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MHHI/ICTEPCvTBO ?IIPABOOXPAI'[&“%&TED —
POCCHUCKOHN DPEIJEPAIIUMU
(Munsapas Poccun) SAPEFMCTPHPOBAHO

UHH POCCHMCKON PEIEPALIS

HPHUKA3 o {2 Xt tee s,
9 pdhjesy 2131 v 694

MockBa

0O mepax no peanusanuu nocranopaenns Ilpasurenncrea Poccuiickoit Meaepanuu
ot 26 anpess 2012 r. Ne 404 «O06 yrsepxaennu IIpasua Benenus PeaepaibHoro
perucrpa Jann, 60JIbHbIX reMopu/ineii, MyKOBHCLHX030M, THNOQH3aAPHBLIM
HaHH3MOM, 6oJ1e3HbI0 I'ole, 3J10Kka4eCTBEHHBIMH HOBOOOPAa30BaHHAMH
AUMPOHIHOI, KPOBETBOPHO# H POACTBEHHBIX HM TKaHeH, pacCesHHBIM CKJIEPO30M,
JIMI MOCJ/Ie TPAHCIJIAHTALIMA OPraHoOB H (HJIH) TKaHeiD)

B coorBerctBuM c mnoctaHoBieHueM [IpaBurenbctBa Poccuiickoit ®Pepepanuu
or 26 ampens 2012 r. No 404 «O6 yrtBepxnenun IlpaBun Bemenus PepepanbHOro
peructpa Juil, OONBHBEIX IeMOQHUIHEH, MyKOBHCUUIO30M, THIOGU3apHBIM HAHHU3MOM,
Gone3nsio ["omie, 310ka4eCTBEHHBIMH HOBOOOpPa30BaHUAMHU JTHMMQONIHON’, KPOBETBOPHOM
M pPOACTBEHHBIX MM TKaHeH, pacCessHHbIM CKJIEpO30M, JIMIL[ IIOCie TPaHCIUIAHTALUU
opraHoB u (mnu) TkaHein» (Cobpanue 3akoHonarenscTBa Poccuiickoit @epeparmu, 2012,
Ne 19, c1. 2429, Ne 37, ct. 5002) npu ka3 B BaIo:

1. YTBepouts:

[Topsinok npencTaBieHus CBENEHHH, COAEPKALMXCA B HAPABJIEHUH Ha BKIIOYEHHE
cBelleHHH (BHeceHHE M3MEHEeHHil B cBeJeHUA) 0 OonpHOM B DenepanbHbIil peructp Juil,
GoJpHBIX reModuiel, MyKOBHCIHI030M, TUNIOGU3apHEIM HaHU3MOM, Oonesnsio [ome,
3JIOKaYE€CTBEHHBIMH HOBOOOpa30BaHUAMH JUM(QOUAHOH, KPOBETBOPHOH U POJCTBEHHBIX
MM TKaHEH, pacCesHHBIM CKJIEpO30M, JIHI MOoce TPAHCIUIAHTalWH OpraHoB U (WiIH)
TKaHeH, U U3BEIIEHNH 00 HCKIIIOYEHHH CBeAeHHUit o 6onbHOM U3 JaHHOro denepanbHOro
perucrpa 1 o6 oTIyLIEHHBIX JIEKapCTBEHHBIX IIpelapaTax COracHO IMpHIoxenuio Ne | ;

(popmy Ne 01-®OP «HampaBnenne Ha BKIIOYEHHE CBEJEHHH (BHECEHHE W3MEHEHUI
B cBefleHus) o GompHOM B DemepaibHBI perucTp JML, OONBHBIX TeMOGUIHEH,
MYKOBHCLM030M, THIOMU3apHEIM HaHWU3MOM, Ooje3Hplo ['ole, 3J10Ka4eCTBEHHBEIMH
HOBOOOpa3OBaHMAMH JHUM(OUIHOM, KPOBETBOPDHOM M PpOACTBEHHBIX MM TKaHeH,

PaccesHHbIM CKJIEPO30M, JIHI] I10C/i€ TPAHCINIAHTAILUH OPTaHoB U (MJIH) TKaHEH» COrIacHO
IIpWIOXKEHUIo Ne 2;
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dopmy Ne 02-OP «M3Bemenue o0 HCKIIOYCHUH CBeAeHHH O OGOJNBHOM
w3 ®DenepanbHOro perucTpa JMI, OONBHBIX TreModuined, MyKOBHCIUIO30M,
rurio¢u3apHEIM HaHU3MOM, OoJie3Hbplo [omre, 3710KaueCTBEHHBIMH HOBOOOpPa30BaHUSIMU
miM$ouaHOH, KPOBETBOPHOM M POJICTBEHHBIX UM TKaHEH, pacCesHHBIM CKIIEPO30M, JIHIY
TOCJIe TPAHCIUIAHTALMK OPraHoB U (MJIM) TKaHEe» COrjacHo npuiioxeHuo Ne 3;

dopmy Ne 03-OP «KypHain ydyeTa BbIAAYd HanpaBIeHUN Ha BKIIOYEHHE CBEACHHI
(BHeceHHe U3MEHEHH# B CBeleHuA) 0 6omsHOM B PenepalibHBIA perucTp jull, OOJBHBIX
reModunne, MYKOBHCHMZO30M, TIHMO(PHU3apHBIM HaHU3MOM, Oone3Heto [omre,
3J0Ka4€CTBEHHBIMH HOBOOOpPa30BaHUAMH JUMQPOUTHONU, KPOBETBOPHOH M POACTBEHHBIX
UM TKaHed, pacCesiHHBIM CKJIEpPO30M, JMI] [OCie TPAaHCIUIAaHTalM¥ OpPraHoB U (WJIH)
TKaHeld, U BBHIAAYHM H3BEIIeHH 00 HMCKIIIOYEHMHM CBeJeHHH U3 AaHHoro ®enepajlbHOro
perucTpay» CoriaacHO MpHIOKEHUIO Ne 4;

dopmy Ne 04-OP «Csenmenus o 060apHOM, NpencTaBisieMble B MHHHCTEPCTBO
3gpaBooxpaHeHus Poccuiickoit @epnepanuu Wi popmMupoBanus U BeaeHus OefepanbHOro
perucTpa nuL, OONBHEIX reModuinedl, MyKOBHCUHAO30M, THIO(U3apHEIM HAaHHU3MOM,
6one3nsro ['omre, 3710KaYeCTBEHHBIME HOBOOOpa30BaHUAMHU JTMM(OUAHON, KPOBETBOPHOM
M POACTBEHHBIX KM TKaHEN, pacCesHHBIM CKJIEpO30M, JHI] MOCI€ TPaHCIUIAaHTALUH
OpraHoB M (WIH) TKaHEi» COIIaCHO MPUJIOKEHHUIO Ne 5;

HHCTPYKIMIO 10 3amnoiHeHHo ¢opMmbl Ne 04-OP «Csenmenus o O6oIbHOM,
npexactaBiseMble B MUHHCTEpCTBO 3ApaBooxpaHeHus Poccuiickoil ®epepanuu mis
dopmupoBaHua u BeneHus OemepaibHOro perucrpa L, OONBHBIX TreMOQuiMei,
MYKOBHCUMIO30M, TUNoQu3apHBIM HaHU3MOM, 6one3Hsio I'omre, 310Ka4eCTBEHHBIMH
HOBOOOpa30BaHHSAMH JIUMGOUIHOH, KPOBETBOPDHONH W PpOJCTBEHHBIX KM TKaHew,
PacCesTHHBIM CKJIEPO30M, JIUII [TOCHIe TPaHCIUIAHTALUYN OPraHoB H (WJIH) TKaHei» COrjacHO
nprIoXeHuo Ne 6;

dopmy Ne 05-OP «Cpenenus o0 OTIYIIEHHBIX JIEKAapCTBEHHBIX IIpenapaTax,
NPEeyCMOTPEHHBIX II€PeYHEM JIEKAapCTBEHHBIX MpENapaToB, JHLaM, OOJBHBIM
reMopmInHe, MYKOBHCI[MZIO30M, THUIOQH3apHBIM HaHU3MOM, Oonesnpio ['ome,
3I0Ka4e€CTBEHHBIMH HOBOOOpa30BaHUAMH JIMM(OUIHOM, KPOBETBOPHOH M POJACTBEHHBIX
MM TKaHeid, pacCeSHHBIM CKJIEPO30M, JIMLAM IIOCje TPAHCIUIAHTAllMH OpraHOB M (MIIK)
TKaHe#, anTeyHoi oprasu3anuei» coraacHO NpUIoKeHuto Ne 7;

dopmy Ne 06-OP «CseneHus O BBIMCAHHBIX W OTIYLIEHHBIX JIEKApPCTBEHHBIX
npernaparax, IpeJlyCMOTPEHHBIX I€peUHeM JIEKapCTBEHHBIX NPEIapaToB, NPECTaBIsIeMbIe
B MunucTepcTBO 3apaBooxpaHeHus Poccmiickoit ®Pepepanun mni  GhopMUpoBaHHA
u BefeHus DemepanbHOro perucrpa Jiul, GONBHBIX reMoQHINEH, MyKOBHCIHIO30M,
rumo¢u3apHEIM HaHU3MOM, Oole3Hplo [ olne, 310KaueCTBEHHBIMH HOBOOOpa30BaHHMSIMH
1aMGOoHIHON, KPOBETBOPDHOM M POACTBEHHBIX UM TKaHEH, pacCEsHHBIM CKJIEPO30M, JIHIL
10CJIe TPAHCIUIAHTALIMK OPTaHOB U (MJIM) TKaHE COrIacCHO MpHIIoKeHHIo Ne 8;

UHCTPYKUHIO 1o 3anonHeHuto ¢opMmel Ne 06-OP «CeeneHns o0 BBINMHMCAHHBIX
¥  OTNyHIEHHBIX JICKAPCTBEHHBIX IIpernaparaX, MpeIyCMOTPEHHBIX IepeYyHeM
JEKapCTBEHHBIX IIperapaToB, MpeAcTaBiseMble B MUHUCTEPCTBO 31paBOOXPaHEHHS
Poccuiickoit ®enepamun mia dbopMupoBaHua U BeaeHus DepepanbHOro perucrpa JHi,
GoNBHBIX TeMoGMIHel, MyKOBUCLHAO30M, IHITIOPH3apHBIM HaHWU3MOM, Gonesnsio ["omre,
3I0Ka4eCTBEHHBIMH HOBOOOpPa30BaHMAMH NMM(OUAHON, KPOBETBOPHOH U POACTBEHHBIX



UM TKaHeW, pacCesHHBIM CKJIEpO30M, JHI [OCj€ TPAHCIUIAHTAllUH OpraHoB
¥ (WIH) TKaHei» cortacHo mpunoxxenuo Ne 9.

2. [lpu3Hath yTpaTUBIIMMU CHILY:

npuka3 MHHHCTEpCTBa 3[paBOOXPAaHEHHUS U COLHANBHOIO pa3BUTHUA Poccuiickoit
Oenepauuu ot 4 anpens 2008 r. Ne 162H «O nopsiake BeaeHus DenepalbHOIO perucrpa
bonpHBIX remoduumeii, MyKOBUCIHI030M, rUnodu3apHEIM HaHU3MOM, OonesHsio I'oine,
3I0Ka4e€CTBEHHEIMH HOBOOOPa30BaHUAMH JHUMGOUIHON, KPOBETBOPHOM U POACTBEHHBIX
MM TKaHe#, pacCesHHBIM CKJIEPO30M, a TaKXe IOoclie TPaHCIUIAHTAldM OpraHOB M (WJIH)
TKaHelW» (3aperucTpupoBaH MuHucTepcTBoM foctunuu Poccuiickoii  ®Deneparuu
28 ampensa 2008 r., peructpannonHslit Ne 11599);

npuka3 MuHHCTEpPCTBA 3[paBOOXpaHEHUSA U COLMANBHOro passutus Poccuiickoii
OQenepamur oT 3 wuroHs 2008 r. Ne 255H «O BHeceHMH H3MEHEHHH B IpuKa3
MunucrepcTBa 31paBOOXpaHeHUss U colManbHOro pasButHs Poccuiickoit ®Penepauun
oT 4 ampens 2008 r. Ne 1628 «O nopsake Bepenus PenepansHoro peructpa OOJBHBIX
remodwineit, MyKOBHUCLHMZO30M, THNO(HU3apHEIM HaHU3MOM, OoiesHpio I orme,
MHEJIONEHKO30M, pacCesHHBIM CKIIEPO30M, a TaKXkKe MOciie TPaHCIUIAHTAllMd OpPraHoB H
(umu) TkaHed» (3aperucTpupoBaH MunHcTepcTBOM IocTHiMM Poccuiickoit ®enepanuu
24 virons 2008 r., peructparuonHsbiii Ne 11868);

npuka3 MuHHCTEpCTBa 3ApaBOOXpPaHEHUs U COIMAJIBHOrO pa3Butus Poccuiickoii
Qenepann ot 20 Mas 2009 r. Ne 255H «O BHeceHMH H3MEHEHMH B IIpHKa3s
Mun3zapasconpassurus Poccuu ot 4 anpens 2008 r. Ne 162 «O mopsinke BeneHUs
QenepansHOro peructpa OONBHBIX remModunuel, MyKOBHCHHAO30M, T'HNOQH3aPHBIM
HaHMU3MOM, Gone3nrio ['olre, MHUenOIEHKO30M, pacCesHHBIM CKJIEPO30M, a TakkKe Iocie
TPAHCIUIAHTallMM OPraHoB M (WJIK) TKaHei» (3aperucTpupoBaH MUHHCTEPCTBOM IOCTULIUN
Poccuiickoit ®epepanuu 19 urons 2009 r., peructpanuoHHsiii Ne 14113);

npuka3 MuHKCTEpCTBa 3paBOOXpaHEHHSI U COLHANBHOro pa3BuUTHsA Poccuiickoit
®enepanuu ot 1 gexabps 2010 r. Ne 10611 «O BHeceHuu n3MeHeHwmit B [Topsanok BexeHUs
®enepanbHoro perucrpa OONBHBIX TreMO(UIHeld, MyKOBHCIHMIO30M, THIIO(PHU3apHBIM
HaHU3MOM, OonesHsro I'omme, 310Ka4eCTBEHHBIMH HOBOOOpPa3OBaHUSMH JHUM(OHIHOIM,
KPOBETBODHOH M POACTBEHHBIX MM TKaHeHl, pacCesHHBIM CKJIEpO30M, a TaKKe MOCie
TPaHCIUIAHTal[U¥ OPraHoB W (WJIM) TKaHe#, YTBEp)KAeHHBIH NpuKa3oM MuUHHCTEpCTBa
3paBOOXpaHEHHs ¥ conranbHoro pa3sButusa Poccuiickoit @eneparun ot 4 anpens 2008 r.
Ne 162n» (3apeructpupoBad MuHHCTEPCTBOM IocTULMK Poccuiickoit ®enepauuu 3 mapra
2011 r., perucrpanuoHHslit Ne 19990).

Munuctp B.J. CkBoprioBa

KOIUS BEPHA W -

Hauanbunk OGwero orgena [O.B. Kynewona
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[Ipunoxenue Ne 1
K npuKa3zy MUHHCTEpCTBa 31paBOOXpaHEHH
Poccuiickoit Pepepaunu

oT « 73 » %&A‘L_ZOB rNe 694

ITopsaok npeacTaB/IeHHsI CBeAeHHH, CONEPKAMHUXCH B HANPABJIEHHM
Ha BK/IIOYEHHe cBe/leHnii (BHeceHHe H3MEeHEeHHl B CBeleHHUs) 0 00JIbHOM
B @eepabHbIH perncTp Juu, 60J1bHBIX reMopuIHel, MyKOBHCIIHI030M,
runogu3apHbIM HAHH3MOM, Gosie3Hblo Iomle, 310KaYecTBEeHHBIMH
HOB0OOOpa30BaHMSIMH JTHM(OHIHOH, KPOBETBOPHOI M POACTBEHHBIX HM TKaHeEi,
paccestHHbIM CKJ1€P030M, JIHI] N0C/I€ TPAHCIVIAHTALIHN OPraHoB H (W/IH) TKaHeii,
H H3BeLleHHH 00 HCKJIIOYEHHH CBefieHHi 0 6o1bHOM K3 JaHHOro PeaepansrHoro
perucrpa u 06 oTHyIEeHHBIX JIEKaPCTBEeHHbIX Npenaparax

1. Hacrosiiuuii MOpsOK peryliupyeT BOINpOCHI IIPEIACTABICHHS  CBEINEHHI
o GonbHBIX, HEOOXOAUMBIX M (opmUpoBaHus DenepalsHOr0 perucTpa JIul, GOJbHBIX
reMoQHINEeH, MYKOBHCHUUZO30M, TIUNOQHU3apHBIM HaHU3MOM, Oone3Hsio [orme,
3JI0KaY€CTBEHHBIMM HOBOOODPa30BaHHAMH TUM(OHIHOW, KPOBETBOPHON M POACTBEHHBIX
MM TKaHEH, pacCesSHHBIM CKJIEPO30M, JIHII N10CJIe TPAHCIUIAHTAMK OPTaHoB U (KM ) TKaHeH
(nanee — QejepanbHblil PETHCTP), a TaKXke CBeleHUH 00 OTIYIIEHHBIX JIEKAPCTBEHHBIX
npenaparax, MpeIyCMOTPEHHBIX NEPEYHEM 3aKyNaeMbIX 3a CYET CPEACTB (elepalbHOro
Oro[pKeTa JIeKapCTBEHHBIX IIpenapartoB, NpeJHa3HAYEHHBIX M)A JIEYEHHS OOJBHBIX
3JI0KaYeCTBEHHBIMH HOBOOGPa30BaHMAMHU JTHM(OUAHOM, KPOBETBOPHOH M pPOACTBEHHBIX
UM TKaHe#, reMopuinei, MyKOBUCIMI030M, TUNO(PU3APHEIM HaHU3MOM, 6os1e3HbI0 [ ole,
paccessHHBIM CKJIEPO30M, a TAaKXe I10CJI€ TPAHCIUIAHTALMH OpPraHoB M (WMJIM) TKaHed,
YTBEPKAEHHLIM PacTIOpAKeHHeM IpaButensctBa Poccniickoit @eneparuu ot 31 nexkabps
2008 r. Ne 2053-p' (nanee — nepeyens JIEKapCTBEHHBIX [IPENapaToB).

2.1lpa ycraHOBNEHMM BIEPBbIE JMarHO3a, YKa3aHHOro B IyHKTe | HacTOSILEro
nopsiaxa, MEMUHHCKHE OpraHu3alnuy cyosexToB Poccuiickoit ®enepauuu, MeIULIHHCKUE
OpraHM3alM{ MYHHLMIIQIBHOM CHCTEMBI 3[paBOOXPAHEHHs B Cilyyae Mepeqayd MM B
YCTaHOBJICHHOM MOpSAZAKE IMOJHOMOYHH OpraHoOB TOCYAapCTBEHHOM BIacTH CyGBEKTOB
Poccuiickoit ®enepannu B cdepe 0XpaHbl 340pPOBbs, B KOTOPHIX GOJIBHEIE HAXOMATCS Ha
MEIUIUHCKOM OOCITY’)KHBaHMH, 1 MEIUIMHCKHE OPraHU3alliM, HAXOASMIHECS B BeJEHUH
Oenepanshoit ciyx6bl ucnonnenus Haxasaus (OCUH Poccuu), nmpeacTaBisioT He
NO3/HEeE IATH pabo4uX AHEH C JaThl yCTAaHOBIEHHs JUarHo3a Ha GyMaKHOM HOCHTeJe U
(1n1) B 9JIEKTPOHHOM BHJIE B YTIOJTHOMOYEHHBIH OpraH HCIOJHUTENBHOM BIACTH CyGheKTa
Poccuiickoit ®esiepanvn HanpaplIeHHe Ha BKIIOYEHHE CBEICHUH (BHECEHHE U3MEHEHHH B
cBefleHust) o GoNbHOM (nanee — HampabneHue) B DeepanbHbli perucTp ML, GONBHBIX
reMopuimMer, MyKOBHCUHMJO30M, THIOQU3apHEIM HAaHH3MOM, OoJe3Hbi0 [ o,
3J710Ka4€CTBEHHBIMH HOBOOOpa3oBaHHUAMH JTUMQOUIHOH, KPOBETBOPHOH
¥ POIACTBEHHBIX UM TKaHEH, PacCESHHBIM CKIEpO30M, JIHL IMOCNe TPAHCIIAHTalLHH
opraHoB H (uiH) TKaHei, o ¢gopme Ne 01-DP cornacHo npunoxenuo Ne 2.

! Cobpatue 3akoHopatensctTea Poccutickoit ®enepawun, 2009, Ne 2, 1. 334; 2011, Ne 2, ct. 433
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MenununHckue opraHu3aluy, Haxonslvecs B BeAeHUH DenepanbHOr0 MemHUKO-
6uonornyeckoro areHtrctBa (mamee — PMDBA Poccum), IpeacTaBIAlOT CBEOEHUS B
COOTBETCTBHUH C ab3aneM nepBbIM NyHKTa 2 Hactogwero [Topsaka B ®MBA Poccuu.

3. M3BelieHus: 06 MCKIIIOYEHUH CBEAEHHMH O OONIBHBIX M3 DeliepalbHOro peructpa
(manmee — wu3BelleHHE) MPEACTABIAIOTCA MEJUIMHCKUMHU OpraHM3alHsiMH CYOBEKTOB
Poccuiickoit ®Denepauuy, MeIUUUHCKAMH OpraHU3alUAMH MYHHLMIAIBHON CHCTEMBI
3APaBOOXPAHEHUS B Cllyyae Iepefayd MM B YCTAHOBIEHHOM IOpsAKE MOIHOMOYMMA
OpraHoB rocyJapcTBeHHOH BilacTH cyOnekToB Poccuiickoit ®enepauun B chepe oxpansl
3A0POBbSA M MEAULIMHCKUMH OpraHusauusamu, HaxonsmuMmucs B BeaeHun OCHUH Poccun,
B YIIOJIHOMOYEHHBIN OpraH HCIOJHUTENBbHOH BiacTH cybbekta Poccuiickoit denepanuu
Ha OyMa>XHOM HOCHUTeNle U (MJIM) B 3JIEKTPOHHOM BHJI€ B T€UEHHE MATH pabO4YMX OHEH C
JIaThl IOCTYTUIEHUS TaKuX cBesieHuit nmo popme Ne 02-OP cornacHo npunoxerunro Ne 3,

MenuuuHckue opraHusanuy, Haxogdmuecs B BeaeHudn OMBA  Poccuy,
NPEJCTABIIAIOT CBEACHUS B COOTBETCTBHMM C ab3aleM IepBbIM ITyHKTa 3 HACTOSLIEro
INopsnka B ®DMBA Poccuu.

4. HanpaBniieHus U U3BELLEHUS PETHCTPUPYIOTCSI MEJUIIMHCKUMH OPTraHH3alMsIMH B
XypHane no ¢opme Ne 03-OP cornacHo npunoxxeHuto Ne 4.

5. YonHOMOYeHHBI# OpraH MCIIOJIHUTENbHOR BiIacTH cyobekra Poccuiickoit
Qenepaiy 1 PMBA  Poccum  ana  dopmupoBanus  PepmepanbHoOro  perucrpa
B T€YECHHE NATH pabouyux JHEH ¢ AaThl MOMy4YeHUs HamnpaBleHUs U (WIH) U3BEIIEHHS OT
MEIULIUHCKUX OpraHu3alMid MpeJCTaBIsAslOT B MHHHCTEPCTBO  3/IpaBOOXPaHEHHs
Poccuiickoit @egepanyu Ha 6yMaxcHoM HocuTese ¥ (MIH) B 3JIEKTPOHHOM BHIE CBEICHHUS
o 6onpHOM 110 hopMme Ne 04-OP cornacHo npuiioxeHuo Ne 5.

Ceenennss o  OGonbHOM  (HampaBieHHs,  M3BELIEHHA), MpeACTaBlIIEMBbIE
B JJIGKTPOHHOM BHJE, MNOMJEXAT 3aBEPEHHUI0 DJIEKTPOHHON MOAIHCHIO IOKHOCTHOIO
JiMlia YIONHOMOYEHHOTO OpraHa HCIOJHHUTENbHOM BinacT cy6wsekta Poccuiickoi
®enepauuu niu ®PMBA Poccun.

6. AniTeyHble OpraHu3alyy, NepevyeHb KOTOPHIX YTBEPXKJAeTCs YIOJHOMOYEHHEBIM
OpraHoM MCIIOJIHMTENBHOH BiacTu cyOnekta Poccuiickoit ®depepauuu, 1 MeOUIIMHCKHE
opranu3auuu, Haxonsudecs B BeaeHUn OMDBA Poccum, exxeMmecadyHo He mo3gnee 10
YHCJia MecAla, CIEQYIOLLEro 3a OTYETHBIM, IMPEICTABISAIOT B YIOJIHOMOYEHHBIE OpraHEI
HCIOJHUTENIbHOH BilacTd cyOBekToB Poccuiickoit ®enepanuu umu OMBA Poccum
COOTBETCTBEHHO  CBefiecHHss 00  OTMyLIEHHBIX  JIEKApCTBEHHBIX  IIpemaparax,
IIPEeAyCMOTPEHHBIX NIEPEYHEM JIEKAPCTBEHHBIX IIpenapaTtoB, Ha OyMaXXHOM HOCHTENE M B
371eKTpoHHOM Buze 1o popme Ne 05-OP cornacuo npunoxenuto Ne 7.



[Tpunoxxenue Ne 2
K NpuKasy MuHHCTepCTBa 3ApaBOOXPAaHEHHUS
Poccuiickoit depepaunu

OT « 75 %M 222013 1. Ne 6. P se-

MunucTepcTBO 31paBOOXPAHEHUS ®opma Ne 01-DP
Poccuiickoit @enepaunn

(HauMeHOBaHWe MEAMLMHCKON OpraHu3aunn)

(aapec)

KO MEAULIMHCKOM
Oprasu3atiu
no OKIIO, no OI'PH

HanpaBnenue Ne [ l [ ] [ I
HA BKAIOYeHNe CBeeHHil (BHeCeHHe HIMEHEHHTT B cBedeHHA) 0 6onbHOM B DenepansHblil perseTp anu, 60JbHBIX reModuaneii,
MYKOBHCUMI030M, rHNopH3IapHbLIM HAHW3IMOM, Gosre3nbio Ioure, 310KaYeCTBEHHBIMH HOBOOGPA30BAHHAMH AHMPOHAHO,
KpOBETBOPHOIi 1 POACTBEHHBIX UM TKaHeil, PACCEAHHBIM CKJIEPO3OM, JIMLL NNOCJE TPAHCIJIAHTAUHH OPraHoB
H (Man) TKaHei

1 Cepus ¥ HOMEp CTPaxoBOro
nosnca OMC
2 damunus, UM, OTHECTBO:

(3anonHAercs Ne4aTHeIMU OyKBaMH
3 Jara poxaenus: Yucno ‘:I__—l Mecall I:D ron 4 Tlon M D X D

5 Azpec MecTa KUTeNbCTBa (IPOXKUBAHHUA):

6 Mecro paboTsl, ZomKHOCTH (npodeccus):

7 Kona 3a6onesanus no MKB-10 8. JlokyMeHT,
YAOCTOBEPAIOIHHA
JIMMHOCTD:
epas | | [ | e | | [ [ 1]
KeMm sbinaH: Jara Bsiaauu:

9. Ipaxaanun yureHn B (PefepanbHOM PETHCTPE JIML, WMEIOILMX MPaBO Ha FOCYAAPCTBEHHYIO COUMANBHYIO NOMOLIL B COOTBETCTBHH C
GenepanbhbiM 3akoHOM 0T 17 ions 1999 r. Ne 178-@3 «O rocynapcTseHHo# couHansHoM moMomm» '

2a, HET (yK%a’l‘b) Ecnu «aa»: kon KaTeropu B COOTBETCTBHH C d>euepanbﬂbm 3aKOHOM

10. CHHJIC (ecnu «wia»
sn 9)

I, TpaknaHuu BKMOHYEH B YMC/IO NWI, MMEIOWMX NMPABO HA NEFOTHOE M GecrnatHoe oGecrieueHHe eKapCTBEHHBIMM MPENapaTaMu B
COOTBETCTBHH C MocTaHoBNeHueM [lpaputenscraa Pocentickoit ®enepaunn ot 30 nions 1994 r. Ne 890 «O rocynapcTBenHOM noanepske
PasBUTHS MEAMUMHCKON NMPOMBIUIICHHOCTH H YIY4LIEHHH OOecneyeHUs HACENCHHA M YUPEKICHHN 3APaBOOXPAHEHHA JIEKAPCTBEHHBIMH
CPEACTBAMU W H3AETUAMM MEAHLHHCKOTO HAZHAYCHHAN:

I1a, Het (ykasartb) D

! CoBpanue 3akoHoaatensctsa Poccuiickot Dezxepaunn, 1999, Ne 29, cr. 3699; 2004, Ne 35, ct. 3607; 2006, Ne 48, c1. 4945; 2007, Ne
43, cr. 5084; 2008, Ne 9, ct. 817, Ne 29, ct. 3410, Ne 52, cr. 6224; 2009, Ne 18, cr. 2152 Ne 30, ct. 3739, Ne 52, ct. 6417; 2010, Ne 50, cr.
6603 2011, Ne 27, ct. 3880; 2012, Ne 31, cr. 4322, Ne 53, ct. 7583
* CoBpanne 3akoHonaTeCTBa Poccuiickoft ®enepauuy, 1994, Ne 15, cr. 1791; 1995, Ne 29, ct. 2806; 1998, Ne 1, cr. 133, Ne 32, cT.
3917; 1999, Ne 15, ct. 1824; 2000, Ne 39, cr. 3880, 2002, Ne 7, ct. 699



12. OfocHoBaHKE HanpaBJIeHHU:

Bpay, Bel1aBLIMi HanpaBIICHHUE:

(pamunus, UM, OTYECTBO) (noanuce)
Kon spaua’ TeneoH:
3asenyiowuii OTACIEHHEM:

(bamunus, ums, 0TYECTBO) (noanuce)
[pencenarens Bpaie6HON KOMHCCUH
MEAMLUHCKOW OpraHu3aumu:

aMUKs, UMS, OTHYECTBO (noanuce)
Jlara YUCNIO EI:, MecsaL roa

M.IT.



MuHHCTEepCTBO 3APaBOOXPAHEHNS
Poccuitckoti @eaepaunn

(HaHMCHOBaHHC MEAMLUHCKOMR oprax-maauun)

(anpec)

[Ipunoxenue Ne 3
K mpuka3sy MUHHCTEpCTBa 3paBOOXpaHEeHH
Poccuiickoit ®enepanuu

2013 1. Ne 694

OT « /7"%/6//”/

Kox Meaununckoh
OpraHM3auuu
no OKIIO, no OI'PH

H3semenne Ne

0 O I I

Dopma Ne 02-DP

00 ucKiIr0ueHnM cBelleHRi 0 60aLHOM H3 DelepasbHOro PerncTpa Jul, 60AbHLIX reModHIKelH, MYKOBHCIHA030M,
runodu3apHLIM HAaHU3MOM, Goae3nbio I'ome, 310KaYeCTBEHHLIMH HOBoOGpa3oBaHusiMH JuMdoKaHOI, KpoBeTBOPHOH
H POACTBEHHBIX KM TKAHeH, PacCesIHHbIM CKJIEPO30M, JIMIL MOCIe TPAHCILIAHTAIKH OPTraHoB H (H1H) TKaHe#H

1. ®amunua, uMs, 0TYECTBO GOIBHOrO:

2. lara poxaeHus: YHUCIIO0 D:‘ MecsL

3. Azpec MecTa XXHUTENbCTBa (POKUBaHHA):

(3anonHaeTcs NEYaTHEIMH OyKBaMH)

4, Kox 3a6onesanus no MKB-10 lil I | | [
5. JIoOKyMEeHT, yROCTOBEPSAIOMWHI THIHOCTD:

cepust l l | l l Ne

| T[T T ]

Kem, xoraa BsiaH:

6. O60CHOBaHHE ANt UCKITFOUCHUS:

Bpau, BoliaBmnii H3BeLICHHUE:

aMUJTHA, UMS, OTYECTBO) (nonmuce)
Kon Bpaua: TenedoH:

3apenyrounit OTACIEHHEM:

Ipencenatens BpaueOHOM KOMHCCHH
MEARLIMHCKON OpraHu3alHiu:

(damunns, uma, oTIECTBO)

(moanucs)

(pammuims, UM, OTHECTBO)

M.IL

(MoANHUCs)
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[Tpunoxxenue Ne 5
K IIpHKazy MunHCTEpCTBA 31paBOOXpaHEeHHUs
Poccuiickoit ®eneparuu

OT « /ﬁr»/cywééﬁ/ 2013r.N96yf'/
®opma Ne 04-DP

CBEJAEHUSA
o 6o1bHOM, mpeAcTaBisieMblie B MUHHCTEpPCTBO 34paBooxpaHenust Poccuiickoii
®enepanun 1715 popmupoBanns U BeaeHusi PeepabHOr0 perucTpa JuL, 60JbHBIX
remodu/iHei, MyKOBHCIINI030M, THNIO(PH3IAPHBEIM HAHH3MOM, 0oJie3HbI0 [Nomre,
3JI0Ka4eCTBEHHHIMH HOBOOOPa30BaHHAMH JHM(OHIHOMH, KPOBETBOPHOI
H POACTBEHHBIX HM TKaHeH, paccesiHHbIM CKJIEPO30M, JHI N0C/Ie TPAHCIVIAHTAUMHT
OpraHoB M (WIH) TKaHel

Y1IOJTHOMOYEHHEI! OpraH UCIIOMHHTENBHOM BIIaCTH CyOBEKTa
Poccwiickoit denepanmn, PMBA Poccun

Ne HaumMmeHOBaHue cBEAEHHUIT ConepxaHue cBeleHHI
n/n
I | epcoHanbHBIE TaHHBIE 6OJIEHOTO
1 | dammmis
2 [N
3 | OtyecTBO
4 |Ilon
5 | Jlata poxaeHus
6 | ITomic OMC:
6.1 | Cepus mommca OMC
6.2 | Homep noymca OMC
6.3 | Ha3panume crpaxoBo#l opraHu3alliy, BBIOABIICH MOIMC
OMC
7 | Kon TEPPUTOPUH azpeca 60IEHOTO o
O6mepoccuiickomy Kaccudukaropy

aJIMIHACTPATHBHO-TEPPHTOPHAIIBHEIX 00pa3oBaHuii

8 | Anpec MecTa XHTENIbCTBA (IPOXKHBAHNA)

9 | JIOKYMEHT, yI0OCTOBEPSIOMHUIA INIHOCTD

10 | Cepust fIOKYMEHTa, YAOCTOBEPAIOMIErO JIMIYHOCTH

11 | Homep KoOKyMeHTa, yAOCTOBEPSAIOLIErO THUHOCTD

12 | KeM BHJIaH JOKYMEHT, YAOCTOBEPAIOLIMH JTHIHOCTH

13 | Korga BeIIaH JOKYMEHT, YAOCTOBEPAIOINHI JTHIHOCTh
14 | CrpaxoBoii HoMep HHAMBHAYAIHLHOTO JIUIIEBOTO CUETa
Ilencuonnoro ¢porga Poccuiickoii Denepanuu

15 | YHHKaIBHBI HOMEDP PErHCTPOBOM 3anHuCH

Il | Ceenenus o 3aboneBannu

16 | Koz 3abosreBanns

17 |Koxm MenunmHCKOH OpraHM3anpH, HanpaBHBIIEH
cBeleHUs O OOJBHOM MIA BKIIOYEHHS (BHECEHHSA

usmeHenuit) B Oenepansueni perucrp (o OKIIO, mo
OI'PH)




HaunMeHoBaHue cBeneHmii

Coneprxanue cBenieHHi

Jlata BKIIOYCHHS CBeJEHWH (BHECCHHSA H3MEHEHHIH
cBefieHHs) o 6obHOM B Peructp

Jlata wu3BemeHUs O HEOOXOAUMOCTH HCKIIOYEHNS
cBefieHuit 0 6ossHOM K3 DeftepalbHOrO perucTpa

20

Kox MeauumHCKOM OpraHH3aliH, HarpaBHBIIEH
U3BeleHHe 00 HCKIIIOYEHHH CBEAEHMi 0 GONLHOM U3
DenepansHoro perucrpa (mo OKIIO, mo OI'PH)

21

Ceenenus o ToM, 9yTo 6onbHON yureH B PeaepanbHOM
pEeTHCTpE JHI, HMEIOMHUX T[paB0O Ha IOIy4YECHHE
roCyZapCTBEHHOMK COLHAJILHOA [IOMOLIHX B
COOTBETCTBHH CO CTaThel 6.1 PenepaarHOro 3aKOHa OT
17 urona 1999 r. Ne 178-®3 «O rocymapcTBeHHOH
COIMATBHON MOMOIIHM» 3a CUET CPEACTB enepasbHOro
Oropkera (KOA KaTeropuu TIpakAaH, YKa3aHHBIA B
®denepabHOM 3aKOHE)

22

Ceenenus o TOM, 4TO OONBHOM HMeeT mHpaBO Ha
JIBTOTHOE " OecrutaTHOE obecnieuenue
JIEKAPCTBEHHBIMH CpPEICTBAMH B COOTBETCTBHH C
ITOCTAHOBJICHHEM IIpasutenscrpa Poccniickoit
denepauun ot 30 wmrong 1994 r. Ne 890 «O
rOCyJIapCTBEHHOMN NOAJACPIKKE PasBUTHA MEAMIIMHCKON
IPOMBIIUIEHHOCTH M yIyJyilleHMH obecnedeHus
HaceleHHA M  YJpeXKOeHHH  3/IpaBOOXpaHEHHUS
JIEKApCTBEHHBIMH  TIpenapaTaMH H  H3ACIHsIMH
MEIUIMHCKOTO Ha3HAYeHHA» 3a CUET CPEeACTB
610Kera cyorekta Poccutickoit ®enepanun

23

HndpopManus o BKIIOYEHHH CBEHEHHH 0 GONBHOM B
NPUHATYIO 3a4BKy cyOnekta Poccuiickoit ®enepanun
JU 3aKYTIKH JIEKapCTBEHHBIX MPENapaToB

24

YHHUKaJIBbHBIH HOMEP PErHCTPOBO# 3anHCH

25

Kon onepanun

PykoBoaurens

(moamuce) (©.1.0.)

Jara «

» 20 T.




ITpunoxxenue Ne 6
K npuKa3sy MuHHCTEpCTBa 30paBOOXPaHEHHS
Poccuiickon ®@enepanuu

OT « (f»%;/,/,;/;// 2013 1. Ne / QF/

HAHcTpykuus
no 3anojiHeHUI0 popmbl Ne 04-OP «CBeeHus o 60JIbHOM, NpeacTABIIsieMbIe
B MuHucTepcTBO 3ApaBooxpanenus Poccuiickoii Menepanuu
Aas popMupoBanus U BeeHus PegepanabHOro perucrpa Jum,
60JIbHBIX reMo(puiinei, MyKOBHCIH030M, THNIO(PH3APHBIM HAHH3MOM,
6oJ1e3nb10 I'01Ie, 3T0Ka4YeCTBEeHHBIMH HOBOOOpa3oBaHHAMH JUMGOUAHOIH,
KPOBETBOPHOH H POJCTBEHHBIX HM TKaHeil, paccessHHbIM CKJIEPO30M,
JIMI NOCJIe TPAHCIVIAHTAIIHM OPraHoB u (MJIM) TKaHEeH»

1. ®opma Ne 04-OP «Csezmenus o GonbpHOM, IpezcTaBisieMble B MHUHHCTEPCTBO
3gpaBooxpaHeHus Poccuiickoit @enepanuu s popmupoBanus u BeaeHus DenepanbHoro
perucrpa mun, OONBHBIX reModunued, MyKOBHUCIHMIO30M, THIIO(U3APHBEIM HAHH3MOM,
6onesnpro I'ome, 3710ka4€CTBEHHBIMA HOBOOOPa30BaHUAMH JTHM(OUIHOM, KPOBETBOPHOM
H POJICTBEHHBIX MM TKaHEH, pacCesiHHBIM CKJIEPO30M, JHUI[ IOCJIe TpaHCIDIAHTAIMK
opraHoB H (WnM) TKaHei» (manee — ¢opma Ne 04-®P), 3amoNHAETCS YIIOJIHOMOYEHHBIM
OpraHOM HCIIOJIHUTENIBHOM BiacTH cyOnekTa Poccuitckoii @enepauun 1 ®MBA Poccun
Mo KaXOOMy CIy4al0 [I€pBHYHOrO oOOpameHus Jinll, OONBHBIX TreMOQHIIHEH,
MYKOBHCLMZ030M, THIIO(H3apHBEIM HAaHU3MOM, Oojie3Hbi0 I omme, 3710KauyeCTBEHHBIMU
HOBOOOpa30BaHUAMU JNHUM(POUIHONH, KPOBETBOPHOM M DPOJACTBEHHBIX MM TKaHEH,
PacCesHHBIM CKJIEPO30M, a TAKXKe I0C/Ie TPAaHCIUIaHTAI[i} OpraHoB U (WIK) TKaHeil (nanee
— OonpHBIE), B MEOMIMHCKHE Opranu3anuu cyowrekToB Poccuiickoii ®epepauuw,
MEIMLHHCKHE OPraHH3allid MYHMUUIAIBHOM CHCTEMBI 3[]paBOOXpaHEHHS B ClIydae
epesadyy UM B YCTAaHOBJIEHHOM IOpsZKe MOIHOMOYHI OPraHOB roCyJapCTBEHHOM BIACTH
cyonexToB Poccuiickoit ®epmeparuu B cdepe OXpaHBI 3[0pPOBBS, MEIMIMHCKHE
opranusanuy, Haxomiamuecss B BefeHUM ®CHUH Poccun 1 ®MBA Poccum (nanee —
MEJUIMHCKME OPraHM3al{H), 3a BBINHMCKOH JIEKapCTBEHHBIX MPENapaTtoB  II0
3aKJIIOYHUTEIFHOMY JHarHo3y, a Talkoke IIPU BHECEHUH W3MEHEHHH B CBeJeHHS 0 OOJHHOM
WIH 00 HCKJIIOYEHUH CBeJieHuH 0 GonbHOM 13 PeiepanbHOro perucTpa.

®opma Ne 04-DP noiyieXUT NPEACTaBIEHUI0O B MHUHHUCTEPCTBO 3ApaBOOXPaHEHHS
Poccuiickoit @enepanyuy Ha OyMa)KHBIX HOCHTENIX M (WIHM) B 3JIEKTPOHHOM BHJE C
NPEICTaBIECHHEM HA  JJIEKTPOHHBIX  HOCHUTENAX WM IIyTeM I[epefadd IO
TeJJEKOMMYHHKAIIMOHHEIM KaHajlaM CBS3U C 00s3aTelIbHBIM 00ecIliedeHrHeM 3allMThI
nH(OPMALMK B COOTBETCTBHH C 3aKOHOAaTeNnscTBOM Poccuiickoit ®enepary.

2. Ilpu 3antonHeHnu GpopMbl Ne 04-DP:

B crpokax: 1 «®@amumua», 2 «Mmsa», 3 «OT4ecTBO» YKa3bIBAIOTCS MOIHOCTBHIO
¢daMunus, UM, OTYECTBO OOJBHOrO B COOTBETCTBUH C JOKYMEHTOM, YAOCTOBEPSIOMIMM
JIMYHOCTD. 3alUCh «HEU3BECTHOY HE IIPOU3BOIUTCS;

B cTpoke 4 «ITom» ormedaercs mon («My» umn «XK»);



2

B cTpoke 5 «JlaTa poXxIeHUs» yKa3plBalOTCA OEHb, MECAll U ToJ POXIEHUSI B
COOTBETCTBHY C JaHHBIMH JOKYMEHTa, YAocToBepsomero JuuHocts (JJJ/MM/ITIT);

B crpoke 6 «Ilomuc OMC» ykas3pIBaloTCS OaHHEBIE, COJepXaliHeci B IOJIHCE
06s13aTeNTLHOrO MEIUIIUHCKOTO CTPaXOBaHUS;

B ctpoke 7 «Konm Tteppuropuu anpeca OonpHoro mno O6mepoccuiickomy
KIacCHPUKATOPY aIMHUHUCTPAaTHBHO-TEPPUTOPHANBHEIX 00pa30BaHUi) yKa3blBaeTCsl KOJ
TEPPUTOPHH, COOTBETCTBYIOLIEH afipecy OONBHOTrO;

B CTpoke 8 «Azdpec MecTa J>XUTENbCTBAa (IIPOXKHBAHMA)» YKa3bIBACTCA TOJHBIH
IIOYTOBBIN ajipec;

B CTpoke 9 «JlOKyMEeHT, yAOCTOBEpSIOUIMI JMYHOCTH» YKa3bIBaeTCA IOKYMEHT,
YAOCTOBEPSAIOUTHI IUYHOCTD, ITONHOCTHIO HA PYCCKOM S3BIKE;

B cTpoke 10 «Cepusi JOKyMEHTa, yAOCTOBEPSIONIEr0 JMYHOCTE» YKA3bIBAETCS CEpPHs
JIOKYMEHTa, YAOCTOBEPSAIOIIETO JINYHOCTE;

B ctpoke 11 «Homep nokyMeHTa, yIOCTOBEPSIOLIETO JHIHOCTD» yYKa3hIBaeTCA HOMEP
IOKYMEHTa, YAOCTOBEPSIOLIETO JIMYHOCTS;

B cTpoke 12 «Kem BbIZaH OOKyMEHT» YKa3bIBaeTCS Ha3BaHHE OPraHHU3allMH,
BBIJJABIIEH TOKYMEHT, YAOCTOBEPAIOLIUA TMYHOCTE;

B ctpoke 13 «Korga BelIaH AOKYMEHT, YOCTOBEPSIOINHI JIMYHOCTB» yKa3bIBAeTCs
JaTa BBIAaYHM JOKYMEHTa, YAOCTOBEPSIOLIEr0 TUYHOCTE;

B cTpoke 14 «CrtpaxoBoii HOMep WHAMBHUAYAJIHLHOrO JHIEBOro cyera [leHCHOHHOrO
donna Poccuiickoit @enepaunn» ykassisaercs CHAJIC, eciu yka3aHo «ga» B cTpoke 21;

B CTpoke 15 «YHHKaNbHBIM HOMEp pEeruCTpOBOM 3allUCH» YKa3hIBae€TCA YHUKAIbHBIN
HOMEP pETHUCTPOBOM 3alHuCH, TNpHUCBOEHHBIH MunsgpaBoM Poccuu (13 uudp)
(Yxa3pIBaeTCsi [PH BHECEHHH H3MEHEHHIA);

B cTpoke 16 «Kox 3aboneBaHus» ykaspiBaeTcs Koi 3a00jeBaHHs B COOTBETCTBHH C
Me>xayHapoaHoii cTaTuCTHYECKO# Kiaccudukanueii 6one3neit n mpobieM, CBI3aHHBIX CO
310poBbeM (AecsaThiit nepecMmotp) (nanee — MKb-10);

B cTpoke 17 «Kox MeauLMHCKON OopraHM3allii, HalpaBUBIIEH CBeIEeHHA O OOJIHEHOM
I BKIIOYEHUs (BHeceHUs W3MeHeHui) B DenepaibHBIN perucTp» ykashlBaeTCs KO
MEOULIMHCKON OpraHu3allid, HalpaBUBIIEH CBeJeHHA O OOJBHOM MJA BKIIIOYEHHS
(BHeceHns uaMeHenuit) B @enepansusiit peructp (o OKIIO, mo OI'PH);

B cTpoke 18 «Jlata BKIIOYEHHS CBeJeHUH (BHECEHUS W3MEHEHHUH B CBeEHHS) O
G6onpHOM B DenepanbHbIl perucTp» yKasblBaeTcs JaTa, koraxa MumnsgpaBom Poccuu
IPUHATO pelieHHe O BKIIOYEHUHM CBeJeHHH (BHECEHHWH H3MEHEHHH B CBEIEHHA) O
6onpHOM B @enepanbhrlit peructp (JI/MM/ITIT);

B cTpoke 19 «JlaTa u3BemeHMs O HEOOXOAMMOCTH HCKIIIOYEHHS H3 PETHCTPay
yKa3bplBaeTCs JaTa, Korga MumnsapaBom Poccuu npuHATO pelneHHe 00 HCKIIOYEHHH
cBefieHnit o 6onsHOM U3 Penepanbroro peructpa (JU/MM/ITTIT);

B ctpoke 20 «Koa MeIMIMHCKOH OpraHu3aliud, HalpaBUBIICH Wu3BemeHHe 00
HCKIIIOYCHUN cBefeHu# o OGonmbHOM u3 DelepalbHOrO perucrpa» yKasbBaeTci KO
MEeIUIUHCKOM OpraHu3alld{, HallpaBHBIIEH H3BeNIeHHe 00 WCKIIIOYEHHH CBeJeHHil O
6onpHOM U3 ®epepanbHoro peructpa no OKIIO, OI'PH;

B cTpoke 21 «CBezfeHua o TOM, 4T0 GONBHOM yuTeH B DeflepallbHOM perucTpe JIHI,
MMEIOLIMX MPaBo Ha ITOIyYeHUe rocyJapCTBEHHOM COLMANBHOM ITOMOIIU B COOTBETCTBHH



co crateeit 6.1 @DemepanbHoro 3akona ot 17 wroma 1999 r. Ne 178-03
«O rocymapCTBEHHOW COLMAJIBHON NOMOIIM» 3a CHET CPEACTB (eliepalbHOro Oromxera
(kox KaTeropuu IrpaxkiaH, ykasaHHbIH B DenepanbHOM 3aKOHE)» YKa3bIBACTCS «Aa» WIH
«HET» B COOTBETCTBHH CO CBEIEHUSIMH 3a TeKymuii rof. [Ipu otkase GompHOro oT Habopa
COLHANBHBIX yCayr B DenepaibHblii perucTp BHOCATCA U3MEHEHHS C COOTBETCTBYIONIEH
3a[IMCHI0 O BHECCHHBIX HU3MEHEHHIX;

B cTpoke 22 «CBeieHus 0 TOM, 4TO OOJIBHOM UMeeT NpaBo Ha JIBFOTHOE U OecrnaTHoe
obecrieueHre JIEKApCTBEHHBIMH IIperaparaMd B COOTBETCTBUH C IIOCTaHOBICHHEM
[lpaButensctBa Poccuiickoit ®enepamun ot 30 wmoms 1994 1. Ne 890
«O rocymapCcTBEHHOW MOJAAEPKKE pa3BUTHSA MEOMLMHCKOM IPOMBINUIEHHOCTH H
ynyuleHuH obecrnevyeHus HaceleHUs U YUpeXKIeHU) 3ipaBOOXPaHEH s JIEKAPCTBEHHBIMHU
mperapataMd U M3JENUSIMH MEJULMHCKOrO0 HasHa4YeHWs» 3a CYeT CPelCTB Oromkera
cyonrekta Poccuiickoit denepanun» yKasbIBaeTCs «Aa» WA «HET» B COOTBETCTBHH CO
CBEJICHHAMHU 3a TeKymui roa. IIpu yrpare BBIIEyKa3aHHOIO IIpaBa BHOCATCS U3MEHEHUSA
C COOTBETCTBYIOLIEH 3aIIMCBHIO O BHECEHHBIX U3MEHEHUSAX;

B cTpoke 23 «MH}popManus 0 BIIIOYEHUHU CBeACHUN 0 OOJIHHOM B NPHHATYIO 3asABKY
cyobekta Poccuiickoii @epepanuu ANf  3aKyNKH JIEKAPCTBEHHBIX IPENapaToB»
yKa3bIBaeTCs, BKJIIOYEHBI JIM CBeIeHHA O OONBbHOM B 3asBKy cyObekra Poccuiickoit
Denepamyy Ha 3aKyTIKY JIEKapCTBEHHBIX NPENapaToB C OTMETKOM «1a» UM KHETY;

B CTPOKe 24 « YHUKaJIBHBI HOMEP PEeruCTPOBOH 3amMCH» yKa3blBaeTCs YHUKAIBHBINA
HOMED perucTpoBOM 3amucH, npHcBoeHHBIT MunsapaBoM Poccun (13 mudp)
(yxasbiBaeTcs [IPH BHECEHHH U3MEHEHHH B CBeAeHUs 0 60NBHOM);

B cTpoke 25 «Kon omepamyu» kox «1» ykasslBaeTcsl IpH NMEPBUYHOM 0OpalieHUH
OOJILHOrO B MEIHUIMHCKYIO OpraHM3allMIo; KO «2» — IpH BHECEHHH H3MEHEHUH B
ceegeHus o OomnbHOM, cozaepxamuecs: B PenepanbHOM perucrpe; kon «3» — HpH
HCKIIIOYEHHNH CBeZieHHH 0 60onpHOM 13 PenepaibHOro perncTpa.

B cityyae oTcyTCTBUS HHPOPMAIMU COOTBETCTBYIOIIHE OIS HE 3AIIOHAIOTCA.



Haspanue 3a0oneBanus

1. 3noxagecTBEHHBIE
HOB0OOpa30BaHUA
mAMGOHTHOM,
KPOBETBOPHOM

H POJACTBEHHBIX

UM TKaHEH

2. MykoBucIuI03

3. 'emodumus

4. PaccesHHBIH CKJIEpO3
5. M'mno¢u3zapHbii HAHA3M
6. bosnesns N'ome

7. CocTogHuA 1I0CTe
TpaHCIUIaHTAI[UM OPraHoB
u (WIH) TKaHeH

4

INEPEYEHD
konoB 3atoaesannit no MKB-10

Hasganue 3a6onesanusa no MKB-10

XPOHHMYECKHH MHEJIOUIHEIH JIeiiko3

Makporino0ymHemns BanpaencTpema

MHOXECTBEHHas MHeJIoMa

bowmKyIspHasd (HoyaapHas) HEXODKKHUHCKas TMMpomMa
Menkokerounas (uddys3nat) HexomKKUHCKas taMpomMa
MEJIKOKJIETOYHAA C paclleIUIeHHBIMH aapamMu (nuddy3Has)
HEXODKKUHCKad mMdpoma

KpynHokyeTouHas (nudy3Has) HeXOMKKHHCKAs
mMboma

AMMyHOOnacTHad (muddy3Has) HeXomKKUHCKas TaM¢poMa
Ipyrue Tanbl A Py3HbIX HEXOPKKHHCKHX JIHM$oM
mddy3Has HexomKkkuHCckas MuMboMa HEyTOTHEHHAS
JpyTHe ¥ HEyTOYHEHHBIE THIBI HEXODKKUHCKOH TMMGOMBI
XpOHHYECKHit TUMQOIMTAPHBIN JIeHKo3

KHCTO3HBIH Pubpo3

HacJIeACTBEHHbIH nedurmt dpaxropa VIII
HacJeCTBeHHbIH nedumt dakropa IX
6onesns Bmuiebpanaa

pacCesHHbIH CKJIEpo3

THIIONHUTYHTAapH3M

Jpyrue HapynieHUs HaKOIJICHUA JIMIUJIOB

HaAIAYUC TpaHCIIJIaHTI'IPOBaHHOﬁ ITOYKH

HaJIMYHe TPAHCIUIAHTHPOBAHHOI'O cepAua
HaJIMYHE TPaHCIUIAHTHPOBAHHOM II€YEHH
HaJIU4YHe APYruX TPaHCIUIAHTUPOBAHHEIX OPTaHOB
H TKaHeH

Koz
o MKB-10

C92.1
C 88.0
C90.0
C82

C83.0
C83.1

C833

C834
C83.8
C83.9
C85

C91.1

E 84

D 66
D 67
D 68.0

G35

E 23.0
E75.5
Z294.0

29%.1
2944
794.8



T1lH
4
11
HOMIH(POWII XITHINOQ XeIIMIr O KHHOW28) |
11 01 6 8 L 9 S 4 £ T 1
1edewadu
praHHIaLddeNaIr eH
1uonad yamaerag
‘unnesnHeldo
HOMOHHTNIHIOW
(Hd10 on 1uanad aoredenadu elredenadu eiredenadu giedeuadu
‘O1IMO ou) dowon oJamaednuIgg xi9HHIgLdexor | oloHHIgLYdEMAY oJonHaaLddeNAI oJonxaLddedar eledenadu L ARIEYED] LARIEN ET]
wraHHounedidniod | ‘eneda dowon yian xogodeul nxgodeuk eEOY H OJOHHIMANLO OJOHHIgLYdENA | MMOMINYE | OJOHHEIMUIGS | OJOHAIr0Q u/n
HOHIOHD(O Hommexn LRIy onamAuLQ 9190WHOL) exdAuiag ewdog JMHeacRl] exd£uLo erey eLeY dowonnsnda) | ‘OUd aN
1707 ou > Yondou e

(dowoH ‘auHE™LEH)

nonneenHeldo HOHhOLUE ‘UoHENL (MIrKH) K goHelrdo HANELHEIrIOHEAL o0 WenHY ‘WotodaIrdd WITHHEIY B ‘HOHENL WH X19HHIg.LYed 1 Hondoaldgody ‘nonrnodwnr
HWENHES0ted00090H HIWITHHIELIIRENONE MO | O1IHEIr0Q ‘WONEHHEN WiTHdeEH(OLHT ‘WotorHIINT 0N AW ‘HanIrndONaI WITHAIrOQ
‘wenurr goredeuadu x19HHIgLIdeXAIr WaHKhadan X19HHAdLoWIATadn ‘Xeredenddu XI9THHIELIdENII XIIHHIMALLLO Q0 BHHITIE))

dd-S0 3N ewdop

\\%

oN I E10C

urnedara@ HONOUN00]

gunonedxoogedre ealodoronnuy Acexudn X
£ N duBXOLHd] [

\w@ \\Q%\ A\&MI » 10

Hd .10 ou ‘OO ou

unneenHe1do HOXOHHUIIHTOW

‘HOHKILLIR YO)]

(oodire)

(nmmecHHEIdO HOMOHHTIHTOW
‘UATTRENHEIdO HOHKALLIE SMHRHOHOWHEH)

HENEdaYa@ HOMNIHHIIO]
suHOHBdX00gedre oaLddaLoHHHUN



J 0z « » ey

(gomnron) Cou®)

qULHT0IONAJ

‘Hox '0Ad (o19ounodir) AWnAo 01AmQo BH 0I0LY

OJOIH

‘T'LH

<L

'L

HOHENL (MIfH) M €0HBId0 HHMITRIHRIIOHRdL SIfD01 XISHIIFOQ XBIIHI O KHHOY28)) °/

‘LU

9

19

nogodoIrnd WITHHEDD9ed XITHIV0Q XUNIHL O KHHOYE) 9

Bigi

43

'S

WOHEML WH XI9HHIE19Y0d M HOHAOA1280d) ‘YOHTHODWHL HWKHHeE0£dQO0S0H HINITHHIE109heNOUE XIJHIIN0Q “XeTIHY O BMHIW2E) ¢

T'LH

(44

'y

IO ] OITHESK0Q XITHIIOQ ‘XeNHIl O KHHOY28)  f

YL1H

(43

't

WOWEHHEH WITHJREMPOLIMI XITHIIr00 “XRIIHIl O BMHOYOH) 'f

‘T'LH

(44

1'C

WOEOTMIIOHEONAW XITHII'0Q ‘XETIHI O BMHOU2E) T




0 BBINMCAHHBIX H OTIYMEHHBIX JIEKAPCTBEHHBIX Npenaparax, NpeAycMOoTPeHHbIX NepeYHeM
JeKapCTBEHHBIX MPeNnaparTos, npeacraBiseMbie MUHHHCTEPCTBY 3paBooxpaHenus Poccniickoii
®enepanun qas popMupoBanns H Befennsa DeaepabHOro perucrpa JHN, 60JbHBIX reMopuInei,
MYKOBHCIH/I030M, FHNIO(H3aPHBLIM HAHA3MOM, 00/1e3HBIO I'omre, 3/10KaTE€CTBEHHBIMH
HOB00Opa3oBaHNAMH JTHMGOHAHOH, KPOBETBOPHOI1 M POACTBEHHBIX HM TKaHeH, paccesHHbIM

ITpunoxxenne Ne 8
K ITpuKa3zy MuHKCTepCTBa 3ApaBOOXPAHEHHS

Poccuiickoit @enepanuu

ot « 14 »/m /,’@,{m/

Caenenns

CKJIEPO30M, JIMIX I0C/I€ TPAHCILVIAHTALIMH OPraHoB M (WJIH) TKaHel

HA 20

YnoHOMO4EHHDbII OpraH NCIIONHUTEILHOMN BIACTH CyGhekTa
Poccuiickoii ®enepauun, ®PMBA Poccuu

Ne HaumenoBanue cseneHuit CoaepxaHue cBeieHui
wn
1 ®.1.0. 6o51pHOTO
2 VHuKanbHBI HOMEP PErHCTPOBOl 3aITHCH
3 OcHOBHOI! rocyNapCTBEHHbIN perncTpauoHHeIft HoMmep (o OKIIO,
no OI'PH) MenmuuuHcKol opraHM3alH, BBINMHCABINEH pelENT Ha
JIEKapCTBEHHLIH npenapar
4 W nenTH(HKaMOHHEI HOMEp BpaJa, BEIHMCABLIEr0 peLienT
5 Cepus 1 HOMep perienTa
6 JlaTa BhIIHMCKH penienTa
7 MexnyHaponHoe HeMaTeHTOBaHHOE HAaHMEHOBAHHE BBIIMMCAHHOIO
JIEKApCTBEHHOI'O Npenapara
8 BrimicaHHOE KOMUYECTBO 03 IEKAPCTBEHHOTO NpenapaTa
9 Kox Teppuropunm oOTmycka JIEKapDCTBEHHOIrO Mpemapara 1o
O6mepoccutickomy K1acCH(pHKATOpY aIMHHHCTPATUBHO-
TEPPHTOPHANBHBIX 00pa3oBaHuif
10 | OcHOBHOM rOCYHapCTBEHHEIH PErHCTPALHOHHBIN HOMED ANTEYHOH H
(win) METMUMHCKOH OpraHH3allMH, OTIYCTHBINEH JIEKAPCTBEHHBIHN
npernapar no penenty
11 Hara ormycka amTedHOR W (MNM) MEQMLMHCKOM OpraHM3aLMel
JIEKapCTBEHHOIO NMperapara
12 | Ha3paHMe OTIYIEHHOTO JIeKapCTBEHHOTO Npenapara
13 | Kox 3a6oneBanus no MKB-10
14 | ®opMa BhIITyCKa JIEKAPCTBEHHOro Nperapara
15 J103a 1eKapCTBEHHOTO MNpenapara, KOMIMYECTBO 03 B YIIAKOBKE
16 | Konu4ecTso OTMYINEHHBIX 1O PELENTy YNMAKOBOK JEKaPCTBEHHBIX
Npenaparos
17 | Kox onepanuu
PykoBoautens
(noamnuce) (®.1.0)
Jara « » 20 T.

2013 1. Ne 474

®opma Ne 06-OP




[Tpunoxxerue Ne 9
K mpuka3sy MuUHHCTEepCTBa 3ApaBOOXpaHEHUs
Poccuiickoit denepanyu

ot « {4 » ﬂﬁfﬂﬁéf 2013 r. Ngﬂl

Hucrpykuus
no 3anoaHeHHI0 Gopmbl Ne 06-®P «CBegeHns 0 BLINHCAHHLIX H OTNYIIEHHBIX
JIEKapCTBEHHBIX MpenapaTax, npeaIycMOTPeHHBIX NepeYHeM JeKapCTBEHHbIX
npenaparos, npeacTaBiisieMble B MHHHCTEPCTBO 3paBooxpaHenus Poccnickon
®egepanun 1 popMuHpoBaHus H BeleHua PenepajbHOro peruncrpa Juu, 60JbHbIX
reModuneii, MyKOBHCIHI030M, FrHNIO(H3aPHBLIM HAHA3MOM, 60J1e3Hb10 I'omre,
3JI0Ka4YeCTBeHHBIMH HOBOOOPa30BaHHAMH JIUM(POHIHOH, KPOBETBOPHO#H
H POACTBEHHBIX UM TKaHei, paccesiHHbIM CKJIEPO30M, JIHI 0C/Ie TPAHCIIAHTAHH
OpraHoB H (HJH) TKaHe»

1. ®opma Ne 06-OP «CseneHus O BBIIUCAaHHBIX U OTITYIIEHHBIX JIEKAPCTBEHHBIX
npenaparax, InpeicraBisiemMple B MuHHCTepcTBO 3ApaBOoOXpaHeHus Poccuiickoit
®epepaipin 11 popMupoBaHus M BeneHus DenepanbHOro perucrpa Juil, GONBHBIX
reModuiIneli, MYKOBHCIMIO30M, THUINOPH3apHHIM HaHW3MOM, Oonesnplo [omre,
37I0KAYeCTBEHHBIMH HOBOOOpa3oBaHUSAMH JTUMGOUIHON, KPOBETBOPHOH M POACTBEHHBIX
UM TKaHei, pacCesHHBIM CKJIEpO30M, JIHI] IOCje TPAaHCIUIAHTalU¥ OpraHoB W (WiH)
TKaHe» (matee — d¢opma Ne 06-OP) 3anonHseTcs YIOJIHOMOYECHHEIM OpraHOM
ACTIOJIHATENBHOM BiacTd cyObekta Poccuiickoit ®enepaumu 1 ®MBA Poccum 1o
KaXIOMy Ciyvalo oOpamieHus JuL, OONBHBIX reModuiumell, MyKOBHCIUZO30M,
rurno¢Hu3apHEIM HaHWU3MOM, OonesHsio [ole, 370KadeCTBEHHBIMH HOBOOOpa3OBaHHSMU
TUMGOHIHOM, KPOBETBOPHOW M POJACTBEHHBIX MM TKaHEH, pacCEesHHBIM CKIEpO30M, a
TaKKe II0CIie TpaHCIUIAHTalMM OpraHoB M (WiM) TKaHed (gJamee — OonbHBIE) B
MEIUUUHCKAE opranmsanuu cyOonektoB Poccuiickoit ®enepanuu, MeIUUMHCKUE
OpraHM3allid MYHHLMIIAIBHON CHUCTEMEI 3[paBOOXpaHEHMS B Ciyyae Iepefayd UM B
YCTaHOBJICHHOM TIOpSJIKE ITOJITHOMOYHMH OpPraHOB TOCYJapCTBEHHOM BJIACTH CYOBEKTOB
Poccuiickoit ®@enepanini B cdepe OXpaHbI 3IOPOBbA, MEJUIMHCKHE OpraHU3alliiH,
Haxomsaupmecs B Beenun ®CHUH Poccun m OMBA Poccuu (manee — MeaMIHCKUE
OpraHH3aIlNK), 32 BEIMMCKON JJeKapCTBEHHBIX NPENapaToB 110 3aKII0YUTEIbHOMY AUarHo3y
U (WIK) noryuyeHueM JIEKapCTBEHHBIX MpenaparToB.

®opma Ne 06-DP nomnexur npenacraBineHuio B MunsapaB Poccun Ha OyMaxHBIX
HOCHUTENAX U (MJIH) B DJIEKTPOHHOM BHIE C MPEACTABIEHUEM Ha 3JIEKTPOHHBIX HOCUTEIIX
WIM TyTeEM Mepefadyd 10 TeJeKOMMYHHKAI[MOHHBIM KaHajlaM CBA3H C 00s3aTeNIbHbIM
obecriedeHrneM 3aIIMTh HHOOPMAIMU B COOTBETCTBHHU C 3aKOHOJATENBECTBOM Poccuiickoit
®Denepanyu.

2. ITpu 3anonuennu ¢opmsel Ne 06-OP:

B cTpoke 1 «®.M.O. 60JBHOr0» yKa3sIBaIOTCS MMOJHOCTHIO (paMmIus, UM, OTYECTBO
GOJIBHOTO B COOTBETCTBHH C JOKYMEHTOM, YIOCTOBEPSAIOIIMM JHUYHOCTh. 3aIlkCh
«HEU3BECTHO» HE MPOU3BOAUTCS;



B CTpOKE 2 «YHUKAaJbHBIH HOMEpP PErHCTPOBOM 3alMCH» YKa3biBACTCS yHHUKaNbHBIH
HOMeEp PErkCTPOBOt 3amucH, pucBoeHHbIH MunsapasoM Poccun (13 nudp);

B cTpoke 3 «OCHOBHO# rocyIapCTBEHHBIH PEruCTpalMOHHBIN HOMEP MENMLIMHCKOM
OpraHU3aIMH{, BBIJABIICH pellenT Ha JISKapCTBEHHEIN Ipenapar» YKa3blBacTCs OCHOBHOIM
TOCYAapCTBEHHBI pEeruCTPallMOHHBIM HOMEP MEIMLIMHCKOM OpraHM3alliM, BbIIaBIIei
perienT Ha JIEKapCTBEHHBIH Ipernapar:

B cTpoke 4 «VneHTUQUKAUMOHHBIA HOMEP Bpaya, BBIIUCABIIETO pEHenT»
YKa3BIBaeTCH HACHTH(QHUKALMOHHEIA HOMEp Bpada IO CIPaBOYHHUKY, (OpMHpyeMOMY
cyonsextoM Poccuiickoii denepanyu;

B cTpoke 5 «Cepus U HOMEp pelernTra» YKa3blBalOTCA CEpHs M HOMEP pelLienra Io
IeiicTBytomei B cyobekTe Poccuiickoit @efepanvii HymMepauyy pelenTos;

B cTpoke 6 «JlaTa BBIMHMCKU pelenTa» YKa3bIBAalOTCA COOTBETCTBYIOIUIME BBIMHCKE
penenTa 4yucio, mecau, rox (JI/MM/ITIT);

B cTpoke 7 «MexIyHapoIHOe HEMaTeHTOBaHHOE HAaWMEHOBAaHHE BBITHCAaHHOIO
NIEKapCTBEHHOTO  IIpernapara»  YKa3blBaeTCi  MEXAYHAapOJHOE  HEIaTEHTOBaHHOE
HaMMEeHOBaHHe JIEKapCTBEHHOTO IperapaTa, IpeyCMOTPEHHOE NEPEeYHEM JIEKAPCTBEHHBIX
Iperaparos;

B cTpoke 8 «BBIMUcaHHOE KOMMYECTBO [03 JIEKAPCTBEHHOIO Npenapara» yKa3bslBaeTcs
BBITTHCAHHOE KOJIMYECTBO JJO3 JICKAPCTBEHHOTO [IpenapaTa B COOTBETCTBHH C PELIEIITOM;

B ctpoke 9 «Kox TeppuropuM OTIIycKa JIEKApCTBEHHOro Ipemapara IO
ObwmepoccuiickoMy K1accupHKaTopy aJMUHHCTPaTUBHO-TEPPUTOPHATIBHBIX
obpasoBanmii» yka3siBaeTcs Koz Teppuropuu Poccuiickoit ®enepamuu (mo OKATO), roe
HAXOMHUTCS anTedyHad U (WIH) MeAULUHCKAs OpraHU3alys, OTIyCTHBIIAsA JEKapCTBEHHBIH
Tnperapar;

B cTpoke 10 «OCHOBHOI rocyaapCTBEHHbIH PErMCTPAalMOHHBIA HOMED alTEYHOH H
(ATM) MEIUIMHCKO#M OpraHu3alliy, OTIYCTHBLICH JIEKapCTBEHHBIH Npenapar 10 pelenTy»
yKa3BIBAE€TCS OCHOBHOM rOCYJapCTBEHHBI PErMCTPAlMOHHBIA HOMED anTe4yHoH H (HiiH)
MeIUIMHCKON OpraHU3aliiy, OTITYCTUBIIEH JiekapcTBeHHbIH npenapart (o OKII0);

B crpoke 11 «Jlata otmycka anTeyHoll M (MJIM) MEIUIMHCKOH OpraHu3aluei
JNIEKapPCTBEHHOTO TperapaTay yKa3blBaeTCs JaTa OTIyCKa alTe4yHOH U (WIH) MEIULIMHCKOM
opraHmsaneii iekapctsenHoro npenapara (JJ/MM/ITTT);

B cTpoke 12 «Ha3BaHue OTIYIIEHHOIO JIEKAPCTBEHHOIO Mpenapara» yKa3hlBaeTCs
Ha3BaHHE OTITYIIEHHOIO JIEKApCTBEHHOIO IIpenapaTa Ha pyCCKOM S3BIKE;

B crpoke 13 «Koa 3abomeBanus mo MKB-10» ykaspiBaeTcss kop 3aboieBaHHA B
COOTBETCTBMH C MeXAyHapOaHOH cTaTUcTHYeckod Kinaccudukauuerd OonesHedl u
npoOneM, CBA3aHHBIX CO 3[0OPOBBEM (JECATHI NEPECMOTP), COOTBETCTBYIOIIMA KOMY
3aboneBaHus, yKa3aHHOMY B peLEIITE;

B cTtpoke 14 «®opMa BEHINyCKa JIEKapCTBEHHOTO CpE/CTBa» yKasbkiBaeTca ¢opma
BEITYCKa JIEKAPCTBEHHOIO IIpeliapaTa B COOTBETCTBHHM C PELENTOM, IO KOTOPOMY
OCYILIECTBJIEH OTILYCK JIEKApCTBEHHOTO IIpenapara;

B cTpoke 15 «Jlo3a nexapcTBeHHOro mnpenapara, KOJIHYECTBO JI03 B YMaKOBKE)
YKa3BIBAIOTCA 1032 UM KOJHMYECTBO [03 B YMAKOBKE JIEKAPCTBEHHOrO IIpeliapara B
COOTBETCTBHH C pELENTOM, II0 KOTOPOMY OCYLIECTBIEH OTIYCK JIEKAPCTBEHHOIO
npernapara;



B cTpoke 16 «Konu4yecTBO OTIYIIEHHBIX O pELENTy YNaKOBOK JIEKAPCTBEHHOIO
npenapaTa» yYKa3bIBaeTCsl  KOMWYECTBO  OTIYMIEHHBIX [0  peleNnTy  yhmakoBOK
NEKApCTBEHHOrO IpernapaTa B COOTBETCTBUU CO CBEACHUSIMH, yKa3aHHBIMU B pelienTe, 1o
KOTOPOMY OCYIIECTBIIEH OTITyCK JIEKapCTBEHHOTO Iipenapara (el ITyK);

B ctpoke 17 «Kox omepauuu» kox «1» ykaspiBaeTcs NpU BHIUCKE JIEKAPCTBEHHOI'O
Tnpernaparta; Kof, «2» — IpH OTIIyCKe JIeKapCTBEHHOIO Ipemnapara; Ko «3» — IpH BBIHCKE
NIEKapCTBEHHOI'O IIperapaTa U ero OTIyCKe; KOX «4» — yka3bIBaeTCs IpH BHECEHUH
H3MEHEHMM.

B Cilydae OTCYTCTBHA I/IH(bOpMaHI/II/I COOTBETCTBYIOIIIHEC I10JIA HE 3aIIOJIHAIOTCS.



