Mpuka3 Munsgpasa PO ot 01.06.2020 N 526H — O6 yTBepxaeHum MNMopsiaka ocyLLeCTBNEHNS MOHUTOPUHIA OBWKEHNSA U yYeTa B
cybbekTax P® nekapcTBeHHbIX NpenapaToB, NpeAHasHa4YeHHbIX Ans obecneyeHns nuu, 6onbHbIX reModunmen, MykoBUCLMA030M,
rMnocmsapHeiM HAHM3MOM, 60Me3HbI0 MoLLe, 3rToKa4YeCTBEHHLIMU HOBOOOPa3oBaHUSAMU NIUMAGONOHON, KPOBETBOPHOM U POACTBEHHbIX
1M TKaHeW, pacCesiHHbIM CKIepO30M, reMOSNTMTUKO-YPEMUYECKM CUHOPOMOM, FOHOLLECKUM apTPUTOM C CUCTEMHbIM Havanom,
Mykononucaxapvgosom |, Il n VI Tunos, annactuyeckon aHeMmnen HeyTOYHEeHHOW, HacneACcTBeHHbIM AeduumToM dhakTopos I
(dpmnbpuHoreHa), VIl (nabunbHoro), X (CtioapTta-lpayapa), nvu, nocne TpaHCnnaHTauum opraHoB 1 (Mnu) TKaHew, 4oBeaeHUs 40
CBeAEeHNS YNONHOMOYEHHbIX OPraHOB UCMOMHUTENbHOM BRacTn cybbekToB PP nomnyyeHHbIX No pedynbTatam MOHUTOPWHIA AaHHBIX 1
cornacoBaHusi nepepacnpeferneHys nekapcTBEeHHbIX NpenapaToB Mexay cyobektamu PP — [lericTBytollas nepeas pegakums —
BapeructpuposaHo B MuHiocte P® 07.07.2020 N 58856 — Havano gencteua gokymenta 18.07.2020

IMpuka3 Munszapaa P® ot 01.06.2020 N 5261 — O6 yrBepxkaennu [Hopsaka
OCYLIECTBJICHHS] MOHUTOPHHIA IBHKEHUA U yueTa B cyObekTax PD
JIEKAPCTBEHHBIX MPENapaToB, MPeAHA3HAYEHHbIX IS 00ecrevYeHns JINII,
00JIbHBIX reMo(puiIneil, MyKOBUCIHI030M, THIIO(U3APHBIM HAHU3MOM,
0oJie3Hb10 ['o11€e, 310KaYeCTBEHHBIMH HOBOOOPA30BaAHUAMM JTUMQOUTHOM,
KPOBETBOPHOM M POJACTBEHHBIX UM TKAHEH, pACCEAHHBIM CKJIEPO30M,
reMOJUTHKO-YPEMHUYEeCKUM CHHIPOMOM, IOHOILIECKUM APTPUTOM C CHCTEMHBIM
Ha4vajoM, mykonosmcaxapuaosom I, I u VI tunos, ansiactuyeckoi anemueit
HEYTOYHEHHOM, HAC/AeACTBEHHBIM AepuuuroM paxkropos II (pudpunorena), VII
(madmabHoOro0), X (Crroapra-Ilpayspa), iun mocjie TPAHCIUIAHTAIIMA OPraHOB U
(WIn) TKaHeW, J0BeIeHN 10 CBeIeHUS YIIOJTHOMOYCHHBIX OPraHOB
HCIOJHUTEJIbHOU BJIACTH Cy0ObeKTOB P® mos1y4yeHHBIX 10 pe3yjbTaTaM
MOHHUTOPHHIA JAHHBIX U COTJIACOBAHUA MepepacnpeaeieHus JeKapCTBEHHbIX
npenaparoB Mexay cyobekrtamu P® — JleiicTByomas nepsasi peiakuus —
3aperucrpupoBano B Muniocre P® 07.07.2020 N 58856 — HauaJio neiicTBus
nokymenra 18.07.2020

B coorBerctBunm ¢ nyHkrom 15 IlpaBun opranuzanuu oOecrneueHusi JIeKapCTBEHHBIMU
npenapatamMu Jul, OOJbHBIX reModuiavel, MYKOBHUCIMIO030M, TIHMIO(HU3apHBIM HAHU3MOM,
Oone3npto lomie, 370KAaYECTBEHHBIMM HOBOOOpa30BaHUSMHU JUMQPOUIHOM, KPOBETBOPHON U
POJCTBEHHBIX WM TKaHEHW, pAacCESHHBIM CKJIEPO30M, T'€MOJIMTHUKO-YPEMUUYECKUM CHHIPOMOM,
FOHOIIIECKMM apTPUTOM C CHCTEMHBIM HadajioMm, mykonosnucaxapugozom [, II m VI Ttunos,
arlaCTUYECKOW  aHeMHuel  HEYTOYHEHHOW, HacJeICTBeHHbIM  Jeduuurom  (axropoB 1l
(¢pubpunorena), VII (madbunsnoro), X (Crroapra-Ilpayspa), nuil nmocie TpaHcrjaaHTallMd OPraHOB U
(unu) TKaHeW, yTBepXkAeHHBIX noctaHoBieHueM IlpaButensctBa PD ot 26.11.2018 N 1416 (C3
P®, 2018, N 49, ct. 7620; 2020, N 14, ct. 2101), npuxassiBao:

1. YTBepauThs mpunaraemseiii [lopsmok ocyiiecTBiIeHUs MOHUTOPHHTA JBIKEHUS U ydeTa B
cyobekTax P® nexapCTBEHHBIX IMpemapaToB, MpeJHA3HAYCHHBIX IS 00SCIICUeHUs JIUI, OOJBHBIX
reMounueit, MyKOBUCIIHI030M, THIIO(U3apHBIM HAaHU3MOM, 00Je3HbI0 [ o1lle, 3710KauYeCTBEHHBIMU
HOBOOOpa30BaHUSAMHU JUM(POUTHON, KPOBETBOPHOW M POJCTBEHHBIX MM TKaHEH, PacCEeSHHBIM
CKJIEPO30M, TEMOJUTHUKO-YPEMUUYECKUM CHHAPOMOM, IOHOLIECKUM apTPUTOM C CHUCTEMHBIM
HayanoMm, mykononucaxapugozoM I, II m VI tunos, annactuueckoil aHeMuel HEYTOUHEHHOM,
HaciencTBeHHBIM AeduiutoM ¢dakropoB Il (dubpunorena), VII (mabunsnoro), X (Ctroapra-
[Ipayspa), auiy mocie TpaHCIJIAaHTAIMM OpraHOB M (WIM) TKaHEW, JOBEICHUS O CBEICHUS
YIIOJTHOMOYEHHBIX OPTaHOB HCIIOTHUTEIHHON BIACTH CYObeKTOB P®D monmydeHHBIX MO pe3yabTaTaM
MOHHTOPHHTA JIAHHBIX M COTJIACOBAHHS IEpepaclpe/IeICHUs JEKapCTBEHHBIX MPEapaToB MKy
cyonextamu PO.

2. TllpusHate yrpatuBmUM cuiay mnpukaz MwumzapaBa P® ot 13.08.2019 N 6351 "OO6
yrBepxkaeHnn [lopsiika OCYIIECTBICHHS MOHHTOPHHTA IBWKEHHS M ydera B CyObekTax PO
JICKapCTBEHHBIX MpEIaparoB, MpeIHAa3HAYeHHBIX Ui OOecreveHusl JIUI, OOJbHBIX reModuInei,
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MYKOBUCIIHJIO30M,  THIO(QH3apHBIM  HaHU3MOM, Oone3npto  [omie,  37MOKaueCTBEHHBIMU
HOBOOOpa3zoBaHUSAMU JUMGOUIHON, KPOBETBOPHOW M POACTBEHHBIX MM TKaHEH, pacCesHHBIM
CKJIEPO30M, T'E€MOJUTHKO-YPEMUUYECKUM CHHAPOMOM, IOHOLIECKUM apTPUTOM C CUCTEMHBIM
HavajoM, Mykonoiucaxapunoszom I, Il u VI tunos, nui nocne TpaHCIIaHTALUKA OPTaHOB U (WJIH)
TKaHel, TOBEJCHHUS 0 CBEACHUS YIMOJHOMOYEHHBIX OPraHOB MCIOJIHUTEIBHOW BIACTU CyOBEKTOB
P® nonyyeHHBIX MO pe3yibTaTaM MOHHMTOPHHIA JaHHBIX W COIJIACOBAHUS IMepepacipeneieHus

JIEKapCTBEHHBIX IIpenaparoB Mexay cyObekramu PO" (3apeructpupoBaH MuHioctoM PO
05.11.2019 N 56399).

YTBepxkaeH npukazom Munzapasa PO ot 01.06.2020 N 526n

IMopsiok ocyuiecTB/IEHUSI MOHUTOPUHIA IBUKEHHUS M yuyeTa B cyObekrax P®
JIEKAPCTBEHHBIX MPENapaToB, MPeAHA3HAYCHHBIX ISl 00ecleYeHus JIMLI,
00J1bHBIX TeMOduIMeil, MyKOBHUCIIMI030M, THIIO(U3APHBIM HAHU3MOM,
00J1e3Hb10 ['0111€, 3/I0KaYeCTBEHHBIMUA HOBOOOPa30BaHUAMU JIUMQPOUIHOI,
KPOBETBOPHOM U POJACTBEHHBIX UM TKAHEH, PACCEHHBIM CKJIEPO30M,
reMOJIMTUKO-YPEMUYECKUM CHHAPOMOM, FOHOIIECKHUM aPTPUTOM € CUCTEMHBIM
HavyaJaoM, Mmykonosucaxapuao3om I, II u VI tunos, anmiacruueckon anemuen
HEYTOYHEHHOM, Hac/aeACTBeHHbIM Hepuuurom paxkropos II (pudpunorena), VII
(madmabHoro), X (Crroapra-Ilpayspa), iun mocjie TPAHCIUIAHTAIIMA OPraHOB U
(nyin) TKaHeH, J0BeIeHHS 10 CBeICHUS YIIOJJTHOMOYCHHBIX OPIraHOB
HCIOJTHUTEJIBHOH BJIACTH CY0ObeKTOB P® mos1yyeHHBIX 10 pe3yJbTaTam
MOHHMTOPHMHIA IAHHBIX U COIIACOBAHUA INepepacnpeaeeHUs JeKAPCTBEHHbIX
npenaparos Mexay cyobekramu PO

1. Hacrosmmit Ilopsamok peryadpyer BOOPOCHl  OCYIIECTBICHUS MUHHCTEPCTBOM
3npaBooxpanenust PO (nanee — MUHUCTEPCTBO):

a) MOHMTOPMHra JIBJKEHUSI M y4yeTa B cyObekrax PQ® jexapcTBEHHBIX Ipenaparos,
OpeJHa3HAYeHHbIX JIs1  oOecrieyeHHst ML, OOJBbHBIX TeMO(QHUINEH, MYKOBUCIIHIO30M,
runou3apHpIM  HaHM3MOM, Ooje3Hplo [omie, 3/10KaYECTBEHHBIMU  HOBOOOpPA30BaHUSMU
TUM(OUTHOM, KPOBETBOPHOM M POACTBEHHBIX MM TKaHEW, pacCesHHBIM CKJIEPO30M, F'€MOJIHUTUKO-
YPEMHUYECKUM CUHIPOMOM, FOHOUIECKUM apTPUTOM C CUCTEMHBIM HAa4aJIOM, MYKOIIOJINCAXapUA030M
I, IT u VI Tumnos, amiactudyeckoii aHeMuel HEyTOUHEHHOM, HAacIeICTBEHHBIM J1e(UIuTOM (haKTOpOB
II (¢pubpunorena), VII (;mabunbuoro), X (Crroapra-Ilpayspa), nmuil nmocne TpaHCIUIAHTALUK OPTraHOB
U (WIM) TKaHeH (Jlaee COOTBETCTBEHHO — JIEKApCTBEHHBIE MpenapaThl, 00JIbHbIC, MOHUTOPHUHT);

0) MoBeNeHUs 0 CBEACHUSI OPTaHOB MCIIOJHUTEIHHOM BJIACTH CYOBbEKTOB PD, ompeneneHHbIX
BBICIIMM JOJDKHOCTHBIM JIMIIOM cyOBbekTa PD (pykoBOIUTENEM BBICIIErO UCTIOIHUTEIBHOTO OpraHa
TrOCYJapCTBEHHOUN BIacTH CcyObekTa P®D) (mamee — ymoJTHOMOYEHHBIE OpPTraHbI), MOJYYEHHBIX IO
pe3yipTaTaM MOHMTOPHMHIA JAaHHBIX, B TOM YHCIIE CBEJIECHUN O HOMEHKJIAType, KOJIMYECTBE U
CTOMMOCTH  JIEKapCTBEHHBIX IpenapaTtoB, 00 OTCYTCTBUM TOTPEOHOCTH B  OTAEIbHBIX
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JICKapCTBEHHBIX MpenapaTax Ju00 O MOSBICHUH JOMOJHUTEIBHON MOTPEOHOCTH B JIEKAPCTBEHHBIX
mpenapaTax B CBsI3U C U3MeHeHUeM B cyObekTe P® uyncieHHOCTH OONBHBIX, U3MEHEHUSIMU B
Ha3HAYCHUSIX MEIUIIMHCKIMU PAa0OTHUKAMHU JICKApCTBEHHBIX IpenapaToB OOIbHBIM;

B) COIUIaCOBaHUS MepepacipeiesieHus JIeKapCTBEHHBIX IIpernapaToB Mexay cyobekramu PO.

2. OpraHM3alMOHHO-TEXHUYECKOE  COINPOBOXKACHHME  OCYLIECTBJIECHHS  MOHUTOPHUHIA
obOecrieunBaercsa JlemapTaMeHTOM JIEKApCTBEHHOTO OOECIEeUEHHUs U PEryJIUpOBaHMs OOpalleHus
MEIUIMHCKUX u3zenuii MunucrepeTBa (nanee — JlenapraMeHr).

3. MOHUTOPHUHT OCYILIECTBISAECTCA B OTHOUIEHUU JIEKAPCTBEHHBIX IPENApaTOB, 3aKYIIEHHBIX
MUHHCTEPCTBOM U TEpPEeNaHHBIX B COOCTBEHHOCTh CyObeKTOB P® B COOTBETCTBHH C
nocraHoBienueM IIpaButenbctBa P® ot 26.11.2018 N 1416 "O mnopsanke opraHuzanuu
o0ecrieyeHns JIEKApCTBEHHBIMU MperapaTtamM JUI, OOJBHBIX TeMO(UIHeld, MYKOBUCIHIO30M,
runou3apHeIM  HaHM3MOM, Ooje3Hpto [omie, 310KaYECTBEHHBIMH  HOBOOOpPA30BaHUSIMU
TUM(OUTHON, KPOBETBOPHON M POACTBEHHBIX MM TKaHEW, PacCesHHBIM CKIEPO30M, T€MOJIMTHKO-
YPEMHUYECKUM CUHIPOMOM, FOHOUIECKUM APTPUTOM C CUCTEMHBIM HayajiOM, MYKOIIOJIMCAXaPUI030M
I, Il u VI tumnos, aruracTu4eckoil aHeMue HeyTOUHEHHO!, HAaCJIeCTBEHHBIM Ae(puunuToM (hakTopoB
IT (dpubpunorena), VII (mabunbnoro), X (Crroapra-IIpayspa), nun mocie TpaHCIUIAHTAIUU OPTaHOB
U (UJM) TKaHEH, a TaKKe O MPU3HAHUHU YTPATUBIIUMHU CUILY HEKOTOPBIX akToB [IpaButensctBa PO".

4. YNOJIHOMOYEHHBIE OpraHbl HE IMO3JHEE S5 YKclia KaKIOro Mecsla HaNpaBISIIOT IO
onpezaeneHHoMY JlemapTaMeHTOM aJpecy OSJEKTPOHHOM MOYTHl CIEAYIOIUE CBEACHUS O
JIEKapCTBEHHBIX IIpemapaTax (pekoMeHAyeMblii oOpasern mnpuBeneH B mnpuioxkeHnn N 1 k
HacTosAwmemy llopsaky): MexXIyHapoJHOE HENaTeHTOBAHHOE HAaMMEHOBAHME, JIEKAPCTBEHHAs
dopma, 103UpOBKa, KOJIUYECTBO /103 B YIIAKOBKE, TOPrOBOE HAMMEHOBAHUE, CEPHsL, 1aTa OKOHYAHMS
CpPOKa TOJHOCTH, LI€HAa 3a €JUHUIy TOBapa B COOTBETCTBUHU C I'OCYJAapPCTBEHHBIM KOHTPAKTOM Ha
IIOCTaBKY JIEKAPCTBEHHOTO Npenapara, KOJIN4eCTBO YIAKOBOK JIEKAPCTBEHHOTO Ipernapara Ha Jary
MIOCTaBKU OpraHu3alMu-TIoNydaTento B cyObekTte P®, ocTaTok J€eKapCTBEHHOro Ipenapara B
cyobekre PO Ha 1 4yncino oTyeTHOro nepuosa.

5. OtBercTBeHHOE JMIO JlemapramMeHTa OCYIIECTBIISIET pPacCMOTpEeHHe U 0000IIeHue
IIPEJICTABICHHBIX YIOJIHOMOYEHHBIMH OpPraHAMM CBEACHMM O JIEKapCTBEHHBIX IIpernaparax U He
no3anee 20 yucia KakKaoro Mecsla JOBOJUT /10 CBE/ICHUS YIIOJTHOMOYEHHBIX OPTaHOB MOJTyYEHHbIE
10 pe3yJbTaTaM MOHUTOPUHTIA JaHHBIE O JIEKAPCTBEHHBIX IIpenaparax.

6. YNOJIHOMOYEHHBIE OpraHbl paccMaTpUBAIOT  IMpeJCTaBleHHble JlemapTameHTOM
000011IeHHbIE JaHHbIE O JIEKAapCTBEHHBIX Ipernaparax M MpU HAJIUYUU MOTPEOHOCTH B OTIENIBHBIX
JIEKapCTBEHHBIX IpernapaTax HampaBisioT B JlemapraMeHT B (opMe 3J€KTPOHHOTO JOKYMEHTa U
(MnM) SIEKTPOHHOIrO oOpa3a JOKyMEHTa M Ha OyMaXHOM HocuTene (B TpeX 3K3eMIUIIpax) Ha
paccMOTpEHHE U COTJIACOBaHHE 3asiBKY O MepepacrpeiesieHuu JIEKapCTBEHHBIX MpenaparoB (gaiee
— 3asBKa) (pEeKOMEH1yeMblil oOpasel] npuBejieH B npuioxkeHnu N 2 k Hactosimemy Tlopsaky).

7. PaccMoTpeHHe 3asiBKU OCYIIECTBIISIETCS IIyTEM COIMOCTaBIEHUS 3asBJICHHOTO KOJIMYECTBA
JIEKapCTBEHHOI'O Ipenapara ¢ IOJyYEHHbIMM 110 pe3yJbTaTaM MOHUTOPHHIA JIaHHBIMU
YIIOJHOMOYEHHOTO OpraHa, NepeJalouiero JIeKapCTBEHHBIM IMpernapaT, MNOATBEPKIAIOIINMHU
OTCYTCTBHUE NMOTPEOHOCTH B MepepacipeaessieMOM JIEKapCTBEHHOM npenapare. [IpunsaTue pemeHus
O COIJIaCOBaHHWM 3asBKH JIMOO €e OTKJIOHEHUHU ocyllecTBiseTcs JlemapTamMeHTOM B TedeHHe 3
pabouux JHEH co AHA MOCTYIUIEHNUs: B MUHUCTEPCTBO 3asBKU B AJIEKTPOHHOM (opMme.

8. OcHoBaHuMeM MJi OTKJIOHEHHS 3asBKM SBJIISIETCS YCTAHOBJIEHHWE IO pe3yjbTaTam
IIPOBEIEHHOI0 MOHUTOPHHTA OTCYTCTBUSI HOTPEOHOCTH B 3asIBICHHBIX JIEKAPCTBEHHBIX MpenapaTax.

9. B caywae yka3zaHus B 3asBKE JIEKApPCTBEHHOI'O TMpenapara B KOJIMYECTBE, HeE
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COOTBETCTBYIOILIEM aKTyaJM3UPOBAaHHBIM CBEACHUSAM YIOJIHOMOUYEHHOIO OpraHa, Iepelarolero
JEKapCTBEHHbIM  mpenapaT, 3asBKa IOAJEKUT KOPPEKTHMPOBKE OTBETCTBEHHBIM  JIMIIOM
JlenaprameHTa B CTOPOHY YMEHBILIEHUS U MIOCIENYIOLIEMY COTIACOBAHUIO.

10. CornacoBanHasi qupexkropoM /JlemaprameHrta JIMOO JIMIOM, €ro 3aMeEIaloLIUM, 3asiBKa
HAIpaBIIIETCS B YIIOJTHOMOYCHHBIE OPraHbl HA OyMa)KHOM HOCHUTENE U B AJIEKTPOHHOH (opme.

B ciydae npuHATus peuieHus o0 OTKa3e B COIVIACOBAHUM 3asiBKU JlemapTaMeHT HampaBiiseT
Ha OyMa)XHOM HOCHTEJE U B DJIEKTPOHHOW (hopMe B YIIOIHOMOYEHHBIH OpraH MOTHBHUPOBAHHOE
IUCbMO C yKa3aHHEM IPUYMH OTKa3a.

[Tpunoxxenue N 1 k [Topsinky ocyliecTBIeHNSI MOHUTOPUHTA JIBUXKEHUS U yueTa B cyobekTax PD
JIEKapCTBEHHBIX MPENapaToB, NPeAHa3HAYCHHBIX IS 00eCIIeYeHus JINI, OOJIBHBIX TeMO(IIINEH,
MYKOBHCIIHI030M, TUTIO(H3apHBIM HAaHU3MOM, 00Je3HbI0 [ o11e, 3110Ka4yecTBEHHBIMU
HOBOOOPa30BaHUAMH JTUM(OHUTHOM, KPOBETBOPHOM M POJCTBEHHBIX UM TKaHEH, PaCCESTHHBIM
CKJIEPO30M, FT€MOJIUTUKO-YPEMUYECKUM CHHIPOMOM, FOHOILIECKUM apTPUTOM C CUCTEMHBIM
HayanoM, mykonoaucaxapuao3om I, Il u VI tunos, ammacruyeckori anemued HEYyTOYHEHHOM,
HacyencTBeHHBIM AeduiutoM dakropos II (budbpunorena), VII (mabunpHoro), X (Ctroapra-
[Ipayapa), nuir ocie TpaHCIIAaHTAIMKA OPTraHOB U (MJIM) TKaHEH, TOBEJCHUS O CBEICHUS
YIIOJTHOMOYEHHBIX OPraHOB UCIOJIHUTEIBHOMN BIAaCcTU CyObeKTOB PD Monmy4eHHbIX 110 pe3ynbTataM
MOHMTOPHHTIA JIaHHBIX U COIJIACOBAHUS MepepaclpeiesieHus JIEKapCTBEHHBIX IIPENapaToB MEXIy
cyobexktamu P®, yreepxkaennomy npukazom Munszapasa P® ot 01.06.2020 N 526n

Pexomenryemslii o0pasern

CeeneHnst

O JIexapCTBEHHHX NpelnapaTax, NpefHasHa4YeHHHX MJs1 obecrneueHus:

nuL, GONBHHEX TeMobmMnmer, MyKOBMCLUMAOBOM, ImMnobmsBapHEM
HaHMBMOM, 6GojesHB I'olle, BJIOKAYECTBEHHHMM HOBOOOGpPaB3OBaHMSMU
nuMbOoMOHOM, KPOBETBOPHOM M POACTBEHHEX MM TKaHelM, pacCCesHHBM

CKJIEpPOBOM, TI'€MOJIMTHMKO-YPEMUYECKMM CHMHAPOMOM, OHOWECKUM
apTpMUTOM C CMUCTEMHEM HadaJioM, MykonomamcaxapmmosoM I, II m VI
TUIIOB, aIlJIaCTUYEeCKOM aHeMMelyl HeyTOYHEHHOM, HaCJIeqCTBEeHHBM

AebuumTom dakTopor II (dmBpmuHorera), VII (mabuiasHoro), X

(Crioapra-lpayspa) , JauI, IOCJe TPaHCIJIaHTaLuu
OpraHOB M (MyiIM) TKaHen

(Ha¥MEeHOBAHME YIIOJIHOMOUEHHOTO OpTaHa MCIOJIHUTEJILHOW BJIACTU
cybwekTa PO)
3a 20 .
(OTUeTHBEV IIepMOoI)

Tabmuua 1. CBemeHMS O HOMEHKJIATYype, KOJIMUECTBE UM CTOMMOCTM JIeKAPCTBEHHBIX
npernapaTos
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Mpuka3 Munsgpasa PP ot 01.06.2020 N 526H — O6 yTBepxaeHumn MNopsiaka ocyLLeCcTBNEeHUss MOHUTOPUHIa ABMKEHUS U ydeTa B cybbekTax PO nekapcTBeHHbIX NpenapaToB, NnpegHa3HauYeHHbIX 4ns

obecneyveHns nuu, 6onbHbIX reMOCbI/IJ'II/IeI;I, MYKOBUCUMOO30M, rl/ll'lOd)I/IBaprlM HaHWM3MOM, 6onesHblo MoLwe, 3roKa4YeCcTBEHHbLIMN HOBOOGpaBOBaHI/IFlMVI ﬂMM(*)OI/I,D,HOI;I, KpOBeTBOpHOVI 1 POAOCTBEHHbIX UM TKaHew,

paccesiHHbIM CKINepo30M, reMOMUTUKO-YPEMUYECKUM CUHAPOMOM, FOHOLLECKMM apTPUTOM C CUCTEMHBIM Hayarnom, mykononvcaxapuaosom |, Il n VI Tunos, annactnyeckon aHemMmnein HeyTOYHEHHON,
HacneacTBeHHbIM Aeduuntom chaktopos Il (hdubpuroreHa), VIl (nabunsHoro), X (CtioapTta-lpayapa), nvuy nocne TpaHcnnaHTauum opraHoB 1 (Mnu) TkaHew, 4OBeAEHUS A0 CBEAEHNS YNONTHOMOYEHHbIX
OpraHoB UCMOMHUTENBHOW BriacTu cybbekToB PP nonyyeHHbIX No pe3ynbTaTaM MOHUTOPUHIa AaHHbIX M COrnacoBaHus nepepacnpeneneHmns nekapcTBeHHbIX npenapaToB Mexay cyobektamm PO —

[HenicTBylowas nepBas pegakunsi — 3apermctpmposaHo B MuHiocte PP 07.07.2020 N 58856 — Hauano gencteusi gokymeHta 18.07.2020

Mexnynapoanoe | Jlekapcts | Jlo3u | Konuuects | Toprosoe | Cep Hara Lena 3a enuauIy KonuuectBo OcraTok
HEMAaTeHTOBAHHOE | C€HHas |poOBKa| O 03B |HAaUMEHOBA| MS | OKOHYAHUS TOBapa B YIaKOBOK JIEKApCTBEHHOTO
HAaUMEHOBAaHUE dbopma yIaKoBKe HUE CpoKa COOTBETCTBUM C | JIEKAPCTBEHHOI'O | Ipernapara Ha 1 uucio
JIEKapCTBEHHOI'O TOJIHOCTH | TOCY/IapCTBEHHBIM | Mperapara Ha OTYETHOIO Mepuoa,
npenapara KOHTPAKTOM Ha JIaTy MOCTAaBKU | KOJMYECTBO YIIaKOBOK
MOCTaBKY, PyO.
1 2 3 4 5 6 7 8 9 10

© ApanTauusa n gusanH gokymeHTa: [leTckas yponorusi B Omcke http://disuria.ru/
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Mpuka3 Munsgpasa P® ot 01.06.2020 N 526H — O6 yTBepxaeHum MNMopsiaka ocyLLeCcTBNEHNS MOHUTOPUHIA OBWKEHMS U yYeTa B

cyb6bekTax PO nekapcTBeHHbIX NpenapaToB, NpeAHasHa4YeHHbIX Ans obecrneyeHns nuu, 6orbHbIX reMounmen, MykoBUCLMO030M,
rMnocpraapHbIM HaHN3MOM, GornesHbio [oLLe, 3r1oKa4YeCcTBEHHBIMY HOBOOGPA30BaHUAMY NTMMAOUAHOW, KPOBETBOPHOM 1 POACTBEHHbIX

UM TKaHeW, paccesiHHbIM CKIepPO30M, FeMONIUTUKO-YPEMUYECKUM CUHOPOMOM, FOHOLLECKMM apTPUTOM C CUCTEMHbBIM Ha4yasnom,
Mykononucaxapvgosom |, Il n VI Tunos, annactuyeckon aHeMmnen HeyTOYHEHHOW, HacneaCcTBEHHbIM Aedunumntom caktopos |l
(cbnbpuHoreHa), VIl (nabunbHoro), X (CtioapTa-lNpayapa), v nocne TpaHcniaHTaumMm opraHoB 1 (Unn) TkaHen, AOBeAeHNs 0

CBEAEHUA YNOJNTHOMOYEHHbIX OpraHoB MCMOSTHUTENbHOW BlacTu Cy6'beKTOB P® NoNy4YeHHbIX No pe3yrnbTataM MOHUTOPUHIa AaHHbIX 1

cormnacoBaHusi nepepacnpefeneHys nekapcTBEeHHbIX MpenapaToB Mexay cyobektamu PP — [lericTBytoLlas nepeas pefakums —

BapeructpuposaHo B MuHiocte P® 07.07.2020 N 58856 — Havano gencteua gokymenta 18.07.2020

Tabnuua 2. CBeneHus o0 OTCYTCTBMM IHOTPeOHOCTU B OTHeJIbHEIX JIeKapCTBEHHBIX
npenapatrtax Jubo O TIOSBJIEHUM HOOIOJIHUTEJILHOM TINOTPe®HOCTM B JIeKapCTBEHHBIX
npenaparTax B CBA3UM C M3MEHEHMEM UMCJIEHHOCTM JIML, BKJIOUEHHHX B PeTMOHAaJIbHBIM
cermMeHT demepalsibHOTO permucTpa Jull, OOJbHEX TIemMobuImer, MyKOBMCLMIO30M,
runodpmsapHEIM HaHM3MOM, O0Jie3Hb ['olle, 3JIOKAUECTBEHHHMU HOBOOOPA30BaAHUSIMU
IMOOMOHOM, KPOBETBOPHOM M POINCTBEHHEIX MM TKaHeM, pPacCCesHHBIM CKJIEpO30M,
TEMOJINTUKO-YPEMUUECKMM CHUHIOPOMOM, IOHOUWECKMM apPTPUTOM C CUCTEMHBIM HadalioM,
MyKOIIOJIMcaxapunosom I, II m VI Tunos, DTOUCTUUECKON aHeMMuell HeyTOUHEeHHOM,
HACJIeOCTBEHHEIM nebuumTomM dakTopor II (pmbpmuoreHa), VII (nmabuapbHoro), X
(Croapra-llpayspa), Jul [IOCJe TPaHCIUJIAHTaUMM OPTaHOB U (MaM) TKaHeM, a
TaKXe B CBA3U C M3MEHEHUAMUN B HaBHAUEeHUMAX MeINLIMHCKUMN pa@OTHV[KaMI/I
JIEKAPCTBEHHEIX [IpelapaToB yKas3aHHEM OOJIbHEM

MexnyHapoaHoe JlaHHEBIC 0 JOIOJIHUTCILHOM JlanHbie 00 0Opa3oBaHUU
HCITaTECHTOBAHHOC HOTpe6HOCTI/I B JOIIOJIHUTCIIBHOI'O 3ariaca
HAaWMMCHOBAHHC JICKAPCTBCHHOI'O JICKaApCTBCHHOM IIpCIIapaTe C JICKAPCTBCHHOT'O ITIpCIlapaTa €
npemnapara, JCKapCTBCHHAaA YKa3aHuEM IIPUINHEI €€ YKa3aHWEM IIPUYIUHEBI €T0
(bopMa, JA03HUPOBKaA, KOJIMYCCTBO BO3HUKHOBCHUA O6pa30BaHI/I${
JI03 B YITAKOBKE
KOJIMYECTBO IIpyu4rHa KOJIMYECCTBO IIpUuiKrHa
YIIAKOBOK YIIAKOBOK
1 2 3 4 5
VcriosIHUTEeIb
(DOJIXKHOCTD) (momnmce) (pacumdpoBKra (ampec DIIEKTPOHHOM
MOIIMCH) MIOUTH, KOHTAKTHLIM
TeJyiedOoH)

Pykorommresp yHNOJIHOMOYEHHOTO
opraHa MCIOJIHUTEJIbHOM BJIACTHU MII
cybwbekTa PO

(momnmce) (pacumbporka
IIOANMCH)

[Tpunoxxenne N 2 k [lopsiiky ocyliecTBI€HNSI MOHUTOPUHTA JIBUKEHUS U yueTa B cyobekTax PD
JIEKapCTBEHHBIX MPENapaToB, NpeAHa3HAYCHHBIX JJIs 00ecrieueHus L, O0JIbHBIX TeMOo(uInei,

MYKOBHCIIHI030M, TUTO(PU3aPHBIM HaHU3MOM, 0oJie3HBI0 [ o111e, 3T0KaueCTBEHHBIMU
HOBOOOpa3oBaHUSM JTUM(OUTHON, KPOBETBOPHON U POJACTBEHHBIX UM TKaHEH, paCCESTHHBIM
CKJIEPO30M, T€MOJIUTHKO-YPEMUYECKUM CHUHIPOMOM, FOHOIIIECKUM apTPUTOM C CUCTEMHBIM
HauyanoM, Mykomnoaucaxapuo3om I, I u VI tunos, arutacruueckoit anemued HEYyTOYHEHHOM,
HacyencTBeHHBIM AepuiutoM dakrtopos II (bubpunorena), VII (mabunpsnoro), X (Crroapra-
[Ipayspa), nmuir mocne TpaHCIUIAHTAIIUN OPTaHOB U (WJIH) TKaHEeH, TOBEACHUS IO CBEJCHUS
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Mpuka3 Munsgpasa P® ot 01.06.2020 N 526H — O6 yTBepxaeHum MNMopsiaka ocyLLeCcTBNEHNS MOHUTOPUHIA OBWKEHMS U yYeTa B
cybbekTax PP nekapCTBeHHbIX NpenapaToB, NpeAHa3HavYeHHbIX 4ns obecneyeHuns nuy, 60nbHbIX reMmounmnen, MykoBMCcLMa030M,
rmnocmsapHbeiM HAHM3MOM, 60Me3HbI0 MoLLe, 3rToKa4YeCcTBEHHBIMU HOBOOBPa3oBaHMAMY NMMAONOHON, KPOBETBOPHOW M POACTBEHHbIX
UM TKaHeW, paccesiHHbIM CKIepPO30M, FeMONIUTUKO-YPEMUYECKUM CUHOPOMOM, FOHOLLECKMM apTPUTOM C CUCTEMHbBIM Ha4yasnom,
Mykononucaxapvgosom |, Il n VI Tunos, annactu4eckon aHeMmUen HeyTOYHEHHOW, HacneaCTBEHHbIM AedUUmnToM (hakTopos |
(cbnbpuHoreHa), VIl (nabunbHoro), X (CtioapTa-lNpayapa), v nocne TpaHcniaHTaumMm opraHoB 1 (Unn) TkaHen, AOBeAeHNs 0
cBeAeHUsl YNoNIHOMOYEHHbIX OPraHOB UCMONTHUTENbHOW BNacTu cyobekTtoB PP nonyyeHHbIX Mo pedynbTataM MOHUTOPUHIA OaHHbIX U
cormnacoBaHusi nepepacnpefeneHys nekapcTBEeHHbIX MpenapaToB Mexay cyobektamu PP — [lericTBytoLlas nepeas pefakums —
BapeructpuposaHo B MuHiocte P® 07.07.2020 N 58856 — Havano gencteua gokymenta 18.07.2020

YIIOJTHOMOYEHHBIX OPTaHOB UCTIOJHUTENILHON BIAcTH CyObeKTOB PD MOIYYEHHBIX 11O pe3yabTaTaM
MOHHUTOPHHTA JAaHHBIX U COTJIACOBAHUS MIEpEpaCTIPEICIICHNs JIEKaPCTBEHHBIX MTPENapaToB MEXKTY
cyobexktamu PD, yreepxaennomy npukazom Munszapasa PO or 01.06.2020 N 526u

Pexomenyemslii o0pasern

BasiBka
O mepepacnpejgesieHUn JIeKapCTBEHHHX [IpenapaTos,
npefHaBSHAdYEeHHHX IO ofecnedeHuss Juiy, GOJBHEIX I'eMobunment,
MyKOBMCLMAOS0OM, TI'MnodmsBapHEIM HaHMBMOM, GojnesHb I'owe,
BJIOKAYECTBEHHIMM HOBOOGPaBOBaHMSIMMU JIMMPOMIHOM, KPOBETBOPHOM
M POICTBEHHHIX MM TKaHEelM, PacCCesIHHEM CKJIEpOBOM,
TeMOJIMTUKO-YPEMUUYECKMM CHMHIPOMOM, OHOWECKMM apTPUTOM
C CHCTEeMHEIM HadajloM, MykononmucaxapmuposoMm I, II m VI TuHHDOEB,
anjnacTUYEeCKOM aHeMMeM HeYTOYHEHHOM, HAaCJIeLCTBEeHHHM mAebmuumurToM
baxTopor II (¢mBpmuorera), VII (mabuasHoro), X
(Croapra-Ilipayspa) , Jaul NOCJNe TPaHCIUIAHTaUMM OPIT'aHOB
n (Mam) TKaHeMn

(HaMMeHOBaHME YIIOJIHOMOUEHHOTO OpTaHa MCIOJIHUTEJILHOM BJIACTU
cybbekTa PO)

HanmenoBanme cy0bekTa MexnyHaponHoe Toprosoe KomnuectBo
PO u YIIOJHOMOYCHHOT' O HEIMaTCHTOBAHHOC HauMCHOBAHUC YIIaKOBOK
opraHa UCIOJIHUTEILHOU HAanMCHOBAaHUC JICKAPCTBCHHOT' O JICKApCTBECHHOT'O
BJacTu cyonekra PO, JIEKapCTBEHHOTO rpenapara, npenapara, cepus,
MepeAAroIIErO npernapara JIEKapCTBEHHAS JlaTa OKOHYaHUS
J'ICKapCTBCHHHﬁ nmpemnapar (bopMa, AO3UPOBKa, CpOKa roaHOCTU
KOJIMYECTBO 103 B
YIIaKOBKE
1 2 3 4
JlcnnoJiHUTE b
(DOJIXKHOCTE ) (momnmce) (pacumdporka (ampec BJIEKTPOHHOM IIOYTH,
IIOOINVICH) KOHTAKTHEM TejehoH)

PykoBoIMUTeE b YIOJIHOMOYEHHOI'O
opraHa MCIOJIHUTEJIbHOW BJIACTHU MII
cybwbekTa PO

(mommmce) (pacumbpporka
MOANMCH)

lara cocrasjieHnda 3asasku " " 20 T.
CorJlacoBaHO IUPEKTOPOM

llemapTaMeHTa JIEKAPCTBEHHOTO
oBecreueHns ¥ PeryJIMPOBaHUSI
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Mpukas Munsgpasa PP ot 01.06.2020 N 526H — O6 yTBepxaeHumn MNopsiaka ocyLLEeCTBNEHUSs MOHUTOPUHIa ABWXKEHUS U ydeTa B
cybbekTax PO nekapcTBeHHbIX NpenapaToB, NpeaHasHavyeHHbIX Anst obecneyverms nuy, 60nbHbIX reModunueit, MyKoBUCLIMA030M,
rmnocmaapHbiM HAHM3MOM, 6oe3HbI0 MoLLe, 3roKa4YeCcTBEHHBIMU HOBOOBPa3oBaHUAMY NMMAONOHON, KPOBETBOPHOW M POACTBEHHbIX
MM TKaHen, paccesiHHbIM CKNePO30M, reMONUTUKO-YPEMUYECKUM CUHAPOMOM, HOHOLLECKUM apTPUTOM C CUCTEMHBLIM Ha4arnom,
Mykononucaxapvgosom |, Il n VI Tunos, annactuyeckon aHeMmnen HeyTOYHEHHOW, HacneaCcTBEHHbIM Aedunumntom caktopos |l
(cbnbpuHoreHa), VIl (nabunbHoro), X (CtioapTa-lNpayapa), v nocne TpaHcniaHTaumMm opraHoB 1 (Unn) TkaHen, AOBeAeHNs 0
cBeAeHUsl YNOoNIHOMOYEHHbIX OPraHOB UCMOSNTHUTENbHOW BNacTu cyobekTtoB PP nonyyeHHbIX Mo pedynbTataM MOHUTOPUHIA OaHHbIX U
cormnacoBaHusi nepepacnpefeneHys nekapcTBEeHHbIX MpenapaToB Mexay cyobektamu PP — [lericTBytoLlas nepeas pefakums —
3apervcTpupoBaHo B MuHtocte P® 07.07.2020 N 58856 — Hauano gevicteus gokymeHnta 18.07.2020

obpalleHsS MeIUUMHCKUX U3IeJIUN
MuyHMCTEepCTBa 3IPaBOOXPaHEHUS
PO

(mommnmce) (pacumbpoBKra
MOANMCH)
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