onve MKOBAH
YO XS s

PECIIYBJIMKA AJITAH _ AJITAH PECTTYBJIMKA
MUHUCTEPCTBO 3/IPABOOXPAHEHUS AJITAW PECITYBJIMKAHDBIH CY-KAJIbIK
PECIIYEJOUKHU AJITAN KOPBIbIP MUHUCTEPCTRO3BI

e J%m¢fﬂ Lol 2 /@{— 2

r. 'opno-Anraiick

OO obecrieennn rpaskian, HMCEIOIHX 1paBo Ha fecniiaTHoe obecneyenue
JICKADCTBCHHBLIMEA NPENAPATAMM, MEAMUMHCKHMH H3ACIHAMH U
CHCUHATMIHDOBAHNBIMY IPOAYKTAMHM JICUCOHOr0 NUTAHUN TIpH amMOyJ1aTOpHOM
JCHCHHUH 32 cHeT OI0KETHBIX ACCUTHOBAH Hii ¢penepanbuoro 610a3eTa u 3a cuer
OI0/LKETHBIX ACCHIIOBANMI pecnyBAMKAHCKOTO 010/1:K€TA
PecnyGimku Anraii u npusnanun YTPATHUBIIMMH CHIIY HCKOTOPBIX NPUKA3OB
Munucrepersa 3apaBooxpanenus
Pecnybanku Anraii

B uensax  oprammsaumm  obecneucting JICKapCTBCHHBIMKU  1IpenapaTaMu,
MEJMLMHCKUMI. M31CHIHAMH 1 CHCHMAIM3UPOBAHHBIMU TIPOJYKTAMH 1CUeBHOrO MUTAHMS
Fpaziai, BKIMOYCHHBIX B peruoHalibhbli cerment degepaibHOro perucTpa rpakiaaH,
MMEIOIIMX  MpaBO  Ha  00CCHEHCHUE  IEKAPCTBCHHBIMMU npenaparamu, MeJAULHUHCKUMHU
MSACTWIMA M CNCLMAIM3UPOBAHHBIMY - NPOLYKTAMH  JieueGHOrO MuTanms 3a  cyer
OIO/KETHBIX acCHrHOBaHUH (heepalbioro OIoKeTa 1 OrojkeToB cyOnekToR Poccuiickoii
®enepalmu. 11a OCHOBAHWU noanyuktos 8, 15 nmynkra 8 pasgena I TMonoxenus o
MHUHHCTEPCTBE 3APAaBOOXPAHEHMS PecnyGinkn Anrail, yTBepkAcHHOrO NOCTAHOBICHHEM
lpasurenserra PecnyGunku Antaii or 16 wons 2009 r. No 160 «O6 yrBepuaciinu
[Monoxenus o Munucreperse 3ipaBooxpancuus  PecnyOuuku Antail u HPU3HAHUK
yTpatubliumu cuiy nexkoropwix Ilocranosnenuit [IpaBurenscrsa PecriyOnuku  Anraiiy,
IPHUKA3BIBAIO;

I. Yreepaurs npunaracmuic Ilpasuna obecrevcnus FPaXK/JiaH, BKINOYEHHBIX B
PCIHOHANBHLIA -~ cermeHT  DejiepanbHOrO  peructpa rpaKjal. MMEIIMX 1MpaBoO Ha
obecieHeHne  1eKapCTBCHHBIMM fipenaparamu,  MEAMUMHCKUMU  M3ACIUIMH W
CHCHHATTM3UPOBAHHBIMU TIPOJIYKTAMU J1CUEOHOr0 NMUTAHMS npyu amOy1aTOpHOM JICUEHUM 3a
CUCT  OJUKETHBLIX  aCCUrHOBAHMI peaepanbhoro  Giokera u OIOJUKETOB  CYOBLEKTOB
Poceniickoii deaepaumm ACKAPCTBCHHBIMU  [IPENApaTaMmu, MEAULUMHCKUMH M3NC/THAMH W
CHEUNAIM3ZUPOBAHHBIMH NTPOAYKTAMU 1C4COHOrO UTAHUS.

2. Bo3j10%#HTh OTBETCTBEHHOCTD 32 Opranu3ainio 00eCre eHUs rpaskaaH, UMCIOIINX
paso na OecnnatHoe oOCCneUeHUE  ICKApPCTBEHHBIM K nperaparamu, MeJMUMHCKUMH
MBACIMSAMA U CHICUMANIM3UPOBAHHBIMU  1IPOJYKTAMU  1€4eHHOTO  NUTAHMS 1npu
amOyJIaTOPHOM JIEUEHUN 32 CUET BIOJKETHBIX ACCH rHOBakui (enepanbioro Grokera U 3a
CHCT OHJUKCTHLIX aCCHUIHOBAIIUI pecnybankanckoro Groskera PecniyGnvku Anraii, s
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MCIIMIIMHCKHX  OPIaHM3aLMSIN.  110/1BEIOMCTBEHHBIX Mununcrepersy  3apaBooxpanennio
PecnyGnuku Anrtail. na wauaibinka oriena OpraHu3almMu  MEIMUMHCKOH MOMOUIM |
JICKApCTBEHHOrO obecrnieuenus Munncrepersa 3ApaBooxpaHenus PecnyOnuku Anraii.

3. BO3noxkuTh OTBETCTBEHHOCTL 3a Obecreuelme CPaK/aH, HUMCIOWHX NpPaBoO Ha
Occrinatnoe obecneyenue JCKAPCTBCHHBIMH MperapaTamMu, MEAUUMHCKUMU U3ACTUSIMU U
CHCIHHATU3UPOBAHHBIMU NPOJAYKTAMU NeUeOHOr0 NMUTAHUS Mpy amMOynaTopHOM JleyeHuu 3a
CuetT OHOJKETHBIX  ACCUIHOBAHMII (benepanbHOro Gro/keTa M 3a cueT GIOLKETHBIX
accurioBanui  pecny0,MKaNnckoro 6roukKeTa PeciyGnuku Anrail, Ha rnasupix Bpauei
MCAMIMHCKUX  OpPraHu3auMsx, MOABE/IOMCTBCHHBIX Munucrepersy  3apaBooxpaHennio
PecnyGnuku Anrai.

4. llpusHats yTpaTuBinvm cuny:

fprka3z Munucrepersa 3apaBooxpaHeHus PeenyGnukn Anraii or 16 cenTadps 2022
r. No 117-01 «O6 ofecneuennn rpaknai. uMerommx MpaBo Ha Oecnnarhoe obecrneyeHue
JCKAPCTBEHHLIMH apenaparaMm.  MQJIMUMHCKUMHU H3JIC/ITUAMUA M Cﬂell}'[&;'IH'SHPOBa]IH]JIMH
NPO1Y KTaMK JICHEOHOI0 NUTAHMS IS ICTCH-HHBATUIOB 1pu amOyJIaTOPHOM JICYEHUHU 32
cuer  OIOKETHBIX  aCCUIHOBAHMIA (besepanbuoro Gl0/KeTa M 32 CHET  BIOMKCTHBIX
accuruosanuii peenyGunkanckoro Groakera PecnyGimku Antaiis:

npukas Munucrepersa 3apasooxpaterus PecriyOnuku Anraii ot 12 nexabps 2022 r.
No 152-om «O mnopsiake nbroTHOrO ofecnedeHns JICKApCTBEHHBIMU  NIpEnapaTamu,
MCAMIHHCKUMU M3ICITMSIMH 1 CHRIMATU3UPOBAHHBIMU TIPOAYKTAMHU JICHeOHOrO nUTaHus
Npu amMOYIaTOpHOM NCHYCHUM rpakaan 3a cuer CPCICTB pecnyOnuKaHckoro Oro ukera
Pecny6ankn Anraii» (Ony6ankosan 23 nekadps 2022 r).

!
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YTBEPXJIEHbI
npukazom Munucrepersa 3apaBooxpateHns
Pecny®iimku Anraii

e Wa.?af/zam N4 o

IMPABUJIA
obecneuenusi rpaskaan, BRIIOYEHIBIX B pervonanbubiid cerment MeepanbLHOro
PErUCTPA TpAXAAN, HMCIOIUX JIPABO 1A 0DecneyeHue JeRAPCTBCHIBIMH
PEIAPATAMU, MEAUUHHCKHMHU M3ACIHAMU H CHEUHATH3HPOBAHIBIMH NPOAYKTAMH
JIeUCOHOro MUTANHA NPH aMOYJIATOPHOM JICTEHHH 32 CUET BI0/KETHLIX ACCUTHOBAHUM
deaepanbhoro 610/KeTa U GIOUKETOB cydnekTon Poceniickoii Menepannn
JIEKAPCTBCHHBLIMH npenaparamMmu, MEJHIHHCKHUMH H3ICJUIMH H
Cneuuaﬂu'suposanummu HPOAYKTAMH J[B‘leﬁll()l"() IMHTAHUA

[.OBuMe nonoxkenus

L HacToawmme Ilpasuna obGecneuenns FPAX/1aH, BKJIIOUYECHHbIX B PErHOHANbHBIN
CErMEHT — DEICPAILHOIO  PCIUCTPA  IPAKIAI.  UMEIONINX paBo Ha olecreyenue
JICKAPCTBCHIBIMH  HIPCHAPATAMH,  MC/MIIMHCKUMM  H3JICIUSMHE U CHeHUaNIU3UPOBAHHBIMU
HPO1YKTaMK JieHeOHOrO nutanus npu amOyNaTOPHOM JICUEHHM 3a Cyer OI0KETHBIX

ACCHIHOBAHM deaepanbHoro OroJukeTa " OO KETOB cyOBeKTOB
Poccuiickoit Denepanuu nekapersentbivu npenapatamMu, MEAMLMHCKUMU W3JICTUIMU U
CHCLUMATUSHPOBAHHBIMH  1IPOlYKTAMK  JIcueOHOIO  nMTaHus (nanee - JIEKapCTBEHHbIE

lipeniapatbl. IlpaBuna) ycranasausaior nopsjaok obecncuerms IpaK/JaH, BKIIIOYEHHbIX B
PCrHOHAIbHBIA - cerment  DeIepaibHOrO  perucrpa FPAKAaH, WMEIOIMX [Ipaso  Ha
obeciieueHne  neKkapCTBEHHbIMM npenapatamMu,  MEAMUMHCKUMH  M3JCIUIMU W
CHCIHATMZMPOBAHHBIMU NPOYKTAMMU JIEYCOHOrO UTAHUS NpH amOyJIaTOPHOM JleUeHUH 3a
CUET  OIOUKETHBIX aCCUIHOBAHMMI (enepanshoro GloukeTa M GrOKETOR CyObeKTOB
Poceuiickonn ®epepaunn (nasee - DejiepaiibHblli PErUCTP) B COOTBETCTBUM ¢ ab3aliem 2
nyuxia S [locranosnenus lpasureancrea Poccuiickoii Oeacpaumn o1 12 oktabps 2020 r.
Ne 1656 «O0 yreepxciun |pasun se1eHus DeiepaibHOro perneTpa rpakian, HMEIoLMx
HpaBo Ha 0beCneUenne JICKapCTBEHHBIMU NpeHapaTaMu. MCAMIIMHCKUMU U3ACHUSIMU U
ClICLUMATIMSUPOBAHHBIMU - [IPOLYKTAMM  1CYCOHOIO  NMUTAHWS 38 CYCT  OIO/DKETHLIX
ACCHIHOBAHUH PeacpanbHoro GIIKETa U 010 IKETOR cyOonekros Pocceuiickoit ®enepainmy:

a) TpakKJaHe, WMEIOLIHE [PaBo Ha NOJIyHYECHHME TrOCY/IapCTBEHHON CONMAILHOIM
HOMOULM B BUAC COUMANBLHON YCIYTH N0 00CCHEUEHUIO B COOTBETCTBHU €O CTaHAapTaMu
MCIMUMHCKORH — MOMOIIM  HCOOXOAUMBIMU JICKapCTBEHHbIMKW  Mpenaparamu s
MCAMUMHCKOrO NPUMCHCHUS 110 PCLEIITAM HA JICKAPCTBEHHbIC npenaparsl, MEAULIMHCKUMU
M3NCIIMAMK 1O pelenTaM Ha MEAMUMHCKME M3JACHUS., 4 TaKKe CHCUHMANIU3UPOBAHHBIMHU
NPOAYKTAMU Jie4eOHOr0 NMUTaHUsS ANs JeTei-MHBAJIM/I0B. YKa3zaHHble B cTaThax 6.1 u 6.7
DenepanbHoOro sakona «O FOCY.1apCTBEHHON COLMANILHOMN TTOMOLLM:

0) rpaxaaie. cTpajaiowme  3a601CBAHUSIMM. BKJIOYEHHBIMW B [1€peYCHb
AMBHCYTPOKAIOWMX U XPOHHUECKHX  1IPOIPECCHPYIOLITHX peakux  (opdaHHbix)
3a00JCBAHUN, TPUBOASIINX K CORPALICHUIO IPOJIONKHTCILHOCTH KWHU3HU MPAKIAAH UM UX
MHBATHHOCTY.  KOTOPbIM  HPCAOCTABISIOTCS  1OCY/IapCTBEHHBIE rapalntiu B BUJIE
obecricuennst  JiekapeTBeHHBIM U HPCHApATaMn - W CHCUMANM3MPOBAIHBIMU  TTPOLYKTAMM
ACUCOHOrO nuTanmsi;
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B) Tpak[iaHe, UMEIOLIME NPAaBO HA OOCCreycHue JICKapCTBEHHBIMU TpenapaTtamu U
MCIAMUMHCKAMM M3ACTUAMU B COOTBETCTBUM ¢ [lepeuncm rpynn vacencuus u KaTeropui
3a00neBaHmnid. mpu amGy1aTOPHOM JieueHHH KOTOPBIX JICKAPCTBEHHBIC CPE/ICTBA U U3J1C/IUS
MCANUMHCKOTO HA3HAYCHMS OTIYCKAIOTCA 110 pelentam Bpayeii oecniario. u Ilepeunem
Fpynn. nacencHus. 1pu amO) 1aTOPHOM  ICHCHHM  KOTOPBIX JIEKAPCTREHHLIE CpPeACTBa
OTnycKatoTes  no - peuentam  Bpaueid ¢ S0-npoueHTHOH  CKMAKOIL. YTBEPHKAEHHBIX
nocranosnenuem [lpasurensersa Poceniickoii denepaunn or 30 mions 1994 r. Ne 890 «O
FOCY JAPCTBCHIOH MOAACPKKE PABUTHS MCAMLIMHCKON NPOMBILIICHHOCTH U YJAy4LIEHUH
obecrneucHns naceneHus u yupesk/ieHui 3/paBOOXPAHCHUSI JICKADCTBEHHBIMH CPEACTBAMH M
H3JCTUAMM MEJIMUMHCKOIO HA3HAUCH WS

2. llpaso rpaxjianuua na odecticuenme JICKapCTBCHHBIMHU TIpeHapaTaMyu BO3HUKAET
CO /s BKIIOYCHUS CBC/ICHUI 0 HeM B DeepanibHblii pernctp.

3. Ilpu waswauenun rpaxannny JICKAPCTBCHHBIX  TIpEMaparTos Jleyaluii  Bpay
HIIQOPMUPYET €ro 0 BO3IMOKHOCTH NOJYHEHUST UM COOTBETCTBYIOLIMX JIEKAPCTBEHHDBIX
pelapatoB  0e3 B3UMAHUA NAATHI B COOTBCTCTBHM  C npukazom MuHucTepeTsa
3/pasooxpauchus PecnyGankn Antait ot 4 anpens 2021 r. No 50-on «O6 YTBEPK/ICHUH
[opsika undopmuposanus Fpa/ian.  BmodcHubix  deacpaibiblii perueTp rpaxian.
UMCIOLIMX  1PaBO  Ha  ODCCHCUYCHUE  JICKAPCTBCHHBIMM penapaTtamu, MeAULMHCKUMU
MBACISIMA 1 CHCLMANIU3UPOBAHHBIMUM - IPOJLYKTAMH  ICHeBHOIO  NUTAHMA 33 cuer
O10/UKETHBIX aCCHITIOBAHUI (erepanbroro Gioaxkera u GIO/KETOR cyObekTor Poccuiickoii
Oeacpaunn v NPU3HAHMM  VIPATUBIIMMMU CHJTY  HCKOTOpPBIX npuka3oB MuHucrepcerea
3/ipasooxpanctus PecnyOimkn Ajrraii.

4. Hasnauenue nekapcrBeHHbIX NPenapaTor OCY IECTRIISICTCS:

JICHALMM  BPAuOM. (E/IbAICPOM, aKyLIEpKOH B CIy4yae BO3JIOKEHUSI HA HUX
MOMIOMOUYMH  JIeUalllero Bpaua (Jlajgee - MeIULMHCKUE PabOTHUKH), NpU OKa3aHWM
MCIMIMHCKOW  [OMOUIM B MCAMLMHCKUX Opranu3almsax,  1oABEAOMCTBEHHbIX
Murerepersy 3ApasooxpaticHus PecnyGnukun Antail u OKa3bIBAIOUIMX  [IEPBUUHY IO
MCIAHKO-CAaHUTAPHYO [IOMOLLL 110 MCCTY JKUTCIILCTBA (npukpenenus) rpaxnan (nanee —
MCIUILIMHCKHE oprauusaimm) B HOpsiIKe, YCTaHOBJICHHOM benepanbhbim
3aKOHOAATENBCTBOM;

O MY HAPOAHOMY HECNATCHTOBAHHOMY HAMMEHOBAHUIO. a MPH €ro OTCYTCTBUU -
IPYIIMPOBOYHOMY MM XMMHUYCCKOMY  HAMMCHOBaHWIO. B ciydae  OTCYTCTBUS
MEAVIVITAPOIHOTO  HEHATCINTOBAHHOIO  HAMMCHOBAHMS U IPYHTTUPOROYHOIO WM
NHMHMCCKOIO  HAMMCHOBAHMS  JICKAPCTBEIHONO  npenaparta JICKapCTBCHHBLIA  Mpernapar
HABHATACTCS MCANLHHICKUM PabOTHHKOM MO TOPIOBOMY HAMMEHOBAHMIO:

B cooTseTcTBUM € [lepeunsmu nekapersennpix NpenapaToB, MEAMLIMHCKUX WU3ICTUI
M- CIICUMAIIM3UPOBAHHBIX  MIPOJLYKTOB JICUEOHOIO [1WTaHMS. YTBEPKAAEMBIMU  €IKErO1HO
lpasurenscreom PecnyGuukn Anraii s Teppuropuansiiol nporpamve rOCY 1apCTBEHHBIX
rapatTruit 0eCnaaTHoro okasalus rpakaanam MeaHUUICKOR IOMOLLK;

¢ YUETOM  CTanAapToOB MEJMUMHCKOW NOMOIIM, KIMHUYCCKHX peKOMEH AL i
(IPOTOKOJIOB JICUEHUsT) 1 CpejiHel KYPCOBOWH 103bI JICKapCTBCHHBIX M1PENapaToB;

MO pelEHKIO BpaueOHON KOMUCCHU MEAULIMHCKOM OpraHu3alku Ha JeKapCTBCHHbIE
HPCIAPATDl, HC BXOMALLME B CTAHAPTBI MEAMLIMICKONH OMOLUM WM He NPe/lyCMOTPEHHbIE
COOTBCTCTRYIOUICH KJIMHHUCCKONH pekoMeHaaure. 6o 1o TOPrOBbIM HAUMEHOBAHMUSIM.
HPpH  HAIMYHK  MCAMLIMHCKUX  1TOKA3AHUIT (MHAMBHYANTbHAS  HENEPEHOCUMOCTL. 110
KUZHECHHDBIM NMOKA3AHUAM ),

5. CBejicHus 0 HaznaucHHoM JCKapCTBCHHOM  1penapare  (HauMeHoBaHUe
JICKAPCTBEHHONO  npenapata.  103MpoBKa. CHOCOD  BBCASHUS NPUMEHEHUS, PEKUM
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AO3MPOBAHUS. TPOLOIDKUTEILHOCTD IRUCHUS W 0DOCHOBAHNC HAZHAYCHUSA JICKAPCTBCHHOTO
Npeliapara) BHOCATCS  ME/MUMHCKMM  palOTHHKOM B MEMIMHCKYIO  I0KYMEHTAIHIO
nauuenta (Popma Ne 025/y «MeumnHekas kapra nalMeHTa, noJyyaroiero MEAMLMHCKY IO
MOMOILL B aMOyNaTOPHLIX YCIOBUSIXY).

6. MeaMUMHCKAM  paBOTHUKOM.  HA3HAYMBLINM JICKApCTBEHHLIM  mpenapar,
oopmasieress peuent no Gopme 148 1/y-04(x1) s Gopme ICKTPOHHOTO IOKYMEHTA ¢
MCTHIOTB30BAHUCM Y CHIICHHON KBUIM(DUIIMPOBAHHON YICKTPOHION MOAMUCH MEIMLUHCKOrO
paboTinka (Jasnee - peienrt B OpPME YICKTPOIHOTO A0KYMEHTA) B COOTBETCTBUM C
[opsiikoM  HasHauCHUs NeKapCTBEHIHBIX 1npenaparos. (OpM peuenTypHbiXx OJaHKOB Ha
fickaperentbie npenaparel. Hopsakom oQopmnenus ykasanHbix G1aHKOB, WX yueta M
XpalieHus, (popm ONAHKOB PELENTOB, COAEPKAIMX HAZHAUCHUE HAPKOTUYECKUX CPEICTB
MIIW TICUXOTPOMHBIX BellecTs. [lopsakom ux usrorosnenus, pacnpeaeneHus. perucTpalmu,
yuera u xXpancnus. a takie lpasunamu odopmicnns Giankor penenTtos, B ToMm uMcic B
(bopuMe  DIEKTPOHHBLIX  AOKYMEHTOB.  yCTAHOBJICHHOM lpukazoM  Munucrepcrsa
3/pasooxpanciina Poccuickoit peacpain o1 24 nosGps 2021 r. Ne 10944,

B ciiyuae HeBO3MOKHOCTH OOpMIEHHUS peuenTa B (bopme 31EeKTPOHHOrO A0KYMEHTa
BLIMUCHIBACTCS peLEnT Ha Oy VMa)KHOM HOCHTENC 33 MOANMUCHI) MEIUIMHCKOrO paboTHuUKa,
HASHAYMBLLCTO JIEKAPCTBEHHbIH TIpenapar (1anee - peuent Ha OyMakHOM HOCHTENE). [Tpu
oQopmiiennn peueita na Gy Makiom Hocurene opopMISIOTCs 1A IK3EMILISpA, OJIUH K3
KOTOPBIX OCTACTCsl B anTeuHOH OpraHu3allii, BTOPOH - B MCAMLMHCKON JOKYMEHTALMN
nargHenTa,

7. Peuenr na Gymaniom nocuresie, odopMacHibii 1a peuentypuom OaHke Gopmbl
No 148-1/y-04(n), moxer Obits HOJAYHCH HAUMEHTOM, CrO 3aKOHHBIM MPEACTABUTENEM WIIN
JTHLOM. MMCIOLAM  OQOPMIICIHIYIO B COOTBETCIBUM € IPAKAAHCKMM 3aKOHOMATENbCTBOM
Poccuiickoii desiepannun 1oBepeHHOCTL OT NaLmenTa Ha MPaBo MoJIy4CHUs TAKOIO pelernTa.

8. Memuumncekum paGoriukam sanperiaercs O(OPMIISATL PeLIENTHI:

1IPH OTCYTCTBHH Y NAIMEHTA MEAMUMHCKUX MOKA3AH U

Ha HE3aperuCTPUPOBAHNDLIC JICKAPCTBCHHLIE IPENAPaThI:

Ha JICKAPCTBEHHbBIC MPENApaThl, KOTOPbIE B COOTBETCTBHU C MHCTPYKLUEH 110

MCAHIMHCKOMY MPUMCHEHHIO 1PCAHA3ZHAYEHBI IS IPUMEHEHUS TOIbKO B CTALMOHAPHBIX
YCIOBUSAX.

[l. Dopmuposanme 3aszok na CACAYIOUIMH KalleH1apHbIHA IO/l HA TeKaPCTBEHHDIC
IpCHapaThbl, MCAHLMHCKUC U3ICIUs U CHICUMATIM3UPOBAITHbIC [POJIYKThbl JieHeOHOro
HHTatust. HeoOXOIMMEX JUs odeeneucHms Ipax/jian

9. 3asBKa Ha JCKAPCTBClHbIE 1penapatel Uit odbeenevenuns rpaxkian dopmupyercs
MCAMLIMHCKMMI OpraHmu3alisiMm B YICKTPOHHOM BUAC B PErMoHaibHOM cerMenTe Enmnoi
FOCYIApCTBCHHOW  MH(DOPMALMOHIION CHCTCMbI B cepe 31paBooxpaneHus Pecrnyonuku
AnTall B LUEHTPa/M30BAHHON [0JCHCTEME «YnpaBicuue JIbrOTHBIM JICKAPCTBEHHBIM
obecricueHnem»  (mance -  nojacHCTEMa «YIpaBieHue  JIbrOTHBIM NCKApCTBEHHbBIM
obecneyenuem»),

10. Meanunekumu opranmsaumsmu  He nosaHee 1 cewrsbps Tekywero roma B
Munmcreperso 3/ipaBooxpancuust - Pecny®aukn  Antailt (nance  — MunucrepceTBo)
HPCIACTABAAIOTCS 3aBKU HA I0CTABKY JICKAPCTBEHHbIX NpenapaToB, MEAMLUMHCKUX W31/
Mo CHCLHMANIMBMPOBANHGIX  LIDOJYKTOB  JICUeOHOO  HUTAaHUS 1O Gopme  cornacho
[Mpusiokenunam Ne 1-3 K nactosimum [IpaBunam.
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I'l. TlotpeGHOCTb B MEKapCTBEHHLIX Mpenaparax ONpeaenseTcs ¢ yueTom
KIIMHUYECKUX  pEKOMEeH/1allui  (IIPOTOKOJNIOB  JICUCHHSA) W CpeAHel KypcoBOH  /103bl
JICKApCTBEHHOIO  [penapara  MCXOJs U3 eKEMECHAUHON  (PaKTHUeCKOW noTpeGHOCTH
MAUKMCHTOB B COOTBETCTBUU €O cBe/lenusmMu Peaepanboro perucrpa.

12. MunucrepctBom 10 10 centsOpst Tekymiero roja npoROJAMTCS OYHAS 3alMTa
3a0BOK  MEAUUMHCKUX — opranw3aumi. [lo wroram samwurel  3asBka  yTBepxkuaercs
MunncTepeTBOM, ¢ 1OCACAYIOUEH pacnevyaTkoil Ha OyMakHOM HOCHTENe B JBYX
SK3eMIIsipax B Oymaknom Buje: | - Juls MEAMIIMHCKOW opraHumsaumu, 2 - jyis
MUHUCTEPCTRA.

[3. MunmeTepctBOM ¢ NPUBJICHCHUCM TAABHBIX BHCUITATHLIX CHCLHAANIMCTOB 10 |
OKRTHOPS TCRY HICrO rojta PopMHPYCTes CBOAHAs 3asiBKa 110 Gopme. coraacto puaokeHusm
No 4-6 k HacTosiium Ipasunam.

4. Cpoanas  3agBKa  yTBEPKNACTCS  MCPBBIM  3aMECTUTENEM  MUHUCTpA
3)paBooXpaHenust PecnyOnuku Anraid,

I5. JlononnurenbHbie (TekyliMe) 3asBKH HA JICKapCTBEHHbIE Npenapartbl (najiee -
JONOTHUTENBHBIC 38BKH) (DOPMHPYIOTCA MEIMIMHICKUMU OPIaHH3aLMAMU B S1EKTPOHHOM
BHIC B NOJACUCTEMC «Y NPaBIICHHE JIBIOTHBIM JICKAPCTBEHHBIM 00CCMCUeHUEM» B TeueHue 5
padouux AHEH ¢ JaThl:

BHOBb BbIsIBJICHHOTO 3a00seBaHus;

MU3MEHEHUS CXEMDbI IEUCHMUS;

3aroiHCHUS U3BEUICHHS B aBTOMATH3UPOBAHHONH cucTeme «PapMakoHa30p»:

BIIHOUYCHUS Ipakian B PeiepaibHblii perucTp.

16. JIonomHUTENLHBIC 3a9BKU Y TREPIKAAIOTCS MUHUCTEPCTBOM B EKTPOHHOM BH/C
B IHOACHCTCME « Y IPABJICHUC JIbI'OTHBIM JICKAPCTBEHHBIM 00€CHIeUeHUEM .

[Ipn nasznauenum JICKapeTBCHHOTO npenapara 10 TOProBOMY HAUMCHOBAHMIO.
HalumuK - Hedjaronpustioit  nodounoi  peakuuun  (HITP)  onosHuTenbHbie  3asBKu
YTBCPAJIAKOTCS [OCIIE 3aIPY 3K B NOACUCTEMY «YIIPABJICHUC JILIOTHBIM JICKAPCTBEHHbIM
obcctieueHnem»  CKaHOB JIOKYMEHTOB: pCIICHUE BpauyeOHON KOMUCCHM MEIMIMHCKOl
OpraHu3aUKy, U3BEILCHUC B aBTOMATH3MPOBAHIION cucteme «DapmMakoHa zopy.

[locne yTBepuciennss MUHMCTEPCTBOM B DJICKTPOHHOM BHJE. JAONOIHUTENbHbBIC
3a8BKHM HPEOCTABAAIOTCS B MuHKCTEPCTBO B OymMakHOM BUje cornacHo [Ipunoxenusm No
7-9 k nacrosiuum Lpasunam.

I7. Jlononuurenbuas 3asska OTKIOHSICTCS MUHUCTEPCTBOM B aBTOMATH3MPOBAHHOM
MH(DOPMALMOHHON cHCTEME «Y NIPABIEHHUE JILTOTHBIM JICKAPCTBEHHBIM 00ECTIeUEHHEM» NPH
OTCYTCTBHM  JICKAPCTBEHHBIX [IPEHAPATOB B IpakkaaHckom obopore B Poccuiickoii
Qenepaunn.  MeAMUMHCKOH — OpraHM3alMeil  NPUHMMACTCS  pelleHue O 3ameHe
ICKApCTBEHIOrO Nperapara Ha aHallorMYHOE. M3MEHEHUS CXEMbl JICHEHMSl W. B cllyyae
HCOOXOAMMOCTH, BLITHCKE HOBOI'O PCICHTA B TCUCHHE 5 paboUuunX JIHEH ¢ aThl OTKIOHEHUS
JAOTIOIHUTENBHOW 3asiBKHU.

I1. 3akynka JIeKapCTBEHHBIX PENAPATOB. MEAUIMHCKUX W3C/Ni 1
CMCUMANN3UPOBAHHBIX [IPOJIYKTOB JICYCOHOrO MMUTAHUS,
HeoOXxoMMBbIC /Utst o0ecredenms rpaskaaH

I8. MUHHCTEPCTBOM B COOTBETCTBUM CO CBOJHOM 3aABKOM OpraHU3yHOTCS 3aKY KK
JICKAPCTBCHHBIX NPENapaToB B cooTBeTcTBUM ¢ DeaepanbHbM 3akoHOM OT S anpens 2013 r.
No 44-03 «O kowrpakTHOli cucteme B cepe 3akynok ToBapoB, paboT, ycayr s
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obecneyenus rocy 1apeTBEHHBIX 1 My HULMNATLHBIX HY %1y, Cpok [MPOBENCHHS 3aKYMOYHBIX
nponeayp ¢ I oxrsbps no 31 jekabpsa Tekyliero roja.

19.  JlonoauurtenbHas — npoueaypa  3aKkynku OpraHu3yercss Ha  OCHOBAHUU
JOTIOJTHUTENTBHBIX 3a51BOK ME/IMIIMHCKMX OPraHW3alMi € YUYCTOM MMCIOIMXCS TOBAPHbIX
3anacoB Mo TeKyuleM  norpedHOCTH, A  TakkKe [PH  OTCYTCTBUHM  BO3MOMKHOCTH
fepepacipeicaicus JICKapCTBEHHBIX [IPENAPATOB MEK/ly alTeHHbIMU OPraHW3aLUsMU B
tedenue 10 pabounx AHEH ¢ AaTbl NOCTYNJICHUS AONONHUTEBHbBIX 345BOK.

20. B nensx ucnonenus petietiis BpaucOHOM KOMUCCHH OCYLIECTBIAETCS 3aKynka
JICKApCTBEHHBIX  npenapatos B redcnue 10 paboumx auedt ¢ parthl nocrynieHus
HALICKAUMM  00Pa3oM  O(OPMICHHON  0NOMIUTEILHOW  3a9BKM B MHHHCTEPCTBO B
KONMYECTBE, HEOOXOAMMOM Ha KYPC JICHEHHMsS B TeUCHHE 2 MECsIeB. ¢ OHOBPEMEHHBIM
O0BSIBICHUEM TIPOLIEY PbI WICKTPOHHOI'O ayKIIMOHA.

21. Bakynaennble MUIHCTEPCTRBOM JICKAPCTBEHIBIC TIPENApPaThl B COOTBETCTRUU C

YCHOBUAMH TOCYIAPCTBCHHLIX KOHTPAKTOB U I‘pél{l)l‘]KOM HOCTABOK NMOCTABIAIOTCS HA CKall
rpysononyyarcis.

IV. Yuer v otuernocrs

22. MUHHUCTEPCTBOM CHKCIO/IHO OHPEAC/ACTES YIOJHOMOYEHHAS OpraHu3alusa Ha
ORazame  yCayr no npuémke, OTIYCKY W XPAHCHHMIO JIEKAPCTBEHHbBIX [IPENapaTos.
3Ky IICHHBIX MO FOCY/1apPCTBEHHBIM KOHTPAKTaM. Ul TPaKAaH, MMEIOLIMX [PAaBO Ha
MOJYHCHUC MEpP COUMAIbHOW TNOAAEPHKKM, 3a Cc4HeT pecnyOiMKaHCKOro Oroakera B
coorBercTBUM ¢ Desiepalibhbiv 3akonom oT S anpens 2013r. No 44-®3 «O konrpakTHoii
cucTeMe B cepe 3aKkyrnok ToBapos. paboT. yenyr juis ofecrnedenus roCy/1IapCTBEHHbBIX U
MYHUIMIANbHBIX HY#14» (aanee — [lonyuarens).

[Monywarcnaem siekapeTBeHibic  Npenapatbl  NPUHMMAIOTCS OT MOCTARIIMKOE B
COOTBCTCTBUM ¢ TPEOOBAHMANM YCAOBHH TOCYIaPCTBCHHOTO KOHTpaKTa, obecrneunsas mux
YUCT M COXPAlHOCTD,

23. llonywarenem B teuenue 2 paGouux JUcH ¢ JaThl MPUCMKK TOBapa B
MHITUCTEPCTBO  MPCJACTABAACTCSE  KOMILICKT TOBAPOCONPOBOIUTEIbHBIX JOKYMEHTOR B
OymaHom Buie (cuér (aktypa:; Hakiaanas; MpOTOKOJ COTNAcOBAHUS Lel Ha JKHBJIIT;
AOKYMCHTBL,  [IOATBEPHKAAIOILME  KAYCCTBO)  (najiee -  TOBAPOCONPOBOAUTEIIbHbIE
JIOKYMEHTBI ).

24. MuUHMCTEPCTBOM  HPOBEPAETCS  KOMIUICKT — TOBAPOCOMPOBOAMTEN bHbBIX
AOKYMCHTOB HA COOTBETCTBUC I'OCY/IAPCTBEHHOMY KOHTPAKTY M B TeuYeHUe 3 pabouux jieii
C JWTLE NOJIYUCHHUSL TOBAPOCONPOBOAUTENBIBIX JIOKYMEHTOB COCTABISETCS pa3HapsaKa Ha
JCKAPCTBEHHDIC MPENAPaThl B COOTBETCTBMU C AONOJHUTENLHON UM CBOAHON 3asBKAMHU.

25. KoMIIeKT TOBapOCOIPOBOIMTENLHBIX JOKYMEHTOR MuHUCTEPCTBOM nepeaercs
B KY PA «Ynpapncuue no odecneuenuo aesre/ibHOCTHI MunucrepeTsa 3paBooxpateHus
Peciy6inkn Antaii m 10/BeIOMCTBEHHBIX €MY YUpexICHuii» Juis Oyxranrepckoro yuera B
JBY X,'lIICBI-ibII\/'I CPOK C JlAThI HX II{LI} HCHWS.

20. lloaywareneM ma  OCHOBaHMM  Pa3HapsiKH JCKAPCTBEHHBIE  penaparhl
HCPCAAIOTES B AITCUHBIC M MCMIIMHCKHE OPraHu3allik B TeueHue 3 CYTOK C JaThl
MOJTYYEHUsT pasHaps AKH.

27. ANTEUHBLIMM M MCAMIMHCKAMU OpraHu3aliMsaMu. OCYLUCCTBASIIOLMMU  OTIYCK
JICKAPCTBCHHbBIX MPCNAPATOB. OJY YCHHBIX 110 paznapsiike ot [Tonyuarens:

NPUHUMAIOTCS JIEKAPCTBCHHLIC TIpenaparebl, o0ecnednBas WX y4eT, COXPaHHOCT.
LeJICBOe UCTOIL30BAHKE:
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BHOCATCA  fanibie 00 OTOYUICHHBIX  EKAPCTBEHHBIX rnpenaparax B
ABTOMATH3UPOBAHHY 10 MH(POPMALIMOHHY IO cucTemy «YNpaBACHUC — JILIOTHBIM
JICKAPCTBCHHLIM ODCCreucHuem» B /1CHb 00CIy KUBaAHUS pelenra;

OCYLICCTBIICTCS CxREMECAYHAsS ¢/la4a OTYCTOB 00 OTHYIIECHHBIX JICKAPCTBEHHBIX
npenaparax B MUHHCTCPCTBO 10 5 4Mcna Creayiomero Mecsua no (popme cornacho
HMpunoxennio Ne 10 k nacrosienmy [IpaBunam:

CKCKBAPTAILHO MPEAOCTABISIIOTCS MHBEHTAPU3ALMOUHBIE U CIIMYUTCIIbHBIE ONHCH B
MiitinerepeTBo 10 5 wuena neproro mecsna CJICJIYIOUIETO 32 OTHETHLIM KBAPTAJIOM.

V. OTiycK IeKapeTBEHHBIX NPENAPATOB, MCAMIIMHCKHX W31 1
CICHHATHIUPOBANHBIX MIPOYKTOB JICUeOHOIO NMUTAHUS.
HEOOXOAMMBIX A7 oBecreuenms o rpakiaH

28, Ornyck  neKapeTBEHHBIX NpeHapaToB  OCYUECTBISCTCS  alTeYHbIMU
OPrain3almiMu.  MCJIMUMHCKUMU  OPraHM3auMAMK.  MMCIOIMMH  JTMUCH3MIO A
(hapvaueBTHUECKYIO  JIeSTCHLIOCTB. W UX  000COBACHHIMM HOApA3/ICNCHUAMU

(amOyaaropuavu, (esbaiepckuvu 1 ¢ IIL/IICPCKO-aKY LUEPCKUMH 11 HKTAMM, LEHTPaMMu
(oraenennamu) obueh BpaueGuoii (cemeitnoit) npakimkm). PACITONIOKEHHBIMU B CCIBCKHX
MOCCICHUAX. B KOTOPLIX  OTCYTCTBYIOT —anTCuuble OpPraHu3aluu  no peuenTy Ha
JICKAPCTBEHHBIA Ipenapar, 0pOpMICHHOMY MCAHIMHCKUMI pabOTHUKAMM.

29. JlekapcrBennbie npenapars OTIYCKAIOTCS B KOJIMYCCTBE, YKa3aHOM B peLierTe.
4 HCKIIONCHMEM  CIyHacs.  KOIAa  Juls  JICKapCTBCHHOIO  Npenapara  ycTaHoBJICHO
KOJIHHCCTBO, KOTOPOE MOMKET ObIThb BBITMCAIO B OJHOM PEUENTE, WM Ha KYpC J1eHeHus
(JleKapeTBeHHbIE NPernapaThl NPEAMETHO-KOIMYECTBEHHOIO yuera).

30. Tlpu ornycke nekaperseHHbix penapaTos no peuenty, odopmiueHHoMy Ha
OymaskHOM  peuentypHom  Gialike.  (hapMaLeBTHUECK UM padOTHUKOM  NPOCTABASCTCS
OTMCTKA Ha peuente 00 0TIy CKe IeKapCTBCHIOND npenapata «Jlekapersenunii npenapar
OTTIV LIE T,

31. B cayuac BpeMEHHOIO OTCYTCTBUS ICKAPCTBEHHORO npenaparta MUHUCTEPCTBOM
AU oDecrieyeHns NaMeHTa ONCPATUBHO IGPCPACTIPEACACTCS aHHbBI NICKAPCTBEHHbIIA
MPEIIApAT U3 IPYTUX AIITCK MM MEIAMLIMHCKHX OPraHu3alnii.

V. YHHUTOKCHUE JICKAPCTBCHHbIX HPCHAPATOB, MC/IMIIMHCKUX WU3/1eAUI U
CHCUMATIU3UPOBAHHBIX NPOAYKTOB JICHEOHOTO MATAHUS

32. ®anscuduimposannbie u (unu) HEA00OPOKAYCCTBEHHBIE, ¢ WCTEKLIUM CPOKOM
FOLLHOCTH JIEKAPCTBECHHBIC CPC/ICTBA W3LIMAKOTCH M YHUUTOKAIOTCS MO pacnopsiKeHUuIo
Muiucrepersa.

33, Usbarbie  siekaperseiibie [IpCHapatel  M30JMPYIOTCs U3 ofpalleHus u
PASMCLIAIOTCS  NMPOBH30pAMHU((DapMALECBTAMU) aNTEK M MEAULHHCKHX opranusaumii B
Te9eHUe paboyuero AHs ¢ MOMEHTA MONydYCHMS uipopmannmu 06 U3BLATHH B CHEUMATBLHO
BBIACJIICHHOM NOMCIUCHHUH (3011¢) — KapanTtuunoii 3o1e.

34, YHUUTOKEHME NEKAPCTBCHHBIX [IpCHapaToB  OCY LICCTBISCTCS  OpraHu3almeil,
MMCIOILCH JIMHEH3MIO HA OCY IIECCTBACHHE JICHTCLHOCTH 110 cOOpy. TPAHCIIOPTUPOBAHMIO,
obpaborke. yruausanmm, 00E3BPERMUBAHMIO, pa3MCLICHHIO OTXOM0B | - IV KJIACCOB
OIACHOCTH,

35, KY PA «Yupasicuue 1o  obecreucnuio AcarenbHocTn  Munucreperra
3lpaBooxpanenns  Peenybauku  Antail u o 1101BETOMCTREHHbBIX EMY  YUPSIKICHU I




9

oopmiisercs AKT CIUCaHUs JIEKAPCTBEHHBIX NPENAapaToB ¢ HCTEKIIUM CPOKOM FOAHOCTH B
Teuenue 3 pabouux JHen ¢ AaTel 110JyHeHHsE AKTa 00 VHUUTOKCH NS,

Jlekapersennbie npenaparbl, NOMIEKALIME YHUUTOKCHUIO, TIEPEAAOTCS aNTeYHbIMU
WKW MCJIHIIMHCKUMU OpPraHu3atiusamMm aprasusalimm, OC}'[[lCC'I’BJ’[FI]O]]_I,GF] YHHUYTOXKEHWE Ha
OCHOBAHKMKM COOTBETCTBYIONICIO JIOIOBOPA. 3aKIOYEHHOIO ¢ aNTCYHOW MM MEIAMLIMHCKOMN
Oprasuialmen.

36. Opranu3aumeit. oCyuleCTBISIOMWENR YHUUTOKCHNAC JICKAPCTBEHHBIX MNPENapaTos,
COCTABISICTCS AKT 00 YHUUTOKEHHHU, B KOTOPOM YKa3blBAOTCS:

a) 1ara ¥ MCCTO YHHUUTOKCHUA;

0) damuwina, uma, oruecTBO (IpU  HAIMYKAK) Mm@ (Jui).  NPUHUMABLLETO
(IPHHUMABILIKX) Yy4aCTUE B YHHUTOKCIMH JIEKAPCTBEHHbBIX MPENAPaTOB, MEJHUHHCKHX
M3ACIMIA U CHICUMAJIM3UPOBAHHbBIX [IPOJYKTOB Jie4eOHOIO [UTaHUsl, MeCTO padoTsl U
JONZKHOCTE;

B) 00OCHOBAHME YHUUTOKCHUS JICKAPCTBEHHBIX NPEHAPATOB, MEAULIMHCKUX U3ACIIHIA U
ClIeHHUANIM3UPOBAHHBIX MTPOYKTOB N1€4eOHOro NUTaHus:

) CBEACHUS O JIEKAPCTBEHHBIX  [IPCHAPATOB.  MEAMLMHCKUX  W3JCIUH U
CHEHMAJIM3UPOBAHHBIX TIPOJYKTOR JICUCOHOTO 1UTaHUs (HAUMCHOBAHUWE, JIeKapCTBEHHAs
(bopva. 103MPOBKA. CAMIMILI H3MEPEHUS, CCPUS) M MX KOJIMYECTBC, a TAKKE O Tape WM
VIIAKOBKE:

/1) HAUMCHOBAIUE NPOU3BOAWTCIIS:

€) CBEACHHMA O BJIAJIENbIE JICKAPCTBCHHBIX [PCNAPATOB, MEJAULUMHCKUX U3AETUN W
CHCIHMAIM3HPOBAHHbBIX 1IPOAYKTOB JICHEOHOrO 1uTaHus;

7K) CNOCOO YHUYUTOKCHMUS.

37. AKT 00 YHMUTOXKCHHM JICKAPCTBEHHBIX MPCNapaToB COCTABISETCS B JICHb
YHHUTORCHUS.  KOAMUCCTBO  DK3EMILIAPOB  aKTa ONPEACNSETCs (10 YMCIy CTOPOH.
NPUHUMABUIMX  YYACTHE B YHWUTOXKEHMM yKa3aHHbIX JIEKAPCTBEHHBIX CPEACTB. AKT
IOAIMCHIBACTCS BCEMU JIMLAMU. NPUHUMABIIMMHU YHACTHE B YHUUTOXKEHUW YKa3aHHBIX
NICKAPCTBCHHBIX [PENapaToB W 3aBEPSICTCS 11CUYATBIO  OPraHu3alivK, OCYLICCTBUBLIEH
YHHUTOKCHHE.

38. AKT 00 yHUUTOKCHHM JICKAPCTBCHIIBIX 1IPCIIAPATOB WM CrO KOIIWS, 3aBEPEHHAS B
YCTaHOBICHHOM MOPsIKE, B TedeHue 5 pabouux jHeld €O JAHS €10 COCTaRICHUS
nanpasnsercs B KY PA «Ynpasnenne no obecneuctuio aestenbioctd MunucTepeTsa
3/pasooxpadcehua Peciydimkn Anrai v noJBCI0MCTBEHHBIX MY YUPCKICHU Y,
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