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006 yreepKaeHuy
IMopsiaka ocyuiecTBIeHHN MOHHTOPHHIA ABH/KEHHS H yUeTa B cyObeKTax
Poccniickoii Peaepaliiy JJeKapcTBEHHLIX NPenapaToB, NpeIHa3HAUYEHHBIX
ans obecnieveHHs JIuIl, DOIBLHBIX remModuIHeH, MYKOBHCIHA030M,
runodgu3apHbIM HAHH3MOM, Oo.1e3HbI0 ['ome, 3;10KaYeCTBEHHBIMH
HOBoOGpa3zoBaHHsIMH JAM(DOHAHOH, KPOBETBOPHOH H PO/JCTBEHHBLIX HM TKaHei,
paccesTHHBIM CKJIEPO30M, FréeMOTHTHKO-YPeMHYECKHM CHHAPOMOM, IOHOIIECKHM
APTPHTOM € CHCTEeMHBLIM Ha4anoM, mykonoaucaxapunoszom I, IT n VI tanos,
JIHL 110¢J1e TPAHCILIAHTANHH 0PranoB H (Win) TKaHeH, Jo0BeJeHH  J0 CBeJeHHH
YIOJIHOMOYEHHbIX OPranoB HCNOJHHTEILHOH BJACTH
cybbexToB Poceniickoii @eaepauny MoJy4eHHbIX M0 pe3yabTaTaM
MOHHTOPHHIA JaHHLIX U COT/IACOBAHUY Nepepacrnpe/le/ieHHd JeKaPCTBeHHBIX
npenapatoB mexkay cyobexktamu Poccuiickoit @enepauun

B coorBerctBuM ¢ nyHktom 15 TIpaBun opramsanHu  obecrie4eHH:
JTEKAPCTBEHHBIMH TIpelapaTaMH JIAL, OONBHEIX TeMOQUINEH, MYKOBHCIHIO30M,
runopusapHeiM HaHH3MoM, Oone3Hbr0 ['owle, 3,0Ka4ecTBEHHBIMM HOBOOOpAa30BaHUAMM
TMMQOHIHOH, KPOBETBOPHOH H PpOJCTBEHHBIX HM TKaHEH, pacCesHHBIM CKIIEpO30M,
reMOTATHKO-YPEMHYECKHM CHHIPOMOM, FOHOIIECKHM apTPHTOM C CHCTEMHEIM HAdaloM,
mykononucaxapugozoMm I, II m VI Tmmos, mui mocie TpaHCIUIAHTAllMH OpraHoB
u (mam) TKaHeH, yTBepKIOeHHBIX mocraHoBieHueM [lpaButenscTBa PoccHiickoi
®enepamuu ot 26 HoAOpa 2018 r. Ne 1416 (CobGpanune 3akoHoaarenbeTBa PoccHHCKOH
DOeneparnuu, 2018, No 49, ct. 7620), npH K a3 bI B a 10!

1. VrBepaure npunaraemsiii [lopsigox ocyuiecTB/ieHHs MOHHUTOPHHTA JBHXEHMS
H ydera B cyOwbekrax Poccmiickoifi @eagepauHyd JI€KapCTBEHHBIX NpPenapaTos,
npeJHa3HAYeHHBIX s obecnedeHus null, OONBHBIX reMOMHIHEH, MYKOBHCIIHIO30M,
rurno¢u3apHsIM HaHH3MOM, Oone3Hp0 ['ome, 3J0KaYeCTBEHHBIMH HOBOODDA30BAHWUAMH
muMGOUIHON, KPOBETBODHOM HW PpOJCTBEHHBIX WM TKaHeH, PAcCesHHBIM CKJIEpPO30M,
reMOIHTHKO-YPEMHYECKHM CHHIPOMOM, FOHOIIECKHM apTPHTOM ¢ CHCTEMHEIM HA4ajioMm,
mykononucaxapumoszom [, II m VI Tunmos, nui mnocie TpaHCIUIAHTAIIHH OPraHoOB
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n (uaH) TKaHell, AOBeJEHHS [0 CBEACHMS YIIOJIHOMOYEHHEIX OPraHOB MCIOJTHHTEIBHOM
BacTH cyonexros Poccuiickoit @enepaliy MOMYHYeHHBIX N0 pe3y/bTaTaM MOHHTOPHHIA
JaHHBIX ¥ COIJIACOBAHHUA Iepepacrpe/elieHus JIeKapCTBCHHBIX [PenapaToB MEXIy
cyObextamu Poccuiickoit @enepauun.

2. Tlpu3HaTs yYTpaTHBIIMM CHIy Inpukas MHEHHCTEPCTBA 3/paBOOXpaHEHHS
Poccuiickoii ®enepauun ot 21 gexadps 2016 r. Ne 983u «O6 yreepxnennu Ilopsaka
OCYILECTB/IEHHS MOHHUTOPHHIA JABHXEHHA B ydyeTa B cybwextax Poccmiickoit Menepanuu
NEKAPCTBEHHBIX [pellapaTtoB, NpeAHa3Ha4YeHHBIX /Ui obecredeHus Jdll, OOJBHBIX
remobunmel, MYKOBHCIHAO030M, THrodu3apHEIM HagH3MoM, Oonesmsio  ['ome,
3/I0KaYeCTBEHHBIME HOBOOOpPa30BaHUAMH JAM(ONIHON, KPOBETBOPHOH M POACTBEHHBIX
HM TkaHeil, paccesHHBIM CKJIEpO30M, JIHI[ IIOCII€ TPAHCIUIAHTALMH OpraHoB
U (unu) TKaHed, MOBEJCHHS A0 CBEACHUS YIMOTHOMOYEHHEIX OpPTaHOB HCIIONHHTEILHOH
BiacTu cyOpekToB Poccuiickoil Peaepalliu NOMy4eHHBIX N0 pe3yisTaTaM MOHHTOpPHHTA
NMaHHBIX H COTJIaCOBAHHA 3ai4BOK YIOJHOMOYEHHBIX OPraHOB HCHOJHHTE/IBHOH BIACTH
cybbextoB Poccuiickoii @eaepanuy o nepepacripefieIeHHH JIEKapCTBEHHBIX MPenaparoB
mexay cyOeexramu Poccuiickoit ®egepanum» (3aperucTpuUpoBaH MHHHCTEPCTBOM
iocTHIMK Pocceniickoit ®enepaniu 21 anpens 2017 r., perucrpaunosssiii Ne 46458).

Munuctp B.H. Cxsopuosa



VTBEPXIEH

MpuKa3zoM MUHHCTepCTBA 3/1paBOOXpAHEHHS
Poccuiickoi @enepanuu

or« {4 > el sgpma 20191 Ne (38

IHopanox
OCYNIeCTB/JICHHS MOHHTOPHHIA IBH/KeHUSA M yHeTa
B cyObekTax Poccuiickoil Meaepanuu jjeKapecrBeHHBIX NpenaparTos,
npeaHasHAYeHHbIX /I8 ofecnedenns JuLl, 60/1bHBIX reModuIHeH,
MYKOBHCIH/I030M, THNIO(QH3APHLIM HAHH3MOM, Oos1esHbI0 ['owe,
3JI0KAYeCTBEHHBIMH HOBOOGpA30OBAHHSIMA JTHMGOHIHOI, KPOBETBOPHO
H POJCTBEHHBLIX HM TKaHeH, PACCEAHHBIM CKJIEPO30M, FeMOJHTHKO-YPEeMH IECKAM
CHHAPOMOM, IOHOIIECKHM APTPHTOM € CHCTEMHBIM HA4aJI0M,
ymykonoancaxapuaoszom L, II u VI tanos, nun nocsie TpaHcnIaHTANHH OPraHoB
H (AJTH) TKaHel, J0Be[JeHHs A0 CBeJeHHs YIIOJJHOMOYEeHHbIX OPraHoB
HCMOJHHTENbHOM BJacTH cy0obexkToB Poccuiickoii Peaepaunu moiy4eHHbIX
Mo pe3yAbTATAM MOHHTOPHHIA TAHHBIX H COTIJIACOBAHHSA Nepepacnpeae/ieHus
JIeKapCTBEHHbIX NpenapaToB Mexkay cyonektamu Poceniickoii ®enepanuu

1. Hactosmuit TMopsinok peryiaHpyeT BONpOCH ocyluecTBaeHHa MuHHCTEpCTBOM
3npaBooxpaHeHus Poccuiickoit @eneparmn (nanee — MHHHCTEPCTRO):

a) MOHUTOPWHTa JBIXKCHUS W ydera B cyOwekrax Poccuiickoii Pexepauuu
EKAPCTBEHHBIX MPENApaToB, NpeIHA3HAYCHHRIX /U obecriedeHHs KL, OOJNLHBIX
reMouiIHel, MYKOBHCHHMAO30M, THUNO(GH3ApHBIM HaHW3MoOM, Oonesnsio [ome,
3JI0Ka4eCTBEHHBIMH HOBOOOpa30BaHNIMH JTUMGOUIHON, KDOBETBOPHOU M POJCTBEHHBIX
MM TKaHell, pacCesHHBIM CKJIEpPO30M, T'E€MOIHTHKO-YPEMHUYECKHM CHHAPOMOM,
IOHOIIECKHM  apTPHTOM C  CHCTEMHBIM  HA4YaloM,  MYKOIIOJIMCaXapuao30M
[, I m VI THnos, JIHI TOCAe TPaHCIUIAHTALlMM OPraHoB M (HMIH) TKaHeH
(manee COOTBETCTBEHHO — JIEKAPCTBEHHEIE MPeNapaTsl, 601LHEIE, MOHHTOPHHT);

©) JoBefleHUsl 1O CBeleHHs OPraHOB HCIOJHHTENEHOH BJIAacTH CyOBEKTOB
Poccuiickoit @epieparuu, OnpeleleHHbIX BBICHIHM JODKHOCTHBIM JIHLIOM cyOBexTa
Poccmiickoit @eaepaiyn  (PYKOBOAUTENEM BBICIIEr0 HCIOJHHTEIBHOIO OpraHa
rocyapCTBEHHOH BJTACTH cybsexTa PoccuiickoH DenepaliHu)
(manee — YIOJHOMOYEHHBIE OPraHbI), MOIYYEHHBIX IO pe3ylbTataM MOHHTOPHHTA
[NAHHbIX, B TOM 4YHCIE€ CBeJeHMII O HOMEHKJIAType, KOJHMYeCTBE H CTOMMOCTH
JIeKapCTBEHHBIX  INpenaparoB, 00 OTCyTCTBUM NOTpeOHOCTH B OTAENBHBIX
JIEKAPCTBEHHLIX Tpenaparax Jiub0 O M[OSABICHHH [ONOJHHUTENBHOH MNOTPEOHOCTH
B JIEKapCTBEHHBIX TIpermapataXx B CBA3H C H3MeHeHHeM B cyObexre Poccuiickoi
Depepalli IHCICHHOCTH OONBHEIX, M3MEHEHHAMH B HA3HAYEHHSX MEIHLHHCKUMH
pabOTHHKAMH JIEeKAPCTBEHHBIX MpenapaTos OONEHEIM;

B) COTJIaCOBAHHA pepacmpefefieHns JIEeKapCTBEHHBIX  MPENapaToB  Mexay
cy6pextamn Poccuiickoit Mezeparuy.

2. OpraHu3alHOHHO-TEXHHYECKOE CONPOBOXKACHAE OCYIIECTRISHHA MOHHTCPHHTA
oOecnieuuBaercs JlenapraMeHTOM JIEKAPCFBEHHOIo obecnedeHHs W peryTMpOBaHAA
ofpaleHHa MeIHIHHCKHX H3aenuii MunucTepersa (Jaiee — JlenapraMmeHt).
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3. MoHUTOPUHT oOCYIIeCTBAAETCA B OTHOMEHWH JEKapCTBeHHBIX Mpernaparos,
3aKyrUieHHBIX MUHHCTEPCTBOM W TIepeJaHHEIX B  CODCTBEHHOCTH CYOBEKTOB
Poccmiickoit @epepanMu B COOTBEICTBHM ¢ [ocTaHoBineHumeM [IpaBurenscTBa
Poccniickoit ®@enepannmn ot 26 Hoadpsa 2018 r. Ne 1416 «O mopsake oprasusamuu
obecrieyeHMs: JEKAPCTBEHHBIMH  [penapaTtaMd  JiML, OoNpHBIX remoduiIHeil,
MYKOBHCLHZ030M, I'MIOQH3apHBIM HaHW3MOM, OosiezHbio T'omre, 3/10KadecTBEHHBIMH
HOBOOOpa3zoBaHUAMH JUMGOHNHON, KpPOBETBOPHOM M PpOACTBEHHBIX HM TKaHeli,
PacCedHHBEIM  CKJIEPO30M, [EeMOJHTHKO-YPEMHYECKHM CHHIDOMOM, HOHOIIECKHM
apTPHTOM C CHCTEMHBIM HadanoM, MykononucaxapunosoMm I, I u VI tunos, mn nocie
TpaHCIUIAHTAIlHA OpraHoB H (WIH) TKaHeH, a TakKe O MPH3HAHHH YTPAaTHBIIHMH CHITY
HekoTOopeIX  akToB  [IpaBurenscrBa  Poccmiickoii  @enepanuu»  (Cobpanne
3akoHoaarenscTBa Poccuiickoii Menepamuu, 2018, Ne 49, cr. 7620).

4. YnonHoMo4YeHHbIe OpraHbl He NO3[HEe 5 YHC/la KaKAOr0 Mecsla HalmpaBlIsioT
no onpeaencHHoMy [JlemapraMeHTIOM afpecy 3J€KTPOHHOHW TMOYTHl CHEAYHOIIHe
CBEJIleHWA O JIEKapCTBEHHBIX I[penaparax (pekoMenjayeMmeli oOpasel npuseneH
B npunoxeHdd Ne 1l kx Hacrosmemy Ilopsiaky): MexayHapojJHOe HENAaTEHTOBaHHOE
HaUMEHOBaHHe, JeKapcTBeHHas (opma, HO3MPOBKA, KOJIMYECTBO /03 B YIIAKOBKE,
TOProBoe HaHMEHOBAaHHE, CepHA, JaTa OKOHYAHHs CPOKA TOJHOCTH, LIeHa 33 €JHHHILY
TOBapa B COOTBETCTBHH C IOCYJapCTBEHHBIM KOHTPAaKTOM Ha TIOCTABKY JIEKAPCTBEHHOTO
npernapaTta, KOJHYECTBO YNAKOBOK JIEKAapCTBEHHOIO IIperiapara Ha HaTy IIOCTaBKH
opraHu3alMH-TIoNydaTtemo B cyobekte Poccuiickoift  Penepalyd,  OCTATOK
JeKapCTBEHHOTO Tiperaparta B cyobexte Poceuiickoit Penepaluy Ha 1 YHCIO0 OTYETHOTO
neproa.

5. OtBercTtBeHHOoe  nuuo  JlemaprameHTta — OCYHIECTBISAEGT  pacCMOTpEHHeE
H o0oOmeHHe  NpeNCTABIEHHBIX  YIOJHOMOYEHHBIMHM  OpraHaMd  CBEJEeHMH
O JIEKapCTBEHHBIX Iperaparax ¥ He nosgHee 20 uymcia KaXxgoro Mecsua JIOBOAHT
JIO CBEJIeHHs YIIOJIHOMOYEHHBIX OPraHOB I10JYY€HHBIE [10 Pe3yJbTaraM MOHHTOPUHIA
JaHHEIE O JIEKapCTBEHHBIX IIperaparax.

6. YIoJaHOMOUYEHHBEIE OPraHbl PacCMAaTPHUBAIOT Ipe[CTaBleHHbIE JlemapramMeHToM
oGo0IeHHbIe MaHHBIE O /IeKApCTBEHHBLIX IIpenaparax W IOpH HAIHYMH [0TpeGHOCTH
B OTJeNbHBIX JIEKAPCTBEHHBIX Mperaparax HampaBisiioT B JlemapTaMeHT B (opme
3MEKTPOHHOTO JOKYMEHTa M (HJIH) 3NEeKTpOHHOTO o0pa3’a NOKyMeHTa H Ha OyMaKHOM
HocuTene (B Tpex OSK3EMIIApax) Ha pacCMOTpeHMe H COIJIACOBaHHE 3adBKY
0  TIlepepacnpefielleHHMH  JIEKapCTBEHHBIX  [permaparoB  (mazee  —  3asBKa)
(pexomenmyemsiii obpasen npyBeeH B mpunokernn Ne 2 k HactosmeMy ITopanxy).

7. PaccMoTpeHHe 3adBKH OCYHIECTBASAETCA ITYTEM COIMOCTaBICHHA 3adB/IECHHOIO
KOJIMYECTBa JIEKAPCTBEHHOTO Ipernapata C TOJYYeHHBIMH [0  Pe3ylbTaraMm
MOHHTODHHTA [AHHBIMH YTIOJTHOMOYESHHOrO OpraHa, MEpe/lalolero JeKapCTBEeHHBIH
npernapar, NOATBEPXIAIIIMMH OTCYTCTBHE TIOTPEDHOCTH B MepepachpeneiseMoM
JIeKapcTBEHHOM TIperapate. lIpHHATHE peIICHAs O COINIACOBAHWH 3asBKH MO0
ee OTKJIOHEHHH ocyllecTsisercs JlemapramMeHToM B TedeHue 3 paboumx AHEH co JHA
noctyiuieHus B MUHUCTEPCTBO 3asiBKH B 3/1EKTPOHHOMH dopme.

8. OcHoBaHMeM ISl OTKJIOHEHHS 3asBKH SBIASTCA YCTAHOBJIEHHE IO Pe3ynbTaraM
[IPOBEAEHHOr0 MOHHTOPHHIA OTCYTCTBUS IIOTPEOHOCTH B 3asSBICHHBIX JIEKADCTBEHHBIX
npernaparax.

9.B ciayuae yka3zaHUs B 3aiBKe JIEKapCTBEHHOrO I[Ipernapara B KOJIH4YECTBe,
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HEé COOTBETCTBYIOIEM AaKTYATH3HPOBAHHBIM CBEISHHAM YNOTHOMOYEHHOIO OpraHa,
NIepealoLIEro JEKapCTBEHHBIH Ipemapar, 3asBKa I[IOJUIEKHT KOPPEKTHPOBKE
OTBETCTBEHHBIM JHIOM JlernapraMenTa B CTOPOHY YMEHBIUEHHS H IIOCIeAYIoLeMy
COrjlaCoBaHHHO.

10. CornacoBannas nupexropoM /lemaprameHTa 100 JHIIOM, €ro 3aMellalONIHM,
3adBKd HaNpasIsaCTCad B YIIOJIHOMOYCHHBIC OpraHbl Ha 6YM3)KHOM HOCHTEJIC
H B 2JIeKTpOHHOH dopme.

B cmywae npunsTis penienus o6 oTkaze B cOTNacoBaHWHM 3adBKH JlemapTaMeHT
HampaBisAeT Ha OyMaKHOM HOCHTENE M B 3NEKTPOHHOH (opMe B YTIOTHOMOYEHHBIH
OpradH MOTHBHDOBAHHO€ NHCBEMO C YKA3dHHEM IIpDHYHH 0OTKasa.



ITpunoxenne Ne 1
K [Topsaky ocylecTBIeHHss MOHHTOPHHTA JIBHIKEHUSA H yyeTa B cyObexTax
Poccuiickoii Meepaiiny JeKapcTBEHHBIX MPerapaToB, NpeIHa3HAYEHHBIX
nng obecrievyenus JuLl, CONLHEIX remounueii, MyKOBUCIIMAO30M, THIO(H3APHBIM HAHH3MOM,
Gonesnsto ['ome, 3nMoKavecTBEHHBIMH HOBOOOpa3oBaHUAMH JTHMGOH/THOH, KPOBETBOPHOIH
M POCTBEHHBIX M TKaHEH, paccessHHBIM CKJIEPO30M, TeMOJIMTHKO-YPEMHYECKUM
CHHPOMOM, IOHOLIECKHM APTPHTOM C CHCTEMHBEIM Ha4ajloM, MYKONOJIHCAXAPHI030M
I, I u VI THIIOB, JTMI] TIOCTe TPAHCIUIAHTAIHK OPraHoB M (WIIH) TKaHe#H, JI0BeIeHAs
0 CBEJICHUS YIIOIHOMOYEHHBIX OPraHOB UCIIOITHUTETBHOM BIAcTH CyOBEKTOB
Poccuiickoit @enepauny noaydeHHBIX 110 pe3yJibTaTaM MOHHTOPHHIA JaHHbIX
H COTJIACOBAHMA Nepepacrpe/ieNeH s JeKapeTBEHHEIX MPEenapaToB Mex Iy cyOneKTaMu
Poccuiickon @enepaiiuu, yTBEPKAEHHOMY NTPUKA30M
Munuctepcrsa 3paBooxpanenus Poccuiickoil ®enepanum
or ﬁ@@ﬂ@g@_ 2019r. Ne b 45w

Pexomenjiyemblii 0Opaserr

Ceenenus

0 JIEKAPCTBEHHBIX NPeNapaTax, npeHasHaveHnbIX s obecnevenus auu,
60ALHBIX reModuaneii, MyKOBHCIHI030M, THIOGH3APHLIM HAHH3MOM, Gonesnnio 'ome, 310KaYeCTBEHHBIMA
HOBOOOpazoBaHHAMH JHMGPOHIHOH, KDOBETBOPHOH H POACTBEHHLIX HM TKAHEH, PACCESTHHBIM CKJEPO30OM,
{eMOJIHTHKO-YPEMHYECKHM CHHAPOMOM, IOHOLIECKHM APTPHTOM € CHCTEMHBIM HAYAJIOM,
mykonoaucaxapuaosom I, II 1 VI tanos, aun nocjie TpaHenanTanuy OPprasoB U (WiH) TKaHe#H

(HRHM&HDBHHHE YNOJIHOMOYEHHOTO Oprata MCIIOJTHUTEIILHOM BIACTH

cyonbekra Poccuiickoii ®enepanun)
3a 20
(oT4eTHBIH nepuon)
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Tabmaia 1. CrejieHNA 0 HOMEHKIATYPE, KOJMYECTRE H CTOHMOCTH JIEKAPCTREHHKIX NPENapaTos

Mexnyrnapoaroe | Jlekaperacanai | Josuposka | Komidectso Toprosoe Cepua HJara Llena 3a equuuiy Konmvectso Ocratok
HENAaTCHTOBAHHOE topma 203 HaHMEHOBAHHE OKOHUaHHA TOBapa YNAKOBOK JIEKAPCTBEHHOID

HAHMCHOBAHHE B YIIAKOBKE Cpoka B COOTBETCTEMH J'EEllﬂpc‘I‘BE}l}le npenaparta
JIEKApPCTBEHHOIO FOZHOCTH C rOCY/apCTBEHHEIM npenapara ua | uneno
npenapara KOHTPaKTOM Ha JIATY NOCTABKH OTHETHOTO

Ha NocTarky, pyos. nepuona,
KQIHYEeCTRO

YNAKOBOK

1 2 3 4 5 6 7 8 9 10

Ta6muua 2. CeefieHns 06 OTCYTCTBHH MOTPEOHOCTH B OT/ENLHEIX NEKAPCTBEHHBIX MpenapaTax AHG0 0 NOMBNIEHHH JIONONHHTENBROH NOTPe6HOCTH B JICKAPCTBEHHbIX NpEnapaTax
B CBASH C H3MEHeHHeM THCIEHHOCTH JIL, BKITIOMEHHEIX B PerHOHANBHLIN cermeHt MejepansHoro perncrpa iy, GonsHbiX reMomincH, MyKOBHCUMIOIOM, rHnodH3apHbIM
HaHMIMOM, OGonesnpio [ome, 3OKAUECTBEHHBIMHM  HOBoOOpajoBaHMaMu  nuMdonisol, KpoOBETBOpPHOA W  POJACTBCHHBIX — HM TKaHell, pacceAHHbIM  CKIEPO3OM,
FeMOJIHTHKO-YPEMHUECKUM CHHPOMOM, [OHOIIECKHM APTPHTOM C CHCTEMHBIM Havaiom, Mykoromucaxapenosom I II ® VI Tumos, nmi nocic TpasciuiaHTaums OpraHos
U (MnH) TKaHel, & TAKKE B CBA3N C MIMEHEHWIMH B HASHAMCHHAX MEAHIMHCKAMA PABOTHHKAMH ICKAPCTBCHHEIX PCNAPATOB YKA3AHHAIM GOIIBHLIM

MexTyHApOIHOE HENATCHTOBAHHOE Jlansmie o nononunrensHolt norpebuocti | [anHute 00 o0pasoBaHHH HONOMTHHTEIBHOIO
HAHMEHORAHKE JIeKAPCTBCHHOMO Npemapara, | B JIEKAPCTBCHHOM MpENapare ¢ yKasaHHeM 3aIaca JIeKapcTBeHHOIO npenapara
neKApCTRCHHAA (OpMa, I03HPOBXE, IPHIHHE! €6 BOIHHKHOBEHHA ¢ yKasaHueM HpUYUHLL ero 06pajoBaHus
KONHYECTBO 03 B YIAKOBKE
KOJITHYECTROD NpHYHHA KOJIWYECTRO MpHYHHA
YNAKOBOK YHAKOBOK
1 2 3 4 5
Hcnoneurens
{mosokHOCTB) (monmKch) (pacmudpobka (anpec a/1eKTpOHHOM
MONITHCH) MOUThI, KOHTAKTHEIH
Tenedon)
PyxoBOomHTENE YIONHOMOYEHHOTO
OpraHa HCNOMHHTENLHON BAACTH MIl
cybnexra Poceniickofi Penepauun
(noamice) (pacmmudposka

[OJIHCH)



[Tpunoxenue Ne 2
K [TopsaaKy OCyLIeCTB/IEHH MOHUTODHHI'A JIBHXKEHHUS U y4eTa
B cyOnexTax Poccuiickoll ®enepauuy ieKapcTBEHHBIX NPEIApPATOB, [1Pe/IHA3HAYECHHBIX
s obecnieueHu auil, 60JBHBIX reMoGuIHeld, MyKOBHCLUHA030M, TUIIO(QH3APHBIM HAHM3MOM,
Gonesnsio [ome, 310Ka4ecTBEHHEIMH HOBOOOpa30BaHUAMHU JIMMGOULHON, KPOBETBOPHOK
H POJICTBEHHBLIX HM TKaHeif, pacCesHHBIM CKJIEPO30M, F€MOJIHTHKO-YPEMHYECKHM
CHHIPOMOM, FOHOIIECKHM apTPHTOM C CHCTEMHBIM Ha4aloM, MYKOTIOJIHCAXapH1030M
[, I 1 VI THNOB, JHLI NTOCJIE TPAHCILIAHTALMH OPraHoB M (MIIK) TKaHeH, JoBeIeH s
J10 CBEJIEHHs YIIOJJHOMOUYEHHBIX OPraHOB HCIIOJIHUTEIBHOM BIAaCTH Cy0beKTOB
Poccuiickoii Pejiepalui N0JIy4eHHBIX 110 Pe3YJIbTaTaM MOHHTOPHHTA JaHHBIX
H COIJIACOBAHHMA [IEpepacpe/ie/ieH s JIEKAPCTBEHHBIX IPeriapaToB MexXIy cybbekramu
Poccuiickoii @enepaiiiy, yTBepKAeHHOMY MpuKazoM MUHHCTEPCTBA 3paBOOXPaHEHUSA
Poccuiickoii Pepepanuu

OT«Q»MNW nNe 635

W

Pexomennyemsiii obpasenl

JasBKa

0 mepepacnpeae/ieHHH JIeKapcTBeNNbLIX NPenaparos, NpeHasHaeHHbIX
s obecnevdenns Ja, 60abHBIX reModuaHeil, MyKOBHCIHI030M, THIIO(H3APHEIM HAHK3IMOM, (osesnsio ['ome,
3/10KaYecTBeHHBIMH HOBOOOpa3oBAHHAMH JHM(ONANOI, KPOBETBOPHOI H POJACTBEHHBIX HM TKaHel, pAaCCesHHbIM CKJIEPO30M,
reMOJIHTHKO-YPEeMHYECKHM CHHAPOMOM, IOHOIIECKHM APTPHTOM € CHCTEMHBIM HAYAJIOM,
mykonoanacaxapugosom I, II u VI THnos, JiHu nocJie TPAHCIUIAHTAUHHE OPraHoB ¥ (HJIH) TKaHeH

(II&HMEHDBHHHE YHOOJIHOMOYECHHOT'O OpraHa HCI1OJl HHTEJIBHOM BJIACTH

cyopekta Poccuiickoit denepanun)

'
W



Haumenoanne cybsexra Mexnyraponuaoe | Toprosoe HaumeHoBanne | KolHuecTBO ynakoBOK JIEKapCTBEHHOTO
Poccwuiickoii Meepanmm HeNnaTeHTOBaHHOE JIEKapCTBEHHOIO [pernapara, Cepus, JaTa OKOHIaHHs
M YIIOJHOMOYEHHOI'0 Oprasa HaMMEHOBaHUE | Mpenapara, JeKapCTBeHHas CpOKa roJIHOCTH '
HCIOJIHUTE/ILHOM BIACcTH CyOBeKTa| NeKapcTBEHHOro (bopma, 1o3rpoBKa,
Poccniickoit ®Peneparun, npemapara KOJIMYECTBO JI03
NepeJarollero JeKapCTBEHHBIA B YIIaKOBKe
npenapar
1 2 3 4
Henmonnnrens
(mOMKHOCTE) (moamnucs) (pacmudposka (ampec aneKTPOHHON
IO/IIECH) [10YThl, KOHTAKTHBIT
Tenedon)
Pyxosoamrens ynonHoMO4eHHOTO
OpraHa HCIIOJHHTENLHOMH B/IacTH MII
cybrexTa Poccniickoii ®eneparmm
(moamuck) (pacmudposka
HOANHCH)
Jlara cocTaBiieHns 3asBKH «__» W/

CornacoBaHo AUPEKTOPOM
JlenapramenTa nekapcTBEHHOrO
obecnevyenns H peryaHpoBaHHa
oOpaleHns MeJHITHHCKIAX W3eI il
MunmnctepeTha 3/IpaBOOXpaHeHHA
Poccuiickoii Depepaiuu

(nomnmce)  (pacmmdporka

NOANKCH)
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