INPABUTEJbLCTBO UBAHOBCKOM OBJACTH

HOCTAHOBJEHUE

ot 27.04.2017 Ne 161-n1
r. UsanoBo

00 yrBepxaenuun Ilopsaaka odecnieueHns OTAENbHBIX IPYII HACEJTEHUS
JIEKAPCTBECHHBIMM NpenaparamMu ¢ S0-npoueHTHON CKUAKON

B cootBerctBun co cratbedi 4 3akoHa VBaHoBckoil o0macTH OT
12.11.2012 Ne 93-O3 «O06 oTAeAbHBIX BOIIPOCAaX OPraHU3alMH OXPAaHBI
310pOBBA rpaxkaaH B IBaHOBCKOI 00JacT», B HENSIX 00SCIIEYEHU OTASIbHbIX
KaTeropuil rpakaaH Ha TeppuTopuu MBaHOBCKOM 00JIaCTH J€KapCTBEHHBIMU
npenapatamMu ¢ 50-mpoueHTHOM ckuako IIpaButenbcTBO MBaHOBCKOM
00JJaCTHMIO CTAHOBJIAET:

Yreepauty Ilopsigok oOecnedeHuss OTIAEAbHBIX TPYIN HaceIeHUs
JIEKapPCTBEHHBIMU IIpernaparaMu ¢ SO-IIpOIEHTHOM CKHIKOM (TIpraracTcs).

I'y6epnatop

HNBanoBcKoO¥ 00J1acTH I1.A. KonbKkoB




HpI/IJ'IO)KeHI/Ie K IIOCTaHOBJICHHUIO

IIpaButenscTBa MIBaHOBCKOM 00J1acTH
o1 27.04.2017 Ne 161-nn

NHOPAJOK
o0ecreyeHUs OTACJAbHBIX IPYII HACEJIEHUS JIEKAPCTBEHHBIMH
npenaparamu ¢ S0-npoueHTHONH CKHAKOM

1. Hacrosmmit [lopsmok  perymupyeT HOpsAoK — obecrieueHUs
JICKapCTBCHHBIMU TIpEIaparaMu I10 penentam Bpaded ¢ SO-TIpOIeHTHOU
CKHJIKOM ISl JICUCHHSI B aMOYTaTOPHBIX YCIOBUSIX B OOJACTHBIX YUPCKICHUIX
3APABOOXPAHEHUA B  COOTBETCTBUM C  [EPEYHEM, YCTAHOBJICHHBIM
TEPPUTOPHUATILHON TIPOTrpaMMON TOCYAApPCTBEHHBIX TapaHTUH OECIIaTHOTO
OKa3aHWsA TIpaxkJaHaM MEIWIMHCKOM IIOMOIIM Ha Ttepputopun HBaHOBCKOH
o0ylacTu, TpaxaaH B COOTBETCTBHM C TPYyINIIaMU HACEJICHHUS, yKa3aHHBIMU B
Ilepeune, yTBepkAeHHOM TIpwiioxkeHneM Ne 2 K TIOCTaHOBIICHUIO
IIpaButenbctBa Poccuiickoit  ®enepanu ot 30.07.1994 Neo 890 «O
TOCYJapCTBCHHOM TMOJJICPKKE Pa3BUTHA MEIHUIIMHCKOW ITPOMBIIUICHHOCTH U
YIYYIIEHUH OOECIeYeHUss HaCeNeHUs W YUPESKICHHH 3/IpaBOOXpPAaHECHHUS
JIEKaPCTBEHHBIMU CPEACTBAMU M M3JCIUAMU MEIULMHCKOTO HA3HAYEHUS», 3a
HUCKJIIOUCHUEM  JieueHus  3a0ojieBaHW, TI0  KOTOPBIM  oOecrieueHHe
JEKapCTBeHHBIMM  TIpermapaTaMd B COOTBETCTBHUM ¢ (helepalibHBIM
3aKOHOAATCIIHLCTBOM OCYIIICCTBIIACTCS 3a CUCT OMOHKCTHBIX aCCHUTHOBAHHUH,
MPEAYCMOTPEHHBIX B (he/iepaTbHOM OFOTKETE.

2. OTnyck JEeKapCTBEHHBIX IMpenapatoB ¢ S0-IPOUEHTHOW CKUIKOM
IIPOU3BOJAUTCA aNTEYHBIMU OPTraHU3aALMAMU [0 PeLenTaM Bpayda, BbIIIMCAHHBIM
B YCTaHOBJICHHOM TIOPSIIIKE.

3. BeImucka JIEKapCTBEHHBIX IMPENapaToB Tpa’klaHaM, YKa3aHHBIM B
nyakTe 1 wHacrosmiero Ilopsiaika, Tpou3BOAWUTCS BpadyaMu — 00JaCTHBIX
VUPEKICHUN 3IPaBOOXPAHCHHS.

[TepeucHb 00JACTHBIX YUPCSHKICHUM 3IpaBOOXPAHCHHS, YKa3aHHBIX B

ab3alle TEpBOM HACTOSIIErOo IIyHKTa (Janee — oOOJacTHhIE YUPEXKICHUS
3IpaBOOXpAaHECHUS), W AalTEUHBIX OpTaHW3alliii, yKa3aHHBIX B MyHKTE 2
HacTosiero llopsinka (majmee — anTedHBle OpraHW3aluM), YTBEp)KIAaeTCs

npaBoBeIM akToM JlemaprameHnta 3apaBooxpaHcHHs lIBaHOBckoM oOmacTu
(manee — [lemapramenr).

4.  B3auMOOTHOMICHMSI ~ MEXKAY  OOJACTHBIMU  YUPCKICHUIMHU
3IpaBOOXPAaHEHMUS, anTe4YHbIMU oOpraHu3anusMu W [lemaprameHTOM 1O
BOIIPOCAM OpraHu3aluu 00eCreUeHus IPayKJaH JIEKApCTBEHHbIMU IpenapaTaMu
c 50-nporieHTHON CKUAKON opopMITIFOTCS COOTBETCTBYIOIIUMHU
TPEXCTOPOHHUMU JOTOBOPAMHU.

5. PenenTel Ha MOJTYy4YECHUE JICKAPCTBEHHBIX MPENapaToB ¢ SO-MpOIeHTHOM
CKUIKOW (mamee — PelenTsl) BBIMTUCHIBAIOT Bpaud OOJACTHBIX YUPCIKICHUH



3IpaBOOXPAHCHUS, YKa3aHHBIX B MyHKTe 3  Hacrtosmero Ilopsnka,
YIOJHOMOYEHHBIE TPUKA30M TJIABHOTO Bpada COOTBETCTBYIOHIEIO OOJACTHOTO
YUPEXKAEHUA 3PABOOXPAHEHHSI.

6. JlemapTaMeHT OCYIIECTBIISIET y4eT Tpa)xKIaH, yKa3aHHBIX B IyHKTe |
Hactosimero Ilopsimka, MOCpPEACTBOM CO3MaHUS W BEACHUS PETrHOHAIBHOTO
perucTpa TpaxkJaH, HMEIOIMUX TMPaBO HAa TOJYYCHUE JICKAPCTBEHHBIX
mpenapaToB 10 perenTtaM Bpada ¢ SO-MporieHTHOH CKuAKOH (ganee - obmacTHOM
perucTp).

[lopsigok Benenusi 006JACTHOIO PETUCTPa OIPEACIISIETCS MPABOBBIM AKTOM
Jlemapramenra.

7. JlexapcTBeHHBIE TIpenapaThl ¢ SO-MPOLUEHTHOW CKHUIKOW OTITYCKArTCS
rpaklaHaMm, YyKa3aHHbIM B NOyHKTe | Hactosmero Ilopsaka, anTedyHbIMHU
OpraHu3allisIMM IO PELCNTaM MPUKPEIUICHHOTO OO0JIACTHOTO YUPCKIACHUS
3PABOOXPAHEHUA B ICHD MPEIBABICHHUS PELENTA.

B ciyyae BpEeMEHHOro OTCYTCTBUA  BBIMHCAHHOIO JIEKAPCTBEHHOI'O
Ipernapara U HEBO3MOXXHOCTH €ro 3aMEHbl Ha aHAJIOTMYHBIA JIEKAPCTBEHHBIN
mpenapaT  anTe4yHas ~— OpraHM3alus  OCYIIECTBISIET €r0  OTCPOUYEHHOE
obOcmy>xuBaHue (B TeueHue 15 pabounx AHEN cO JHS TPeNbSIBICHUS PEIENTa B
anTCYHYI0 OpTraHM3aIfio), B TOM YHCJIC MPUHUMACT MEphl K CKOpcHIleMy
MOJIYYCHHIO JICKAPCTBECHHOTO Tpernaparta. B teueHue 1 pabouero maHs co AHS
MOJTY4Y€HUS TEKaPCTBEHHOIO MpenapaTa anTevyHas OpraHu3alys U3BeIacT JIULO,
OTHOCHILEECS] K KaTEeropuu TpaxJaH, YKa3aHHbIX B IyHKTe | HacTosmiero
[lopsigka, 0 TOCTYIJIEHUM JEKAPCTBEHHOTO TMpernapara WA OCYIIECTBISIET
OTIYCK JIEKapCTBEHHOTO TpernapaTa MO0 BHOBb BBINMHCAHHOMY PELENTY B JICHb
€ro MPEAbSIBICHUS B CIydae, €CJIM CPOK JIEHCTBHUS paHEE BBIITUCAHHOIO pELeTa
UCTEK.

B cnydae HENOCTYIUIEHHS JEKAPCTBEHHOrO Ipernapara B YKa3aHHBIE B
ab3alle BTOPOM HACTOAILETO MYHKTA CPOKH TPaXJIaHWUH HAIpaBlIsieTCs B
o0JlacTHOE yUYpekIEHWE 3JpaBOOXPAHEHUWsS ISl BBIMUCHIBAHWS perenTta Ha
IPYTOW JIEKAPCTBEHHBIN ITpernapar.

8. AnTeuHble OPraHU3alUN C IETBI0 BO3MEILIEHHS PAacX0I0B, TOHECEHHBIX
B CBA3HU C OTITYCKOM T'paKJaHaM JIEKapCTBECHHBIX NpenapaTtoB ¢ SO-MpOIEHTHON
CKHJIKOM, €XEMECAYHO, HauMHas C Mecsla, CICAYIOIIETO 3a MECSIEM, B
KOTOPOM TpakJaHaMm B COOTBeTCTBMU ¢ HacTosummMm [lopsakom  ObLn
OCYIIECTBIIEH OTITYCK JICKAPCTBEHHBIX IpenapaToB ¢ SO-IPOLIEHTHON CKHIKOM,
B CpoK A0 5 uncina (B aekabpe - 1o 20 gexabps) npenctaBisioT B JlenapTaMeHT
CJICIYIONIUC JOKYMCHTBHI: CHET, cueT-(akTypa, pEecTp TpaxkaaH, KOTOPHIM
OTHYIIEHBl JIEKapCTBEHHbIE TipenapaThl ¢ SO-IpOIeHTHOW CKUAKOW (Ianee -
peecTp), ¢ TPUIOKCHUECM KOMHUM PEIENTOB (Jajee — MakeT JOKYMCHTOB). B
peecTpe yKa3blBalOTCA: HAMMEHOBAHUE alTEYHON OpraHu3aiuu; haMuius, UM,
OTYECTBO TpaXXJaHWHA, HOMEp penenta; wuHbopMmanuia o0 OTIYIIEHHOM
JEKapCTBEHHOM Tipenaparte (HauMeHoBaHHME, ¢Gopma BBINIYCKA, IO3UPOBKA,
KOJUYECTBO, CTOMMOCTH); 00IIee KOJIMYECTBO U 00IIasi CTOMMOCTH OTITYIIEHHBIX
JEKApCTBEHHBIX TIpenapaToB; cymMma SO-NPONEHTHON CKHIKH TIO0 KaXIAOMY



OTIIYIICHHOMY JICKQpCTBCHHOMY TperapaTy, a Takxke ofmas cymma 50-
MPOLEHTHOM CKUJIKK HA BCE OTIYILEHHbIE JJEKAPCTBEHHBIE ITPEMAPATBHL.

9. Ommara pacxo/ioB, MOHECEHHBIX AalTEYHbIMU OpPraHu3aALUsIMH B
COOTBETCTBUH C IMyHKTOM 8 Hacrtosiiero [lopsaka, mpon3BOIUTCS MOCPEICTBOM
MEPEUHCIICHUS JEHEXXHBIX CPEACTB HA PACUETHBIN CUET alTEYHOM OpraHu3aIuu
B CpPOKH, YCTAaHOBJICHHBIC TIPAaBOBBIM akToM JlemapTamMeHTa, Ha OCHOBAaHHH
MPEACTABICHHBIX aAITCUHBIMH OPTAaHU3aLUSIMHU TTAKETOB JTOKYMEHTOB.



