCKd  MEIMIHHCKOH TMPOAYKUHMH Ha OCHOBAaHUM  De3yJbTATOBR  MEIHUKO-
OKOHOMHYECKOI0 KOHTPOJIS C PacueTOM NpearoaracMoi moTpeGHOCTH Ha Clieay IoMmuif
KBapTal.

3.12. B cnyyae ycTaHOBIEHHS HO pe3yibTaTaM MOHKTOPHHTA [OBBILICHHS
00bEMOB OTITyCKa MEJIHLIMHCKON MPOMYKUMM M CHHXXEHUS €e 3alacoB MeHee yeM Ha
120 nHeit oBecnieueHns NbroTHBIX Kateropuii rpaxaan, [KY3BO «lleHtp 3dKYIOK» B
Cpox 10 10 4ucia Mecsla, CleayoUero 3a OTYeTHbIM, IPEACTaBAgeT B MUHHCTEPCTRO
AN COTNIACOBAHMA TPEIIOKEHHsS! 10 OpraHW3alMH JOMOJHUTEILHON 3aKYNKH C
MPHJI0XKEHHEM CBOAHO# NOTPEOHOCTH, ¢ 0OOCHOBAaHUS M HEOOXOAUMOro (HHHAHCOBOTO
obecrieyeHusl, aHATUTHYECKON 3anuCcKi, cojepkalledl HHGOPMALMIO O (HAKTHUECKHX
OCTaTKaX OIOMKETHBIX CPEACTB M MEjIMUMHCKON MPOAyKuuH (YMaKkoBKH, Thic. py6.),
3aKTHOYEHHBIX KOHTPAKTax M 1IPOBOJAMMbIX 3aKyTOUHBIX MEPONPHATHAX, a TAK)Ke HHOM
uH(popMalieH HeoOXOAUMOM T COracOBaHHSL.

3.13. MuHHCTepcTBO B TeucHHME 5 pabouux aHel ¢  gaThl NOCTYIIJIEHUS
uagopmaunn  I'BY3BO  «llentp 3akymok»  paccMaTpHusaer IPEJIOKEHUST O
AONONHUTENBLHON  MOTPeOHOCTH M OpraHM3ailliM  JOTIOIHMTENbHOW 3aKYNKH W
YBEJIOMJISET YUpPekKIEHHUE O NPUHATOM PEILEHUH,

3.14. I'KY3BO «LlenTp 3akynok» B TeyeHue 3 pabounx AHe#H ¢ 1aThl NOJTyYeHHUS
pewenne MuHHCTEpPCTBA O COINACOBAHHM JOMONHUTENbHON 3aKyNKH MPUCTYIAET K
OpraHM3allMl W TIPOBENCHUIO  3aKYTIOYHBIX MEPONPHUATHH ¢  yBeJAOMIICHHEM
MunucTepcTBA M YTIONHOMOYEHHBIX — yYpekIEHHH  [TOCPENCTBOM pasMeILeH s



HH(OpMALMH O 3aBepLIEHHUM KaxJOro JTana 3aKyllKM MEJMLIMHCKOM NpPOAYKLHMH Ha
o(U1IMATBLHOM CalTe yUpeKACHHUS.

4, Ilopaaok paboThl YNOJTHOMOYECHHBIX YUPEKICHHH ¢ MeAHUHHCKOH
NPOAYKIUHEH ¢ OrPAaHHYY€HHBIM CPOKOM FOHOCTH H é€ HeBOCTPeOOBAHHBLIMH
OCTATKAMH

4.1. ExeHeoenpbHO 10 4eTBepram yNoJHOMOYEHHOH (papmalleBTHYeCcKoH
OpraHu3alMed B afpec ynojiHoMo4eHHbIX yupexaeHuid, 'KY3BO «LlenTp sakynok» u
MuHuCTEpCTBa HanpapaseTcs MHOOPMALMS O HAIWYMH B aNTEYHBIX OPraHHU3allusX
OCTATKOB MEAHIMHCKOH MPOAYKLUUH CO CPOKAMM FOJIHOCTH 10 6 MeCS1IEB U MEHEee 110 UX
UCTEHECHHS MOCPEACTBOM HampaBIeHUs O(DHIIMAIBHOIO MUCHEMA.

4.2. B tedenue 3 pabounx AHell ¢ JaThl NMOSYHEHHS YKa3aHHOH MHAOpMAlUH
NI0JPKHOCTHOE JTHLO YITOJHOMOYEHHOIO YUPEXKAECHUS, OTBETCTBEHHOE 32 OpraHH3alHIo U
MOHHTOPHHI JIbFTOTHOTO JIEKAPCTBEHHOTO 0GEeCIeUeHUSs

4.2.1. IpOBOMT AHAIM3 COCTOAHMSA TOBAPHBIX 3aIIACOB MEJMIIMHCKOH IPOIYKLMH,
NOCTABJIEHHOH B ANTEYHYH OPraHU3aLHIO;

4.2.2. onpefieniseT KOIHYECTBO W TIPHYHHbI [1OSBICHUS HEBOCTpeOOBaHHOM
MEeIULUHCKON POy KIIUH;

4.2.3. aHaM3MpPYET PEHENTbl, HAXO/ISAIIHECS B CTATyCE «Hedektypar», u peuentsl,
IO KOTOPBIM ITALMEHTRI HE ABUIIMCH 33 MOJYYEHUEM METULMHCKOM NPOAYKIHH;

4.2.4. He3aMe/LTUTEBHO [TPHHUMACT MEPBl K 00CCeUeHUI0 [AlHeHTOB, B TOM
HACHE C  TOPOBEACHMEM  3aMCHBI  BBIIIMCAHHOIO  JIGKAPCTBEHHOro  IMpenapara,
MCIAHUMHCKOTO HM3e/1usl Ha CHHOHMMHWYHOE WJIM aHAJOMUYHBLIA JIeKapCTBEHHBIH
npenapar, MCEAWUHMHCKOE H3jleNHe C BbINMCKOH APYroro peienta, ycTaHaBIMBAET
NPHYMHY HEABKH NALMEHTA B aNTeYHbIN MyHKT U 06ecreYnBaeT nojy4eHue naLueHToOM
MEIUUHMHCKOH NPOAYKLIMH B KOPOTKHE CPOKH.

4.2.5.B chyuae nonTBEepXKIAEHMS OTCYTCTBMSI TMOTPEOHOCTH B MEj(MIMHCKORN
NpPOAYKUMH C OTPaHMYEHHBIM CPOKOM TOQHOCTH INPUHHMAET Mephl K  ce
NepepacnpeieNeHud W pa3MeIlaeT  CBelleHMs O  [epepaclpefieleHHd  Ha
MH(POPMALKMOHHOM pecypce yNONHOMOYEHHOH (apMaieBTHYEeCKOH OpraHu3alliM, a
TaKxke yBeJoMIAeT HHpOpMaUMOHHBIM mHceMoM ['KY3BO «llentp 3akynok» o Hanuuuu
HEBOCTPEOOBAHHBIX 0O0BEMOB MEMLMHCKON NPOAYKLMH ¢ YKa3aHHEM HAHMEHOBAHHS,
KOJIHYECTBA, CPOKOB TONHOCTH H IIPHYHUH 00pa30BaHHA OCTATKOB Me/HLUHHCKOIM
NPOAYKUHH C OrPAaHHYEHHBIMH CPOKAMH T'OJIHOCTH.

4.3. Tlpu nocTynneHHH OT YNOIHOMOYEHHOH hapMalLeBTHYeCcKoil OpraHu3aluu
U YIOJHOMOYEHHBIX  YUPEXICHUH HHOopMamu 00 0o0pa3soBaHUH OCTATKOB
MEJHLMHCKOH MPOAYKLMK 0e3 IBHXKEHUS U MeIULMHCKOH IPOLYKLHH C OrPaHHYEHHbIM
cpokoM roaHoctd I'KY3BO «llentp 3aKynok» COBMECTHO C YIOMTHOMOYEHHBIMH
YUPCKACHUAMH M [NaBHbIMH  BHEIUTATHBIMH  CIICLHANMCTaMH  MHRMCTEpCTBaA
30paBOOXpaHcHUs  Brajumupckod  o0nacTH 1o COOTBETCTBYIOWIMM  MPOQGMHIsM
ME/IMIMHCKOH MOMOIIH (faliee — I71aBHBIE BHENITATHBIE CIICUHATHCTHI) IPOBOIMT aHAMH3
OPUYHH UX 00pa30oBaHH4.

4.4. ['naBHble BHEIUTATHBIE CICLMAIMCTBI OCYLUECTBISIOT B3aMMOICHCTRHE C
YTOJTHOMOYCHHBIMU YUPEIKACHUAMH AJIS TOATBEPKACHHS MOTPeGHOCTH B MEIMILIMHCKOM



NPOAYKUMH JUIS [IE€pEpacnpe/ie/ieHst U 00eclevuBaloT KOHTPOJIbL 3a HasHadeHHeEM
MeIHLHMHCKON MPOAYKLHH K JaJbHENUINM €€ OTITyCKOM IMallHeHTaM.

4.5. ['maBuple BHewTaTHbie crneuuamucTsl HampasisioT B TKY3BO «llentp
3aKyMOK» M YMOTHOMOYEHHBIE YYPEKJACHUSA MNPEMNIOKEHHA O IepepacnpeneieHuu
MEHIHHCKON [POAYKIMH ¢ YUETOM HATIMUHA JIbFOTONONYYaTeNeH, KOTOPHIM Ha3HaueHa
Teparius, 3a00JeBaeMOCTH 10 paHoHaM.

4.6. C y4yeToM NOCTYNHMBIUMX OT TJaBHBIX BHEMTATHbIX CHEUHATHCTOBR
npeanoxennid 'KY3BO «llenTp 3akynok» opopMisieT peleHne A yrnoaHOMOYeHHOM
(hapMaLeBTH4ECKON OpraHM3aliMK O nepepacipeie/ieHud MeAHIIMHCKOH NPOIYKLHM ¢
YBEAOMJIEHMEM YTIOJHOMO4YEHHbIX YUPEKICHHH.

4.7.  YNIONHOMOYEHHOE YupeKIeHHe NPHUHUMAET Mepbl IS Ha3zHAYCHHs
MEJHLHHCKOH NPOAYKIUHH H BBIITHCKH PELIENITOB B KOPOTKHE CPOKH.

4.8. B cayyae OTCYyTCTBUA NBMIKEHMS MEIMUMHCKON MPOAYKIMH B TeueHMe
3 MecsAueB ¢ JaThl TOCTYMUIEHHS B aNTeYHYKO OPraHM3alMIo  YIONHOMOYEHHas
(hapmaueBTHUeCKas OpraHusauMs Hanpabiser uHpopMammio [KY3BO «LlenTp
3aKyMnok» i B MUHHCTEPCTBO.

4.9. Tlpn nonyyennu MHGOPMALMH O HANWYMH HEBOCTPeGOBAHHLIX OCTATKOB
MeaHIMHCKOH mponykumn ['KY3BO «llenTtp 3akymok» BosBpamaer MEULIMHCKYHO
NPOAYKIHIO Ha CKJIAA Yy4Ypex/eHus Nubo nepepacrpenessecT B HHbIE anTeyHble
OpraHHu3anuy 111 00ecreyeHus MalueHTOB, B TOM YHCIIE BHOBb BbisiBJICHHbIX.

4.10. YnonHoMoYeHHbIE YUYpeXKAEHHs He AOMYCKAIOT HANUYHE B ANTeYHbIX
OpTaHU3dLHAX OCTATKOB MEAMUHHCKOW INPOAYKUHMH CO CPOKOM TOJHOCTH MeHee
3 MecALEeB 10 ero UCTeYEHH.

3. Ilopsaok nepepacnpeseeHus MeIMUMHCKO#H NPOIYKUMH

5.1, IlepepacnpeneneHne MeAMUMHCKOMN IPOAYKLIMH, HAXOAAIIEHCS HA OCTATKAX
B YIIOJTHOMOYEHHO#H (papMaleBTHYeCKOH OpraHu3alMH, OCYIEeCTBIAETCS Ha OCHOBAHHUH
pacnopsautensHoro axkra I'KY3BO «llentp 3akynmok» ¢ yuerom npeaoskeHHit
YTMOTHOMOYEHHOH (hapMaleBTHYECKOH OpraHM3auMH, YIOMHOMOYEHHBIX YUpEKIeHUH 1
TJIaBHBIX BHEIITATHBIX CIIEIHATHCTOB.

5.2, lepepacnpeneneHue METULUMHCKOM MPOYKIIMU OCYLIECTBIAETCS C YYETOM
pacxoja B TEKYIIEM ToAy M MPOTHO3HBIX 3HAUCHHH HEBOCTPeOOBAHHBIX OCTATKOB
MEIUUUHCKON NPOJYKHHH, @ TAK)KE CPOKOB €€ MOIHOCTH.

5.3.  YTONHOMOUYEHHBIE YUPEKIAEHHA Ul TPOBENCHUS nepepacrpeneieHus
B3aUMOJCHCTBYIOT TOCPEACTBOM OGMUMAILHOW NEPeNHCKH ¢ HCHONBb30BAHHEM
HH(QOPMALMOHHOTO pecypea YIOIHOMOYEHHOH hapMaLeBTHYECKOi OpraHu3alMH.

5.4. llo pesynbTaraMm nepepacnpeeneHuss MeIHIMHCKOI MPOAYKUMH MEX 1y
AlITEYHBIMH  OPraHW3alMAMH  YIIOJIHOMOYEHHas (apMaleBTHYECKas OpraHu3alms
B TeueHHe | pabouero nHs yBeJOMISET NOCPEJCTBOM OMHUMANBHOIO MHChMA
BI'KY3BO «llentp 3akynok»  yBemomicHHe, coaepxamme  UHpoOpMaLHIO O
HAUMCHOBAHUH MEIMUMHCKON TMpoayKunu (Ui, (opma, nekapcTBeHHas (opMa,
AO3MPOBKA, CEpHs, KOJIHYECTBO, CPOK [OJHOCTH), HAUMEHOBAHWH  AalTEeYHbIX
OpraH{3alHH, MKy KOTOPBIMH OCYLICCTBIEHO IepepaciipeselieHue, CPOK eHCTBHS
peLenTa.



5.5. llepepacnpeaeneiie MeAMUMHCKOH MPOSYKUMH, 3aKYIJICHHOMH M0 MYHKTY
28 yactu 1 crateu 93 dDeaepanbHoro 3akona o1 05.04.2013 No 44-D3 «O koHTpaKTHOM
CUCTEME B Cepe 3aKyNoK TOBapoB, padoT, ycIyr ais obecrneyeHus rocyJapcTBEHHbIX U
MYHHIMNAIBHBIX HYXI» (10 pelleHHd BpayeOHOH KOMMCCHH), a Takke B LeIsiX
BOCCTAHOBJICHHsl HapYUIEHHBIX IPaB PaXJaH MNMpPH TOCTYIIEHHH B MHHHUCTEPCTBO,
YIIOJHOMOYCHHBIEC  YYPEXKIEHHA Kallob, MCKOBBIX 3asBIEHUH, OOOPOBOIBHOIO M
MPUHY/IUTEIBHOTO  HCMOJIHEHHS DELUCHHH CYAOB INPOBOIUTCS  VIIOJIHOMOYEHHOI
(apMalleBTHYECKOH OpraHU3allu Ha ocHoBaHuu petenns [KY3BO «Llentp 3axynow»
110 NPE/IOKEHUAM YIOJHOMOUYEHHBIX YYPEXKAEHUH ¢ corlacoBaHieM MUHHCTEPCTRA.

6. AJiropuT™ paGoThl no odecnedeHHI0 MeIHUHHCKOI NpoayKIHel 0TAe/IbHBIX
KaTeropHii rpa)aaH NpH HeyI0BJ1eTBOPEHHOM clpoce

6.1. Penenr Ha OymaxHOM HocuTesne, B (OPMe 3JICKTPOHHOIO JIOKYMEHTa,
O(QOPMIIEHHBIA ¢  HapylleHHeM  YCTAHOBAEHHBIX  TpeGOBaHMH,  cumTaeTcs
HeAeHCTBUTENIbHBIM

6.2. Peuenr, opopMIeHHbIH ¢ HapylleHHEM TpebBOBaHUI K ero 0hOPMITIEHHIO,
PETHCTPHpYeTCs (papMaleBTHIECKUM PaBOTHUKOM aNTeYHON OPraHH3aLiH B XKyPHAJIE, B
KOTOPOM YKa3bIBAIOTCA BBISIBICHHBlE HApylIeHHs B OQOPMIECHMH pelLienTa, (GpaMHIus,
MMsl, OTYeCTBO (IIPH HANM4YHM) MEJULHHCKOTO pabOTHUKA, BbIMTHMCABILErO pelenT,
HaHMCHOBAHHE MEAMIIMHCKON OPraHM3alMH, IPUHATBIC MEPBI, U OTMEYAeTCH LITAMIIOM
«PelenT HeAeHCTBUTENEH» H BO3BPALLAETCs! JIULLY, IPEACTABUBILEMY PELIEIIT.

DapMaueBTHYECKUR  pabOTHHK —alTeYHON OpraHU3alMH  He3aMeTUTelbHO
YBEAOMJISIET OTBETCTBEHHOIO AODKHOCTHOIO JIHLA YTIONHOMOYEHHOTO YUPEXKIEHHS O
dbakTax HapyIIeHUs [IPaBUI OPOPMICHHS pellenTa.

I[Ipn nomyyeHun HHPOPMALMH O (aKTax HAPYLIEHHS [PaBHIL oopmiieHUs
penenra OTBETCTBEHHOE JODKHOCTHOE JIHUO YINOJHOMOYEHHOTO YUpEKIEHHS 3a
IBOTHOE JIEKapCTBEHHOE oOdecreYeHne He3aMeUTHTEIbHOE TTPHHHMAET pelIeHHe o
NnepeohOpPMIEHHH BBITHCAHHOTO pelenTa ¢ yuéToM HMEIOIeics B anTeuHoH cerw
MEANLHMHCKOH MPOAYKUWH, B TOM YHCIC OCYLIECTBIAET 3aMEHY BBIMMCAHHOTO
JEKApCTBEHHOTO INpernaparta, MEJAMLUMHCKOTO H3[eMUs Ha CHHOHUMHYHOE WM
aHANOTHYHBIH JIEKAPCTBEHHBIA NIpENapar, MEAHLUHHCKOEC H3IEIHE B COOTBETCTBYIOLINX
(popmax, pacoBKax M 103MPOBKAX B Clly4asX yCTAHOBICHUS (BAKTA BBITHCKH peuenta npu
OTCYTCTBHHW B AaNTEHUHOM [MYHKTE MEAHLHUHCKOH TNPOAYKUMH C Ha3HAYeHHOM
NMeKapCTBEHHOH (POpMOH, 103UMPOBKOI U HEOBXOAMMOTO KOJIMYECTBA.

6.3. B cnyuae nedeKTypbl MEIMIMHCKON MPOAYKUMH B alTEYHOM OpraHM3aliH
PELeNT CTABUTCA HA YYET JJIA TapaHTHPOBAHHOIO 00eCNeYeHUst U PErUCTPHPYETCS B
KypHale.

AureyHble OpraHM3alUUM, YYaCTBYIOUIME B CUCTEME JIbIOTHOIO JIEKAPCTBEHHOTO
obecneuenus BrnaguMupckoit obnacTH, obecreyuBaloT BedeHUe XKypHaJlla yudera
PELCNTOB, ~ NOCTABIEHHBIX  HA  TAapaHTHPOBARHHOE  OONYXKHBAHHE B BHIY
HEYJIOBJIETBOPEHHOTO CNpOca Ha MEAMUMHCKYH MPOAYKIMIO. JIONycKaeTcs BejeHHe
KypHaila B 31eKTpoHHOH ¢opMe. PaboTHMKM anTeuHoil opranu3aumn HeCyT
OTBETCTBEHHOCTh 3a BEJICHHE )KYypHasa.



llanueHTy BO3BpawaeTcs peuenTypHbId 01aHK, MOTalIeHHbIH WITAMIIOM anTe4HOH
opraHu3auMu (C ykasaHUeM ajJpeca U HOMepa, OTMETKOH [OaTbl MOCTAHOBKH Tia
rapaHTHPOBAHHOE 00Ty )KUBaHHE).

["apantuposanHoe obecrieyeHHe MeTHLMHCKON MpPOAYKUHUEH OCYILECTBIACTCS B
Mepro CpoKa IeHCTBUS pelienTa.

[Ipn noCTym/eH¥H B ANTEYHYH OPraHM3aLMI0 MEIHLHHCKOH NPOLYKiHH,
(hapMaleBTHIECKHH pabOTHUK yBENOMJSET TMAlMEHTa O BO3MOXKHOCTH OTIyCKa
MEAWIMHCKON IIPOAYKLIUH.

ITpyn npeAbsSBIEHUH B AITEYHYIO OPraHU3aLHIO PELENTA, TOralle HHOTO LITAMIIOM
anTe4YHOH OpraHU3alrH (C yKazaHHeM agpeca U HoMepa, OTMETKOI J1aThl MOCTAHOBKH 114
rapaHTHpoOBaHHOE odecreyeHue), (hapMaleBTHUECKHH paGOTHHK CTABUT OTMETKY 00
OTIIyCKe B COOTBETCTBUU C TpeboBaHusMu [pukaza Munsapasa Poccuu or 24.11.2021
Ne 10930 «O06 yTtsepxmeHun [IpaBui OTIyCKa JeKapCTBEHHBIX npenapartos s
MEIMLMHCKOrO  MPHMEHEHHUS  anTeYHbIMH  OPraHM3alMAMH, HH/IMBHAYaJlbHbIMHU
NPEeANPUHUMATENAMH, UMEIOLIHMH JTMIIEH3HIO HA OCYLIECTBIEHHE (papMaleBTHUECKO
ACATENBHOCTH,  MCAMUMHCKMMMU  OpPraHH3alusMH, MMEKMHUMH  JIHIEH3UIO  Ha
OCYLIECTB/ICHHE  (apMaleBTHYECKOH  MEATENLHOCTH, H WX  000COBICHHBIMH
noApaszieleHHAMH (amMOy1aToOpusMu, GebaepcKUME U (ebALIepCKO-aKy e pCKHMHE
MYHKTaMH, LEHTpamMH (OTACJIeHHSIMH) oOmeH BpaueOHOH (ceMeifHOM) NpakTHKH),
PacroOkEHHbIMH B CENILCKHX TIOCENEHHAX, B KOTOPBIX OTCYTCTBYIOT alTeuHbIe
OpraHu3allMy, a Takxe IIpaBHI OTIYCKa HaPKOTHMHECKHX CPEJCTB M MCHXOTPOIHbBIX
BEIIECTB, 3apCTHCTPUPOBAHHBLIX B  Ka4eCTBE JIEKADCTBEHHBIX IpPENapaTtoB  Jid
MEJIMIMHCKOrO  NMPUMEHEHUS, JIEKAPCTBEHHBIX [PENapaToB A8 MEIMLHHCKOro
MPUMEHECHHK S, COAEPKALUMX HAPKOTHYECKHE CPEACTBA H MICHXOTPOIHBIE BELIECTBA B TOM
uucie llopsiaka OTnmycka anTedHbIMH  OPraHM3alMAMM  MMMYHOGHOJIOTMYECKHX
JICKapCTBEHHBIX MpEnapatos» W BHOCUT [aHHBIE B JKYPHAJI Y4YeTa pELENTOB,
NMOCTAB/ICHHBIX HA rAPaHTHPOBAHHOE OOECNeYeHHe B BUY HEYIOBIETBOPEHHOIO CHpoca
Ha MEIUIIMHCKYIO POAYKLMIO, CBEICHHS O JaTe OTMYCKA MEAULIMHCKOM TTPOAY KIIHH.

B caydae BbinMckn HOBOro peuenta (3aMcHa JIEKAPCTBEHHOIO cpeacTsa Ha
AHAJIOTHYHOE, CHHOHMMUYECKOC) YIIOMHOMOYEHHOE YUPEKICHHE YBEAOMISET alTCHHYHO
OPTaHH3alHIo O NJaHHOM (aKTe, H NPU OTIYCKe MEAMLMHCKOH MPOSYKIMH 110 HOBOMY
pelenty QapmaleBTHYECKHiA pabOTHHK anTedHON OpraHH3alUMH BHOCHT 3alHCh B
KypHan y4eTa pelenTos, MOCTaBIEeHHBIX Ha rapaHTHPOBAHHOE 00ECMeYeHHE [0 TPHYHHE
HCYNOBJIETBOPCHHOI'O CMIPOCA HA MEJAMLIMHCKY IO MPOJIYKUHIO, CBEIEHHS O JlaTe OTIMycKa
MEIHLIHHCKOH NPOAYKUMH C yKasaHueM «CHHOHHMHYeCKas 3aMeHa», «AHATorosas
3aMeHa.

YKa3aHHbIA peLenT CHUMAeTCs ¢ FrapaHTHPOBAHHOTO 0GecTedeHH s, Hudopmanus
HalpaB/IACTCA B YIOJHOMOUYEHHY O (hapMaLeBTHYECKYIO OPraHH3aLHIo.

6.4. Ilo pesyabratam paboTsl 3a JicHb, HHHOPMALIHS O MEIUITMHCKOH MPOAYKLHH
TApaHTHPOBAHHOIO  OOCCMEYeHMs  Mepefaercsi anTeuyHbIMH  OpPraHu3alUsMH B
YTIIOTHOMOYCHHYHO (papMaleBTHYECKY O OPIraHH3aLMIO U YIIONHOMOYEHHOE YYPEXKICHHE.

Bes vHbopManus anTeyHbIX OpraHu3alUil 1o HEYIOBIETBOPEHHOMY CIIPOCY
pPETUCTPUpPYIOTCH, obpabarbIBatoTcs 7| aHAITU3UPYIOTCH YMOITHOMOYCHHOH
(GapmaneBTHYeckoi  opraHmzaumeil W 1o TPeOOBAHHUIO  NPENOCTABNACTCS B
I'KY3BO «llentp 3akynox» u Munucrepctso.



6.5. Ilpu OTCYTCTBHM B alTe4HOH OpraHu3aldH ONpeIeTeHHON MeJMIHHCKOM
NPOAYKIMH, HO NPH €€ HAJMYWH B APYTHX alTeUHbIX OpraHu3alusix, padoTaronux B
CHCTEME JILIOTHOIO  JIeKapCcTBeHHoro odecneuveHuss BaaguMmupckoit  obnactu,
YIIOJIHOMOUEHHAs (apMaleBTHYECKas OpPTraHM3alHs ONEPATHBHO Iepepaclpe/ienser
HEOOXOAUMBbIE JIeKapCTBEHHbIE npenaparsl, MEIHLIMHCKHE U3/1enus |
CMELHATH3UPOBAHHBIE NIPOIYKThI JIEYEOHOIO MHTAHUS MEXKIY HHMH.

[Io pesyneraTaM npoOBeAEHHBIX MEPONPHATHH 1O  MepepacnpeneneHtIo
ME/IMUMHCKOM TPOAYKIMH MEXIY aNTe4HbIMH OpraHU3auMsIMH  YIIOJTHOMOYEHHas
(apmaneBTHYECKas OpraHM3alMs B TedeHde | pabouero JHA HANpaBiseT B
I'KY3BO «lleHTp  3aKkynok»  yBelOMJIeHHe, cojepxaiive  MHPOPMALMIO O
HaUMEHOBAaHWH MEJIMIIMHCKOH TIpOAYKUMH (BuA, Qopma, jekapcTBeHHas (opma,
ZI03UPOBKa, CEpUdA, KOTHYECTBO), HAMMEHOBAHWM aNTEYHBIX OpraHu3alMH, MexIy
KOTOPBIMH OCYLIECTB/ICHO MepepacTpelesicHHe, a Tak)ke HOMEpa W JaThl PELENnToB,
HaUMEHOBAHUC YTIOJHOMOYEHHOTO YUPEXAEHUs], BBITUCABIUICTO PELENT, HAMMEHOBaHUE
MEJIMUMHCKOH TIPOAYKUHMH, €€ (OPMbI, JO3UPOBKM M KOJMYECTBA, CPOK ICHCTBHS
PeUCIITa, a TAKXKE 1aTa M HOMEP 3d1HMCH JKYpHaNa yueTa rapaH THPOBaHHOT0 0becreyeHus
u OHO N0mKHOCTHOrO /M@ anTe4YHOH OpraHH3alMH, [OCTABHBLIETO peuent Ha
rapaHTHPOBaHHOE obecnedeHue,

6.6. llpu HeBO3MOXKHOCTH TpOBeNeHHs Tepepacipe/iecHHs MeIHLHMHCKOM
MPOAYKUHH MEX]y anTeYHbIMH OPraHHU3alHAMH YNOJHOMOYCHHas (papMalleBTHUeCKas
OpraHu3auus (pOPMHPYET CBOIHYIO MH(OPMALMIO O HeyAOBIETBOPEHHOM CIpoce Ha
MEIUIMHCKYIO MPOJYKUHIO (C yKda3aHHEM HOMepa W JAaThl peLerTa, HauMeHOBAHHUS
YTIOJTHOMOUYEHHOTO YUPEXK/ICHHS, BBINMHCABIIErO PElECIT, HAHMEHOBAHUS MeIHLMHCKOMN
MPOJIYKUHH, ee (POPMBI, A03UPOBKH H KOJIHYCCTBA, CPOKA AEHCTBUS PeLEeNTa, a Takke
AaTbl W HOMEpa 3alHCH XXypHajla y4eTa rapaHTHpoBaHHOro obecrieyenus M OUO
AO/DKHOCTHOTO  JiMlA  anTeYHOH  OpraHM3aliM, [IOCTABMBIIErO  peLEenT Ha
rapaHTHpoBaHHoe obecnieyeHne) u HanpasiseT B ' KY3BO «llenrp 3aKYII0K».

[loctynaswas  or  ynosHomoueHHoH  (apmaueBTHUECKON OpraHu3aluu
HHQOPMaLIMs 110 HEYNOBJICTBOPEHHOMY CIPOCY perucTpupyetcs, odpabareiBaeTcs u
aHanusupyetcs IKY3BO «lleHTp 3akymow».

6.7. llpy HamM4YMU MeAMUMHCKOH NpoaykKuMu Ha ckaage TKY3BO «IleHTp
3aKyMOK». B TEYeHHE 3 pabo4uX AHeH CO JHS NOCTYIJIeHMs MHQOPMALMH MO
HCynoBneTBopeHHOMY cnpocy ['KY3BO «llentp 3akynmok» opranusyet TOCTaBKY
ME/IHUMHCKOH NPOAYKIUHH B YIIOJHOMOYEHHYIO HapMalleBTHUYECKYIO OPTAHU3ALIHMIO TS
[epeaain €¢ B aNTEUHbIC OPraHU3aLMK 118 JaNbHEHIIEro OTIyCcKa MOTPeOHTeTIO.

Cpox mepejaud B anTedHble OPraHU3alMM 18 AaTbHEHIMEro OTIIyCKa
noTpebuTeN0 He MOXKET npeBbiiaTh 10 paBounx aHeil ¢ aThl OTIPY3KH €O cKiana
['KVY3BO «lieHTp 3aKkynok».

MudopmMaius 0 BO3MOKHOCTH OCTABKU HEOGXOAMMOI MEIHLIMHCKOM POy KUK
nanpapasetcss 'KY3BO «LeHtp 3akynok» B YIOITHOMOYCHHY10 (hapMaLeBTHYECKYHO
OpPTaHHU3alMI0 H alITEHHYIO OPTaHHU3ALHUIO.

6.8. B cioydae OTCYTCTBHS  MeEIHIHHCKOIM NPOOYKUMM  HA  CKJaje,
I'KY3BO «lleHTp 3aKynok» He3amMealuTe bHO IIPUHUMAET Mepbl K IMOCTABKE
MEMIMHCKOH MpPOYKIMH B YNOJHOMOYEHHYIO (hapMaleBTHYECKYIO Opra”u3zalluo,
anTe4Hble opraHu3aunu Branumupckoi obnactu.
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YrnonHomoueHHass (apmaleBTHuYecKas OpraHu3aldsi W  YIOJHOMOYEHHBIE
yUpexaeHus yBeaoMasoTes o npuHHMaeMblx I KY3BO «lleHTp 3akynok» Mepax, B TOM
YHCJIE O 3aKYMKe M [TOCTABKE MEIULIMHCKOH MPOIYKIIUH.

6.9. Ha nmepuon OTCYTCTBHS  BBIIMCAaHHOH MEAMUMHCKOH  HNPOAYKLMH
YHOJIHOMOYEHHLIEC YYPEXKAECHHS NPEANPUHUMAIOT MEpbl Mo obecHevyeHHIo NalMeHTOB
JCKapCTBEHHBIMU ApenapaTaMu, MeJMIIMHCKUMHU H3eNHAMH U CIICUHATH3HPOBAHHBIMU
[IPOIYKTaMH J€4eOHOro MHTaHHA W3 UMEIOLIMXCS B aNTeYHOH CeTH YNoJHOMOYEHHO
(papMaLIcBTHYECKON OpraHM3alMK 3a11acoB, TEYEHHIO B YCIOBHSAX JHEBHOIO CTAllMOHApA
WJIK CTallHOHApa, U APYTHE MCPbI 10 00eCMeYeHHIO IbroTONOo My YaTe s, PEIAKT BOIIPOC
O 3aMEHE JIeKapCTBCHHOTO TMpenapara, MEJWUMHCKOrO M3ACIMS Ha aHajorM4Hoe,
CHHOHUMMYHOE H, B Clly4ae HCOOXOAMMOCTH, BLIITUCHIBAIOT HOBbIN pELErT.

7. Bejenne 10KyMeHTAUHH N0 Y4€TY PeUeNnToR, I0OCTABICHHbIX HA
rapaHTHPOBaHHOe ofecnedenHe B BHIY Hey10B/IeTBOPEHHOI0 €Npoca Ha
METHUHHCKYI0 IPOAYKIHIO

7.1. Ha ocHOBaHMH NPEACTABICHHON aNTeYHBIMU OPraHU3ALMIMN HHPOPMALHK
O peuenTax, TOCTABICHHBIX HA  rapaHTHpOBaHHOE oOOecreyeHHe B BUAY
HCYJIOBIETBOPEHHOIO CAPOCA HA MEIULUMHCKYIO TPOAYKLUHIO, YIIOJHOMOUYSHHAS
(bapMatieBTHYeCKast OpraHW3alKs 00ecrieunBaeT BeJeHHe CBOAHOIO peectpa no gopme
coryiacHO IIpUoKeHHIO 2 K HacTOSIILEMY MOPSJIKY.

BeneHne cBOAHOTO perucTpa J0OMycKaeTCs B SNEKTPOHHOM opme.

7.2. CHsTHC DELENTOB C rapaHTHPOBAHHOIO OOGECHEYEHHS OCYNICCTBISETCS
alTeYHBIMH OPraHU3alUsIMH MO CAEAYIOUIHM OCHOBAHUSIM:

- OTNYCK MEIHIMHCKOH TpOAYKUMH (MOCTaBKAa MEIMUMHCKON NPOIYKIIHH,
nepepacnpeeNicHHE MEKIY alTeYHbIMH OPraHH3aLUsIMU );

- aHAJIOrMYHas 3aMEHa;

- CHHOHUMHYHAas 3aMeHa;

- OTKa3 NalUeHTa OT 00eCHeUEHHs IEKapCTBEHHBIM TIPENapaToM, MeIULMHCKHM
H3ACTHEM, IPOYKTOM CTICLIHATIM3UPOBAHHOIO MUTAHUS Ul peBeHKa - MHBAIMAA;

- UCTEUCHHUS CPOKa AeHCTBUS PELENTa;

- epeesn MaleHTa K HOBOMY MECTY JXKHTENbCTBA HAa TeppHTOpUH Biiaaumupckoii
00JIaCTH, TaK U 3a ee Npeesbl;

- CMEpTh MallMeHTa.

7.3. Tlpn chaTuM anTeuHOll opramusauMell perenrta c rapaHTHPOBAHHOI O
odecrieveHus B KypHaNe yKa3bBAeTCs 1aTa CHATHS U IIPH4KMHA. Y Ka3aHHAas UHpopMarLus
©KEHENCTPHO T10 HCTBCPraM HalpaBisieTCs B YIONTHOMOYEHHYIO (hapMaleBTHYECKYIO
OpraHU3aLMIO 711 BHECEHHA JAHHBIX B CBOAHBIA PEECTp, a TAKKE B YNOTHOMOYEHHOE
yupexneHue — 1711 BHeceHus aaHHbix B I'IC3 BO.

7.4. B cnyudae oTka3a nalKeHTa OT OGecrneuyeHHs MeANIIMHCKOM IpOLyKUMCH
0(hopMAsETCA aKT 06 OTKa3€e, B KOTOPOM YKa3bIBaeTCs NpUYHHA OTKa3a, a TAK)Ke OTMeTKa
O PashACHCHNM €My IIOCJEJCTBHI OTKa3a M OTCYTCTBHH C €r0 CTOPOHbI NpPETEeH3MiA,
KOTOPBIH NOAMUCHLIBACTCS MPAXKAAHHHOM HIIM €70 3aKOHHBIM HpeiCTaBHTENCM.
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B cnyyae oTkasza rpaxkIaHHHA MIH 3aKOHHOTO TIPE/ICTABUTENS payKIaHWHA OT
MOAMUCAaHHA Takoro akra o0 oTkase, akT NOANKCbIBaeTCS PabOTHUKAMM AITTEYHOM
OpraHu3aliuy (He MeHee Tpex).

MenuuvHckas — NPOAYKUMS — [epepacnpefeiseTcss  MeXIy  anTe4HbIMH
OpraHM3aUMAMM, B TOM HHcIe 14 obecnedeHUs IpaxiaH Nno pelernTtam, Haxo sauHMcs
HA rapaHTUPOBaHHOM 0becTieYeHHH.

7.5. Ha ocHoBaHMn vH(OPMALHMH YIIONHOMOYEHHOIO YUPEXKACHUS O nepeesie
MalUMeHTa K HOBOMY MECTY JKHTENIbCTBA Ha TePPUTOPUH Brnamumupckoit o6nacty, Tak u
32 €€ MPENebl, a TaKXKe €ro CMEPTH PELENT, MOCTABIeHHBIH HA rapaHTHPOBAHHOE
ofeclieyeHre, CHAMAETCA C y4eTa.

8. Yuer u KOHTPOIb

8.1. VYnonHoMoueHHas (apMaueBTHYECKAs OPraHU3aUMs eXeHEAENbHO MO
yeTsepram npeactasiasier B ' KY3BO «Llentp 3axynok» undpopmanuio o;

- TNPOBEOCHHOM  MepepacnpelencHu  MENMUHHCKOH MPOAYKUMH — Mely
anTeYHBIMH OPraHU3aLMAMH C YKa3aHHUEM CBeJIeHHH O HAaUMEHOBAHWH MeIMLUHCKOM
POy KLMH (BHA, HOpMa, JTeKapCTBEHHAs (opMa, J03UPOBKA, CEPHS U T.A.), KOJIUYeCTRa,
CYMMBI, OCHOBaHHE TNepepacrpesie/ieHus (cepus, HoMep, pellenTa, /laTa ero BhIHHCKH,
HaUMCHOBaHHE  YIIOJTHOMOYCHHOro  yupex/ienus, OHUO  naudenTa), gaHHBIX
FOCy1apCTBEHHOrO KOHTpaKTa (1aTa, HOMEp) O NMOCTaBKE MEAMUHHCKOMN MPOAYKLIMH,

- CBOJHEIIl peecTp penenToB, HOCTaBICHHBIX HA rapaHTHPOBAaHHOE obecrnedeHne
BBHIlY HEYJIOBICTBOPEHHOIO CTIPOCA HA MEAHUMHCKYO NPOAYKLIHIO.

8.2. TKY3BO «llentp 3akynok» ananusupyer u 0606lIaeT MpeacTaBieHHbIe
YTIOJIHOMOYECHHOH (papMaLleBTHYECKOH OpraHu3alleii JaHHbIE, B TOM YHCRE ¢ YHETOM
YCTAHOBJICHHBIX HHAMKATOPOB OLCHKH 3()(CKTHBHOCTH JIBIOTHOTO JIEKAPCTBEHHOrO
obecrieueHUst OTAENBHBIX KaTeropuil rpakxnaH BraauMHpCKod 06JacTH COTAacHoO
[punoxenuio 3 k Hactosiemy [lopsiaky, M eXCHeZeabHO NO MOHEAEIBHHKAM
HaNpaB/IsiCT AHATUTHHCCKYIO CIPABKY, CO/EPKAINYI0 CBEAEHHA © CHTYalUH C
JNICKApCTBEHHbIM 00eCMEYEHHEM OT/ENBHBIX KAaTeTOPHAX, TPHUMHAX, [PHHMMAEMBbIX
Mepax 1 MPETONKEHUAX B MUHHCTEPCTRBO 11 IPHHATUS COOTBETCTBYFOIINX PeLLIEHHI.

HNugukaropaMu  oleHKH  3(GEKTHBHOCTM  JLFOTHOIO JIEKapCTBEHHOr O
obecrneyeHUs OTIEBHBIX KaTETOpHH rpajiaH Bramgumupckoit obnactu nomumo
yKasaHHBIX B Ilpunoxenun Ne 3 Kk HacroslleMy NpHKasy SBISIOTCA TaKxe HalHdue
Kanod rpaknaH, NOCTYMHBIUMX B MuHMCTepCTBA O (akTax HeoBecrneyeHus
MCIMLIMHCKOA NPOMYKUHEH M HalHuUe CyAeOHBIX CMOPOB, CBA3AHHBIX C JIbFOTHDIM
JIEKAPCTBEHHBIM 00ecrecYeHHEM.

8.3. MuHHCTEpCTRO:

- C©KCHCAENbHO MO MATHHLHAM TIPU TOJYYCHUH WHO)OPMAUMH O HAJIMYHK
MEIULIMHCKOH MPOJYKIHK € OTPAHHYEHHBIM CPOKOM TOIHOCTH OCYILECTBIAET KOHTPOJh
3a COOMIOJICHHEM YIOJHOMOYEHHBIMU yupexaeHHsiMi U [KY3BO «LlenTp 3akynok»
HaACTOSALLEro ajirOPUTMA;

- B Cpok jio 05 4ncna Mecsua, CNEYIOIIETO 3a OTYETHBIM KBApTaioM,
MUHHUCTEPCTBO aHAMM3UPYET NPEACTaBIEHHYIO YIIOTHOMOYEHHOH (apmaleBTHYECKOH
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opraHuzaumeit 1 I'KY3BO «LleHTp 3akynok» vHbopMaluio, B cydae HecOOMIOAEHH
YCTaHOBJIEHHOTO MOps1Ka IPUHUMAET COOTBETCTBYIOIINE MEPHI.

- B cpok a0 Ol uMcna mecsala, CIEAYIOUIMM 33 OTYETHBIM KBapTanoMm,
I'KY3BO «llentp 3akynoxk» mnpeictariaseT B MMHHCTEPCTBO  UH(OPMAUHIO O
MPOBEAEHHBIX YMOJIHOMOYEHHBIMH YYPEX/IEHHUSIMH BO3BpaTax HeBOCTpeOOBAaHHOM
MEIHLMHCKON MPOAYKLUMH C OTPaHHUYEHHBIM CPOKOM TOJIHOCTH B TE€YEHHE OTUYETHOI'O
KBapTalia M NpUYMHax ee 00pa3oBaHus;

- TIPUHHMAET peEUIEHHS O IMPOBEACHHH B YIOIHOMOYEHHBIX YUPEXKAECHHAX,

I'KY3BO «llentp 3aKynok» KOHTpOJs 1O 0OECMEYEeHHI0 MeIULMHCKON MpoayKLHHU
OTIebHBIX KaTerOpHil rpaxiaH.
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[lpunoxxenue 3
K [lopsaky oprannszanuu padboTsl M0 BbIITUCKE
PELENTOB H 00ecreyeH 0 METHIIMHCKOM
IpOAYKUMEH OTAEAbHBIX KATETOpHH IpaxJaH
IIPH HEYIOBJISTBOPEHHOM CIIpOCE,
YTBEPXKICHHOMY IpuKa3oM MMHHCTEpPCTBA
3apaBooxpaHeHHs Briajqumupckoii obnactu

or 20.11.2024 No29-n

VHpuKaTopel olicHKH 5 }QeKTHBHOCTH JIBIOTHOTO JIEKAPCTBEHHOTO 00eCIIeueHH
OTACNBHBIX KaTeropui rpaxaan Bnapumupckoii obnactu

HanMmeHnoBanue wHaukaTopa OueHka

Y IOBJIETBOPHTEIIBHO I Hey10BJIeTBOPHTENLHO

I'KY3BO «Lentp 3akynox»

YpoBeHns o0ecriedeHHS CBOIHOMN 3asBKH Ha 90 - 100% meHee 90%
MEIHIMHCKYIO IIPOAYKIIHIO HA OMpeaesIe HHbII
NEePHO (MECALL, KBAPTAJl) IO aCCOPTUMEHTY
(MHH) 1 no cymme (%)

YpoBeHb 00ecmeyeHHs MeMLIHHCKO bomee 90% MeHee 90%
TIPOAYKLHH N0 TIPSIbLABICHHBIM B aITCYHBIE
OpraHu3aluy PenenTam MpH MePBUYHOM
o0OpauieHun

YPOBEHb rapaHTHPOBAHHOTO obecnevyeHus MeHee (% Bonee 10%
MEIHLIHHCKON IIPOAYKIIHH N0 OTHONICHHIO K
CPETHEMECAYHOMY KOJIMUCCTRY
NpeAbABICHHBIX pelenToB (%)

OrHomeHye 0GbeMa Ha3HAYCHHBIX 100 % MeHee 90%
JIEKapCTBEHHBIX MIPETAPATOB IS
METUIMHCKOrO NPUMEHEHUSA, MeJHLIMHCKIUX
M3JEITHH, a TAKKE CHEHATH3HPOBAHHBIX
NMPOOYKTOB NEUeOHOr0 MUTAHUA IS JeTeli-
HHBAIHAOB K 00BEMY 3aKyILIEHHBIX
JIEKAPCTBEHHBIX NMPENapaToB st
MEAHLIHHCKOrO IPUMEHCHHS, MEIMLHHCKHX
M3JIC;IHH, a TAKKE CIELHATH3HPOBAHHBIX
IIPOJYKTOB JIedeOHOI0o NHTAHHSA 18 JeTek -
HHBAJIMIIOB B HATYPaTBHOM BhIPAXKEHHH 3a
OTYETHBIH nepro (%)

YnoaHoMoyeHHnIe YUPCHICHUA

OTHoneHHe KOHYECTBa PELCIITOR HA 0% Bonee 10%
JEKAPCTBCHHBIE [IPENAPAThl AN MEAULHUHCKOTO
NPHUMEHCHHS, METMUHHCKUE U3JCIIHS, & TAKKE
CHEUHATH3HPOBAHHEIE TPOJYKTHI JIeueGHOTO
MHTAHUA 111 AETEH -HHBAIMI0B, 0QOPMIEHHBIX




C HApyIIEHHEM YCTAHOBJICHHOIO MOPAIKA. K
KOJHUYECTBY pELIENTOBR HA IEKApCTBEHHEIE
Npenaparhbl A1 MEAHLHHCKOrO IPUMEHEHHH,
MEIHLIMHCKHE H3ICIHS., a TAKXKE
CHELHATM3MPOBAHHEIE MPOAYKTHI JeueOHOro
MHTAHHA A 1eTeH-HHBAIMN0B,
NpeIbABICHHBIX B allTEYHBIE OPraHu3aliy 3a
ot4eTHbli nepuoa (%)

OTHOUIEHHE KONMYECTBA MPEIbABICHHbIX K
00CNY>XHBAHUIO PELIENTOB Ha JIEKAPCTBCHHBIE
npenapaTsl A1 MEAULMHCKOrO MPUMEHEHHH,

MeIMLIHHCKHE M3JIE/IHA, a TAKXKe
CHeLHATH3HPOBAaHHLIE NPOAYKTHI JeuedHOoro
DHTaHUSA IS JIeTeH-HHBAMUIOB, K KOJIUYECTBY
BbIMKHCAHHBLIX PELETITOB Ha JIeKapCTBEHHbIE
npenaparsl ;U MEJUIIHHCKOIO IPHMEHEHHH,
MeIHLUHHCKHE H3JENHA, a TaKxkKe
CHelHATH3IHPOBAHHLIE MPOAYKTLI TeuebHoro
MUTAHUSA JUIS JETeH-HHBANH/IOB 32 OTUETHBIH
neproa (%o)

100 %

MeHee 90%

OTHOUIEHHE KOTHYECTBA YA0BIETBOPEHHBIX
(MpU3HaHHBIX 00O0CHOBaHHBIMH) Xanood B
001IeM KOIHYeCTBE XKano00, MOCTYIIHBIIKX OT
rpaxiad, NpoXHBAKIINX HAa TEPPHTOPHH
BranuMupekoit obsiacty, B CBA3M ¢
HEBBIIOJHEHHEM (HEHALTEXKAIIUM
HCMOTHEHHEM) JOJKHOCTHBIM JIULIOM
(OIXHOCTHBIMH JIMLAMH) MOTHOMOYHH
Poccuitckoit Deaepaunun no opraHu3zalui
obecrneyeHHs rpax/jal, HMEIOLUUX NMPaBoO HA
MOJIYYEHHE roCyAapCTBEHHOM COMALHOR
IIOMOIIH W Mep COLUHATBLHOH MOANEPXKKU B
BHJIe 0OecreyeHus TeKapCTBEHHbIMH
mpenapaTaMi U1 MEJWLUHCKOTO TPUMEHEHHA,
MEIHIIHHCKUMH H3JEHAMH, a TAKXKe
CMEUHATU3UPOBAHHBIMH [TPOLYKTaMHU
7e4e0HOro IUTAHUA [UIA A€ Teli-HHBAJIH/IOB 32
OTUeTHBIH nepuoi (%)

0%

Bbomee 10%




