IMocranosnenue [Ipasurensctea PD ot 26 Hos10pst 2018 1. N 1416

"O mopsIKe OpraHu3aliKi 00ecneYeHUs JIeKaPCTBEHHBIMU IpenapaTaMHu JIUIl, OOJbHBIX TeMOGUINEH,
MYKOBHCIIHJIO30M, TUIO(HU3apHBIM HAHU3MOM, 0011e3HBI0 [ o111e, 3710Ka4eCTBEHHBIMH HOBOOOPa30BaAHUSIMU
JIUMGOMITHON, KPOBETBOPHOMN M POJICTBEHHBIX UM TKAHEH, PACCEIHHBIM CKIEPO30M, TEMOJIMTHKO-
YPEMHUYECKUM CUHAPOMOM, FOHOIIECKUM apTPUTOM C CUCTEMHBIM HayajaoM, Mykonoaucaxapuaosom I, IT u
VI tunos, JuIl OCJi€ TPAHCIUIAHTAIIMYA OPTaHOB U (WJIM) TKAHEH, a TAaKKe O MPU3HAHUM YTPATUBIIUMU
CUIIY HEKOTOpbIX akToB [IpaBuTtenncTBa Poccutickoit deneparmn”

T'APAHT:

Hacrosimee nocranoBieHue BcTynaer B cuny ¢ 1 siuBapsa 2019 r., 3a uCkitoYeHUEM IOYHKTa 2, KOTOPBII
BCTyIaeT B cuily ¢ 27 HosiOps 2018 T.

B cootBercTBUM ¢ nyHkrom 21 yactu 2 crathu 14 u yactamu 7 - 9 crareu 44 depnepaiabHOTO
3akoHa "O0 ocHOBax OXpaHbI 3I0POBKs TpaxaaH B Poccuiickoit ®enepanuu [IpaBurensctBo Poccuiickoii
denepanyy NOCTAHOBIISET:

1. YTBepauTh nmpuiiaraeMsale:

[IpaBuna opraHu3any oOecrevyeHus JeKapCTBEHHbIMM IpenapaTaMu JIULl, OOJbHBIX TeMO(pUINei,
MYKOBHCITHI030M, THITO(QH3apHBIM HAaHU3MOM, 00Jie3HbI0 ['o111e, 3710Kka4eCTBEHHBIMI HOBOOOPA30BAHUSIMU
TUMQOUIHOM, KpPOBETBOPHOW M POJCTBEHHBIX MM TKaHEH, PpAcCESIHHBIM CKJIEPO30M, TI'€MOJIUTHKO-
YPEMUYECKUM CHHAPOMOM, FOHOIIECKUM apTPUTOM C CUCTEMHBIM HaudajaoM, Mykomnonucaxapuaosom I, I u
VI tunos, nu1 nociie TpaHCIJIaHTALUKM OPraHoB U (WJIN) TKaHel;

[IpaBuna Bemenusi DemepanbHOTO PErHCTpa JIKML, OONBHBIX TreMO(WIHeH, MYKOBHUCIHIO30M,
rUnoQgu3apHbIM HaHU3MOM, OOJe3HbIO [ ole, 3710KaueCTBEHHBIMM HOBOOOPA30BAHUSAMHU JHUM(OUIHOH,
KPOBETBOPHOW U POJCTBEHHBIX WM TKAaHEW, pacCesHHBbIM CKJIEPO30M, TI€MOJIUTUKO-YPEMHUECKUM
CHUHJIPOMOM, FOHOIIECKUM apTPUTOM C CUCTEMHBIM HadajioM, Mykonoaucaxapuznosom I, I u VI tunos, nung
MOCJIe TPAHCIUIAHTALlMU OPTaHOB U (UJIM) TKAHEH;

[IepeYEeHb YTpaTUBIIMX cuily akToB IIpaBurenscTBa Poccuiickoit @enepanuu.

2. MunucrepctBy  3apaBooxpaHeHusi  Poccuiickoii ~ @enepanuu B YCTaHOBJIEHHOM
3aKOHOAATeNbCTBOM  Poccuiickoil @enepauyuu  MOpsAKE OCYIIECTBUTh 3akynky Ha 2019 ron
JIEKapCTBEHHBIX MPEnapaToB ISl MTATOTEHETUYECKOTO JICYCHUS JIUI, OONBHBIX TeMOJIUTHKO-YPEMUICCKAM
CHUHJIPOMOM, FOHOLIECKUM apTPUTOM C CUCTEMHBIM HaudajaoM, Mykomnosucaxapuaos3oM I, II u VI tunos,
BKJIFOUEHHBIX B IIEPEUYEHb KU3HEHHO HEOOXOAMMBIX U BaXKHEHMILINX JIEKAPCTBEHHBIX IPENapaToB.

3. MunucrepctBy 3apaBooxpanenus Poccuiickoir ®enepauuu 1aBaThb Pa3bsACHEHUA 11O
MIPUMEHEHUIO [1PABIJI, YTBEPHKACHHBIX HACTOSAIIUM IIOCTAaHOBJICHUEM.

4. Hacrosiiiee nocraHoBiaeHue BeTynaeT B cuiy ¢ 1 siHBapa 2019 r., 3a UCKIOYeHUEM IIYHKTaA 2,
KOTOPBIN BCTYNAET B CHITY €O JHS O(MIIMATLHOTO ONYOIMKOBAHNS HACTOSILIETO MOCTAHOBICHHUS.

IIpencenarens [IpaBurenscTBa 1. Mensenes
Poccuiickoit denepanuu

YTBEPKIEHbI
nocradossiearem IlpaBuresbcTBa
Poccniickoin @egepannu

ot 26 HOos10ps 2018 r. N 1416

IIpaBuaa
OpPraHu3anMnu odecnevyeHus JeKapCTBeHHbIMU NMpPenapaTaMu JIull, 00J1bHbIX reModuiIuei,
MYKOBHCHHI030M, THIIO(H3apHBIM HAHU3MOM, 00J1e3HbI0 ['o111e, 3710Ka4YeCTBEeHHBIMU
HOBOOOpa30BaHUSIMH JIUM(OUTHON, KPOBETBOPHOI U POJACTBEHHBIX UM TKaHel, paccesitHHbIM
CKJIEPO30M, FTeMOJIUTHKO-YPEeMHUYECKUM CHHAPOMOM, IOHOIIECKUM APTPUTOM C CHCTEMHBIM
HavajaoM, mykonosmcaxapuao3om I, I u VI tunos, Jui mocje TpaHCIVIAaHTAIIMUA OPraHoB M (MJIN)
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TKaHel

1. Hacrosimue IlpaBmia ycTaHaBIMBAIOT TOPSIOK OpraHU3alMM OOECHEUYeHHs JIHil, OOJBHBIX
remMo(uaneii, MyKOBHCIMI030M, THMO(U3ApHBIM HAHU3MOM, OoJe3Hplo ['omre, 37M0KaueCTBEHHBIMU
HOBOOOPA30BaHMSIMH JTHUM(OUIHOM, KPOBETBOPHON M POJACTBEHHBIX UM TKaHEW, PACCESTHHBIM CKJIEPO30M,
TFEMOJINTUKO-YPEMUYECKUM  CHHAPOMOM,  IOHOIIECKMM  apTPUTOM C  CUCTEMHBIM  HAuajoM,
Mykonosicaxapuao3om I, II u VI tumnos, auil nocie TpaHCIUIaHTAllMM OPTaHOB UM (WJIM) TKaHeH (maiee -
00JIbHBIC), JIEKAPCTBEHHBIMH TpenapaTaMu Jjs MEIUIUHCKOTO NMPUMEHEHHs, MpelHa3HaYeHHBIMU IS
JeueHust ITUX 3aboneBaHuil, o yrBepkaeHHOMY llpaButensctBoM Poccuiickoii denepanyu mnepeyHio
JIEKapCTBEHHBIX MpenaparoB, chOpMHUPOBAaHHOMY B YCTAHOBICHHOM MM THOpsAKE (Aaliee - JeKapCTBEHHbIE
Ipenaparsl), a TaKKe IMOPSJOK U YCIOBUS MepeAaud JIEKapCTBEHHBIX IIPENapaToB B COOCTBEHHOCTH
cyowsekToB Poccuiickoit deneparun.

2. HcrounukoMm (UHAHCHPOBAaHUS OpraHM3alWU oOOecredyeHus: OONBHBIX JIEKAPCTBEHHBIMU
mpernapaTamMy  SIBJISIFOTCSL  OIOJKETHBIE ACCHUTHOBAHHS, NPEAYyCMOTpPEHHBbIE B (enepalbHOM OrKeTe
MununcrepcTBy 3apaBooxpanenus Poccuiickon denepanuu.

3. IIpaBo OGonpHOrOo Ha oOecreueHUE JIEKAPCTBEHHBIMU TMIperaparaMd BO3HUKAE€T CO JHS
BKJIIOUEHUSI CBEICHMM O HEM B pEruoHaNbHbIA cerMeHT @enepaJbHOrO perucrpa Jnl, OOIbHBIX
remMouaneii, MyKOBHCIMI030M, THMO(U3ApHBIM HAaHU3MOM, OoJe3Hplo ['omre, 37M0KaueCTBEHHBIMU
HOBOOOPA30BaHUSIMH JTHUM(OUIHON, KPOBETBOPHOM M POJACTBEHHBIX UM TKaHEW, PACCESTHHBIM CKJIEPO30M,
TFEMOJINTUKO-YPEMUYECKUM  CHHAPOMOM,  IOHOWIECKMM  apTPUTOM C  CUCTEMHBIM  HAuajoM,
Mykonosicaxapuao3om I, II u VI tumnos, auil nocie TpaHCIUIaHTAllMM OPTaHOB U (WJIM) TKaHeW (maiee -
denepanbHbII PETUCTD).

Jlata BKIrOUYeHUs] OOJBHOTO B PETHOHANBHBIA cerMeHT DenepaibHOTO perucTpa (UKCHUPYETCs
JIeYalIuM BpauyoM B METUIIMHCKOM KapTe aMOyIaTOpHOTO O0JIBHOTO WM UCTOPUH Pa3BUTHUS pEOCHKA.

4. Opranmzanusi obecriedeHnss MHUHUCTEPCTBOM 3apaBooxpaHeHusi Poccuiickoit denepanym 3a
CUeT CpelCTB (QenepalibHOTO Oro/KeTa OONBHBIX JIEKAPCTBEHHBIMU TIperapaTaMyd OCYIIECTBISETCS C
Y4€TOM CTaHAapTOB MEAMIMHCKON MOMOINHM, KJIMHUYECKHUX pPEKOMEHJalMi (MpPOTOKOJIOB JIEUEHMS) U
CpelHeN KypCOBOM 103bl JIEKAPCTBEHHBIX MPENapaToB.

5. Oprasbl rocynapcTBeHHOW BiacTu cyObekToB Poccuiickoit @enepamuu B chepe oxpaHbl
3I0pOBbsl HE MO3AHEe | HOAOPS TEKyIEero roja MPeACTaBISIOT B MHMHHUCTEPCTBO 3ApPaBOOXPAaHEHUS
Poccuiickoit denepanny 3asBKM Ha MOCTaBKY JIEKAPCTBEHHBIX IpemnapaToB Mo (opMe, yTBEPKACHHON
yKa3aHHbBIM MUHHCTEPCTBOM (fasiee - 3asBKH), C MPHIOKEHHEM OOOCHOBAaHUHM MO MX O00bEMY, a TaKxke
IepeueHb OpraHM3alMN, UMEIOIMMX JIMLEH3UI0 Ha OCYIIECTBICHHUE MEIUUMHCKOM U (Win)
dapmaiieBTHUECKON JesTenbHOCTH B cyObekTtax Poccuiickoit @enepanuu (manee - opraHu3aliu-
I0JIy4aTeNn), B LEJIAX MOCTaBKU OpraHU3alusIM-TI0IyYaTelsiM JIeKapCTBEHHBIX MTPEnapaToB.

[ToTpebHOCT, (00BEM TMOCTaBKM) B JIEKAPCTBEHHOM IIpemapaTe ONpeaeNseTcs ¢ Y4eToM
KIIMHUYECKUX PEKOMEHJalui (MPOTOKOJOB JICUCHUS) M CpeaHEH KypCOBOM J103bl JIEKAPCTBEHHOTO
mpernapaTa UCXO/s U3 eKeMeCIYHON (aKTUUecKoi MOTPEOHOCTH OONBHBIX B JIEKAPCTBEHHBIX MpernapaTax
B COOTBETCTBUU CO CBEJICHHUSIMH PErMOHAIBHOIO cerMeHTa PenepalibHOrO perucrpa U HeoOXOAUMOCTH
dbopMupoBaHus 3amaca Ha 15 mecsiiieB.

6. MunucTepcTBO 3ApaBooxpaHeHus Poccuiickort ®enepanuu GOpMUPYET KOMHUCCHIO TIO
PacCMOTPEHHUIO 3aBOK (J1ajiee - KOMHUCCHSI), YTBEPKIAeT MOJ0KEHHE 0 KOMUCCHH U ee cocTaB. Komuccus
Ha CBOEM 3acCE€JaHUM paccMaTpuUBaeT 3asiBKM Ha IpeaMeT OOOCHOBAHHOCTH 3asBIIEHHBIX OOBEMOB
JIEKapCTBEHHBIX IPENapaToB, MPU HEOOXOAMMOCTH KOPPEKTHPYET HUX, U COTJIACOBHIBAET C BBHIHECEHHEM
COOTBETCTBYIOILIETO PEIICHHUS.

CornacoBaHue 3asBOK OCYILECTBIISIETCS KOMHUCCHEW C Y4YacTHEM TPEJICTaBUTENEH OpraHoB
roCy/lapCTBEHHON BIacTH CyOBekToB Poccuiickoii ®enmepanuu (B TOM 4YHCIIE C WCIOJIH30BAHHEM
MH(}OPMAIMOHHO-KOMMYHUKAIIMOHHBIX TEXHOJIOTUH).

7. OOBeM TOCTaBOK JICKAPCTBEHHBIX TpemnapaToB (GOpMHpYETCsl B Tpeaenax OroJKETHBIX
ACCUTHOBaHMM, TMpeaycCMOTpeHHBbIX B  (QenepanbHoM 3akoHe o (enepampHOM  OrOKETe Ha
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COOTBETCTBYIOIIWH (DMHAHCOBBIA TOJ M IUJIAHOBBIM MEpUOJ, U JIMMUTOB OIOJIKETHBIX OO0S3aTENbCTB,
JOBEJCHHBIX B YCTAHOBIICHHOM IOpsiAKe 10 MuHKcTepeTBa 3apaBooxpaneHus Poceniickoit denepanun Ha
3aKyTKY JIEKaPCTBEHHBIX MTPENapaToB.

8. B coorBercTBUM ¢ 00BEMaMu IIOCTABOK JIEKAPCTBEHHBIX IPENapaToB, YTBEP:KIECHHBIMU
OpraHaMy TOCYJapCTBEHHOW BIAacTH cyObekToB Poccuiickoit @enepaimu B cdepe oXpaHbl 310pOBbS C
Y4eTOM pelIeHus KOMHuCCHMH, MuHHCTEpCTBO 3apaBooxpaHeHus Poccuiickonn ®enepanuu B
YCTAaHOBJIEHHOM 3aKOHOJaTenbCcTBOM Poccuiickoir ®enepanuy MNOPSAAKE OCYIIECTBISIET —3aKYINKY
JIEKapCTBEHHBIX MIPENAapaTOB.

9. IlocTaBUMKM  JIEKAPCTBEHHBIX  MPENApaTOB, OINPEACICHHbIE B  COOTBETCTBUM  C
3aKOHOJATenbCTBOM Poccuiickont ®denepanuu, IPEACTABISIIOT B MHHHCTEPCTBO  3ApaBOOXPAHEHHUS
Poccuiickoii denepannu ohopmieHHbIE B yCTAHOBICHHOM MOPSAIKE TOKYMEHTHI, TOTBEpKAatoIHe (hakT
MIOJIyYEHUSI OpraHU3alUsIMU-TI0IyYaTeIIMU JIEKAPCTBEHHBIX MPENapaToB, B TOM YHUCJIE HAKIAIHBIE U aKThl
MpueMa-nepe1adu JeKapCTBEHHBIX MpenapaTosB.

10. MunucrepctBo 31paBooxpanenus Poccuiickoit ®@enepanuu B TeueHue 10 pabouux gHEH co
JHS TIOCTYIUJIEHUsI aKTa NpHUeMa-liepefadyd MPUHUMAET HAa Y4YeT JIEKapCTBEHHbIE IpenapaTbl U W3/AeT
pacrnopsAMTENbHbIE aKThl O Mepefaye JIEKAPCTBEHHBIX IPENapaTroB OpraHaM HCIOJHUTENIBHON BIIacTH
cyonbektoB Poccuiickoit ®enepainu, oOmnpeAeNeHHbIM BBICHIMM JODKHOCTHBIM — JIMIIOM  CyOBEKTa
Poccuiickoii denepanuu (pykOBOJUTENIEM BBICIIETO MCIOJHUTEIBLHOTO OpraHa TOCY/AapCTBEHHOW BJIACTU
cyonekTta Poccuiickoit denepanun) (nanee - yrmoaHOMOYEHHBIE OpraHbl), ¢ yKa3aHHEM HOMEHKJIATYPHI,
KOJIMYECTBA M CTOMMOCTH JIEKapCTBEHHBIX IPENapaToB B OTHOIIEHUH Ka)KJOTO YIIOJTHOMOYEHHOTO OpPraHa.

11. MunmCcTEepcTBO 3apaBooxpaneHus Poccuiickoit denepanuy B TeUeHUE 5 pabounx JHEH cO THS
U3JIaHUSl PacTOPSIAUTENBHOIO aKTa, MpeaycMoTpeHHoro nyHkroMm 10 Hacrosmux I[lpaBui, HampaBiiser B
YIOJTHOMOYEHHBIE OpraHsbl (B 2 5K3eMIUISIpax) W3BEIIEHUE O MOCTaBKE JEKApCTBEHHBIX MPENapaToB U aKT
IpreMa-nepe1aduu, MOoANNCaHHbIE YKa3aHHBIM MUHUCTEPCTBOM.

12. YnonHoMoueHHbIE OpraHbl B TeUeHHE 5 pabouyux IHEH co JHSA MOTy4YeHHUsS H3BEHICHUS O
MIOCTaBKE JIEKAPCTBEHHBIX IIpENaparoB M akTa IpHUeMa-Nepesadyd, IpelyCMOTPEHHbIX NIYHKTOM 11
HacToAmux [IpaBui, MOAMKMCHIBAIOT M 3aBEpPAIOT MEYaThi0 00a IK3EMIUISpa U3BELICHUS O IOCTaBKe
JIEKapCTBEHHOI'0 Ipemnapara M 00a 3K3eMIUIsipa akTa IMpHeMa-Tieperayd, IOCJIe Yero BO3BPALLAIOT B
MunucrepcTBO 3apaBooxpaHeHusi Poccuiickoii denepanyivi OJUH 3K3EMIUIIP YKa3aHHOTO M3BEIIECHUS U
OJIMH 3K3EMIUISIP aKTa IpUeMa-repeiadH.

13. YnonHOMOYEHHBIM OpraH Ha OCHOBAaHMWM aKTa I[pUEMa-Nepelayd IPUHUMAET Ha YYeT
JIEKapCTBEHHbIE IIpenapaThl U B TeUeHUE 5 pabdouyux AHEH cO JAHS MOJIY4YEHMs akTa IpHeMa-Ieperadyu
W3/1a€T PACTIOPSAUTENBHBIA aKT O Mepeadye JEKapCTBEHHBIX NPEenapaTroB OPraHU3alUsAM-TIONy4YaTelsIM C
YKa3aHHEM HOMEHKJIATYypbl, KOJIMYECTBA U CTOMMOCTH JIEKAPCTBEHHBIX IPENapaToB B OTHOIIEHUHU Ka)KI0M
OpraHu3aAlMH-OTy4daTes.

14. OpraHu3zanuu-nosiyyaTenu B TeueHHE 2 pabouuMx JHEH cO JHS TOJIyYE€HUS JOKYMEHTOB,
MOATBEPKIAIOIINX NIEPeIavy UM JICKapCTBEHHBIX MPENapaToB, IPUHUMAIOT JIEKAPCTBEHHBIE MTpenapaTsl Ha
yueT, 00eCIeunBalOT HX COXPAHHOCTD U IIEJIEBOE MCIIOJIb30BaHHE.

15. MunuctepctBo 31paBooxpaHeHust Poccuiickoit denepanuu B yCTaHOBJIEHHOM WM TOPSJIKE
OCYILIECTBIISIET MOHUTOPUHI JIBUKEHUSI M ydeTa JIEKapCTBEHHBIX IpernapaToB B cyObekTax Poccuiickoit
®enepanny, JOBOAUT O CBEACHUS YIOJIHOMOYEHHBIX OpPraHOB IOJYYEHHbIE MO pe3yJbTaTraM
MOHMTOPHHTIA JIaHHBIE, B TOM YHUCJIE CBEJECHHSI O HOMEHKJIAType, KOJIMYECTBE U CTOMMOCTH JIEKAPCTBEHHBIX
MpernapaToB, 00 OTCYTCTBHH MOTPEOHOCTH B OTJENbHBIX JIEKAPCTBEHHBIX MpemnapaTax Ju00 O MOSIBICHUU
JOTIOJTHUTEIBHON TMOTPEeOHOCTH B JIEKAPCTBEHHBIX Iperaparax B CBA3M C HM3MEHEHHEM B CyOBEKTe
Poccuiickoii @enepaniii  YUCIEHHOCTH OONBbHBIX, W3MEHEHUSMH B HA3HAYEHUSX MEIUIIMHCKUMHU
paOOTHUKAaMU  JICKQpCTBEHHBIX TIpenapaToB OOJNBHBIM M COTJIACOBBIBAECT  II€pepacrpeieieHne
JIEKapCTBEHHBIX MPENapaToB MKy cyObekTamu Poccuiickoit @enepariui.

16. Tlepemaua nexapCTBEHHBIX TIperapatoB OMHUM cyOnekToM Poccuiickoit ®emeparu B
COOCTBEHHOCTH Jpyroro cyonrekta Poccuiickoii denepaninm ocyIiecTBIsSETCS HA OCHOBAHUU aKTa IpUeMa-
nepeaadd. MUHHCTEPCTBO 3apaBooxpaHeHus Poccuiickonn @Penepanyu yBeIOMIISIETCS O Iepefade



JIEKapCTBEHHBIX TpemapaToB B 10-AHEBHBI CpPOK TMOCJE TOJMUCAHUS aKTa MpHeMa-lepenadyn
YIOJTHOMOYEHHBIMH OpraHaMH.

17. MunucTepcTBO 31paBooxpaneHusi Poccuiickoit depepaiiuu npeacTaBiseT €KeKBapTAIbHO, 10
10-ro yucna mecsa, CIeIyOIIEro 3a OTYETHBIM KBapTasioM, B DejiepalibHyI0 CIy>K0y M0 Haa30py B cepe
3/IpaBOOXpAHEHHS CBEICHHUS O IMepenaye JIEKapCTBEHHBIX MpenapaTtoB cyobekTy Poccuiickoit deneparnuu
U COTJIACOBAHHBIX MeEpepaclpeesieHUsIX JeKapCTBEHHBIX IpernapaToB Mexay cyOwbexktamu Poccuiickoit
Qenepallii B IENSIX OCYIIECTBICHHUS KOHTPOJS 3a IENEBbIM HCIOJIb30BAHUEM JIEKapCTBEHHBIX
IIpenapaToB.

18. B mensix obecnieuenuns OOJNBHBIX JIEKAPCTBEHHBIMU IpernapaTaMH B MOPAIKE, YCTAHOBICHHOM
3aKO0HOIaTenbCTBOM Pocculickoi denepanuu, OCyImecTBISIETCS HA3HAYEHUE JIEKAPCTBEHHBIX IPENapaToB
1 opopmIleHHE PELIeNTOB Ha JIEKAPCTBEHHBIE MPEenapaThl.

19. Ilpu HazHaueHUM OOJHHOMY JIEKAPCTBEHHBIX MPEMapaToB JICHALIHid Bpad HHPOPMHUPYET €ro o
BO3MOXXHOCTH TOJIyUY€HHUSI UM COOTBETCTBYIOIIUX JIEKAPCTBEHHBIX IMpenapaTtoB 0e3 B3WMaHUS IJIaThl B
COOTBETCTBHH C 3aKOHOAATENbCTBOM Poccuiickoit denepanuu.

20. B mensx auHaAMHYECKOro HaOMIOAeHHS 3a OONBHBIM U COOJIIOICHUS TEPUOAMYHOCTH
MOCELIEHUS! MM  MEIUIMHCKOM  OpraHu3aluy JiedallldM BpauoM  OIpeleisieTcs  KOJIMYECTBO
JIEKapCTBEHHOT'O Tpernapara, eIMHOBPEMEHHO 0(OPMIIEHHOTO Ha PEIENTYpHOM OJaHKE B COOTBETCTBUU C
PEKOMEHIOBAaHHOM CPEIHECYTOUYHOM KYypPCOBOM 10301 M CPOKOM, Ha3HAYECHHBIM JUISl [IOCEIECHUSI.

21. MenuuuHCKas OopraHu3alys MpPefoCTaBiIseT OOJLHOMY WM €ro 3aKOHHOMY IpPEICTaBUTEIIO
uHpOpManno 00 OpraHU3aIMIX, PACTIONIOKEHHBIX B IPAaHUIIAX MYHHIUIIAILHOTO 00pa30BaHUs MO MECTY
KUTENBCTBA WM MECTY MpeObIBaHUs (B CIIydae eclid CPOK MpeObIBaHUS MPEBBIMIACT 6 MecsIeB) O0IBHOTO
1 OCYILECTBIISIOUINX OECIUIaTHBINA OTITYCK JIEKapPCTBEHHBIX MIPENAapaTOB, HA3HAYEHHBIX JICYALUM BPAUOM.

22. Ilocne BKIIOUYEHUS OOJBHOTO B PETMOHANBHBIN cerMeHT DeepanbHOr0 perucTpa Ha3HaueHHe
U OTIYCK €My WJIH €r0 3aKOHHOMY MPECTaBUTEIIO JIEKAPCTBEHHBIX MIPEMAPATOB OCYIIECTBISAETCS B CPOK,
He npeBbImaronui 20 pabo4nx gHEH CO THS BKIOUYSHUS.

23. OpraHuzanuss oOecnedyeHus JIEKapCTBEHHBIMU IIpernaparaMyu OOJBbHBIX, MPOKHUBAIOIIUX B
CTAllMOHAPHBIX OPraHMU3AIMIX COIHUANBHOTO OOCIIY:KMBAaHMS WM OTOBIBAIOIIMX HaKa3aHHE, CBA3aHHOE C
JIMIIEHUEM CBOOOBI, OCYIIECTBIISIETCS COOTBETCTBYIOIIEH OpraHu3anuei.

24. B cmydae BwIe3ga OONBHOTO 3a Tpeaenbl TeppuTopun cyobekTa Poccuiickoit denepanuu, B
KOTOPOM OH TPOKMBAeT, Ha TEPPUTOPHIO Apyroro cyowvekra Poccuiickoit Penepanun Ha CpOK, HE
MIPEBBIIAOIINN 6 MeCsIeB, TAKOMY OOJIBHOMY OpraHOM TOCYAapCTBEHHOM BiacTh cyObekTra Poccuiickoii
@enepanyn B cepe OXpaHbl 30POBbsi OpraHU3yeTCs] Ha3HAYCHHE JICKAPCTBEHHBIX IMPENapaToB Ha CPOK
MpHeMa, paBHBII CPOKY €ro BbIe3/a 3a Mpelenbl TeppuTopuu cyonrekta Poccuiickoit @eneparun, nudo,
YUUTBIBAsE CPOKH TOJHOCTH HMEIOMIMXCS OCTATKOB JIEKAPCTBEHHBIX MPENapaToB, OOECIIEYCHHE TaKOTO
00JIHHOTO JIEKaPCTBEHHBIMH MpENapaTaMu Ha COOTBETCTBYIOIIHM CPOK.

CBeneHuss O KOJMYECTBE HA3HAYEHHBIX WJIM OTMYIICHHBIX OOJIBHOMY WM €ro 3aKOHHOMY
MPEJICTABUTENIO JIEKAPCTBEHHBIX TpENapaToB BHOCITCS B pErHOHaNbHBIN cerMeHT @enepanbHOro
perucrpa.

25. B cmydae Bwie3ga O0nbHOTO 3a TIpeaenbl TeppuTopun cyobekTa Poccuiickoit denepanuu, B
KOTOpPOM OH TMpOKHMBAET, Ha TeppuTopuio napyroro cyobekta Poccuiickoii denepaunu Ha Cpok,
MIPEBBIIAIONINM 6 MecALEeB, U B CIydae U3MEHEHHUSI MECTa )KUTEJIhCTBA TAKOMY OOJIbHOMY Ha3HAYaloTCs
JIeKapCTBEHHBIE MperapaTsl Ha CPOK MpuemMa He 0ojee OJHOro Mecsna JHU00 OpraHu3yeTcss OpraHoM
rocy/lapCcTBeHHON BiacTH cyObekTa Poccuiickoit ®Dexepanun B chepe oxpaHbl 370pOBBsi obOecrieueHue
TaKoro 0OJBHOIO JIEKaPCTBEHHBIMU MpenapaTaMy Ha CPOK IprueMa He 0oJiee 0JTHOro Mecsla.

CaeneHusi 0 TakoM OOJIFHOM TOJIEKAT UCKIIOYEHHUIO U3 PETHOHAIbHOrO cerMeHnTa deaepanbHOro
peructpa cyonrekra Poccuiickoit @enepamnuu, ¢ TEPPUTOPUHA KOTOPOTO BBIE3KAET OOJILHOM, U Tiepenayde (B
TOM 4YHCI€ C HCHOJb30BaHMEM HHPOPMAIMOHHO-KOMMYHUKALIMOHHBIX  TEXHOJIOTUH)  Oprany
roCyJapCTBeHHOH BiacTu cyobekTa Poccuiickoit @enepannu B cdepe 0XpaHbl 30POBbs, HA TEPPUTOPHUIO
KOTOpPOTO BbeXal OONBHOM, Ui BKJIIOUEHHUS B PETMOHAIBHBIA cerMeHT DenepanbHOro perucTpa 3TOro
cyonekTa Poccuiickoit denepanuu.



JlaToli BKIJIIOUEHUS CBENEHH O OOJNBHOM B PETMOHANBHBIM cerMeHT denepaqbHOr0 perucTpa
cyosektoM Poccuiickoii ®Denepanuu, Ha TEPPUTOPUI0 KOTOPOTO BbEXan OOJILHOM, SIBISETCS JI€HbD,
CJIEYIOIIUI 32 JHEM UCKIIFOUEHHUS CBEIEHUN O HEM U3 pErMOHAIIBHOTO cerMeHnTa denepanbHOro perucrpa
cyowsektoM Poccuiickoit deneparuu, ¢ TEppUTOPUN KOTOPOTO BhIeXad O0JIBHOM.

26. OpraH roCymapCTBeHHOW BiacTH cyObekTta Poccuiickoit denepanuu B cdepe OXpaHBI
3JI0pOBbS, C TEPPUTOPUH KOTOPOIO BbIEXasl OOJBHOM, MPEACTaBISAET (B TOM YHUCIE C HCIIOJIb30BAHUEM
MH(GOPMAIIMOHHO-KOMMYHUKAIIMOHHBIX TEXHOJOTHI) MO 3ampocy OpraHa TroOCyAapCTBEHHOW BIacTH
cyobekra Poccuiickoit ®enepannu B cdepe OXpaHbI 370pOBBS, Ha TEPPUTOPUIO KOTOPOTO BhEXal
00JIHHOM, CBEICHUS O KOJUYECTBE HA3HAYCHHBIX WU (PaKTUUECKH MPEAOCTaBICHHBIX OOIBHOMY WM €rO
3aKOHHOMY MpEACTABUTENIO JIEKAPCTBEHHBIX IPENapaTOB B COOTBETCTBUM C IIYHKTOM 25 HACTOSIIHUX
[IpaBu.

YTBEPXIEHbBI
nocranossienueM IlpaBurenbcTBa
Poccuiickoii @enepaunu

oT 26 Hos10ps1 2018 r. N 1416

ITpaBuaa
BeieHus1 @eqepajbHOTO perucTpa Juil, 60JbLHbIX reMopuaneil, MyKOBUCIUI030M, TUNIO(U3aAPHBIM
HAHU3MOM, 00Jie3HbI0 ['o111e, 3/I0KaYeCTBEHHLIMM HOBOOOPA30BAHUSIMHU JTUM(OUTHOM,
KPOBETBOPHOM M POJCTBEHHBIX UM TKaHel, paccesiHHbIM CKJIEP030M, FTeMOJUTUKO-YPeMHUYEeCKHUM
CHHIPOMOM, FOHOIIECKUM aPTPUTOM € CHCTEMHBIM HA4YAJI0M, MyKonmoaucaxapuaozom I, IT u VI
THUIIOB, JIMII MOCJIe TPAHCILVIAHTALIMHA OPraHoB U (MJM) TKaHel

1. Hacrosmue IpaBuna yctaHaBIMBarOT NOPsA0K BeneHUs dDenepanbHOro perucrpa Jui, O0JIbHbBIX
reMopuIneii, MyKOBHUCIHIO30M, THIO(PHU3APHBIM HAHU3MOM, Oo0Jie3HbIO [ omie, 370Ka4ecTBEHHBIMHU
HOBOOOpa30BaHUSAMHU JTUMQPOUTHONU, KPOBETBOPHON U POJCTBEHHBIX UM TKaHEH, paCCeSTHHBIM CKJIEPO30M,
IEeMOJUTUKO-YPEMUYECKUM  CHHAPOMOM,  IOHOUIECKMM  apTPUTOM C  CUCTEMHBIM  HayalioM,
mykonosmmcaxapuao3om I, I u VI tumos, nui mocie TpaHCIUTAHTAlIMK OPraHoOB M (WMJIM) TKaHEH (maiee
COOTBETCTBEHHO - 00JIbHBIE, DeepalIbHbII PETUCT).

2. Benenue ®@enepanbHOTO perucTpa OCyIIECTBISETCS B CASAYIOMNX LEAX:

a) obecrieyeHre JIEKapCTBEHHBIMH TpenapaTtaMy Uil MEIUIIMHCKOTO MPUMEHEHHS, BKIFOUEHHBIMHU
B yTBepxkIeHHbIM [IpaBurensctBoM Poccuiickoit ®enepanun MepedyeHb JIEKAPCTBEHHBIX MpenapaTos,
c(OPMHPOBAHHBIN B YCTAHOBIIEHHOM WM TMOPSJIKE (Jaee - IeKapCTBEHHBIE penapaThl), OOJBHBIX 32 CUET
OIO/DKETHBIX ~ ACCHUTHOBAHMM, TMPEAyCMOTPEHHBIX B  QeaepalbHOM  Oromkere  MHHHCTEPCTBY
3apaBooxpanenus Poccuiickonn denepanmu;

0) MOHUTOPHHT JABM)KEHHUS U yyeTa OOJIbHBIX Ha OCHOBAaHUU CBEACHU, IPEJICTABISIEMbIX OpraHaMu
roCyJIapCTBEHHOM BiacTu cy0bekToB Poccuiickoit deneparyu B chepe OXpaHbl 370POBbS;

B) 5(d(dexTrBHOE IMIAaHUPOBAHUE U pACXOJOBaHHWE (PUHAHCOBBIX CPEACTB, HAMpPaBISIEMBIX Ha
3aKyNKy HEOOXOIUMBIX JIEKAPCTBEHHBIX NpEnapaToB sl OOECIeYeHHsT HMU OOJBHBIX IO MECTY
KUTENBCTBA WM MECTY MpeObIBaHMs (B Cydae eclu CpOK MpeObIBaHUS MPEBBIIIACT 6 MECSIIEB).

3. @enepanbHBI perucTp ABISICTCS (enepaibHON WHGOPMAITMOHHON CUCTEMOM, COCTOSIICH H3
PErMOHANIbHBIX CETMEHTOB U COZIEpXKAIIeil CBEAEHUS, IPEyCMOTPEHHbIE TYHKTOM 9 Hactosamux [IpaBun.

MunucrepcTBo 3apaBooxpaneHus Pocculickoit @enepanuu sSBIsSETCS ONEPATOPOM ITON CUCTEMBI U
obecrieunBaet ee OecriepedoiiHOe (HYHKIIMOHUPOBAHUE.

4. Opransl TOCYZapCTBEHHOW BIacTu cyObekToB Poccuiickoii ®enepauuu B cdepe OXpaHbI
3I0pOBbsI OOECTEUMBAIOT BHECEHHE CBEICHHI O OONBHBIX B PETrMOHANBHBIN cerMeHT denepambHOrO
perucTpa B CpoK, HE MPEBBIMIAOIMNA 5 pabouynx AHEH co AHS oOpaileHuss OOJBLHOTO C YCTaHOBJIECHHBIM
JMarHO30M B METUIIMHCKYIO OpPTaHU3allMIo0 10 MECTY €ro KHUTEIbCTBA WM MECTYy IpeObiBaHus (B ciiydae



€CJIM CPOK MpeObIBaHUS MPEBBIIIAET 6 MECAIEB).

Bxitouenne B perMoHaNbHBIA cerMeHT @DenepanbHOTO perucTpa CBEACHUH O OOJIBHBIX
OCYILIECTBIISICTCSI MEAMIIMHCKON OpraHM3alfie 1Mo MECTy WX JKUTENbCTBA MM MeCTy NpeObiBaHus (B
cllydae €clii CpOK NpeObIBaHUs TMPEBBINIACT 6 MECsIeB) HA OCHOBAHMHM MEIUIIMHCKUX JIOKYMEHTOB (MX
KOMUI) WM BBIMUCKA W3 HUX, OTPAXKAIOIIUX CBEACHHS OO0 YCTAaHOBJIEHHOM JHMarHo3e W BbIOOpe
MEpPOIPUATUH 110 JICUECHUIO NalUeHTa. BrirodyeHue cBeeHH O OOJBHBIX C MeMOJUTHKO-YPEMHUUYECKUM
CUHAPOMOM, FOHOIIECKHM apTPUTOM C CUCTEMHBIM HadajioM M MykomnosucaxapunozoM I, IT u VI tunos
OCYILIECTBIISIETCSI HAa OCHOBAaHMM MEIUIMHCKUX JOKYMEHTOB WJIM WX KONMHMA W BBIIUCKUM U3 HUX,
OTPaXKAIOIIUX CBEJIEHUS 00 YCTaHOBJICHHOM JMarHO3€ W BHIOOpE MEpONPUSATHI MO JICUSHUIO MAIUEHTA,
MOJTYYEHHBIX OT (peiepaaIbHON MEUIIMHCKON OpraHn3aliy.

5. PerynupoBaHue OTHOILLIEHUH, CBSI3aHHBIX € BeJieHHeM DenepaabHOro perucTpa, OCyIeCcTBISIETCS
B COOTBETCTBUHM C 3akoHojaTesnbcTBOM Poccuiickoit @enepanuu 06 uHpopmanuy, MHGOPMALMOHHBIX
TEXHOJIOTHSIX U O 3aIlUTe HHPOPMAIIH.

6. MunucrepcTBo 31paBooxpanenust Poccuiickoil @enepanyv U opraibl rOCyAapCTBEHHOM BlIacTu
cyonbexToB Poccuiickoit @enepanyin B cdepe OXpaHbl 310pOBbsS 00ECHEUrBaOT KOHGUACHIINAIHLHOCTh
cBeZleHUH, conepkamuxcs B denepaabHOM pEerucTpe, a TakkKe XpaHEHHE U 3allUTy TaKUX CBEICHUN B
cooTBeTCTBUU ¢ DeepanbubiM 3ak0HOM "O MepCOHATBHBIX JAHHBIX .

7. Pa3memenne wuHpopmanuu B DemepaqbHOM PETHCTPE OCYIIECTBISIETCS C NPUMEHEHUEM
YCUJICHHOM KBaTU(UIIMPOBAHHOMN JIEKTPOHHON MOJNMUCH B COOTBETCTBUU ¢ DenepanbHbiM 3akoHOM "OO0
3JIEKTPOHHOM MoATHCH".

8. @enepanbHbIl PETUCTP BEAECTCS B JIEKTPOHHOM BHJE C MPUMEHEHHEM aBTOMATHU3WPOBAHHOMN
CHUCTEMBI ITyTEM BHECEHHS PErucTPOBOM 3alMCHU C NPUCBOCHMEM YHHUKAJIbHOIO HOMEpPA PErucTpOBOM
3alKiCH M YKa3aHUEM JIaThl €€ BHECEHUSI.

[Tpu BHECeHNH U3MEHEHUH B CBEJCHHUS O OOJBLHOM JIOJDKHBI OBITH COXpPaHEHBI YHHKAJILHBIA HOMEP
PErUCTPOBOM 3aMMCH U UCTOPHS BHECEHUS U3MEHEHU.

9. ®enepalibHBINA PETUCTP COJIEPIKUT CICTYIONINE CBEICHUS:

a) CTPaxoBOW HOMEpP WHAMBHIYAJIbHOTO JIMIEBOTO cueTa OOJBHOTO B CHCTEME O00S3aTeNbHOTO
MIEHCUOHHOTO CTpaxoBaHus (IIpU HAIUYUH);

0) bamunmsi, ©Ms1, OTYECTBO OOIBHOTO, a TAK)Ke (paMUIIHS, TaHHAS TIPU POXKICHUU;

B) J1aTa pOXkAeHUs OOJILHOTO;

T') 1MoJ1 60JIBHOTO;

1) aIpec MeCTa XKHUTEIbCTBA WIIM MecTa MpeObIBaHu (B CITydae eCiii CPOK MpeObIBaHHS MTPEBHIIIACT
6 MecsueB) OonbHOro (¢ ykazaHueM kojna mo OOriepoccuiickomy KiacCubUKATopy OOBEKTOB
aJIMMHUCTPATUBHO-TEPPUTOPHUATILHOTO JICTICHHUS);

€) cepuss U HOMEp macrnopra (CBUICTENHCTBA O POXKACHWU) WIH YAOCTOBEPEHHUS IUYHOCTH
OO0JIBHOTO, a TaKXKe JIaTa BbIIaYM YKa3aHHBIX JOKYMEHTOB;

XK) cepus U HOMEp Toiuca O00s3aTeNbHOTO MEIUIIMHCKOTO CTpaxoBaHHUs OONBHOTO U
HaVMEHOBAHME BBIIABIIEH €r0 CTPAXOBOW MEIULIMHCKOW OPraHU3aluu;

3) uHpopmanus 00 HHBATUAHOCTH (B Ciy4dae YCTAHOBJICHUS TPYIIbl WHBAIMIHOCTU WU
KaTteropuu "pedeHoK-uHBAINL");

1) AuarHo3 3aboseBaHus (COCTOSHUS), BKIOYAs €ro Koja mo MexayHapoJaHOU CTAaTUCTUYECKO

knaccubukamy 0one3He W mpoOieM, CBSA3aHHBIX CO 3/I0pPOBBEM, a TAKXKE JlaTa OCMOTpa OOJBHOTO U
JAHHBIE O JUHAMUKE COCTOSTHUS;

K) uHpOpMAIUs O MEIUIMHCKON opraHu3aiuu (HauMEHOBAHWE, OCHOBHOW TOCYIapCTBEHHBIN
pETrUCTpallMOHHBIA HOMEp, KoJ 1o OO0IIepoccuiickoMy KIacCU(PUKATOPy MPEINpUITUNA U OpraHU3aluii),
BBIJIABIIICH HAIIPABJICHUE HA BKIIFOYCHUE CBEJICHUH 0 O0NBHBIX B DeepanbHbIN perucTp (HarpaBieHuE Ha
BHECEHUE M3MEHEHUU B CBENIEHUS, cojaeprkaiuecs B DenepalbHOM pEeruCTpe (l1ajee - HamnpaBleHHE), a
TaKKe W3BEIIEHHE 00 UCKIIOUEHUU CBeAeHHM o OonbHBIX u3 DenepanbHOro peructpa (naiee -
W3BEIICHUE);

J7) JaTa BKJIFOYCHUS CBEJCHHUH O OOJBHOM M JlaTa BHECCHUS W3MEHEHUU B CBEJCHHS O OOJBEHOM B
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denepanbHbId PETUCTD;

M) uHpOpMaIHs O Ha3HAYEHUH JICKAPCTBEHHBIX MPENapaTos;

H) wuHbopmaiuss 00 OTIyCKE JIEKAapCTBEHHBIX TIpermapaTtoB (dara Hadajga oOecreueHus
JIeKapCTBEHHBIMH IpenapaTtaMi U (JaKTUIECKUH OTIYCK JIEKapCTBEHHBIX MPEnapaToB);

0) JaTta TMPUHATHS peuieHuss 00 OKOHYaHMM OOecTeueHHs JIEKapCTBEHHBIMM TIpenapaTtaMu ¢
yKa3aHHEM NPUYKHBI (BbIe3] 3a mpenensl Poccuiickoit denepaniuy Ha IOCTOSIHHOE MECTO KUTENbCTBA WIH
MecTo TpeObiBaHMs (B clyyae €cid CpPOK MpeObIBaHHs MpPEBBIMIACT 6 MecsleB), CMEpTh OOJIBHOTO,
OTCYTCTBHE MOKa3aHUM K JaJbHEHIIEMY IPUEMY JIEKApCTBEHHOTrO Mpernapara) U o Iepenadye CBEACHUN B
apxuB denepanbHOro perucTpa;

n) uHpopManus O BKIIOUEHHH OonbHOro B DemepalibHBIA PErHCTp JIMI, UMEIOIIUX MpaBO Ha
MOJIy4YeHUE TOCYIApCTBEHHOW COLMAIbHOM TIOMOIIM, W HHBIE PETUCTPBL, MPEAYCMOTPEHHbBIE
3akoHozaTenbcTBOM Poccuiickoit denepannu, B 1endax odecrneyeHus JEeKapCTBEHHBIMH IIpenapaTamMu 3a
cdeT Or0/KEeTOB OO KETHOM cucTeMbl Poccutickoit denepanum;

P) YHUKaJIbHBI HOMEp PErMCTPOBOM 3aIUCH;

C) BBINKUCKA U3 MEAMIIMHCKON JOKYMEHTAI[MH OOJBHOIO, COJepsKaliasi CBEACHHUs] O Ha3HAYCHUH U
HCIIOJIb30BaHUU JIEKAPCTBEHHBIX IPENapaToB.

10. B cnmyuae ycraHOBiEeHMsI AMarHo3a 3a0oJjieBaHUS (COCTOSIHHSI), YKa3aHHOTO B IVHKTe |
Hactodmmx [IpaBuit, niay U3MEHEHUs CBEEHUN, YKa3aHHbIX B nojanyHkTax "a" - "x" nynkra 9 Hacrosmumx
[IpaBui1, MeIUIIMHCKHE OPTaHU3allMU, B KOTOPBIX OOJIbHBIE HAXOATCS MO MEAUIIMHCKUM HaOII0CHUEM,
B CPOK, HE MPEBBIMIAIONINHA 3 pabounx aHEH co aHs oOpamieHns: O0IBHOTO C YCTaHOBJICHHBIM JIMAarHO30M B
MEIHUIMHCKYI0 OpraHU3alMi0 10 MECTy >KUTENIbCTBA WM MECTy MNpeObiBaHUs (B CIydae €CIH CpPOK
peObIBaHMS MPEBBINIAET 6 MECALEB), NPEACTABISAIOT B 3JIEKTPOHHOM BHJIE WM Ha OyMa)KHOM HOCHUTEIE
HAIpPaBIIEHUS U W3BEILIEHUS B OpPraH rocy1apcTBEHHON BIacTH cyobekTa Poccuiickoit @eneparun B chepe
OXpaHbl 3JI0pOBbs MO (hopMe M B MOPAIKE, KOTOPbIE YTBEP)KJIE€Hbl MHHHMCTEPCTBOM 3ApPAaBOOXPAHEHUS
Poccuiickoit deneparum.

11. s 3anoiHeHMsl pernoHaJbHOTO cermMeHTa @efepanbHOrO pPETUCTpa OpraHU3alMH,
OCYUIIECTBJISIOIINE OTIYCK JIEKAPCTBEHHBIX MPENapaToB, HA3HAUYECHHBIX JI€YAlllUM BpadyOM B COOTBETCTBUU
C IPEIyCMOTPEHHBIM IoAnyHKTOM "a" nyHkra 2 HacToAmux lIpaBun nepeynem, 10 5-ro yucia Kaxzaoro
MecsIa IpeCTaBISIIOT B OpraHbl TOCYAapCTBEHHON BIacTH cyobekToB Poccuiickoit denepanuu B chepe
OXpaHbl 370POBbSI B AJIEKTPOHHOM BHJE WM Ha OyMa)KHOM HOCHUTENIE CBEICHHS OO0 OTIYIIEHHBIX 3a
MPEALIECTBYIOIINI MECSI] JIEKAPCTBEHHBIX Mpenaparax.

12. B cnywae ecnu cBeAeHMs, MpeaycMOTpeHHble noamyHkramu "a", "x" u "no" nynkra 9
HacToAmux IlpaBun, He TpelncTaBiIeHBl B OpPraHbl TOCYJAapCTBEHHON BIacTH cyObekToB Poccuiickoit
@enepanu B chepe oXpaHbl 310pOBbs, YKa3aHHbBIE OpraHbl BJIACTH CAMOCTOSITENILHO 3allpallliBalOT 3TH
CBEICHMS B TOCY/IaPCTBEHHBIX BHEOIOKETHBIX (hOHIAX.

Ceenenuss 0 OONBHOM (HAmpaBJICHUS, W3BEUICHWS), TPEACTABIsIEMble B OSJEKTPOHHOM BHJIE,
MO/JIEXKAT 3aBEPEHUIO DJIEKTPOHHON IMOANKMCHI JOHKHOCTHOIO JIMIA OpraHa TOCYyJAapCTBEHHOW BJIACTH
cyobekra Poccuiickoit @eneparyn B cepe 0XpaHbl 37J0POBbSI.

13. B ciydae Bbie3ia 60I6HOTO 3a Mpeensl Tepputopun Poccuiickoit denepauu Ha MOCTOSHHOE
MECTO KHUTEITHCTBA WU MECTO MpeObIBaHUS (B CIIydae €ClId CPOK NMPeObIBaHHS MPEBBIIIACT 6 MECSIIEB), a
Tak)Ke B Cllydae CMEpTU OOJILHOTO CBEJICHUS O HEM MOJUIeKAT apXUBHUPOBAHUIO.

YTBEPXIEHbBI
nocranossienueM IlpaBurenbcTBa
Poccuiickoii @enepaunu
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IMepeyennb
yrpatuBmux cuiy akroB IIpaBurenscrBa Poccuiickoi denepaunu
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1. Hocranosnenne [IpaButenscrBa Poccuiickoit @eneparuu ot 26 aekabps 2011 1. N 1155 "O
3aKyIKax JIEKApCTBEHHBIX MPENapaToB, MPeAHa3HAUCHHBIX JIJIsl 00eCneueHus U, OOJIBHBIX reModuInei,
MYKOBUCIIHI030M, TUTIO(PU3APHBIM HAaHU3MOM, 00JIe3HBIO [ o111e, 37T0Ka4eCTBEHHBIMI HOBOOOPA30BAHHSIMH
TUMGOUIHOM, KpPOBETBOPHOM M POJCTBEHHBIX MM TKaHEHW, pACCESTHHBIM CKJIEpO30M, JHI] TOcCie
TpaHCIUIaHTaIuK opraHoB U (win) TkaHei" (CoOpanue 3akoHomarenbcTBa Poccuiickoit @eneparum, 2012,
N 1, ct. 186).

2. ocranosnenne [lpaBurensctBa Poccuiickoit denepanmu ot 26 ampens 2012 r. N 404 "O6
yrBepxkaeHun [Ipasun Benenus denepanbHOro peructpa Juil, O0JIBHBIX reModuiueii, MyKOBUCIIHI030M,
runo(u3apHeIM HaHW3MOM, Oo0Jie3HBIO ['ormie, 3JI0KaYeCTBEHHBIMH HOBOOOPA30BAHUSIMHU JTUMGOUTHOM,
KPOBETBOPHOM U POJICTBEHHBIX UM TKaHEH, pacCesTHHBIM CKIIEPO30M, JIMII MTOCIIe TPAHCIIIAHTALIUN OPTaHOB
u (unn) Tkane" (CoOpanue 3akoHoaarenscTBa Poccuiickoit denepannu, 2012, N 19, cr. 2429).

3. Ilyuktel 176 u 190 u3MeHeHu#, KoTopble BHOCATCA B akThl I[IpaBuTenbcrBa Poccuiickoit
@enepanuy O BOIpOCAM JEATEIBHOCTH MuHMCTEpCTBAa 3apaBooxpaHeHus Poccuiickonn Pexnepanny,
YTBEPKICHHBIX IocTaHoBieHneM [IpaButenbcTBa Poccuiickoit @enepammu ot 4 centsops 2012 r. N 882
"O BHeceHMM H3MEHEHMH B HeKoTopble akThl IlpaButenbcTBa Poccuiickoit ®denepannu mo Bompocam
nesTenbHOCTH MuHuCcTepCcTBa 3ApaBooxpaneHnst Poccuiickoit denepanun” (CoOpaHue 3aKOHOIATEILCTBA
Poccutickoit ®eneparuu, 2012, N 37, ct. 5002).

4. Ilocranosnenue IlpaButensctBa Poccuiickoit denepamuu ot 24 ampens 2015 r. N 389 "O
BHECEHHM M3MEHEHUi B nocraHoBieHue IIpaButensctBa Poccuiickoit @enepannu ot 26 aexadps 2011 r.
N 1155" (Cobpanue 3akoHonaTenbcTBa Poccuiickoit @enepammm, 2015, N 18, cT. 2709).

5. Hocranosnenue IlpaBurensctBa Poccuiickoin @epepanuu ot 9 ampens 2016 r. N 288 "O
BHeceHuun wusMmeHeHuit B I[lpaBuna Begenuss degepanbHOrO perucTpa JUL, OONBHBIX TeMOGUIHEH,
MYKOBUCIIHI030M, TUTTOPU3APHBIM HAaHU3MOM, 00JIe3HBIO [ o111e, 37T0Ka4eCTBEHHBIMH HOBOOOPA30BAHHSIMH
TUMGOUIHOM, KpPOBETBOPHOM M POJCTBEHHBIX MM TKaHEHW, pACCESIHHBIM CKJIEpO30M, JHI] TOcCie
TpaHCIUIaHTaIMK opraHoB U (win) TkaHei" (CoOpanue 3akoHomarenbcTBa Poccuiickoit @eneparum, 2016,
N 16, cT1. 2225).

6. Ilocranosnenue IlpaButenbctBa Poccuiickoit denepamuu ot 11 aBrycra 2016 r. N 784 "O
BHECCHHM M3MEHEHM B rmocraHoBieHue IIpaButensctBa Poccuiickoit denepammu ot 26 aexadps 2011 r.
N 1155" (Cobpanue 3axkoHonarensctBa Poccutickoit deneparuu, 2016, N 34, ct. 5242).

7. lloctanornenue IlpaButensctBa Poccuiickoit ®enepanuu ot 17 ampens 2017 r. N 457 "O
BHeCeHUHM u3MeHeHul B [lonokeHue O 3aKymkax JICKapCTBEHHBIX MPENapaToB, MpPEJHA3HAYEHHBIX JIs
oOecrniedyeHuss JHI, OONBHBIX TeMO(GWIHEH, MYKOBHCIHMI030M, THMNO(U3apHBIM HAHHU3MOM, OOJIE3HBIO
lome, 310KaYeCTBEHHBIMH HOBOOOPA30BaHUSMHU JTUMQPOHIHOW, KPOBETBOPHOW U POACTBEHHBIX WM
TKaHeW, PacCesHHBIM CKJIEPO30M, JIMII IOCJe TpaHCIUIaHTalWu opraHoB W (wnu) TkaHei" (CoOpanue
3akoHosatenscTBa Poccuiickoit deneparuu, 2017, N 17, ct. 2577).
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