TIPABUTE/LCTBO CREPIUIOBCKOM OBJIACTH
MEHUCTEPCTBO 3IPABOOXPAHEHUS
CBEP/LJIOBCKOH OBJIACTH

HPUKA3
15 848 205 o S50

r. ExatepunOypr

06 ymeepaicoeHuu ROPAOKA UHOUBUOYAILHOZ0 OGeCReYeHUS TEKAPCMBEHHbIMU
npenapamamu, MEOUUUHCKUMIL U30STUANE U CREUUATUIUPOCAHHBIMU
RPpOOYKmMamu j1e4ebH020 RUMAanus 2pascoan, npodcusarowux 6 CeeponoscKoi
obnacmu, UMEIWIHX RPABO HA NOJIYHEHUE 20CY0APCIECHHOIL COUNUAIbHON
ROMOWU 6 6UHOe HADOPA COUUATBHBIX YCAY2

Bo ucnonnenue nocranosienus IlpasurenscTsa CepioBckoi obnacTy oT
11.03.2013 Ne 291-ITIT «O6 obecneyennn peanvzanud nojsHoMounit Poccuiickoi
Qepnepali B 00acTH OKAa3aHUS TOCYLAPCTBCHHON COIMANBLHON MOMOIIM B BUAE
HaOopa COHMANBHEIX YCIYr, TEepeNaHHBIX MJIsf OCYIIECTBICHHS OpraHam
rocyjapcrsesnoi BnactH cydwpextoB Poccuiickoit Depepauuu, Ha TEPPUTOPUM
CeepnnoBckoil o0nacTu», B COOTBETCTBHH ¢ HpHKazoM MUHHCTEpCTBa
3npasooxpaHenus Poccuiicko Qepepanuun ot 20.12.2012 Ne 11752 «O6
YTBEPXKIACHMH ITOPAAKA HASHAUCHEA W BHITHCEIBaHWA JEKapPCTBCHREIX IIPENapaTos,
a Taxke (opM PeLienNTYpHBIX OJAHKOB HA JIEKAPCTBEHHBIE IIpellapaTthl, IOpsjiKa
odopMITeHHs YKa3aHHEBIX OJAHKOB, X Y4eTa W XPaHeHHI», B Liedax obecrnedeHus
[0 OKU3HEHHBIM TIOKQ3aHHAM [paXHaH, IMPOKHUBAIOIINX Ha  TEPPHTOPHH
CeepatoBCKOH 00NacTy, BKIIOYCHHBIX B DeAcpaapHblil PErucTp JHIl, UMEONX
NpaBO Ha  JBIOTHOE  JeEKapcTBeHHoe  ofecmiedeHue,  HEOOXOIUMEBIMH
TeKAPCTBCHHBIMY OpernapaTaMy JUis MeIMLUHCKOTO IPUMCHEHUS, MeAUIUHCKUMU
H3AENNIMH, a TakKe CIEeLHalW3UpPOBAHHBIMHA NPOJYKTaMH Je4eOHOTO TIHTaHHA
Ul JeTCH-MHBANMIOB, HE BOLIEAIIMMHA B IOCYAapcTRCHBEIM 3aka3 CRepAIOBCKOR
obiactu Ha o0ecrneyeHHe JICKapCTBEHHBIMM TIpenapaTaMu, MeTHLMHCKHMYU
3JEeNUIME M CIHEeNMalT3UPOBAHABIME  TIPOOYKTAMH  JIe4eOHOTO  NHTaHUA
OTAETBHBIX KaTeropudl rpaxjaaH, npoxusaommx B CeepiioBekod obnacty,
HUMEIOIIMX IIPaBO Ha IOJydYeHHEe rOCYNapCTBEHHON CONMANbHOM TIOMOILHU B BHJIE
Habopa COUMANBHBIX YCIYT, IPU HAIMYMK BpadyeOHbIX [TOKA3aHHH K Ha3HAYEHHIO
JIeKapCTBEHHOIO Npenapara, MEAWLHHCKOTO H3[enus M CHEeUHATH3HPOBAHHOIO
IpojlyKTa JIeueGHOro MUTaH s
ITPUKA3BIBAIO:

1. ¥YrBepaurs:



1)  cocrar Komuccuum MunucrepcTsa 31paBooxpaHeHHS CBePITOBCKON
obnacTi 10 oHeHKe O0OCHOBAHHOCTHM HAZHAYCHMS I10 XKHU3HEHHBIM IOKA3AHHAM
JIeKapCTBEHHBIX MPENapaToB, MENUIIMHCKUX H3OCIHH H CleNHaTH3HPOBAHHBIX
IPOXYKTOB JIe4yeOHOFO IMTaHUs, HE BOIICAUIMX B TOCYJMApCTBEHHBIA 3aKa3
CBepmioBekoit obnacT Ha olecnedeHHe JIEKapCTBCHHBIMH — IIpENapaTaMi,
MEAMIMHCKHUMH H3ACTIHsSMH M CHEIHAIM3UPOBAHHBIME IPOJIYKTaMH JIe4cOHOro
MATAHHUS OTHENBHBEIX KaTelOpuH rpaxjad, npoxusaoumx B (CBepiioBCKoR
00IacTH, MMEIIIMX NPaBo Ha MONyUeHHe TOCyAAPCTBEHHOH COIMATBHON TOMOLIH
B BiJe Habopa coumanbHbx yeuyr (naree — Komuccns) (Ipusioxenue Nel);

2)  nonoxenue o Komuccuu (manee — [Monoxenue) (1prioxenne Ne2);

3) HOpIOK  HHAMBHUAYATBHOTO  obOecHedeHHsi  JeKapCTBEHHBIMH
perapaTaMy, MeIUIHHCKUME H3JENUIMH H CUSIHANU3UPOBAHHBIMU MPOAYKTaMHU
neqeOHOrO NWTaHUSA TpaxAaH, IpoXuBaromumx B CeepAnoBckod 0o0nacTH,
AMEIOLIHX TIPaBO Ha IOJYYEHHE IOCY/apCTBEHHOH COLMAaNBHON MOMOIIU B BHJIE
HaOopa colmanbHbIX youyr (Aanee — Hopsnok) (Ipunoxenne Ne3),

2. HaganpHUKY OTHENA OpraHU3alUU JIEKAPCTBEHHOTO O0EeCHEdCHHUS U
thapMalleBTHYECKOH NESATCIBHOCTH MunucTepcTBa 3paBOOXpPaHeHNs
Ceepzrosckoii obnactu [Tonyraposoit O.J1.:

1)  obecmeuuts pabotry Komuccuy B COOTBETCTBHM C YTBEPKACHHBIM
IMonoxeHneM;

2)  opraHu30BaTh IIOJrOTOBKY 3a3JaHMil Ha 3aKyNKy JeKapCTBEHHBIX
TperaparoB, MeJHUIMHCKHX H3JeTwi H  CNelHaTH3UPOBAHHBIX IPOIYKTOB
nedeOHOro nuTaHus 1o pemexuto Komucewmu (B TOM uucie, ONMCaHHI 00beKTa
3aKyTIKH, 00OCHOBAaHUS HAYAILHOM {MaKCUMAaJBHON) eHBI KOHTPAaKTa, OCHOBHBIX
YCIIOBHH UCIIOJIHCHMS KOHTPaKTa) M Iepelauyy HX B OTJ[e 3aKYTOK M MEAUKO-
TEXHUYECKOTO 00eCHeYeHN;

3)  oprammzosars oOeclieueHHE TO XHU3IHEHHBIM IIOKa3aHMsIM IpaXkiaaH,
BKITIOYCHHBIX B DenepanbHbll perucrp UL, HMEIOIMX IIPaBO Ha MOIy4YeHHE
roCyAapCTBCHHOH COIMANBHOM ITOMOINM, M HE OTKAa3aBUIMXCS OT COLMANBHOH
yeryru 1o ofecnedeHHIo HeoOXOMUMBIMHE JIeKapCTBEHHEIMH IIpenapataMy AJil
MEIUITHHCKOTO  NPHMEHEHHS,  MeAMIMHCKMMH  M3JCHHMAMH, a  TaKxKe
CHeHATI3HPOBAHHBIME HPOAYKTAMH JIe4eOHOro NUTaHMs JUIA AcTed-UHBAINIOB,
NPOXKMBAIOIIAX Ha TeppuTOpHH CBep/UlOBCKOR 00nacTH, JieKapCTBEHHBIMH
IperapaTamMmy, MCIHITUHCKUMHA H3IEeNUsIMU U CIISLHATTU3HPOBAHHBIMY IIPOAYKTaMH
7Ae4eOHOTO TIMTAHUS, HC BOILEIMHUMHU B IOCY/IapcTBEHHBIN 3axa3 CBepAliOBCKOH
obiact Ha oOccrnedeHHe JeKapCTBCHHBIMU IIpelapaTaMy, MeIUIHHCKUMH
H3JENUSIMH K CHELHAIH3HPOBAHHBIME  TIPOAYKTaMH  nede0HOro  NMUTAHUAL
OTNENPHBIX KaTeropuil rpakaan, mpoxuBaioiiux B CBepNOBCKoi o00dacTy,
HUMEIOIMX NPaBO HA MOMYYeHHE I'OCYHAPCTBEHHON COLMaNbHON IIOMOIUM B BHIE
Habopa COIMalbHBIX YCIYTr B COOTBETCTBUM ¢ yTBepaKAeHHEIM [lopsaakom.

3. HavanpHuky oTaena 3aKynoK ¥ MEOUKO-TEXHMYECKOro obecHedeHus
Muunucrepersa sjapasooxpasenus Cpepaiosckoil obnactu Ilepebaroson H.B.
OPraHU30BaTh [IPOBEJCHHE TTPOLCAYP ONPE/ICIeHUs ITOCTABIIHKOB JIEKapCTBEHHEIX
IpenaparoB, MEAMLOUHCKAX M3ACIHH M CHeHUaJM3UPOBAHHBIX MPOAYKTOB
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neuebHOro NMUTaHMs 110 peureHyio KOMUCCHM B COOTBETCTBHU C AeHCTBYIOHIMM
3aKOHO/AATeIbCTBOM.

4. PykoBonuTenaM MeIMHMHCKHX opraum3anuii CepIToBcKoOM oGiiacTu
NPUHATE HACTOAIIUH HpHKa3 K CBEASHUIO M UCTIOTHEHHFO.

5. Pyxosomurensm  anrTeuHBIX — OpraHusaiivii, y4acTBYIOUIHX B
peany3alliy [IpOrPaMM JBIOTHOIO NEKAPCTBEHHOIO O0ECIIEUCHUs, OPraHu30BaTh
OTIYCK JeKapCTBEHHBIX IIPEerapaTos, MEIMIHHCKIX H31eTTHIH 15§
CHENHAIU3UPOBAHHBIX  IIPOJYKTOB  JIe4eOHOro  ITMTAHWA, HA3HAYCHHBIX U
BRIMMCAHHEIX 110 pelreHnio KOMUCCHH B YCTaHOBICHHOM MOPSAKE.

6. llpukaz MuHucTepcTBa 3apaBooxpaneHus CBEpIIOBCKOM 00NacTH OT
26.04.2008 Ne 600-1 «O6 yreepxaenuu [opsiaka HEIHBHIYAIBHOTO 00eCIIeHe I
JIGKapCTBEHHBIMU  CPENCTBaMM TIpakJaH, HpoXUBaOWIUX B  CBEpHIOBCKOH
o0nacTy, BKIMOUCHHBIX B PErHOHaNpHBIA cerMenT QeaepanbHOrO peructpa JIui,
UMEOIIHX IIpaBo Ha TojgydeHHe Ha0opa COIHAaNBHBIX YCIYI», C W3MEHEeHHSMI,
BHECCHHBIMHU ITpukazoM oT 06.10.2008 Ne {703-n cuuTaTh YTPaTHBUIAM CHUITY.

7. KonTtpoins 3a ucnonHeHHeM IIpuKa3a OCTABIISIO 33 ¢O00H.

MuHRHCTp 30PaBOOXPaHEHNS
CepanoBckoit obnactu A.P. Bensickuti



IIpwitoxerne Nel
K IIpUKazy
Munucteperpa 34paBOOXPaHEHUS

‘ CpepuioBekoil obnactu
ot« /I» L/ 2015t Ne IS5 7.

Cocras
KoMuccHH MunHcTepeTBa 3ipasooxpaneHus CrepUloBCKOH 001acTH IO OlICHKe
000CHOBAaHHOCTH HA3HAYEHHUS 110 KU3HEHHLIM TOKa3aHHAM JIEKapCTBEHHBIX
NpenaparoB, MEAUMIMHCKUX U3ACTHN U CIISIHATM3UPOBAHHEIX IIPOXYKTOB
nedeOHOro NUTAHKSI, HE BOIISIIUNX B TOCYIapcTBeHHbIH 3aka3 CBeptoBCKOH
obnacTy Ha obecleueHue TeKapCTBEHHBIMHE MPeIapaTaMi, MeIUITHHCKUMHA
H3JeIHSAME U CTIENHaIN3HPOBAHHBIMU OPOJAYKTAMH 1e9e¢OHOr0 IMATAHMS
OTACJIBHBIX KaTeropul Ipakaan, npoxuBalomux 8 CeepiioBckoit o6macTy,
UMEIOIUX [TpaBo Ha ITOJIY4YeHHe rocyAapCTBeHHON COMMaIBEHON ITOMOIIH B BHIE
Habopa COLMaNbHEIX YCIyT

IIpencenaTens KOMHACCHU:
Benseckuit A.P. ~ Munuctp 3apaBooxpanedus CBepAIoBcKoH 001acTh

Cexpetapbh KOMHCCHH:
Kazpimopa ['.P. — cnoeumanuct 1 Kareropuum oOTAena oOpraHusaljydu
JAeKapcTseHHOro 00ecreYeHns H (apMaleBTHIECKOH JeATeNbHOCTH

YJicHBI KOMHMCCHH:

IToxyraposa O.JI. — Ha4YampHYK OTHOENa OpPraHW3alMy JIEKAPCTBEHHOTO
obecrieueHus 1 GpapMaleBTHUYECKOHN NeATEeIbHOCTH;

Manapuna E.A. — Ha4adpHHUK OTAEHA CHCUHATM3UPOBAHHON MEAMLIMHCKON
[TOMOILH, B TOM YHCJIE BRICOKOTEXHOIOTHIHON MEAULMHCKON TOMOILH;

Tarapesa C.B. - Ha4aapHUK OTAENA OPraHHU3alMy MEJUMLUHUHCKON MOMOILH
MaTepsM M AETsIM;

Baszure W.J. — 1.0, HauaIbHHKA OT/ENA NEPBUYHOHN, CKOPOH MeIIMIIMECKON
TTOMOIIH;

ManuskuH A.B. — IlTaBBBIA CHEeLHATHCT-XUPYPT;

Bunorpanos A.B. — INIaBHbIHA CENMANIUCT-TEPAIICET.

I'maBuple mratdble M BHEINTATHBIE  CHEIMANHCTR!  MHHHCTEpPCTBa
sapaBooxpaHeHuss CBepIyIOBCKOH 00JacTH NpHBNEKAIOTCA IS ydacTds B
3acellaHugX KOMMCCHH /Ul PACCMOTPEeHMs 3adBNeHHH 110 TIpOQHIBHBIM
3a00J1eBAHUAM,



[pustoxenue Ne2

K TIPUKA3y

MunncrepcTBa 3MpaBOOXPaHEHUSI
CaepanoBckoi obmacti

or« 7%y L/ 20151 Ne 357

ITonoxenue 0 KOMMCCHH MuHUCTepCTBa 3apaBooxpanesus CpepANIoBCKoil o61acTH 110
OLeHKe 000CHOBAHHOCTH HA3HAUCHNS TIO JKU3HCHHBIM ITOKa3aHVSIM JIEKapCTBEHHEIX
IIPeNapaTos, MeAUIHHCKHX U3eNHH 1 CHEHUaTU3UPOBAHHAIX IIPOTYKTOB IEUeOHOro

NUTAHKA, HE BOIIEAIIMX B TOCYAapCTBEHHEL 3aKka3 CBepTOBCKOMR 00,1aCTH Ha
obeciieyenue JIEKapCTREHHBIMY ITperapaTaMyl, MCIUIMHCKHMU H3/IeUIMH U
CHEIHATU3UPOBAHHBIME POAYKTAMHE JIEUeOHOTO ITHTAHNS OTACTBHEIX KaTeT O
FpaXkJaH, IPOKUBaOIMX B CBepanosckoldl obnacty, MMEIOIIMX HPABO Ha TIOJyUYeHye
rOCYAapCTBEHHOH COMMANbHOM NOMOIIH B BHAE Habopa COLMANbHBIX YOIy

1. 3apagu KoMuccuu - paccMoTpeHne 3asBiIeHUH MCAMIIHHCKUX OplraHu3aIHii
U T0pUHATHE peleHuss 00 oOOCHOBAHHOCTH HA3HAYEHMsS JNeKapCTBEHHEBIX
[IPEeHapaToBs, MEIULMHCKUMX M3JeNud X CIeHHMalM3upOBaHHEIX  IIPOIYKTOB
7eqeOHOro MUTAHKS B MHAUBHA Y AJIEHOM MOPSIAKE.

2. Cocrar Komuccun.

2.1.  Cocras KomuccHH  yrBepkJaercsd  HOpHKazoM  MHHHCTEPCTBa
3apaBooxpanenus CBepaoBCKOM obmacTy;

2.2. Komuccus coctout u3 npeacenarens Komuccun, uneHoB KoMHCCHE H
cexperaps Komuccun.

3. [Topsox nposeenus 3acenanusi KOMUCCHH.

3.1. 3acenanus KoMmuccuu npoBomsaTCs HE PeKe OJHOTO pa3a B MECsIl;

3.2. KoMuccHsl npaBOMOYHA IIPHHUMATh pPEIIeHHs TpU HaIMdUuM Ha
3aceTaHUM He MeHee TIOIOBHHEI €€ YJIeHOR;

3.3. Pewenus KommccuHm CUMTAIOTCS HPUHATBIMH, €CIM 33 HHX
IPOrosiocoBano  OOJBIIMHCTBO  IPHUCYTCTBYIOUIMX H4  3acCe/@HHM  WISHOB
Komuccuy;

3.4. Ilpunsreie peurerus KoMuccuu oQOpPMIISIOTCS IIPOTOKOIIOM 3ace aHus,
KOTOpBIM  MOJNUCHIBaeTCs 4ieHaMd KOMUCCHH, I[pUCYTCTBOBABIIMMM  HA
3aceaHuH.

4. Cexperaps Komuccun.

4.1. ObGecrieuuBaeT MOATOTOBKY MaTepHaloB K 3acCcHaHUIO, MHCBMEHHYIO
¢dukcarnuio penreHui KoMuccuu B Xofe 3aceanus;

4.2. CocrapinsierT nporTokor 3zacepanust Komuccunm ycraHosirenuod Gopmsl
(mpunokenne x [TonoxeHuo) B TpeXJHEBHBIH CPOK C MOMEHTA 3ace JaHHsL,

4.3. llepemaer B  MCAMHUHCKHC  OPraHU3afuy,  YIOJIHOMOYCHHOH
dapManeBTHUecKOd  OpraHM3alMM M CHEIMAlHCTy  OTHAeNa  OpraHu3aiuu
JexapcTBeHHOro  obecreweHMs W (DapMalEeBTHUECKOH  eATeNBHOCTH,
OCYHIECTBIMIOIEMY  3aKymnmKy JCKapCTBEHHBBIX IIperaparoB  (MeJULUHCKUX
H3AENMUH, CHeHUAIM3UPOBAHHbLIX OPOAYKTOB JedyeOHOTO IMTaHud), KOIKH
npoTokona 3acenanus KoMuccuu B OJHOMHEBHBIM CPOK TIOCHE €r0o COCTaBISHUA.



[lpunoxenne k Ioxoxenuro o koMuccun Munznpara CBepaTOBCKOH
ofnacTy 1o oreHKe 000CHOBAHHOCTH HA3HAYCHHS HO JKA3HCHHEEIM
NIOKA3aHUAM JIEKApCTBEHHBIX [IPENapaToB, MEIUUMHCKUAX M3/ICeIHA 1
CHeIHaNN3NPOBAHHEIX IPOAYKTOB NeueOHOro IUTaHk, He BOMCAIUHX B
rocyapcTBeHHBIM 3axkaz CrepanoBckoit odacTu Ha obeceueHue
NEKapCTBEHHBIMH IpeTiapaTaMy, MCARIMHCKUMHE U3IEIMIMHE K
CHERHATH3UPOBAHHBIMHE NPOAYKTAMH IeUeOHOT0 MUTAHMA IO IIPOrpaMMme

OHJIIT
VTrepxaaro:
MuHHCTD 30paBOOXPAHEHHT
CrepioBexoH o0macTi
benspckuii A.P.
oT 20 r.
IpoToxoir Ne oT 20 T
IIpucyTcTROBANH !
YneHs! KOMUCCHH:
CekpeTapb KOMHCCHHU:
IToBecTKa 3aceqanus:
Ne narta pelIcHue KOTHACCTBO Iepuon
i MO 1O DOKIICHUS MHH TH opma (pazpemeno/ork YHAROBOK | 4 asnaven
TanuenTa BBIYCK& Jlna
HanueHTa a3) « us (Mec.)
Kypc
1 2 3 4 5 6 7 8 9 10

* A 3aKyTia H OTIIYCKa M3 ANTEYHEIX OpraHu3aliii apofHoe KOJINIeCTRO OKPYTIIETCs 0 IeNoi yHaKOBKY B GONBIIYIO CTOPOHY
UneHB! XOMHECCHHT!

CekpeTaps KOMHCCHH:




ITprnoxenue No3

K IPUKa3y

MUHHCTEPCTBA 3/[PaBOOXPAHEHHS
Caepu10BcKoit 0bnacTu

or« /9y 0O/ 2015r.N 357

Iopsiaox
WHIUBHIAYATBHOIO 00eCieUeHNs JIeKAPCTBEHHBIMHU TIpEITapaTaMi, MeUITHHCKIMU
U3ACIMAMY W CIIEIHMAIM3RPOBAHHBIMM MPOIYKTaMU 1edeGHOro TUTaHMs MPaXIaH,
npoxcuparomux B CBepANoBCKOM 001aCTH, HMEIOLIMX IIPABO HA HONYYCHHE
rOCy HapCTBEHHON CONMaNbHON MOMOIIU B BHIE HA0Opa COLUMAIBHEIX YCIYT

1. Hacrosuumit TMopsanok HHIMBUIYAALHOTO obGecriedeHus
JE€KapCTREHHBIMH npenapaTamy, MeIHIMHCKUME Y3HEIUIME 17§
CIIEHHATU3HPOBAHHBIMHU npojyKTamMu  JieuebHoro IIATaHUS  TpaxiaH,
npoxkuBaommx B CBepaiioBCKOM o00macTH, MMEIOMX IPaBO Ha TIOIYUYEHHE
rOCyIapCTBEHHOM COLMalBHON IIOMOLIM B BHjie Habopa CONMalNbHBIX YCIYT,
oIpefenseT AeMcTRUs MUHUCTEpCTBA 3paBooxpaHesHus CBepuroBCKoH o0macTH,
MEOUIMHCKUX OpTaHU3anyi, YIIOJHOMOYeHHX QapMalieBTUYECKHX OpraHu3aliui,
AllTCUHBIX ~ OpPTaHM3alMd 1m0  HHAUBHAYAIBHOMY o0eCHeueHMIO  I'paxKaaH
JIEKapCTBEHHBIMY IperiapaTaMy, BKIIOYCHHBIMH B IlepedeHs JexapcTBEHHBIX
CPEACTB, OTIYCKAeMBIX U0 pelienraM Bpaua (Qenpainepa) UpH  OKa3aHu{
JOTIONHUTENEHON OecniaTHOH MEeIWIIMHCKOH TOMOIIH OTIENBHBIM KAaTErOpHsIM
rpKAaH, HMEIOMMX IpaBO Ha HOIy4YeHHe IOCYAapCTBEHHOH COLMANbLHON
NOMOIM, VTBEPXACHHBIA 1pukazom MuHHCTEpCTBaE  3pAaBOOXPAaHCHHS H
COLMAIILHOTO pa3BuThs Poccuiickolt ®enepanmuu oT 18 cenTsadops 2006 roma Ne
665, MeOMLMHCKUMM M3IENMSIMH M CIELMANH3HpPOBAHHBIMM  IPOJIYKTaMH
Je4cOHOTO NWTaHWs, BKIOYeHHBIME B llepedeHb wu3Aeni MEJUIUHCKOIO
HA3HAUEHWUA M CIeHHAIM3HPOBAHHBIX NPOAYKTOB JIeUeOHOro IUTaHuA IS JeTel-
HHBAIAJOB, OTIYCKAEMBIX I10 penenrtaM Bpaua (deiapAuiepa) NpH  OKa3aHWUH
JIOTIOJTHUTENRHON OecTUIaTHOM MEMMITHHCKOH TIOMOLIM OTAESRHBIM KaTeropusaM
IpaXxJaH, HMEIOIMM IIPaB0 Ha HONyYEHHE TIOCYAapCTBEHHOH COUMAIbHOH
ITOMOIIM, YTBEPXIEHHBEIM TnpuKazoM MuHHCTEPCTBa  30paBOOXpaHEHHA H
COUManTpHOrO pazpuTHa Poccuitckoit Oenepatuu ot 9 siupapst 2007 roga Ne 1, w He
BOIIEAINMMMY B TOCYZAapCTBEHHBIA 3akaz (CBepisioBcko#d o0nacTy, a TaKke
ofecriedyeHye JIEKAPCTBEHHBIMH IIperapaTaMd  (MEAMIHMHCKEMM — M3IETHsIMH,
COELHANM3UPOBAHHBIMY TIPOJAYKTAMU JIcueOHOro IHTaHMA) I10Jl KOHKPETHBIMH
TOPTOBBIMH HaUMEHOBAHUSIMH Ha OCHOBaHWH pelICHHs BpadyeOHOH KOMUCCHH IO
JKU3HEHHBIM ITOKA3aHUSIM.

2. Hacroamui# Ilopsaok mpuMeHsercst B cliydae onpejelicHus! BpadeOHOH
KOMHCCHeH — MejUIIMHCKOH  OpraHH3aidid  HEOOXOHMMOCTH  OOeCIICUeHHS
rpaKIaHHHa  JIeKapcTBeHHBIM — IIpenaparoM  (MEGOMLIMHCKHM  HM31elHeM,
CHEIHAIM3HPOBAHHEIM HPOXYKTOM JeueOHOTO MNUTaHMsi) B WHAUBHUAYAIHLHOM
nopaKe W TOATBEpPXKACHUSA  HazHayeHuss  Kommccued  Mumucrepcrsa



3apasooxpaHeHus CpepUloBcKOH — obnmacTH 110 oleHKe 0OOCHOBaHHOCTH
HA3HAUeHMA 10 IKU3HEHHBIM  [I0OKa3aHMAM  JICKAPCTBEHHBIX  IIPEnapartos,
MEIUIMHCKAX M3 1 CIICLUaTU3UPOBaHHEIX NPOIYKTOB Iede0HOro MUTaHus,
HE BOLIEIIHNX B TOCYAapcTBeHHEIH 3aka3z CBepanioBcKoH obmacty Ha obecrnieuenue
JeKapCTBCHHBIMU rpenapaTamH, MCIUITHTHCKITMHA M3 NHIMH U
CHELUATM3MPOBAHHBMHI NPOLYKTaMy je4eOHOTo MUTaHUs OTHENLHBIX KaTeropui
rpaxaaH, OpOKMBAOIWINX B CREpINOBCKONH 00JlacTH, MMEIOIIMX INpaBo Ha
HOJ[YYEHHE MOCYIAPCTBEHHON CONMMaIbHOM NMOMOIIM B BHJE Halopa COLMANTBHEIX
YCIIYT.

3. MeauiuHCKas oprasuzalius npexocrapisieT B Komuccuro:

3.1 ans HHAUBHAYAILHOIO ODECHEUYSHHS JIEKapCTBEHHBIM IPErapaToM
(MEIHIMHCKHM  H3JETHeM, CIIeHHaTH3UPOBAHHBIM  HPOIYKTOM  JedeOHOro
TIATaHKs), He BOLICALINM B rocyJapcTBeHHEIH 3aka3z CeepAloBckod obiacty Ha
o0ecueYeHHe JICKapCTBEHHBIMHA NpenapaTaMy, MENMIMHCKHMH W3JEIHIAMH H
CHCHUATH3UPOBAHHBIMY TIPOAYKTaMH 1e4eOHOro IUTAHMs OTIENBHBIX KATErOpHi
rpaxjaaH, IpoXuBaOIMMX B CBepANOBCKOM o00NacTH, HMMEOHMX IIpaBo Ha
NOJyYeHHE FOCY/IAPCTBEHHON CONMAIBHOM MOMONTY B BHIAe Habopa COLMaNbHBIX
YCILyT:

3aABIICHUC MEJMUMHCKOH opranu3alidd Ha ofecrneuende rpaxiaHuHa B
WHAUBHAVATLHOM TIOPSAKE IO YyCTaHoBlcHHOH dopme (mpmmoxenue Nel x
ITopszaky);

pellienre BpadeOHOM KOMHUCCHU MeUITMHCKON OpraHu3alliy;

coryiache  IpaxnaHuHa Ha  o0paboTKy  NepCOHANBHLIX  JIAHHBIX
(mpunoxenne Ne2 k [Topsnxy);

3.2 1 UHJMBUAYAIBLHOrO oOccrevyeHus JIeKApCTBEHHBIM HpemaparoM
(MEOUIWHCKMM  H37eNueM, CHELHANTH3HPOBAHHBIM  IIPOZYKTOM  JieueOHOTOo
MUTAaHUI) NOJ KOHKPETHBIMM TOPrOBBIMH HAaUMEHOBAHUAMH HA OCHOBAaHHU
pelieHns BpaueOHOH KOMUCCHY TIO JKHU3HEHHBIM TTOKA3aHMAM:

3asBIICHHE MEAMIIMHCKONW OpraHmsanud Ha obecriedeHne TpaKgaHUHA B
UHAMBHAYUILHOM IIOPSAKE 110 YCTaHOBICHHOH (opme (npunoxenwe Nel
TMopsanxy),

pelllerre BpauebHO KOMUCCHU MEJHIIMHCKOH Opranu3allyiy;

KOIHUA 3aKTIOvYeHHs I'JaBHOTO INTAaTHOTO (BHEINTATHOTO) CHELnalncTa
Munncrepcrea 3apaBooxpaHeHuss CBepIUTOBCKOM 00MacTH O 1eNeco00pa3sHoCTU
Ha3HAYCHUS JEKapCTBEHHOIO apenapara, MEAHLITHCKOrO H3TETHs,
CHELMATH3UPOBAHHOTO  NPOAYKTa JIeweOHOr0 IHTaHUS TIO0 KOHKPETHOMY
TOproBoMy HammeHoBauuio (npunoxenue Ne 3 k [Mopsiaky);

BBIMACKA M3 MEJMIMHCKOM KapThl aMOyinaToOpHOro OGOJBHOTO, 3aBepeHHasd
FIOANUCEHIO M TIeYaThIO Bpaua, NedaThio MEAWLHMHCKOH OpraHuzaiiMy, B KOTOPOH
saukcupoBana  Hed(MGEKTHBHOCTE  M/WAM  HMHIUBHIyalbHas  peakius
HEHEPEeHOCHMOCTH Ha  paHee  Ha3HAa4deHHBIM  JIeKapCTBEHHBIM  mpenapar
(nperapatbt);

corimacue  TpaxkjaHWHa Ha  00paboTKy  NepCOHaNpHBIX  JIAHHBIX
(mpunoxerue Ne2 k [Hopsaky);

KOIIMSL 3aperucTpupoBanaod B PervomanbHOM LEHTPE MOHHTOPHHIA



6e30macHOCTH  JICKApCTBEHHBIX  cpeAcTB  MMHHCTEpCTBa  3APABOOXpaHCHHS
Caepu1oBckoi 001aCTH B cOOTBETCTBUH ¢ [lopsaAkoM cOOOIIEHHS MEANIIMHCKUMHA
oprapmsaisamMu  CBep/UIOBCKOR  ofJIacTH O  BBISBICHHBIX HeOTaronpUATHLIX
no0OYHBIX peaklUHdaX Ha JICKapCTBEHHBIE CPEOCTBA H MeIMLMHCKHE W3eius,
VTREPIKEHHEIM TNpuKazoM MuHucTeperBa 37paBooxpaHenuss (CBEP/UIOBCKOH
obmacta ot 02.04.2013 Ne 403-n1 «O6 opranm3anuy MOHHTOPHHIa 0C30MaCHOCTH
JeKapCTBEHHBIX CPEACTE M MEIUIIMHCKUX M3IeNHi B MeIUUMHCKAX OPTaHHU3AIHAK
CaepunoBckoif 00JacTH» KapTH-U3BELEHHS O TTO03peBaeMol HelaronpusTHOMH
nobouHOl  peakuydHd Ha paHee Ha3HAUCHHLIM JICKAPCTBEHHBIH Ipenapar
(MepunmHCKOE M3Aenue) i 3amoderue [ bY3 CO «Knuauko-AHarHocTHIeCKUH
nentp «OxpanHa 3740pOBbst Marepu W pedeHKa» 00 HHAMBUAYAIBHOH peaxi{uu
W/HIIM HEHEPeHOCHMOCTH Ha paHee Ha3HAUYCHHBIN CIeNMalIu3UPOBAHHLIA IPOYKT
1e4eOHOro NUTAaHMS.

4. Cexperapps Komuccuu:

4.1 mepemaeT B OYMa)KHOM M 3IeKTPOHHOM Bufe (hopmaTt daitna Microsoft
Excel) nporoxon 3acemanuss KomuccHy CrEUHAANHCTY OTHENa OpTaHU3aldu{
JeKapCTBEHHOro  ofecreueHMss M (apMalleBTHUECKOH  JIESTeNBHOCTH,
OCYIIECTBISTIOMIEMY  3aKyNKy JIEKapCTBEHHBIX —IHpenaparoB  (MeIMIMHCKUX
W3IeNNH, CIIeUanM3UPOBaHHbIX TPOAYKTOB Je4e0HOT0 NUTAHNA);

4.2 B Teuenue 3 pabouux JHEH IMOcie COCTABIEHUS IIPOTOKOIA 3ace/lanus
KoMuccHd TOTOBHT W HampaBisIeT B 37eKTPOHHOM Buae M3pemenme o 3akynke
JEKapCTBEHHBIX IpEnaparoB (MEIMLMHCKUX W3/EIMi, ClHelMaTu3HpOBaHHbIX
OpoNyKToB  NeweCGHOrO  NHMTaHHsA) B UHAWBHIYAJIBHOM  IIOPSAKE A7
YIIOMHOMOYCHHOH (apMaleBTHYecKod opranuzanuu (ganee — l3Belnerue)
(npunoxenue No 4 x TTopanky, dopmar daitna Microsoft Excel),

4.3 ocymiecTBIsSieT B TNOCTOSHHOM peXuMe KOHTPOJb 3a olecredeHHeM
TpakgaH  JIGKQpCTBEHHBIMH  IIperaparaM#  (MEAUIMHCKUMH  H3[ENUAMY,
CTIeHATM3HPOBAHHBIME TIPOJYKTaMH JiedeOHOro NHUTaHusi) B COOTBETICTBUH C
npoTOKOAaMu  3acefauda KomMccum, aHajiM3uUpyer pacxoji U HENeBoe
HUCMONMB30BaHHE  JEKApCTBEHHEIX — NpeHaparoB  (MEIMIMHCKHX — H3JIEIHH,
CICIHANM3HPOBAHHBIX IIPOYKTOB JIe4eOHOTO TUTAHHNS);

4.4 0 Mepe MOCTYMJIEHHS NOKYMEHTOB I'OTOBUT 3aKJIIOUCHHUE IIPOBEPKH
000CHOBAHHOCTH OTIYCKA JEKapCTBCHHBIX CPEACTB MHOIOPOIHUM I'pasjaHaM 110
KPUTEPHIO HAINYHst Ipasa Ha HA0op COMUANBHBIX YCIyT Mo GopMe, YTBePKASHHOH
npukazoM MuHHCcTepeTBa  3apaBooxpaHenus  CeepuloBCKOM  obnactu  OT
16.10.2008 Ne 1779-11;

4.5 npu wanu4un HHGOPMAUUK 00 OTCYTCTBHH JBUKEHHS 3aKyILUIEHHBIX B
COOTBETCTBHH C IPOTOKOJAMH 3aceanus KOMHCCHM eKapCTBEHHBIX IPeNnaparoB
(METUIIMHCKHUX H3HENTHH, CHeHHaTM3pOBAHHEEIX [IPOTYyKTOB JIe4e0HOro IHTAaHUA)
BBISICHSIET IIPWYMHBI U NPUHUMAET MEPHl M0 €ro MNepepacipeeICHMIO, a TaKoKe
JOBOXUT WH(POPMAIUIO [0 CHEeNHanucTa OTaeNa OpraHH3allii JeKapCTBEHHOIO
obecrieueHus U (DapMaLIeBTHUCCKON ISATENBHOCTH, OCYIIECCTRISIOUIETO 3aKyNKy
JEKapCTBEHHBIX [penapaToB (MeIMIMHCKMX M3JENHH, CllelualM3uPOBaHHbIX
NPOAYKTOB JIedeOHOTO MUTAHMS ) IS KOPPEKTHPOBKH 00HEMOB 3aKYIIKH.

5. Ornen Opravy3alMy  JIEKapCTBEHHOIO ofecnededus U



(apManesTHYeCKOl  IeSTeJLHOCTH Ha  OCHOBAHHM IPOTOKONIA  3aceldaHud
Komuccuu oprasmsyer 3akynKy HEOOXOOMMBIX JIEKAPCTBEHHBIX TPENapaToB
(MeTUITMHCKUX M3esnH, CHeIHANH3HPOBAHHBIX IIPOJYKTOB JIe4eOHOI0 IUTAHUSL).
6. YonmaomouenHas ¢$papMaleBTHYECKas OpraHn3allus:
6.1 mo Mepe nmonyueHns HHGPOPMALMH U3BEIIACT ATCUHEBIC OPraHu3anyy O

3aKyile AeKapCTBEHHBIX IIpenaparos (MeIHITMHCKIX H3JCTUH,
CIICLMANM3UPOBAHHBIX TIPOAYKTOB JieyeOHOr0 WHTaHWSA) B WHAWBHAYAIBHOM
TIOPSZIKE;

6.2 IIpEHHUMACT 3aKYIUICHHBIC B WHAUBU/YaNBHOM TIOPSAKE TeKapCTBEHHbIS
npernaparthl (MEAHIIMHCKUE H3JENHA, CHEIHATH3UPOBAHHEIE MPOIYKTH JedeOHOro
NUTAHKSA) ¥ TIOCTABISICT B IPUKPEIUICHHYIO ANTSUHYIO OPraHW3aluio 110 MeCTy
JKHTEJILCTBA TNallHeHTa B COOTBETCTBHM ¢ M3Bemenuem, ISl JKUTENSH T.
ExarepunOypra, HezaBucumo oT MecTa npoxxuBanus, B EMVYTT « Anreka No 6».

7. AnTeyHas OpraHu3alys  M3BCUIACT TAIMEeHTa U MEIUUHHCKYIO
OpraHu3alyid O TIOCTYINIEHWH JEeKAapCTBEHHOrO TIipemapata (MeHHIIHHCKOro
U3JIeNHS], CSHHAM3HPOBAHHOTO NPOAYKTa Tede0HOro MUTaHus) U OTIIYCKaeT ero
B COOTBETCTBHH € BBITUCAHHLIMU PeleIITaMH.

8. AmTeuyHass opraHm3aldg M YOOJHOMOYeHHas (apMaleBTUUYeCcKas
opraHuzaisg  (GOpMUPYIOT OTHENbHBIE peecTphl pPEelelToB  JeKapCTBeHHBIX
npenaparoB  (MeMWUMHCKUX — U3JCIMH,  CHE{HaNM3MPOBAHHBIX  IPOJYKTOB
neuyeOHOrO THWTaHMs), 3aKyIUTCHHBIX [ HHAUBHAYATBHOrO 0oOecledeHHs
rpaXKaaH, MWMEIOIMHUX IIPaBO0 HAa TMONYYECHHC TOCYIAPCTBEHHOU COLMANBHOH
HOMOIIM, BPYYHYIO.

9. YmonHomoveHHas (GapManeBTUYECKas OpraHH3alldsg MpeACTaBlieT K
orare B MunucrepcTBO 3apaBooxpaderust CBepaioBCcKod 00aacTu AOKYMEHTHI,
MOATBEPKAAOMINEe  (DakTHUSCKHH  OTHYCK B anTe4HBIX  OpraHu3aluax
NeKAPCTBCHHLIX CPEJCTB, 3aKYIUICHHLIX B HHIMBHAYAILHOM NOpsAKe (C4yeT Ha
OmJIaTy CTOUMOCTH YCIyr, cuer-(QakTypy, PeecTp peLenTOB JeKapCTBeHHBIX
npenaparos  (MEAHIMHCKUX — M3JCNMH,  CHELUanM3MpOBaHHBIX  IPOXYKTOB
neqeOHOrO THUTAHMs), 3aKYIUICHHBIX B HHAUBUIYANTBHOM IMOPSIKE) OTACILHO OT
OCHOBHOL'O ITaKeTa TOKYMEHTORB.



i Iprnoxenne Nel

k Hopaaxy wanusriyanpHOT0 o0ecnedeH s

JIEKAPCTBEHHBIMY [IperIapaTaMy, MeIHUHHCKHMH U3IEHIMH

H CHIeLHANH3HPOBAHHEIMH MIPOAYKTAMH JIeueGHOr0 MHTAHHA IPaKIaH,
NPOXKHMBAIOIHMX B CBep/UtoBCKOH 06MacTH, MMEIOMHX MParo

Ha MIONY4YeHHE TOCYNAPCTREHHON COLHAILHOM TOMOMIN

B BH/IE Ha00pa COMUANLHBIX YCAYT

3asgBleHe
MEJUIMHCKON OpraHu3alyH Ha obecreyeHye Irpax JaHiia B HHAMBUAYATEHOM
nopsifKe

IlepconansHble maHHEBIE NATIHEHTA

Hara poxpenus

Jmrarnos

CHUIC

Ne cTpaxoBoro nonauca

Kop xareropun JroTHOCTH

[Hanuuue B peruoHaIbHOM CerMeHTe ®enepanabHOTO
perucTpa

UL, UMEIOLIIX MPaBoO Ha ITOJydeHne Habopa CONHaTbHBIX
yCIyT

| AZipec manueHTa

KonTtakTHB TenreQoH malueHTa

MeunuHckas opraavzanus/Kog MeauiimHCKoH
OpPraHU3aIHH

®.]1.0. 1 TenedoH OTBETCTBSHHOTO JIMIA B MEAHIIMHCKOH
OpTraHu3allH

ATITeKa, X KOTOPO# HMPUKPEIINEH HaIUeHT

ﬂaHHBIe 10 pacdeTry HOTpe6HOCTH B JICKAQpCTBCHHOM Iipeliapare (MCEI/IHI/IHCKOM
W3OS, CTICHUATU3HPOBAHHOM IIPOAYKTEC JeyeOHOoro HHT&HHH)

Hanmenosanne | MHH
T Toprosoe HazBaHue
(MUW,CIUIIT)
Dopwma Brirtycka JII1 (1o3a, KoIm4ecTBO B yakoBKe)
Hosza | pazoBas

CYyTO4YHas

MecsaIHas

KypcoBas
KonnyecTBo YITakOBOK Ha IUTAHUPYEMBIH IePHOJ] BpEeMEeHH
| [lepron BpeMeny ang obecnedenus (KBaprai, HOJIYTOueE,
rox)




ObocnopaHue HazHAYCHHS JIEKAPCTREHHOTO MperapaTta (MeTHITHHCKOTO U3NeHs,
CIHELHATH3HPOBAHHOIO IPOAYKTA JIedeOHOTo MHTAHUA)

JITT (M, CITITH (MHH 1 toprosoe Hazpanue, popma BhIYCKa)
2. lenp Hazsayenus (Hy)XHOE ITOMYEPKHYTH )
2.1. bazucHas Tepanus
2.2. Ilpopunaktika oCcI0KHEeHUH
2.3. CaMnToMaTHyecKas Tepaiius

3. ©.M.0. Bpaya, Hazgaumswere JIC, ero cuelMasbHOCTh, MeCTO pabOTHL,

KOHTaKTHbII Teredol
4. Panee Ha3HAYaNUCE:

Hassauune |Jlara B ueMm nposenanace | B uem nposieasiace
JOT(MH, |nazmadeHus Hes>DDEKTHBHOCTL  HETIePEeHOCHMOCTE
CIh

@.1.0. neyamero Bpaua
®..0. 3aB. NOAUKIHHAKOHR
Hara u Ne pemnenus BK
KowntaxtHerit Tenedon 8 MO




Tpunoxenue N2

& opaaky HHAHBHLY ATBEHOTO 00eCHEeUSHMS

JIEKAPCTBEHHBIMH IIpenapaTaMy, MeAHIWHCKUMH M3eTHAMM

H CHEIUATH3MPOBAHHBIME TIPOAYKTAMH J1e4e0HOTO MHTAHMA TPOKIAH,
apoxuparomyx B CBepAAOBCKOH 00/1acTH, MMEIOLIMX APaBO

HA NONYUeHHe TOCYHAPCTBEHHOM COIUANBHOH HOMOIIH

B BH/Ic Habopa COLHATBHBIX YCIyT

Cornacye Ha 00padOTKy NePCOHANTBHEIX JAHHBIX

(damunus, UM, OTUECTRO, 3/(PEC PErUCTPALIMH TI0 MECTY MKHMTE/IbCTBE,
CepHd, HOMEP OCHOBHOIO AOKYMEHTA, VAOCTOBEPSIOLIErO IMYHOCTS,
CBEIEHHS O J1aTe BHJAYH YKA3aHHOTO JJOKYMEHTA Y BBRLIABILIEM €0 OpraHe)

B COOTBEICTBHM ¢ TpebosBaHusiMM cTaTbud 9 Dejepansnoro 3axoHa oOT
27.07.2006 Ne 152-03 «O nepcoHaTsHBIX JaHHBIX» MOATBEPIKIAID CBOE COTTIACHE
Ha obpaboTky MuHHCTEpCTBOM 371paBooxpaneHus CeepaioBekoi obmacty, (ranee
- Omepatop) MOHX HEPCOHATBHBIX HAHHBIX, BKJIIOYAIOIAX (QaMUIHIO, WM,
OTHECTBO, TI0J, 1aTy POXKICHUS, a/[peC MeCcTa JKHTEIbCTBA, KOHTAKTHEIN TenedoH,
pexpusuThl noauca OMC, cTpaxoBoif HOMep MHIUBUAYATLHOTO JULEBOrO CYETA B
Ilencuonnom ¢onze Poccuu (CHWIC), nasHbie 0 COCTOSHUY MOS0 3HOPOBBS, B
Hejx 00CCICUeHHS KU3HEHHO HeOOXOMUMBIMH JCKAPCTBCHHBIMY IIperapaTaMu
(MEIMUMHCKUMA HU3ICTUSAMH, CIIEIHAIM3MPOBAHHBIME TIPOJYKTAMH JICYeOHOTO
OMTAHKA), HEe BOIICJILMMU B TOCYIApCTBEHHEBIH 3aKka3 CBepaIoBcKoi obmacTy Ha
obecnieucnne JEKapCTBEHHBIMK IIpenapaTaMy, MEIUIUHCKMMH H3AeNUAMU U
CIIelMalu3uPOBAHHBIMI HPOAYKTaMH Je4e0HOTO nuTaHus nno nporpamme OHJHT.
B nponecce okazaHus MHE rocy/IapCTBEHHOM COUMATbHON HOMOIIM B Byje Habopa
COLMANIbHBIX YCIYI 110 JICKApPCTBEHHOMY OOECIEeHueHUI0 5 NPeOoCTABIISIO TIPaBo
MEeUIMHCKIAM pabOTHHKAM IepefaBaTh MOH HEePCOHANBHBIC NaHHBIE, CONEPKAIINC
CBEICHUN, COCTaB/LAIOLIMEe BpaueOHYIO TalHy, APYIMM JOKHOCTHBIM JIHIIAM
Oneparopa.

Ilpenocrasmsto  OmnepaTopy IpaBO  OCYIIECTBIATE BCe  jedcrBus
(oneparu) ¢ MOMMM  IEPCOHANBHBIMH  JaHHbIMM,  BKIouas  cOop,
CHCTEMATH3aIIMIO,  HAKOIUIeHWe,  XpaHeHHe,  OOHOBIEeHHE,  H3IMEHEHIE,
Wcrions3oBanme, o0e3TnuuBande, OlloKdupoBaHue, yaugrokenue. Ornepartop
BIIpaBe 00pabaTeIBaTh MOH II€PCOHANBHEIC HaHHBIC IOCPECTBOM BHECEHHS WX B
JNEKTPOHHYIO Oa3y JaHHBIX, BKIIOYEHHUS B CIUCKU (PEECTPBl) K OTUCTHBIC (JOPMBL,
MPENyCMOTPEHHBIE  TOKYMEHTAMY,  PerJlaMEHTHPYIOIIUMH  HPEOCTABICHUES
OTYETHBIX MAaHHBIX (JOKYMEHTOB) IO OKa3aHWIQ [OCYJapCTBEHHOH COIMAIBHON
MOMOLLM B BUAe Habopa COLMANBHBIX YCIYT 10 JIEKapCTBEHHOMY 00eCHeUeH IO,

OnepaTop UMeeT IPaBo BO MCIOTHEHHUE CBOMX 0053aTeIBCTR 110 paboTe 1Mo
OKA3aHMIO I'OCY/IAPCTBEHHON COIUANbHON NOMOILIM B BUje Habopa COIUATBHBIX
yCIIyT MO JeKapCTBEHHOMY o0ecrHedeHHnIo Ha o0MeH (IpueM M Mepefady) MOUMU



IEpCOHAABHEIMH JaHHBIMM C MEAMIHHCKOH opraHuzaumed u  anteydoi
opraHg3anel ¢ UCIIOIb30BaHHEM MAITHHHLIX HOCHTEIECH MK IO KaHANAM CBS3H C
cobmoienremM Mep, 00eCHeYUBAIONIMX HMX 3alilUTy 0T HECaHKIHOHUPOBAHHOIO
HocTyra, HPH YCIOBHM, YTO WX mpueM u obpabortka OYIYyT OCYINECTBISTHCS
JIUIIOM, OOS3aHHBIM COXPAHATE IPO(ECCUOHATIBHYIO TaHHY.

Cpok xpaHeHus MOHX I[EPCOHAIBHBIX JAaHHBIX COOTBETCTBYET CPOKY
XpaHeHUs IePBUYHBIX MEIUIMHCKUX HOOKYMEHTOB (MEIHUMHCKOM KapThl) H
cocTaBlsieT ABaAIaTh IATh JeT.

Ilepegaya MOUX UEPCOHANBHBIX JaHHBIX MHBIM JIULEAM HIH HHOE UX
pasrialieHne MOXeT OCYIIECTBIATECS TOIBKO C MOETO ITHCHhMEHHOT'O COIIACHS,

Hacrosmee cormacue paHo MHOH 20 r. u neficTByeT
DecCpodHo.

1 octaBiAio 3a coOOH IpaBO OTO3BAaTh CBOE COMNIACHE ITOCPEICTBOM
COCTaBIEHUS COOTBETCTBYIOMEro MUCEMEHHOI0 IOKYMEHTA, KOTOPBhI MOXKET OBITh
HanpaBicH MuHOM B aapec Opeparopa O I0YTe 3aKa3HbBIM IHUCEMOM C
yBEIOMICHHAEM O BPYHUEHHMH JTHOO BpyHeH JHYHO IOJ PACHUCKY HPEACTABHTEINNO
Oneparopa.

B chydae mTONydeHHS MOero IMHCHMEHHOTO 3asBleHms o0 oT3niBe
HACTOAIIEro cornalieHus Ha o0paboTKy nepcoHaiabHeIX fanHbx Oneparop 00s3an
ApeKkpaTuTh uX 00paboOTKy B TedeHHe TepHoAa BpeMeHH, HeoOXOOUMOTO I
3aBEPIIICHUs B3aMMOpPaACUYeTOB 10 OIUIATE OKA3aHHOH MHE O 2TOr0 COLMaNbHON
TIOMOILIH B BHJIe HA00Pa COLMANBHEIX YCIYT 110 IEKaPCTBEHHOMY 06eCIeTeHIMIO.

KonTakTHEI TenedoH H TIOYTOREIM afpec

IToaruck cydpexTa NEPCOHANBHEIXK JaHHBIX




Tpunoxenue No3

K [opsanky HHIMBHAYANBHOTC OOecTIeUeH s

JIeKAPCTBEHHBIMHI ApEapataMi, MEIHUHHCKAMY 13 ACIHAME

¥ CHELHATH3NPOBAHHBIMH NTPOAYKTAMH RedebHOTO MUTaHHA MPAKIAH,
TPOMMBAIOIHX B CBEPNIOBCKOH 061acTH, HMEIOIIMX MIPARO

Ha DOMIyYeHHe ToCYIapCTBeHHOH COIUAILHON HOMOLK

B BHE HAOOpa COLHANBHBIX YCAYT

3akmoyeHue
IJIaBHOTO LITATHOTO (BHEIOTATHOTO) CIISMAaIicTa MUHHCTEPCTBa
3apasooxpanennst CBepIIOBCKON 001aCTH O HENeco00pasHOCTH HA3HAYEHHA
JICKapCTBEHHOTO Ipernapara, MeUUIHHCKOTO H3ICANA, CHISITHATH3UPOBAHHOTO
NpoAyKTa Je4eOHOro MUTAHHS 110 KOHKPETHOMY TOPTrOBOMY HAMMEHOBAHUIO

DaMUnust, UM, OTIECTBO IAIMEHTA HIIH HOMED 3asBICHUS

Kipnuueckuii 1uarsos (OCHOBHOM, COMYTCTRYIOIME 3a00eBaHMA, OCHOKHEHH)

Hanvenosanne JIIT (MHH /TH 1o xu3HenssM nokasanmsm /MU/CIUHT

dopMa BBIITYCKA, . ¥3M.

Ilens Ha3HaueHNs (HYXHOE ITOUEPKHYTB): Oa3WcHas/BCTIOMOTraTesibHAs H (HIIH)
JIOTIOJIHMTENbHAS Tepanus

CooTBeTCcTBHE MMOKA3aHUH K npumeHenuro  JIHI  gwarmosy  cormacHo
HHCTPYKUHY IO  MEOUIUUHCKOMY IIpUMEHEHHI0  (HY)KHOE TOAYEePKHYTH):
COOTBETCTBYET/HE COOTBETCTBYET

[IpoTrBonOKa3aHys 110 BO3pacTy (HY>XHOC HOIYEPKHYTh): HATUYHe
70 TeT/0TCyTCTRIE

Hamawe B crasjapTax MeMIIMHCKON moMolny Ha aMOyIaTOpHOM JTare JedeHuUs

(ykasars nnpuxas Munsjapascoupazsutis PO/Munzapasa PD)

YpoBeHb oKazaTeascTBa 3 ek THBHOCTH KoHKpeTHoro TH narHOMYy nauueHTy




Ananmm3 paHHBIX © npenulectsylomeMm nupumenenun JIT (MM, CILII) non
Ipyrumu TH s edenus faHHOro maumeHTa ¥ HpOsSBICHUAX HedDPEKTHBHOCTH
7 (MM} HeTIePEeHOCHMOCTH

HMawnnple 110 pacuery norpeduoctu B JUMW/CITI:

HawmeroBanue JIeKapcTBEHHOr'0 rpernapara (THY MeauiHCKoro
m3penust(TH)/ crnienmanusuposannoro npojykra jededroro nuranus (TH)

@opma BBINTYCKa, €. U3M.

Pazosasg noza

CyTouHas no3za

MecsuHag no3a

Kypcosas no3a

JmuTensHoCTE Kypea (IHH)

ITnarupyemelie naThl IPUMEHEHHSA: OT o

IIpumMepHas cTOUMOCTE Kypcea JedeHus Ha 1 mecsr (py0.)

Jarta O H.0., nomKHOCTD, TOANKHCE




Hpunoxenue Ned

Kk TTOpAIKY MHOMBHXYaBHOTO ObecncueHns

JIeKapCTBEHHBIMHE NpelapaTaMi, MEIHLHHCKHMH H3IeTHAMH

H CTIeNHATH3HPOBAHHBIME IPONYKTaMy Ne4efHOrO IHTaHMuA IPOKAAH,
IPOKHBAIOIIIX B CBEp/IIOBCKOM O6NACTH, MMEIONMX IPABOo

Ha II0YMEHHEe TOCYJApCTBEHHON COLUMATRHOM TOMOLIH

B BHJIE HaOopa COLIHA/ILHBIX YCITyT

M3zpelliegue 0 3aKyIIKe JIEKAPCTBEHHBIX IIPENapatoB (MeTHIIMHCKUX H3JCTHH, CIIeNHaTH3NPOBAHHEIX TPOIYKTOB JieyeGHOro
IUTAHHUSA )} B HHAVBHAAYAIBHOM TIOPsAKE A YIIOTHOMOUYEHHON hapMalieBTHHeCKOM Oprann3aili
(popmar daitma Microsoft Exel)

Ne | Haumenopanue JIIT | Popma Obmee DO.H.0. Hepuoxn Kypc KomiuectBo | Mecro ATrreqHas
i (MU, CITIIT) BBUIYCKA KON-BO nalyeHTa | paspelneHds | (B Mecsalax) | yIAakoBOK Ha | MKHTENBCTBA | OPraHU3alus
YTIaKOBOK (zarel, HalMeHTa (ropox)
c___mo_ )
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