IIpuxa3 MunncrepcrBa 3apaBooxpanenns Poccuiickoii @enepanuu or 10 anpens 2025 r.
N 1801 "O0 yTBep:KIeHHH MOPSAIKA CO3AAHUS U JAeATEJTbHOCTH Bpa4yeOHOH KOMUCCHU MeTHIMHCKOI
opranu3anuu'’

B cootBercTBHM ¢ myHkToM 4 yactu 2 cratbu 14 @enepanbHoro 3akoHa ot 21 Hos6ps 2011 . N 323-
®3 "O6 ocHOBax OXpaHbI 310pOBhs TpaxaaH B Poccuiickoit denepanuu” u moamyHkrom 5.2.16 myHkra 5
[lonoxenuss o MunucrepcrBe  3apaBooxpaHeHuss  Poccuiickoir  denepanuu,  yTBEPKIAECHHOTO
noctanoBieHueM IIpaButenscTBa Poccutickoit @eneparuu ot 19 urons 2012 r. N 608, npukassiBaro:

1. VYTBepauTh mpuUIaraeMblii TMOPSIOK CO3MaHUS U JCATCILHOCTH BpaueOHOW KOMHCCUU
MEIUUMHCKON OpraHu3alyH.

2. Ilpu3HaTh yTpaTUBLIUMU CUITY:

nprka3 MUHUCTEPCTBA 3ApaBOOXPAHEHUS U COIMalbHOrO pa3Buths Poccuiickoit denepamuu ot 5
mass 2012r. N 502n "OO yTBEep)KOCHMM TMOpSAAKA CO3AAHUS U JCSATEIBHOCTH BpaueOHON KOMHCCUU
MEIMIIMHCKON opranuzanuu’ (3aperucrpupoBaH MunuctepcTBoM toctuniuu Poccuiickoit @enepanuu 9
utonst 2012 r., peructpaunonusiii N 24516);

npuka3z MunuctepcTBa 3apaBooxpanenus Poccuiickoit denepanuu ot 2 gexabps 2013 . N 886u "O
BHeceHUH u3MeHeHni B [lopsgok co3maHust W JEATEIbHOCTH BpaueOHONW KOMUCCUM METUIIMHCKOMN
OpraHu3aly, YTBEPKICHHbIM NPUKAa30M MHUHHUCTEPCTBA 31PAaBOOXPAHEHUS M COLMAIBHOTO Pa3BUTHUS
Poccuiickoit @enepauuu or 5 mas 20121 N 502H, u B Ilopsanok Ha3Hau€HUs U BBINMCHIBAHUS
JIEKapCTBEHHBIX IpENnaparoB, YTBEP>KIAEHHbIN NpukazoM MuHHCTEpCTBa 3ApaBooxpaHeHus Poccuiickoit
Oenepanun ot 20 nexadps 2012 . N 11755" (3apeructpupoBan MunucrepcTBoM toctuiinu Poccuiickoit
Ddeneparun 23 nekadbps 2013 r., perucrpannonnsiii N 30714).

3. Hacrosimmii mpukas BcTymnaet B cuity ¢ 1 centsaops 2025 . u aeiictByet 10 1 centsiops 2031 .

MunucTp M.A. Myparmiko

3apeructpupoBano B Muntocte Poccuu 15 mast 2025 1.
Peructparnmonnsiit N 82196

YTBEPXJEH npuka3zom MunuctepcTBa 3apaBooxpanenusi Poccuiickoii ®@enepauuu ot 10
anpeast 2025 . N 1801

HOpﬂ)IOK CO3JaHUA U NCATCJIbHOCTH Bpa‘leﬁHOﬁ KOMHUCCHH MeIUIMHCKOMH OpraHmsanuu

1. BpaueOHast komuccusi MEIMIIMHCKOM opraHu3anuu (najnee - BpaueOHasi KOMHCCHUS) CO3AeTCsl B
MEUIMHCKON OpraHU3alMK B LEIAX COBEPIICHCTBOBAHMS OPraHU3allMi OKa3aHHsI MEAUIIMHCKOW MOMOIIIH,
OPUHATHS pElIeHUH B HaubOosiee CIOXKHBIX W KOH(IUKTHBIX CIy4yasx MO BOIpocaM MpOQUIAKTUKH,
JTUArHOCTUKHU, JICYEHHUS] U MEIUIIMHCKON peadMIUTalluu, OINpeNeieHHs] TPYAOCIMOCOOHOCTH TpaKIaH H
npodeCCUOHABHONW MPUTOJHOCTH HEKOTOPHIX Kareropuii pabOTHUKOB, OCYIIIECTBICHHS OLIEHKH KayecTBa,
000CHOBAaHHOCTH ¥ 3(PPEKTUBHOCTH JIeU€OHO-TUATHOCTUUECKUX MEPOTPUSATHI, B TOM UMCIIe Ha3HAYCHHS
JIEKapCTBEHHBIX IpEraparoB I MEIUIIMHCKOTO IMpHMEHEHHs (Jajee - JIeKapCTBEHHBbIE Npenaparsl),
oOecredyeHns Ha3HAuUEHUSI M KOPPEKLUHU JIEYeHUs B IEJIAX y4eTa JaHHBIX MallMeHTOB MpH 0OecreueHrun
JIEKapCTBEHHBIMU IIpenapaTamMy, TpaHCIIaHTAMK (IIEPECAIKN) OPraHOB U TKaHEW 4esI0BEKa, MEAUIIMHCKON
peabuIMTaIyH, a TAKKe NPUHATHS PEIleHHs M0 HHBIM MEAUIIMHCKIM BOIIPOcaMm L.

2. B cBoeil gearenbHOCTH BpadeOHast KoMuccHsi pykoBojacTByeTcst Koncrurtyumeit Poccuiickoit
Oenepanun, deaepaTbHBIMA  3aKOHAMH, YyKa3aMH W pacrnopsibkeHusiMu  [Ipesumenta Poccuiickoit
®denepauny, IMOCTAaHOBICHUAMU U pacnopstkeHusmMu  IIpaButenscrBa  Poccuiickon  ®enepanuy,
HOPMAaTUBHBIMM IIPAaBOBBIMH aKTaMHU (peiepaibHbIX OPraHOB UCIIOHUTEIIBHON BIIACTH, BKJIIOYAsl HACTOSAIIUI
[opsiaok, 3akoHaAMU ¥ UHBIMHA HOPMaTUBHBIMHU MPABOBBIMU aKTaMu cyObekToB Poccuiickoii denepanuu, a
TaK)K€ MyHHULUIAIbHBIMU IIPABOBBIMH AKTAMH.
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3. BpaueOHast KOMHCCHS CO37a€TCsi Ha OCHOBAHWM TIPUKa3a PYKOBOAMTENS MEIMIIMHCKON
OpraHu3aluH.

4. To pemieHUIO PyKOBOIAMTENSI MEIUIIMHCKON OPTaHU3aIMH B COCTaBe BpauyeOHOW KOMUCCHH MOTYT
(opMHpOBaThCS MOAKOMHCCUU Bpaue€OHOM KOMUCCHH.

5. [Monoxxenue o BpaueOHOM KOMUCCHU (TTOJKOMUCCHH BPadeOHON KOMUCCHUU), pErIIAMEHTHPYIOIIEe
1eIH, 3a7a9d 1 QyHKIMKA BpadyeOHONW KOMHUCCHU (TIOAKOMUCCHIA BpadyeOHONW KOMHCCHHU), TTOPSIOK PabOTHI,
yuyeTa ¥ TPEACTABICHUS OTYETHOCTH IO HTOTaM JESITEIbHOCTH, M COCTaB BpaueOHON KOMHCCUU
(mopxomMuccuil BpaueOHON KOMUCCUM) YTBEPKAAIOTCSA PYKOBOAUTEIEM MEIUIIMHCKOM OpraHu3aIuHm.

6. BpaueOHast komuccusi (MMOJKOMHUCCHUSI BpaueOHON KOMHCCHUHM) COCTOMT M3 IMpeJCeNaTessi, OHOTO
WIN JByX 3aMeCTUTeNel NpeAcenaresis U MHbIX YICHOB KOMHCCUU. MUHMMalIbHOE KOJIMYECTBO UIECHOB
BpaueOHOI KOMUCCHUH (TIOAKOMUCCHH Bpaue€OHOM KOMHCCHH ) COCTABIISIET 3 YEIIOBEKA C YUETOM ITpeICe1aTeIst
U 3aMECTUTEIIs IpeAceaaTes.

7. Ilpencenarenem BpaueOHON KOMUCCHM Ha3HAYaeTCsl PyKOBOAWUTEIb MEIULIMHCKOW OpraHu3aluu
WINA 3aMECTUTENIb PYKOBOAUTEINS MEIULIMHCKOM OpPraHM3aluH, B JIOJDKHOCTHBIE OOSI3aHHOCTH KOTOPOIO
BXOJIUT PELIEHUE BOIIPOCOB, OTHECEHHBIX K KOMIIETEHIIUN Bpau€OHOM KOMHUCCHUU.

8. IIpencenareneM MOAKOMHMCCUHU Bpaue€OHOM KOMUCCHM Ha3HAYaeTCs PyKOBOAMTEIb MEAULIMHCKOM
OpraHM3ali, WX 3aMECTUTENIb PYKOBOAUTENS MEIAUIMHCKON OpraHu3aluy, WM PyKOBOJUTEID
CTPYKTYPHOTO MOJpa31eJIeHIs METUIIMHCKOM OpraHu3alyu, B JOKHOCTHBIE 00A3aHHOCTH KOTOPOT'O BXOAUT
pelIeHre BOIPOCOB, OTHECEHHBIX K KOMIETEHIIMH [TOJKOMUCCUU BpaueOHOM KOMHCCHU.

9. B cocraB BpaueOHOW KOMUCCHM U MOJKOMHUCCHI BpaueOHOM KOMMCCHUHM MOTYT BKIJIIOYAThCS
PYKOBOJUTENN CTPYKTYPHBIX MOJpa3AeieHUuil MEJUIIMHCKON OpraHu3allii, Bpaul U3 YKUCiia MEIULUHCKUX
pabOTHUKOB MEAMLIMHCKON OpraHu3aluy, B KOTOPOIl co3faercs BpayeOHash KOMUCCHS, a TAaKXKe Bpaud U3
YKClia MEAULMHCKUX Pa0OTHUKOB UHBIX MEAUIIMHCKUX OpraHU3aliii.

10. Opranu3zanuoHHoe obecrieueHue 1esTeIbHOCTU BpaueOHOM KOMUCCHH (ITOJKOMHCCUU BpaueOHOM
KOMHCCUHM) OCYIIECTBIIETCS MEIUIMHCKUM paOOTHUKOM WM HWHBIM pAOOTHUKOM MEIUIIMHCKOMN
OopraHu3zaium (aajee - ceKperapb BpaueOHOH KOMUCCUU (IIOAKOMHUCCUM BpaueOHOM KOMUCCHN).

11. Cekperappr BpauyeOHOW KOMHUCCUHU (TIOJKOMHUCCHM BpaueOHON KOMHCCHUH) OCYIIECTBISET
cieayronme QyHKINU:

1) cocraBnenue MIaHOB-TpaUKOB 3acedaHUil BpaueOHOW KoMUCCHUU (TTOJKOMHCCHH BpadyeOHOM
KOMHCCHH);

2) MOArOoTOBKA MarepHalioB Ul 3acelaHus BpaueOHOW KOMHCCHM (TIOJKOMHUCCUU BpaueOHON
KOMHCCHH);

3) yBenoMIIeHHE 4JIEHOB BpaueOHOW KOMUCCHM (TIOAKOMHCCHM BpaueOHOM KOMHUCCHHM) O JaTe U
BpPEMEHU MPOBEACHUS 3acelaHus BpaueOHOM KoMUCCHM (TIOIKOMUCCHH BpaueOHON KOMHCCHUH);

4) obopmIiieHHE TPOTOKONIOB BpaueOHOM KOMHUCCHH (TIOAKOMICCHH BpaueOHONH KOMUCCHH);

5) BHeceHue pelieHns BpayeOHON KoMUCCHH (TTOAKOMUCCUM BpaueOHON KOMUCCHM) B METULIUHCKYIO
JOKYMEHTALMIO NAllUEHTA;

6) BelneHue XypHaja BpaueOHOW KOMHUCCHM (IIOJKOMHUCCHHM Bpau€OHONW KOMHUCCHH) Ha OyMa)KHOM
HocuTelne U (WIn) B popMe 3JeKTPOHHOTO JJOKYMEHTA, B KOTOPOM YKa3bIBalOTCS J]aTa, BpeMsl POBECHUS U
(UKCUPYIOTCS IPUHSATHIE pelIeHUs BpaueOHON KOMUCCHH (TTOKOMUCCHN BpaueOHON KOMUCCHN);

7) opraHu3zalMs XpaHEHUsS MarepuaoB JAEATENIbHOCTH BpayeOHOW KOMHMCCHUHU (ITOJKOMHCCUHU
BpaueOHOI KOMUCCHH).

12. 3acenanus BpaueOHONH KOMHUCCHU (ITOAKOMHMCCUHM BPaueOHON KOMHCCHHU) IPOBOAATCS HE pPeke
OJTHOTO pa3a B Mecsll Ha OCHOBAaHHMM IUIAHOB-TPA(QHUKOB, YTBEPKIAAEMbIX PYKOBOJIUTEIEM METUIIMHCKON
OpraHM3aI1H.

13. Ilo pewmenuto npexacenarens BpaueOHOW KOMHCCHM (TIOJAKOMHMCCHUU BpaueOHOW KOMHUCCHH),
COIJIACOBAHHOMY C PYKOBOAMTEIEM MEIULMHCKON OpraHu3aluy (yHOJIHOMOYEHHBIM 3aMECTUTENIEM
PYKOBOJUTEINS MEAUIMHCKON OpraHu3aliy), MOTYT IPOBOJIUTHCS BHEIJIAHOBBIE 3acelaHus BpaueOHON
KOMHUCCHH (TIOIKOMUCCHUU BpaueOHON KOMHUCCHUH).

14. 3acemanue BpaueOHOW KOMHUCCHM (TOAKOMHCCHM BpadyeOHONl KOMHCCHHU) CUMUTAETCs
IPaBOMOYHBIM MPHU HAJMYUHM KBOPYMa, KOTOPBII COCTaBIIET HE MEHEe IBYX TpeTeil cocTaBa BpaueOHOI
KOMHCCHH (TIOAKOMHUCCHU BpaueOHON KOMUCCHH).
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Pemenue BpaueOHON KOMUCCHH (TIOKOMUCCHM Bpaue€OHON KOMUCCHUN) CUNUTACTCS MPUHATHIM, €CIIN
€ro TMOJJIepXKajdo HE MEHee IBYX TpPeTed UWICHOB BpauyeOHOW KOMHCCUHU (ITOAKOMHUCCHU BpadyeOHOU
KOMHCCHH), TPUCYTCTBYIOUINX HA 3aCEAaHNU BpaueOHOM KOMUCCHH (TIOAKOMUCCHH BpadyeOHONW KOMUCCHN).

15. Pemenune BpaueOHOW KOMHCCHHM (TIOJKOMHCCHHM BpaueOHOM KOMHCCHH) OQOPMIISETCS
IPOTOKOJIOM Ha OyMa)KHOM HOCHTEIE, MOIMUCHIBAEMOM IPHCYTCTBOBABIIMMHU HA 3aCEIaHUU UICHAMHU
BpaueOHON KOMHUCCUU (TIOAKOMHUCCHUU BpauyeOHOW KOMHCCHH), Wik (popmupyercs B GopMe DIIEKTPOHHOTO
JIOKYMEHTa, TOAMUCAHHOTO YCHJICHHBIMH KBAJIU(UIIMPOBAHHBIMU SJIEKTPOHHBIMHU TOAMUCIMH YKa3aHHBIX
JMII, B CPOK, HE MPEBBIMIAIONINI Tpex pabouux JHEN co JHS MPOBEACHUS 3aceqaHus BpayeOHOl KOMUCCUU
(mogKoMUCCHUN BpaueOHON KOMHUCCUH ), KOTOPBIM COJEPIKUT CICAYIONINE CBEICHUS:

1) nara mpoBeaeHUs 3acenanusi BpadeOHOW KOMUCCHH (TIOAKOMUCCHU BpaueOHONH KOMHUCCHH ),

2) CIMCOK YJIEHOB BpaueOHOM KOMUCCHU (TTOJKOMHCCUU BpaueOHOM KOMUCCHUN), TPUCYTCTBOBABILINX
Ha 3ace/laHuy BpaueOHON KOMUCCHH (ITOAKOMHUCCUHU BpaueOHON KOMUCCHN);

3) mepeueHb OOCYKIABIIMXCS HA 3aceAaHUU BpPa4eOHOW KOMHUCCUHU (TIOAKOMHUCCHH BpadeOHOM
KOMHCCHH) BOIIPOCOB;

4) peuienne BpaueOHON KOMHUCCUH (TOAKOMHUCCUH BpadyeOHO KOMUCCHN) B €r0 000CHOBaHHUE;

5) cBenmeHuss 00 WHOWBUIYaTbHOW HENMEPEHOCUMOCTH B3aMMO3aMEHSEMBIX JIEKApCTBEHHBIX
npernaparoB (Mpy TPUHITHH BpadeOHOW KOMHCCHEH (TIOAKOMHUCCHEH BpaueOHOW KOMHCCHHW) pPEIICHHS,
yKa3aHHOTO B noanyHkTe 8 myHkra 20 Hactosuiero [lopska.

16. Beimuicka U3 MpoTOKoJIa BpauyeOHON KoMHCCHU (TTOJKOMUCCUU BpaueOHOW KOMHCCHH) BBIIACTCS
NalUeHTy U (WIM) ero 3aKOHHOMY MPEACTABUTENI0 JTUOO MHOMY JIUIly, YKa3aHHOMY MAallMeHTOM WU €ro
3aKOHHBIM TIPEJICTABUTEIEM B IHCHMEHHOM COTJIACHM Ha pa3MIallleHHe CBEACHUH, COCTABIISIOLINX
BpaueOHyI0 TaiiHy, WK WH()OPMHUPOBAHHOM JOOPOBOJILHOM COITIACHU HA MEIUIIMHCKOE BMENIATEIhCTBO
(manee - WMHOE JUIIO), MO 3aMPOCY, HANIPABICHHOMY B TOM YHCJIEC B JJIEKTPOHHOU (hopMe, Ha OyMaKHOM
HocHTene U (Win) B popMe MEKTPOHHOTO JOKYMEHTa B CPOK, HE MPEBBIIAIONINI Tpex pabouux THEl co
JTHSI TIOCTYIUICHHS B MEAMIIMHCKYIO OPTaHU3aIMI0 YKa3aHHOTO 3a1poca.

17. TIpotokossl BpaueOHOM koMuccun (TOAKOMUCCHH BpaueOHON KOMUCCHH ) TIOJIeKAT XPaHEHUIO B
TEUEHHE JICCSITH JIET.

18. Ilpencenarens BpaueOHOW KOMHUCCHHU €XKEKBapTajIbHO, & TAKXKE IO UTOTaM rojia MpeCTaBiIsIeT
PYKOBOIUTEIIO MEIUITUTHCKOW OPTaHM3allMi MMCbMEHHBIH OTYET O NEATENbHOCTH BpaueOHON KOMUCCHH U
HOAKOMHCCHUH BpaueOHOM KOMUCCHHU.

19. Kontponb 3a NeATeIbHOCTHIO BpaueOHONW KOMHUCCHU U TIOJKOMHUCCHM BpadeOHON KOMHUCCHUU
OCYILECTBIISET PyKOBOAUTENIb MEIUIIMHCKON OpraHu3alny.

20. BpaueOHasi KOMUCCUSI MOXKET OCYILECTBIIATH CIAEAYIOUINEe PyHKINU:

1) mpuHATHE peLIeHUH MO BONPOCAaM COBEPIIEHCTBOBAHUS OPraHU3ALMU OKA3aHUS MEIMIIMHCKON
MIOMOIIY HACEJIEHUIO Ha OCHOBE BHEJPEHUS CUCTEMbl MEHEPKMEHTA KauecTBa,

2) TpHWHATHE pPEUICHWH MO BOIMPOCAM ONPEACICHUsS IOAXOJ0B K BHEAPCHUIO B MEIUITMHCKON
OpraHM3aIMi TEXHOJOTWH, HAMpaBICHHBIX HAa palMOHAIBHOE HCIOJIb30BaHHE BPEMEHU IallUeHTa U
MEIUITTHCKOTO Pa0OTHHKA, 00eCTIeYeHUsT KOM(POPTHOCTH yCIOBHN TPEAOCTABICHHSI MEAUIIMHCKUX YCIIYT;

3) mpuHATHE pEIIeHUH MO BOMPOCAM MPOPUIAKTHKH, NUATHOCTUKH, JEYCHHS, METUIITHCKON
peabmiHTai, B TOM YHUCIE CAHATOPHO-KYPOPTHOTO JICYCHUS, MPOBEACHUS METUIIMHCKHUX SKCIEepPTH3,
MEIUIIMHCKMX OCMOTPOB M MEIHMIIMHCKUX OCBHUJIETEILCTBOBAHUH, oOMNpenesneHuss npodeccuoHanbHOR
MPUTOJHOCTU HEKOTOPBIX KaTeropuil pabOOTHUKOB M CBsI3UW 3a0oneBaHusl ¢ mpodeccuell B ciyyasx,
YCTaHOBJICHHBIX 3aKOHOJaTeNbcTBOM Poccuiickoit @enepanumn, B Hanbonee CIOKHBIX M KOH(DIMKTHBIX
CITydasix, TpeOyIOINX KOMACCHOHHOTO pacCCMOTPEHUS;

4) ompeneneHue TPYAOCHOCOOHOCTH TpaxkJaH B ClIydasiX, YCTAHOBJICHHBIX 3aKOHOAATENHCTBOM
Poccuiickoit @enepanuu;

5) mpoiieHHe JHMCTKOB HETPYAOCIOCOOHOCTH B CIIydasiX, YCTaHOBIIEHHBIX 3aKOHOJATEIbCTBOM
Poccuiickoit @enepannu;

6) TpUHATHE pEIICHUS O HaNpaBICHUHM MalMeHTa Ha MEIUKO-COIMAIBHYIO OJKCIEepTH3y B
COOTBETCTBHUHU C 3aKOHOJATeNbCTBOM Poccuiickoit denepanuu;

7) olieHKa KauecTBa, 000CHOBAHHOCTH 1 3()(HEeKTUBHOCTH JIe4eOHO-TMarHOCTUYECKUX MEPOTIPUSATHIA,
B TOM YHCJIE Ha3HAYEHUS JIEKAPCTBEHHBIX MPENapaTos;

8) mpuUHATHE pelIeHUs] 0 Ha3HAYCHUHW U MPUMEHEHUU JICKAPCTBEHHBIX MPENaparoB, MEIUITUHCKUX
U3JENIUNA U CHEeUHMaTU3UPOBAHHBIX MPOAYKTOB JIeUeOHOTO NMUTAHUS, HE BXOASIIMX B COOTBETCTBYIOIIMIA
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CTaHAApPT MEIULMHCKOW IOMOUIM WM HE NPEJYyCMOTPEHHBIX COOTBETCTBYIOLIEH KIMHUYECKON
pexoMeHAanue, auM00 MO TOProBHIM HAMMEHOBAaHUSAM TPU HAJIMYUM MEAMIMHCKUX IOKa3aHUI
(MHIMBUYaJIbHOW HENEPEHOCUMOCTH, 110 KU3HEHHBIM ITOKa3aHUSIM);

9) BbIHEceHHME 3aKIIOYEHHUS O HEOOXOAMMOCTH HE3aMEUIMTEIbHOr0 00eCledeHHs] KOHKPETHOIO
TpaXJIaHUHA C TSOKEIBIM JKM3HEYTPOXKAIOUIMM M XPOHHUYECKUM 3a00J€BaHHUEM, B TOM YHUCIIE PEIKUM
(opdannbiM) 3a005€BaHUEM, KOTOPBIM MOTyYasl MOAJEPKKY B paMKax JesTenbHOcTH DoHAA MOAIEPIKKU
JeTell ¢ TSDKENBIMH JKU3HEYTPOXKAIOIIMMU M XPOHUYECKHMMHU 3a00JICBaHUAMH, B TOM YHCJIE PEIKUMHU
(opdannbiMu) 3a00aeBanusamu, "Kpyr nobpa" (nanee - @ona) 10 noctmwkeHus uM 18-jeTHero Bo3pacra u
oOecrieueHre OKa3aHMs MOIJEPKKU KOTOPOMY OCyLIECTBisieTcss POHIOM B TEUEHHUE OIHOIO Ioja Mocie
JNOCTIKEHUS UM 18-meTHero Bo3pacTa, JUOO TPYNN TakUX TpaxiaaH (najgee - JOeTH ¢ Op(aHHBIMU
3a00JIeBaHUsMH) JIEKAPCTBEHHBIM IPENapaToM W3 pe3epBa JIEKapCTBEHHBIX IMPENapaToB, BKIIOYCHHBIX B
NEpEeYHH JUIsl 3aKYyNOK, B LIENSAX He3aMeIUTEeILHOro 00ecredeHHs] HEeOMpeIesIeHHON TIpymmbl AeTed C
ophaHHBIME 3200JICBaHUSIMU;

10) npuHsTHE pelIeHrs 0 HEOOXOIUMOCTH Ha3HAUCHUS JICKAPCTBEHHBIX MPENapaToB, HE BXOISIINX
B IIEPEUYCHb >KU3HEHHO HEOOXOAMMBIX M BaXKHEHIIMX JIEKAPCTBEHHBIX IpenaparoB (IpU OKa3aHUU
MEIMIIMHCKOM TMOMOIIM B paMKaX HPOrpaMMbl TOCYJapCTBEHHBIX TapaHTHH OECIIaTHOTO OKa3aHHs
rpaXkaaHaM MEAUIIMHCKOMN MOMOIIN);

11) B cimy4ae NpuHATHSA PEIICHUS O HA3HAYCHUH He 3aperucTpupoBaHHoro B Poccuiickoit denepanuu
JIEKapCTBEHHOTO IIpelapara, OIpeaesIeHue MOopsiiKa €ro IPUMEHEHHsI HA OCHOBE WIH C y4€TOM UHCTPYKIUU
0 TMpPUMEHEHUIO0 (JO3MPOBKH, cHocoda BBEACHHMS M NPUMEHEHHUS, pEeXKUMa JO3HPOBAHMS,
IPOJOJKUTEIIBHOCTU JICUEHUS] U OOOCHOBAaHUS HA3HAYEHUs JIEKAPCTBEHHOIO IIpenapara), BKIIouas
HaOJIOIeHUE 32 AIIeHTOM, TPUMEHSIOIINM TaKOH Mpenapar;

12) npuHsATHME peuleHusT O Ha3HAYEHMM He3aperucTpupoBaHHbIX B Poccuiickoit denepauuu
MEIMIMHCKHUX U3/eNUN PY HATHMUYUU MEIUIUHCKUX MOKa3aHUH (110 dKU3HEHHBIM MTOKa3aHUsIM);

13) npuHsATHE pelieHUs O HalpaBlIeHUU coolmeHnii B DenepaibHyto ciayx0y 1mo Haa3opy chepe
3[PAaBOOXPAHEHUS B IENSIX OCYIIECTBICHUS MOHHTOPHUHra 0€30MacHOCTH JIEKAPCTBEHHBIX MPENaparoB O
BBISIBJICHHBIX CIIy4asX NOOOYHBIX AEWCTBUM, HE YKa3aHHBIX B MHCTPYKIMH M0 IPUMEHEHHIO JIEKApCTBEHHOTO
Ipenapara, CEpbe3HbIX HEXKENATENbHBIX pPEaKUMd W HENPEIBUICHHBIX HEXENATEeIbHBIX pEakUHUid Ipu
IIPUMEHEHNN JIEKapCTBEHHBIX IIPENaparoB, B TOM YHUCJIE IOCIYKHBIIMX OCHOBAaHUEM I HAa3HAYCHUS
JIEKapCTBEHHBIX IIPENApaToOB B COOTBETCTBUHU € MOJIYHKTOM 8 HACTOSILErO IIyHKTa,

14) npuHsATHE pellieHus 0 BOIPOCAaM HAa3HAYEHUS U KOPPEKIUU JICYEHMsS B LIENIAX y4yeTa JaHHBIX
NalMEeHTOB IpH OO0ECIeYeHUH JIEKapCTBEHHBIMU NpenaparaMd B COOTBETCTBMM C 3aKOHOJATEIbCTBOM
Poccuiickoit @enepannu;

15) npuHsATHE pelIeHus 0 Ha3HAYEHUH JIEKapCTBEHHBIX IPENapaToB B CIy4yasxX U B OPSAAKE, KOTOpbIE
YCTaHOBJICHBl HOPMAaTUBHBIMU TpaBoBbIMH akTamu Poccuiickoit ®enepauuu u cydobekroB Poccuiickoit
®denepanny, yCTaHABIMBAKOIIMMU IOPSAOK HA3HAYECHMS WM BBINMCBIBAHMS JIEKAPCTBEHHBIX IPENApaToB,
BKJIIOYasi HAPKOTHUUYECKHE JIEKAPCTBEHHBIE MPENapaThl U ICUXOTPOITHBIE JIEKAPCTBEHHBIE ITPENAPAThl, @ TAKKE
JIEKapCTBEHHBIX IpenaparoB, o0ecrneueHne KOTOPhIMU OCYIECTBIISIETCSI B COOTBETCTBUM CO CTaHAapTaMu
MEIMIIMHCKOM MOMOIIM MO perentaMm Bpaya (¢enpimepa) Ipu OKa3aHUU TOCYIAapCTBEHHOW COIMaTbHON
MOMOIIIM B BHJIe HA0Opa COLMANIBHBIX YCIYT;

16) mpuHsTHE pelIeHHs O Ha3HAYCHUU OTAEIbHOMY MAIlMEeHTY OHMOMEIUIIMHCKOTO KIETOYHOTO
NPOAYKTa, IPEIHA3HAYEHHOIO [UISl HWCIIOJIHEHHMS HWHIUMBHIYAJIBHOIO MEIWIHMHCKOIO HAa3HAYeHUs
OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTA, CHEIHMaIbHO IPOU3BEACHHOIO JUIsl OTAEIBHOrO MAalMeHTa
HETMOCPEICTBEHHO B MEIMIIMHCKOW OpTaHM3allid, B KOTOPOW MPUMEHSETCS TaHHBIM OMOMETUITMHCKUN
KJIETOYHBI TPOAYKT (Aajee - WHAMBHUIYaJbHBI OMOMEIMUIMHCKUI KJIETOUYHBIM MPOAYKT), U KOTOPOH
MPEIOCTABIEHO pa3pelleHHe Ha MPOU3BOACTBO M NPHUMEHEHUE HWHAWBHUIYaTIbHOTO OHMOMEIUIIMHCKOTO
KJIETOYHOT'O MPOJYKTa;

17) npuHATHE peleHUs O MNPUMEHEHHH OHOTEXHOJIOIMYECKOro JIEKapCTBEHHOIO Iperapara,
IIPEIHA3HAYEHHOTO Ul IPUMEHEHNS B COOTBETCTBUM C MHAMBHUAYAJIBHBIM MEIUIIMHCKUM HAa3HAYEHUEM U
CIEMAJILHO U3TOTOBJIEHHOT'O JIJI1 KOHKPETHOTO NMAIIMEHTA HEMOCPEICTBEHHO B MEIUIIMHCKONW OpTaHU3alMH,
B KOTOPOH NpUMEHsSeTCS TaKoW OMOTEXHOJIOTMYECKHMH JIeKapCTBEHHBIM Mperapar, UMEIOUIN B CBOEM
COCTaBE COEIMHEHMUS, CHUHTE3MPOBAHHBIE IO pPE3yJabTaraM TIE€HETUYECKMX WCCIENOBAHUN Marepuala,
MOJYYEHHOTO OT TAalMeHTa, I KOTOPOr0 M3TOTOBJEH TaKoH OMOTEXHOJOTHMYECKUH JIeKapCTBEHHBIN
npemnapar (Jajee - WHANBUAYaIbHbI OMOTEXHOJIOTMYECKUN JIEKAPCTBEHHBIN Mpenapar), Ipyu HAJIUYUH Y
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YKa3aHHOM  MEOUIIMHCKOM  OpraHu3allid  pas3peuleHuss Ha  NPUMEHEHHE  MHAMBHUIYaJIbHOTO
OMOTEXHOJIOTNYECKOTr0 JIEKApCTBEHHOTO Ipenapara;

18) mpoBexenue orOOpa MAIMEHTOB B COOTBETCTBUH C TIOPSIIKOM OPTraHM3aLUU OKa3aHUs
BBICOKOTEXHOJIOTMYHOM ~ MEIULMHCKOW IOMOIIM C INPUMEHEHHUEM €IMHOM  TOCYIapCTBEHHOHN
1H(MOPMAIMOHHOM CHCTEMBI B chepe 3paBOOXpaHeHus 2,

19) Bblmaua 3aKiIIOUEHMs] O HYXKIA€MOCTH BeTepaHa B OOECIEeYeHUH NpoTe3aMu (Kpome 3yOHBIX
IPOTE30B), MPOTE3HO-OPTONEIUYECKUMU U3ACTHsIMH B COOTBeTCTBUM C IlpaBmiamu obecredeHus
UHBAJIUJOB TEXHUYECKUMM CpPEICTBaMHU peaOWIMTAaluM U OTAENbHBIX KaTeropuil rpaxaaH M3 4vucia
BETEPAaHOB  NpoTe3amMu  (Kpome 3yOHBIX MPOTE30B), MPOTE3HO-OPTONEANYECKHUMU  W3ACIHIMH,
YTBEP)KJICHHBIMU MTocTaHoBIeHueM [IpaBurenscTBa Poccutickoit @enepanuu ot 7 anpens 2008 1. N 240;

20) ocymiecTBIiEHHE METUIIMHCKOTO OCBHJIETEIILCTBOBAHUS MOAO3PEBAEMBIX WJIM OOBHHSEMBIX B
COBEPILIEHUM IPECTYMJICHUH, B OTHOIIEHUH KOTOPhIX M30paHa Mepa MpeceueHus B BUAE 3aKIIOUEHUS 0]
CTpaxy, Ha TpEAMET HAIU4YUs y HUX TSDKEIOro 3a00JeBaHUs, BKIIOYCHHOTO B IEPEUYCHBb TSHKEIBIX
3a00i1eBaHull, MNPEMATCTBYIOLMX COJACPKAHUIO IOJ CTpa)Ked I0J03peBacMbIX MM OOBUHSIEMBIX B
COBEPILICHNUH IIPECTYIUICHUN, YTBEPKACHHBIN TocTaHoBiIeHueM [IpaBurenscrBa Poccuiickon denepanuu ot
14 suBaps 2011 . N 3;

21) mpoBeneHue 0053aTEILHOTO TICUXHATPUYECKOTO OCBHU/IETEIILCTBOBAHUS;

22) Bbljaua CHpaBKM 00 OTCYTCTBMM MEIUIMHCKMX IPOTHBOIIOKAa3aHUNH s paboThl ¢
UCIIOJIb30BaHUEM CBEJICHUI, COCTABIIAIOIINX IOCYIapCTBEHHYIO TailHY;

23) BbIHECEHHE MEIMIIMHCKOIO 3aKJIIOYEHHs O TOM, YTO HPU U3bIATUM OPraHOB M TKaHEH Juis
TpaHCIUIaHTALUH ([IepeCcaJKu) y )KUBOT'O I0HOPA €ro 3J0POBBIO HE Oy[eT MPUUNHEH 3HAUNTENbHbIN BPE/;

24) B3auMoeiCTBHE B paboTe 110 BOIIPOCAM, OTHOCSAIIMMCS K KOMIIETEeHIIMU BpaueOHON KOMUCCHH,
C TEPPUTOPHAIBHBIMU (OHJAMU 0053aTEIbHOI0 MEAMLIMHCKOrOo cTpaxoBaHMs, DOHIOM NEHCHOHHOIO U
couuanbHoOro crpaxoBanus Poccuiickoit denepanmu, reppuropranbHbIMU opranaMu OesepaabHOM CIIyKObl
o Haa30py B cdepe 3apaBooxpaHeHuss u DenepaabHOU CITy:KOBI MO HAI30py B cdepe 3amuThl MpaB
norpebuteneit u Onaromosyuusi uenoBeKa, (eAepaJbHbIMU  YUPSKICHUSAMU MEIUKO-COLUATIbHON
9KCIIEPTU3bI, CO CTPAXOBBIMH MEAUIIMHCKUMU OPraHU3alMsIMU, HHBIMA OpraHaMH U OpraHU3alusIMu;

25) uHble (QyHKIMM, MPEAYCMOTPEHHBIE (hefepaibHBIMU 3aKOHaMH, HOPMAaTWBHBIMU IPABOBBIMU
aktamu [Ipesunenta Poccuiickoit ®@enepaunu, [IpaButensctBa Poccuiickoit ®@eneparuu, ¢enepaibHbIX
OpraHOB UCIIOJIHUTENHHOMN BJIACTH U OPraHOB IoCy/1apcTBEHHOH BiacTu cyobekToB Poccuiickoit denepannn.

21. Tlo pemeHHIO PYKOBOAUTENS MEIWIIMHCKONW OpTraHW3allid BpadeOHass KOMHCCHS MOXKET
OCYILECTBIIATH ClIeAyIOINEe QYHKIUU:

1) pa3paboTka U BHEApPEHHE MEPONPUITHI, HANPaBICHHBIX Ha MOBBIIIEHHE KayecTBa JeueOHO-
JIMarHOCTUYECKOM paboThl, B TOM 4HCIEe MNPEIyNpeKICHUEe U YCTpaHEHHe HapylleHHil B mpolecce
JIMarHOCTUKHU U JIEYEHUs NMAllMeHTOB, CHU)KEHHUE MoKa3aresel 3a00J1eBaeMOCTH, CMEPTHOCTH, OOJIBHUYHOMN
JIETAJIbHOCTH Y UHBAJUIHOCTH;

2) ompeneneHHe TMOAXOIOB U BO3MOXKHOCTU TIPUMEHEHUS B MEAMLMHCKON OpraHu3aluu
COBPEMEHHBIX METO/IOB MPOPMIAKTUKY, JUATHOCTUKH, JEUYEHUS U MEIULMHCKOW peabMINTALUN C YYEeTOM
MEXyHapOIHON METUIIMHCKON NPAKTUKH;

3) oOlLleHKa TpOBEACHUS MEIUIUHCKUMU pPAOOTHUKAMU KOHCYJAbTAMA C MpPUMEHEHUEM
TEIEMEIUIIMHCKUX TEXHOJIOTU, aHAJIN3 CBOEBPEMEHHOCTH U KaueCTBa UX ITPOBEJCHMUS;

4) ananu3 3a00J1€Ba€MOCTH, B TOM YHUCJIE Marepeidl U HOBOPOKIEHHBIX, BHYTPUOOIHHHUYHBIMU
UHQEeKIUsIMH, pa3paboTka M peaju3alus MEpoNnpusATH 1o mnpoduiakTuke 3a00JIeBaeMOCTH
BHYTPUOOJIEHUYHBIMU HHPEKIUAMUY;

5) opraHu3anus M IpoBeJeHHE BHYTPEHHETO KOHTPOJS KauecTBa U 0€30MaCHOCTU MEIMIIMHCKON
NeSITeNIbHOCTH;

6) OpraHM3allMOHHO-METOAMYECKass TMOIJEpKKAa ydeTa HeXeJaTelbHbIX COOBITMH  Npu
OCYUIECTBIIEHUN MEIULMHCKON JEITeIbHOCTH MEAMIIMHCKOM opraHuzanueil (hpakroB u 00CTOATENBCTB,
CO3JAIOIIMX YTPO3y MPUYMHEHUS WM TMOBJIEKIINX NIPUYUHEHHE Bpea )KU3HU U 30POBBIO TPaKaaH U (WIN)
MEIMIMHCKUX PAa0OOTHUKOB, a TAaKXKe MPUBEAIINX K YITIMHEHUIO CPOKOB OKa3aHUsI MEIUIIUHCKON TTOMOILIN);

7) pa3paboTKa OpraHU3allMOHHO-METOAMYECKUX MAaTEPUAIOB 10 paboTe MEJUIIMHCKON OpraHu3aun
U JIOBEJICHHUE UX 10 CBECHHSI MEAULIMHCKUX PaOOTHHUKOB;

8) opranu3arys HHGOPMAIIMOHHO-00Pa30BaTEIbHBIX MEPOIPUATHH 151 MEIUIIMHCKUX PaOOTHHUKOB
10 BE/IEHUIO ()OPM CTAaTUCTUUECKOTO y4eTa U OTYETHOCTH B c(epe 3ApaBOOXPAHEHUS;
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9) unble HyHKIMHU, HE TPOTUBOPEUAIlNe 3aKOHOAATeNbCTBY Poccuiickoit denepanuu.

22. BpaueOHasi KOMHUCCHSI MEIUITMHCKON OpraHU3aIliy, MOABEIOMCTBEHHOHN (eiepaabHOMY OpraHy
UCTIOJIHUTENILHOW BJIACTH, M BpayeOHas KOMHUCCHSA KpaeBod (peciyOIMKaHCKOH, 00JacTHOW, OKpPYKHOK)
OOJIbHUIIBI, SBIAIOLICHCA BeAylied MHOronpoQHUJIbHOW MEIMIMHCKOM OpraHu3alnueil Ha TeppUTOpUU
cyowsekTa Poccuiickoit dexepannu, mMoBe10MCTBEHHON HCIIOMHUTEIBHOMY OpraHy cyonbekTta Poccuiickoit
®denepanyu B chepe 0XpaHbl 310pOBbsl, IOMUMO OCYIIECTBICHUS (QYHKINH, yKa3aHHBIX B IMyHKTax 20 u 21
Hacroswero Ilopsaka, mMpUHMMAeT peuleHUME O Ha3HAaYeHUM HE 3aperucTpUpOBaHHBIX B Poccuiickoin
®denepanyy J€KapCTBEHHBIX IIPENAPATOB B CIyYasX:

1) orcyrctBus 3apeructpupoBaHHbIX B Poccuiickoit denepanuu aHaJOroB JIEKapCTBEHHBIX
IIPENaparoB;

2) orcyrctBus 3(h(dekra OT MPOBOAUMON TEPANMHU U MPOTPECCUPYIOIIEM YXYIAIIEHHH COCTOSHHUS
30pOBbS NALIMECHTA;

3) OTCYTCTBUSI anbTePHATUBHBIX (HEMEIMKAMEHTO3HBIX) METOJOB NPOQUIAKTHKH, JICUCHHS U
MEIUIUHCKON peadmInTalnu;

4) HaIMuUs UHIUBUAYaTbHON HENEPEHOCUMOCTH 3aperucTpupoBaHHbIX B Poccuiickoit @enepanyu
AHAJIOTOB JIEKAPCTBEHHBIX IIPENapaToB.

1 Yacte 2 cratem 48 demepanbHoro 3akona oT 21 Hosb6pa 2011 . N 323-®3 "O6 ocHOBaxX OXpPaHHI 30POBS IPAKAAH B
Poccuiickoit ®enepaunn".

2 Yactp 8 crathu 34 depepansHoro 3akoHa ot 21 Hostops 2011 . N 323-d3 "O6 ocHOBaX 0XpaHbl 310POBbs TPAXKIAH B
Poccuiickoit ®enepaunn".
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