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MUHHUCTEPCTBO 3[IPABOOXPAHEHUS UPKYTCKOH OBJIACTU
IIPUKA3

b wal 202 Ne _/&_.?—W

Hpkyrex

O BHeceHMH M3MeHeHHH B IPUKAa3 MHHACTEPCTBA 3APABOOXPaHeHus
HpkyTtcroit obnacru or 15 mapTa 2013 roaa Ne 37-mnp

B cootBeTcTBHU ¢ wacThio 15 crateu 37 denepaneHoro 3akoHa ot 21 HosxOpA

2011 roma Ne 323-®3 «OO6 ocHOBax OXpaHBl 30pOBBS IpaxaaH B Poccuiickoif
Oenepanuny, OenepansHEIM 3akoHOM 0T 14 urons 2022 roaa Ne 236-D3 «O Donpne
ICHCHOHHOI0O W COUHaNnbHOTrO  cTpaxoBaHus  Poccuiickoil — Pepepanumy,
pykoBoAcTBYACH cTatheil 21 YcraBa UpkyTckoil obnacty, mynkroM 9 [lonoxenus o
MHHUCTEPCTBE  3ApaBooxpaHeHHs  Mpkyrckoit — obnacTH,  yTBEpXKIAECHHOIO
noctanosneHneM [IpaButensctBa UpkyTckoit obmactu ot 16 mrons 2010 roxa
No 174-mm, ykazom I'yGepnatopa Upkyrckoii obnactu ot 27 suBaps 2023 rona
Ne 9-yrk «O Ha3zHaueHUH Ha noKHOCTD Lllenexosa A.B.»
IMMPUKA3LIBAIO:

1. BHecTH B IpHKa3 MHHHUCTEPCTBA 3paBooxpaHeHus Mpkyrckoi obnactu ot
- 15 mapra 2013 roga Ne 37-mmp «O6 obecnieuennu rpaxaan Poccuiickoi Penepanny,
NPOXUBAOMIKX Ha TepputTopuy MpxyTckoif o6nacTu, TekapCTBCHHBIMU NpenapaTaMy
ans MEAMIIMHCKOTO MIPUMCHECHHS, MCANIIHCKUMH U3JENHAMU u
CIEIHATH3UPOBAHHLIME [POAYKTaMH Je4eOHOro IHTaHuA, HE BXOJIIMMH B
COOTBETCTBYIOUIHH  CTAaHZAPT  MEIMOUHCKOH  [OMOIIM, IIPM  OTCYTCTBHH
pa3paboTaHHOTO CTaHJAapTa MEAMIIHCKOW TIOMOINM - B COOTBETCTBYIOUIMX
KIMHMYECKUX PEKOMEHIAIMSAX B ClIy4yae HaluyMs MEIUIMHCKUX TO0Ka3aHWH
(MHAMBHIYANBHOM HEMEePEHOCHMOCTH, TIO XXM3HEHHBIM IIOKa3aHUAM) 110 PEMIEHHMIO
BpaueOHOH  KOMHCCHHM  MENUIMHCKAX  OPraHM3alldif,  IOJABENOMCTBEHHEIX
MUHHCTEPCTBY 3apasooxpaHeHus MpkyTckoit 00macTy, 3a cyeT cpeacTB 00NacTHOTO
OrojxeTay (Janee — NpUKa3) CNeAyIONUE U3MEHEHNS:

1) HHOWBHUIYAIU3UPOBAHHEIA 3ar0I0BOK H3NOXKHTE B CIEAYIOLIECH PelaKIH:

«OB OBECHEYEHUU TI'PAXKIAH POCCHMCKOHN ®EIEPAIINY,
MPOXUBAIOIIIUX HA TEPPUTOPUHM HWPKYTCKOW OBJIACTH,
JJEKAPCTBEHHBIMHA TNPENAPATAMHA UII MEJUIIUHCKOI'O
NPUMEHEHMS, MEJIUWIIUHCKAMHA U3IAEIUAMA i |
CIHHENUAJIM3UPOBAHHBIMU MPOAYKTAM JIEYEBHOI'O IIMTAHMA,
HE BXOIAIIUMHA B COOTBETCTBYIOIAA CTAHIAPT
MEIUIUHCKOM TIOMOLKM WIX HE TPEAYCMOTPEHHBIMU



COOTBETCTBYIOIIEH KJIMHUYECKOH PEKOMEHIAIIUEA, B
CJHYYAE HAJIHYIHAAA MEJMIMHCKUX MOKA3AHHUH
(MHIUBUAYAJIBHOH HEIEPEHOCUMOCTHU, HO XHWU3HEHHbLIM
IMIOKA3AHHSIM) IO PEHNIEHHIO BPAYEBHOM KOMHCCUM
MEJUIHUHCKHUX OPT AHU3AIIUIA, PACHOJIOKEHHBIX HA
TEPPUTOPUM HWPKYTCKOH OBJACTH, 3A CYET CPEJICTB
OBJACTHOI'O BIOJXETA»;

2) myHKT 1 W3N0XUTH B CeAYyIOLIeH pegakiiu:

«1. YtBepnutes Ilonoxenune o mopsake obecredeHus rpaxaad Poccuitckoii
Depnepaiyy, NpOXXKUBAIOIIUX Ha TeppuTopHH MpKyTckoii obnacT, leKkapcTBEeHHBIMH
mpenaparTaMu Uil MEAULUHCKOTO IMPUMEHEHHS, MEAUIMHCKAMH H3JCIUAMH U
CTIEUMAIN3VPOBAHHBIMU  IPOAYKTaM JieyeOHOTO TIMTaHHA, He BXOAALMMH B
COOTBETCTBYIOIIMH CTaHAAPT MENULMHCKOM TMOMOIM WM He NpeAyCMOTPEHHBIMH
COOTBETCTBYIOIEH KIMHUYECKOH peKoMeHAaurel, B ciiydyae HaJu4uid MEIUIMHCKUX
noKasaHuil (MHAWBUIYaJbHOM HElepeHOCUMOCTH, IO YXU3HEHHBIM TOKa3aHUAM) IO
pEIIEHNI0 BpaueOHOM KOMHCCHM MEXMIMHCKHMX OpraHu3audi, pacroNOXeHHBIX Ha
tepputopyd  MpxyTckoif o0macT, 3a cuYeT CpeAcTB obnacTHoro Oromxera
(npunaraercs).»;

3) B [lonoxenun o nopsigke obecnevenus rpaxnad Pocculickoit enepanuy,
NPOXKUBAIOILIX Ha TeppuTopuH MpKyTCKoH 06I1acTH, TeKapCTBEHHBIMH IIpeNapaTaMu
ISt MEIUIMHCKOIO NPUMEHEHUH, MEUIUHCKUMHU U3IeNUAMU %}
CIEe[HANM3NPOBAHHBIMU TPOAYKTAMH JIEUeOHOrOo MNHTaHWsA, HE BXOIAIMMH B
COOTBETCTBYIOIIMH  CTaHJApT  MEIULUMHCKON  IOMOLIM, NOpPH  OTCYTCTBUH
pa3pa0oOTaHHOTO CTaHJapTa MEOWIHHCKOM TIIOMOIUKM - B COOTBETCTBYIOLIHMX
KIHHUYECKMX PEKOMEHJAlLMsIX B ClIy4ae HaIMYUS MEJHULMHCKUX MOKa3aHWH
(MEIUBHIYAIEHOU HENEPeHOCHMOCTH, 10 JXU3HEHHBIM IIOKA3aHMSIM) IO PEIIEHHUIO
BpaueOHOH  KOMUCCHM  MEJULUMHCKMX  OpraHM3allud,  MOABEIOMCTBEHHBIX
MUHHCTEPCTBY 3apaBooxpaHeHHs1 MpKyTcKoi obnacTy, 3a cder cpeAcTB 061acTHOro
oromxera (nanee — ITonoxeHnue):

UHIMBUAYAJIM3UPOBAHHBIN 3ar0JIOBOK U3JIOKUTE B CIIEAYIOLIEH peNaKiuu:

«HOJJOXKEHHUE O TIIOPAJAKE OBECIHEYEHHUSI TIPAXKIAH
POCCUICKON ®EAEPAIIUM, MPOXUBAIOIIUX HA TEPPUTOPHUU
UPKYTCKOM OBJIACTH, JEKAPCTBEHHBIMM NPEITAPATAMHY JJISI
MEJUIIHHCKOT' O IPUMEHEHUSA, MEJUITUNHCKUMH U3AEJIHUAMHA 1
CIEIUAJMN3HPOBAHHBIMHU MPOAYKTAMU JIEHEBHOI'O IIUTAHUSI,
HE BXO/SILIMMH B COOTBETCTBYIOIIUA CTAHJAPT
MEJIUIHHCKOH moMoum WJUM HE NPEAYCMOTPEHHBIMH
COOTBETCTBYIOIIEN KJIMHUYECKOW PEKOMEHJIAIIMEH, B
CIYYAE HAJTMYUA MEJHIIMHCKHX IIOKA3AHUNA
(MHAUBUJAYAJBHON HENEPEHOCHMOCTH, 10 KM3HEHHbIM
INOKA3AHHUSIM) TIIO PEUEHHIO BPAYEFHOH KOMHUCCHH
MEJUIHUHCKHX OPFAHI/IBAI.[I/IH PACITOJIOKEHHbBIX HA
TEPPUTOPUM WPKYTCKOH OBJIACTH, 3A CYET CPEJACTB
OBJIACTHOI'O BIOKETA»;



MYHKT | U3NI0XKHUTE B cleaytomeil penakiyum:

«1. Hacrosmee Ilonoxenue yctanaBnuBaeT MOpANOK H yClIoBUA ofecreueHus
rpaxaad Poccuiickoii ®enepanun, NpOXUBAIOMIMX Ha TeppuUTopuH HpKyTCKOi
obnacTy, IeKapCTBEHHEIMH IIpenapaTaMH U1 MEAUOHHCKOTO NPHMEHEHHs (Hanee —
JIEKapCTBEHHEIEC MPENAapaThl), MEAUIMHCKUMHA H3ACTHAMH U CHEHHATM3HPOBAHHEIMA
IPOAYKTaMH J1e4eDHOrO NHTaHM#A, HE BXOAAIIMMH B COOTBETCTBYIOMIMH CTaHIApT
MEIMIIMHCKON TOMOUIM HIIH HE NIPEAYCMOTPEHHBIMHU COOTBETCTBYIOLIEH KIIMHUIECKOU
pEeKOMeHJaluel, B Cilydyae HajJH4Ms MEIWLUMHCKHX MoKasaHuh (MHIWBHAYaTbHOH
HETIEPEHOCHMOCTH, I10 )XH3HEHHBIM ITOKa3aHUAM) IO PEIIEHHIO BpaueOHOH KOMHCCHU
MEIUIMHCKUX OPTaHHU3alii, BHE 3aBHCUMOCTH OT OpraHH3alHOHHO-TIPABOBOM (OPMEI
cOOCTBEHHOCTH, pacnoyIOKEHHBIX HAa TeppUTopur VpKyTckoil 061acTH H HMEIOLIUX
OpHKPEIUIEHHOE  HaceleHWe, BHIOpPaHHBIX TpaXIaHaMH B  YCTaHOBJIEHHOM
3akoHOmaTenscTBOM Poccuiickoit ®enepanuu nopsaxke ANA OKa3aHUS NEPBHYHON
MEIUKO-CAHHTApPHO! IMMOMOLIM B paMKaX TMPOIPaMMBl TOCYHApCTBEHHBIX I'apaHTUN
0ecIuIaTHOrO OKa3aHMs IpaxkJaHaM MeIUIMHCKON nomMomy B UpkyTckoi obGmactu
(manee — MeIMOUHCKYE OPraHU3alMM, OKa3hIBAIOIIHE IMEPBHYHYI0 MEAMKO-
CaHHTapHYIO NIOMOIIG), 4 TAKXKE B Ciydae HaNW4IUsA peuieHus BpadcOHOH KOMHCCHH
denepansHOd METUUKWHCKOH OpraHH3alMH, N0 npodumo 3a00NeBaHHA MalMEHTa, B
COOTBETCTBHH C KOTOPHIM TI'paXJaHWHY HA3HAau€H [10 >XU3HCHHBIM I10Ka3aHUAM
JIEKapCTBCHHBIH TMpenapar, MeIWIUHCKOe H3AeNHe, CIeNUaTU3MPOBaHHBIH NPOXYKT
neuebHOro nwuTaHus (Janee — pemeHue BpadebHON KomuccuM ¢deaepanbHOM
MeIMIKHCKOM OpraHu3aluHn).»;

B [IYHKTe 2 CIIOBA «IIPpHKa3oM MMHHUCTEpPCTBA 3/IpaBOOXpaHeHUs Poccuiicko
denepaunu ot 14 suBaps 2019 roga Ne 41 «OO6 yTBEpXIEHHH NOpAIKa Ha3HAYCHHS
NEKapCTBEHHBIX NpenapatoB, (OpM peLENnTypHEIX OaHKOB Ha JIEKApCTBCHHBIE
npenaparhl, Mopsaka O(popMIeHHsS YKa3aHHBIX ONaHKOB, MX y4YeTa M XPaHEHUI»
3aMEHMTL CIIOBAMH «IIPHKa30M MUHMCTEPCTBAa 3[paBoOXpaHeHUs Poccuiickoin
Qenepannu oT 24 Hosabps 2021 roma Ne 1094n «O6 yTeepx)ieHMH MOpsKa
HasHAYEHUS JICKAPCTBEHHBLIX NpenapatoB, (opM peuenTypHeIX OnaHKOB Ha
NeKapcTBEHHBIE NpENaparhi, Hopaaxa opopMIEHHA YKa3aHHBIX OJaHKOB, X y4€Ta U
xpaHeHusa, GopM OnaHKOB pEUENTOB, COAEPKAUIMX Ha3HAYEHHE HAPKOTHYECKUX
CpEeCTB HIIM NICUXOTPOITHBIX BEINECTB, MOPSAKA MX H3TOTOBJIEHHS, PacIpecIeHus,
pETHCTpalMK, YUETa ¥ XpaHEHUA, a TAKKe PaBUl opopMiIeHHs OIAHKOB PELENTOB, B
TOM 4HCJIEe B OPME 3NEKTPOHHBIX JOKYMEHTOBY,

NYHKT 3 TIOCIIE CJIOB «JIGKAPCTBEHHBIMH IpenaparaMu» JOMNOIHHTL CIIOBAMU
«MEIVLMHCKUMHM HM3JEIAMAMHE, CICIMATH3HPOBAHHBIMH TIPOAYKTaMH JeueOHOTo
[UTaHUA,;

nyHKT 4 T1ocie CclIoB «obecredeHHe JIEKAaPCTBEHHBIMH IIpenapaTaMu»
JIOTONHHUTL CJIOBAMH  «, MEAMIUHCKUMH W3LCIUAMH, CHEIHMATU3UPOBAHHKIMU
IPOIYKTaMH JICHEOHOTO ITUTAHUA,

WHOWBMYyaNW3HPOBAaHHEIH 3aronoBok ImaBel 2 IlonoxkeHus H3NOXHUTE B
CIEeXYIOEN PEAAKIIMH:

«'1aBa 2. MOPAJOK OBECIIEYEHHUA I'PAXKJIAH
JEKAPCTBEHHBIMHA NNPENNAPATAMM, MEJUIIMHCKUMH



M3JEJJASIMA H  CIIEHUAJIM3UPOBAHHBIMH  ITPOJAYKTAMHU
JIJEMEBHOT'O IINTAHU S »;

B I[YHKTE 5:

B a03allc mepBOM IIOCHE CJIOB «ICKAapCTBEHHBIMH IIpernapaTaMiy IOMONHHUTE
CIIOBAMU «, MEOMLMHCKMMH H3ICNUAMY, CICHUATH3MPOBAHHBIMA TIPOIYKTAMH
ne4eOHOT0 ITHTAaHUAY;

TIOAMYHKT «B» W3JIOKHUTL B CAEAYIOUIEH peIaKIIvu:

«B) peuieHue BpaucOHOM KOMHCCHM, YTBEPXKIEHHOE PYKOBOAUTEIIEM
MEIUIMHCKO OpraHM3alMM, OKa3bIBAIOIeH MEPBHYHYI0 MEAMKO-CaHUTAPHYIO
noMomb (fanee - pemeHHe BpaueOHONH KOMUCCHH MEIUIIMHCKON OpraHu3aluu), o
HeoOXOoMUMOCTH ofecriedeHUsT TIEKapCTBEHHBIMM IIpenapaTaMi, METUIIMHCKUMU
H3ACTUSIMH, CHEHUATH3UPOBAHHBIMH TMPOAYKTAMH JIEUeOHOTO ITHTAHUA CpPOKOM
JaBHOCTH He Oonee 3 MecslleB JO0 MOMEHTa HAamNpaBICHHUS 3asBICHHA B
YIIOJIHOMOYEHHBI Opras.

Pemenne BpayeOHOH KOMUCCHH MEIUIIMHCKON OpraHU3aluy 0 HEOOXOAMMOCTH
obecrieueHHUs  JIEKQpPCTBEHHBIMHM  [IpemapaTaMH, MEAWIUHCKAMH  H3ICITHUAMH,
CIIEUMATM3UPOBAHHBIME TIPOIYKTaMH JIe4eOHOIO MUTAHHUS JIOJDKHO COOTBETCTBOBATE
TpeOOBaHUAM NpUKaza MUHHCTEPCTBA 3/[paBOOXPAHEHHA M COLMAIBLHOIO Pa3sBHUTHA
Poccuiickoit ®enepanuu ot 5 mas 2012 roxa Ne 5021 «O6 yTBepxAeHHM NOpsKa
CO3JaHUA M JEATENLHOCTH BpadeOHOW KOMHCCHUM MEAULIMHCKOH OpraHu3alun» u
COMIEPKATh CIETYIOUTYI0 HHPOPMAIUIO:

cBelleHMs O JAMarfHo3e ¢ yKa3aHWeM KOJAa MEXIYHapOoJHOH KiraccHdHKAIUH
Oone3neil mepecMOTpa, AEHCTBYIOWIETO HAa MOMEHT OOpallleHHsA IpaXJAaHWHAa B
YIIOJIHOMOYEHHBIN Opray;

CCHUIKY Ha COOTBETCTBYIOIIUH CTaHAApT MEAWIMHCKOH TIOMOINHM MM Ha
COOTBETCTBYIOUIYI0 KIHHUYECKYH) PpEKOMEHJALWIO, B KOTOPHIE HE BXOAHUT
Ha3Ha4YacMBIH JIeKapCTBEHHBIH npenapar, MEIUITHHCKOE H3JIETHE,
CIIEUATM3UPOBAHHEIA TIPOAYKT JIe4eOHOTO NHTaHMs, JHOO CCBUIKY Ha pELICHHE
BpaueOHO KOMUCCUHU defiepaTbHOH MEIUIIMHCKOW OpraHu3anuy;

o6ocHOBaHNE HHAUBHIYANbHON HEMIEPEHOCHMOCTH Ha JIEKAPCTBEHHEIH Npenapar,
yKa3aHHBIH B COOTBETCTBYIONIEM CTaHAapTe MEAMLUMHCKOH ITOMOIIH MM B
COOTBETCTBYIOINEH KIHHHYECKOH pEKOMEHZALMH, IMIPEACTAaBIEHHOH B KapTe-
U3BELIEHUH O MOOOYHOM IeHCTBHH, HEXKENATEIFHON PEaKLUH, 3aperUCTPUPOBAHHOM B
denepansHOil cmyxkbe 1o Han3opy B cdepe 3ApaBOOXpaHEHHs B YCTaHOBICHHOM
HIOpsIKe;

000CHOBAHME JKW3HEHHBIX IIOKa3aHHUN [N Ha3HAUEHUA JIEKapCTBEHHOTO
npernapara, MEIMIMHCKOTO W3JENHs, CHENHANN3HPOBAHHOTO NPOAYKTa ne4eOHOro
nuTaHud, TpeOyromux Oe3yclIoBHOTO HAa3HAYEHHsA JIEKaPCTBEHHOI'O IIpelapara,
MEAHUIMHCKOTO H3AETHA, CIEHHAIN3UPOBAHHOTO IPOXYKTa JIedeOHOro IMTaHHA B
CBA3Y C HEBO3MOXHOCThIO 3aMEHB] APYTUM WIIH HalTWYHeM HETIOCPEACTBEHHOH yrpo3El
IUIS SKU3HH OOJIBHOTO;

MEXTyHapOJHOE HEeMMaTeHTOBAaHHOE HaMMEHOBAHME JIEKapCTBEHHOTO NpeENapara,
CIIELMAIM3HPOBAHHOTO MPOAYKTA JIe4eOHOro MUTaHMs C yKa3aHHEM HeoOXoauMmoHn



JO3UPOBKH, CXEMBI JICUYEHHs, JUIMTENBHOCTH JIeHYEHHS JIHOO KONHYECTBAa KypCOB
JIEYeHUA Ha TeKyIIMd QUHAHCOBBIM TOI.»;

B IOJAIYHKTE «I» cloBa «ympasiieHueM [leHcumonnoro ¢onma Poccuiickoit
@Oenepan»  3aMeHUTh cloBaMH  «DOHIOM TIEHCHOHHOTO M COIMAJIBHOTO
cTpaxosaHus Poccuiickoi @eaepanuny;

IOyHKT 9 110ciie C/OB «JIEKapCTBEHHBIMH IIpenapaTaMe» JOMOIHUTh CIOBAMHU
«, MEIVUMHCKUMH H3JECIHAMMY, CICHHANN3UPOBaHHBIMA IPOAYKTAMH IleueGHOro
TUTaHUAY;

B ITyHKTe 10 cnoBa «o6 obecrnieyeHHH EKapCTBEHHBIMH IpenapaTaMu 1ubo 06
OTKa3e B 00eClIeUeHHH JIEKapCTBEHHBIMID 3aMEHHTE CJIOBaMHU «00 obecnieuenu, m6o
00 oTkaze B o0ecleyeHMM JIEKAPCTBCHHBIMH TIpENapaTaMy, MEIHIHMHCKAMY
H3OENUAMH, CIICIHaTH3HPOBAHHBIMHU NPOXYKTaMH JIe4eOHOTO IUTAaHHA,;

B ImyHKTe 11:

HOAMYHKT «B» MPU3HATh YTPaTHBIINM CHILY;

TOJITYHKT «T» H3JIO0XHUTH B CIEAYIOIEH peaakuu:

«T) Ha3HAYEHUE JIEKApCTBEHHBIX NPENapaTroB, MEOUIMHCKUX W3AeTHi,
CTIEIUANM3UPOBAHHEIX  TPOJAYKTOB Je4eOHOrO INMTaHMs, HE BXOMIHX B
COOTBETCTBYIOIIMH CTaHAApT MEAMLMHCKOH MOMOIIM MIH HE NPEeNYyCMOTPEHHBIX
COOTBETCTRYIOIIEH KIMHMYECKON peKOMeHanueH, He 00yCIoBIeHHOE JKU3HEHHBIMU
MOKa3aHUAMHU;);

TyHKT 12 mocie cloB «pacXoAsl HAa JIEKapCTBEHHBIM mpenapary JOMOJHHUTEH
CIIOBAMH «, MEOMIHHCKOE H3JeNHe, CHEUHAHM3UPOBAHHBIH NPOIYKT Je4eOHOro
T TAHUAY;

nmyHKT 13 nocne cioB «o6 oTkase B 00eCleYeHNH JIEKAPCTBEHHEIM IIPENapaToM»
JIOTIOJIHKTE CIIOBAMH «, METUIMHCKUM M3JIeTTHEM, CIIEIUAIHU3HPOBaHHBIM IIPOIYKTOM
Ae4e0HOro MUTAHUA»;

IYHKT 3! [OCNE CIOB «UIEKAPCTBEHHBIMH IIPENapaTaMu A MEIUIMHCKOro
NpUMEHEHHs»  JONMOMHUTH  CIOBAMH  «,  MEIUIMHCKMMHU  M3JEIMAMM,
CTIEIMATN3HPOBAHHBIME IIPOXYKTAMH 1e4e6HOr0 TUTaHUA;

B MYHKTE 14:

a03a1 BTOPOi 1ocye CIOB «pelenTa Ha JIEKapCTBEHHEBIN IIpernapaTy NOIOIHHTD
CIIOBAMH «, MEJMLKHHCKOE W3JIENHe, CIEeIUAIM3UPOBAaHHAE NPOAYKT JedebHOoro
MTUTAHUAY;

B MyHKTe 16 clloBa «IpuKa3oM MuHHCTEPCTBa 3paBOOXpaHeHH Poccuiickon
depepanuu oT 14 susaps 2019 rona Ne 41 «OO6 yTREpKICHHH NOPAAKA Ha3HAYCHHUS
NIEKAPCTBEHHBIX [periapatoB, GoOpM penenTypHeIX OnaHKOB Ha JEKAPCTBEHHELIE
npenaparsl, nopsaka oQopMIEHHs YKa3aHHBIX OIaHKOB, MX y4yeTa M XpaHCHUD»
3aMEHHTh CIIOBAMH «IIpHKa30M MHMHHCTEpCTBA 3/paBoOXpaHeHHs PoccHiickoi
®enepaunu ot 24 mHosaGps 2021 roma Ne 1094n «OO6 yTBEpXAEHMM TOpsAIKA
HA3HAYCHMsSI JEKAPCTBEHHBIX TIpEnaparoB, (OpM peUEenTypHeIX OJaHKOB Ha
NeKapCTBEHHEBIE ITPENapaThl, opAaka oGopMIeHNs yKa3aHHBIX OIAHKOB, MX y4eTa K
XpaHeHusA, opM ONaHKOB pPEUENTOB, COAEPXKAIIMX HAa3HAYeHHE HAPKOTHYECKHX
CPEACTB WM NCHXOTPOMHBIX BEUIECTB, MOPANKA UX H3TOTOBJICHHUSA, pacnpeneieHus,



peTHCTpauyy, yueTa U XpaHeHHs, a Taloke npaBunl odopMieHHs GIIAHKOB PEICIITOB, B
TOM 4HCIIE B (pOpMeE DIEKTPOHHBIX JOKYMEHTOBY;

nyekT 17 mocie ciioB «obpamaercs 3a JIEKapCTBEHHBIM IIPEMapaToM»
JOTIOJNIHUTG CIIOBAMH «, METHUIIMHCKIM H3Je/HEeM, CIIENUATM3HPOBAHHBIM IPOIYKTOM
nedyeOHOro IMMHTaHA;

IIYHKT 18 U3M0KUTE B CIENYyIOIICH pelaKkLiu:

«18. OOecrieucHue NEKAPCTBEHHLIM NPENapaTOM, MEIUIIHHCKUM H3JICTHEM,
CTIEeI[HAIM3UPOBAHHBIM TIPOAYKTOM JIe4eOHOTO MUTaHMS OCYLHIECTBISETCA Ha CpOK,
YKa3aHHBIH B pEIIEHWH BpadyeOHOH KOMMCCHM MEIWIMHCKOH OpraHW3allMd, HO HE
fonee uem mo 31 nmexabpsa Texkyuniero rofa. 3a rpaxIaHHHOM COXpPaHSAETCA IPaBo
MOBTOPHOTO  Oo0pameHHs 3a oOecleYeHWEeM JIEKapCTBEHHEIM  MpEnapaToM,
MeQUIIMHCKNAM H3JeSIHEM, CIICHHATH3UPOBAHHEIM MPOXYKTOM JIeYeOHOTO IIUTaHUL.»;

4) Tlpunoxenus 1-3 x IlomoxkeHHIO M3TOXHTL B CIEAYIOIIEH peAaKiuH
(mpuIIararoTes).

2. Hacrosmii mpuka3 MOANCKUT OPUIHATEHOMY OMYOIMKOBAHHIO B CETEBOM
usnanul «OQUIManBHEL WHTepHeT-TIopTan IpaBoBoil MH(popMamun Mpkyrckoi
obmacti» (ogirk.ru), a Takke Ha «OdHIHATLHOM HHTEPHET-NIOPTAJE IPaBOBOH
uHbopManu» (WWW.pravo.gov.ru) Iocye €ro rocy1apCTBEHHOM PEruCTpalyH.

3. HacTosmuii mpuKa3s BCTyNaeT B CHILY Yepe3 ACCATh KaJleHAapHEIX AHEH mmocie
IHA ero 0hUIHaNTBHOrO ONYOIUKOBaHHUA.

Hcnmonasiomuii 0043aHHOCTH MUHUCTPa
3ppasooxpanenus Mpkyrcko# obnactu AB. lllenexos



IMpunoxenue 1 x npukazy
MHHHCTEPCTBA 3/ipaBooxpanenus Upkyrckoit obnacti

Or Mueotur 2305 Ne 72 - tarnp

«[punoxenne 1 x Tlomoxennio o nopanxe
obecnegeHusa rpaxnaH Poccuitckoit PDepepauumu,
TIPOKHBAIOIIUX Ha TeppuTOpHHM Upkyrckoii obmactu,
JIEKApCTBEHHBIMH TIpENapaTaMM JIis MEIUIHHCKOrO
NPUMEHEHHA,  MEOMLMHCKHMHM  M3ACIMSIMH |
CHCIHATH3UPOBAHHBIMU  IIPOAYKTaM  JjiedeOHOTO
OUTaHUd, HE BXOAAIMMMH B COOTBETCTBYIOIIMIA
CTaHmapT  MEAWUMHCKOH  TMOMOUIM MIM  He
NpeIyCMOTPEHHBIMH COOTBETCTBYIOMIEN KITHHHIECKOH
peKoMeHJanueH, B caydyae HaJNH4YMA MEIUIHHCKUX
MokasaHuil (MHAWBHAYaTBHOH HENepeHOCHMOCTH, 110
JKH3HEHHBIM HOKa3aHHAM) N0 pelIeHuIo BpadcOHOM
KOMHCCHH MEHIMHCKUX OpraHM3aLui,
PACIONOXEHHBIX Ha TeppuTopuH HMpKyTckoi obnacty,
3a cyeT cpencTB obmacTHoro OroKeTa

Munuctpy 3apaBooxpaserus Upkyrckoii obnacti
OT I'P. ,
(pamutis, MM, OTHECTBO 3aABUTEIIA)

, 3apETUCTPHPOBAH(a) 1O aapecy: ,

(meHs, MeCAIl U TOX POKACHHS)

VI , oM , KB. , HoMep TenedoHa .
Januble TOKyMEHTa, YAOCTOBEPSIOUIETO NHYHOCTh 3aABHTENA. HAMMEHOBAHME NOKYMEHTa
, cepus Ne , BbIIaH (KeM W Korja)

3AABJIEHUE

[powry o6ecrieauTs MeHs (MOeTo pebenka):
(HykHOE OJYECPKHYTh) (®.1.0.)

HEOOXOJMMEBEIMHM  JICKAPCTBEHHRIMH  TIpenapartaMy A MEOHLIHHCKOI'0 MNpPUMEHEHHA,
MEIHIMHCKUMY H3JEIUAMH, CleUHaTH3HPOBaHHEIME MPOXYKTAMH J1e4e0HOTO MHTaHHS, HE
BXONAIIMMH B  COOTBETCTBYIOIIMWI  CTaHAapT MCEAMIMHCKOM IIOMOIIM MM  HeE
TIpeTyCMOTPEHHBIMH COOTBETCTBYIOIIEH KIMHHYECKOH PEeKOMEHJaUUell B Clyyae HaNW4IHA
MEIVLMHCKAX  TOKa3aHWi  (WHAMBHAYaJBbHOW  HENEPEHOCHMOCTH, TO KH3HCHHBIM
TIOKa3aHUAM):

(HauMeHOBaHUE IEKAPCTBEHHOTO Mpenapara)

K 3agpnenyio npunaraio cielyloliue J0KyMEHTHI:



N HauMmeHnoBaHHe TOKYMEHTOB Konugecrso
n/n 3K3EMILULIPOB
A,

3

npeaynpexnaeH(a) o6 OTBETCTBEHHOCTH 3a MPEACTABICHHE HENOCTOBEPHOH (JIOXKHOM)
HHGOPMALKH, HETOCTOBEPHBIX (ITOJUIENLHBIX) JOKYMEHTOB, COKPRITHE JaHHBIX, BITMSIOMMX
Ha NPHHATHE peIueHHd BpadeGHON koMuccueli 06 obecneyeHHH MeHS HEOOXOAMMBIMHU
JIEKapCTBEHHBIMH MIpENapaTaMM, MEIWLMHCKUMH H3JENMAMH, CIEeNHATH3HPOBAHHEIMU
TIPOOYKTaMH J1e4eOHOro NNMTaHus.

Jlato cBoe cornacue Ha 06paboTKy MOUX NEPCOHANBHEIX JaHHBIX, YKa3aHHEIX B 3aIBJICHUH,
JUIs TIPOBEPKH JOCTOBEPEOCTH NPEIACTAaBIEHHOH MHONH HHQOPMALHH.

Jlato 10GpOBONBHOE COTTIacHe Ha NMPUMEHEHHE Ha3HAa4yaeMoro BpadyeOHOM KOMHCCHEH
JIEKapCTBEHHOIO TipermapaTta Al MEIUIHHCKOrO IPHMEHEHHUS, MEIMLHHCKOTO H3JENHs,
CIIEIMATIM3UPOBAHHOIO MPORYKTa NeyeOHOTO NMUTaHUA, HE BXOMAIIETO B COOTBETCTBYIOMMI
CTAHZApT MCAMIWHCKONH TOMOUIM MAH HE TPEIyCMOTPEHHOTO COOTBETCTBYIOLICH
KIHHUYECKOH peKOoMeHAaLHEN:

(®.1.0. 3aaBUTENLN) (moamucy 3aABUTENA)

" " 20 ..




[lpunoxenne 2 Kk  OpHUKasy  MUHHCTEPCTBA
sapasooxpaneHus Upkyrckoii oGnactu

Ot Auavof AGZ/Ne AP teter

«[lpunoxenne 2 x Tlonoxenuo o0 mnopsaaxe
obecniedenus rpaxaan Poccuiickoit  Denepanmm,
NIPOXKHBAIOIIKMX Ha TeppUTopun Upkyrckoit obnacry,
JICKapCTBEHHBIMH TIpenaparaMd AJIA METUIMHCKOTO
NPAMCHCHUA,  MEAUIMHCKUMHM  HM3ACITHAMH U
CHELHATHU3UPOBaHHBIMM  IIPOAYKTaM  JieueOHoro
NWUTaHHA, HEC BXONAIIHMH B  COOTBETCTBYHOUIMH
CTaHJAPT  MEJULMHCKOH  TOMOIM  WIM  He
PEXYCMOTPEHHBIMH COOTBETCTBYIOMIEH KITMHHUUECKOH
PCKOMEHJAIMEH, B CllyYae HAIMYMA MEAMUMHCKHX
NoKa3aHuH (MHAWBUAYAJILHOH HENEPEHOCHMOCTH, I10
MM3HEHHLIM IIOKa3aHHAM) 10 peIIeRu0 BpadeOHOI
KOMUCCHH METHIMHCKHUX OpraHusanui,
pacIoIoXKeHHEIX Ha TeppHTOpHH UpKyTckoit obnacTH,
3a cYeT cpeAcTB 06nacTHOro OroKeTa

I'paxkmannny
MenunuHCcKkoHd OpraHu3aliy

(BO BTOPO#1 aapec M4 CBEACHHA)
Hex. N oT

YBEAOMJIEHUE

B cBa3u ¢ BamuMm olpamieHHeM B YIOTHOMOUYEHHBIH opraH mo Bomnpocy obecneuyeHus
(yka3piBaeTCsi HAUMEHOBAHHME  JICKAPCTBEHHOTO
fipenapara, MEAMIHHCKOTO H3JICNHA, CHECIHAIH3HPOBAHHOIO MPOAYKTA ne4yeOHOro MUTaHus)
coobmniaeM, 9TO TO pe3yiaLTaTaM pacCMOTPEHHA TpeACTaBIeHHEIX Bamu JOKYMEHTOB
YTIOITHOMOYEHHBIM OpraHoM OBLIO MPHUHATO pellleHHe 00 obfecnegenun/oTKasze B obecnevyeHun
<¥> .
(HanMeHOBaHME JIEKAPCTBEHHOr0 MIPENapaTa, MEAUIUHCKOTO U3/ETHA, CIIEHATH3HPOBAHHBIM
IPOAYKTOM ne4eGHOro IIUTaHy)

O MecTe M BPEMCHH NOJYUYCHHSA JICKAPCTBEHHOTO Mpenapara, MEAWUHHCKOTO H3IESIHA,
CHEeHATH3HPOBAHHOTO MPOJYKTa neqebHOrO NHUTAHUA, HIH NPpHAMEHEHNA JIEKapCTBEHHOIO
npenapaTa B CTAHOHAPHBIX YCIIOBHAX Bul GYIIcTE nponmbopm{ponanm JOIMOIHUTEIEHO <**>,

MHHEHCTp 3ApaBOOXpaHEHNS ».
UpkyTckoit obsactu (moammce) (©.1.0)




Ilpunoxkenue 3 Kk  NpHKAasy  MHHMCTEPCTRA
31paBooXpaHeHus pkyTckoi obnactu

Or Huasict L3 Ne AF - cieap

«[lpunoxenne 3 x Ilonoxenuro o mopsake
obecniedenns rpaxmaH Poccuiickoit  Deneparum,
TIPOXHMBAIOIKX Ha TeppUTOpur UpKyTckoit o6nacty,
JICKapCTBEHHLIMM TIpenapaTaMH JUIA MEJULIHHCKOTO
NPUMEHEHHA,  MEOWLHMHCKMMHM  W3ACITHAMH |
CIEUUANH3UPOBAHHBIME  TNIPOAYKTaM  J1e4yeOHOro
IHTAHUA, HE BXOMAIMMH B COOTBETCTBYIOUIMI
craHmapr MCI{I/IIIPIHCKOﬁ MOMOIUIH UK HE
NIPENYCMOTPEHHBEIMH COOTBETCTBYIOMIEH KIIHHHYECKOI
PCKOMEHIAUHEH, B CIy4ac HATHYHA MEIUIMHCKHUX
MOKa3aHUH (MHIUBHAYATbHOH HENnepeHOCHMMOCTH, 110
KH3HEHHEIM TOKA3aHWAM) IO PELIEHHI0 BpaucOHOMH
KOMHCCHH MEIUIMHCKHX OpraHu3allvH,
pacmolloKeHHEIX Ha TeppuTopun UpkyTckoii obmacTy,
3a CUeT cpeacTB 00macTHOro O10IKeTa

MeauuuHCcKoH Opraru3anuy
ATITEUHO OpraHu3aluH
I'paxxnanuny

(Bo BTOPO#! M TPETUH ajpeca ANIA CBEACHHA)
Hcx. Ne oT

YBEJOMIJIEHUE

B cBsa3u ¢ oOpanicHHueM

(®.11.0. obpaTuBmIerocs rpaXxAaHHAA)
B YIOJHOMOYEHHBIH OpraH 0 BONpocy odecredeHus

(yka3bIBaeTcss HAUMEHOBaHHE JIEKAPCTBEHHOI0 NTpenapara, MeIMIUHCKOTO H3/IENHA,
CHEHATH3HPOBAHHOIO TIPOAYKTA Je4eGHOrO IUTAHHA)
cooflaeM, YTO 110 PE3ynbTaTaM PACCMOTPEHUS NPEACTABICHHBIX TPaXIaHHHOM JOKYMCHTOB
YIOJITHOMOYEHHBIM OpraHoM 3 u() HPHHATO pelenHe 06 obecneycnun
B KOITHYCCTBE .

B nopsaake, npexycMOTPEHHOM 3aKOHOAATENLCTBOM Poccuiickoi Denepanun o KOHTPaKTHOH
cucTeMe B cdepe 3aKymoOK TOBapoB, paboT, ycuyr i obeclieyeHHs IoCyJapcTBEHHBIX H
MYHHIMITAIBHBIX HYKI 3aKIOYCH TOCYAapCTBEHHBIH KOHTPAKT OT
Ne :

Ha ocHOBaHHH BEHILIEH3N0XKEHHOTO HEOOX0IHMO (HY>KHOE IMOI4EPKHYTE):

0)OpMHUTE pelleNT Ha peLenTypHbIX OnaHKaX, YTBEP)KACHHBIX NpHKa3oM MHHMCTEpCTBa
3apaBooxpaHeHus Poccuiickoit ®epepammu ot 24 Hoabps 2021 roma Ne 1094n «O6
YTBEPXKIECHHH NOPAJKA Ha3HAYeHHs JIEKaPCTBEHHBIX NPENapaToB, (opM peLenTypHEIX 6I1aHKOB
Ha JIeKapCTBEHHBIE IpEnapathl, mopanka OGOpMIICHHA YKa3aHHBIX OaHKOB, WX yuYeTa H
XpaHeHHs, GopM GIIaHKOB PELENTOB, COAEpXKALIMX HazHadYcHHE HAPKOTHYECKUX CPEICTB MIH
IICUXOTPONHBIX BEILECTB, NOPAAKA HX H3rOTOBIEHMA, PaclpeesieHHs, PETHCTPauuM, yieTa H
XpaHeHHus, a TaKXe MpaBil opoOpMIIEHHS CNaHKOB PELIENTOB, B TOM YHCHE B QOpPME 3NEKTPOHHBIX
JNOKYMEHTOB» U BHIJIaTh MPaXAaHUHY THO0 €ro 3aKOHHOMY IPEICTaBUTEIIO;

HalpaBUTh TpaXK[AaHWHA J71 OKa3aHUA CHELUAIH3UPOBAHHOH MEMUITHHCKON IOMOINH B
MEIUIMHCKYH OpraHH3aLHIo: .




(yxasaTh HAaHMEHOBaHHE MERHIIMHCKON OPraHH3alHH)

JlexkapcTBeHHBIN [Openapar, MeNUUMHCKOe W3JielHe, CICHHAIM3NPOBAHHEIA  IIPOAYKT
neqyeGHOTO MUTAHNA IPaXIaHUHY (B ClTydae oGOPMIICHHS pellenTa Ha TeKapCTBCHHLIN Ipenapar,
MEAMIIMHCKOE W3MeNHe, CHEUHaTH3UPOBAHHEI NPONYT JIeyeOHOro NHTaHHA) HEOHXOAUMO
TOIY9UTD B:

(yka3aTh HAMMEHOBaHME ANTEYHOM OPraHU3aMK)

Munuctp 3apaBoOXpaHeHUs ».
Hpxyrckoit obnactu (nomnuce) (©.1.0)




