IMPABUTEJILCTBO POCCUHUCKON ®EJIEPAIINMN

ITOCTAHOBJIEHHNE
ot 10 uronsa 2025 r. Ne 877

MOCKBA

O BHeceHMH M3MeHeHHUI B nocrtanosaenne [lpaBurenscrBa
Poccuiickoit ®exepannu ot 26 Hossops 2018 r. Ne 1416

ITpaButenbcTBO Poccuiickon denepaiui MmO CTAHOBJA S € T ¢

YT1BEpAUTH MpUIaracMple WU3MEHEHUS, KOTOPBIE BHOCSTCS
B roctanoBjeHue [IpaBurennsctBa Poccutickoit deneparu ot 26 HosOps 2018 T.
No 1416 "O nmopsiake — opraHuzaiud  oOecredeHus:  JIeKapCTBEHHBIMU
npenaparaMmu Jidil, OOJIbHBIX TeMO(HiInel, MyKOBUCIIMI030M, THIO(PU3APHBIM
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YTBEPXJIEHbBI

nocra”oByieHueM [IpaBurenbcTBa
Poccniickoit @enepannn
ot 10 urons 2025 r. Ne 877

N3MEHEHMUA,

KOTOpbIe BHOCATCH B nocraHosyenue IlpaBurenbcrea
Poccuiickoit @exepanuu ot 26 Hosiops 2018 r. Ne 1416

1. [IpaBuna opranuzanuu oOeClEeYEeHUsl JIEKapCTBEHHBIMH IperapaTaMu
UL, OOJIBHBIX TeMo(uinel, MyKOBUCUUAO30M, TUNO(U3APHBIM HAHU3MOM,
O0one3npto ['omre, 3JI0KaYECTBEHHBIMU HOBOOOpPA30BaHUSIMU JIUMQOUIHOM,
KPOBETBOPHOW U POJCTBEHHBIX MM TKAaHEW, pPACCEIHHBIM CKJIEPO3OM,
reéMOJIMTUKO-YPEMHUUECKUM CHHAPOMOM, FOHOIIECKHM APTPUTOM C CHUCTEMHBIM
HadasioM, Mykonosmcaxapugo3oMm I, II u VI tunos, ammactuueckoi anemuen
HEYTOYHEHHOH, HacielcTBeHHbIM JeduumroM @akropos II (pubpunorena),
VII (nabunwsuoro), X (Crroapta - Ilpayspa), nauil mocie TpaHCIUIaHTAIUU
OpraHoB W (MJIM) TKaHEW, YTBEPXKJICHHbIE YKA3aHHBIM IOCTAHOBJIECHUEM,
U3JI0KUTH B CIIETYIOLIEN pelaKINu:



"VTBEPXIEHBI

nocraHoBieHuneM [IpaBurenscTBa
Poccniickon @enepanun
oT 26 HosA0ps 2018 1. No 1416
(B peakinu MOCTAaHOBJICHUS
[IpaButenbcTBa Poccuiickon denepanuun
ot 10 utons 2025 r. Ne 877)

ITPABHUJA

OpPraHM3anuu odecrneYeHus JeKapCTBeHHbIMHU NpenapaTaMu JIHI,
00JIbHBIX reMo(puiIneil, MyKOBUCIHMI030M, THNO(U3APHBIM HAHU3MOM,
0oJ1e3Hb10 I'0111€, 3/I0KAYeCTBEHHBIMH HOBOOOPA30BaAHUSIMHU JTUM(OUTHOM,
KPOBETBOPHOI U POACTBEHHBIX UM TKaHEeH, pacCeSHHbIM CKJIEPO30M,
reMOJIUTUKO-YPEeMUYEeCKUM CHHAPOMOM, FOHOIIECKUM aPTPUTOM
¢ CHCTEMHBIM Ha4aj10M, Mmykonosucaxapuao3om I, I u VI tunos,
AIUIACTUYECKOM aHeMHeH HEYyTOUYHEHHOM, HACJIeICTBEHHBIM Ae(pUIUTOM
¢akropos II (pudpunorena), VII (1adunsHoro), X (Ctroapra - Ilpayspa),
JIMIL TOCJIe TPAHCIUIAHTAMM OPTraHoOB M (WIH) TKaHel

1. Hactossmue  IlpaBuia  yCcTaHAaBIMBAKOT  TOPSAOK  OpraHU3aliU
oOecrieueHus: JKl, OOJBHBIX TeMOpUINEe, MyKOBUCIUI030M, THIO(PU3apHBIM
HaHU3MOM, OoJe3Hbt0 ['omie, 310KaueCTBEHHBIMH HOBOOOpa30BAHUSIMU
TUM(GOUTHOM, KPOBETBOPHOM M POJCTBEHHBIX WM TKaHEW, pacCesHHbIM
CKJIEPO30M, TEMOJINTHKO-YPEMHUYECKAM CHHAPOMOM, IOHOLIECKUM apTPUTOM
C CHUCTEMHBIM HayajaoM, MykononucaxapumosoM I, II wmw VI Tunos,
arlacTUYeCKOW aHeMUel HEyTOYHEHHOH, HacleJICTBEHHBIM JIe(QUIUTOM
¢daxtopoB 11 (dubpunorena), VII (;rabunbnoro), X (Ctroapra - Ilpayspa),
JUI[ TOCJie TPaHCIUIAHTAIlMd OpraHoB U (WaW) TKaHeW (1ajnee - OOJIbHBIC)
JIEKapCTBEHHBIMU npenaparamu JUTS MEAULIMHCKOTO NPUMEHEHUS,
MpeHa3HAYeHHBIMU IS JICUEHUSI YKa3aHHBIX 3a00JIeBaHUi, 0 YTBEPKICHHOMY
[IpaButensctBOM  Poccuiickori  Deaepan  NEPEUHIO  JIEKAPCTBEHHBIX
npenaparoB, cHOPMUPOBAHHOMY B YCTAaHOBJIEHHOM UM TMopsake (manee -
JIEKapCTBEHHbIE TpenapaThl), a TaKXKe TMOPSAJOK M YCJIOBHUS TNepenayu
JIEKapCTBEHHBIX TMpenapaToB B COOCTBEHHOCTh CyObekTOoB Poccuiickoi
denepauum.



2. UcTtouynukoM (UHAHCHPOBAHHS OpraHU3alMU OOECTeUeHHUs OOIBHBIX
B BO3pacte OT |8 mer m crapmie JIEKapCTBEHHBIMU IIpenapaTaMy SBISIOTCS
OIO/DKETHBIE ACCHUTHOBAHUS, MPEAyCMOTpPEHHBIE B (eaeparbHOM OromKeTe
MunucTepcTBy 3apaBooxpaneHus Poccniickon Penepannn Ha yKa3aHHBIE LIENH.

Hctounnkom (uHaHCHPOBAaHUSA OpraHM3aluu O0eCreYeHUs OOJBHBIX
B Bo3pacte 70 18 yer nekapCcTBEHHBIMH IpernapaTaMi SIBISIOTCS OFOJDKETHBIC
ACCUTHOBAHMS,  NPEIyCMOTpEHHble  MUHHUCTEpPCTBY  3ApaBOOXPAHEHHS
Poccniickont @enepaumn it QoHma MOAAEPKKHA JETEH € TSHKEIBIMU
KU3HEYTPOKAIOMIMMH ¥ XPOHHUECKUMH 3a00JI€BaHUSIMHU, B TOM YHUCIIE PEIKUMU
(opdannsiMn) 3a6oneBanusmu, "Kpyr nodpa".

Opranuzainuss U OCYIIECTBJICHHE 3aKYINOK JIEKAPCTBEHHBIX MPENapaToB
oOecnieunBarOTCs  (eiepaibHBIM  Ka3€HHBIM  yupexaeHneMm '"denepanbHbIi
LEHTpP TUIAHUPOBAHUS U OpPraHU3aluy JIEKaPCTBEHHOTO 00ecreueHus rpaxaan”
MunucrepctBa  3apaBooxpaHeHuss Poccuiickoit  @epepauun  (manee -
®denepaibHBIN LIEHTP) B Tpejesiax AOBEACHHBIX 10 HEro MUWHHUCTEPCTBOM
3npaBooxpaHeHus  Poccuiickoit ~ denmepanyii TUMHUTOB  OIOJIKETHBIX
00513aTEeTHCTB.

MunucrepcTBo 3apaBooxpaHeHust Poccuiickorn denepanum HeE MO3AHEE
1 MmapTa Tekymiero roma WHGOPMHUPYET HCTHOIHUTEIBHBIE OpraHbl CyOBEKTOB
Poccuiickoii ®enepanuu B cdepe oxpaHbl 3I0pOBbS O IJIAHUPYEMBIX
UM TpeleNbHbIX 00beMax OIO/UKETHBIX AaCCUTHOBAHMM Ha  OYepeHOMN
(GUHAHCOBBIA  TOA, pacCCUMTAHHBIX MMHHCTEPCTBOM  3/IPaBOOXpPAaHEHUS
Poccniickoit  @enepain  HAa  OCHOBAHMM  CBEICHUM, INPEACTABISEMBIX
1o 15 despans tekymiero roga @eaepaibHbIM EHTPOM, C YIETOM YUCIECHHOCTH
OONBHBIX U CpelHero o0bema OIOKETHBIX ACCUTHOBAaHWHN 3a 3 (MHAHCOBBIX
rojia, IpeIIEeCTBYIOIUX TeKyeMy (PMHaHCOBOMY TOAY.

3. IIpaBo OonpHOrO Ha oOOecreYeHue JIEKapCTBEHHBIMM IperapaTaMu
BO3HHMKAET CO JIHA BKJIIOUYEHHSI CBEJIECHUUW O HEM B PETMOHAIBbHBIA CErMEHT
denepalbHOTO perucTpa JuI, OOJIBHBIX TeMo(uiIned, MYyKOBUCIIUAO30M,
runou3apHeIM ~ HaHU3MOM,  Oone3Hplo  lomie,  3JI0Ka4eCTBEHHBIMU
HOBOOOPa30BaHUAMH JTUM(OUTHOM, KPOBETBOPHOU U POJICTBEHHBIX UM TKaHEH,
pPAacCesHHBIM CKJIEPO30M, T€MOJIUTUKO-YPEMHUECKUM CHUHIPOMOM, FOHOIIECKUM
apTPUTOM C CUCTEMHBIM HayajaoM, mykomnonucaxapuao3zoM [, II u VI tumnos,
arIaCTUYECKOW aHEeMHEeW HEyTOYHEHHOHM, HACIEICTBEHHBIM JIe(PUIUTOM
daktopo II (pubpunorena), VII (mabmmbnoro), X (CrroapTa - [Ipayapa),
JUI TIOCTIE TPaHCIUIAaHTAllMM OpraHoB W (WiM) TKaHeu (nanee - dDenepanbHbIN
perucrp).



Jlata BkIIOYeHHs] OONBHOTO B PETHOHANBHBIA cerMeHT dDenepanbHOTO
perucrtpa (uKcUpyeTcs JieHalluM BpauoM B MEAMIIMHCKOM KapTe MalHeHTa,
MOJIYyYarOUIEr0 MEAUIMHCKYIO IIOMOIIb B aMOYJIaTOPHBIX YCIOBHSIX.

4. Opranmzanusa obecriedennst degepaabHBIM EHTPOM 32 CUET CPEICTB
benepanpHOrO  OrOMKeTa  OONBHBIX  JIEKAPCTBEHHBIMH  IpemapaTaMu
OCYILECTBIISIETC B COOTBETCTBMM C TOPSAKAMHM OKA3aHHUS MEIMLUHCKON
ITIOMOIIY, YTBEPKICHHBIMM MUHHCTEPCTBOM 31paBoOXpaHeHus Poccuiickon
denepanuu, € y4eTOM CTAaHIAPTOB MEAMIIMHCKOW NIOMOIIM M Ha OCHOBE
KIIMHUYECKAX PEKOMEH AL,

5.B 1mensx mOCTaBKM JIEKAPCTBEHHBIX MPENapaToB HCIIOJHUTEIBHBIC
opransl cyobekToB Poccuiickoit ®enepanuum B cdepe OXpaHbl 3I0POBbS
OTIPENeNSIIOT ~ PACTOJOKeHHBIE B cyObekTax Poccuiickoit  Deneparm
OpraHu3alliy, UMEIOIINE JIMIEH3UI0 Ha OCYUIECTBICHUE MEIUIMHCKON U (HUJIN)
dbapmaneBTHUECKON JEATEILHOCTH U YIOJHOMOYEHHBIE Ha TIOJydeHHE
JIEKapCTBEHHBIX MPENapaToB (J1ajee - OpraHru3aluu-1oaydaTesn).

MuHucTepcTBO 31paBOOXPAHEHUS Poccniickon denepanun
nH)OPMUPYET HCTIONHUTEIBHBIE OpraHbl CyOBeKTOB Poccmiickoit deneparimn
B cdepe OxpaHbl 3J0pPOBbS O BO3MOXXKHOCTH NPEICTABICHUS HE IO3HEE
15 anpens Texkymero roga B denepanbHbId LNEHTP NPEABAPUTENBHBIX 3aABOK
0e3 corjacoBaHUs, IPEITYCMOTPEHHOTO IMTyHKTOM 6 HacTosmux [IpaBwuir.

@denepanabHbli  LEHTP €  yYETOM  MPEABApUTEIBHBIX  O0BEMOB
JIEKapCTBEHHBIX IPENApaToB, ONPEAEICHHBIX HA OCHOBAaHWM ITPEICTABICHHBIX
B COOTBETCTBUM C ab3alleM BTOPHIM HACTOSILETO MYHKTa MPEABAPUTEIBHBIX
3asiBOK, HAIIpaBJSET MPOU3BOAUTENSIM U (MJIM) MOCTABIIMKAM JIEKAPCTBEHHBIX
IIPENapaToB 3ampochl € IEJIBK ONPEACICHUS BO3MOXXHOCTH IPOM3BOJICTBA
Y TIOCTaBKH JIEKAPCTBEHHBIX IIPENApaTOB, a TAKKE UX CTOMMOCTH M HE MO3AHEE
I masg Tekymero rojma MpeacTaBisieT B MHMHHCTEPCTBO 3JpPaBOOXPAHEHHUS
Poccuiickoii  ®enepanuum  cBOAHYHO — MHpOpManMiO, B TOM  YHCIE
MPEAYCMOTPEHHYIO HACTOSAIIUM a03aLeM.

6. MunucTepcTBO 31paBooxpanenus Poccuiickon denepannn He MMO3IHEE
1 utonst Tekymiero roga MHPOPMUPYET HCHOTHUTEIbHBIE OPTaHbl CyOBEKTOB
Poccuiickoii ®Denepanium B chepe oOxpaHBI 3I0pPOBbS O BO3MOXKHOCTH
npeacTrasiieHus B PenepanbHblil NEHTP HE no3aHee 20 aBrycra TEKyLIero roja
COTJIACOBAaHHBIX  TEPPUTOpUATBHBIMU  opraHamu  DemepanbHOM  CIYKOBI
o Haa30py B cdepe 3apaBOOXpAHEHHS 3agBOK Ha MOCTABKY JIEKAPCTBEHHBIX
npermapaToB Ha ouepenaHol (UHAHCOBBIA TOA TO ¢opMme, YTBEP>KICHHOU
MunuctepcTBOM 3ApaBooxpanenust Poccuiickoit denepannu (nanee - 3asBKu),



C IPUIIO)KCHHEM OOOCHOBAaHWU TIO O0OBEMY C YYETOM HWMEIOIIUXCS OCTATKOB
JIEKapCTBEHHBIX MPENApaToOB, a TAKXKE MEPEUHS OpraHu3alui-110TydaTenei.

[TorpebHOCT, (0OBEM TIOCTaBKM) B  JIGKAPCTBEHHOM Mpemnapare
ONpENENsIeTCs] C Y4YeTOM CTaHAapTOB MEIMLMHCKOM MOMOIIM M Ha OCHOBE
KIMHUYECKUX PEKOMEHJAIMH MCXOAS W3 eXeMecAyHoW (pakTuaeckon
NOTPEOHOCTH OOJBHBIX B JIEKAPCTBEHHBIX IIpemapaTax B COOTBETCTBUU
CO CBEACHMSIMHM peruoHaibHoro cermeHra denepanbHOro  perucrpa
U HeoOXoaumocTH (OPMHUpPOBAHMSA 3amaca JIEKapCTBEHHOI'O Iperapara
Ha 15 mecsues.

7. CormnacoBaHue 3asiBOK OCYILIECTBISETCS TEPPUTOPHATIEHBIMU OpraHaMu
®enepanpbHOl CHyX)O0bl MO Hag30py B cdepe 3ApaBOOXpaHEHUS B CPOK,
He npeBblmaromuiit - 10 pabouux gHEe co AHA HUX  MNOCTYIUICHUS
OT WUCTIOTHUTEIIBHBIX OpraHoB cyOBekToB Poccuiickoit ®denmeparuu B cdepe
OXpaHbl 3JI0pPOBbsSl, B YaCTH KOPPEKTHOCTH BHECEHMS CBEICHHMH O TEKYIIUX
OCTaTKax JEKapCTBEHHBIX NpenapaTroB IOCPEICTBOM CHCTEMbl MOHHUTOPUHIA
JBUKEHUS JIEKapCTBEHHBIX MPENapaToB.

8. denepanbHbli  LEHTP pPACCMATPUBAET 3as(BKM HA COOTBETCTBUE
YCTaHOBJICHHOW (opme, yTBepKIeHHONH MUHUCTEPCTBOM 3apaBOOXPAHEHUS
Poccuiickoit ®@enepanuu, Ha npeaMeT 0OOCHOBAHHOCTU 3asiBIICHHBIX 00HEMOB
JEKapCTBEHHBIX  IpENapaToB,  KOPpPEeKTHpyeT  (MpU  HEOOXOHAUMOCTH)
U COTJIaCOBBIBAET MX.

He mo3mnee 15 centsiOps tekymero roga DenepanbHbId  IICHTP
NPEACTABIISIET 3aBKM B KOMHUCCHIO MMHHCTEpCTBA  3ApaBOOXPaHEHUS
Poccuiickoit @eneparuu o pacCMOTPEHUIO 3asiBOK (Hajiee - KOMUCCHS) JJIsSl UX
paccMOTpeHusl ¢ ydactueM mnpexacrtaButened @enepanbHoro neHrtpa, PoHaa
MNOJJIEPKKU JIeTed C TSOKENIBIMU JKU3HEYTPOXKAIOIIUMH U XPOHUYECKUMH
3a00JIeBaHUsAMHU, B TOM YHCIe peAkumu (opdanHbiMu) 3aboneBanusimu, "Kpyr
n00pa", HCTIOMHUTEIBHBIX OpraHoB cyObekToB Poccuiickoit denepannu B chepe
OXpaHbl 3/J0pOBbS (B TOM 4YHCJIE€ C HCIOJb30BaHHEM WH(GOPMALMOHHO-
TEJICKOMMYHUKALIMOHHBIX ~ TEXHOJIOTWH) Ha  TpeaMeT OOOCHOBAHHOCTH
3asBJIEHHBIX OOBEMOB JIEKAPCTBEHHBIX IpPENapaToB, HX KOPPEKTHUPOBKHU
IIPU HEOOXOUMOCTH W YTBEPXKACHUS OOBEMOB IIOCTABOK JIEKAPCTBEHHBIX
npenaparoB. [lonokeHHME O KOMHUCCMM M €€ COCTaB  yTBEPIKIAKOTCS
MunuctepcTBOM 31paBooxpanenus Poceuiickon denepannu.

PaccmoTtpenue 3adBoK, yTBepkaeHHE 00bEMOB MOCTABOK JIEKAPCTBEHHBIX
npernapaToB W mpenacraBieHne B DenepalibHbI  LUEHTP  CBEJICHUH
00  YTBEpXKIEHHBIX O00BbEMax TIOCTaBOK JIEKAPCTBEHHBIX  MPENapaTroB
OCYILIECTBIISIIOTCS Komuccuer B TedeHne 30 KalleHIApHBIX JTHEW CO JIHS



MOCTyIUIeHUsI 3asABOK oT denepanbHOro ueHrtpa. Ilpm paccMoTpeHun 3asBOK
KOMHUCCHEH yYHMTHIBACTCS WM3MEHEHHE YHCIEHHOCTH OOJBHBIX, KOTOPOE
IIPOU30LIO B TEKYLIEM T'O1TY.

YTBepKaeHHe OO0BEMOB  TOCTABOK  JIGKAPCTBEHHBIX  IPENaparoB
OCYIIECTBISICTCS KOMHUCCHEH ¢ Yy4eToM HH(OpPMAINH, TMPEICTaBICHHON
MPOU3BOAMUTENAMH U (WJIM) TIOCTABIIMKAaMHU JIEKAPCTBEHHBIX IPEMApaToOB
B COOTBETCTBMM ¢ al3alleM TpeTbUM TNyHKTa S Hacrodmux [IpaBun
B @enepanbHbIi LEHTP, O BO3MOXXHOCTH TIPOU3BOJCTBA M IOCTaBKH
JIEKapCTBEHHBIX IIPENapaToB.

CBenmenusi 00  yYTBEp)KIEHHBIX KOMHCCHEW o0OBeMax  IMOCTaBOK
JEKapCTBEHHBIX  MpernapaToB  Hampamisiorca  DenepanbHbIM — IEHTPOM
B WCIIOJIHUTEIbHBIE OpraHbl CcyObekToB Poccmiickoit demeparmuu B chepe
OXpaHbI 37I0pOBbsl B TeueHUE 3 pabouuxX JHEW CO JIHS MOCTYIUICHUS CBEIICHUI
OT KOMHUCCHH.

9.00beM TOCTaBOK  JIGKAPCTBEHHBIX MpemapaToB  (Qopmupyercs
B Tpenenax OIOKETHBIX aCCHUTHOBAHHM, MPETyCMOTPEHHBIX B (eaeparbHOM
3aKk0oHe O (enepanbHOM OOJKETE HAa COOTBETCTBYIOIIMM (PUHAHCOBBIA TOJ
¥ TUIAHOBBIM TEPHOJ, W JTUMHUTOB OOKETHBIX O00s3aTENbCTB, JIOBEICHHBIX
B YCTAaHOBIICHHOM MOpsAKe 10 MwuHHCTEpCTBa 31paBooxpaHeHust Poccuiickon
@enepanuu Ha 3aKyIIKy JIEKAPCTBEHHBIX IIPENapaToB.

10. B cOOTBeTCTBMM €  YTBEPXKJICHHBIMU O00bEMaMH  ITOCTaBOK
JEKapCTBEHHBIX TmpenaparoB @denepaibHblii LEHTP B  YCTAHOBIEHHOM
3aKoHoAaTenbCTBOM Poccuiickon denepanyu MOpsAAKE OCYIMIECTBISET 3aKyIKY
JIEKapCTBEHHBIX IIPENapaToB.

11. IlocTaBmmkm JIEKapCTBEHHBIX IIperaparos, OIIPEACIICHHBIE
B COOTBETCTBHUU C 3aKOHOJATENLCTBOM Poccuiickoit denepanyu, TpeacTaBiIsOT
B DeepanbHblil IEHTP 0()OPMIICHHBIE B YCTAHOBICHHOM HOPSIAKE JOKYMEHTHI,
ITOATBEPKIAAOIINE dakT  TONMy4YeHUS  JIEKAPCTBEHHBIX  TPEMapaToB
OpraHu3alMsIMHU-NIOIy4YaTeasIMIA, B TOM YHUCII€ HAKJIAaJHbIE W aKThl IpUEMa-
Iepelavyu JIEKapCTBEHHBIX MPEIIAPATOB.

12. TIlpaBo  cobctBeHHOCTH  CcyOBekTOB  Poccuiickoit ~ denmeparuun
Ha JIEKapCTBEHHBIE Mpenaparhl, MOJIYYEHHbIE OpraHU3alUsAMU-I0TydaTEISIMU
B COOTBETCTBUM C MyHKTOM |1 Hacrosmux [IpaBui, BO3HMKAeT HA OCHOBAHUU
JOKYMEHTOB, MOATBEPKAAOMIMX (PAKT MOIYUEHUS JEKAPCTBEHHBIX MPENapaToB
OpraHHU3aLNSMU-TIOTYYaTEIAMH.

13. ®enepanbHblii LEHTP W HUCHOJHUTEIBHBIE OpPraHbl CyOBEKTOB
Poccuiickonn ®denepanun, onpeacneHHbIE BBICIIMMH JOJKHOCTHBIMH JIMLIAMU
CyOBEKTOB Poccuiickon denepanuu (mpencenarensiMu BBICIIINX



WCIIOJIHUTENbHBIX OpraHoB cyObekToB Poccuiickoit ®enepanuu) (nanee -
YIOJIHOMOYEHHBIE OpraHbl), €KEMECAYHO OCYIIECTBISIIOT HAa OCHOBAaHUU
W3BEIICHUM, HANPABISEMBIX YIIOJHOMOYEHHBIMU OpraHamu B DenepanbHbIN
LIEHTP, CBEPKY JEKAPCTBEHHBIX IIPENApPaTOB, ITOJIYYECHHBIX OpraHW3alHsIMU-
ITOJTy4YaTeIIIMHU.

14. Opranusanuu-nonydarenyd IMPUHAMAKOT JIEKAPCTBEHHBIE IPENapaThl
Ha y4eT B Te€ueHue 2 pabdouux JHEW cO AHS UX IMOJYYEHHUS OT MOCTABIIMKOB
JIEKapCTBEHHBIX IMpermapaToB, O00ECMEYNBAIOT HMX COXPAHHOCTh M LEJIEBOE
HCIIOJIb30BaHUE.

15.1lpy Hamuuuu 5SKOHOMHMM OFOJIKETHBIX CPEACTB, MOJYyYEHHOU
@enepasbHBIM  LIEHTPOM IIPH  OCYLIECTBICHMM 3aKyIIOK JIEKAPCTBEHHBIX
IIpenapaToB B COOTBETCTBUM ¢ IMyHKTOM 10 HacTtostmux IIpasun, MuaucTepcTBO
3npaBooxpaHenus Poccuiickoit @eaeparuu He nmo3aHee 1 anpenst GuHAHCOBOTO
rojia, IOTpeOHOCTh B JIEKAPCTBEHHBIX Mperaparax Ha KOTOPBIA o0ecrieunBanach
MOCPEJICTBOM  OCYHIECTBJIEHUS  YKa3aHHBIX  3aKyloK,  HHPOPMHPYET
UCIIOJIHUTEINIbHBIE Opranbl cy0bekToB Poccuiickoit @enepannu B chepe OXpaHbl
3I0POBbS O pa3Mepe IIOJYYEHHOW JKOHOMHHM B IENSAX IPEIACTABICHUS
JOTIOJIHUTENIBHBIX 3aBOK M O BO3MOYKHOCTH MX MPEICTABICHUS HE IO3QHEE
10 anpens ykazanHoro ¢uHancoBoro roja B denepanbHbIil HEHTD.

denepasibHBIN 1IeHTp HE no3aHee 20 ampens yka3aHHOTO (PUHAHCOBOTO
rojla pacCMaTpuBaeT 3asBKH, YKa3aHHbIE B ab3ale MepBOM HACTOALIEIO MYHKTA,
KOPPEKTHpPYeT 3TH 3asiBKU (IIpU HEOOXOJUMOCTH), COTJACOBBIBACT HUX
C UCTIOJTHUTEILHBIMEU OpraHaMu CcyOBnekToB Poccuiickoit denepanuu B cdepe
OXpaHBbI 3I0POBbS U HANPABIISET B KOMUCCHIO.

PaccMmoTpenue 3asBOK, yKa3aHHBIX B a03ale MepBOM HACTOSIIETO MyHKTA,
YTBEPIKICHHE 00BEMOB ITOCTAaBOK JIEKAPCTBEHHBIX IIPENapaToB
U npecTaBienne B OepepanbHBIN HEHTP CBEICHUI 00 yTBEPKIACHHBIX 00BeMax
ITOCTABOK JIEKAPCTBEHHBIX IIPENAPATOB OCYILECTBIIIOTCS KOMUCCHEN B TEUCHHUE
10 kanengapHBIX JHEW CO JOHS MPEACTABICHMS TaKuX 3as1BOK dDenepanbHbIM
LIEHTPOM.

CBenmenusi 00  YTBEpP)KIEHHBIX KOMHCCHEW oOBeMax  IMOCTaBOK
JEKapCTBEHHBIX  IpernapaTtoB  HanpaBisaoTcsa  DenepanbHbIM  LEHTPOM
WCIIOJIHATENILHEIM opraHam cyOwnekToB Poccuiickoit ®eneparuu B chepe
OXpaHbI 37I0pOBbsl B TeueHUE 3 pabouuxX JHEW CO JIHS MOCTYIUICHUS CBEIICHUI
OT KOMHUCCHH.

3aKyIlKa JIEKapCTBEHHBIX IPENapaToB M HX Iepelada OCYIIECTBIISIOTCS
B cooTBeTCcTBUU ¢ MyHKTamu 10 - 14 mactosmux [Ipasui.



16. B cnydae BKIIOYEHHsI JIEKAPCTBEHHOI'O IIpenapara B IIEPEYCHb
JIEKapCTBEHHBIX IIPENapaToB, yKa3aHHbIM B NyHKTe 1 Hactosmmx Ilpaswi,
He mo3nHee 1 mMas (UHAHCOBOTO T0/a, TMOTPEOHOCTH B  JIEKAPCTBEHHBIX
mpermapaTax Ha KOTOPBIM oOecmednMBaiach TOCPEACTBOM  OCYIIECTBIICHUS
3aKyIIOK, YKa3aHHbIX B nyHKTe 10 Hactosmmx [IpaBun, B CBS3M ¢ M3MEHEHUEM
CXEM JIeYeHUs OOJBHBIX MCIOJHUTEIbHBIE OpraHbl CcyObeKTOB Poccuiickoit
®denepanuu B cepe oxpaHbl 3T0POBBS BIIpaBe MPEACTaBUTh B DenepanbHbIi
HeHTp He mo3nHee 20 Mast yKa3aHHOTO (PMHAHCOBOTO TOJa 3aIBKH B OTHOIICHUU
TaKOT0 JIEKAPCTBEHHOTO Iperapara.

®enepanpHblil IeHTp He mo3aHee 30 Mas yka3aHHOTO (PMHAHCOBOTO TOfa
paccMaTpuBaeT 3asBKH, yKa3aHHble B a03alle MEpBOM HACTOSLIErO IYyHKTA,
KOPPEKTHpPYeT 3TH 3asiBKU (IIpU HEOOXOJUMOCTH), COTJACOBBIBACT HUX
C UCTIOJTHUTEILHBIMEU OpraHaMu CcyOBnekToB Poccuiickoit denepanuu B cdepe
OXpaHBbI 3I0POBbS U HANPABIISET B KOMUCCHIO.

PaccMmoTpenue 3asBOK, yKa3aHHBIX B a03ale MepBOM HACTOSIIETO MyHKTA,
YTBEPIKICHHE 00BEMOB ITOCTAaBOK JIEKAPCTBEHHBIX IIPENapaToB
u npeacTaBienne B eaepaibHbIN HEHTP CBeeHUH 00 YTBEPKIACHHBIX 00BeMax
ITOCTABOK JIEKAPCTBEHHBIX IIPENAPATOB OCYILECTBIIIOTCS KOMUCCHEN B TEUCHHUE
10 kanenmapHBIX AHEH CO IHSA IPEICTABICHUSA TakuX 3asiBOK dDenepanbHbIM
LIEHTPOM.

CBenmenusi 00  YTBEpP)KIEHHBIX KOMHCCHEW oOBeMax  IMOCTaBOK
JEKapCTBEHHBIX  IpernapaTtoB  HanpaBisaoTcsa  DenepanbHbIM  LEHTPOM
B WCIIOJIHUTEIbHBIE OpraHbl CcyObekToB Poccmiickoit demeparmuu B chepe
OXpaHbI 37I0pOBbsl B TeueHUE 3 pabouuxX JHEW CO JIHS MOCTYIUICHUS CBEIICHUI
OT KOMHUCCHH.

3aKyIlKa JIEKapCTBEHHBIX IPENapaToB M HX Iepelada OCYIIECTBIISIOTCS
B cooTBeTCcTBUU ¢ MyHKTamu 10 - 14 mactosmux [Ipasui.

17. ®enepanbHbli  LEHTP B YCTAHOBJIEHHOM  MUHUCTEPCTBOM
3apaBooxpaHeHus  Poccuiickoit  @exepauri TOPSAKE  OCYLIECTBIISIET
MOHHTOPHUHT JBIDKEHHS M YydeTa JICKapCTBEHHBIX IPEmapaToB B CyOBEKTax
Poccuniickonn ®denepanuu, TOBOAUT 10 CBEAEHUS YNOJHOMOYEHHBIX OPraHOB
IIOJIyYEHHBIE TI0 PE3yJbTaTaM MOHWUTOPHUHIA JAHHBIE, B TOM YHCJIE CBEICHUS
O HOMEHKJAType, KOJWUYECTBE M CTOMMOCTH JIEKapCTBEHHBIX INPENapaTos,
00 OTCYTCTBHH MOTPEOHOCTH B OTICNIBHBIX JIEKAPCTBEHHBIX IMpemapaTax Juoo
O TIOSIBJIEHUM JOIOJIHUTEIBHOW MOTPEOHOCTU B JIEKAPCTBEHHBIX Mpernaparax
B CBSI3M C W3MEHEHHEM B cyObekTte Poccwiickoit denepanmuu 4HCIEHHOCTH
OONBbHBIX, U3MEHCHUSMH B HA3HAUCHHUAX JICUAIIMMU BpadaMH JIEKapCTBEHHBIX



MpenapaToB OOJBHBIM MU COTJIACOBBIBAET IEpPEpACHPECICHUE JEKAPCTBEHHBIX
npemnapaToB Mexy cyobektamu Poccutickoit deneparmm.

18. Ilepeqaua  nmeKapCTBEHHBIX  MpEMapaToB  OAHUM  CyOBEKTOM
Poccwmiickoit ®denepanmu B COOCTBEHHOCTHh APYTroro cyowbekra Poccuiickoit
@enepanuy  OCYWIECTBISETCS HA OCHOBAHMM  aKTa IpHEMa-Nepeladu.
@enepanbHBI LEHTP YBEAOMIIAETCS O Iepeade JICKapCTBEHHBIX IPENapaToB
B TeueHHe |0 KaJIeHIApHBIX JHEN NOCJE MOANHUCAHUSA aKTa IpUEMa-Tieperadn
YIOJIHOMOYEHHBIMU OpTraHaMHU.

19. B ciiyuae BbisiBiieHHd B cyObekTax Poccuiickoil @enepannn oCTaTKOB
JICKapCTBEHHBIX MPEapaToB, 00ECIEUYNBAIOIINX TOTPEOHOCTh B HUX MEHEE YeM
Ha 60 kanenmapHelx JHeW, DenepasbHBIA LEHTP MNPUHAMAET MEPHI
[0  OCYIIECTBICHHUIO IIEPBOOYEPEAHOM ITOCTAaBKM MM  JIEKaPCTBEHHBIX
IpenapaToB MyTeM HH()OPMHUPOBAHUS COOTBETCTBYIOIIUX MMOCTABIIIUKOB.

B cnydae BblsBiieHHS B cyObekTrax Poccuiickoit denepanny OCTaTKOB
JICKapCTBEHHBIX MPEapaToB, 00ECIEUYNBAIOIINX TOTPEOHOCTh B HUX MEHEE YeM
Ha 30 kaneHmapHblX JHed U Oosiee yeM Ha 120 KaJleHOAapHBIX [JHEH,
@denepanbHbli LEHTP YBEAOMIISIET UCIHOJHUTEIBHBIE OpraHbl CyOBEKTOB
Poccuiickoit ®enepaniuu B chepe oxpaHbl 370pOBbS O HEOOXOAUMOCTH
repepacIpeeeHus JEKAPCTBEHHBIX MPENapaToB.

VY1oJIHOMOYEHHbIE OpraHbl B TeUYeHHEe 7 pabouyux ITHEH C MOMEHTa
ITOJTyYEHHS YBEJOMIIEHUS OCYIIECTBIISAIOT MOATOTOBKY aKTa IpUEMa-TIepeIavun.

20. ®unaHcoBoe  oOecrmeueHWe  3aTpaT  Ha  TPAHCIOPTHUPOBKY
JIEKapCTBEHHBIX TMPENApATOB, YKa3aHHBIX B NyHKTax 18 um 19 Hacrosmmx
IIpaBwiI, oOCymecTBII€TCS 3a CYET CPEACTB YIIOJHOMOYEHHBIX OPraHOB,
KOTOPBIM IEPEAAIOTCS JIEKAPCTBEHHBIE MTPENIAPATHI.

21. B cnydae ¢GopMUpOBaHHS OCTAaTKOB JIEKAPCTBEHHBIX IPENaparos,
MPEBBIMIAOIINX TOTPEOHOCTh B HUX, I OOecrnedeHusi OOJbHBIX B BO3PACTE
no 18 mer mmbo ot 18 nmer w crapuie A0 O4YEpPEAHOM  IMOCTAaBKHU
COOTBETCTBYIOILIETO JIEKAPCTBEHHOI'O Ipenapara B COOTBETCTBUU C YCJIOBUAMMU
rOCyJapCTBEHHBIX KOHTPAKTOB, 3aKIIOYEHHBIX DenepanbHbIM  LIEHTPOM,
OpraHu3alys-1I01y4YaTelb BIPAaBE HCIIOJIb30BaTh JIEKAPCTBEHHBIE IIpENaparsl,
MpUOOpPETEHHBIE 3a CYET MCTOYHMKA (DMHAHCHPOBAHUS, YKa3aHHOTO B ab3are
nepBoM NyHKTa 2 Hactosmux [lpaBwi, B mensix oOecnedeHus MMHU OOJIbHBIX
B BO3pacTe J0 18er, wiM HCNoiab30BaTh JIEKAPCTBEHHBIE IIpENaparsl,
MpUOOpPETEHHBIE 3a CYET MCTOYHWKA (DMHAHCHPOBAHUS, YKa3aHHOTO B ab3are
BTOpPOM IyHKTa 2 Hactosumx [lpaBui, B nemsix obGecredyeHuss UMH OOJIbHBIX
B Bo3pacte 18 ner u crapuie.
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[lepepacnpenenenre IeKapCTBEHHBIX MpENapaTroB, yKa3aHHOE B ad3arie
MIEPBOM HACTOSIIIETO ITYHKTA, OCYUIECTBIISIETCS IPHU YCIOBUU TMOCIETYIOIIETO
BO3MEILIECHHUS B TEKYILEM (rHaHCOBOM rojy COOTBETCTBYIOILIETO
JEKapCTBEHHOTO TMpemnapaTta B JKBUBAJCHTHBIX JIEKAPCTBEHHBIX (Qopmax,
J03UPOBKax, (pacoBKax MCIOJIb30BAHHBIX JIEKAPCTBEHHBIX IIPENApaTOB.

22. @enepanpHbId LEHTP €XEKBapTanbHO, 10 10-ro umcna Mecsna,
CIIEYIOIIErO 32 OTUYETHBIM KBapTalIOM, MpecTaBisieT B DenepalbHyo CIyx 0y
Mo Haa30py B cdepe 3ApaBOOXPAHEHUS B IENAX OCYIIECTBICHUS KOHTPOIS
3a IIEJIEBBIM MCIOJIb30BAaHUEM JIEKAPCTBEHHBIX INPENaparoB, a TaKke
B MunucrepctBO 3apaBooxpaHeHuss Poccuiickonn ®enepanuu  CBEICHUS
0 Tepefave JEKApCTBEHHBIX MpenapaTtoB cyOwnekTy Poccuiickoit ®denepanuu
U O COTJIACOBAHHBIX MepepacnpeieNieHUsIX JEKapCTBEHHBIX MPENapaToB MEXy
cyonextamu Poccuiickoit denepamnmu.

23.B wmensx obecrneueHusi OONBHBIX JIEKAPCTBEHHBIMHU IpemapaTaMu
B TMOpAJIKE, YCTAaHOBIIEHHOM 3aKOHOJATebCTBOM Poccuiickonn @Penepamuu,
OCYULIECTBJISIETCS HAa3HAUEHUE JIEKApPCTBEHHBIX MpEnapaToB, o(OpMIIEHHUE
pELEenTOB Ha JIEKapCTBEHHBIE MTpenapaTsl U UX OTIYCK.

24. Tlpu Ha3zHayeHWH OOJHLHOMY JICKAPCTBEHHBIX MpPEMapaToB JICHAITU
Bpad MH(OPMHUPYET €ro O BO3MOXHOCTH TOJYYEHHS] UM COOTBETCTBYIOIIUX
JEKapCTBEHHBIX TpernaparoB 0e3 B3MMaHMA IUIATBl B COOTBETCTBUU
¢ 3aKoHOIATeNbCTBOM Poccuniickon denepanun.

25. B memsix TUHAMHYECKOTO HaOIOEeHUs 3a OONBHBIM W COOJIOICHUS
MEPUOIUYHOCTH MOCEUIEHUSI UM MEIMLIMHCKOW OpPraHu3aluy JeYalluM BpavyoM
WM BpayeOHOM KOMHUCCHEW MEIMIIMHCKOW OpraHu3aiuu  ONpeeseTcs
KOJIMYECTBO JIEKAPCTBEHHOTO TIpernapara, KOTOPOE YKa3bIBAETCS B peLenTe
Ha JICKapCTBEHHBIM Mpenapar B COOTBETCTBHUM C PEKOMEHIOBAHHOW CpeIHEHN
CYTOYHOM M KypCOBOM J030M U CPOKOM, HA3HAUYECHHBIM JIJI5I TIOCEIICHNUS.

26. MeaumuHCKasi OpraHW3anus TPEIOCTaBIsET OOJBHOMY WM €ro
3aKOHHOMY TPEICTABUTEN0 HHPOPMAIIO0 00 OpraHU3aIisIX, pacioI0KEHHBIX
B I'PaHMLaX MYHULHNAIBHOTO 00pa3oBaHUsA MO MECTY JKUTEIbCTBA WJIM MECTY
npeObIBaHus (B cCllydae €CiIM CpOK MpeObIBaHUS MPEBBIIAET 6 MECSIEB)
OOMBHOTO ¥  OCYHICCTBISAIOMIMX  OTIYCK JIGKAPCTBEHHBIX TMPEMaparos,
Ha3HAYEHHBIX JICYAIIUM BpadyoM, TpaxkaaHam, UMEIOLIUM IIpaBo Ha o0ecrieueHue
JIEKapCTBEHHBIMU IIpenapaTamMu, OTIYCKaeMbIMH OECIUIaTHO, 3a CYET CPEACTB
OTO/DKETHBIX aCCUTHOBAHHM (efepalbHOTO OFO/KETa U OIOIKETOB CyOBEKTOB
Poccuiickon @enepanumu.

27. HazHaueHue JeKapCTBEHHBIX MPENapaToB 00JILHOMY OCYIIECTBISETCS
MOoCJIe BKJIFOUEHMSI €r0 B PErHoHaibHBIM cermeHT denepanbHOro perucrpa.
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OTnyck  JIGKapCTBEHHBIX  MpernapaToB  OOJNbHOMY, €ro  3aKOHHOMY
MPEACTABUTENIO WM JIMILY, YIOJIHOMOYEHHOMY OOJIbHBIM WM €TI0 3aKOHHBIM
MIPEJICTABUTENIEM Ha IMOJIYYEHUE JIEKAPCTBEHHBIX MPENapaToB, OCYIIECTBISETCS
B COOTBETCTBUU C MOPSAKOM, YCTAHOBJIEHHBIM B COOTBETCTBUU CO CTaThel 55
denepanpHOTO 3aKk0HA "O0 00paIeHnn JTEKapCTBEHHBIX CPEACTB".

28. Opranuzaius o0ecrieueHus JeKapCTBEHHBIMH MpernaparaMu OOMbHBIX,
MPOKMBAIOIINX B CTAlMOHAPHBIX OPraHM3alUsAX COLMAIBHOIO OOCTY>KMBaHUS
WM  OTOBIBAIONIMX  HaKa3aHWe, CBA3aHHOE C JIMIICHUEM  CBOOOJFI,
OCYUIECTBIISIETCS COOTBETCTBYIOIIEH OpraHu3anuei.

29. B cnyudae Bble3ia OOJIBHOTO 3a MpENeNbl TEPPUTOPHHM CyOBEKTa
Poccuiickont ®@enepannu, B KOTOPOM OH MPOXKUBAET, HA TEPPUTOPHUIO IPYrOTO
cyowekta Poccuiickoit denmeparuu Ha CpOK, HE TMPEBBINIAONINN 6 MECSIICB,
TakoMy OONBPHOMY WCHOJHHUTENBHBIM OpraHoM cyoOwekTta Poccuiickoif
Qenepaunn B cepe oXpaHbl 3A0pPOBbS  OpPraHU3YyeTCS Ha3HAUYCHHE
JIEKapCTBEHHBIX INIPEMapaToB Ha CPOK IpUEMa, PaBHBI CPOKY €ro Bbl€3la
3a mpenensl Tepputopun cyonekrta Poccuiickoit denepanuu, b0 ¢ ydeTom
CPOKOB TOJHOCTM MMEIOLIMXCS OCTAaTKOB JIEKAPCTBEHHBIX IpENapaToB
o0ecrnieueHne TaKOTO 00IHHOTO JI€KapCTBEHHBIMU npernapaTaMu
Ha COOTBETCTBYIOIIHMI CPOK.

CBeneHHMsI O KOJMYECTBE JIEKAPCTBEHHBIX IpENapaToB, Ha3HAYEHHBIX
O00TBHOMY WM OTIYIICHHBIX OOJBHOMY, €r0 3aKOHHOMY IMpPEICTaBUTEIIO
WIM JIMLY, YIIOJJHOMOYEHHOMY OOJBHBIM WJIM €r0 3aKOHHBIM IPEACTABUTEIEM
Ha MOJIyYEHHE JIEKapCTBEHHBIX IIPENapaToB, BHOCATCSA B PETMOHAIBHBINA CErMEHT
denepanbHOrO pErucTpa.

30. B cayuyae Bble3ia OOJNBHOTO 3a MpEAeNbl TEPPUTOPUHM CYOBEKTa
Poccuiickont ®@enepannu, B KOTOPOM OH MPOXKUBAET, HA TEPPUTOPHUIO IPYrOTO
cyowekta Poccuiickoit ®emeparii Ha CpOK, MPEBHIMIAONINN 6 MeECSIICB,
WIA B Cllydae M3MEHEHHS MeCTa >KUTEIbCTBA TaKOMY OOJBHOMY Ha3HA4YalOTCs
JIeKapCTBEHHBIE TpemapaThl Ha CPOK IpueMa He Ooyiee OAHOTO MecsAma JIMOo
OpraHU3yeTCsl MCTIOJHUTEIBHBIM OpraHoM cyOwnekTta Poccuiickoit ®Deneparim
B cepe oxpaHbl 3/I0POBhs 00ECHEUECHUE TAKOrO0 OOJILHOTO JIEKAPCTBEHHBIMU
npenapaTaMy Ha CpOK IpreMa He 0ojiee 0OHOTO MecsIia.

CeneHust 0 TaKOM OOJIBHOM MOJIEKAT UCKIFOUEHUIO U3 PETMOHAIBLHOTO
cermenta @enepanpHOoro peructpa cyowekra Poccuiickoit deneparuuy,
C TEpPpPUTOPUU KOTOPOTO BBIE3KACT OONBHOHN, W Tepenade (B TOM dHCIE
C  HCHOJIb30BaHMEM  HWH(OPMAIMOHHO-KOMMYHUKAIIMOHHBIX  TEXHOJOTHUI)
UCTIONTHUTENbHOMY oprany cyonekTa Poccuiickoit denepaiuu B cepe oxXpaHbl
3IOPOBBS, HA TEPPUTOPUIO KOTOPOTO BBHEXad OONBHOW, OIS BKIOUCHUS
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B pEruoHalbHBI cermMeHT DenepaibHOTO pPETHCTpa 3TOr0  CyOBEKTa
Poccuiickon ®@enepanumu.

JlaToii BKJIIOYEHHS CBEACHWNH O OONBHOM B PETHOHANBHBIM CETMEHT
®denepanbHOro peructpa cyorekroM Poccuiickoin denepainiv, Ha TEPPUTOPHUIO
KOTOpPOT'0 BbeXajl OOJBbHOM, SBISAETCA JI€Hb, CACAYIOIIHMMA 33 JTHEM HUCKIHOYEHUS
CBEIEHUH O HEM U3 pPETMOHAIBHOrOo cerMeHta deaepalbHOIO PperucTpa
cyonrexTom Poccuiickoit deaepatinu, ¢ TEPpUTOPUN KOTOPOTO BbIeXal OOTHHOM.

31. UcnomautensHbIN oprad cyonekta Poccmiickoit @enepanuu B chepe
OXpaHbl 3/10POBbS, C TEPPUTOPUU KOTOPOTO BbI€Xaj OOJBHOM, MPEACTaBISAET
(B TOM 4Yuciae C MCHOJB30BaHUEM HWH(OPMAIIMOHHO-KOMMYHHUKAIITMOHHBIX
TEXHOJIOTUI) MO 3ampocy HCHOJHUTENIBHOTO OpraHa cyobekta Poccuiickoi
@enepanin B cdepe OXpaHbl 30pOBbA, Ha TEPPUTOPHUIO KOTOPOTO BBHEXAT
00BHOM, CBEIEHUS O KOJMYECTBE JIEKAPCTBEHHBIX IMPEMapaToB, Ha3HAYECHHBIX
WIM OTIYIIEHHBIX OOJBHOMY, €ro 3aKOHHOMY MPEJICTAaBUTEII0 WU JIUILY,
YIOJTHOMOYEHHOMY OONBHBIM HWJIM €ro 3aKOHHBIM IMPEICTaBUTEIEM Ha
MOJIyYEeHUE JIEKapCTBEHHBIX NIPENapaTroB, B COOTBETCTBUU C IIYHKTOM 26
Hactosiux [IpaBui.".

2.B IlpaBunax Benenuss denepanbHOro perucrpa Jul, OOJbHBIX
reMo(uIneii, MyKOBUCIIHI030M, TUIO(HU3apHBIM HaHU3MOM, Oone3Hbio ['omre,
37I0OKQY€CTBEHHBIMH ~ HOBOOOpa30BaHUSMU  JTUMQOHIHON,  KPOBETBOPHOU
U POJCTBEHHBIX MM TKAaHEW, pacCesHHbBIM CKIEPO30M, TI'€MOJUTUKO-
YPEMUUYECKUM CHUHAPOMOM, FOHOIIECKUM apTPUTOM C CHCTEMHBIM HayajioM,
Mykononucaxapugozom I, II w VI T1unos, ammacThdecko aHemMuen
HEYTOYHEHHOU, HaciencTBeHHbIM nedumuroMm QakropoB Il (pubpunorena),
VII (mabunbnoro), X (Crrwoapra - [Ipayspa), nuil mociie TpaHCIUIAHTAI[UU
OpraHoB U (WJIM) TKaHEH, YTBEPKICHHBIX YKAa3aHHBIM [TOCTAHOBJICHUEM:

a) B moamyHkre "0" myHkTa 2 cioBa "opraHamMu TOCYyJapCTBEHHOMN
BJIACTH" 3aMEHHUTH CIIOBAMH "'MCIIOJIHUTEIBHBIMU OpTaHaMHu '

0) B myHKTE 4:

B a03ame mepBoM ciioBa "Opranbl rocyJapCTBEHHOM BiacTH" 3aMEHHUTH
cnoBaMu "MCIIOTHUTENBHBIE OPTaHbl';

B MPEJIOKEHUU BTOpPOM ab3alia BTOPOrO CJIOBO 'manueHTa" 3aMEHHUTh
cJIoBOM "0ONBLHOTO";

B) B NyHKTe 6 cioBa "opraHel TOCyJapCTBEHHOW BiacTU" 3aMEHHUTH
CJIOBaMU "MCITOJTHUTENBHBIE OPTaHBbI ',

r) B noAnyHkre "c¢" myHkTa 9 cioBa "u MCIIONB30BaHUU" UCKIIOYUTH;
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n)B nyHkrtax 10 m 11 wm mo Tekcry nyHkra 12 cnoBa "opran
rOCy/IapCTBEHHOM BJIACTH' B COOTBETCTBYIOIIUX YHUCIE M MAJEKE 3aMECHUTH
CJIOBaMH '"MCITOJTHUTEIBHBIN OpraH’ B COOTBETCTBYIOLINX YHCIIE U MAJIEKE.




