JEIMMAPTAMEHT CMOJIEHCKOM OBJIACTH MO 3/IPABOOXPAHEHUIO

IIPUKA3

17.08.2018 Ne 969
00 YTBEPKICHUH Pernmamenra
B3aHUMOJECUCTBHUS Y4aCTHHUKOB
JIBIOTHOTO OOEeCIeUeHusT HaceIeHUs
CMoeHcKoi o0acTn
JICKapCTBEHHBIMHU npernapaTaMu,
MEIUINHCKAMHA A3IETUSIMA 51

CTIIEIUATM3UPOBAHHBIMU  TTPOTyKTAMHU
Je4eOHOTO TUTAaHUS W OpTaHU3AIHNH
JIBIOTHOTO JICKapCTBEHHOTO
obecrnieueHus Ha TEPPUTOPUH
CMoI1eHCKOI 00J1acTH

B nensx wucnonnenus ®enpepanbHoro 3akoHa oT 17.07.1999 Ne 178-03
«O TocymapcTBEHHOM colMaabHOW moMoin», PenepanbHoro 3akoHa oT 21.11.2011
No 323-®3 «O0 ocHOBax oOXpaHbl 3J0pOBbsi TrpaxnaHn B Poccuiickoit denepanumny,
®enepanpHoro 3akoHa oT 06.10.1999 Ne 184-d3 «O0 o0mmx npHHIMNAX OpraHU3aluu
3aKOHOAATEIbHBIX (MPEICTABUTEIbHBIX) U HMCIOJHUTEIBHBIX OPraHOB rOCYAapCTBEHHOMN
BiactTu cyobekToB Poccuiickoit denepaunny, denepanbHoro 3akonHa ot 12.04.2010
No 61-®@3 «O06 obpalieHUn JE€KapCTBEHHBIX CPEACTB», 00JacTHOrO 3akoHa oT 28.12.2004
No 114-3 «O 3npaBooxpaneHuu B CMOJICHCKOM 00J1aCTH», MOCTAHOBJICHUSI A IMUHUCTpALlUU
Cmonenckoit oosnactu ot 15.02.2005 Ne 36 «O6 obecrieueHnH OTAEIBHBIX TPYIIT HACEIEHUS
CmMoneHCKkON 00JacTH JIeKapCTBEHHBIMH TIpenapaTamMi, MEIUIMHCKUMHU U3JETUSIMUA U
CHEIUATN3UPOBAHHBIME TTPOYKTAMHU JIEYEOHOTO TMUTAHUS, OTIYCKAEMBIMH IO perenTam
Bpadeil OECIUIATHO WU C MSTHACCITHIPOIEHTHON CKHUIKOW» B YacTH OpPTaHU3AINH
obOecrieuenus HaceneHus CMOJIGHCKOW 00JacTH  JICKAPCTBEHHBIMH  IIpemapaTaMu,
MEUITMHCKUMU U3EHSIMU U CTICITHATM3UPOBAHHBIMU MTPOIYKTAMH JIEYCOHOTO MUTAHUS

MpPHUKa3BblBalo:

1. YT1BepauTh  npuiaraeMblii  PerimaMeHT B3aMMOJECHCTBUS ~ YYACTHUKOB
JBrOTHOrO  obecrmeueHus  HaceneHus  CMOJEHCKOM — o0nacTh  JIEKapCTBEHHBIMU
npenapataMy, MEAUUMHCKUMH U3JIEIUAMU U CHELUAIU3UPOBAHHBIMU MPOLYKTAMU

Per. Ne Ne0969 ot 17.08.2018, IToanucano DI1: BoiiroBa Enena HuxonaesHa, IlepBblii 3amecTuTens HayansHuKa Jlenapramenra 17.08.2018 17:57:16,
PacneyaTan
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7ne4eOHOTO THWTAaHWA W OpPraHW3aIMH JILTOTHOTO JIEKAPCTBEHHOTO OOECTICUYeHHUs Ha
tepputopun CMoeHcKo# o0nacTu (nanee - Pernmamenr).
2. KoHTpob 3a HCIIOJIHEHWEM HACTOSIIETO MPUKa3a OCTABIISIO 33 COOOM.

N.o. navanbHuka /lenapramenTa E.H. BoiiToBa

YTBEPX/IEH



npuka3oM JlemaprameHnra
CMmoneHckol obnactu 1o
31paBOOXPAHEHUIO

oT Ne

PETJIAMEHT
B3aUMOJAEHCTBHS Y4aCTHHUKOB JbI'OTHOI'O o0ecneueHusi HaceaeHuss CMoJIeHCKOI
o0J1acTH JEKAPCTBCHHBIMHU NpenaparaMmu, MCAUIIMNMHCKUMA U3JCJIUSIMHU U
CIICIMAJIN3UPOBAHHBIMA NPOAYKTAMHA JiedeOHOro NMUTAHUS U opraHm3anuu
JbI'OTHOI'0 JIEKAPCTBCHHOI'0 o0ecrneueHus: HA TEPPUTOPUHA CMoJ1eHCKOli 00J1aCTH

1. O01mue moJioKeHUS

1. Hacrosmumii PermameHT peryaupyer B3auMOJEHCTBHE YYACTHHKOB JIBIOTHOTO
oOecnieueHus HaceiaeHus: CMOJIEHCKOM 0OJacTH (Jlajnee TakKe - JIbIOTHbIE KaTeropuu
rpaXJaH)  JICKADCTBEHHBIMM  MpenapaTtamM,  MEOUUMUHCKUMH  U3JEIUAMH U
CHEIUATN3UPOBAHHBIMM  MPOJYKTAMH JICYEOHOTO THUTaHUS B paMKax MporpaMm
oOecrieueHUsT  HEOOXOJUMBIMU  JIEKAPCTBEHHBIMU  TIpemapaTtaMu,  MEAUIIMHCKUMU
U3JIETUSMUA U CIICIUATM3UPOBAHHBIMU MPOyKTaMU JIEYEOHOTO MUTAHUS 33 CUET CPE/ICTB
o0slacTHOr0 ¥ (efepaibHOTO OIOKETOB (Jlajiee TakKe - JIbIOTHOE JIEKapCTBEHHOE
oOecrieyeHne) U OpraHu3alry JIbFOTHOTO JIEKAPCTBEHHOTO OOECIEYEeHHs] Ha TEePPUTOPUHU
CmoneHckol 00aacTH.

s ueneit npuMmeHenus myHkra 1 Hacrosimero Pernamenra:

1) mox mporpammamu obecrieueHust HEOOXOIMMBIMU JIEKAPCTBEHHBIMU MperapaTamMu,
MEIULIUHCKUMHU HU3ACIUAMHU U CHELHAIU3UPOBAHHBIMUA MPOAYKTAMU JIEYEOHOTO MUTAHUS
MMOHUMAETCH:

- opraHu3zanus odecreueHus rpaxaad, BKIIOUeHHbIX B DenepanbHbli perucTp Juil,
MMEOIIMX NPaBO Ha IMOJYy4YEHUE TIOCYJAapCTBEHHOM COLMAJIBHOM IMOMOUIM, U
HE OTKAa3aBILIUXCA OT MOJYYECHHS COUHAIBHON YCIYTH, IPEAyCMOTPEHHON MyHKTOM | yacTu
1 cratbu 6.2 @enepanbHoro 3akoHa ot 17 utonst 1999 roga Ne 178-D3 «O
rOCyJJapCTBEHHOM  COLMAIbHOW TOMOIIM»  JIEKAPCTBEHHBIMU  Mpenaparamu  JJis
MEIUIIMHCKOTO0 IPUMEHEHHUS 10 PELENTaM Ha JIEKapCTBEHHBIE MpenapaThl, MEAUIIMHCKUMU
U3IENUSIMUA IO pelenTaM Ha MEIWLMHCKUE H3JENHs, a Takke CHelHalu3upOBAHHBIMU
MPOyKTaMU JIe4eOHOT0 MUTAHUS JIsl IeTe-UHBAJIU/IOB,;

- opranuzanusi o0ecreueHus: OTAENbHbIX Ipymi HaceiaeHus: CMoneHcKol obnacTu
JIEKapCTBEHHBIMU TIperapaTaMy, MEAUIMHCKUMH HW3IETUSMU U CHEIUaTIU3UPOBAHHBIMU
MPOyKTaMHU JIEUeOHOTO MUTAHUS, OTITYCKaeMbIMH IO pellenTaM Bpauel OecIaTHO WM C
MATUIECATUTIPOLICHTHON CKUAKOM B paMKaxX MOCTaHOBIEHUsI A MUHHCTpaud CMOJIEHCKOM
obnactu oT 15.02.2005 Ne 36 «O6 oOecnieueHnr OTACIbHBIX TPy HaceaeHus: CMOJIEHCKOU
o0NacTH  JICKapCTBEHHBIMH  TIperapaTamu, MEIUIMHCKUMU  U3ACIHUSIMU |
CHEIUATN3UPOBAHHBIMY TTPOYKTAMHU JIEYEOHOTO TMUTAHUS, OTIYCKAEMBIMH IO perenTam
Bpadeil OECIUIaTHO WJIN C MSATHACCATUIPOIIEHTHOW CKUIKOW», B TOM YHCJIE OpraHU3aIus
oOecrieueHnss TpaXJaH JIGKAPCTBEHHBIMH TMpenapaTtaMd H  CHCIHATM3UPOBAHHBIMU
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MPOIyKTaMH JICYEOHOTO TUTAHUS JJIA JICUCHHS 3a00JIeBaHU, BKIIFOYCHHBIX B TMEPEUCHD
KUZHEYTPOKAIOIMUX W XPOHMUYECKHX MPOrpecCUpyronmx  penkux  (opdaHHBIX)
3a001eBaHUM, TPUBOJAIIMX K COKPAIICHUIO TPOIOJKUTEILHOCTH KU3HU TPaXIaHUHA WIIH
WHBAJIUIHOCTH, MPENYyCMOTpEHHBIM 4acThlo 3 crtathu 44 @DenepanbHOro 3aKOHA OT
21.11.2011 Ne 323-®3 «OO0 ocHOBax OXpaHbl 370pOBbA TpaxaaH B Poccuiickoii
denepannmny;

- opraHuzaius oOecredeHus: Jinll, OOJBHBIX TeMo(uinel, MYKOBUCIHI030M,
runogu3apHelM HaHU3MOM, Oo0se3HbI0 [olle, 37I0KauyeCTBEHHBIMH HOBOOOPA30BaHUSMU
TUMGOUTHOM, KPOBETBOPHOM M POACTBEHHBIX UM TKaHEW, PacCEsTHHBIM CKJIEPO30M, JIUI]
MOCJIC TPAHCIIAHTAIIMKA OPTaHOB W (WJIM) TKaHEH JIEKApCTBEHHBIMHM TIperapaTaMu (aiee -
7B3H — «CeMb BBICOKO3aTPaTHBIX HO30JIOTUI»);

2) o]l y4aCTHUKAMHU JIbTOTHOTO JIEKAPCTBEHHOTO 00€CTICUCHUSI TOHUMAIOTCS:

- Jlemaptament CMOJIEHCKO# 00JIaCTH 10 3/IpaBOOXPAHEHUIO;

- 00JIaCTHOE TOCYIapCTBEHHOE AaBTOHOMHOE YUYPEXKICHHE 3APABOOXPAHECHHUS
«CmMoneHckuit 00J1aCTHOM MEAUITMHCKUHN TIEHTPY;

- 00JIaCTHOE TOCYJapCTBEHHOE AaBTOHOMHOE YUpEXKJCHHE 3APaBOOXPAHCHUS
«CMosieHCKUH 00JTaCTHOM METUIIMHCKUN NH()OPMAITMOHHO-aHATTUTUYECKUN LIEHTPY;

- MEJUIIUHCKHE OpraHu3alluy B IOHSATUHU, TAaHHOM B CcTaThe 2 DeAepallbHOrO 3aKOHA
or 21.11.2011 Ne 323-®3 «O06 ocHOBax oXpaHbl 3/I0pOBbsi TpaxkaaH B Poccuiickoi
denepannny;

- anTe4yHble OpraHu3alliy, WHJIUBUAYAJIbHbIC MPEANPUHUMATEIN, HWMEIOIIUE
JULIEH3UIO0 Ha (hapMalleBTUYECKYIO ACSATEIbHOCTb.

2. Hacrosmmii PermaMeHT pa3paboTaH ¢ IENbIO OMPEIENICHUs €ANHBIX TPeOOBaHMIA
M0 OpPraHu3alMKU JFOTHOTO JIEKAPCTBEHHOr0 oOecredyeHus Ha TeppuTopuu CMOJIEHCKOM
obsiactu B cooTBeTCTBUU ¢ DenepanbHbiM 3ak0HOM OT 17.07.1999 Ne 178-D3 «O
roCyAapCTBEHHOM COIMAIIBHON oMotmn», GenepanbHbiM 3akoHOM OT 21.11.2011 No
323-®3 «OO6 ocHOBax OXpaHbBl 370pOBbS TpaxkaaH B Poccuiickoit denepamumy,
®enepanbHbiM 3aKOHOM OT 06.10.1999 No 184-D3 «O06 00mUX MPUHIUINAX OPraHU3AIUN
3aKOHOAATENbHBIX (MPEICTABUTEIbHBIX) U HCIOJHUTEIBHBIX OPraHOB TOCYJapCTBEHHOMU
BIacTu cyobekToB Poccuiickoit @enepannmy, GeaepanbubiM 3akoHOM OT 12.04.2010 Ne 61 -
®3 «O06 obpareHun JIEKapCTBEHHBIX CPEICTB», 00JACTHBIM 3akOHOM OT 28.12.2004 Ne
114-3 «O 3apaBooxpaneHrr B CMOJIEHCKOM 00J1aCTHY, IIOCTAHOBIICHUEM AJIMUHUCTPAIIAN
Cwmonenckoit o6mactu ot 15.02.2005 Ne 36 «O6 obecrieueHnn OTACIbHBIX TPYIIT HACETICHUS
CwmoieHCKOM 00J1acTH JIGKAPCTBEHHBIMM TpernaparamMu, METUIUHCKUMHM H3JICTUIMHU U
CIICMATU3UPOBAHHBIMU MPOJIYKTAMU JIEYEOHOTO MUTAHUS, OTITYCKAa€MbIMU TIO pelenTam
Bpaueld O€CIUIaTHO WJIM C MATHACCATUIIPOIEHTHOM CKUIKOW» H JAEHCTBYIOIIUMU
HOPMATHBHO-METOIMUECKUMH  JOKYMEHTaMH MuHucTepcTBa  3apaBOOXPAHCHUS
Poccuiickoii @enepannu, OenepaibHON CIy>KOBI 110 HAA30PY B chepe 31paBoOOXpaHEHUs U
coranabHoro passutusi, [lencuonHoro ¢onaa Poccuiickoit denepanuu u JlenaprameHra
CmoneHckoi 00J1aCTH MO 3[paBOOXPAHEHUIO.

1. OcHOBHBIE QYHKIMH YYACTHUKOB JIbIOTHOI'0 JIEKAPCTBEHHOI0 00ecrevYeHus
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1. JemaprameHnT CmoseHckoit obsacT 1o 3APAaBOOXPAHEHUIO
(nanee - lemapraMeHT):

1.1. OpranusyeT JIbroTHOE JeKapCTBEHHOE 00ecIeYeHHeE.

1.2. KoopaunupyeT AesSTEIbHOCTb YYaCTHUKOB JIbITOTHOTO JIEKAPCTBEHHOIO
oOecrieueHusl.

1.3. TIpoBoAUT 3KCIIEPTU3Y KauecTBa MEAMIIMHCKON MOMOIIY MPU OCYIIECTBICHUN
BEJIOMCTBEHHOTO KOHTPOJISl KaueCTBa U 0€30MaCHOCTH METUIIUHCKOM JIeATETbHOCTH.

1.4. ®opmMupyeT U BeIeT pEerucTp Bpauen u QenbaiepoB, BEAYIUX aMOyIaTOPHBIA
NpUEéM U HUMEIOIIMX IMPABO HA BBIMHCKY PEIENTOB JIbITOTHBIM KAaTEropusM TpakJaH Ha
tepputopur CMOJICHCKOM 007aCTH B COOTBETCTBHH C NMPABOBHIM akTOM JlemapTaMeHTa.

1.5. ®opmupyeT U BEAET PETUCTP aNTEUYHBIX W MEIUIIMHCKUX OpraHu3aiui,
YY4acCTBYIOIIMX B JBIOTHOM JIEKAPCTBEHHOM OOECIEYEHUU B TOPSIAKE, YCTaHOBICHHOM
npukaszoM /lermapramenra.

2. O0sacTHOE roCyIapcTBEHHOE ABTOHOMHOE Y4Ype:KIAeHHe 3APaBOOXPAHEHHS
«CMoJIeHCKH# 00J1aCTHOI MeTMIIHHCKUH neHTp» (1ajiee — OIAY3 « COMI»):

2.1. YyacTByeT B OpraHu3alliy JbIOTHOTO JIEKAPCTBEHHOTO O0ECIIEYeHHs, KOTOPOE
BKJIIOYAET B ce04:

- OCYUIECTBJICHHE MPUEMKH JIEKAPCTBEHHBIX MpPENapaToB, MEAUIUHCKUX U3IEIUN U
CHEIUATN3UPOBAHHBIX MTPOYKTOB JIEUEOHOTO MUTAHUS OT IMOCTaBIIUKOB;

- XpaHEHHUE, KOMIUICKTOBAaHME M JIOCTABKy JICKAPCTBEHHBIX IpEenapaTos,
MEIUIMHCKUX W3JEIUNd U CHEHUATM3UPOBAHHBIX MPOIYKTOB JICUEOHOrO0 MUTAHUS B
anTeyHbIE OpraHU3aluu;

- OTHYCK  JIGKapCTBEHHBIX  IMpPENapaTroB,  MEAUIMHCKUX  U3ACIHN U
CICMAIU3UPOBAHHBIX TPOJYKTOB JICUEOHOr0 NHUTAaHUS IO pelenTaM Bpadel uepes
anTeyHbIE OpraHU3aluu;

- o0OecreueHrne KadecTBa JICKAPCTBEHHBIX MpEnapaToB, MEIULIUHCKUX H3JCTUNA U
CHEIUATN3UPOBAHHBIX MTPOTYKTOB JICUEOHOTO MTUTAHUS;

- o0ecrieyeHue pexnma oOMeHa wuHGOpMalMe O HAJIWMYUU U TOCTaBKax
JIEKapCTBEHHBIX MPENapaToOB, MEAULIUHCKUAX U3EIUN U CIEHUATN3UPOBAHHBIX MPOIYKTOB
7e4eOHOTO MUTAHMUS.

2.2. B cmydyae HE0OXOAMMOCTH OCYIIECTBISET 3aKYIKY (B TOM YMCIIE OPraHU3yeT
oTpeseieHre MOCTABIIMKOB) JICKAPCTBEHHBIX MPENapaToB, MEAUIIMHCKUX U3IEITHI, a TAKKE
CIICMATU3UPOBAHHBIX MPOIYKTOB JIEUEOHOTO MUTAHUSI B COOTBETCTBUM MOCTAHOBJICHUEM
AnmvunaucTparun CMmosenckoit oomactu ot 15.02.2005 Ne 36 «O6 obecrieueHUH OTACTBHBIX
rpymnn HaceleHus:s CMOJIEHCKOM 00JIaCTH JIeKapCTBEHHBIMHU TperapaTaMmu, MEIUIIMHCKUMU
V3ACIUSIMU U CHIEUUAIM3UPOBAHHBIMU MPOIYKTaAMH JICYEOHOTO MUTAHUS, OTIYCKAEMbIMU
0 perenTaM Bpauei 0eCIIaTHO WU C TIATUACCITUIIPOIICHTHON CKUIAKON .

3. Obs1acTHOe TroCyIapCcTBEHHOE ABTOHOMHOE Yy4YpesKIeHHe 3APABOOXPAHEHUsI
«CMOIeHCKMH 00JIaCTHOM MeIMUUHCKUN MH(POPMALMOHHO-AHAJTUTHYECKHN LEHTP»
(nanee - OI'AY3 «COMHAILLY):

ObecnieunBaeT (yHKIUMOHUPOBaHHE HWH(GOPMAIIMOHHBIX pecypcoB (0a3 TaHHBIX)
MPOTPAaMMHBIX TPOAYKTOB «3mpaB-uHpo», «llomukmnHuka-MOHUTOPUHT JIBTOTHOTO
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JIEKapCTBEHHOTO oO0OecTnedeHus», «AnTeka-MOHUTOPUHT JIBITOTHOTO JIEKAPCTBEHHOTO
obOecnieuenus», «Bunpeructpy u «lloTpeObHocTh JexapcTBeHHbIX cpenacts  1JIO»,
UCIOJIb3YEMbIX B OpraHU3alUU JIOTHOTO JIEKAPCTBEHHOTO 00ECTIeUeHuS.

4. MeauIMHCKNE OPTraHU3AUN:

4.1. Tlpu oka3zaHuUM TEPBUYHON MEIUKO-CAHUTAPHOM MOMOIIM M MAJIMATUBHOU
MEIUIIMHCKON TMOMOIIM B aMOYJATOPHBIX YCIOBUAX OCYIIECTBIISIIOT Ha3HAYEHUE U
BBIITMCHIBAHUE JIEKapCTBEHHBIX IIpenapaTos, MEIULMHCKHAX 1563 (11207 U
CHEIUATN3UPOBAHHBIX MPOAYKTOB JI€U€OHOTO MUTAHUS JIBTOTHBIM KaTETOPUSIM Ipak/iaH B
MOPSJIKE, YCTAHOBJIEHHOM 3aKOHOAATENbCTBOM Poccuiickon denepanuu.

4.2. @opMuUPYIOT CIOHUCOK Bpaudeil, MNPUHUMAIOIIUX Yy4YacTHE B JILTOTHOM
JIEKapCTBEHHOM OOECIICUEHUH.

4.3. OnpenensitoT NOTPeOHOCTh JIBIOTHBIX KATErOpUid IpaklaH B JIEKAPCTBEHHBIX
npemnaparax, MEAUIMHCKUX M3ICIUSIX M CICIUAIN3UPOBAHHBIX MPOAYKTAX JIEYEOHOTrO
MATAHMUS.

4.4. Benyt nepcoHU(UIMPOBAHHBIN YYET JIbITOTHBIX KAaTETOpUU TpakKJaH MO HX
3a00J1€BaHUSIM.

4.5. OcCyLIeCTBISIIOT BEACHUE Yy4Ye€Ta M OTYETHOCTH B CIy4yasx U TMOPSAKE,
MIPEyCMOTPEHHBIX 3aKOHOAATEIbCTBOM Poccuiickon denepanuu.

4.6. UHGOopMUPYIOT JBIOTHBIX KaTErOpU TpakJaH 00 anTeUHbIX OpraHU3allUfiX,
WHJUBUyIbHBIX TMPEANPUHUMATENSIX, UMEIONIUX JHUICH3UI0 Ha (dapMaleBTUYECKYIO
JNEATENBHOCTh, OCYIIECTBIAIOIINX OTIYCK JIEKAPCTBEHHBIX MPENApATOB, MEIUIIMHCKUAX
M3ICIUA U CHEIUaTU3UPOBAHHBIX MPOAYKTOB JEYEOHOTrO MUTAHUSI B PaMKax JIbITOTHOIO
JIEKapCTBEHHOT'0 00ECIICUCHHUS.

5. Anre4yHble OPraHu3aluM, UHAUBUAYAJIbHbIC NMPEeANPHHAMATEIH, UMEIOIIUE
JIMIEH3UI0 HA (papMalieBTHUYECKYIO AeSITeJIbHOCTD (JaJiee - aTeYHbIe OPraHUu3aIun):

B pamMkax JbroTHOro JEKapCTBEHHOTO OOECTIEUYEHHUs OCYIIECTBISIIOT OTIYCK
JIEKAPCTBEHHBIX MPENAPATOB, MEAUIMHCKUX U3ACIUN U CHCHUATM3UPOBAHHBIX MPOITYKTOB
7ne4eOHOrO0 TMHUTaHUS JBIOTHBIM KATErOpUSIM TpaXJaH B CIydasX ¢ TOPSIJIKE,
YCTaHOBJIEHHBIX 3aKOHOIATENbCTBOM Poccuiickont denepanum.

I11. Opranu3zanus JbroTHOIO JEKAPCTBEHHOI0 00ecrieYeHus1 HA TePPUTOPUH
CMoJieHcKoil 001acTH

B memsx oOecrieyeHust JBIOTHBIX KAaT€rOpUd TpaXkJaH JIEKaPCTBEHHBIMU
npenaparamy, MEAMIUHCKAMHU M3JENUSIMU U CIEUMATM3UPOBAHHBIMU  MPOAYKTaAMHU
7e4eOHOr0 MUTAaHUS YYACTHUKH JBTOTHOTO JIEKAPCTBEHHOTO 00ECIIEYeHHS OCYIIECTBIISIOT:

1. JlemaprameHT:

1.1. Opranu3yeT MNOpUKPEIUICHWE aNTeYHbIX OpraHu3aluid K MEIUIMHCKUM
OpraHu3alusM i OOecHedyeHHs] JbIOTHBIX KAaTeropuil rpaxkIaH JIeKapCTBEHHBIMU
npenaparamMy, MEAMLIMHCKAMU M3JENUSIMU U CIEHHATM3UPOBAHHBIMUA MPOAYKTAMHU
Je4eOHOro MUTAaHUSI B COOTBETCTBUH C MTPABOBBIM aKTOM JlenmapTaMeHTa.

1.2. JloBoguT 10 CBEACHUS WHBIX YYaCTHUKOB JIBTOTHOTO JIEKAPCTBEHHOTO
oOecrieueHnsT TPaBOBbIE AaKThl, a TaKKe HOPMATUBHO-METOIUYECKUE JTOKYMEHTHI



MunuctepctBa 3apaBooxpanenus Poccuiickoit ®@enepanun, denepanbHON CITyXObI IO
HaA30py B cdepe 3IpaBOOXpaHEHUS M COIMaNbHOro pa3Butus, [leHcnonHoro Qonma
Poccuiickoit @enepanuu, periaMeHTUPYIOIIME OPTraHU3alUI0 JIBFOTHOTO JIEKAPCTBEHHOTO
oOecrieueHusl.

1.3. Opranusyer KOHTPOJb 32 BEJICHHUEM PEruCTPOB MEPCOHUPUIIUPOBAHHON
NOTPEOHOCTH JILIOTHBIX KATETOPU IpaXKJaH B JIEKAPCTBEHHBIX MperapaTax, MEIUIIMHCKUX
U3JIETUSAX U CHCIHATM3UPOBAHHBIX MPOAYKTaX JI€YeOHOTO IMUTAaHUS B COOTBETCTBUU C
IpaBOBBIM akTOM JlenmapTameHTa.

1.4. JloBoguT A0 CBEACHUS PYKOBOJAMUTENEH MEIMUMHCKUX opraHu3aumii, OI'AY3
«COMLl» wHbOpMAIMIO O TMPOBOAMMBIX 3aKyIlKaX JIEKAPCTBEHHBIX IpENapaTos,
MEIUIMHCKUX U3ACIUI U CIIEHUAIM3UPOBAHHBIX IPOYKTOB JIEUEOHOTO MUTAHUSI.

1.5. OcymiecTBisieT KOHTPOJb OOECIEUYeHUsl JbIOTHBIX KAaTerOpui rpaxkaaH
JIEKapCTBEHHBIMU TMperapaTamM, MEAUIMHCKUMU H3ACIUSIMU U CHEIHATIM3UPOBAHHBIMU
MpOAYKTaMU JIE4EeOHOr0 TMHUTaHUsA IO pelenTaM, MPUHITBIM HAa OTCPOUYCHHOE
00cITyKUBaHHE.

1.6. Opranusyet KOHTPOJIb 32 BEACHUEM U aKTyalu3aluen dJIEKTPOHHOTO PErucTpa
JIU11, UIMEIOIIMX MPaBO Ha JIOTHOE JIEKAPCTBEHHOE 00ECIIEYEHUE B paMKax MOCTaHOBICHUS
AnmvuaucTparuu CMoseHckoi oomactu ot 15.02.2005 Ne 36 «O6 oGecrieueHUH OTACIBHBIX
rpynn HacesneHuss CMOJIEHCKOW 00JIaCTH JIEKAPCTBEHHBIMU TIperapaTaMu, MEIUIIMHCKUMU
U3JICTUSMUA U CHEIUATM3UPOBAHHBIMU MPOAYKTAMHU JICYEOHOTO MUTAHMS, OTITYCKAEMbIMU
M0 perentaMm Bpaued OeCIUIaTHO WM € [ATHACCATUIIPOIEHTHOM CKUAKON», B
nHpOpMaIIMOHHON 0a3e MpPOrpaMMHOrO MpojaykTa «BuHperucTp» B COOTBETCTBUHM C
ITPaBOBBIM aKTOM JlemapraMeHTa.

1.7. OcyuiecTBisieT BEIOMCTBEHHBI KOHTPOJb KadecTBa M 0O€30MacHOCTH
MEJIUIIMHCKON JIEATEIbHOCTH MEAUIIMHCKUX OpraHu3aIui.

1.8. OcymiecTBIsSeT IPUEM M PacCMOTPEHHUE OOpaIIeHW TpakJaH MO BOIMPOCaAM
JBIOTHOTO JIEKAPCTBEHHOTO 00ECIIEYEHUSI.

1.9. YcranaBnuBaeT mopsiiok 00ecreueHust IbIOTHBIX KaTEropuil TpaxaaH B paMKax
nporpammbl  7B3H  — «CeMb BBICOKO3aTpaTHBIX HO3OJOTHID»  JIEKAPCTBEHHBIMU
npenapaTaMu.

2. OTAY3 «COMI»:

OcymecTBisger CBOM (YHKIMH KaK YYacCTHHKA JIbTOTHOTO JIEKAPCTBEHHOTO
obecrieuenus B cootBeTcTBUM ¢ YcTtaBoM OI'AY3 «COMILly», ®denepaibHbIM 3aKOHOM
or 18.07.2011 Ne 223-®3 «O 3akynkax TOBapoB, paOOT, yCIyr OTAEIbHBIMUA BUIAMU
IOPUINYECKUX JIUI, [1070KeHeM 0 3aKyIKe, YTBEP)KACHHBIM Ha0II0AaTEIbHBIM COBETOM
OI'AY3 «COMIly, noctanoBinenueMm A nMuHucTpanuu CMoOJIEHCKON 00acTr oT
15.02.2005 Ne 36 «O06 oGecrnieueHnM OTAEIBHBIX IpyMn HaceneHus: CMOJIEHCKOM 001acTu
JIEKApCTBEHHBIMU TperapaTamM, MEAUIMHCKUMU H3ACIUSIMU U CHEHHUATU3UPOBAHHBIMU
MPOAYKTaMU JIeUeOHOr0 MUTAHUS, OTITYCKaeMbIMHU TI0 pelenTaM Bpaueid OecraaTHO WU C
MATUACCATUIIPOIIEHTHON CKUJIKOM», a TAaK)KE 3aKII0UYaeMbIMH COTJIAIICHUSIMU, MTPEIMETOM
KOTOPBIX SIBJIIETCSI OCYILECTBICHUE COBMECTHOM NESATEIBHOCTU MexAy JlemapTaMeHTOM,
OI'AVY3 «COMI» u OI'AY3 « COMHUAL.

3. O'AY3 « COMUAL»:
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OOecnieunBaeT aBTOMAaTUYECKOE OOHOBIIEHWE WH(GOpPMAIMOHHBIX (0a3 JaHHBIX)
IPOrpaMMHBIX MPOAYKTOB «311paB-uHpo» - kaxabie 3 yaca, «llonukiuauka - MOHUTOPUHT
JBIOTHOTO  JIGKAPCTBEHHOTO  o0ecredyeHus»,  «Amnreka-MOHUTOPUHT  JIbTOTHOTO
JIEKapCTBEHHOTO olecrieueHus», «Bunpeructp» B pexxume «On-naitn» u «IlotpeOHOCTH
nexkapcTBeHHbIX  cpeAcTB  JIJIO», wucnonb3yemblx B OpraHu3alldd  JIbIOTHOTO
JIEKapCTBEHHOT'O 00ECTICUCHHUS.

4, MeaMuMHCKHE OPTraHU3alMuU:

4.1. OcyuiecTBISIIOT BEJCHHE MEAUIIMHCKON JOKYMEHTAIlMM TP OKa3aHHUH
MEIUIIMHCKOW TOMOIIH JIbTOTHBIM KaTErOpUsM rpaxaaH B COOTBETCTBUM C TPEOOBAHUSIMHU,
YCTaHOBJICHHBIMH 3aKOHOJATENbCTBOM Poccuiickon ®@enepanum.

4.2. OcymecTBASIOT XpaHEHHE U YYET PELENTypHbIX OJaHKOB, MPEIHAa3HAUECHHBIX
JUISL  BBIMHUCBHIBAHUSI  JICKAPCTBEHHBIX  NpEnapaTroB, MEAUIMHCKUX  U3ACIUM U
CHEUUaIN3UPOBAHHBIX MTPOYKTOB JIEUEOHOTO MUTAHUS JIIOTHBIM KaTErOpUsM IPaKJIaH.

4.3. OCymIecTBISAIOT BHYTPEHHUA KOHTPOJIh KadecTBa U 0€30MMaCHOCTH MEIUITMHCKOM
NEATEIIbHOCTH B YCTAHOBICHHOM HMH TOPSJAKE, OJHOM M3 LIEJIE KOTOPOro SIBIISIETCS
oOecrieueHWe TIpaB JIBFOTHBIX KaTEropuid TpaxkJaH Ha TMOJy4YeHHE JIEKapCTBEHHBIX
MpenaparoB, MEAUIMHCKUX U3JIETUN U CHEIUAIU3UPOBAHHBIX MPOJIYKTOB JIEYEOHOTO
MUTaHusA, HEOOXOJAUMOro 0O0beMa M HAJUICKAIEro KauecTBa MEIUIIMHCKOW TMOMOIIU B
MEJUIIMHCKUX OPTaHU3AIUIX B COOTBETCTBUM C YCTAHOBIICHHBIMU MOPSIIKAMHU OKa3aHUs U
CTaHJapTaMU MEAUIIMHCKON MOMOIIIH.

4.4. HecyT OTBETCTBEHHOCTh 3a OOOCHOBAHHOCTb HAa3HAYEHUS JIEKAPCTBEHHBIX
MpenaparoB, MEIULMHCKUX U3JEIUd MU CHEIUAIU3UPOBAHHBIX IPOJYKTOB JIEYEOHOIO
MUTaHUA U JOCTOBEPHOCTh O(POPMIICHHS pELENITYPHBIX OJIAHKOB.

4.5. OcymecTBasitOT  UHPOPMAIIMOHHOE  B3aUMOJEHUCTBHE C  aNTEYHBIMHU
opranmzanusamu, OI'AY3 «COMI» u OI'AY3 «COMHUAILl» B YacTu HaIU4us
JIEKapCTBEHHBIX MPENapaToB, MEAUIIMHCKUX U3/CNIUNA U CIIEHUATU3UPOBAHHBIX TPOIYKTOB
7e4eOHOro MUTaHuA U 00€CTIeUeHNs UMH JIbTOTHBIX KaTErOpUi IpaxaaH.

4.6. ObecnieunBaroT A0CTyn Bpaueh (¢enpamepoB), OCYIIECTBISIOMMUX BBITHUCKY
pElEenToOB JBIOTHBIM KATErOpUSIM TpakIaH, JIMI, OTBETCTBEHHBIX 3a JIBITOTHOE
JIEKapCTBEHHOE 00ecreueHre B MEIUIIMHCKUX OpPTaHU3aIusaX, K HHQOpMaIuu 0 HATMIUU
JIEKapCTBEHHBIX MPENapaToB, MEAUIIMHCKUX U3/CIIUNA U CIICIUATU3UPOBAHHBIX TTPOTYKTOB
nedeOHoro nutanus Ha ckiane OI'AY3 «COML» u B aniTeUHBIX OpraHu3aIisX.

4.7. OcCylIecTBIAIOT aKTyaJM3allMi0 PErHOHAJBLHOTO CerMeHTa (enepaibHbIX
PErHCTPOB  JIbTOTHBIX KATEropuil Trpaxk/iaH, BEACHUE KOTOPBIX MPEAYyCMOTPEHO
3aKOHOJATeIbCTBOM Poccuiickoit ®enepaiiii, B COOTBETCTBUU C MPABOBBIM aKTOM
JenaprameHra.

4.8. OcCyllecTBIAIOT BEACHUE M aKTyaJU3alMI0 DJJIEKTPOHHOTO PErucTpa Jul,
MMEIOIIMX TMPABO Ha JIbFTOTHOE JIEKAPCTBEHHOE OOECNEeYeHUE B paMKax MOCTAHOBIICHUS
AnmvunaucTtparun CMmoseHckoit oosactu ot 15.02.2005 Ne 36 «O6 obecrieueHUH OTACIBHBIX
rpynn HacesneHuss CMOJIEHCKON 00J1acTH JIEKapCTBEHHBIMU MpenapaTaMu, MEAUIUHCKUMHU
U3JICTUSMU U CTHEIUATM3UPOBAHHBIMUA TPOAYKTAMHU JICYEOHOTO MHUTAHMS, OTITYCKAEMBIMU
[0 perenrtaM Bpaded OeCIUIaTHO WM C IATHACCATUIIPOIICHTHONH CKHAKON», B
uH(OpMAIIMOHHONW 06a3e MPOTpaMMHOTO MPOAYyKTa «BHHpErucTp» B COOTBETCTBUU C
MPaBOBBIM aKkTOM JlemapraMeHTa.
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4.9. OcymiecTBISIOT BEICHUE M aKTyaJU3alMI0 PETUCTPOB MEPCOHU(DULIIMPOBAHHOM
NOTPEOHOCTH JILIOTHBIX KATETOPU IpaKJaH B JIEKAPCTBEHHBIX MperapaTax, MEIUIIUMHCKUX
U3JIETUSAX U CHCIHATM3UPOBAHHBIX MPOAYKTaX JIEYEOHOTO MUTAHUS B COOTBETCTBUU C
IPaBOBBIM aKTOM JlemapTameHTa.

4.10. OcCy1ecTBISIIOT CBOEBPEMEHHOE BHECEHUE M3MEHEHHI B PErucTp Bpayeil u
denpauepoB, BeAyIIMX aMOyJIaTOPHBIN MPUEM U UMEIOIIUX MPABO HA BHITUCKY PELENTOB
JBIOTHBIM KaTeTOpUsAM Ipak/iaH Ha Tepputopurt CMOJIIEHCKOM 001acTH.

4.11. HecyT OTBETCTBEHHOCTbh 32 CBOEBPEMEHHOCTb, MOJHOTY U JOCTOBEPHOCTh
3aHOCUMBIX B pPETUCTpbI, ykazaHHble B mnmn. 4.7 - 4.11 n. 4 wHacrosmero Pernamenra,
CBEJICHUM.

4.12. OcymiecTBISIOT B CiIydae HEOOXOOUMOCTH aJpEeCHYI JTOCTaBKY
JIEKapCTBEHHBIX MPENapaToB, MEAUIIMHCKUAX U3/IEJIMNA U CIIEHUATU3UPOBAHHBIX TPOIYKTOB
7e4eOHOr0 MUTAaHUA JbIOTHBIM KaTerOpUsM Ipak/iaH.

4.13. OpranusyioT paboTy BpadeOHbIX KOMHCCHA 1O  pPacCMOTPEHHUIO
00OCHOBaHHOCTH HA3HAUY€HUS M BBINHMCKM PELENTOB Ha JIEKapCTBEHHBIE Mpenaparsl,
MEIULMHCKUE H3IENUs U CIEeUUATU3UPOBAHHBIE MPOAYKTHl JIEYEOHOTO MNUTAHUS IS
oOecrieueHus: UMHU JIbTOTHBIX KaTeTOPHi rpak/iaH.

4.14. O6ecnieunBaroT (GyHKIIMOHUPOBaHUE MPOrPaMMHOTO MpPOJAyKTa
«ITonuknuHrKa-MOHUTOPHUHT JIBIOTHOTO JIEKAPCTBEHHOTO 00ECIIEUEHUSY .

4.15. TlpoBoasT aHaNW3 JBHXKEHUS JIEKAPCTBEHHBIX IPENapaToB, MEIUIMHCKUX
U3IETUd W CHEUUAIUM3UPOBAHHBIX MPOAYKTOB JIEYEOHOrO MHUTAHUS OTHOCUTEIBHO
3as1BJICHHOM MOTPEOHOCTH C UCIIOJIb30BaHUEM MH(OPMAIIMOHHBIX 0a3 TaHHBIX MPOrPaMMBbI
«ITonuknuHrka - MOHUTOPUHT JIBTOTHOTO JIEKAPCTBEHHOT'O 00ECTIEUEHHUSD .

4.16. OpranusytoT paboTy CIpaBOYHOW CIykObl «['opsidas NMHUS» MO BOMPOCY
JBIOTHOTO JIEKapCTBEHHOTO 00€CTIeUeHUs ¢ Ha3HAYEHHUEM JIML, OTBETCTBEHHBIX 3a IaHHYIO
paoory.

4.17. OcyuecTBisioT paboTy ¢ oOpalieHUsIMU TpaKJaH MO BOIMpPOCaM JbIOTHOTO
JIEKapCTBEHHOT'O 00ECIIEYEHHUS.

4.18. OOecneumBalOT B JIOCTYIHOM JJi1 HaceleHus (opMe pa3MelieHue
uHbopmanuu:

- 0 TIEpPEYHE JIbTOTHBIX KAaTETOPUd TPaK/IaH;

- 0 MEepeyHe JIOKyMEHTOB, HEOOXOAMMBIX Ji NPEIbSBICHUS B MEIUIUHCKYIO
OpraHU3aIMIO IPU OOPAIIEHUH JIbTOTHBIX KATETOPUH rpak/iaH 3a MEAUITMHCKOMN ITOMOIIIBIO;

- O MepeyHe anTEeYHbIX OpPraHU3alMM, OCYHIECTBISIOUMX OTIYCK JIEKAPCTBEHHBIX
MpenaparoB, MEIUIMHCKUX U3JEIUN W CIEeHHAIM3UPOBAHHBIX MPOJAYKTOB JI€4eOHOIO
MMUTAHUS JIBIOTHBIM KaTErOPUSIM TPaK]IaH;

- 0 BO3MO>KHOCTH BBIIIUCKHU PELIENTOB Ha JICKAPCTBEHHBIE MPENapaThl, MEIUIIMHCKUE
U3JIeNUsl U CHeHHAIU3UPOBAHHBIEC MPOAYKTHI JI€4eOHOI0 MUTAHUS JIbITOTHBIM KaTErOpUsM
rpaXJaHaM MpU HUX HAXOXKIEHUUM Ha TeppuTtopun Apyroro cyobekra Poccuiickoi
denepaunu;

- 00 YTBEPKACHHBIX TIEPEUHSX JICKAPCTBEHHBIX MTPENapaTOB, MEIUIIMHCKUX U3/ICITAN
U CHEIHAIM3UPOBAHHBIX TPOIYKTOB JIEUEOHOTO MUTAHUS A 00eCNEeUYeHUs JIbIOTHBIX
KaTEropuy rpaxKiaaH;

- 0 HoMepax TenedoHoB crpaBouHoi ciy)0b1 OT'AY3 « COMIL»;
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- 0 HoMmepax TeneoHoB «lopsyas nunus» Jenapramenta u TeppUTOpHATBEHOTO
oprana @enepanbHOI CiIyKObl IO HaA30py B cdepe 3apaBooxpaHeHuss no CMOJIEHCKON
o0nactu;

- 0 HoMepax TenedoHoB «l opsiuast TMHUS» B MEAULIMHCKON OpraHU3aliH.

5. AnTedHble OpraHu3aIuu:

5.1. OcyuiecTBiOT NPUEMKY, XpaHEHHUE U OTIYCK JIEKApCTBEHHBIX IPENaparos,
MEJIMLIMHCKUX M3IEIUH M CHEHUAIM3UPOBAHHBIX MPOAYKTOB JIEUEOHOrO MUTaHMS
JBTOTHBIM KaTETOPUSAM Tpa)K/aH IO peLenTaM, BBIIMCAHHBIM BpadaMmM ((eabAmiepamu)
MEIUIIMHCKUX OpraHu3aluii B COOTBETCTBUM ¢ 3akitoueHHbIMU ¢ OI'AY3 «COMIIy»
IPaKJaHCKO-IIPABOBBIMU JOTOBOPAMH W TPeOOBaHUSMH 3aKOHOAATENbCcTBa Poccuiickoit
denepanum.

5.2. B ciywae OTCYyTCTBUS HEOOXOJUMOTO JIEKAPCTBEHHOI'O Ipernapara,
MEIUIMHCKOTO U3JENHS W/WUIU CHEeHUATM3UPOBAHHOIO MPOAYKTA JIEHEOHOrO MUTAaHUs Ha
MOMEHT OOpalieHus rpaXxJaaHluHa MPUHUMAIOT PELENT Ha OTCPOYEHHOE 00CITy KUBaHNE.

5.3. IHpopMUpYIOT IBrOTHBIX KaTETOPUN rpaKaaH O MOCTYIJICHUH JIEKAPCTBEHHBIX
[pernapaToB, MEIULUUHCKUX H3AEIUNA W CIEUUAIU3UPOBAHHBIX MPOIYKTOB JIEYEOHOTO
NUTAHUs, PELENTHI 10 KOTOPBIM MPHUHSTHI HA OTCPOUYEHHOE 00CTyKUBaHUE.

5.4. ®opMUPYIOT peecTpbl PELENTOB Ha JEKAPCTBEHHbIE MpenapaThl, MEAULIMHCKHE
U3JIENNS U CTIEHUANIU3UPOBAHHBIE TPOAYKTHI JIEUEOHOTO MUTAHMSI, OTIYILEHHbIE JIbIOTHBIM
KAaTErOpHsIM TPaXkJaH.

5.5. OpraHusyloT XpaHEHHE IOUIMHHBIX 3K3EMIUIIPOB PELENTOB, MO KOTOPHIM
MPOMU3BEIEH OTIYCK JIEKAPCTBEHHBIX MPENapaToB, MEAUIMHCKUX U3ACIUUA U
CHeUaIN3uPOBaHHBIX MPOAYKTOB JIEYEOHOTO MUTAHUS JIbIOTHBIM KaTETOPUSAM IpaXkaaH 10
MoMeHTa ux nepenaun OI'AY3 «COML».

5.6. OcymiecTBIsAIOT KOHTPOJIb 32 COONIOJICHHEM OCTATOYHBIX CPOKOB TOJHOCTH
JIEKapCTBEHHBIX MPENapaToB, MEAULIMHCKUX U3IEIUA U CHEUAIU3UPOBAHHBIX MPOIYKTOB
neyeOHoro mnutanus mnyteM uHopmupoBanus OI'AY3 «COMIl» o nexkapCTBEHHBIX
npenapaTtax, MEIULIUHCKUX H3JEIUSIX M CHEIUAIM3UPOBAHHBIX MPOAYKTaX JIeYeOHOIO
MIUTaHUsA, OCTATOYHBIA CPOK TOJHOCTH KOTOPBIX COCTABIISIET TPU MECSLIA.

V. Onpenesienune norpedHocTu U GopMUpPOBaHNE 3aIBOK HA JIEKAPCTBEHHbIE
npenaparbl, MeIMIUHCKHE U31EJIUS U CTIENUATU3MPOBAHHBIEC IPOAYKTHI J1e4eOHOI0
NUTAHUS

B uensix omnpenaenenus noTpeOHOCTH HA JIEKAPCTBEHHbBIE MPENapaThl, MEIULIUMHCKHIE
U3JIeNUs U CIIEUATN3UPOBAHHBIE MMPOAYKThI JI€U€OHOTO MUTAHUSL:

1. Otmen JiekapcTBEeHHOro o0ecneyeHUs YINpaBJIeHUST MAaTePHATBHO-
pecypcHoro odecneyeHusi 1 (pOpMHPOBAHUA OTPACIEBOr0 roCyJAapCTBEHHOI0 3aKa3a
JdenmaprameHnTa:

1.1. VcranaBnuBaeT TrpaduKk MPEaOCTaBICHHS ¢ 3alIUTHl  MEIUIIUMHCKUMH
opraHm3anusMud  HMHpoOpMamuu O TOTPEOHOCTH B  JICKAPCTBEHHBIX IIperaparax,
MEIUITMHCKUX M3JCIUA W CIENUATU3UPOBAHHBIX TMPOAYKTaX JIEUeOHOTO THUTAHUS Ha
TUTAHOBBIN MTEPUO/I.
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1.2. OcyiecTBisieT €XeroJHo mpueM HHPOPMAIUN OT MEAULIMHCKUX OpPTaHU3allN,
YyYacTBYIOIIMX B JIbFOTHOM JIEKAPCTBEHHOM OOECIEUeHUH, O TNOTPeOHOCTH B
JIEKapCTBEHHBIX IIpenapaTax, MEJUIUHCKUX U3EIUAX U CIIEHUATU3HPOBAHHBIX ITPOTYKTax
Je4eOHOTro MUTAaHUS Ha MJIAHOBBIN MEPUOJI IO UCTOYHUKAM (DUHAHCUPOBAHUS.

1.3. CornacoBbIBaeT U yTBEP)KAAET MOTPEOHOCTh B JIEKAPCTBEHHBIX Ipernaparax,
MEIMLIMHCKUX M3ACNUSAX U CIIEHUAIU3UPOBAHHBIX MPOAYKTax JeueOHOro MUTaHHUs Ha
IUTAHOBBIN NIEPUOJ, IPEIOCTABIAEMYIO MEIULIMHCKUMHU OPTaHU3aLUsIMU, B COOTBETCTBHH C
IPaBOBBIM AKTOM /JlemaprameHTa.

1.4. CornacoBbiBaeT u yTBepkaaet (B mepuoj ¢ 1 mo 10 9mciao kaxaoro mecsia) B
nH(pOpMalMOHHON 6a3e mporpaMmMHoro npoaykra «I[loTpeGHOCTh TeKapCTBEHHBIX CPENICTB
JUJIO» nonomHUTENbHYI0 TOTPEOHOCTh B JIGKAPCTBEHHBIX MpenapaTax, MEIUIHUHCKUX
U3JIENUSAX U CHEUUATN3UPOBAHHBIX MPOAYKTaX JE4eOHOTrO MHUTAHMS, MPEAOCTaBIAEMYIO
MEIUIUHCKUMH OPraHU3alUsIMH.

1.5. [Ipenocrapisiet (B Cpok 710 16 drciia KayKA0ro Mecsia CISAYIONMEro 3a OTYCTHBIM
NEPUOJIOM U TI0 Mepe HEOOXOJMMOCTH) WH(OPMAIMIO O MOTPEOHOCTH MEAUIMHCKUX
OpraHu3alliii B  JICKaPCTBEHHBIX  Ipenaparax, MEIUUUHCKUX  H3ACIHAX U
CHELMATM3UPOBAHHBIX TPOAYKTaX JIeYeOHOr0 NUTaHMs s OOeCHedeHHUs JIbIOTHBIX
kateropuid rpaxaad B O'AY3 «COMIL.

1.6. Opranuzyer paccCMOTpPEHHE JOKYMEHTOB, IPEACTABICHHBIX MEIUIUHCKUMU
OpraHu3alMsIMH, Ui IPUHATHS PELICHHUS O IPENOCTABICHUN JbIOTHBIM KaTEropusM
IpaKJaH JIEKAPCTBEHHBIX IMPENapaToB, MEAUIMHCKUX M3IEIUN W CHEHUATU3HPOBAHHBIX
MPOJYKTOB JIEUEOHOTO MUTAHUS, HE BOLIEAIINX B MEPEUYCHb JIEKAPCTBEHHBIX MPENapaToB,
yCTaHaBIMBaeMbld  TeppUTOpHMAIbHOM  NOPOrpaMMOM  TOCYAApCTBEHHBIX  TapaHTHU
OecIUIaTHOTO OKa3aHUs FPpaKJaHaM MEAUIIMHCKON MOMOIIH, YTBEPK1aeMOH HOPMATUBHBIM
MPaBOBBIM aKTOM AAMUHUCTpanu CMOJIEHCKOUW 00J1acTH.

1.7. ®opMupyeT U HalpapisieT B OTAE] MaTepUaIbHO-PECYPCHOTO 00ecTeueHus 1
(GbopMHpOBaHUS OTPaCIEBOr0 TOCYIAapCTBEHHOIO 3aka3a JlemaprameHTa IUIaHOBBIE U
BHEIUIAHOBBIE 3asBKM HA JIEKQpPCTBEHHBIC MPENApPaThl, MEAULUHCKHE U3IEIUS U
CHELMATM3UPOBAHHBIE TPOAYKTHl JI€UeOHOrOo NUTaHHUsS Uil 00eCredeHHsl JIbIOTHBIX
KaTeropuil rpaxaaH Ha OyMa)KHOM HOCHUTEJIE U B 3JIEKTPOHHOM BHJIE 110 (OpME COTIacCHO
npuioxkenuto Nel k Hactosiemy Pernmamenty.

2. MeauLIIMHCKUE OPTaHU3ALH

2.1. ®opMmupylOT B YyCTaHOBJIEHHbIE IPABOBBIM aKTOM JlemapTaMeHTa CpOKH
NOTPeOHOCT, B JIGKAPCTBEHHBIX  Ipenaparax, MEIUUMHCKUX  M3AeNUiIX U
CHEIUAIN3UPOBAHHBIX MPOAYKTAX JIEYEOHOro MHUTAHMS i OOECHEYeHHUs] JIbIOTHBIX
KaTeropuii rpaXkaaH B IUIAHOBOM MEPUOJIE [0 UCTOYHUKAM (PUHAHCUPOBAHUS HA OCHOBAHUHU
MPOBOJIMMOIO  aHaJu3a WX JBWKEHHUS U TOTPEOHOCTH, B TOM YHUCIE HUX
MepCOHU(PUITUPOBAHHON TOTPEOHOCTH.

2.2. Pa3memiatot, ykazaHHyto B rm. 2.1 1. 2 Hacrosmero Pernamenrta, nagopmaluio
B HMH(POPMALMOHHON 0a3e mnporpaMMHOro mnpoaykra «IloTpeOHOCTh JeKapCTBEHHBIX
cpexnctB [JJIO» 1 HECYT OTBETCTBEHHOCTD 32 CBOEBPEMEHHOCTD, MIOJHOTY U JIOCTOBEPHOCTD
3aHOCHMBIX JIaHHBIX.

2.3. OOOCHOBBIBAIOT (3aIIMIIAIOT) B YCTAaHOBJICHHBIE TPABOBBIM  aAKTOM
JlemaprtameHTa CpoOKM HMH(OpPMAIMIO O MOTPEOHOCTH B JIEKAPCTBEHHBIX IIperapartax,
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MEIUITMHCKUX W3JEIUSIX W CHCIUATM3UPOBAHHBIX MPOAYKTAX JIEYEOHOTO TMUTAHUS TIO
UCTOYHUKAM (PUHAHCUpPOBAHUS JiA OOECMEUYEHUs! JIbIOTHBIX KATErOpUil TpaxkaaH B
TUTAHOBOM TIE€PHO/IE.

2.4. ITpn HEOOXOAUMOCTH (B CBSI3U C YBEJIMYEHUEM JIIOTHBIX KaTErOpuil TpaxaaH
WIM W3MEHEHUEM CXEM JICUEHHMs), BHOCAT W3MEHEHHS B IMOTPEOHOCTh, YKa3aHHYIO B
1. 2.1 o. 2 Hactosmiero Perimamenra.

2.5. ExemecsyHo (He mo3aHee | uncima Mecsia, CIEIYIONIErO 3a OTYETHBIM)
pasMmemaoT B uHpOpMaIMOHHONW 0aze mporpammHoro mnponaykra  «llorpebHOCThb
nekapcTBeHHbIX cpeAcTB JJIO» undopmanuio, ykazanHyo B M. 2.4 1. 2 HACTOSIIEro
PernamenTa, 1 HeCyT OTBETCTBEHHOCTb 32 CBOCBPEMEHHOCTb, MOJHOTY U JOCTOBEPHOCTh
3aHOCUMBIX JIaHHBIX.

V. Opranu3anus 3aKylKH JeKAPCTBEHHbIX NMPenapaToB, MeAMIUHCKUX U3AeJUil 1
CINEHUATU3MPOBAHHBIX MPOAYKTOB JIe4e0HOr0 MUTAHMS IS 00eceYeHs] JIbIOTHBIX
KaTeropui rpaxxaian

B uensx ocymiectBieHus [lenapTaMeHTOM 3aKyIKH JIEKAPCTBEHHBIX IPENapaToB,
MEJUIIMHCKUX M3JEIU U CIEeNHAIM3UPOBAHHBIX MPOAYKTOB JIEUEOHOTO MUTAHUS IS
oOecrieueHus JbIOTHBIX KaTerOPHil rpaXk/iaH:

1. OTaen 0101KeTHOTO Y4eTa M 0oTYeTHOCTH JlenmapTamMeHTa:

1.1. B cooTBeTcTBHE C MpaBUIaMU MPEAOCTABICHUS CyOBeHIMNA U3 ¢enepaIbHOro
Oromkera OroxeTaM cyObekToB Poccuiickoit ®enepanuu u Orokery r. balikoHypa Ha
(buHaHCOBOE 0OECTIEeUEHNE OKa3aHUs OTACIbHBIM KaTETOPUSM I'PakK/IaH COLMATBHON yCIyTH
1Mo OOECIEUYCHUIO JICKAPCTBEHHBIMU TMpenapaTaMu JJisi MEIUIUHCKOTO MPUMEHEHUS IO
pelenTaM Ha JEKApCTBEHHBIE TMpenapaThl, MEAUIIMHCKUMU HU3JEIUSIMHU 10 pelenTaM Ha
MEIUIIMHCKHE U3JEHS, a TAKKE CIICIUATM3UPOBAHHBIMU MTPOIYKTaMU JICUEOHOTO MUTAHUS
JUIsl IeTe-uHBaIUAOB (Janee — CyOBEHIIMS) MOATOTABIMBACT M HAIpaBIISCT 3asBKY Ha
MEPEUNCIIEHHe B COOTBETCTBYIOIIEM TOJy CyOBEHIMU O (OpME M B CPOKH, KOTOPBIC
ycTaHaBIUBaOTCs MunuctepcTBoM 31paBooxpaHeHus: Poccutickoit deneparuu (B cioydae
OCYIIECTBJICHUS 3aKYTIKHU 33 CYET CPEJCTB (heepaibHOrO OrOIKETa).

1.2. CornacoBbIBaeT 3as1BKy Ha 3aKyIKY U JOKYMEHTHI, yKa3aHHbIC B a03a11aX TPEThEM
- ceapMoM mnyHKTa 3.1 pasmena 3 IlomoxkeHuss 00 opraHu3alid B3auMMOJCHCTBHUS
rOoCyJapCTBEHHBIX 3aKa3uukoB (CMOJIEHCKOW 001acTH, OOJACTHBIX TOCYJapCTBEHHBIX
OIOJKETHBIX YUPEKJICHHM, 00JIACTHBIX TOCYJApPCTBEHHBIX YHUTAPHBIX NPEANPUITHN U
opraHa HCHOJIHUTENIbHOW BiacTd (CMOJIEHCKONW 00JacTH, YHOJHOMOYEHHOTO Ha
OTPENICJICHUE TOCTABIIUKOB (MOJAPSIYMKOB, HCIOJHUTENCH) Uil TOCYAapCTBEHHBIX
3aKka3uukoB CMOJIGHCKOW 00JacTH, OOJIACTHBIX TOCYAApCTBEHHBIX  OFOJIKETHBIX
YUPEXKICHUM, 00JJACTHBIX TOCYJAPCTBEHHBIX YHUTAPHBIX MPEANPUSITHH, YTBEPKICHHOTO
nmocraHoBjieHneM AjaMuHucTpanuu CmosieHckor obmactu ot 28.05.2014 Ne 399
(manee - IlonmokeHwe), B 4YacCTH HaJIUYMUs JIMMUTOB OIOJKETHBIX 00S3aT€IbCTB U
COOTBETCTBHUS PEKBU3UTOB JlemapTameHTa B CHUCTEME JJIEKTPOHHOTO JOKYMEHTO0OOpOTa
«JlemoPro» B Teuenue ogHOTO pabouero AHsI ¢ MOMEHTA UX MOCTYTUICHHS Ha COTJIaCOBAHHUE.

1.3. B Teuenue qByx pabo4ux AHEH C JaThl TOCTYIJICHUS B OT/IEI OFOIPKETHOTO y4eTa
U OTYETHOCTH JlemapTameHTa W3BEIICHHS O MPOBEICHUHM JJIEKTPOHHOTO AayKI[MOHA,
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MPOTOKOJIAa PACCMOTPEHUSI 3asBOK HA Yy4YaCTHE B D3JEKTPOHHOM ayKLUHMOHe (B ciydae
NpU3HAHUS ayKIMOHA HECOCTOSIBUIMMCS B CBSI3M C OTCYTCTBHMEM 3asBOK Ha ydacTuhe B
AJIEKTPOHHOM ayKIIMOHE), TOCYJapCTBEHHOTO KOHTpaKTa Ha TOCTAaBKY JIEKaPCTBEHHBIX
npenaparoB, MEIWUMUHCKUX H3JEIUN W CHEeIHMATM3UPOBAHHBIX MPOJYKTOB JI€4eOHOTO
nuTaHus (Jajiee — KOHTPAKT), OTPa)KaeT Ha cueTax OyXTalTepCKOro yudera OO KETHBIC
00s3aTeNbCTBA.

1.4. Ilpou3BoAUT OIUIATY OCTABIIMKAM JIEKAPCTBEHHBIX MPENnapaToB, MEAUIIMHCKUX
U3JIETIUI U CTIEIUATM3UPOBAHHBIX MTPOIYKTOB JIEUEOHOTO MUTAHMS 32 MOCTABIICHHBIN TOBAp
B MIOPSAJIKE U CPOKAX, YCTAHOBJICHHBIX KOHTPAKTOM.

1.5. TlogrotaBmuBaer W pa3MelmiaeT B Te4YeHHE Tpex pabounx [AHEH B
aBTOMATU3UPOBAaHHOW  WH(POPMALMOHHOW  CHCTEME  TOCYJapCTBEHHBIX  3aKYIOK
Cmonenckoit oonactu (nanee - AUC I'3) u enqnHol MHPOPMALIMOHHON cUCTEMOM B cepe
3aKyIOK TOBapoB, pabOT, yCIyr ajsi 00ecrnevYeHns rocydapCTBEHHBIX U MYHHIIMITATbHBIX
Hyx7 (mamee - EMC) undopmaruio o0 UCMOTHEHWU KOHTPAKTA W B TEUECHHUE OJHOTO
paboyero JHs ¢ MOMEHTA €€ pa3MEIlEHUs NPEJOCTaBIsAET JaHHYI0 HH(POPMALIUIO B OTAEI
MaTepUaJIbHO-PECYPCHOT0 0OecTieueHus U POPMUPOBAHUS OTPACIEBOTO TOCYJaPCTBEHHOTO
3aka3a JlenmaprameHra.

1.6. [IpenocraBiser B TeUeHUE TPEX pabOUYMX JAHEW CO JHS BHECEHUS U3MEHEHH B
OIO/PKETHYIO POCIUCh M JIUMHUTHI OIOJUKETHBIX O0S3aTE€IbCTB B YAaCTU PacXoJOB
JlemaptameHTa CHpaBKy OO0 M3MEHEHMM OIOJKETHOW POCHUCH U JIMMHUTOB OFOJIKETHBIX
0043aTeNbCTB B YIPaBIECHUE MaTepUaIbHO-PECYPCHOTO oOecreueHrus U (popMUpPOBAHUS
OTpacJIEBOT0 roCyJapCTBEHHOI0 3aKa3a JlemapramenTa s GOpMUPOBAHMS IJ1aHa 3aKYTIOK,
TIaHa-rpaduka Ui BHECCHHUS B HUX H3MEHEHHM.

2. OTaen cTpaTern4eckoro MJIaHUPOBaHus U IKOHOMUKH /lenaprameHnTa:

2.1. IlpenocraBisier B YmpaBlIeHHE MaTepUaIbHO-PECYPCHOTO OOecreyeHus: u
(dhopMUpOBaHUs OTPACIIEBOTO IOCYAapCTBEHHOTO 3aka3a JlemapramenTa nH@popmMaiuo oo
o0beMax CpeACTB Ha OuYepeNHON (PUHAHCOBBIM TOJ, MPEAYCMOTPEHHBIX Ha JBIOTHOE
JIEKapCTBEHHOE 00ecIieueHue.

2.2. IlpegocraBisieT B Te4yeHHE Tpex padouMx JAHEH CO JHS JOBEACHHS [0
JlemapTameHTa JIMMUTOB OIO/I)KETHBIX 0053aTENbCTB, a TAKXKE MPU BHECEHUH U3MEHEHU B
OIO/I’KETHYIO POCIIHMCH U JINMUTHI OIOJIKETHBIX 0053aTEIbCTB B Y IPaBIE€HUE MaTepUaIbHO-
pecypcHoro oOecrnedeHuss W (OPMHUPOBAHUSA OTPACIEBOIO TOCYJApCTBEHHOIO 3aKa3a
JlenapramenTa i (OpMUPOBAHUS IJIaHA 3aKYIIOK, IUIaHA-TpaduKa WM BHECEHUS B HUX
W3MEHEHUH WH(OPMAIHMIO TIO TMOKa3aTensiM OIHKETHONM POCHUCH B YacTH JIBTOTHOTO
JIEKapCTBEHHOI'0 00ECIeUeH s, & UMEHHO:

- HAMMEHOBaHME MOKa3aTeJIs;

- Ko/ 1o OFO/KETHOM Kiiaccuukaimy;

- cyMMa (B pyOIIsix).

3. Otaea MarTepuabLHO-PECYpPCHOro oOecnedyeHuss u  (GopMUPOBAHUSA
0TpPAac/ieBOro rocyapcTBeHHOro 3axkasa /Jlemapramenra:

3.1. B cdepe murannpoBaHus 3aKyMOK:

3.1.1. Onpenensier 1 0O0CHOBBIBAET HAYAIbHYIO (MAKCUMAJIbHYIO) IIEHY KOHTPAKTa,
IEHY KOHTpPAaKTa, 3aKJII0Ya€MOr0 C €AMHCTBEHHBIM IOCTaBIIMKOM MpH (HOpMHpPOBAHUU
IUTaHa 3aKyIoK, MiaHa-rpaduka 3akynok (aanee — miaH-rpaduk).
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3.1.2. OGecmneunBaeT MOArOTOBKY 0OOCHOBAHUS 3aKYIKH P (POPMHUPOBAHUH IIJIaHA
3aKyMOK U MJIaHa-TpaduKa 3aKymoK.

3.1.2. PazpabatrbIBaeT IjaH 3aKyIMoOK, OCYIIECTBIISIET MOJATOTOBKY HM3MEHEHUU IS
BHECEHHUS B IJIAH 3aKYTIOK.

3.1.3. OpranusyeTt yTBepkKJACHHE MJIaHa 3aKyTIOK.

3.1.4. Pazmemiaet nocpeactsoM AVC I'3 B EVMC mian 3akynok ¥ BHECEHHBIX B HETO
U3MEHECHUM.

3.1.5. PaspabarbiBaeT miaH-rpaduK, OCYIIECTBISET MOATOTOBKY H3MEHEHUU IS
BHECCHMS B TUTaH-TPaQuK.

3.1.6. Opranusyet yTBepxAeHUE TIaHa-TpaduKa.

3.1.7. Pasamemaet nmocpeacteom AUC '3 B EVMC mnan-rpadvk 1 BHECEHHBIE B HETO
W3MEHEHUS, KOTOPBIM pa3padaThIBA€TCS B COOTBETCTBUU C IUIAHOM 3aKyIOK CPOKOM Ha
OJIVH (DMHAHCOBBIN TOJ] U SBIISETCS OCHOBAaHUEM JJISI OCYIIECTBICHUS 3aKyTIOK.

3.2. B cdepe onpeneneHus mOCTaBIIUKOB:

3.2.1. OcymiecTBiseT BEIOOP crocoba onpeesIeHHs TOCTaBIIHKa.

3.2.2. O00CHOBBIBAaCT HaYaIbHYIO (MAaKCHMaJIbHYIO) [IEHY KOHTpPaKTa B 3asBKax Ha
OCYIIECTBIICHUE 3aKYTIOK.

3.2.3. O60CHOBBIBAET HAUATIBHYIO (MAKCUMAJIBbHYIO) IIEHY KOHTPAKTa, 3aKJIF0YaeMOT0
C €IMHCTBEHHBIM MMOCTABIIIUKOM.

3.2.4. Opranusyer MOJATrOTOBKY OIMCaHUA OOBEKTa 3aKYNKH MpU (HOPMUPOBAHUU
3as1BOK Ha 3aKYTIKY.

3.2.5. [IpucBanBaeT 3aKynke YHUKaIbHBIA HICHTH(PUKAIMOHHBIN HOMEp, KOTOPBIH
MTO/IJIC)KUT OTPAKCHHUIO B MTPOCKTE KOHTPAKTA M COXPAHIETCS B 3aKITFOUYCHHOM KOHTPAKTE.

3.2.6. CormnacoBbIBaeT JOKYMEHTHI JIJIsi OCYIIECTBICHUS 3aKyIKHA Yy CIMHCTBEHHOTO
ITOCTABIIMKA B COOTBETCTBHUM C MyHKTOM 4 yactu 1 crarbu 93 3akona Ne 44-D3 B cucreme
AIEKTPOHHOTO IOKYMEeHTOoo0opoTa «JlenoPro» B TeueHue 1 pabouero IHs ¢ MOMEHTa MX
MOCTYIUICHHUS Ha COTJIACOBaHUE.

3.2.7. ObecnieunBaeT coriacoBaHUe CTPYKTYPHBIMH MOAPA3ICTICHUSIMUA KOHTPAKTHOM
ciyx0b1 JlemapraMeHTa B COOTBETCTBHHM C MX KOMIIETEHIIMEW 3asBKM Ha 3aKyNKy U
JIOKyMEHTOB, yYKa3aHHBIX B ab3a1iax TpeTheM - celbMoM myHkTa 3.1 pasnena 3 [lonoxenus,
B CHCTEME DJIEKTPOHHOTO JOKyMeHTo0OopoTa «/lernoProy.

3.2.8. ®@opMupyer mocle COIIaCOBaHMS CO CTPYKTYPHBIMU TMOJApaA3/ICICHUSIMU
KOHTPaKTHOM Ciy»Obl JlemaprameHTa B CHCTEME ODJIEKTPOHHOTO JOKYMEHTOOOOpOTa
«JlemoPro» mipenBapuTENbHYIO 3asBKy Ha 3aKynKy B TIPOTPaMMHOM  KOMIUICKCE
«Cmaptbromker», GopMupyeT 3asiBKy Ha 3aKynKy B nporpammHoM komruiekce AVC 1'3,
HampaBisieT ee B [7aBHoe ympaBieHMe CMOJIGHCKON 00JacTH MO PeryIupOBaHUIO
KOHTPAKTHOM CUCTEMBI ISl coryiacoBanus u pasmemieHus B EVC.

3.2.9. OGecrieunBaeT OCYIIECTBICHUE BCEX JEHCTBUIN CBSI3aHHBIX C OMPEICICHUEM
MTOCTaBIITUKA.

3.2.10. ITpenoctaBnsier B OTAea OFOKETHOTO y4deTa U OTYETHOCTH JlemaprameHTa
M3BEMHICHUST 00 OCYIIECTBICHUM 3aKYIKH JICKAPCTBEHHBIX MPENnapaToB, MEIUIIMHCKUAX
W3JIeTTUH U CTICTIMAIM3UPOBAHHBIX MTPOIYKTOB JICUEOHOTO MTUTAHUS, KOHTPAKTHI HAa TIOCTABKY
JIEKapCTBEHHBIX MPENapaToB, MEAUIIMHCKUX U3ICITUN U CIICIUATM3NPOBAHHBIX MPOIYKTOB
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nedeOHOro mHTaHus, WHPOPMAIMIO O HE3aKIIOYEHHBIX KOHTPAKTaX B TEUYCHHE TPEX
pabounx qHel ¢ MoMeHTa nmyosmkanuu nadopmaiuu B EVC.

3.2.11. IlpenoctaBiser B OTAEN JIeKapCTBEHHOro obOecreueHus JlemaprameHTa
IPOTOKOJIBl PACCMOTPEHUSI 3asBOK HAa ydacTHE B JJICKTPOHHOM ayKIMOHE (B cCilyyae
NpU3HAHUS ayKIMOHA HECOCTOSIBIIMMCS B CBSI3M C OTCYTCTBHEM 3asgBOK Ha ydacTue B
AJIEKTPOHHOM ayKIMOHE) B TEUYEHHE TpeX pabdouux JHEW ¢ MOMEHTa MyOJuKaIUU
uHdopmanuu 8 EVC.

3.2.12. ®opmupyer u pazmemaetr B AVIC '3 u EUC undopmaiuio o 3akiroueHUn
KOHTPAaKTOB (€ro0 U3MEHEHHH) B CPOKH, YCTAHOBJICHHBIE 3aKOHOAATENBCTBOM Poccuiickoii
denepanum.

3.2.13. Hanpasnser nHpOpMaIMio 0 3aKIFOUYCHHBIX KOHTPAKTaX C MOCTaBITUKAMHU
JIEKapCTBEHHBIX MPENapaToB, MEIUIMHCKUX U3JCTUN U CIICIUATM3UPOBAHHBIX MIPOYKTOB
neyeOHoro nutanus B agpec OI'AY3 «COML» B cpok He no3aHee 2 (AByX) pabouunx qHEl
¢ MoMeHTa nmyonukanuu uHdopmanuu B EMC.

3.2.14. ®opmupyer u pazmemaer B AVUC I'3 u EMC otdyersl 00 HCHOJHEHUH
KOHTPAKTOB (0O pe3ysibTaTax OTACJIBHOIO JTara HCIOJHEHHUS) B CPOKH, YCTaHOBJICHHBIC
3aKkoHoarenbCcTBoM Poccuiickon denepanum.

3.2.15. OcyuiecTBasieT BHYTPEHHUN KOHTPOJIb 3aKYIOK JICKAPCTBEHHBIX MPEMapaToB,
MEJIUIMHCKUX HW3JACIUA W CIEHUATU3UPOBAHHBIX TMPOJYKTOB JIEUEOHOTO NUTAHUS Y
€UHCTBEHHOTO MOCTABIIIUKA B COOTBETCTBUU C MYHKTOM 4 yactu 1 ctateu 93 3akona Ne
44-®3 B 4YacTH COOTBETCTBHUSI T'OJIOBOIO OOBbEMa BBINICYKAa3aHHBIX 3aKYIOK, KOTOPbIE
3aKa34MK BIPABE OCYIIECTBUTh HA OCHOBAHUY JTAHHOTO MyHKTAa 3aKOHA No 44-
@3.

3.2.16. ObecmeunBaeT y4eT NOCTYNHMBIIMX 3asBOK Ha 3aKyNKy JIEKapCTBEHHBIX
MpenapaToB, MEAUIMHCKUX H3ACIUN U CHEUUATM3UPOBAHHBIX MPOAYKTOB JIEUeOHOIO
MUTAHUS U KOHTPOJIb 3a dTallaMu IPOBEACHUS TAHHBIX 3aKyTIOK.

4. OtaeJ JiekapcTBEeHHOro o0ecneyenust Jlenapramenra:

4.1. CornacoBbIBaeT 3asBKY Ha 3aKyIKY U JOKyMEHTBI, yKa3aHHbIC B a03a11aX TpeTheM
- cenbMoM myHkTa 3.1 pazmena 3 ITlomoskeHusi, B 4aCcTH OMHCAHUS OOBEKTA 3aKyNKH C
ydeToM TpeOoBaHUH, ycTaHOBJIEHHBIX cTaTheld 33 3akoHa Ne 44-d3, B cucreme
AJICKTPOHHOTO JOKYMEeHTO000poTa «JlenmoPro» B Teuenne 3-x paboumx JHEH ¢ MOMEHTA UX
MOCTYIUIEHUS HA COIJIAaCOBAHUE B OTJIET.

5. Otaen npaBoBoro ooecnevenusi Jlemapramenra:

5.1. Pa3pabarbiBaeT MpOEKT KOHTpaKTa Ha MOCTaBKY JICKAPCTBEHHBIX MPENApaToB,
MEIUIIMHCKUX U3ACIUI U CIIEIUATM3UPOBAHHBIX MPOYKTOB JIEUEOHOTO MUTAHUS.

5.2. TlpoBoauT mMPaBOBYI OKCHEPTH3y TMPOEKTa KOHTPAaKTa Ha IOCTABKY
JIEKapCTBEHHBIX MPENapaToB, MEIUIIMHCKUX U3JEIUN U CIICIMAIM3UPOBAHHBIX MIPOTYKTOB
JIe4eOHOTO MUTAHUS Ha MPEIMET €ro COOTBETCTBUS YCIOBUSIM, YCTAHOBJICHHBIM B 3asIBKE HA
3aKyIKy, yKa3aHHOW B a03aiie BTopoM myHkTa 3.1 pasnena 3 IlonoxxeHusi, B cucteMe
AJIEKTPOHHOTO IOKYMEHT0000poTa «JlenoPro» B TeueHue 3-x paboumx JHEH C MOMEHTA e¢
MOCTYIUICHUSI HAa COTJIACOBAaHUE B OTJEI.

6. B measix ocylmecTB/eHUsI 3aKyNKH JIeKAPCTBEHHBLIX IMpenaparos,
MeIMUMHCKUX U31eJTUIl U CIIelUAJTN3MPOBAHHBIX MPOAYKTOB JIe4eOHOT0 MUTAHUS sl
o0ecneveHnns JbroTHbIx KaTteropuii rpaxkaan OI'AY3 «COMI»:
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6.1. OcymiecTBaseT 3aKyIKy B CIy4yae HEOOXOIMMOCTH JICKAPCTBEHHBIX TPETIApaToOB,
MEIUIIMHCKUX W3JCIUN W CHEIUaIu3UPOBAHHBIX TMPOJYKTOB JICUEOHOrO NHUTaHUS B
COOTBETCTBHMHM C yKa3aHUsIMM JlenapTaMeHTa.

6.2. [IpoBOAMT MOHUTOPHUHT (hapMaIEeBTHUYECKOIO PhIHKA HA HAJIMYHE TPEOYEMBIX
JIEKApCTBEHHBIX MPENApaToB, MEAUIMHCKUX U3ACIUN U CHECHUATU3UPOBAHHBIX MTPOAYKTOB
JIEYCOHOT'O ITUTAHUS.

6.3. Onpenenser 1eHY NP OCYIIECTBICHUH 3aKyIOK JIGKAPCTBEHHBIX IPEIapaToB,
MEUIMHCKUX U3ACIMN W CHEeIHATM3UPOBAHHBIX MPOAYKTOB JIEYEOHOTO IHUTAHUS Y
€IMHCTBEHHOTO TIOCTABIIUKA IIOCPEACTBOM IPUMEHEHHS METOJIa COIMOCTABUMBIX
PBIHOYHBIX II€H (aHAJM3a PbIHKA), KOTOPBIM 3aKIIOYAETCS B YCTAHOBJICHUU HaYaJbHOU
(MakcUManbHOM) IIEHBI JIOrOBOpA, 3aKJIIOYaeMOT0 C €IMHCTBEHHBIM MOCTABIIMKOM, Ha
OCHOBaHUU MH(OPMALIMK O PHIHOYHBIX I[€HAX JICKAPCTBEHHBIX MpenapaToB, MEIUIIMHCKUX
3G U CHEeUHAIM3UPOBAHHBIX MPOJAYKTOB JIEYEOHOTO MHUTAHUs, IUIAHUPYEMBIX K
3aKyIKE, TMOJYYEHHOM OT MOCTaBIIMKOB JIEKAPCTBEHHBIX MPENAPATOB, MEIUIIMHCKUAX
W3CIIHN B CHIEIUAIM3UPOBAHHBIX MPOYKTOB JIEYEOHOTO MTUTAHHMS.

6.4. CormnacoBsIBaeT OCYIICCTBICHHUE 3aKyIKH JICKAPCTBEHHBIX ITpPEHapaTos,
MEIUIMHCKUX M3JEIUd U CHeNHUaTU3UPOBAHHBIX IPOJYKTOB JICYCOHOrO IHUTAHHS C
OT/ICJIOM MaTepHAIbHO — PECypcHOTro obOecrieueHuss U (HOPMUPOBAHUS OTPACICBOTO
rOCyJJapCTBEHHOI0 3aka3a JlemapramMeHTa B CJIydae YCTAHOBJIEHHS B IIPEIJIOKCHUU
MOCTAaBIIMKA O TIIOCTaBKE JIEKAPCTBEHHBIX IPENAapaToB, MEIUIMHCKUX W3JCIUN U
CIICIIMATIM3UPOBAHHBIX MPOJYKTOB YCJIOBHHA O CPOKax MX MOCTAaBOK, MPEBBIIIAIOIINX
/ KaneHJapHbIX JHEW ¢ MOMEHTa nojiydeHus uM 3aiaBku oT OT'AY3 «COMI».

V1. UuopmanmoHHOe B3auMoAelicTBHE MeAKAY YYACTHUKAMM JIbIOTHOTO
JIEKAPCTBEHHOI 0 00ecreYeHust

B pamkax uH)OpMaIIMOHHOTO B3aUMOIECHCTBUS MEXIY YYACTHUKAMH JIbITOTHOTO
JIEKapCTBEHHOT'O 00ECTICUCHNUS:

1. lemapramMeHT:

1.1. ®opMupyeT U NpeIoCTaBISIET OTYSTHOCTD IO BOIPOCY 00ECIICUCHUS JIbIOTHBIX
KaTeropuii rpakJaH HEOoOXOJUMBIMU JICKAPCTBEHHBIMHU MpernapaTaMu, METUIIUTHCKUMHU
U3JICTUSIMUA M CHEIUATM3UPOBAHHBIMU MPOAYKTAMHU JI€YeOHOTO MUTAHUS B CIIy4asiX H
MOPSIAKE, TPEyCMOTPEHHBIX 3aKOHOAATEILCTBOM Poccutickon denepanuu.

1.2. HeceT OTBETCTBEHHOCTh 3a CBOEBPEMEHHOCTh, IOJHOTY M JOCTOBEPHOCTH
uH(popmanuu, npeaocTaBisieMoil B cooTBercTBuM ¢ mil. 1.1 m. 1 HacTosimero Pernamenra.

2. OT'AY3 «COMI»:

2.1. OOecrnieunBaer pexuM oOMeHa HHpOpMalMeld O HAJIWYUKM U MOCTaBKaX
JIEKApCTBEHHBIX MPENapaToB, MEIUIIMHCKUX U3EIUN U CIICIHMAIM3UPOBAHHBIX MPOIYKTOB
JIe4eOHOTO MHUTAaHUS B COOTBETCTBUM C 3aKJIFOYAaEMbIMU COTJIAIIEHUSMH, MPEIMETOM
KOTOPBIX SIBJIIETCS OCYIIECTBJICHHE COBMECTHOM NIESITEILHOCTH MEXay JlemaprameHTOM,
OTI'AVY3 «COMI» u OI'AY3 «COMHUALIy.

2.2. TlpenoctaBnsier B Jlemaprament u OI'AY3 «COMUAIl» undopmamnmio B
COOTBETCTBUM C 3aKJIIOYa€MbIMU COTJIAIIEHUSMH, MPEIMETOM KOTOPBIX SIBISETCS
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OCYLIECTBJIEHUE COBMECTHOM esaTenbHocTH Mexay lenapramentom, OI'AY3 «COMI» n
OTI'AY3 « COMHUAIL».

2.3. [Ipenocrasinser B anapec JlemapraMmenTa exxeneieabHo (1 pas B HeJient0) CBOAHYIO
uH(bOpPMAIMIO O JBWKCHUM JIEKAPCTBEHHBIX MPENapaTroB, MEIULIMUHCKUX W3ACIUA U
CHEIUATN3UPOBAHHBIX MPOJYKTOB JIEYEOHOrO0 MUTAHUS, MOMEUIEHHBIX Ha OTBETCTBEHHOE
XpaHeHue («KapaHTUHY).

2.4. IlpemocraBnsger B azapec [lemaprameHTa CBOAHYIO HWHGOPMAIMIO O
HEJOMOCTaBKaxX  JIEKAPCTBEHHBIX penaparos, METUITUHCKHUX u3JIeui u
CHEUUAIN3UPOBAHHBIX TPOIYKTOB JICHEOHOrO MUTAHUS 1O 3aKIOYEHHBIM KOHTPAaKTaM Ha
MIOCTaBKYy JIEKaPCTBEHHBIX MPENapaToB, MEAUIMHCKUX HU3AEIIUNA U CIIEHHATU3UPOBAHHBIX
MPOYKTOB JICUCOHOTO TTUTAHUS.

2.5. Baocur B mnporpamMmHblid npoaykTt «3apaBMHpo» wuHpoOpManmio 0
JIEKapCTBEHHBIX MpenapaTax, MEIUIIMHCKUX U3ACIUSIX U CTICIIUATM3UPOBAHHBIX MTPOTYKTaxX
7e4eOHOTO MUTAHUs, MOCTYNMHUBIIMX B paMKaxX 3aKJIIOUCHHBIX KOHTPAKTOB Ha MOCTaBKY
JIEKapCTBEHHBIX MPENAPATOB, MEIULIMHCKUX U3JEIUN U CIIEHUATN3UPOBAHHBIX NPOTYKTOB
7e4eOHOro MUTaHUA, B TeUEHUE 2-X pabounX JHEH MOocie OKOHYATEIbHON UX MPUEMKH.

2.6. Hecer OTBETCTBEHHOCTh 3a CBOEBPEMEHHOCTb, IOJHOTY U JOCTOBEPHOCTb
uH(opMaIuu, NpPeoCTaBIsIEMON U 3aHOCUMOW B COOTBETCTBUU ¢ mm. 2.2 — 2.5 m. 2
Hacrosiero Pernamenra.

3. O'AY3 « COMUAL»:

3.1. IlpenocraBnsier B JlenapraMeHT exeHenenbHO (1o moHeaenbHukam) g0 10-00
(HapacTaroIKM UTOTOM C TISITHUIIBI TIO Y€TBEPT BKIFOUUTEIIEHO) HH(POPMAIHMIO O peali3alluy
MIOJTHOMOUYHIA TI0 OpraHu3aly o0ecriedeH st IbIOTHBIX KaTErOpuil rpaxaaH JIEKapCTBEHHBIMU
npenapatamMi, MEIUIUHCKUMHU U3ACIUSIMUA M CHECUHAIM3UPOBAHHBIMU  TTPOJYKTaMHU
Je4eOHOTO MUTAaHUA 10 (opMe COTIIACHO MpuiIokeHuIo Ne 2 k HacTosemMy PermamenTy.

3.2. OcymiecTBIseT eKEeMeCIuHO (0 5 Yncia Mecslla, CIEeIyIOMero 3a OTYETHBIM)
npuéM 0a3 JaHHBIX BBIMUCAHHBIX JBIOTHBIM KAaTErOpUSM TpaXkjaH PELENTOB, a TaKkKe
OOCITY’)KEHHBIX PEIENTOB Ha JIEKAPCTBEHHBIC IMpenaparbl, MEIUIIMHCKUE U3JETUs |
CHEeIUAIN3UPOBAHHBIC MPOAYKTHI JICUEOHOTO MUTAHUS OT METUIIMHCKUX OpraHU3alNi U
OI'AY3 «COMIy ¢ ucnonab3oBaHueM cepTUGUIIUPOBAHHBIX CPENICTB KPUTITOTpadUIecKoi
3amUThl THPOPMAIIMK U CPEACTB DIICKTPOHHOM MOITUCH.

3.3. OcymectBisieT exemecsyno (B cpok mo 30 umcma mecsia, CICAYIONIETo 3a
OTUETHBIM) JKCHepTH3y 0a3 JaHHBIX PEIENTOB, yKa3aHHBIX B M. 3.2 1. 3 HACTOSAIIETO
Pernamenra, pe3ynprarsl KoTopou npeacTtasisirores B Jlenaprament u OI'AY3 « COMLII» B
CPOK 10 5 yuciia BTOPOro MECSIA CIEIYIOUIEr0 3a OTYETHBIM.

3.4. ®opmupyeT U mpenocTtaBisieT B JlemaprtameHT B Cpok 10 8 uucia Mecsiia,
CIEAYIONIEro 3a OTYETHBIM, HMH(OpPMAIMIO O pelenTax, yKa3aHHbIX B mm. 3.2 1. 3
HacTosimiero Perinamenra, mo ¢opMme corjacHo npuiiokeHntro Ne 3 K HacToslEeMy
Pernamenry.

3.5. Ilpenocrasnsier B JlemapTaMeHT CBEIEHUS O JIbTOTHBIX KaTErOpHsiX IpakiaH,
6onpHbIX 7B3H (exxemecsuHO 10 2-T0 Yrcia MecsIa, CIeIYIOMEro 3a OTYCTHBIM), B T.U.:

- Oo0mell YHMCIEHHOCTH JIbTOTHBIX KAaTeTOPWM Tpa)kaaH, BKIIOYEHHBIX B
«pETHOHANIbHBIN  cerMeHT»  DenepanbHOrO0  peructpa i, OonbHBIX  7B3H,
npeaycMoTpeHHoro 4. 8 ct. 44 ®denepanpHoro 3akoHa ot 21.11.2011 Ne 323-®d3 «0O6
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OCHOBAax OXpaHbl 3J0pOBbs rpaxkaad B Pocculickoit @enepanuuny» (nanee — Peructp) (mo
HO30JIOTHSM);

- YACJIEHHOCTH JIbTOTHBIX KaTeropui rpaxkjaH, 6oiapHbeiX 7B3H, Hynarommxcs B
JBTOTHOM JICKApPCTBEHHOM oOecriedeHuH (110 HO30JIOTHSM);

- YHCJIIEHHOCTH JIBTOTHBIX KaTeropum TpaXKJaH, OO0JILHBIX 7B3H,
HE HYXXJAIOIINXCS B JIbITOTHOM JICKApCTBEHHOM oOecriedeHun (110 HO30JIOTHSM);

- YUCJEHHOCTH JIbITOTHBIX KaTEropusix rpaxkiaaH, 0oibHbiXx 7B3H, BKIIOYEHHBIX B
Peructp 3a npeiecTByonmii Mecsil (o HO30JOTHSIM);

- YUCIIEHHOCTH JIbIOTHBIX KaTErOpUsiX rpaxkaaH, 0onbHbIX 7B3H, MCKItOYEHHBIX U3
Peructpa 3a npeamecTByonuii Mecsir (1o HO30JIOTHSIM);

- YUCJIEHHOCTH JIbIOTHBIX KaTErOpHil TrpaxkJaH, NEpPEBENEHHBIX U3 KaTerOpHH
0onpHbIX 7B3H, HyXmaronmxcs B JIbIOTHOM JIEKAPCTBEHHOM OO€CII€YEHUH, B KATETOPHUIO
JBTOTHBIX KAaTETOPHIA TPaKIaH, He HYKIAIOIIUXCS B TAKOM 00€CTICUSHHH (T10 HO30JIOTHSIM);

- YHCJIEHHOCTHU JIbIOTHBIX KAaTEropuil rpa)kJaaH, MEPEBEICHHBIX W3 KaTerOpuu
o6onpHbix 7B3H, He HYyXIaloomUXCs B JbFOTHOM JIEKAPCTBEHHOM OOECICUYCHHH, B
KATerOpUI0 JIbFOTHBIX KATErOpUil TpakliaH, HYKJAIOIIMXCS B TaKOM oOecredeHuH (110
HO30JIOTHSIM).

3.6. IlpenocraBnsier B JenaprameHT uHpOpMaldi0 00 oOECreYeHHs JIbIOTHBIX
KaTEropuid TpaKJaH JICKAPCTBEHHBIMU IMpENapaTamMu, MEIULMNHCKUMHU W3IACIUSIMUA U
CHEIUATN3UPOBAHHBIMU  MPOAYKTaAMH JIEYeOHOTO THUTaHUs 1O QopMaM COTJacHO
npuiokeHussM NeNe 4 - 6 k HacTosimeMy Permamenty.

3.7. IlpenocraBnsieT no 3anpocy [enapramenTta MHbIE CBEICHUS, HEOOXOIUMBIC IS
OpraHu3alMU JIOTHOTO JIEKAPCTBEHHOT'O 00ECTIEUEHHUS .

3.8. Ocymectrisier (3 pasza B mecsi B cpok 10 10, 20 u 30 (31) ymcna kaxmoro
Mmecsna no cocrossHuto Ha 1, 10 u 20 yucno mecsna) nepemady 0asbl TaHHBIX PETUCTPOB
JBIOTHBIX KaTE€ropui rpak/iaH, BEICHHE KOTOPBIX MPETYCMOTPEHO 3aKOHOIATEIbCTBOM
Poccuiickon @enepanuu B meaunuHckue oprannzanu 1 OI'AY3 « COMLy.

3.9. OcymiecTBiseT nepeaady perucTpoB, HCTIOIb3YEMBIX PU pabO0Te MPOTPAMMHOTO
npoykra «MOHUTOPUHT JBIOTHOTO JICKAPCTBEHHOTO OOECMEUYEHUs» MJIsi OpraHU3aINH
JBTOTHOTO JICKAPCTBEHHOTO OOecnedYeHus, B MeauuuHckue opranmzaiuu u OI'AY3
«COMII» B cucreMe 3JIEKTPOHHOTO AOKYMeHTooOopoTa «JlenoPro» ¢ mcronbp3oBaHueM
CepTUPUIIMPOBAHHBIX CPEACTB KpuUnTorpaduyeckor 3amuThl WHOOpPMAIUU U CPEACTB
AJIEKTPOHHOM ITOIITHCH.

3.10. OcyuiecTBisSIET €XKEHENEIbHO (10 YeTBEepraMm) IpUEeM OT MEIUIIMHCKUX
opraHuzanuii  uHGOpPMAIMM O CHATHUM 3apETHMCTPUPOBAHHBIX HAa  OTCPOYECHHOE
00CITy’KUBaHUE PEIENTOB, BBIMUCAHHBIX JILBTOTHBIM KaTErOpHUsM TpaxaaH, Mo dopme
coryiacHO npuitokeHuto Ne 7 k HactosieMy PerniamenTy u HanpasyieHue ee (B 000011eHHOM
Busie) B O'AY3 «COMLIy.

3.11. IIpenocrapnser B JlenapTaMeHT exeMecsYHO (B CPOK He mo3aHee 15 yucna
MecAlla, CIAEAYIOIIET0 3a OTYETHBIM) OTYET IO MOCTABKaM JIEKAPCTBEHHBIX IPENapaTos,
MEIUITMHCKUX W3JEIHA U CICIHAIM3UPOBAHHBIX TMPOAYKTOB JICUEOHOTO TMHUTAHUS IS
oOecrieueHus JbTOTHBIX KaTEeTOPH TPak/IaH.
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3.12. OcymectBusier Benenue Peructpa 7B3H — «CeMmb BbICOKO3aTpaTHBIX
HO30JIOTHiI» B €IUHOM ToCcyAdapCTBeHHOW WHGOPMAIMOHHON cucreMe B cdepe
3JIpaBOOXPaHEHUSI.

3.13. HeceT OTBETCTBEHHOCTh 3a CBOEBPEMEHHOCTh, IOJHOTY M JOCTOBEPHOCTH
uH(opMaIu, IpeoCcTaBIIeMON U 3aHOCUMOM B cooTBeTcTBUM ¢ . 3.1, 3.4, 3.5- 3.7, 3.11,
3.12 u. 3 Hacrosmero Pernamenra.

4, MeaMuMHCKHME OPTraHU3alMU:

4.1. ExxenenenbHo (1o nsatHuiam) ao 14-00 pazMemniaroT B HHPpOpMAIMOHHON Oa3e
IporpaMMHOro mnpoaykra «OH-TalH MOHUTOPUHI» MO (OPME COIMIACHO MPHUIOKEHUIO
Ne 8 k HactosmeMy PernameHTy (C MSATHUIBI O YETBEPT BKIIOUUTEIHLHO HAapacTAIOIIUM
HUTOTOM C STHBAps TEKYIIETO TO/1a) CICTYIONTYI0 HHPOPMAIIHIO:

- CBEICHHUS O YHWCICHHOCTH JBIOTHBIX KATETOPHHA TpaXKIaH TO KaTETOPUSIM
3a00JIeBaHUM (caxapHbIil quadeT, OpOHXUANIbHAS aCTMa, OHKOJIOTHUYECKHUE 3a00JIeBaHusl ), 10
rpymnmnaM HacejeHus (TpakaaHe, B TOM 4YHCIe, CTapiie TPYIOCIOCOOHOTO BO3pacTa M C
OTPaHUYCHHOW MOOWIBHOCTBIO), JIBTOTHOE JIEKAPCTBEHHOE OOECIeYeHuE KOTOPBIX
OCYIIECTBJISIETCS B paMKax aJpeCHOM JOCTAaBKH JICKAPCTBEHHBIX MIPETapaToB;

- CBEJCHUS O YHUCJICHHOCTH JIbIOTHBIX KaTeTOPHMl TpaxkaaH, OOpaTUBIIUXCS B
MEUIIMHCKIE OPTaHU3aIUH IO TPYIINaM HACEJICHUS U KaTeropusiM 3a00JIeBaHMUI;

- CBEJICHUS O KOJMYECTBE PELENTOB HA JICKAPCTBEHHBIC MpernapaThl, MEIUIIUHCKHUE
U3JIeNUs U CTICIUATTM3UPOBAHHBIE TIPOYKTHI JIEUEOHOTO MUTAHUS, BEITUCAHHBIC JIbTOTHBHIM
KaTeropusiM Tpak/iaH Mo TpyniaM HaceJICHHs U KaTeropusiM 3a00J1eBaHUN.

4.2. Exxemecssuro (1o 5 uuciia mecsia, CIEAYIONIero 3a OTUETHBIM) HApaCTAIOIIMM
UTOTOM, HauuHas ¢ | sHBapsi TEKYIIEro roja, Mpe/CTaBsaioT B JlemapTamMeHT Ha ajpec
«Monutopuar JIJIO» B cucteme HIEKTPOHHOTO JOKyMeHTooOopoTa «JlenoPro» c
WCITOJIb30BAaHUEM  CEPTU(PHUIIMPOBAHHBIX  CPEACTB  KPUNTOTPAPUUECKOM  3alTUTHI
nH(OpPMAIIMU U CPEACTB DJICKTPOHHON TOANMHMCH 0a3bl JAaHHBIX PEIENTOB, BBIMTHCAHHBIX
JBTOTHBIM KaTETOPUSIM TPakIaH.

4.3. OcyliecTBISIOT BBEJICHUE B KOMITBIOTEPHYIO CHCTEMY ydeTa HHopMaIuu oo
aHHYJIMPOBAHHBIX pelenTax (€KEHEACIBHO 110 YeTBEpPraM) C yKa3aHUEeM NMPUIHH (M3MEHEHA
cxema JIeYeHUs, UCTEK CPOK JCUCTBUS PEIENTa, TEXHUYECKUE OIMMOKU MPU OPOPMIICHUU
PEILICNITOB U MPOYKE) U COCTABJICHUE aKTOB.

4.4. OcyiecTBISIOT IpH (POPMUPOBAHUH PEIENITOB HA JICKAPCTBEHHBIC MPENaparhl,
MEUIIMHCKUE U3JCNUS U CIICIMATIM3UPOBAHHbBIE TIPOIYKTHI JIEYEOHOT0 MUTAHUS B (popMe
AJIIEKTPOHHBIX JIOKYMEHTOB BBOJI JAHHBIX 10 MIPU3HAKAM JIJIT COOTBETCTBYIOIINX JIbTOTHBIX
kareropuii rpaxaan: «aBamua wim ygyactHuk BOBy» (s 6onbabix 7B3H) u «Aapecnas
J0cTaBKa» (U1 TpaklaH, B TOM YHCJIE CTapiie TPYAOCIMOCOOHOTO BO3pacTa U C
OTPaHUYCHHOW MOOMJILHOCTBIO, JIBFTOTHOE JICKAPCTBEHHOE O0OECIeUCHHEe KOTOPBIX
OCYIIECTBIIACTCS B paMKax aJpeCHON JOCTABKH JICKAPCTBECHHBIX MPEIapaToB).

5. AnTeyHble OpraHU3alMu:

5.1. PerynsapHo o0ecrieqnBarOT HHPOPMAIIMOHHO-TEXHOJIOTHICCKOE B3aMO,ICHCTBHE
¢ OI'AY3 «COML» o HanuumMu JIEKapCTBEHHBIX MPENApATOB, MEIULMHCKUX U3JEIUNA U
CTHEIUaIN3UPOBAHHBIX TTPOYKTOB JICUSOHOTO TTUTAHMS.

5.2. OpranmsyroT (Ipu HEOOXOIUMOCTH) «OOPATHYIO CBA3bY» PAOOTHUKOB alTEYHBIX
opraHu3aiuii ¢ pabOTHUKAMH MEIMIIMHCKUX OPTaHHW3alliidi MO BOMpOcaM oOecredeHus



20

JIBT'OTHBIX KaTeFOpI/Iﬁ IpaXaaH JICKAPCTBCHHBIMU  IIpCriaparaMyv, MCINIUHCKUMHA
N3OCIINAMHA U CIICHUAJIN3UPOBAHHBIMU IIPOAYKTAMU J1Ie4eOHOT0 MUTAHUS.

VIIl. BenoMcTBEeHHBII KOHTPOJIb 32 OpPraHu3anuel JbroTHOTO JIeKAPCTBEHHOT0
o0ecnevyenuss Ha Teppuropun CMoOJIEHCKOH 001aCTH

B nensx ocymiecTBieHus] BEIOMCTBEHHOIO KOHTPOJIS 3a OpraHU3aLMEN JIbIOTHOTO
JIEKapCTBEHHOTO o0ecriedeHuss Ha Tepputopur CMOJEHCKOW 00JacTM B paMKax
ocymiecTBiIeHus JlemapTaMeHTOM BEIOMCTBEHHOTO KOHTPOJS KadecTBa U OE30MaCHOCTH
MEJIUIIMHCKON JIEATEIIbHOCTH MPOBOUTCS

- aHauuM3 COOTBETCTBUSI MPOBOJAMMON  JIBIOTHBIM  KaTETOpUsIM  TpaxiaaH
JIEKQpCTBEHHOW Tepanuu TMOpsAaKaM OKa3aHUsS MEAUIIMHCKOM TMOMOIIU, CTaHIapTaM
MEIUIIMHCKONW TOMOIIM U KIMHUYECKUM pEeKOMEeHAAIusM (IIPOTOKOJIAM JIEYEHUs) IO
BOITPOCAM OKa3aHUsI METUITMHCKON ITOMOIIIH;

- aHalu3 1eJECO00Pa3HOCTH HA3HAYEHHOW JIbITOTHBIM KaTErOpUsIM TpaxKaaH
JIEKapCTBEHHOM TEPANKK C YYETOM TSHKECTH U XapaKTepa WX 3a00JICBaHUIM.

KoHTposnb 3a 000CHOBaHHOCTBHIO HA3HAYEHMSI BPAauyOM MEIMIIMHCKON OpraHu3aIiuu
JIEKapCTBEHHBIX MIPENapaToB, MEAUIIMHCKUX U3ICIUN U CIICUATN3UPOBAHHBIX MPOIYKTOB
7e4eOHOTO TMUTAaHUS OCYIIECTBISIETCS €XKEMECSYHO BpayeOHOW KOMHUCCHUEW JaHHOU
OpraHu3aLMH.

B coorBeTcTBUM ¢ mocTaHOBieHUEM AnMuHUCTpanuu CMOJEHCKOW 001acTu
ot 15.02.2005 Ne 36 «O0 obecniedeHnu OTAEIbHBIX Iy HaceleHuss CMOIEHCKO# 001acTu
JICKapCTBEHHBIMU TIperapaTaMy, MEAWIIMHCKAMH HW3JICTUSIMUA W CHCIHAT3UPOBAHHBIMA
MPOyKTaMHU JIEUeOHOTO MUTAHUSI, OTITYCKAaeMbIMH TIO PEIenTaM Bpauei 0ecIiyiaTHO WM C
IIATUACCATUIIPOLCHTHON CKUAKOW» KOMHCcHEN JlemaprameHTa €XEKBApTAIbHO Ha
OCHOBAHHHM BBIOOPOYHBIX MPOBEPOK MEIUIIUMHCKUX OpraHu3alliid, MOABEIOMCTBEHHBIX
JlemapTamMeHTy, OCYIIECTBISIETCS KOHTPOJIb 3a UX pabOTON MO OO0ECIEeUEHUI0 JIbIOTHBIX
KaTeropuii TpaxKJAaH JIEKAPCTBEHHBIMHU IIpenaparamMu, MEIUIIUHCKUMH U3JETUSIMUA |
CIeUATU3UPOBAHHBIMU MPOAYKTAMHU JIEUEOHOTO MUTAHUSL.



