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O Mepax 110 00eCIeUeHI0 KOHTPOI 3a
HA3HAYCHMEM JIEKADCTBEHHBIX NIPENApaTos U
BBHTHCKON PCLCTITOB OTIAEABHBIM KATCTOPHSM
rpaskian ga reppuropun PecrryOnuxn Kpriv

Cornacro [onomenmo o Munvcreperse sapasooxpanenus Pecrybmuxn Kpbim,
YTBCPKACHHOMY IOCTaHOBACHHEM CoBeTa MuHHCTpoB PecnyGumku Kpsmv ot 27.06.2014
Ne 149, ¢ nesnpro obecredennst KOHTPOJsS 3a PALMOHANBHBIM HAZHAYCHHUEM W BLIHCKOMN
PCLENTOB Ha JILIOTHBIC JICKAPCTBEHHbIE MTPETApaThl, U3/IeNUs MEeINIIHHCKOrO HA3HAYSHMS, 4
TaKie CrelMaM3NpOBalHEbIe I[IPOAYKTEl JIEUeOHOTO THTAHMUS U  JETei-HHBAIMIOB
OTACNBHBIM KaTeroprsam rpaxian Poccutickolt Pejiepalinu, MpoKUBAIOIINM HA TEPPUTOPUM
PecryGuxu Kpeiv (anee — 0T/IeMBHEE KATErOPUEA FPAayIaR), IPHKA3EIRAID:

1. YrBepauts:

L.1. Mucrpyxumo «O Topsimke OCYHICCTBICHHS KOHTPOIZ 338  JNBTFOTHEIM
JICKAPCTBEHEBIM O0ECIIeYeHNEM OTACNBHBIX KaTeropuii rpaxiarmy (rmpunoxenue No 1 k
HACTOSIEMY IPHKasy).

1.2. Tlonoxenue 0 KOHTPOJBHO-DKCHEPTHOM KOMUCCHH Munucreperna
sipasooxpaHenus PeciiyOnukun KpbiM 110 JIeKapeTBEHHOMY O00CCTIEUEHUIO OTAS/IBHBIX
KaTeropuit rpaxiaan (npunoxkense Ne 2 K HACTOALEMY TTPHKA3Yy).

1.3. Cocrap KOHTPOJBHO-3KCHEPTHOM KoMHCCHE MUHHCTEPCTBA 3/ApaBOOXPAHEHUS
Pecriybanxn KpbIM 110 JlekapcTBEHHOMY OOECIIEUCHHIO OTHCIBHBIX KATCTOPHE Tpacian
(mpuitoskeHue Ne 3 K HACTOALIEMY IIPUKA3Y).

2. PyxopozuTenaM  MEIMIIMHCKMX  OpPraHM3alydi, HaXONAIIMXcs B BeNCHUH
Munrcrepersa 3apaBooxpanenus PeciiyOnuxy KpeiM ¥ OKazbIBarOlMX amMOyIaToOpHO-
MOMUKIHHIYECKYIO TOMOILE (Janee — aMOy/1aTOPHO-TOMMKIMHUIECKHE YUPEKICHMM):

2.1. O6asats BpaucOHBIE KOMHCCHH aMOyIaTOPHO-IIOJMKIHHUICCKIX YU IeHIH
KOHTpOJIMPOBATh HasHauYeHWe BpadamMyu U QEIbAIIepaMy JBIOTHBIX JICKapCTBEHHBIX
[penaparos  OTACHARHBIM KaTEropusiM TIPaXJaH B COOTBETCTBHUH ¢  TpeOOBAHUIMU
JIEHCTBYIOIIMX HOPMaTUBHO-IPABOBBIX akToB Poccmifckont ®enepatmn u PecnyCumku
Kpbim.

2.2, OOGecneunTh BBITIOTHEHUE B aMOYJaTOPHO-TIONMKIHHWUECKAX YIPENKICHHIX
Mucrpykuun «O nopsjike OCYLIECTBICHHS KOHTPOJA 3@ JIBIOTHBIM JICKAPCTBEHHBIM
obBecrieyeHremy, YITBEPKICHHON M. 1.1 HACTOSIIETO MPHKAa3a.

2.3, Vexmodguth Ciyyam BBUIMCKM JIBIOTHBIX DEHENTOB B [1EPHOM HAXOMKICHHS
OONBHEIX HA CTALHOHAPHOM JICUEHNH,
2.4. VICKIIOYMTB CIy9am BBUIMCKH  JTBIOTHBIX PDELEeNnTOB Ha JOPOrocTOANHE




NCKapPCTBCHHBIC CPEACTBA [ALMEHTaM C© BIIEPBLIC BLUIBICHHBIMUA 3a00JEBAHUI M.
TpebyromuMy  JIeUeHUd  JOPOTOCTOSMIMME, CHELMODUYSCKUMM  Hpenaparamu, 10
KOHCYJIFTATURBHEIM 3aKI0UeHHIM 0e3 pelleHui BpaueOHBIX KOMHUCCHH U COIVIACOBAHUA C
MunuerepeTBoM 31pasooxpaneHns Pecriybnuky Kpsim.

3. KoHTponb MCHONHEHMS [PUKASA ~BOSHOXMTE HA 38MCCTHTENT  MUHMCTDA
sapaBooxpaserns PecryGmiku Kpev Heprmmosy C.1, )

MunucTp { ! A. ToneHico



Hpunoxerne No |
K IIpuKasy
Munucrepersa 3ApaBoOXpaHeHns
PecnyGuuxu KpLIM
or pf OY KofE 016N Sos5

. Pnerpyxnns
0 HOPSIKe OCYHIECTBICHNT KOHTPOIH 38 AbIOTHBIM JEKAPCTBEHHBIM
obecreyenneM OTAEAbHBIX KATEropuii rpasknan

I. O6mne mosioxenus

I.1. Hacroswmas MHCTpyKIus ycTaHaBImBaer 06IMe OPraHU3ANHOHHEES [IPUHIHIEL
KOHTPOJL 33 HasHAaHeHHMEM B  amOyJTaTOPHO-TOMMKIMHAIECKAX — VUPSKICHUIX U
obCCIICHeHHEM JIEKAPCTBEHHBIMU TIPETIAPATAME, H3ISITHAMA MEIHIMHCKOT0 HASHAUCHIS
OTHCIbHBIX KATCTOPUH IPaKiaH, a TaKkkKe CHeNHaTN3HPOBAHHEBIME IPOLYKTAMY JeIc6HOro
MTUTaHNs IS IeTeH-UHBAIMIOB (Jlasiee —~ NEKapCTBEHHEIE [IPENapaTsl) NPy aMByIaTopHOM
JCYCHUH OTHEIbHBIX KaTeI'OpHH (Hasiee — KOHTPOIIb), B COOTRETCTRHIY C:

= DenepaibHsvM 3aK0HOM 0T 21 HoaOps 2011 roga Ne 323-D3 «O6 ocHOBaX OXPAHE!
3H0pOBbS I'pakian B Poccuiickolt Demepanum»;

~ @exepanbHbiv 3akoHOM oT 17 wmomt 1999 roga 178-03 «O rocyaapcTBeHHOMN
COLMAIBHON OMOTII;

— Qenepansupiv 3akoHoM oT 12 ampens 2010 roga Ne 61-®3 «O6 ofpamenuy
JECKApCTBEHHBIX CPEIICTBY;

~ Ilocranosnenuem IIpasurensersa Poccutickoit Gemepamun ot 30.07.1994 No 8§90
«O  rocyapCTBeHHOM IONTEPIKKE pPa3sBHTHSN MCOMIMACKON MPOMBIIUIEHHOCTH U
YIAY4YIICHNU 00ECIeUeHns HAaCeIeHI W YIPSKICHHN 37paBoOXpaHeH s IILK&pCTBCHHBIMH
CPCNICTBAMH U U3AEIUSIMI MEAMIMHCKOIO HA3HAUCHSY;

~ llocranosnenuem IlpaBurenscrea Poccutickolt @enepanuwm ot 26.04.2012 Ne 403
«O nopaaxe seaeaus PejlepajIbHONO PETUCTPa KL, CTPATAIIINX KUHEYTPOKAIOILIMY 1
XPOHHYECKMMH  I[IPOrpeccupyroIiuMm  peakumu  (opdaxHsiMu)  3aboneBaHmsMu,
HpH BOAAIIHMN K COKPAILCHHIO IPOUOSKUTC/IIBHOCTH JKMBHH paxnad win X
HHBANMIHOCTH, U €TI0 PErHOHAIBHOIO CEeTMEHTa;

— llocranosnennem Ilpasurenscrsa Poccutickoit @eneparuu ot 26.04.2012 Ne 404
«O0 yreepaaedun [Ipasui Benenus DenepalbHOr0 PerucTpa JjuLl, OONBHEIX IeMO(UInei,
MYKOBHCUMIO30M, IHIO(U3ApHEIM HaHu3MOM, OoJesHbio [ome, 3J0KaYeCTBEHHLIMM
HOBOOOpa3OBaHUAMH  JHUMQOUIHOM, KPOBETBOPHOH W POJACTBEHHBIX UM  TKaHEH,
paccessHHBIM CKIIEPO30M, JIHUI[ [10CIIC TPAHCIUIAHTALIMY OPIaHoB U (UIIH) TKAHEH».

2. Tlems KOHTPOIA:

— ofecrieyeHne  [paB  OTAETBHBIX  Kaleropuil  rpamian,  yCTAHOBIEHHBIX
3aKoHOMATEALCTBOM Poceutickolt ®enepanun ¥ PecryGuuku Kpeiv, Ha ofecnieuenue
JBIOTHEIMU JIEKAPCTBEHHBIMU MIperiapaTaMy Mpy aMOyJIaTOPHOM JEUEHIH;

palHOHANIBHOEe — HCIONB30BaHUE  (DUHAHCOBBIX  CPEJICTB,  [PEXYCMOTPEHHEBIX
benepansubiv OrokeroM Poccuifoxolt @efepanuy U Oromkerom Pecrnybnukn Kpeiv Ha
JBPOTHOE JEKapeTBEHHOE oOeceueHre OTASIbHBIX KaTeropul rpax iaH.

1.3. Kontpons sa nasHaucHHeM M oOeclieueHMEM OTEJIbHBIX KATErOpHH rpaiciaf
JBTOTHBEIMH JEKAPCTBCHHBIMU MpENIapaTaMu IIpy aM0y/IaTOPHOM JICUCHHE OCYIIECTBIACTCA
B BHAEC [OCTOAHHOTO H TIEPHOAMYECKOrC KOHTPOIS ODOCHOBAHHOCTY HA3HAUCHUS
MCJAMKAMCHTOSHOTO JIEUCHNS, IPABUIIBHOCTH BEITUCKN U OQOPMIICHHUS PELENTOB,



1.4, TlocrosHHbIM KOHTPOIL OCYIIECTBISEICT B CIYy9aax, YCTAHOBICHHBIX OYHKTG.
2.3 u 2.4 nacrosmedt Wactpyxiuy, :

1.5, Ilepuonmyeckuif KOHTPOIb [POBOAMTCS B  COOTBETCTBHM ¢  INIAHAMH
OpPTaHM3ALMOHHBIX ~ MEPONPUATHH, YTBEPKAAEMBIX DYKOBOIWMTENAMH  MEAMLIMHCKIX
OpraHu3aLui, B BueE:

----- [ITAHOBBIX NPOBEPOK IyTEM CIUIOUIHON WM BEIOOPOYHON IKCHEPTUSE HAZHAYCHIS
MELMKAMCHTOSHOTO JICYCHHA U BBIIMCKA JIBFOTHEIX DPELENTOB Ha JICKAPCTBEHHBIE
[IpCIlapaTsl OTACABHBIM KATETOPUAM TIPAKTAH, MMEIOWMM T[paBo Ha obecredeHue
HEOGXOAHMBIMH JIEKAPCTBEHHBIMA LPETIApaTaMH [IPH aMOyJIaTOPHOM JICUCHUH,

= BHEITAHOBRIX TIPOBEPOK B Cllywasx HOCTYINEHHS XKajio6 u mNperemsuil wua
JICKAPCTBEHHOE O0CCTICUCHUE OTAENEHEIX KATErOPHSIM TPONK/IAH, UMEIOIIIX Iparo Ha
obecrieueHne  HEOOXOMUMBIME  JTEKAPCTBEHHBIMMT IpernaparaMu Ipyu  aMOyraTopHoM
JIEYEHWH,

IL. Mopsagox npoBexedus KOHTPOIs

2.1, Konrposs 3a HasHaYCHUEM U OBECTICUCHUEM OTIEABHBIX KaTeropuil rpaxan
JIBTOTHLIMHE JICKapCTBEHHBIMY peTIapaTamy Ipi aMOyIaTopHOM JCYCHHH OCYIeCTBIAETCS
AO/DKHOCTHBIMM  JTHIAMU  MEAMIMHCKUX  OpPraHU3aluM, OTHOCAIIMXCS K  BENCHUIO
MunucrepeTsa  3xpaBooxpanedns  Pecrry6imukn Kpeiv  (amee - Munuerepersa
SApAaBOOXPAHEHUA), B IPEJEax CBOEH KOMICTCHINH, U KOHTPONLHO-SKCHEPTHON
Komuccuelt MUHHCTEPCTBA  3MPaBOOXPAHGHUA IO  JEKAPCIBEHHOMY OGCCIEYEHMIO
OTACHBHBIX KATErOpyUi rpaxiaH.

2. YPOBHU KOHTPOJS:

= TIEPBEI YPOBEHDb — 3aBE/YIONIMH OTHCICHACM WIM 3aMECTHTENE PYKOBOAHTENS Ti0
aMOyJIaTOPHO-IOAMKTHHIYECKOM TTOMOIIA MEIULHHCKO OpraHH3aLui;

~ BTOpOH YPOBEHb — BpaucOHast KOMUCCHUS MEAMIMHCKON OpraHu3aIliu;

— TpeTMH  YpOBGHb —  KOHTPONBHO-OKCHIEPTHAS Komuecwst — Mumucrepersa
3APaBOOXPAHCHHU 110 JIEKAPCTBEHHOMY 00€CIICUCHIIO OTACIBHBIX KATEIOPHM MPakIaH.

23.  Ha mepBom ypOBHE KOHTPOJIS OCYIIECTBISIOTCS IIAHOBLIE W BHEILIAHOBEIE
NPOBEPKH OOOCHOBAHHOCTH W NPABUILHOCTH BEIIHCKH OTHAEHBHLIM KATErOPUSIM FParCIaH
JBIOTHBIX DELENTOB HAa JICKAPCTBEHHBIE MNPENAPATHL, BXOMSIIMX B [EpedYeHb XU3HEHHO
HEOOXOMMMBIX U BAXKHEHIINX JIEKapCTBEHHBIX MPENapaToB Wi MEAUIUHCKOTO TPHMEHEHMS!
Ha TCKYIUHA FOJl U HEPEUEHD JIEKAPCTBEHHBIX NPEIIAPaTOB I MEIMIUHCKOTO IPUMEHEHNS,
B TOM 4MC/Ie JEKAPCTBEHHEIX NPENapaToB Uil MEAUIMHCKOTO IPUMEHEHS, HAZHAYAeMBIX
MO pPeLIeHUI0 BpayeOHBIX KOMHCCUMHM MEIMIMHCKMX opraHusanuil (namsee — mnepeunu),
CHKErOLHO yTBepXKaaemble pacnopsukenuem llpaBuressctBa Poccuiickot @enepanmu.
3aBeYIONME OTHAENEHHEM He peske | pasa B MECsIl IPOBOMMT SKCHEpTUsy aMOyNaTopPHbIX
KapT TAalUEHTOB, MOAYYAIOIINX OLIEPKUBAIONIEE M KypCcoBOE JIEUeHME. 3aMECTHTENb
pPyKOBORUTEA 1O aMOyIaTOPHO-IOIUKIMHIISCKON TOMOLIM MEANIMHCKON OpTraHu3aiumy
TIPOBOJIAT ©KCKBAPTAILHYIO SKCIEPTH3Y aMOynaTOPHBIX KAPT eKEKBAPTAIBHO.

2.4.  Kowntpoms BTOpOro ypoBHS OCYLIECTBIICTCS 34 BEIMHCKON BCEX JBIOTHBIX
PeLenToB Ha JICKapCTBEHHBIE CPEACTBA M U3LACINI MEAUIMHCKOTO HASHAUCHS, YKAZAHHBIX
B 11 2.3. Hacrosuelt Mucrpykumy. [1aHOBEIe ¥ BHEIUTAHOBBIE [POBEPKU 0OOCHOBAHHOCTH
HA3HAYUCHNUS W BLITMCKH PELENTOB Ha JICKApCTBEHHbIE IPeNnapaTsl MPOBOAATCS HE pexe |
pasa B xBapral. OGbeM SKCHEPTH3E! ONPEAENACTCs BpaueOHON KOMHCCHEH MeIHIHHCKON
opraHusalyy, Ho He meHee 10% amOynaTOpHBIX KApT OTACTBHBIX KATErOpUd IpakiaH,
KOTOPBIM  BRIIMCAHBI JBLOTHBIE PENENTsl Ha JIEKAPCTBEHHBIC Tperapatsl. Ilo mepe
HEOOXOMMOCTH  PaceMaTPHUBAIOTCH Bee Cilydan HapyIIieHWs Ha3HavYeHHsd, BBIMHCKH M



ocpopmnemm E‘JM6)’J‘I€!TOPIII)IX KapT ¥ pCLCHTOB Ha JICKAPCTBCHHbBIC Hpenaparsl OTACHbHBIM ;
KaTeropysM rpakaaH.

2.1, Koutpoms 1persero ypoms ocymectsasercs KOHTPOJIbHO-3KCISPTHOI
Komuccnel  MHUHHCTEPCTBA  3/PABOOXPAHCHIA [0  JIEKAPCTBEHHOMY — OBECIEEHHIO
OTACIBHBIX ~KATErOPUH TPKAAH B BUle [UIAHOBRIX 1 BHCIUIAHOBBIX HPOBEPOK
0GOCHOBAHHOCTH HASHAYCHHS, MpABMILHOCTH BBIIUCKH U O(QOPMITEHHST  peNenToR
OTICMBHBIM KATETOPUAM TPAKAAH Ha TBrOTHEIE ICKAPCTBCHHEIE TIPEIAPATE! B MEIHITHHCKIX
OPraHH3ALHAX, OTHOCAIIXCS K BeACHMHIO MUHUCTEPCTRA 31PaBOOXPAHEHAS, & TAKKe NPy
KOHQIUKTHBIX CHTYAIUsX, HE PA3PELICHHEIX Ha MPEBIIYLEM YPOBHE KOHTPOI.

IIL. PesynbTaThl KOUTPO/IA

3.1 Pesyisrarsr KOHTPOIIS HepBOro YpoBHS 0GOPMISIOTCS B BIe AKTOB, KOTOPBIC
COXPaHAIOTCT B MEAUIMHCKON OpraHUSaIHHI.

3. Pe3ysibTarel KOHTPONS BTOPOTO YPOBHS OQOPMIISIFOTCS B KHWTE 3amfucei
petieHui/3aKkIoueHui BpayeOHoN KOMUICCHT MENUIHECKOrO OPTAHM3AIAY.

3.9 PesyibraTel KOHTpoOns TpeTbero ypoBHS IpH MPOBEAEHWH TMNAHOBBIX K
BHCIIAHOBBIX  MPOBEPOK  OQOPMISIOTES B BHAAE 3aKTOYCHHE, KOIHU KOTOPBIX
HATIpAB/ILIOTCS  PYKOBOAUTENAM MEAMLIMHCKUX OpraHusaiwi, a, Npu HeoOXOmAMOCTH,
Munmctpy sapasooxpamenis  Pecrybauxn  Kpev  wis HPUHATHS  YIIPABICHYSCKUX
pelLICHU.

IV. OTBeTcTBeRHOCTL YHACTHHKOB KOHTPO/IsI
4.1. Y9aCTHUKE [IPOBEPOK NIPH MPOBELCHUN BCeX BUIOB KOHTPOMST 38 JAbIOTHBIM
JICKAPCTBEHHBIM O0CCICUEHUEM OTICIBHBIX KATEropuil Mpayian COGIIONAroT TpeOOBAHMS
O COXpAHCHMIO BpAYCOHOM TalHbl, a Takke TallHBl mpu paboTe ¢ MEPCOHAIBHBIMA
HaHHBIMM  TPAKIAH, M HECYT OTBETCTBEHHOCTH B COOTBETCTBHE C JEHCTBYIOMINM
3aKOHOIATEIBCTBOM.

Hauauprux VYnpasnenus JEKAPCTBEHHOTO
obecrieuenns, HHGOPMATU3ALIN, OXPAHBI TPYLA U
I'PaKIAHCKON 3aIUTEl HACEICHIA g / I" Kpasen



Hpunoxerne No 2

K TIpHKagy

Munncreperga 3APaBOOXpaHEHNS
Pecrry6muru Kpeim

or ¢ /(é g (/:ZJ'}{é 2016 No ._‘zi a5

Honoxenue o KOHTPOIBHO-IKCHEPTHON KOMUCCHH Munucrepersa 3APaBOOXpaHeHNHA
Peciry6amen Kpsiv o JIEKAPCTBEHHOMY 00eCHeYeHHI0 0T e MbHbIX Kateropuii

rpaskaan
I. O6mue Honoxeus
L1, Kortponsro-skemeprias Komueeus “Munucrepersa 3/paBOOXpaHenus
Pecny6nux  Kpsm (namee — Munncreperso SAPABOOXPAHCHAA) 110 JIEKapCTBEHHOMY
OBECTICYEHII0  OTHENBHBIX KaTeropmit rpaxcnan (masce — Komuccus) cosmaercs

Munncrepersom 3HAPaBOOXPAHEHUS [T

~ OCYWECTBIICHUS KOHTPOIS 3a JIBTOTHEIM  ICKAPCTBEHHBIM  ofecHeucHuem
OTACIBHBIX KATETOPUM rpaskaan; o

— KOIICTHaNbHOTO OOCYKACHHS M HpUHATHS PCUICHUS 10 HamboJee 3HAUMMEBIM
KIMHUKO-OKCIEPTHEIM  BOTIPOCAM HASHAYCHAS K obecreyerHus oTeMBHRIX KaTeropui
TPAXIAH, UMEIOUMX [IPABO HA HOTy9eHHe TBECOTHBIX JIEKAPCTBEHHLIX Ipenaparos Ipu
amMOy/IaTOPHOM  JleYeHuH B MCIULMHCKIX  OPIaHM3aLUaX, OTHOCAIIHXCH K BEHEHUIO
Munrucrepcrsa 3APaBOOXPAHECHMS;

~ PACcOMOTpeHMs xasnol, KOH(IMKTHBIX CHTYaUMH ® MPETeH3HH [audenTos u
SANHTEPECOBAHHBIX OPraHU3ALMY, BOSHUKAIOMUX B HpOLECce OKa3aHNd JIEKAPCTBEHHOM
TTOMOLLIH.

12, Cocras  Kommcemu  exeromnuo YTBEPKIaeTed npukasom MuHucrepersa
3PAaBOOXpaHEHHS,

1.3, B cocrar Komucenu sxonsar CTIEHNHAIICThl Munucreperra 3APABOOXPAHCHNS,
TPH  HEOOXOLMMOCTH MOTYT TIPUB/ICKATHCS [VIABHAE BHCIUTATHRIC CHEHHANHCTE U
CTICLHAIACTH APYTUX MEMIHHCKUX YIPEsKACHHH 1 MHEIX opraHusanmii.

14, Komucens nposoanr cson sacenanns mo Mepe HEOOXOAUMOCTH.

L5, Ilpu xomuccuonnom PACCMOTPCHHH KOH(IMKTHBIX CHTYAlUE W NpereHsuil
TAIIHCHTOB, BOSHUKAIOMMX B [IPOLECCE OKAZAHMA TeKApCTBEHHOMN MOMOLIY, HPUCYTCTBHE
MPOBCPACMELX JIUL, PYKOBOMUTETSH M OTBETCTBEHHEIX MOIDKHOCTHEIX JTUL MEAULIMHCKUX U
AlITeHDBIX OpraHuzaluit o6g3aTessHo.

1.6. Pemenne Komuccru NPUHUMACTCS BOMBLIMHCTBOM [OIOCOB U 0QOpMIETCS B
Bujie mporoxona. Ilpu pasenerBe romocor romoe [pencenarens nveer pemaromee
3HaYeHue.

II. ®ynknuu

Komncens:

2.1.  Tlposomut skcneprayio OEHKY OOOCHOBAHHOCTH HASHAYCHHS OTHCTHLHEIM
KaTeropmAM IpaXaaH JEKapCTBEHHBIX I[PETAPATOB, B COOTBETCTBHH O cranjapramu
Okasanus MeIMLIHHCKON MOMOIIHM pY aMOyTaTOPHOM JIeUeH I,

2.2, IlpoBonur npoBepky cobimoneHns YCTAHOBJICHHOTO [MOPAAKa 00ECHeUCHIs
OTACHILHEIX KATETOPWH TPaKAaH [AeKapCTBeHHBIMIY npenaparaMu, (QUHAHCHPYEMOIO u3
hesepanbHOIo M pecITy GIMKAHCKOTO OroKeToB.

23 Hposomur mwranossie u BHCINTAHOBBIC TPOBEPKH Me{HITHHCKIX Oprafuzaui,
OTHOCAIIMXCA K  BemeHIIO Munncrepersa SAPABOOXPAHEHHA, 1O  BOMpOcam
obocrOBAHHOCTH HASHAUCHNSA, BBUIMCKM PELENTOR OTHEIBHEIM KaTeropusam rpaxkjan Ha



HGKH.[)C’.L‘BEHHBI& npenapa"rm, OTHYCKaeMbI& 6CCHJIaTHO, 4 TaKxe HpH BO’SHKKHOB@HHH
KOH(INKTHEIX CHTYaLMAX, CBA3AHHBIX ¢ JCKAPCTBEHHBIM  0becTiedeHmem OTHEIbHEIX
Kareropwmii rpaxcan,

24 OUeHHBACT pesysTaTH ACITCIBHOCTH BpaueOHLIX KOMUCCH MERULHCKIN
OpraHusaniit, OTHOCA X e K BEACHUIO MHHK’CTGPCTB& SApPaBOOXpaHEIY,

2.5, Pacemarpusaer u HPUHAMACT OpraHu3alHon e pelucHus 110 KOHQIMKTHEM
U CIOXHBIM  cHTyanusM, BOSHHKAIOWAM B mpowecce obecrieuerns HeoGXOMMMbIM
ICKapCTBeHHBIME MPENapaTaMu OTHCABHBIX KATETOPUH IpaXkiaH, B Ciyuasx:

— HETHIIMYHOTO TevyeHus 3aboeBaHus;

— HaIMMHA  OCHIOKHEHUH OCHOBHOIO sabomepamps u  ( WIM)  COMYTCTBYIOINX
3a0oneranmii;

— HASHAYCHUT [IeKAPCTBEHHBIX HPCTIapaToB, OCOOEHHOCTH B3auMOneHcTBus "
COBMECTUMOCTH KOTOPBIX COITACHO HHCTPYKLHAM IO UX HPUMEHEHHIO HPUBOLIT K
CHIDKEHMIO 9 peKTUBHOCTH u GesonacHocTu bapmakoreparmin  u (i)  cosgaror
NOTCHIHATBHYIO ONIACHOCTE JUIS KI3HY 1 3/I0POBLS NallUeHTA;

~ BOSHUKHOBCHWSI  HeNpPeIBUICHHOMN HOTPEGHOCTH  3aMeEHE] JIGKAPCTBEHHBIX
LpenapaTtoB s MeNUIHHCKOro HPUMCHEHUS, BKIIOYEHHEIX B [Tepeyens xuznenno
HEOOXOMUMEIX U BajHeHImx JICKapCTBEHHBIX NIPENapaToB, W3-34 UHUBAIYATEHOMN
HCHCPEHOCUMOCTH, 110 KUSHEHHEIM [TOKA3AHEM,

1. fIpasa

Komucens nveer npaso:

3.1. Brocuts nmpemiowenms o YIYHIICHUO  OpraHusaiuy  o6ecieueHs
HEOOXOAMMBIMY JIEKAPCTEEHHBIMU Hpeliapatamy OTASABHBIX KATEropui rpaskiian.

3.2, Ilpegcrasnars 1o pesynbTatam okcneprussl  Mumucerpy 3PaBOOKPAHEH IS
PecryGmuxmr Kpev, pyxosomureim MCIMIIMHCKHX W alTCYHBIX OPTaHM3alnid 3aK/F0UeHIs
O KauecTBE pabGOTh MENUIMHCKHX U ANTEUHBIX OpraHu3anyd, W JCKAPCTBEHHOM
00ECIICUE NI OTACTBHBIX KaTeropuit rpasknan.

3.3. PaccMatpEBaTE HpeNIOKEHHS  IABHBIX BHEIUTATHBIX  CIEHHANNCTOR
MunucrepeTsa sapaBooxpanenus u PYKOBOIUTCIIEN MEIMLIUHCKIX OPraHU3aLui 110:

* BHCCCHHIO M3MCHEHNH B llepedeHs MexapCTBEHHBIX MPEeNapaTos, c HalIpaBIIEHHEM
COOTBCTCTBYIOWMX  OpeiokeHut B Mumncreperso 3ApaBooxparenus Poccuiickoi
Denepanun;

- YTBEPKIACHHIO JOTIONHATCHBHBIX W YTOYHEHHBIX 3aiBOK HA JCKAPCTBEHHEBIE
UPCiiapaThl MCOMUMHCKAX OpraHM3anuifi U TNABHBIX  BHEIITATHLIX CIICLIAAIINCTOR
MunucTepCTBa 31pABOOXPAHCHIS B YACTH HOMEHKIATYPBI U KOJIHYECTRA;

- ONTAMASanuM - mpomecca  obeclieYeHus HEOOXONMMBIMH  /eKAPCTBEHELIMMU
MpeLapaTamMu OTIEMBHDIX KATETOPHIt Fpak/iaH Ha TeppuTopuu Pecry6iuku Kpsim.

IV. OreererBennocrs
4.1. HJeHB KOMHCCHM HECYT OTBETCTBEHHOCTS B COOTBETCTBUM ¢ NEHCTBYHOMIM
SaKOHOAATENBOTBOM 38 COOIIONCHHEM TPeHOBAHUI [0 COXpaHEHHMIO BpadyeOHOM TalHbl, 4
TAIOKE TAUHEI 11pH paboTe ¢ NepCOHATLHEIMY (AHHBIMA rpaXkias,

Hawansaux Ynpasnenus JCKapCTBCHHOTO

obecrieyerus, HH(OPMATH3ALIIH, OXpaHbl TPYId 1 //
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K HpUKasy

Munncrepcrsa 34APaBOOXpaHCHNA
Pecny6anku Kpemv

o _LOf oY ZgE 2016 Ne S -

Coctan
KOHTPOJILHO-3KCHEPTHOM KOMUCCHH Muunncrepersa sapasooxpanenns PecnyGuniu
Kpsim no JICKAPCTBEHHOMY 00eCHeYeHIIo OTACALHBIX RATeropuil rpamiuan

Ha 2016 rox

1) Yepnunosa C.J1. Hpencenarens KOMHCCHM, 3aMEeCTHTENE
Munncrpa sApasooxpanenust Pecry6angu Kpriv

2) Kozy6 O.IL. Havansrux Nenapraventa OpPraHu3aluy MEAULUHCKON
oMot Munncrepersa sHpaBoOxXpaHeHus PeciryGimku
Kpsim

3) KpasenI'.B. Havansnuk ynpasienns JICKAPCTBEHHOTO 06ecede s,
HH(QOPMATH3ALIE, OXPAHE] TPYAa U PPaXKIaHCKON 3a1iTh
HACCIeHHS

4) I'oproBekas MA.  Hawamsauk OTAea OpPraHn3aliy 1eKAPCTBEHHOTO
obecneuenns ['KY PK «Kpsimsapary (¢ cormacus)

5) CkopoGoraras E.H, Criennamuer-oskenepr ornena JEKapCTBECHHOTO
00CCTIeYe HIS — CEKPETAPh KOMHCCHH




PECITYBJIHUKA KPbIM

COBET MUHUCTPOB

PAJIA MIHICTPIB
BE3HPJIEP IIYPACBHI
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[TPUKAS
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r. Cumdeponoss

O eHecenuu usmeHeHUll 8 NPUKa3
Munucmepcmea 30pasooxparenus
Pecnybnuxu Kpvim om 08.04.2016 Ne505

Cornacno Ilonoxennio o MunuCTEepCTBE 31paBooXpaHeHus Pecry6nuku
KpeiM, yTBepxknenHomy mnocraHoBieHueM CoBeTa MHWHHMCTPOB Pecry6muxu
Kpsmm ot 27.06.2014 Nel149, ¢ nenbro obecriedeHus: KOHTPOIIS 33 PALKOHATHEHEIM
HasHa4YeHHEM U BBIIMCKOM PEIENTOB Ha JIbIOTHBIE JICKAPCTBEHHBIE MPEaparsl,
U3JeINs] MEIUIIMHCKOTO Ha3sHAYEeHMs, a TaKXKe CIICHHATN3UPOBAHHBIE IIPOIYKTHI
Ne4eOHOr0 TUTaHUs JisS JeTell MHBAIUIOB OTHENBHBIM KaTeropHsM TpaxiaH
Poccuiickoit @eneparun, MPOXKUBAIOIIAM Ha Teppuropun  Poccuiickoit
Denepanyu, IPOKXUBAIOIIUM Ha Tepputopun Peciy6muku Kpeiv

ITPUKA3BIBAIO:

1. BHecTn wu3MeHeHHs B MpHKa3 MUHHCTEPCTBA 3/PaBOOXPAHEHUs
Pecriy6muxu KpeiM ot 08.04.2016 Ne505 (nanee — Iprkas).

1.1. Tlpunoxenne Ne3 k Ipukasy H3I0KHUTH B HOBOM PENAaKIMH COTTACHO
MIPHIIOKEHHIO K HACTOSIIIIEMY TTPHKa3sy.

,,/—7
2. KoHTpOIb UCIIONHEHHsI MMPHKa3a BO JT())KI;I}FI/: Ha 3aMeCTHUTeNsI MHHUCTpa
[MaxmyHnoBa A.A.

Munuctp A.W. TI'onenko
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Pecmry6nuxu Kpeim
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Cocras
KOHTPOJILHO-3KCIEPTHOH KoMUccHH MuHHCTEpCTBA 3paBOOXpaHeHHs
Pecny6auxn KpbIM 1o jiekapcTBeHHOMY 00ecle4eHHI0 OTAeIbHbIX
KaTeropuu rpaskaan
Ha 2016 rog

1) Illaknynos A.A. IIpencenarens KoMuccHUn, 3aMeCTUTEND
MUHHCTpA 3ipaBooxpaHenus Pecmybnuku Kpeim

2) Kosy6 O.IL HavanpHuk JlenaprameHTa OpraHu3anuu
MeAUIHUHCKOM momon MuHucTepcTB 3paBooxpanenus Pecmyonuku Kpeim

3) Bonbrackwit A.1O. HauaneHuk oT/ena JeKapcTBEHHOTO
obecrieueHus YpaBieHUs JIEKAPCTBEHHOTO 00ecIieYeHrs, MHPOPMATA3 AU,
OXpaHss TPyZAa U TPaKIaHCKON 3aIUThl HACEICHUS

4) TI'oprosckas 1.A. HavanrsHuk oTaena opranuzaniu
nexapctBenHoro obecnieuenus I KY PK «Kpem-3apasy

5) BynzunoBckas B.A. Jamecturens aupexropa I'YII PK «Kpbmv-
@apmaliys» 1o KOMMEPUYECKIM BOIIPOCAM

6) Cxopoboraras E.H. CrernuanucT-3KCcrepT oTaena
JIEKapCTBEHHOTO 00eCIIeUeHus — CeKpeTaph KOMUCCHH



