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MHHHUCTEPCTBO 3JIPABOOXPAHEHUWA PSCITYBJIMK KPBIM

IIPUKA3
<é;_ﬁ» Q&_ia(ﬁ,a% roaa Ne _M
/ r. Camdeponon

O eHeceHuu usmeHeHUll 8 NPUKA3
Munucmepcmea 30pasooxparnenus
Pecnybnuxu K poim

om 08 uionsn 2016 200a Ne 1056

B cootBerctBUM ¢ DenepanbHbM 3akoHOM OT 21.11.2011 Ne 323-®d3 "O6
OCHOBax OXpaHbl 310poBbsi rpaxiaH B Poccuiickoil ®Penepaunu”, ®PenepanibHbIM
3akoHOM oT 17 wutonsa 1999 roma Ne 178-®3 "O rocymapcTBeHHOH coUHaIbHOM
nomouu", nocraHosieHueM [IpaBurensctBa Poccuiickoit ®enepanuu ot 30 wurons
1994 ropa Ne 890 "O rocynapcTBeHHOH mNOAAEpXKEe pa3BUTHS MEIUIIMHCKOM
NPOMBIIJIEHHOCTH W  YJIy4dIIEeHHH oOOeclleuyeHHs HaceleHUs M ydpexJAeHHi
3[paBOOXPAaHEHUS JICKAPCTBEHHBIMH CpEACTBAMH W H3JEJIUSIMH MENULUHCKOIO
HasHaueHus", IIpukasom MuHucrepcrsa 31paBooxpaneHust Poccuiickoit ®eneparuu
or 24.11.2021 Ne 1093 "O6 ytBepxaenuu IlpaBun oTmycka JeKapCTBEHHBIX
npenapartoB i MEAUIMHCKOrO MPUMEHEHHUs alTeYHBIMH  OpraHU3alHsAMU,
WHIAMBULYaIbHBIMU IIPENIIPUHUMATENSIMHU, UMEIOIIMMH JTHIEH3UIO Ha OCYLIECTBIIEHHE
(apMalleBTHYECKOH [JEATENbHOCTH, MEOUIMHCKUMH OpraHU3alUsIMH, HMEIOUUMH
JULEH3UI0 HAa  OCyWIeCTBIEHHE (¢apMaleBTUYECKOH  JEeSTENbHOCTH, M  HX
000coONEeHHBIME  MofApa3fieNeHus M  (aMOyJaTOprsMH,  QeNbIIepCKHMH U
(enpAlepcKo-aKyIepCKUMHU ITyHKTaMH, LIEHTPaMH (OTAeJeHUAMH) o01ieit BpauyeOHOiM
(cemeliHOM) NpaKTHKH), PAclOJOXKEHHBIMH B CEJIbCKHUX IIOCENIEHHSX, B KOTOPBIX
OTCYTCTBYIOT alTE€4YHble OpraHu3allid, a Takxe IIpaBHil OTHmycka HapKOTHYECKHUX
CPEJICTB U IICUXOTPOITHBIX BELIECTB, 3apErMCTPUPOBAHHSIX B KaUeCTBe JIEKQPCTBEHHBIX
penaparoB s MEIUIMHCKOrO INpPUMEHEHHUs], JEKApPCTBEHHBIX IIpenapaToB s
MEIMIIMHCKOrO  INPUMEHEHMs, COJAepXalluX  HapKOoTHYecKHe  CpeAcTBa |
IICHXOTPOIHBIE BELIECTBA B TOM uncie Ilopsaka OoTycka anTedHbIMH OpraHU3alUsIMHU
UMMYHOOHOJIOTMYECKUX JIEKapCTBEHHBIX IpemnapartoB”, IlopsakoM opraHu3aiuu
obecriedeHUsT HaceJeHUs JIEKAPCTBEHHBIMH IMpernapaTaMH OIS  MeEIMLKUHCKOro
IpPUMEHEHHUs, MEIMIUHCKMMH H3JeNUsIMH, a TakXke CHeHUaTU3UpOBaHHBIMH
NpOAyKTaMH JleyeOHOro TMHUTaHUsA VIS JeTeH-WHBATHAOB, 3aKyIUIEHHBIMH IIO
rocyapCTBEHHBIM KOHTpAaKTaM, Ha Tepputopuu Pecry6nuku KpbIM, yTBEepKIAEeHHOIO
nocraHoBieHneM CoBeta MuUHUCTpoB Pecnybnuku Kpeim ot 3 umions 2015 roga Ne
305, Ilpukazom MunucrepctBa 3apaBooxpaHeHUss Poccuiickoii ®enmepamuu oT
24.11.2021 Ne 1094 "OO6 yrtBepxnaenuu Ilopsiaka Ha3Ha4YeHHsS JIEKapCTBEHHBIX
npenaparos, (GopM pelenTypHbIX OIaHKOB Ha JieKapcT3eHHble mpemnapatsl, [lopsnka
oopMIIeHUs yKa3aHHBIX ONaHKOB, UX y4eTa M XpaHeHus, GopM OJaHKOB pelenToB,



CoepXalliX Ha3sHaYeHHE HaApPKOTUYECKUX CpPEACTB WM MCHUXOTPONHBIX BEIIECTB,
[lopsnka HMX H3rOTOBJICHUS, paclpedefieHHs, PErHCTpAllH, y4deTa W XpaHeHHs, a
Taxke [IpaBun odopmnenus 61aHKOB peleNTOB, B TOM YKcie B opMe SIeKTPOHHBIX
JIOKYMEHTOB", HeHCTBylowed TeppuTopuaibHOM mpOrpaMMoil rocyapcTBEHHBIX
rapaHTHH OecIIJIaTHOrO OKa3aHHWs IpaxkJaHaM MEIUIMECKOH oMoy B PecmyGnuke
KpevM, B 1ensx peajivzaliid NpaB OTAETBHBIX KaTeropuil rpakaaH Ha obecrievyeHue
JIEKapCTBEHHBIMU NpenapaTaMy, MEAULIMHCKUMH U3ACNHIMH, CIIEIHAIN3UPOBaHHBIMA
NpOAYKTaMH JIe4eOHOro MUTaHUS 3a CUeT CPeACTB (peAepaibHOrO M PEerdOHAILHOIO
OIO/KETOB M COBEPIICHCTBOBAHUSA OPraHU3AlHOHHOIO B3aUMOIEWUCTBHS CYOBEKTOB,
OpraHU3YIOIIMX M OCYMIECTBISIOINX OOecredeHHe OTAENBHBIX KAaTeropuil rpaxuad
Poccuiickoit denepannu, NOCTOSHHO WM BPEMEHHO MPOXMBAIOLIMX HA TEPPUTOPHHU
PecnyOnuku KpplM, jekapCTBEeHHBIMH NpenapaTaMy, MEIHIMHCKUMH H3IETHIMH U
CIELIMAIM3UPOBAHHBIMU NPOAYKTaMH JieueOHOro MUTaHUsA, coriacHo IlomoxkeHHIo o
MunucrepcTse 30paBOOXPaHEHUs Pecny6nuku Kpbim, YTBEPKIECHHOMY
nocranosieHueM CoBeTa MUHUCTPOB Pecriybnuku Kpein ot 27.06.2014 Ne 149,

INPHUKA3BIBAIO:

1.  Brectu B npuka3 MuHucrepcTBa 31paBooxpaHeHus Pecny6nuku Kpbim
or 08 uronsa 2016 roma Ne 1056 «OO6 yTBepKaeHUM periiaMeHTa B3auMOJAEUCTBHS
YYaCTHHKOB NpPOrpamMM JIb[OTHOTO JIEKAPCTBEHHOro «OecreyeHUuss Ha TeppUTOpUHU
Pecny6nuku KpeiM, nopsizka ocymiecTBIeHHS U (OpMBI MOHHUTOPHHTa OOecrieueHHsI
HEOOXOAMMOIO KOJIMYECTBA JICKapCTBEHHBIX IpernapaTcB MJIS OTHENBHBIX KaTeropuit
rpaxaH B Pecniy6nuke Kpeim» (nanee — npukas) ciegyiyie H3MEHEHHUS :

1.1. Ilpeambyny x mnpukasy MuHHCTepCcTBa 3LpaBooXxpaHeHHS PecmyOnuku
KpeiM or 08 mrongs 2016 roga Ne 1056 «OO06 yTBepxneHHMM perjiaMeHTa
B3aUMOJIEHCTBHS YYACTHUKOB IIPOrpaMM JIbIOTHOIO JIEKAPCTBEHHOIro oOecrieueHus Ha
tepputopuH PecnyOnuku KpseiMm, mopsaka ocyuiecTBIeHHS U (HOPMBI MOHHTOPHWHTA
obecriedeHHsT HEOOXOOUMOro  KOJMMYECTBA JIEKAPCTBEHHBIX IMpPENapaToB IS
OT/ENIBHBIX KaTeropuil rpaxaas B Pecriybmike KpeiM» M30XHUTE B HOBOM pelaKIIMU:

«B cootBercTBUM ¢ DenepanbHbBIM 3akoHOM OT 21.11.2011 Ne 323-®3 "O6
OCHOBaxX OXpaHbl 30pOBbs rpaxknaH B Poccuiickoil ®enepauun", denepalbHbBIM
3ak0oHOM OT 17 wmronsa 1999 roma No 178-®3 "O rocynapCTBEHHOM COIHAJBHOH
nomow”, nocraHoBneHueM IIpaButensctBa Poccuiickoit @enepauun ot 30 wHrons
1994 roma Ne 890 "O rocymapcTBeHHOH MOANEPXEKE pPa3BHTHA MEOHIIMHCKON
IPOMBIMUIEHHOCTH M  yIydYlleHHMH ofecrnedueHUs] HacelleHHs U YUpeKIEeHUH
30paBOOXPAHEHHUS JIEKAPCTBEHHBIMH CPEACTBAaMH U M3IEIUSAMU MEAUIMHCKOIO
HasHaueHus", [lpukazom MuHucrepcTBa 3npaBooxpaneHus Poccuiickoit ®eneparuu
or 24.11.2021 Ne 1093 "OO ytBepxaeHuu IIpaBAn oTmycka JeKapCTBEHHBIX
IpernapaToB s MEAUIUHCKOrO TpPUMEHEHUs anTeYHbIMH OpraHU3alUsIMY,
MHIUBUAYAJIBHBIMU NPEeANPUHUMATENSIMUA, UMEIOIUMHU TUIIEH3UI0 Ha OCYILECTBIECHUE
bapMalleBTUYECKOH JAESTENbHOCTH, MEOUIIMHCKHUMH OPraHW3alusIMH, HMEIOLIIMHU
JUIEH3WI0 Ha  OCYIIeCTBIIeHHe (apMaleBTHYECKOW  OeATeNBHOCTH, W  HX
000coONeHHBIME  ToApasjelieHussMi  (aMOynaTtopuaMu,  GeNbOIIEpCKUMH |
(enpamepcKo-aKyLIEpCKUMH ITyHKTaMH, LIEHTpaMH (OTAENEHUAMH ) o011el BpaueOHOA
(cemeliHOM) NpPaKTHUKH), PACHONOXKEHHBIMU B CEJIbCKAX IOCENIEHUSIX, B KOTOPBIX



OTCYTCTBYIOT allTeYHble OpraHu3aluu, a Takxe [IpaBun oTmycka HapKOTHYECKHUX
CPEICTB U IICUXOTPOITHBIX BELIECTB, 3apErUCTPUPOBAHHEIX B Ka4€CTBE JIEKAPCTBEHHBIX
[IpenapaToB I MENULUHCKOro IpUMEHEHHUS, JIEKaDCTBEHHBIX I[pernaparoB IS
MEJUIHUHCKOIO  NPUMEHEHHUs, COAEpXalluX  HapKOTHUYeCKWe  CpeAcTBa U
IICUXOTPOIHEIE BEIIECTBA B TOM 4ucJie [lopsaka oTIycka anTeYHbIMH OpraHU3alUsIMH
MMMYHOOHOJIOTHYECKUX JIEKApCTBEHHBIX IpenapaToe”, IlopsaxoM opraHd3auniu
obecrieyeHUs] HaceleHHs JIeKapCTBEHHBIMH IIperafaTaMd JUIs  MeIUIMHCKOIOo
OPUMEHEHHS, MEIOULUHCKUMH U3ACNHsAMH, a TaEXe CHelHaJIu3UpOBaHHBIMHU
NpOAyKTaMH Jile4deOHOro TMHTaHUS Ui JAeTeH-WHBAJIHIOB, 3aKyIUIEHHBIMH 10
rocylapCTBEHHBIM KOHTpakTaM, Ha Tepputopur Pecny6nuku KpbiM, yTBepkaeHHOro
nocraHoBieHueM CoBeTa MUHHCTpoB PecrmyGnuku Kpeim oT 3 umrons 2015 roga Ne
305, IlpuxazoM MunucrepctBa 3apaBooxpaHeHuss Poccuiickoit Pemeparyd oOT
24.11.2021 Ne 1094m "OO6 ytBepxamenuu llopsaka Ha3zHa4YeHHs JIEKapCTBEHHBIX
IpenapaToB, (opM peLenTypHBIX OIaHKOB Ha JieKapCTBEHHbIE mpemapaThl, [lopsaka
odopMIIeHHs yKa3aHHBIX OJaHKOB, UX y4yeTa M XpaHeHds, GopM OJaHKOB pEIENTOB,
cColep)KalllMX Ha3HauY€HHEe HApKOTUYECKUX CPEACTB WIM IICUXOTPOMHBIX BELIECTB,
[lopsinka WX H3TOTOBIEHHUs, paclpefelieHUs, PEerUCTLallH, ydeTa U XpaHeHHs, a
takxe [IpaBun opopmienus 6JIaHKOB peLenToB, B TOM YHCIE B (OpMe 3JIeKTPOHHBIX
JOKyMEeHTOB", neicTByroomeil TeppHTopHanbHOM NpOrpaMMOii TrOCyHapCTBEHHBIX
rapaHTUil OecrjaTHOTO OKa3aHHs rpaXJaHaM MEeTUIHECKOH moMomu B PecrnyOnmke
KpeM, B Liensix peanusaluy NpaB OTAENbHBIX KaTeropuid rpaxkJaH Ha obecleueHue
JIEKapCTBEHHBIMH IIpenapaTaMy, MEAULIUHCKUMH U3AENHIMH, CIIeLUAIN3UPOBAHHBIMU
NPOAYKTaMHU JIe4EOHOTrO NMUTaHUs 3a CYET CPEACTB (eAepaIbHOTO U PETHOHAIBHOTO
OIOKETOB M COBEPLISHCTBOBAHUS OPraHU3allMOHHOTO B3aUMOJEHCTBUs CYOBEKTOB,
OpPraHM3YIOIUX M OCYIIECTBISAIOIIMX obecredeHue OTIENBHBIX KaTeTOpHUi rpamaH
Poccuiickoii @enepanny, NOCTOSHHO WM BPEMEHHO MPOXHBAIOIIUX HA TEPPUTOPUHU
Pecny6iuku KpbIM, JeKapCTBEHHBIMH NpenapaTaMy, MEIULHHCKUMH H3LCTHIMH H
CHELMAIM3UPOBAaHHBIMU NPOAYKTaMH JieueOHOro MuTaHus, cornacHo IlomoxxeHuio o
MunrcrepctBe  3apaBooxpaHeHuss — PecnyOnuku  KpeiM,  yTBepxaeHHOMY
noctaHoBiieHUeM CoBeta MUHUCTPOB Pecny6nuku Kpein ot 27.06.2014 Ne 149,

1.2. IlynkTel 1.3. ¥ 2 U30XHUTE B CIIeAyIOLIeH peBaKI[Uu:

«1.3. @opMmy peecTpa OTNyWIEHHBIX pELENTCB JIEKAPCTBEHHBIX CpPEICTB,
U3JIENIUN MEQULIMHCKOTO Ha3HA4YeHUs U CHEeLHaIU3UPOBAHHBIX IPOIYKTOB Jie4eOHOTO
IIUTaHUs COINIAaCHO NPUIIOKEHHIO 4 K HACTOSIIEMY IIPUKa3y».

«2. KOHTpOJIb HCIIOJHEHUS HACTOSLIETO NPUKa3a GCTABISIO 3a OO0y,

1.3. Ilynkter 3.1.9, 3.2.8, 3.2.17, 3.4.10, 3.4.12, 3.4.18, 3.4.19, 3.5.13, 3.6.9,
3.6.10, 5.5, 5.6, 6.1, 6.2., 6.3, 6.5, 6.6, 6.7, 6.8, 6.11 npunoxenus 1 Ilpukaza
M3JI0KUTH B CIEAYIOLIEH pelaKIuu:

«3.1.9. KoppekTHpyeT u HampaBiseT NpHKa3aMH Ha 3aKynKy, oOecnedeHue
OCHOBHYIO, IOIIOJIHUTENbHBIE U NEPCOHU(UIMPOBaHHBIE 3asBKH Ha JIeKapCTBEHHbIE
IpenapaTtsl, MEIMIIMHCKAE M3LENIHS U CIECLHAIU3UPOBAHHBIE NMPOAYKTHI JIe4eOHOTO
NuTaHus JUId  obecnedeHus rpaxaaH no mnporpamve PJIO oT MemUIIMHCKHX
OpraHM3aldi W IVIaBHBIX BHELUTAaTHBIX crnenrannctoB MunznpaBa. OcCHOBaHUEM IS
pacueTa o6beMa 3aKyNaeMbIX JIEKAPCTBEHHBIX NpenapaToB, MEAUIIMHCKUX H3AEHA U
CIelUAIM3UPOBAHHBIX  IPOAYKTOB  JIe4eOHOro  MHTAaHUS  SABISAIOTCS  3asBKU
MEIUUUHCKUX OpraHM3alMi, TJaBHBIX BHEIITATHBIX CHEUaTucTOB MuH3apasa,
COCTaBJICHHbIE Ha OCHOBaHUU NEPCOHU(DUIMPOBAHHOW NOTPEOHOCTH TIpa)kKiaH,



BKJIFOUEHHBIX B Peructp u He nepcoHUGULIHPOBAaHHON NOTPeOHOCTH, a TaKXXe JaHHbIE
I'VIT PK "Kpsmm-®apmanus”, TKY PK "Kpemm3apas" Ha ocHOBaHMH HHGOpMaLUU 00
OCTaTKax U OTIyCKE 3a MPEeAbIAYLIMNA MEePUOJ C LEIbI0 OpraHu3aluy HElpepbIBHOTO
JIeYEeHHS TPaXKIaH»;

«3.2.8. Ilpy mnpoBeAeHHHM OJKCIEPTU3Bl NPOBELSIET COOTBETCTBHE JaHHBIX,
IPEICTaBIEHHBIX B pEeCcTpe OTMYILIEHHBIX peIeNnToB, B YacTH COOTBETCTBHS
JIEKapCTBEHHOT'O npemnapara o MEXIYHapOIHOMY HEMAaTEeHTOBAaHHOMY
HaMMEHOBAHHUIO, TOPrOBOMY HaMMEHOBaHMIO, ()OpMe BBIIIYCKa, NO3UPOBKE, (HhacoBke,
KOJIMYECTBY OTIYLIEHHBIX YIIaKOBOKY;

«3.2.17. OcyuiecTBiasieT 3aKyNKy JIeKapCTBEHHBIX IpenapaToB, MeIULMHCKUX
U3JeNUi U CrlelMaIM3UPOBAHHBIX MPOAYKTOB JIEUeOHOTO MUTAHUS B COOTBETCTBHH C
JNEUCTBYIOIIMMH HOPMATHBHO-NIPABOBBIMM aKTaMH C Y4Ye€TOM palMOHAJIBHOIO
pacxo0BaHUs OKOMKETHBIX CPENICTBY;

«3.4.10. ObecneunBaeT exeqHeBHEBIH (B paboune JHU) BBOJ ITyHKTaMU OTIIyCKa B
3JIEKTPOHHYI0 HH(OpMaUMOHHYIO 0a3y maHHBIX HHGOpMamuilo 00 o0cIyXKeHHBIX
penenTax»;

«3.4.12. ExeHelnenbHO MO NATHHULAM (HAaKaHyHE BBIXOAHBIX M MPa3THUYHBIX
JHeHl - B MpeNIIEeCTBYIOIINKN NeHb) MHUCbEMEeHHO HHpopMupyeT Munsapas u ['KY PK
"Kpbm3apas":

- O HaJIMYMH JIEKapCTBEHHBIX I[IpenapaTroB, MEIULMHCKAX H3JEIUH U
CHEUAIU3UPOBAHHBIX IMPOAYKTOB JIe4eOHOro MUTAaHUS HAa LEHTPAJbHOM alTeuHOM
ckiazne u B anteuynoi cetu I'YII PK "KpeimM-®apmanus” (B TOM YKcie HETUKBUIHBIX U
C OrpaHUY€HHBIMU CPOKaMHU FOJJHOCTH);

- 0 IpUHUMAaEMBIX Mepax Mo 00eCIeYeHHIO JbIOTONONIyYaTeNeH;

- 0 pedexType JNeKapCTBEHHBIX IMpPENapaToOB, MEOWIMHCKUX U3IENIUH H
CHELHAJIN3UPOBaHHBIX IPOAYKTOB JIedeOHOTO MMTaHMUS,

- O BBIIIUCKE PELENTOB Ha JIEKapCTBEHHbIE MpeNaparhl, BHE 3asBKU MEJULUHCKOM
OpraHu3aliy;

«3.4.18. Ocy1ecTBnseT cujlaMu 3aBeyIOUINX (COTPYIHHUKOB) allTeYHBIX ITYHKTOB
U alTeK €)XEHEAENbHO MO MATHUIAM COBMECTHO C MENULMHCKUMH OpraHH3alUsMU
WHBEHTapU3allMl0 IIpenaparoB, BBIIMCAHHBIX H OCCIyXeHHBIX pelenTtax s
OpraHu3allid BCEMHU [OOCTYNHBIMH CpPEICTBaMHU CBOEBIEMEHHOIO U HENpPEpPBIBHOTO
oOecrie4eHus JIbroTONoNy4aTeNein»;

«3.4.19. OcymiecTBiseT NepCOHUPUIIMPOBAHHBIA y4eT W aHaIu3 obOecleueHHUs
JBrOTONONYyYaTeNeld JeKapCTBeHHBIMU MpenaparamMy, MEIUIIMHCKUMH H3ACTUSIMH H
CHELUAIU3UPOBAHHBIMU IMPOAYKTaMH JieyeOHOro MNHMTAaHUS II0 BCEeM JIBITOTHBIM
nporpamMmam, B TOM YHCJI€ IPOBOJUT aHAJIU3 BRIMHUCAHHSIX U OOCITYKEHHBIX PEeLEeNTOB
Ha npeaMeT (akTta obecrieueHUs JbrOTONONyYaTeNsl WId BO3MOXHOCTU obecredeHus
II0 HHBIM JIB[OTHBIM IIpOrpaMMaM, C MpeIOCTaBJIEHHEM €XEHeAeIbHO OT4eTa B
MEeIUMUMHCKYIO opranusauuio, Munsapas u ' KY PK "Kpemm3zapas'»;

«3.5.13. Ilpu mnpoBeneHHH OKCHEPTHU3Bl pPEeCTPOB OTIYIIEHHBIX pELENTOB
IpOBepsieT COOTBETCTBHE [aHHBIX, INPEJCTaBIE€HHBIX B PEECTpe OTMYIIEHHBIX
PELENTOB, B YaCTH HAJIMYUS I'paKJaHUHA B PETUCTPe OTAENBHBIX KaTeropuii rpaxaaH,
UMEIOLMX I[IpaBO Ha JIbFOTHOE JIEKapCTBEHHOE oOecredeHne, HaJIW4YUs Bpada
(benpmmepa) B perucTpe Bpadedr  (denpaiuepoB), COOTBETCTBHE  (akTa
obecrieyeHHOCTH ManueHToB B EauHOM MeauIMHCKOF HHGOpPMALMOHHOM cucTeMe
3npaBooxpaHeHus PecryOnuku Kpbimy;



«3.6.9. IlpoBogsaT paboTy MO y4yeTy BBHINMHMCAHHBIX pELENTOB (B TOM YHUCJIE B
3JIEKTPOHHOM BHJIE), OOCIYKEHHBIX pEIeNTOB, 00eCIeu=HHOCTD JbIOTONONyYaTeIeH,
KOHTPOJHPYIOT HAIHYHME JEeKapCTBEHHBIX IpenapaToE, MEAULMHCKUX H3JEIHd H
CHeLIMaTN3UPOBAHHBIX MIPOILYKTOB JIedeOHOrO MUTaHUS B IyHKTax OTITyCKay;

«3.6.10. ExeHenenbHO MO MATHULAM COBMECTHO C INPUKPEIUIEHHBIM ITyHKTOM
OTITyCKa MPOBOJASAT HHBEHTAPU3alMIO BHIMMHUCAHHBIX U CGOCIy)EHHBIX pEeLeNnToB, IpH
HEOOXOAMMOCTH MIPOBOJST U3MEHEHHUE CXEeMBI JIeYeHHUH,
aHaJIOrOBYIO/CHHOHUMHYECKYIO 3aMeHy, BBINMCKY pEHEeNTOB Ha HWHYK JIbFOTHYIO
NpoOrpaMMy C aHHYIHpPOBaHHEM HEBOCTPeOOBAaHHEIX [elenToB (OOecredeHHBIX II0
IPyrMM  pelenTaMm) JUls CBOEBPEMEHHOrO W HENPEPHIBHOTO  ODOecreydeHus
JBTOTOMNONyYaTeIen»;

«5.5. Jlna obGecrieyeHHs] BHOBb BBISBJICHHBIX MAIlMEHTOB, NMOTPEOHOCTH KOTOPBIX
He ObUIa yuTeHa B OCHOBHOM 3asBKe U/WJIU IPU U3MEHEHHUH CXEMBI JIEYEHHs TTalleHTa,
MEIMIIMHCKAass OpraHW3allds B paMKax JOIOJIHUTENGHOM 3asiBOYHOM KOMITaHUH
dbopMHUpYET IOMOJHUTENBHYIO 3asiBKy M HarpaBiseT ee B MuH3IpaB. MeaunmHckas
opranm3aidss HHQOpPMHpyeT rpaxaaH o0 OXHIOaeMblX CpoKax oOecledeHus
JOTIOJIHUTENBHEIX 3asBOK Ha COTJlacOBaHHWE (PUHAHCHPOBAHMs, 3aKyIIKy M IIOCTaBKY
JIeKapCTBEHHBIX MpenapaToBy;

«5.6. T'VII PK "KpeiM-@apmarusa”" B TedeHHe 5 pabouMX OHEH OCYILECTBISET
MEpPONPUATHS [0 Iepepaclipe/ie]IeHHI0 JIEKapCTBEHHBIX IIpenapaTroB, MEIMIHMHCKHX
U3JIEeNUH U ClIeHHaTM3UPOBAHHBIX MPOAYKTOB JIe4eOHOr0 MUTAHMs U3 MHBEIX IyHKTOB
otmycka u ¢ uenrpaisHoro anteynoro ckiaga ['YII PK "Kpem-®apmanusa”, B ToMm
qyuciie Uis o0ecredeHrs JbroTomoJiydarened Mo peuentaMm. B ciydyae oTCyTCTBHSA
npenapata Ha IEHTPAIbHOM anTeyHoM ckiaze, B anteqHoil cetu I'YII PK "Kprim-
®apmamus” u B 3akynke ['KY PK "Kpemmsgpas", ¢ paTel ycTaHOBJIEHHS €ro
OTCYTCTBHSI B CpOK He Ooliee 2 pabouyux AHEW HampagiseT NUCbMO B MHH3IpaB o
HeOOXOIUMOCTH JOTOJIHUTEIBLHOM 3aKyIIKH JIEKapCTBEHEOTO Mpenaparay,

«6. JleiictBus ywactHukoB mnporpamMmbl OHJII B pamkxax peanusanuu
POrpaMMEBI IPH 00ECIIeUYeHUH JIbIOTONONyYaTenen»;

«6.1. I'paxxnane, OTHECEHHBIE K KaTeropuu (enepalbHBIX JBMOTONONIyYaTeNEeH,
JIOJDKHBEI OOpaTHTCS B IYHKTHI OTIyCKa C PELeNnToOM, B TOM 4uciie 0(pOpMIEHHBIM B
3JIEKTPOHHOM BHUJIEY;

«6.2. CrneumalucT IyHKTa OTIycka Ha JaTy oOpalleHHs TIpaxIaHWHa
OCYIIECTBIAET MPOBEPKY BHIMTUCAHHOIO pelenTa (B TOM 4Hciie B 3JIEKTPOHHON (opMme)
Ha IpeaMeT IPaBHIIBHOTO OQOPMIIEHUS. U OpraHU3yeT 0OeCIIeYeHUE B COOTBETCTBHH C
JNeACTBYIOIIMMH HOPMaTHBHO-IIPaBOBBIMU akTaMu Poccriickoil Penepanymy;

«6.3. C maTsl IOCTYIUIEHHS JIEeKapCTBEHHBIX IIPenapaToB, MEOUIIMHCKUX U3IEIHUM
U CIIEHHATU3UPOBAHHBIX MTPOLYKTOB J1e4eOHOro MUTAaHUA B IIHKT OTIyCKa B TEYEHHE
1 pabouero nHsA HMHGOPMHpYET rpaxiaH MO TelleCHY U COIIACOBBIBAET CPOKH
MOCEeIeHHUs ITyHKTa OTITyCKa»;

«6.5. B ciiyyae HeBO3MOXXHOCTH Tiepepacrpeie/ieHAs TOBapHBIX OCTaTKOB B I Y11
PK "KpeimM-@apmanus" U MOCTaBKH JIEKAPCTBEHHOI'O Npernapara Ha IIyHKT OTIIYyCKa,
PYKOBOAMTENIh IMyHKTa OTIycka HHQOpPMHpPYyeT J0 3TOM MPUKPEIUIEHHYIO
MEIUIIMHCKYIO OpPTaHU3aLHION;

«6.6. MenunuHCKasi OpraHU3alMs TPU MOIYyYeHUH HHGPOPMALMH OT IIyHKTa
OTIlyCKA O HEBO3MOXHOCTHM oOOecreueHUs] JIeKapCTBEHHBIMM IIpeNapaTaMHu,
MEJIUUUHCKUMM U3IENUAMH M CIENHATM3UPOBAHHBIME MNPOAYKTaMH JiedeOHOro



NUTaHUs paccMaTpUBaeT BONPOC O CMEHE CXeMsl JIeYeHHs M INpOBEICHUU
CUHOHHMMYECKOW/aHAIOrOBOH 3aMEeHBI, B TOM YHCJIE 110 HHOH JIBFOTHOM IporpaMMe;

«6.7. C JAaTbl YCTAHOBJICHHSI HECBO3MOXHOCTH M3MCHCHUS CXEMBI JICUCHUS U
NPOBEACHUS CHHOHHMHYECKOH/aHANIOrOBOM 3aMEeHBbl JIEKapCTBEHHOIrO Iperapara
MEIWLIMHCKas OpraHMU3allisi B paMKax [JOIOJHUTEI BHOH 3asBOYHON KaMIIaHHH
HamnpasJisieT B MUH3paB TONOJIHUTENBHYIO 3asBKY Ha cOecreveHue JeKapCTBEHHEIMH
npenaparaMd, MEIULMHCKUMHU H3ACIUAMH M CIEUaTU3UPOBAHHBIMHU IPOIYKTaMH
ne4eOHOro NUTaHHUA C OOOCHOBAaHHEM IOTPEOHOCTH. MeIUIMHCKas OpraHM3aLHs
MHQOPMUpPYET TIpaxaaH 00 OXHAaeMBIX CpoKax oCecrnedyeHus ONOJHHTENbHBIX
3aBOK Ha corlacoBaHWe (PUHAHCHPOBaHMs, 3aKYIKy M ITOCTaBKY JI€KaPCTBEHHBIX
npenapaToBy;

«6.8. I'VII PK "KpoiM-®apMmaius" ¢ gaTel YCTaHOBJIEHHS OOOCHOBaHHOM
HEBO3MOXHOCTH oOecleyueHHsl JIbroTonoiyyaTesied 3a cYeT IepepachpeaeieHus
TOBapHBIX OCTAaTKOB B paMKaX HEeHCTBYIOLUIUX KOHTPAKTOB €XEHeJeJbHO NMUCbMEHHO
yBeAoMJIseT 00 3ToM MuH3paBy;

«6.11. B cmyuae OesnetictBus I YII PK "KpeimM-DapManus" no obecrnedeHuro
NbroTONONyYaTesleH, OTIYCKY HMEIOLIUXCS B HAIMYMH Ha LEHTPAJbHOM anTe4HOM
CKJIaZic U aNTe4YHOH CEeTH JIeKapCTBEHHBIX IpenapaTteB, MEAUIUHCKUX H3IENUA U
CIIEHHMAIM3UPOBAHHBIX  IPOAYKTOB  JieueOHOr0  N4TaHUs, HECBOEBPEMEHHOIO
nepeMeLLeH s IpenapaToB, HApyIIeHUH 110 UCTIOJHEHUE AEHCTBYIOLUIUX HOPMaTUBHO-
IpaBOBBIX AaKTOB M JAHHOIO periaMeHTa, MMHH3IpeB paccMaTpUBAET BOMPOC O
JUCLMIUIMHAPHON OTBETCTBEHHOCTH PYKOBOAMTENS, a TaKXXe HaJIOXKEHUHU IITpadHBIX
¢unancoBbix cankiuii Ha I'YIT PK "KpeiM-®apmarus™:.

1.4. Jlo6aButh nyHKTHI 3.4.25, 3.4.26 B npunoxenue 1 [Ipukaza:

«3.4.25. KouTponupyetr obecrneueHne ¢enepalbHbIX JBrOTONOJyYaTeNeH
JIEKapCTBEHHBIMU npenaparami, MEIULUHCKNMHU U3ENUSIMHU u
CIELIMATIM3UPOBAHHBIMU NPOAYKTaMHM JIEUeOHOrO NATaHUs, 3aKyIUIEHHBIMH II0
rocylapCTBEHHBIM KOHTpaKTamy;

«3.4.26. OcymecTBIsSeT KOHTPOJb PAacXOJOBaHMS JIEKAPCTBEHHBIX IpENapaTos,
MEIMLIMHCKUX H3JeNUH MU CHeUUaTU3UPOBAaHHBIX NPOAYKTOB Jie4eOHOro IMHTaHuf,
3aKyIUIGHHBIX [0 TIporpaMMe of0ecrneyeHuss HeoOXOJUMBIMH JIeKapCTBEHHBIMHU
npenapaTaMy U HanpasisieT oT4eT B MUH3/IpaB eXeMecAuHOoY;

1.5. IlognyHkt nynkta 3 mnpunoxeHus 2 IIpuka3za H3JI0XHTH B HOBOM
penakLuu:

«perdoHaJIbHBIE JIB[OTOIIOJyYaTeu - rpaxznaane Poccuiickonn ®enepauuy,
npoxuBalolue Ha tepputopud Pecrybnuku KpeiM ¥ uMerolue perucTpaiuio Io
MecTy XuTenbcTBa B Pecny6nuku KpbiM B yCTAHOBIIEHHOM MOpsAKe, IpH
amMOyJIaTOPHOM JIe4YeHUH KOTOPBIX JIEKApCTBEHHbIE CPeACTBa, U3/EIH MEIUIITHCKOTO
Ha3HauYeHHs, CllelUaIU3UpOBaHHbIe MPOAYKTHI JIEYeOHCr0 MUTAHUSA OTIIYCKAIOTCS 10
peuentaMm Bpayell OecrulaTHO U ¢ S50-pOLIEHTHOM CKHAKOHM, B TOM 4YHcle JIMLA,
CTpaJalolye XU3HEYTPOXKAIOIUMH U XPOHUYECKUMH TPOTrPEeCCUPYIOIIMMHU pPEIKUMHU
(opdanHBIMM) 3200J1EBaHUSIMUY;

1.6. Ilynkth 4.1.5, 4.1.7, 43.6., 4.4.8, 4.4.12, 4.4.13, 4.4.16, 4.4.21, 4.4.22,
4.5.14, 4.6.11, 4.6.12, 5.6, 5.7, 5.8, 6, 6.1, 6.2, 6.3, 6.5, 6.6, 6.7, 6.8, 6.9, 6.11
npunoxeHus 2 [Iprkasa U3/10XUTh B HOBOM pelaKiyu:

«4.1.5. KoopavHupyeT BeleHHE peecTpa periOHabHBIX JIbITOTOMNOy4YaTeIen»;



«4.1.7. KoppekTupyeT M HampaBiseT INpHKa3avUu Ha 3aKynky, obecreueHue
OCHOBHYIO, [IOIOJIHUTENbHbIE U NMEPCOHU(ULUHUPOBAHHEIE 3asiBKM Ha JIEKapCTBEHHBIE
npenaparsl, MEAUIHUHCKHE H3JENHS M CIeNHATU3UPOEAHHEIE NMPOAYKTHI JIE4eOHOIO
nuTaHus Aas  obecmedeHWss rpaxzaad 1o mnporpamme PJIO oT MeIHIMHCKHX
OpraHu3alMi Y IIaBHBIX BHEIITATHBIX CleLUATUCTOB MuH3apaBa. OCHOBaHHEM HJIS
pacyera o6beMa 3aKylaeMbIX JIEKAPCTBEHHBIX MperapaToB, MEAULIMHCKUX M3l U
CHEUUANU3UPOBAaHHBIX  IPOAYKTOB  JIeYeOHOro  MUTAHUS  SBIAIOTCSA  3asABKH
MEIMLIMHCKMX OpraHM3alM{, IVIaBHBIX BHEIUTATHBIX CHEIUATUCTOB MUH3IpaBa,
COCTaBJICHHbIE Ha OCHOBaHUM MEPCOHU(UIUPOBAHHONH TMOTPeOHOCTH TpaXkiaH,
BKJIIOYEHHBIX B Peructp u He nepcoHHUIIHPOBaHHON LOTPEOHOCTH, a TAKXKE JaHHEBIE
['VII PK "Kpeim-@apmanus”, IKY PK "Kpeim3gpas" Ha ocHoBaHNHM HHGOpMaLuu 06
OCTaTKax M OTIyCKe 3a MpEeAbIAyIIHi NEpPUOJ C LEJNbIC OpraHU3alid HeNpepbIBHOTO
Je4YeHHs rpaXkJaH»;

«4.3.6. Ilpu mnpoBeneHUM 3SKCHEPTU3BI IpPOBEpsieT COOTBETCTBUE HaHHBIX,
[PEACTABICHHBIX B peecTpe OTIYLIEHHBIX pELEeNTdIB, B YacTH COOTBETCTBUSA
JIEKapCTBEHHOTO npemnapara 1o MEXIyHapOAHOMY HEMaTeHTOBAaHHOMY
HaUMEHOBAHUIO, TOPrOBOMY HaWMMEHOBaHMIO, popMe BbINTyCKa, JO3UPOBKE, (pacoBKe,
KOJIMYECTBY OTITYIIEHHBIX YIIaKOBOKY;

«4.4.8. ObecrieunBaeT e)xeTHEBHEBIN (B paboyne q-1) BBOJ ITyHKTaMH OTITyCKa B
BNIEKTPOHHYI0 HMHGOpMAaLHOHHYI0 0a3y HNaHHBIX HHGopManuio 00 00cimyXeHHBIX
peLenTax»;

«4.4.12. Tlocne nomyuyenus uHpopmanmuun ot ['KY PK «KpeiM3gpaB» o
NPOBEICHUH TPOBEPKU PEEeCTPOB OTHYUIECHHBIX pElenToB U 00 OTCYTCTBHM OIIHMOOK
npenocrasisetr B MuH3gpaB:

- 3asiBJICHHE O NPEOCTaBIEeHUHU CYOCUINH;

- KOIIMIO yCTaBa MpeaNpUATHS;

- KOIHUIO MpHKa3a 0 Ha3HaYyeHHH PYKOBOJUTENS U TJIaBHOTO OyXrajiTepa,

- KOIHIO CBHAETENLCTBA O MOCTAHOBKE Ha YYET B HAJIOTOBOM OpraHe MO MECTY
HaxoXJeHUs Ha TeppuTopuH Poccuiickoit denepanuy;

- KOIIMIO CBUJIETENIBCTBA O FOCYIapCTBEHHOM perucTpanmy;

- peecTp OTIYHIEHHBIX pELENTOB JIEKapCT3€HHBIX CpEeICTB, HU3JeNHii
MEIULIMHCKOIO Ha3HauY€HHS U CIELHUAIN3UPOBAaHHBIX IPOTYKTOB JIeueOHOro MUTAHUS;

- CIIpaBKy-pacyeT Ha IpeocTaBleHue CyOCcUIuu.

«4.4.13. ExenenensHo mo natHuLaMm HHQopMmupyer Munzapas u I'KY PK
"KppiM3gpas":

- O HAIWYMM JIEKapCTBEHHBIX MpenapaTroB, MEAWIUHCKUX W3JeIHi Ha
LEHTpaJIbHOM anTtedHoM cknazae ¥ B antedyHod cetd ['YII PK "Kpoim-®apmanus” (B
TOM YHCJI€ HEIMKBUHBIX U C OTPaHUYEHHBIMH CPOKaMH FOOHOCTH);

- 0 IpUHUMAaEMBIX Mepax No obecrnevyeHHIO JIbroTONoMy4aTeNel;

- 0 JedeKkType JeKapCTBEHHBIX IIpernapaToB, MEOUIMHCKHAX H3JIENHA |
CHeLMaJIM3UPOBAHHBIX TPOIYKTOB JIe4eOHOT O TUTaHUs;

- O BBIIKCKE PELENTOB Ha JEKapCTBEHHbIE Ipemnaparbl, BHE 3asBKU
MEIMLIMHCKON OpraHu3aLny;

«4.4.16. OcylecTBiseT 3aKyIKy JIEKapCTBEHHBIX IpenapaToB, MEIULIMHCKUX
U3JENUi U ClEeLUaIN3UPOBaHHBIX NPOAYKTOB Je4eOHOrO MUTAaHHUS B COOTBETCTBHH C
INEHCTBYIOIUMMH HOpPMAaTHUBHO-NPAaBOBBIMM aKTaMH C Y4YE€TOM palHOHAJIBLHOIO
pacxonoBaHMs OIOXKETHBIX CPEICTBY;



«4.4.21. OcymecTBnseT CHJIaMH 3aBeAYIOIIHx (COTPYAHHUKOB) aITE4HBIX
NYHKTOB M aNTeK eXEeHEJAeNbHO IO MNATHULAM COBMECTHO C MEAWLHMHCKHUMU
OpraHM3alMsIMH MHBEHTAPM3ALMI0 MPENapaToB, BBIDMCAHHBIX KM OOCITYXEHHBIX
peuenTax AJisi OpraHU3allMd BCEMM JOCTYIHBIMU CpEJICTBAMHU CBOEBPEMEHHOIO H
HEenpepBIBHOTO 00ecrieYeH s JIbrOTONoMyYaTelei.»,

«4.4.22. Ocy1ecTBisieT NepCOHU(UIMPOBAHHBIN YYeT U aHAIM3 obecredeHus
JIBrOTOIONyYaTeNeH JeKapCTBEHHBIMU MpenapaTaMy, MEeIULMHCKUMH HU3ACNUIMH U
CHELMAJIM3UPOBAaHHBIMU MPOAYKTaMH JIedeOHOrO INHTAaHHSA IO BCEM JILTOTHBIM
IIporpaMmam, B TOM YHCJI€ IIPOBOAMT aHAIU3 BBINIHCAHHSIX U 00CIIYXKEHHBIX pelelToB
Ha npenMet ¢akta obecriedyeHHs JBrOTOONyYaTeNsl WA BO3MOXHOCTH OOecredeH s
[0 HWHBIM JIBFOTHBIM IIpOrpaMmaM, C MPEJOCTaBICHHEM €XEHEACIbHO OTYeTa B
MeIULMHCKYI0 opranu3anuio, Munsapas u ['KY PK "Kpeim3apas"»;

«4.5.14. Ilpu npoBeneHHM OKCHEPTU3bl PEECTIOB OTIYILIEHHBIX pELENTOB
IIpOBEpsIET COOTBETCTBHE [JaHHBIX, INPEJICTAaBIEHHBIX B pPEECTpe OTMYLIECHHBIX
PELIETNITOB, B YAaCTHU HAJHWYUs T'paKJIaHUHA B PETUCTpPE OTIeJIbHBIX KaTerOpui rpaxiaH,
UMEIOLIMX [paBO Ha JIbFOTHOE JIeKapCTBEHHOEe obecriedeHue, HajlW4yus Bpaya
(benpmmepa) B  peructpe Bpaued (denpamepoB), cooTBeTCTBHE  (akTa
obecrieueHHOCTH NalUWeHTOB B ENWHON MeaUIMHCKOY HHPOPMAllMOHHOH CHCTEME
3apaBooxpaHenus PecryOnuku Kpeimy;

«4.6.11. IIpoBogsaT paboTy Mo y4eTy BBINHMCAHHBIX PEEenToB (B TOM 4YHCIE B
3JIEKTPOHHOM BHJIE), OOCIYKEHHBIX PELENTOB, 00eCIeueHHOCTh JIbIOTOIONyYaTeNeH,
KOHTPOJUPYIOT HAJIW4YHE JIEKapCTBEHHBIX IMpenapaToB, MEIULHMHCKUX H3ACIHH U
CHeHaIN3UPOBAHHBIX IIPOJYKTOB JIE4UEOHOIO MUTAHUS B MYHKTaX OTILyCKay;

«4.6.12. ExxeHenenbHO IO IIATHULIAM COBMECTHO C IPUKPEIJIEHHBIM IIyHKTOM
OTITyCKa MPOBOAAT HHBEHTAPU3AIMIO BBINUCAHHBIX U OOCIY)KEHHBIX PELENTOB, IIPH
HEOOXOAUMOCTH MPOBOJST U3MEHEHHUE CXEMBI JIEYEeHUs,
aHaAJIOrOBYIO/CHHOHUMHUYECKYIO 3aMeHy, BBIIHCKY pELENTOB Ha HHYHK JBIOTHYIO
IporpaMMy C aHHYJIHPOBaHHEM HEBOCTPeOOBaHHBIX peLenToB (00ecleYeHHBIX IO
IpyTUM  peuenTaMm) JJIsi CBOEBPEMEHHOTO U  HeIpephIBHOIO  obecredeHus
JIBrOTOIONYyYaTeNel»;

«5.6. Jlns obecrieueHns BHOBD BBHISBJICHHBIX MAI[HEHTOB, IOTPEOHOCTH KOTOPBIX
He Oblla yYyTeHa B OCHOBHOM 3asBKe W/WJIM IIPU U3MEHEHUH CXEMBI JICYEHUs MallMeHTa,
MEIUIMHCKas OpraHH3alldsd B paMKax MJOMOJHUTEN5HOM 3asgBOYHOM KOMIIaHUHU
dbopMUpyeT NONOJHUTENbHYIO 3asiBKY M HampaBiisieT e¢ B MuH3apaB. MeaunuHckas
opranuszanus HHQoOpMHpyeT rpaxnaH o0 OXHJaeMBIX CpoKax obecrnedeHus
JIOTIOJTHUTENIBHBIX 3asBOK Ha corjlacoBaHWe (HMHAaHCUPOBaHHUS, 3aKyNKy M IMOCTaBKY
JIEKapCTBEHHBIX NPEnapaToBy;

«5.7. T'VII PK "KpeiM-®apMmanus" B TeueHue 5 pabounx AHEH OCYLIECTBIISET
MEpOIpHUATUS IO IepepaclpeesIeHUI0 JIEKapCTBEHHBIX MpernapaToB, MEIHULUHCKHX
U3JIENIH U CIIeHaTH3HPOBAHHEIX MPOAYKTOB JIeueOHOIO MUTAHMUsS U3 MHBIX ITyHKTOB
OTIyCKa U C IeHTpaidbHoro anteyHoro ckiaga I'VII PK "KpeiM-®@apmanus”, B TOM
yucie s obecredyeHus JbroTonoiydarened mo peuentam. B ciydae otcyTcTBUS
mpernapata Ha LEHTpalbHOM anTedHoM ckiazie, B anteyHoil cetd I'VII PK "Kpseim-
®apmauus” m B 3akynke ['KY PK "Kpemm3zapas", ¢ pgaTel yCTaHOBIJEHHsS €TrO
OTCYTCTBHS B CpOK He Gonee 2 paboumx nHeH HampaBiseT NUCbMO B Munszipas o
HE0OXOIUMOCTH JOTOJHUTENLHOM 3aKyIIKH JIEKAPCTBEHHOTO IpeIaparay;



«5.8. MunsnmpaB ¢ gaTel yBeAOMIICHHS OO0 OTCYTCTBHH JIEKQpCTBEHHOIO
npenapaTa NpH HATWYHK GHHAHCHPOBAHHS, YTBEPXKICHHOHN 3asiBKH B CPOK He Oolee
30 xaneHmapHBIX IHeH MNpPHHUMAET pelleHHe O Lenecoo0pasHOCTH HarpaBleHHs
JONOJIHUTENBHBIX ~ IIPUKa30B  JUI  NpOBEJEHHs 3aKynkKd ©  oOecredeHus
JBrOTONONyYaTeNed 3a CYET CpPEeACTB pEerdoHaNbHOro OrmKeTa ¢ yYeTOM
(hapMaKOd’KOHOMHYECKUX XapaKTEPHUCTHK ¥ HATTUYUS albTEPHATUBHEBIX aHAJIOIOBY;

«6. JlefictBust yqyacTHUKOB nporpaMmsl PJIO B pavikax peanu3aluu OporpamMMBI
pHU obecreYeHH  JIbrOTOIOyYaTeeiny;

«6.1. I'paxxnane, oTHECEHHBIE K KaTeropuu ¢eedalibHbIX JIbrOTONONyYaTelNe,
JOJDKHBI OOpaTHTCS B MYHKTHI OTIYCKA C PELENTOM, E TOM 4HCIE O(GOPMIIEHHBIM B
3IIEKTPOHHOM BHIEY;

«6.2. Creumanuct ImyHKTa OTIyCKa Ha JaTy oOpalleHus TIpakIaHHHa
OCYHLIECTBIISIET IPOBEPKY BBIMHCAHHOI'O pellenTa (B TOM YHUCIe B 3JIEKTPOHHOH dopMme)
Ha NpeaMeT NpaBWIBHOIO OQOPMIIEHHS U OPTaHU3YET OdecledyeHUe B COOTBETCTBHUH C
JEUCTBYIOLIMMU HOPMAaTUBHO-NIPaBOBBIMH akTaMu PoccHiickoit Denepanuny;

«6.3. C parel NOCTYIUIGHHS JIEKQpPCTBEHHBIX NPerapaToB, MEAMLIMHCKHUX
U3JeIUi ¥ CrelHalN3UPOBAHHBIX MIPOIYKTOB JIeYeOHOr'D MUTAHUS B IIYHKT OTIyCKa B
TeyeHre 1 paboyero nHS HHPOPMUpYET rpaxJaH IO TejlehOHy U COIVIaCOBBIBAET
CPOKH ITOCELIEHHS MMyHKTa OTIIyCKay;

«6.5. B cimydae HEBO3MOXXHOCTH Ilepepaclipefie.IeHHs] TOBApHBIX OCTaTKOB B
I'VIT PK "KpeiM-@apManusa" H TOCTaBKH JIGKAPCTBEHHOTO IIperapara Ha ITyHKT
OTIIyCKa, PYKOBOJIWTENb ITyHKTa OTIycKa HHGOPMHPYET 00 3TOM MPUKPEIUIEHHYIO
MEIULIMHCKYIO OpraHU3aIHIoN;

«6.6. MenunuHckas OpraHu3allds Npd MOJNyYeHHH HHQOpMalUu OT ITyHKTa
OTIlycka O HEBO3MOXXHOCTH ofecnedeHus JIeKapCTBEHHBIMHM  IIperapaTaMi,
MEIMLMHCKMMH H3JeIUSAMU M CHELHAIN3UPOBAaHHBIMU MPOLYKTaMHU Jie4yeOHOro
NUTaHUs paccMaTpPUBaeT BONPOC O CMEHE CXeMbl JIeYeHHs M IPOBEJEHUHU
CHHOHHUMHYECKOH/aHaJIOTOBOM 3aMeHBI, B TOM YHCJIe TI0 HHOH JILIOTHOM MporpaMme;

«6.7. llpu ycTaHOBJIEHMH HEBO3MOXXHOCTH H3MEHEHHS CXEMbl JICUEHHUS MU
NpOBEJeHHs] CUHOHMMHMYECKOI/aHATIOrOBOM 3aMeHBbl JIEKapCTBEHHOTO Iperapara
MEIUIHMHCKas OpraHM3alMs HampaBiseT B MUH3[paB NONOJHUTENBHYIO 3asBKYy Ha
obecrieyeHue JIEKapCTBEHHBIMU IpenapaTaMHd, MEIULUWHCKHMH H3ACTHAMH H
CHELMaIU3UPOBaHHBIMU  MPOAYKTaMH JiedeOHOro JIUTaHHs C OOOCHOBaHHEM
norpebHocTH. MeauuuHckas opraHu3anus UHGOPMHpyeT IpaxkaaH o0 OXHIaeMBIX
cpokax obecrneueHHsl NOMNOJHUTEIBHBIX 3asJBOK Ha COIJlacoBaHHWe (GHHAHCHUPOBAHHS,
3aKyIKy U [IOCTaBKY JIEKapCTBEHHBIX IIperapaToBy;

«6.8. I'VIT PK "Kppim-®apMauus" ¢ pmarel yCTaHOBJIEHHS OOOCHOBaHHOM
HEBO3MOXXHOCTH oO0ecreyeHHs] JbroToNoNy4areied za CuYeT MepepacrpeneieHus
TOBapHBIX OCTAaTKOB B paMKaX HeHCTBYIOUIMX KOHTPAKTOB €XeHeJeJIbHO MHUCbMEHHO
yBeaomJsieT 06 3ToM MuH3apaBy;

«6.9. MunsgpaB c¢ patel obpawenHus ['YII PK "Kpeim-®@apmauus" wu/unu
MEIUIMHCKON  opraHu3zalMud o0  OTCYTCTBHM  JIeKapCTBEHHOIO  IIperapara,
MEIULMHCKOIO H3JeNHs WIH CIEeUHATU3UPOBAHHBIX NEOAYKTOB JIEUEOHOrO MUTaHUS
IpY YCIOBHM HalM4Ms (HHAHCUPOBaHUS, YTBEP)KIECHHOH IepCOHU(UIMPOBAHHOM
3asiBKU B Cpok He Ooisiee 30 KalleHIapHBIX JHEH MPUHUMAET pellieHHe O HalpaBJIeHUU
JNOTONIHUTENIBHBIX ~ INPUKa30B I IpOBeleHHs 3aKynku H©  olecriedeHus



JABroTOMONydaTeNell 3a CcYeT CpeAcTB peTrHOHANBHOTO OMomKera ¢ y4eToM
(bapMaKO3KOHOMHYECKHX XapaKTepUCTHK U HAJIMYMsl AJIETEPHATHBHBIX aHAJIIOTOBY;

«6.11. B cmyuae 6espmetictBus ['YII PK "KpeiM-DPapmanusg” no obecneuenuro
JIBrOTONOJNyYaTeNIed, OTIyCKYy HMMEIOUIMXCS B HAJMYUE Ha LIEHTPAJbHOM alTedHOM
CKIIaZie W aNTeYHOM CeTH JIEKapCTBEHHBIX IIPENapaToB, MEIULMHCKUX H3ACTHH H
CHEeLHaIN3UPOBAHHBIX  NPOAYKTOB  Jle4eOHOro  IHTaHUs, HECBOEBPEMEHHOIO
IepeMeleHNs IIPenapaToB, HapyIleHUH 110 UCIIONHEHUIO AeHCTBYIONMX HOPMATHBHO-
IIPaBOBBIX aKTOB M MJAHHOIO perjaMeHTa, MUH3IpaB paccMaTpuBaeT BOMPOC O
JUCLUIUIMHADHOW OTBETCTBEHHOCTH PYKOBOJAHMTENS, a TaKXe HaJOXKEeHWH mTpadHbBIX
¢dunancoBeix cankuui Ha I'VII PK "Kpemm-®apmanusy;

1.7. Jo6aButs myHkTHI 4.3.15, 4.3.16, 4.3.17, 4.4.30, 4.4.3, 4.6 B npuiioxxeHue 2
[Ipuka3a:

«4.3.15. OcymiectBiseT pasMelleHHe TOCyIapCTBEHHBIX 3aKa30B Ha 3aKYIIKy
JIEKapCTBEHHBIX IIperapaTtoB, MEAWULUHCKUX M3JENKd U CHelUallu3MPOBAaHHBIX
NpOIyKTOB JeueOHoro murtaHus mno nporpamme PJIO 1ns Hyxn MwuH3apaBa myTem
IIPOBEJIEHHs TOPIOB, 3aKJIOYEHHUs JOTOBOPOB C IToOeaAn~eNssMU B paMKax TpeOoBaHUM
JEHCTBYIOLIErO 3aKOHOAATEIHCTBAY;

«4.3.16. Ilpu HeoOXOOAUMOCTH JONOJHUTEIBRHOH OSKCTPEHHOH 3aKylKH
JEKapCTBEHHBIX  IIpenapaToB,  H3JeNWid  MEOUIMHCKOrO  Ha3HaueHus U
CHELMAIM3UPOBAHHBIX NMPOAYKTOB JIedeOHOTO MUTAaHUA OCYIIECTBISIET MOJATOTOBKY
JOKYMEHTAallu! ¥ NPOBEAECHHE TOProB Ha OCHOBAaHUU I[HMKa30B MUH3[paBa B paMKax
TpeOOBaHUIi NEHCTBYIOIIEr0 3aKOHOIATEILCTBAY;

«4.3.17. OcymecTBisieT 3aKynKy JeKapCTBEHHBIX MpenapaToB, MeIULMHCKUX
U3JIeNUN ¥ CIeUAIM3UPOBAaHHBIX [IPOYKTOB JIe4eOHOrC MUTaHus no nporpamMme PJIO
B COOTBETCTBUHM C JEHCTBYIOIIMMH HOPMAaTHUBHO-NIPaBOBBIMHM aKTaMH C Y4YE€TOM
PalMOHAIBHOI'O PacX0/I0BaHMs OFOKETHBIX CPEJICTBY;

«4.4.30. Kontponupyer obecneueHue d¢enepalbHbIX JIBrOTONONyYaTeNnei
JIeKapCTBEHHBIMHU IpenapaTamy, MeIULNHCKAMHU U3JIENUsAMU 5
CHELMAIM3UPOBAaHHBIMH NPOAYKTaMH JiedeOHOro IHTaHHUS, 3aKyIUIGHHBIMH 110
roCy/1apCTBEHHBIM KOHTPaKTaMy;

«4.4.31. OcymecTBiseT KOHTPOJIb PacXOAOBaHUs JIEKAPCTBEHHBIX IpENapaToB,
MEIUMLMHCKUX U3JEIUH M CIEeUMAIN3WPOBAHHBIX MNPONYKTOB JIeueOHOro IHUTaHMUS,
3aKyIIeHHBIX 110 nporpamme PJIO u HanpagnsieT oT4eT B MUH3[IpaB eXeMeCIuHO»,;

«4.5.19. KoHTponupyeT BeeHHe peecTpa periOHANBHBIX JIBIOTONOyYaTeehn;

1.8. ITyuxkrt 5.4. npunoxxenus 2 Ilpukasa npusHaTh yTPAaTUBIIUM CHITY.

1.9. Ilpunoxenue 5 Ilpukasza U3JI0KUTH B HOBOH peyIaKIIHH.

2. KOHTpPOJIb UCIIOJIHEHUS HACTOALIETO MpUKa3a OCTRBIIAIO 32 COOOM.

Munuctp K. Cxopynckuii



[TpunoxeHu= 5 K MpuKazy
MuHucTepcTBa 3ApaBOOXPaHEeHHUS
Pecny6nuxu Kprim

ot 08.07.2016 Ne 1056

(B penakuuu Ilprkaza MunuctepcTBa

3npaBooxpadeHus Pecriyonuku Kpeim
ot « 2¥» SO 2023 Ne 2066)

AKT

(Ne axTa) (mata)

IKCHEPTH3bI peecTpa OTIYIICHHbIX pEeHCNITOB

(yka3aTh HAUMEHOBaHHE peecTpa)

I'BY PK «KMHAILl» mnpoBeneHa 3KcnepTH3a peecTpa OTIIyLIEHHBIX pPELENTOB
(HanMeHOBaHHE peecTpa)
Bcero mpeabsiBieHO Ajsl 3KCNEPTHU3BI pelenToB Ha CyMMY

Ilo pesympTaTaM 3KCHEpTH3bI, IMPOBENEHHOW B COOTBETCTBHHM C PErVIAMEHTOM,
YTBEpXKIEHHBIM INpHUKa3oM MuHucTepcTBa 3apaBooxpaHeHus Pecnybmuxkn Kpbm ot
08.07.2016  Nel056, ycTaHOBJIEHO, 4YTO MHPEIACTAEJIEHHBI peecTp  PpELENTOB
COOTBETCTBYET:

- PETHUCTpy OTAENBHBIX KAaTEropHwil rpa)KAaH, HMMEIOIIWX MpPaBO Ha JIIOTHOE
JeKapCcTBeHHOe o0ecIeueHue;

- peructpy Bpaueii (besnpanepos);

- obecneuenHoctu nanreHToB B EMIMC3 PK.

I'KY PK «KpbiM3apaB» IpoBeneHa JKCIEpTH3a peecTpa OTIIYILIEHHBIX pPELENTOB
(HanMeHOBaHHE peecTpa).

Bcero mpeabsiBiieHo A1 3KCNEePTHU3BI peuenToB Ha CymMmy

[To pesynbraTaM B3KCHEpTH3bl, IPOBENEHHON B COOTBETCTBUH C PpETJIAMEHTOM,
YTBEPXKICHHBIM IIpHKa3zoM MuHucTepcTBa 3apaBooxpaHeHuss Pecrmy6muku KpeiM ot
08.07.2016  Nel056, ycTaHOBJIEHO, 4YTO HPEACTAEJICHHBII peecTp peLenToB
COOTBETCTBYET:

- MeXIYHapoOAHOMY  HENaTeHTOBaHHOMY  HAaWMMEHOBAHUIO,  TOPrOBOMY
HalIMEHOBAHUIO JIEKapCTBEHHBIX IpernapaToB, (GopMe BEITYCKa, NO3UPOBKH, (GacoBKH,
KOJINYECTBY OTITYIEHHBIX yIIaKOBOK.

JdupekTop J{upekTop
I'KY PK «Kpbim3apas» I'BY PK «kKMHAII»

(PHUO) (PHO)




