MUHUCTEPCTBO 3IPABOOXPAHEHV PECITYBJIMKY KPbIM

INPUKA3
«/(_Z() ?;Quugﬂq 92022 rona Ne %"331

r. Cumdeponosn

06 snecenuu usmeneHull 8 NPUKAa3
MURUCTEPCMBA 30PABOOXPAHEHUSL
Pecvybnurxu K poim

Om 08 urona 2016 zooa Ne 1056

B cooTrBercTBUH co cTathaMu 15, 16, 83 @enepasbHOro 3aKoHA
or 21.11.2011 Ne 323-®3 «O6 ocHOBax OxpaHbl 3J0POBBS I'pakaaH B Pocchiicko#
depepanun», crateamu  6.1-6.4, 6.7, 7, 12  ®epepanpHOro  3aKkoHa
or 17 monsa 1999 roma Ne 178-03 «O rocymapCTBEHHOH COLMANbHOU IIOMOII»,
nocranopnennueM [IpaBurenscrBa Poccniickoit ®@eneparyu oT 30 urong 1994 roga Me
890 «O rocynapCTBeHHON MOANEpIKKE Pa3BUTHUSI MEAULUHCKON IPOMBILIIEHHOCTH U
yIy4IICHHH  OOecCIleYyeHMs]  HacelleHHsT W YUYPESKICHUH  31paBOOXpaHEeHHA
JIEKAPCTBEHHBIMH CPEJCTBAMU U U3SIUSIMH MEIALMHCKOrO HAa3HAYEHHUS», IIPHUKA30M
MunncrepcrBa 3apaBooxpanenus Poccuiickoit ®enepanuu ot 24 HostOpst 2021 ropa
Ne 10941 «O6 yrBepxnenuu [lopsaka Ha3HAYEHUS JIEKAPCTBEHHBIX IIPeNaparToB, GopM
pellenTypHEIX OJIaHKOB Ha JIeKapCTBeHHble mpemapaTsl, llopsiaka odopmieHns
yKa3aHHBIX OJNIAHKOB, WX y4eTa M XpaHeHHs, GopM OJaHKOB PELENTOB, COAEPKAIMX
Ha3zdadeHHe HapKOTHUYECKHX CpPEIACTB MM IICUXOTPOIHBIX Bewects, Ilopsaka wux
W3TOTOBJICHUS, pacIpeleNIeHUs], PerucTpaluy, y4eTa U XpaHeHus, a Takke [Ipasun
odopmiteHHsT OJIAHKOB PEIeNTOB, B TOM 4YHcie B OpMe UIEKTPOHHBIX JOKyMEHTOBY,
Bo ucrnojHeHue Ilopsaka opraHuzanuy 00eCleUeHHs] HACEJICHWS JIEKapCTBEHHBIMU
npenaparamMy I MeJIUIIUHCKOTrO MPUMEHEHUSA, MEIULIUHCKUMU H3IEIUAMHY, a TaKke
CTIeNIHAIM3UPOBAaHHEIMU TIPOJYKTAMH JIedeGHOro NUTaHUS AN JeTeH-WHBAIUIIOB,
3aKyIUJIEHHBIMA TI0 TOCYJApCTBEHHLIM KOHTpPaKTaM, Ha TeppuTopuu PecnyOsuxu
KpeiM, yTBepxkaeHHOr0 rioctaHoBienreM Coseta MUHACTPOB PecriyOmuku KpeiM ot 3
mto=1st 2015 roma Ne 305, TeppuropuanbHO# IporpaMMol rocyJapCTBEHHBIX TapaHTHH
OecIIaTHOTO OKa3aHMs IpakJaHaM MeJMIMHCKOM momomn B PecnyOnuke KpbiM,
exkerogHo ytBepxaaemoi CoBerom MuHHCTpPOB Pecrybnuku KpbiM, monoxeHueMm o
MHUHHCTEpCTBE 3apaBooxpaHeHus:  PecmyOunnku Kpbim, YTBEPKIEHHOMY
noctanosieHueM Coseta MuHHCTpOB PecnyOnuku Kpeim ot 27 wmrons 2014 rona (c
U3MEHEHUsIMUM), B I[eJIsIX peaju3aluy IpaB OTIAENbHBIX KaTeropui rpaxzaaH Ea
obecrieueHre  JIGKAPCTBEHHBIMM  TIperapaTaM, MEOULHMHCKUMU  U3LCIUSAMH,
CIIENMAIM3UPOBAHHBIMA  IPOAYKTAMH JiedeOHOrO TNHTaHWsS 3a CYeT CpEeICTB
beneparpHOTO 15§ PETHOHAIIBHOTO OrOKETOB 151 COBEPIIEHCTBOBAHY 5
OPraHU3aIIMOHHOr0 B3aUMOJIEUCTBUS CYOBEKTOB, OPTaHU3YIOIINX U OCYIIECTBISIONEX
o0ecrieueHue OTAENBHBIX KaTeropuil rpaxnan Poccuiickont ®denepaiuy, MOCTOSHEO



HITA BpEMEHHO NMPOKUBAIOIUX Ha Tepputopun PecryOnuku KpeiM, 1ekapcTBEHHBIMA
npefiapaTaMy, METUIMHCKUME HU3IEeNUIMU U CIEeLUAIN3HPOBAHHLIMK IIPOAYKTaMA

Je420HOTO MUTAHUS,
IMTPUKA3BIBAIO:

1. Brectu B mpuka3 MunucTepeTBa 31paBooxpaHeHus PecmyOmuku Kpbim
ot )8 mions 2016 roma Ne 1056 «OO06 yTBepkAeHUU periaMeHTa B3aHUMOIECHCTBUs
YYacTHUKOB IIpOrpaMM JIBIOTHOTO JIEKapCTBEHHOro oOeclieueHHs] Ha TEePpUTOPUH
Pecniybnuku KpbiM, nmopsaka ocyIuecTBIeHUsT U (HOPMBI MOHHUTOPHHTa 0OeCHeueHus
HEOOXOAUMOIO KOJIMYECTBa JIEKAPCTBEHHBIX IMPeNnapaToB ISl OTHENBHBIX KaTeropHil
rpaxjaH B pecrnyonuke Kpeim» (manmee — npukas) cienyroliyie H3MeHeHNs

1.1. B npunoxenuu 1 k [Ipukasy:

1.1.1. moamynkrer 3.1.3., 3.1.5,, 3.2.6., 3.5.4. cunuTaTh yTPATHBIIUMH CHITY;

1.1.2. U310KUTH B HOBOU peaK{Uy [OAITYHKTHI:

«3.1.7. KoopaunupyeT ¥ KOHTpOJUpPYeT BeAeHHe Perucrpa Bpaueil
(penpamepoB), UMEIOMKUX MPaBO BBIMUCKHA JIBTOTHBIX pPEIeNTOB, B TOM HHUCIE B
AIEXTPOHHOM BUJIE;

«3.1.9. KoppextupyeT 1 HampaBiseT NIpUKa3aMH OCHOBHYIO, NOIOJIHUTENbHEIE
U nepCoHU(UIMPOBAHHbBIE 3asiBKH HA JIEKAPCTBEHHBIE Mperaparsl, MeIULHHCKUE
W3NS U CIICHHAaTH3UPOBaHHbIE MPOIAYKTHl JeUeOHOro IHUTAaHUS IJsi oOecledeHMs
rpaxaad no nporpamme OHJIII ot MegUIMHCKUX OpraHu3alii H IVIaBHBIX
BHEINTATHBIX CHEUaIUCTOB Munzapasa. (OcHoBaHHeM A pacueTa o0bema
3aKylaeMBIX  JIEKapCTBEHHBIX  IpEIaparos, MEIUIMHCKUX  U3AEIUd U
CHEUAIM3UPOBAHHBIX ~ IPOAYKTOB  JeUeOHOro  NMUTAaHHUA  SBISAIOTCS  3asBKHU
MELUITUHCKUX OpraHM3alliil M TJaBHBIX BHEIITATHBIX CHENUaIucToB MUH3IpaBa,
COCTaBJICHHBIE HA OCHOBAaHUHM IIEPCOHUGUIIPOBAHHON NOTPeOHOCTH TIpaXk[aH,
BKJIIOYEHHBIX B Perucrpy;

«3.4.1. ObecneuuBaeT mnpueM, BXOJHON KOHTPOJb, XpaHEHUE U LEJIEBCE
UCIONIb30BaHWE  JIEKAPCTBEHHBIX  MpENaparoB, MEOULMUHCKUX  MU3LEIUH U
CTIEIMAIU3UPOBAHHBIX  MPOAYKTOB JieueOHOro nuraHud. KoHTponupyeT ux
KOJ M4eCTBO, CPOKHU T'OJTHOCTH, MPOU3BOAUT X CBOEBPEMEHHOE IEepepaclpeielIeHUe B
COCTBETCTBHUH C pasHapsaKaMu MUH3IpaBa U BHE Pa3HAPSAIOK;

«3.4.6. OOGecrieunBaeT COXPaHHOCTh PELENTOB, PEECTPOB PELENTOB, B TOM
YUCJIE B 3JICKTPOHHOM BUIEY;

«3.4.11. B cpok mo 20-ro uucia Kaxjaoro Mecsiia QopMupyeT U NepenaeT B
I'KY PK "Kpemm3gpaB" peecTpbl oOecledYeHHBIX peLenToB (IIPOHyMepOBaHHBIZ,
cOpOUIIOpOBaHHBIE COTTIACHO peecTpy obecledeHHBIX pelentos) mo ¢opme PP-1
"PeecTp penenTtoB JEKapCTBEHHBIX CPEACTB, OTIIYIIEHHBIX IIpU  OKa3aHUM
JIOTIONTHUTENIbHOM  OecTutaTHON METUIIMHCKONW ITOMOINM OTAENBHBIM KaTeTOpHsIM
rpaoKiaH, UMEIOIINX MPaBo Ha MOoJydeHHe IoCcyAapCTBEHHON COIMAIIBHOW NTOMOIIM» B
COCTBETCTBUHU C NMPUIIOKEHUEM Ned K HACTOAILEMY IIPUKA3Y»;

«3.4.12. ExxeHeieNlbHO 110 MSITHUIIAM (HaKaHyHe BBIXOJHBIX U NPa3JHUYHBIX THEU
- E MpeJlIecTBYIOIIUA neHb) mucbMeHHO uHbopMmupyer Muuzgpas u I'KY PK
"KpbiM3apaB":

- 0 HaIMYUU JIEKapCTBEHHBIX IIpernapaToB, MEIUIIMHCKUX U3ACIUH U



CIIELIHAIM3UPOBAHHBIX MPOAYKTOB JIedeOHOTO IUTaHMsA Ha LEHTPAJbHOM alTCIHOM
cxiane uB anreydoi cetu I'YIT PK "Kpemv-®apmanng” (B TOM 4uciie HEIUKBUIHBIX H

C OIpaHMYEHHBIMY CPOKAMM FOJHOCTH);
- 0 pelenTaxX, HaXOAIINXCS Ha OTCPOYEHHOM OOECIIEUeHUH B ITyHKTaX OTILyCKE,
IPAHAMAEMBIX Mepax 110 00eCIIeYeHHIO TaKiX PEeLEelTOB;

- 0 JedexType IeKapCTBEHHBIX IIpernapaToB, MEOUIMHCKUX U3AEIUA A
CIIe IMaJIM3UPOBAHHEIX IPOIYKTOB JIedeOHOTO IIUTAHHUS;

- O BBIIACKE pELENTOB Ha JEeKapCTBEHHBbIE INperaparbl, BHE 3adBKA
MEIUIHUHCKON OpraHu3alimy;

«3.5.1. Tlpuanmaetr ot OII®P B Pecrmybnuke KppiM AaHHBIE perdoHaNbHOID
cerveHta DenepanbHOro perucrpa JHI, HWMEIOMUX @paBO Ha IMOJy4YEHUE
rocyJapCTBEHHOW  COLMANBHOM  NOMOWIM U OCYIIeCTBISIET  3arpy3kKy B
CIeMaNu3upOBaHHOE MporpaMMHOe ofecliedeHne, oOecleYnBaeT AOCTYIIHOCTD
JaHHBIX  -JJIS BCEX Y4aCTHHUKOB IIPpOTrPaMMBbI OHJIIT IIOCPEICTBOM
CIESIMAIM3UPOBAHHOTO IIPOTPAMMHOTO O0eCTIedeHU;

«3.6.4. CoCTaBISIOT OCHOBHYIO IIepCOHH(DUIIMPOBAHHYIO 3aiBKy Ha
JTeKAapCTBEHHBIE ITpenaparbl, MEIULUHCKHE U3AeNnus M  CIelUaIu3UpOBaHHEIE
npcAyKTEL JedeObHoro mutanus o nporpamme OHIJIIT ¢ yuerom nannbix Ilacmopros
Bpa4yeOHBIX y4aCTKOB U OTIIyCKa 3a IpeAblIylINi epHoJ U HAIPaBIAIOT €€ B paMKax
sas;3ouyHoit kammanuu B ['KY PK "Kpemmzgpas". CocTaBisioT JONOJIHUTENBHbBIE
nepcoHU(UIMPOBaHHbIE 3asBKW Ha JIEKapCTBEHHBIE Hpenaparsl, MeIULHUHCKHe
V30NN U CIEIHAIM3UPOBaHHbIE IIPOAYKTHI JiedeOHOrO IUTaHUSA MO INporpamme
OHJIIT ¢ ygeToM HX OTHyCKa 3a MpeAbIAYLIUN IIEpHOJ U HaIpaBiAIOT UX B paMKax
IO OJIHUTENLHOU 3aIBOYHON KaMmaHUU B MUH3IpaB»;

«3.6.9. TIpoBoasaT paboTy MO ydeTy BBINHCAHHBIX PELENTOB (B TOM 4YHUCIE B
SIIEKTPOHHOM  BH[E), PpELENTOB, HaXOASIIUXCS B OTCPOYEHHOM OOECIeYeHNH,
KOLTPOJNHUPYIOT HajU4dhe JIEKApCTBEHHBIX IMpenaparoB W MEAMIVHCKHX H3IENHHA B
IMYEKTaxX OTIYCKa»;

«4.3. BeImucpiBaHue perenTtoB (B TOM YHCIe B 3JIEKTPOHHOM BHJE) TpakiaHaM
OCYIIECTBIIAETCSI B MEOUIMHCKUX OpraHu3alMsX, BKIIOYEHHBIX B IEPEUYEED
MENUIIMHCKAX OpraHu3alui, HWMEIOIIUX IIpaBO Ha BBIIUCHIBAHUE pPELENTOB I
OecniylaTHOrO TMOJyUYEHHs] JIeKapCTBEHHBIX IIPErNaparoB, MEAULMHCKUX U3JEINH,
CHENUATM3UPOBAHHBIX TPOIYKTOB JIeUeOHOTO MUTAHUS, YIACTBYIOIIUX B IPOTPAMMEX
NBIOTHOTO _JieKapcTBeHHOro obecnedeHus: (manee — IlepedeHp MEIMIMHCKEX
OpraHu3aIyi).

«4.10. BrimmuceiBaHue pernenToB (B TOM 4HCIe B 3JIEKTPOHHOM BHJE) B
MEAUITUHCKUX OPTaHU3alMsIX OCYUIECTBISIOT JIeHallie Bpavul, Qenpaliepa, akymepKu
B C.Ty4ae BO3JIOKEHHsI Ha HUX MOJIHOMOYHII Jriedaliero Bpaya (ajiee — nedaniuii Bpa4),
MMZIOIMX IIPABO Ha BBINKCEIBAHKE PELENTOB B pamKax okasanus I'CII B Bune HCVY 3za
CUET CPEJICTB (peaepabHOro OroHKEeTay.

«4.11. Jlewampe BpadW Ha3HA4YalOT M BBINUCHIBAIOT PELENTHl B IIOPAIKE,
yCTaHOBJIEHHOM IIpukazoM MuHucTepcTBa 3apaBooxpanenus Pocculickon @enepanru
oT 24.11.2021 Ne 10941 «O06 ytBepxneHun llopsnka HazHa4YeHUs JIEKapCTBEHHBIX
IIpenapaToB, (GOpM peUenTypHbIX OJAaHKOB Ha JIeKapCTBEHHBIE INpenapartsl, Ilopsaaka
o OpMIIeHHs YKa3aHHBIX GIIAHKOB, WX ydeTa M XpaHeHus, GOpM GIaHKOB PELENnTOos,
comep)Kalux HazHaueHHE HApPKOTHUECKUX CPEICTB MM ICUXOTPOITHBIX BEIECTB,
IMopsinka WX UBTOTOBJICHHS, paclpeeIeHus], peruCTpalul, YUeTa U XpaHeHHs, a TaKkxKe



IpaBun odopmieHus: OJaHKOB peLENnToB, B TOM 4YHCIE B ()OpMe DIIEKTPOHHBIX
JIOKyMEHTOBY;

«4.12. Pementr mns GecmiaTHOro MONMyUYeHUS IeKApCTBEHHBIX IPENapaTol’
¥ MEIUIMHCKUX W3/IENIMM BBITUCHIBAIOTCS Ha pelenTypHbIX OnaHkax ¢opmbl Ne 148-
1/Y-04(n) unu B GopMe 3IEeKTPOHHOTO JOKyMeHTa. Pernent B opMme 3IEKTPOHHOID
TOKyMeHTa (OpPMHUpPYETCS C HCIOJb30BaHHEeM EnuHOM WHOOPMAIMOHHON CHCTEMBI
3apaBooxpaHeHus Pecry6nuku Kpeivy;

«5.5. Jlnst obecieyeHusT BHOBD BBISIBIICHHOTO MaIlMeHTa, IOTPeOHOCTH KOTOPOTD
He OBUIM yYTEeHBl B OCHOBHOM 3asBKe (MJIM IMPU H3MEHEHUH CXEMBl JIeUeHHs ),
MEIULIMHCKAas OpraHu3alis eXeMEeCS4YHO B paMKax JIOMNOJHUTENBHOU 3asBOYHOA
KOMIIAaHUM [10 25 YHciia NOATrOTaBINBACT IONIONHUTEBHYIO 3asBKy U HAIPABISIET €€ B
MusnszgpaB. MeaunuHckast opraHuzaius HHQopMHUpyeT TpaxaaH o0 OXUIaeMBbIX
cpokax obecrieueHUs JOMOJHUTEIRHBIX 3asSBOK Ha cCorjacoBaHue (pUHAHCHUPOBAHMUS,
3aK/IKy ¥ IIOCTaBKY JIEKapCTBEHHBIX IIperapaToBy;

«5.9. Insg ompedelieHWsT HECHIKaeMOH  MecsSYHOM  MOTpeOHOCTH B
JIEKAPCTBEHHBIX IIperapaTax B IMYHKTaX OTIycka exxeromgHo no 20 despans I'VII PK
"KreiM-@apMmanus” npepoctapiseT B MUH3ApaB HHPOPMAIUIO 110 CPeIHUM 00beMam
noTpeOJeHnsT JIeKapCTBEHHBIX IMpEenapaToB 3a MNpeAIIeCTBYIOINMHA KaleHIapHBIH
nepuo Bo BpeMst ucnonHeHus nporpammbl OHJIIT mo xaxaomMy nekapCTBEHHOMY
[Ipenapary»;

«6.7. C paTel yCTAHOBIEHMS HEBO3MOXXHOCTH U3MEHEHHs CXEMbl JEUYEHHUSI H
IIPCBEJEHUsT CUHOHHUMHWYECKOH 3aMeHBl JIEKapCTBEHHOIO IIpenapara MeTUIMHCKasd
OpTraHM3allks eXXeMeCSYHO B paMKax JOMONHUTENLHON 3asBOYHONM KOMIIAHUHM O 25
YpCIa  HampaBisleT B MHEH3IpaB  IONONHATENBHYIO 3a(BKy Ha obecredcHue
JeKAPCTBEHHBIMM TpENapaTaMd ¥ METUIIMHCKUMU H3JIEIUSIMH C OOOCHOBaHHUEM
HeCOXOMUMOCTH TaKod 3asBKU. MeAMIUHCKas opraHu3alis WHGOPMUPYET IpaaaH
00 OXHIAaeMBIX CpOKax oOecledYeHHs JOMOTHUTENBbHBIX 3asgBOK Ha COITIACOBaHKE
dbrHaHCUPOBaHMS, 3aKyIIKYy H IIOCTaBKY JIEKaPCTBEHHBIX IIPENIapaToOBy.

1.1.3. JIoGaBUTE:

B IIyHKT 3.4 IOAIYHKT

«3.4.14. Bemer MOHUTOPUHI U AQHAJIN3 HCHOOJIHEHHUS OCHOBHBIX M
JIOTIOJTHUTEITFHBIX 3a5IBOKY;

B IIYHKT 3.5 MOJIIYHKT

«3.5.9. Opranu3oBbIBaeT  JOCTYyI, GOPMHPOBaHME U  TEXHHUYECKCE
COLPOBOXJCHHE OCHOBHOM M  JIONIOJHUTEIHRHON  3asJBOYHOM  KOMIIAHHU C
MpE&IOCTaBICHUEM JaHHBIX B MUH3ApaBy.

1.1.4. 3amMeHUTE:

B MOANMYHKTE 3.2.2. «[MOCTaBKy» Ha «3aKYIKY»;

B ITOANYHKTE 3.2.7. «C MOMEHTA MOJIYYEHHUD» Ha «C JATHI IIOJYYEHHU»,

1.1.5. Uckmrounts B noAnyHKTE 3.3.3 «¥ yTBEPXKACHUUY.

1.2. B npunoxennu 2 k IIpukazy:

1.2.1. ©310XUTH B HOBOH pelaklMy [IOAILYHKTHL:

«4.4.4. ObecrieynBaeT COXPAaHHOCTb PELENTOB, PEECTPOB pELENTOB, B TOM
quclie B 3JIEKTPOHHOM BUJIEY;

«4.4.5. OpraHusyerT NIOpHeM OT IIYHKTOB OTIIyCKa OTYETHBIX JOKYMEHTOB
(pertenToB, pEeCTPOB pEIENTOB), W KX JalibHeillllee XpaHeHHE, B TOM YHCIE B
3IEKTPOHHOM BHUIEN;



«4.4.13. Exenenensuo mo mstHuiam wH(opMupyer Munsapas u I'KY PK
"Kreim3apas':

- 0 HANMYMM JIEKAPCTBEHHEIX IIPEmapaToB, MeNUUMHCKUX U3JIeNuil Ha
HeHTpanbHOM anTeduHoM ckiane u B anteunod cetu ['VII PK "KpeiM-Papmanus” (B
TON. YHCIIe HETMKBUIHBIX U C OTPaHWYSHHBIMU CPOKaMHU T'OJTHOCTH);

- 0 pelerTax, HaXOAAIUXCS Ha OTCPOYCHHOM O0ECIIEYeHHUH B IIyHKTax OTIIyCKa,
MPYHUMAEMBIX Mepax Mo 00ecIeueHNuI0 TaKuX PeLeTOB;

- 0 JnedexType JeKapCTBEHHBIX IIPernapaToB, MEAULUHCKUX U3JIENUi U
CHeIIMAU3UPOBAHHEIX MTPOIYKTOB Je4eOHOTO MTUTAHNUS;

- O BBIIHACKE pEHeNnTOB HA JIEKAPCTBEHHBIE IpenapaTrhl, BHE 3asBKU
ME[UIIMHCKOMN OpraHu3alumy,;

«4.6.1. HaszHayaroT MNOpPUKa30M OTBETCTBEHHBIX JHUI[ JJIsI COIPOBOXAECHUA
npcrpamMMel PJIO mo MeIHITMHCKON OpraHu3ali, KOTOPBIM BMEHSETCA IIePCOHaIbHAs
OTBETCTBEHHOCTH 3a IOATOTOBKY W HMCIOJTHEHHWE 3as$BKU MEIMIIMHCKON OpraHU3alluy
Ha JICKapCTBEHHBIE IperapaThl, MEAUIIMHCKUE W3eUI W CIEUHATIU3UPOBAHHLIE
IIPCIYKTHI JIe4eOHOTO MMUTaHHUs, B3aUMOISUCTBUE B 3TOM CBSI3U C IIYHKTAMH OTILYCKa»;

«4.6.4. CoCTaBJISIOT €XEroaHyl0 OCHOBHYIO TEPCOHH(QUUUPOBAHHYIO H
eXXeMeCsSYHBIe JOTOJHUTENbHbIE 3asBKU Ha JIEKapCTBEHHBIE IpENapaThl |
MeULIUHCKIe usgenus mo mporpamme PJIO Ha ocHoBanuu IlacriopToB BpadeOHBIX
YYaCTKOB C YIeTOM JaHHBIX OTITyCKa JIEKApCTBEHHBIX IIPENapaToB 3a IIPEIbIIyIIMii
neruo u Hanpasistor ee B Munzapas u [KY PK «Kpem3apasy. CocTasisioT pesers
IUTs OIIpeNleJIeHHBIX T'PYII HACENeHUs] U KaTeropuil JIBroT ¢ y4eTOM CpeIHEroJ0BOM
3200JIeBAEMOCTH T10 OIPe/IeIEHHBIM HO30JIOTHIMY;

«4.6.7. OcylIeCTBIISIIOT BBIMUCKY PELENTOB, B TOM YHCJIE B 3JIEKTPOHHOM BHJIE,
II0 JBTOTHOMY JIEKapCTBEHHOMY OOECIIEUCHHIO [0 IEepeYHIO IPYIIl HaceleHWs |
Kareropuif 3aboseBaHuii, mpu amOyJIaTOPHOM JI€YEHUU KOTOPBIX JIEKAapCTBEHHBE
CpencTBa ¥ U3V MEIUIHCKOTO Ha3HAUECHMsI OTIIyCKAOTCA 10 pelenTaM Bpadei
OectmatHo U ¢ 50-IIPONEHTHOM CKUIKOM CTPOro B COOTBETCTBHU C ITOCTAHOBJICHHEM
ITpasutenscTBa Poccuiickoit ®eneparmu ot 30.07.1994 N 890 "O rocynapcTBeHHOM
TOAAEPIKKE PAa3BUTHSA METUIIMHCKOM MPOMBIIUIEHHOCTH U YIIy4IIeHUs 00ecredeHrs
HaceIeHWsT U YUYpeXACHUH 37paBOOXPaHEHUs JEKAPCTBEHHBIMH CpEACTBAMH M
W3JIeIVSIMU MEIUITMHCKOTO Ha3HaueHus " ;

«5.5. B ciaydae w3MeHeHHMs NOTPeOHOCTH B JIEKAPCTBEHHBIX IIpelaparax B
CTQPOHY YMEHBINIeHUs (0TKa3 OT JeUCHHUs], JETaNbHBIM HMCXOH, OTBHE3N, U3MEHEHEE
CXEMBI JIEYeHUs U T.JI.) MEIUIMHCKAS OpraHU3alys B TeUCHUE 5 pabounX IHEH ¢ JaThl
u3MeHeHns moTpebHocT nHbOpMHpyeT 00 3ToM Munsnpas u ['VII PK "Kpbim-
Qasmarua". B ciydae HeoOXOAUMOCTH IepepaclpeleNeHUs] JIEKapCTBEHHBX
IIPENapaToB Ha APYTUX MalHeHTOB (BHOBb BRISIBIICHHBIX ) MEAUIIMHCKASI OpraHU3alys B
panKaxX eXeMeCSYHOH IOTOJHUTENIBHOM 3asBOYHON KOMIIAHWM HOAIOTaBIHUBAET U
HarpasisieT B MUH3/IpaB COOTBETCTBYIOIee 3asBIEHHE ¢ OOOCHOBAHHMEM H3MEHEHMHS
MOTPEeOHOCTUY;

«5.6. Ilinst obecrieyeHus] BHOBb BBISBIEHHOTO TAIlMeHTa, IOTPEeOHOCTH KOTOPOTrO
He OBIIM YYTEHBI B OCHOBHOW 3asBKe (WM TpH HW3MEHEHWH CXEMBl JICUeHHs),
MEIUIMHCKAss OPraHU3aIis €XEeMECAYHO JOMOMHUTENbHON 3as1BOYHON KaMIaHUH L0
25 4ucna MOATOTaBIMBAET NONOJHHUTEIBHYIO 3asBKYy M HalpaBisdeT ee B MuH3apas.
MenunuHcKass opraHuzanus UHGOPMUPYeT TpaxaaH o0 OXHUIaeMBIX CPOKaX



obecIieueHus JOIIOJIHUTEJIbHEIX 3a4BOK Ha COINIaCOBAaHHMC (bl/IHaHCI/IpOBaHI/ISI, 3aKYIIKy H
IMOCTaBKY JICKAPCTBCHHLIX ITPEHIapaToOB»;

«0.7. C JIaThl YCTaHOBJIEHUS HEBO3MOXHOCTH H3MCHCHHSA CXEMBI JICUHEHUSA H
IIPOBEJIEHAS CUHOHMMHYECKOW 3aMEHBI JIEKapCTBEHHOI'O IIperapara MeZUIUHCKas
OpraHm3alys eXeMecsYHO 0 25 yucia HamnpasiigseT B MHUH3IpaB AOMONHUTEILHYIO
3asiBKy Ha oOecriedueHne JIeKapCTBEHHBIMHU IIpenapaTaMyd U MEIUIIMHCKUMHU U3AeTHsIMA
c obocHOBaHMEM HEOOXOMUMOCTH TaKoH 3asBKH. MenuIMHCKas opraHu3alnd
MHQOPMUPYET TpaXJaH 00 OXHUIAAeMBIX CpoKax oOecleueHus JOITONHHUTEIbHBIX
3asBOK Ha COINIACOBAaHUE (PUHAHCHPOBAHM, 3aKYNKy H ITOCTaBKY JIeKapCTBEHHBIX
IIperapaToB.

1.2.2. Jo6aBUTH MOAITYHKT:

«4.5.10. OpraHuzoBbIBaeT  JOOCTyHm, (GOpMHpOBaHHE U  TEXHUYECKOE
COIIPOBOXJIEHHE OCHOBHOM W  JOMOJHUTENBHON  3asBOYHON  KOMIAHWUU C
IpeAoCTaBIeHNeM AaHHBIX B MUH3IpaBy;

«4.4:15. Bener MOHMTOpPMHr U aHaJIU3 MCIOJNHEHUS OCHOBHBIX H
JOTIOJIHUTEIIEHBIX 3aSBOKY.

1.2.3. 3aMeHHUTE:

B noAnyHkTe 4.5.8. «OHJIII» Ha «PJIO»

B  HOAIyHKTe 6.6, «W» Ha  «W/HIN», «CHHOHUMHYECKON»  Ha
«CHHOHUMUYECKOU/aHAJIOTOBOM»

1.2.4. MckinrounTh B MOAIIYHKTE 4.2.3. «U yTBEPKIACHUU»

2. VcTaHOBUTH, YTO OJJIEKTPOHHBIE pEIEeNThl MPUMEHSIOTCS B paMKax
peanuzalid MIporpaMM JIBTOTHOTO JIEKAPCTBEHHOr0 oOOecHedeHus] OTHENbHBIX
KaTeropuii rpakaan, MPOKUBAIOIINUX Ha Tepputopun Pecrrybmuku Kpbim.

3. KoHTposnp uCHOJHEHUs IIpUKa3a BO3JOXKHUTb, HA 3aMECTUTES MHUHUCTPA
Pecry6muxu Kpeim A.A 3usarHoBa. h

Munuctp K. Cxopynckui




