PECNYB/INKA KPbIM

COBET MUHUCTPOB

PAJA MIHICTPIB
BE3UP/IEP LLIYPACHI

MHHHUCTEPCTBO S3APABOOXPAHEHHS
[TPUKA3

Ot 15.06.2015 r. Ne 743

r. Cumdeponoinb

06 ymeepowcoenuu llopsoxka obecneuenus
JIeKAPCMBEHHLIMU NPEnapamamul

07151 MEOUYUHCKO20 NPUMEHEHUS,
MeOUYUHCKUMU U3OCTIUSAMU, A MAKIHCe
CREeYUAIU3UPOBAHHBIMU NPOOYKIMAMU
1e4ebH020 numanus 05 0emeu-uHeaAIuo08

B coorBerctBuM co cratbeit 4.1 depepanpHoro 3akona ot 17.07.1999
No 178-®3 «O rocygapCTBEHHOW COLMAJIBHOM TIOMOIIW», BO HCIIOJHECHUE
noctaHoByieHus CoBeta mMuHUCTpoB PecmyOnuku Kpsim oT 03.06.2015 Ne 305,
corinacHo Ilomoxxenuss o MuHucrepcTBe 3ApaBooxpaHeHus Pecnyomuku Kpbim
(masniee — MUHHCTEPCTBO), YTBEPKAEHHOMY TTOCTaHOBJIeHHeM CoBeTa MUHUCTPOB
PecnyOnmuku Kpeim ot  27.06.2014 Ne 149, c¢ uenplo obOecreyeHuUs
JIEKaQpCTBEHHBIMU TIpenapaTaMu Jjisi MEAUIIMHCKOTO TPUMEHEHHUS, MEIUIIMHCKUMU
U3JICTTUSIMU, a TAaKXe CHEIUATU3UPOBAHHBIMU TMPOJYKTAMU JIEYEOHOTO MUTAHUSA
JI IeTe-UHBAIUI0B

ITPUKA3BIBAIO:

1. VYrBepauts [lopsnok obecriedeHust JIeKapCTBEHHBIMU MpenapaTtaMu Jis
MEIMLIMHCKOTO  NPUMEHEHHUs,  MEOUUMHCKMMHM  M3JICTUsAMHM, a  TaKKe
CHEUATU3UPOBAHHBIMU MPOAYKTAMH JIEYEOHOTO MUTAHUS JUJISl IETeH-UHBAIHU]IOB
(mpunoxeHue).

2. KoHTponp 3a wucCHoaHEHWEM TIpUKa3a BO3JOXKHTh Ha 3aMECTHUTEI
MUHHCTpA 3apaBooxpaneHus C.M. UepHuuosy.

MuHucTp 3ApaBOOXpPaHEHUS A.A. MorusieBckuii



[Tpunoxenue
K npukazy M3 PK
MT 15.06.2015 r. Ne 743

Iopsixox o0ecrieyeHunst JIEKAPCTBEHHBIMH npenaparamu st
MEIUIUHCKOr0 TNpPUMEHEHHUs, MEJIUIUHCKUMH W3eJIUsIMH, a TaKKe
CHENUATU3MPOBAHHBIMU MPOAYKTAMH JIe4eOHOr0 MNUTAHUSA [Jsl JeTeil-
HHBAJIU/I0B.

1. Ilpaso Ha oOecrieueHue JIEKAPCTBEHHBIMU npenapaTamu
JUI.  MEIMIIMHCKOTO TMPUMEHEHHS, MEAUIIMHCKUMU M3JCIUsIMHU, a TakKKe
CHEIUATN3UPOBAHHBIMU MPOAYKTAMH JIEYEOHOTO MUTAHUS U1l I€TeH-UHBAIHU]IOB
Ha JIBTOTHBIX  YCJIOBHMSX UMEIOT TpaxkiaHe (mainee —  (denepanbHbie
JBTOTONOJIyYaTeNn), yKa3aHHble B cTathax 6.1 u 6.7 denepaibHOro 3aKoHa
or 17.07.1999 Ne 178-®3 «O roCynapCTBEHHON COIMAIBLHOM TMOMOIIIM
(mpunoxxenue 1 k Ilopsaky) u BkiIoueHHble B DeiepaibHblil peructp il (gaiee
— Perucrp), uMMeIOIMMX MpPaBO Ha IMOJyYECHHE TOCYIAPCTBEHHON COIMATIBHOM
nomoiny (rmpuioxeHue 2 k [Topsnxy).

2. @OuHAHCHUPOBAHHWE pACXOJIOB, CBSI3aHHBIX C OKa3aHHEM TpakgaHam
roCyJapCTBEHHOM COIMAJIbHOW MOMOILIM B BHJAE€ HaOOpa COLMAIBHBIX YCIYT,
peaycMaTpPUBAIOIIEN o0ecrieueHue JIEKapCTBEHHBIMU npenapaTamu
JUIE  MEIMIIMHCKOTO TMPUMEHEHHS, MEAUIIMHCKUMU M3JSIUsIMU, a TaKKe
CIEUAIM3UPOBAHHBIMU MPOAYKTAMHU JIEUEOHOTO MUTAHUS ISl I€TeH-UHBAINU]IOB
(manee — mnporpamma OHIJIII), ocymiecTBiseTcst 3a cueT CPEACTB, MOCTYHAIOIINX
B BHUJE CYyOBEHIMH U MEXOIOMHKETHBIX TpaHchepToB DenepanbHOTO OrO/KETa
oromkery Pecriyonuku Kpbim.

3. llepeueHb JieKapCTBEHHBIX TMpenapaToB, B TOM YHCIE TMepeyYeHb
JIEKapCTBEHHBIX TMPENapaToB, HA3HAYAEMbIX IO PEHICHUI0 BpayeOHONW KOMHCCUU
MEIUIIMHCKOW  OpraHu3ainuu, oOecleuyeHrne  KOTOPHIMH  OCYIIECTBIISIETCS
B COOTBETCTBHHM CO CTAHJAPTaMH MEIUIIMHCKOW MOMOINM IO pEUenTaM Bpaya
(benpammepa) mpu OKa3aHUM JAOMOJHUTEIBHON OSCITIATHON MEIUIIMHCKON ITOMOIIH
dbenepanbHbIM JBIOTOINOIYyYATENAM, YTBepkaaeTcs [IpaButenbcTBoM Poccuiickoi
denepaunm.

4, 3aKkynkd JIGKapCTBEHHBIX  IMpENaparoB, MEAUIIMHCKUX  W3JEIUN
U CHEHUAIM3UPOBAHHBIX MPOAYKTOB JIEUEOHOTO MHUTAHUS IS JIETeH-UHBAIN]IOB
st oOecrieueHus: (eaepanbHbIX Jbroronoiiydareneid mno mnporpamme OHJIIL
OCYILLIECTBIISAET MuHuCTEPCTBO B COOTBETCTBUU C JIEUCTBYIOIIUM
3aKOHOAATEIHCTBOM.

5. Jlma ocymecTtBieHUs 3aKynmok MMHHCTEPCTBO OpraHu3yeT padoTy
1o (OPMHUPOBAHUIO 3aIBOK Ha JIEKAPCTBEHHBIC MpEnapaThl, MEIUIIMHCKUE U3ICTUS
U CICNUATU3UPOBAHHBIE TPOAYKTHI JIEYEOHOTO THUTAHUS ISl JETCH-MHBAIUIOB
OT MEIUITMHCKAX OPTaHM3aIMi, OKA3bIBAIONINX aMOyJIaTOPHO-TTOTUKIHHIYECKYTO
MOMOIIb, C YY€TOM HWHGOPMAIMK OT TJaBHBIX  BHENITATHBIX CIIEIAATUCTOB



MuHnucTepcTBa B pamMKax JEHCTBYIONIErO MEpPEyHsl JEKAPCTBEHHBIX MPENapaToB
i obecrieueHust heaepanbHbIX JIbroTononydaTenei (nmpuioxkenue 3 k [Topsaky).

6. B COOTBETCTBMM C YCIOBUSIMH T'OCYJApPCTBEHHBIX KOHTPAaKTOB,
3aKTIOYEHHBIX ~ MHMHHCTEPCTBOM C  YIOJHOMOYEHHOW  (hapMaleBTUYECKON
OpraHu3alvel, YNnoJaHOMOYEHHas QapmalleBTUYecCKas OpraHu3alus OmpeesseT
nepedyeHb antek g obecrnedeHuss  ¢eAepalbHbIX — JBrOTONOJIyYaTenen
JIEKapCTBEHHBIMU npenapaTamu, MEIULMHCKUMHU U3JIETIUAMU U
CIEIUAIM3UPOBAHHBIMU MPOAYKTAMHU JIEUEOHOTO MUTAHUS JJIsl IeTEH-UHBAUOB U
HaIpaBJISIET UX B afipec MuUHuCTEpCTBA.

7. PykoBoautenu MEJIUIIMHCKUX OpraHu3aIui, OKa3bIBAIOIIIHNX
aMOyJIaTOPHO-TIOJUKIMHUYECKYIO MTOMOIlb, OPTAaHU3YIOT Ha3HAYEHUE U BBIIUCKY
pELENTOB Ha JIbTOTHBIX YCJIOBHUSIX HAa 3aKyIUJICHHBIC JIEKAPCTBEHHBIC IMpENaparhl,
MEJIUIIMHCKUE H3ACNHS U CHEHUATU3UPOBAHHBIE MPOAYKTHI JE€YEOHOTO MUTAHUS
JUISL  IeTeW-UHBAIUIOB (efepalibHbIM JIbIOTONOMyYaTensIM (MpuiioskeHne 4 K
[Mopsaky).

8. PykoBoauTenu CTPYKTYPHBIX MOJpa3/eJICHUN anTe4HbIX OpTraHU3aIuil
OPTraHU3yIOT OTIYCK JIEKAPCTBEHHBIX MpPENapaToB, MEAMIMHCKUX U3JEIUN
U CICUUAJU3UPOBAHHBIX IMPOAYKTOB Jie4eOHOro mnuTaHus (deaepaibHbIM
aerorononydarensim no nporpamme OHJIII B cOOTBETCTBUM C YCTaHOBIICHHBIM
nopsiakoM (mpuitokenue 4 k [opsiaky).

9. Pyxkomoaurtenu MEJIUIIMHCKUX OpraHu3aIui, OKa3bIBAIOIIIHNX
aMOyJIaTOPHO-TIOJTUKIMHUYECKYIO OMOIIIb, u YIOJITHOMOYEHHOU
(dhapMalleBTUUECKON OpraHu3aluyd B IESIX MNPEIOCTABICHUS TapaHTUPOBAHHOM
JIEKapCTBEHHOM noMolu (heaepaibHbIM JbIOTONOTYYaTENSAM:

9.1. oOCymEeCTBISIOT B3aUMOJCHCTBHE B COOTBETCTBHH C YCTAHOBJICHHBIM
nopsiikoM (mprtoxkerue 5 k [Topsaky);

9.2. Bemyr ortuétHocth 1o mporpamme OHJIII B coorBeTcTBUUM
c TpeOOBaHMUSIMHM TPHUKA30B MUHHUCTEPCTBA 3/IPAaBOOXPAHEHUS U COLMAIBLHOTO
pazButusa Poccuiickoit @eneparuu ot 22.11.2004 Ne 255 «O nopsinke okazaHus
MEPBUYHON MEIUKO-CAHUTAPHOM TMOMOIIM TpaxJaHaM, HMEIIINM [PaBo
Ha TIOJlyueHHe Halbopa comuanbHBIX ycayr» U or  14.03.2007 Ne 169
«O06 ytBepxaeHun otuétHoil ¢dopmbl Ne 030-JI/Y  «Kapra rpaxknanuHa,
MMEIOIIETO TPaBO Ha TMOJyYeHHE HaO0opa COUUAIBHBIX YCIYyT, MO y4€Ty OTIyCKa
JIEKapCTBEHHBIX CPEJICTBY.

10. YnmonHnoMmoueHHass ¢apMmaneBTUYECKass OpraHu3auus Beaér  yuér
JIEKAQpPCTBEHHBIX TpPENnapaToB, MEAUIIMHCKUX H3ACIUN W CHEIUATU3UPOBAHHBIX
MPOJYKTOB JICUEOHOTO MUTaHUS IS JAeTed-uHBanuaoB o nporpamme OHJIIT B
COOTBETCTBHH C YCIOBUSIMHU 3aKITIOUEHHBIX TOCYJAPCTBEHHBIX KOHTPAKTOB.

[Ipunoxenue 1
K [Topsaxy OHJIIT



1. Kareropuu rpaxaaH, HMeWIIUX MPABo
Ha JIbTOTHOE JIEKAPCTBEHHOE 00ecreyeHue

B cootBercTBUM ¢ rnaBoit 2 @eaepanbHoro 3akona oT 17.07.1999 Ne 178-03
«O  rocynapCTBEHHOM COLMAJIbHOM  IOMOIIM» IPaBO HA  MOJyYEHUE
roCyapCTBEHHOW COIMAILHOM MOMOIIM B BUJIE HA0Opa COIMATBHBIX YCIYT UMEIOT
CJIEAYIOIINE KATETOPUU TPAK/IAH:

1) WHBaJIUIbI BOHHBI;

2) yuactHuku Benukoi OTeueCTBEHHOM BOMHBI;

3) BerepaHbl OOCBBIX JACWCTBUI W3 YMCIIA JIMI, YKa3aHHBIX B MOAIYHKTaxX
1 - 4 nynkrta 1 crarbn 3 ®enepanbHoro 3akoHa «O BerepaHax» (B pedaklHH
®enepanbHOro 3akoHa oT 2 sHBaps 2000 roma Ne 40-d3); (B penakuuu
®denepanbHOro 3akoHa ot 29.12.2004 Ne 199-D3)

4)  BOCHHOCIYKaIllHe, IPOXOIUBIINE BOCHHYIO CIIy>)KOY B BOMHCKHX YacCTsX,
YUPEKACHUSAX, BOEHHO-YYEOHBIX 3aBEACHHUSIX, HE BXOAMBIIMX B COCTaB
nercTBytomer apmun, B nepuod ¢ 22 uroHs 1941 rona mo 3 centsaops 1945 roga
HE MEHEe MIECTH MECALEB, BOEHHOCIYXKAIME, HArpaXKICHHbIC OpACHAMU
i menansmu CCCP 3a cnyk0y B yKa3aHHbBIN TIEPHO/T;

5) nwuuna, HarpaxaeHHbIe 3HaKOM <«OKuTtenro OokaaHoro JIeHuHrpagay;

6) oswmua, paboraBmie B repuoa Bemmkod OTedeCTBEHHON BOMHBI
Ha OOBEKTaxX MPOTUBOBO3IYIIHOW OOOPOHBI, MECTHON MPOTHUBOBO3IYIIHOMN
O00OpOHBI, Ha CTPOUTEIHCTBE OOOPOHUTENBHBIX COOPYXKEHUI, BOCHHO-MOPCKHX
0a3, a’poapPOMOB M JIPYIMX BOEHHBIX OOBEKTOB B Mpejesiax ThUIOBBIX TI'PaHMUIL
NEUCTBYIOIIMX  (DPOHTOB,  ONEpPALMOHHBIX 30H  JACUCTBYHOHIMX  (JIOTOB,
Ha NMPU(POHTOBBIX YHACTKAX KEJIE3HBIX U aBTOMOOUIIBHBIX JIOPOT, & TAKKE YJIECHbI
HKUMAXKENW CYAOB TPAHCIOPTHOTO (JI0Ta, MHTEPHUPOBAHHBIX B Hayane Benukoi
OreuecTBEHHON BOMHBI B ITOPTaxX APYTUX rOCYapCTB;

7) uneHbl ceMed MOruOmuX (yMEpIIMX) WHBAJIUIAOB BOMHBI, YYaCTHHKOB
Benukoit OTeyecTBEHHON BOMHBI M BETEPaHOB OOEBBIX JNEHCTBUM, YJICHBI CeMel
norubmmx B Benukoir OTedecTBEHHOW BOWHE JIMII M3 YHUCIA JUYHOIO COCTaBa
Ipynm  caMmo3aliuThl  OOBEKTOBBIX W aBApUUHBIX  KOMaHJ  MECTHOMU
MIPOTUBOBO3AYIITHOW OOOPOHBI, a TaKXKE WICHBI CeMel MOTHOIMX PaOOTHHKOB
rocriutainei u 60apHUI] Topoaa JIeHnHrpaia;

8) uHBamUIBL;

9) [eTH-WHBAINIHL,

10) 4epHOOBLIBIIBI (3aABUTEILHBIN XapakTep).

[Tpunoxxenue 2
K [Topsaxy OHJIIT



2. lTopsinok pa6oThl MO (POPMUPOBAHUIO U BeIEHUIO
Perucrpa ¢eaepaibHbIX JbroTOnOJy4YaTe M
no nporpamme OHJIIL.

2.1. Otnenenue Ilencuonnoro ®onma Poccuiickoit @Denepanuu 10
Pecniyoniuke Kpbim mepepaétr B MunuctepcTBo uMH(OpMaiuioo o ¢eaepanbHbIX
JBrOTOIUTYYATENSAX, BKIIOYEHHBIX B Perucrtp, Ha OCHOBE 3aKIIFOYEHHOTO
cornamennst «O0 WHGOPMAIIMOHHOM OOMEHE CBEICHHSIMH O JIMIaX, UMEIOIINX
MpaBO Ha TMOJYYEHHE TOCYJApCTBEHHOW COIMalbHOM MOMOIIM B BUAE Habopa
CONMANIBHBIX yciIyT». MHbopmamus mepema€rcs mo akTy npuéMa — mepeaadu
CBEJICHUI PErMOHAJIbHOTO CETMEHTa (elepaibHOr0 PETUCTpa JIMI, HWMEIOUIUX
MPaBO HA IMOJYYEHUE TOCYIAPCTBEHHON COLIMAIBLHOM MTOMOIIX B BUAE COLMAIIBHOM
YCIIYTH, TPEAYCMOTPEHHOU MyHKTOM 1 yactu 1 cratbu 6.2 @enepaibHOrO 3aKOHA
ot 17.07.1999 Ne 178-®3 «O rocynapcTBEeHHON COIMAILHON TOMOIIW» (1anee —
aKT MpuéMa-nepeaayn).

2.2. MUHHUCTEPCTBO Ha CHEMHOM JJIEKTPOHHOM Hocutelne nepenact Peructp
B I'bY PK «Kpbimckuit MenunuHckuit mHGOPMAIIMOHHO-aHATUTHYECKUN TICHTP
Y B alITEYHYIO OPraHU3alMIO JBA pa3a B MECAL] 110 aKTy NpUEMa-Iepeaadn.

2.3. I'bY PK «KpbiMCkuii MeTUIIMHCKUN HHGOPMAIMOHHO-aHATUTUYCCKUT
LEHTP» OCYIIECTBIIET Tiepenady Perucrpa B MEOUUMHCKUE OpraHU3alNH,
OKa3bIBAIOIINE aMOYJIaTOPHO-TIOJUKIMHUYECKYIO IIOMOIIlb, /IBa pa3a B MECSII.

2.4. PyxkoBomutens u cotpyanuku ['BY PK «Kpbeimckuii mMeaunmHCKHNA
MH(POPMAITMOHHO-AaHATUTUYECKUM TIEHTP», a TAKKE PYKOBOAUTEIHN U COTPYIHUKHU
MEIMIMHCKUX W AaNTE€YHbIX OpPraHU3alMid HECYT OTBETCTBEHHOCTh 3a 3aIUTY
NEepCOHU(DUITMPOBAHHBIX ~ JIAHHBIX B COOTBETCTBHUM  C  JICHCTBYIOIIUM
3aKOHOJIaTEIbCTBOM.

[Tpunoxenue 3
K [Topsaxy OHJIIT

3. Ilopsinok pa6oThl MO (POPMUPOBAHUIO 3AIBKH
JJISL IPOBeIeHHs 3aKyNa JeKAPCTBEHHbIX NPenaparos,



MeIUIUHCKUX U3/1eJIMi M CTIeNUATH3MPOBAHHBIX MPOJYKTOB Jie4e0HOT0
NUTAHUA ISl AeTeilli-uHBaJIua0B o nporpamme OHJIIL.

3.1. MeauuuHckue OpraHu3alluy, OKa3bIBAIOIIHE aMOyJIaTOpHO-
MOJIMKJIMHUYECKYIO TOMOIIb, (POPMUPYIOT CBOIHBIC 3asBKM Ha JIEKQpPCTBEHHbBIC
npenaparbl, MEIUIMHCKUE H3JCNHs, a TaKKe CIEHHAIU3UPOBAHHBIC MPOIYKThI
Je4eOHOro MUTaHusl JJid JeTeH-MHBAJIUAOB HAa OCHOBAHHWM 3asBOK OT JieUalluX
Bpaueld, ¢ y4€TOM CTaTHUCTHKH 3a00JieBaHWM, KOJMYecTBa (perepasbHbIX
JBTOTOMONyYaTeNied ¢ yd4éToM JaHHBIX MO OTKa3aM OT Habopa COIMaTbHBIX
YCIIYT.

3.2 MenunuHckue opranm3anuu He mo3gHee 01 ceHTAOps Tekymiero roja
MPEACTABIAIOT B MUWHHCTEPCTBO 3asiBKM Ha JIGKAPCTBEHHBIC IpEraparshl,
METUITMHCKAE W3ICNIHsI, a TAKXKE CIHEIUATN3UPOBAHHBIC IMPOAYKTHI JIECUeOHOTO
NUTaHus  JUIsl  JIeTeW-WHBAIMIOB I obOecreueHus  QeaepaibHbIX
JBTOTONOJIyYaTeNel, BKIIFOUSHHBIX B PerucTp, Ha cieyronuil KajaeH apHbIi TO/I.

3.2. MUHUCTEPCTBO paccMaTpuBaeT MIpE/ICTaBIICHHbIE 3asBKH
B TeueHue 14 KaleHJapHBIX JHEHW, OpraHu3yeT MPOBEACHHUE 3aIUThl 3asBOK C
y4acTHUEM TJIABHBIX BHEIITATHBIX CHEIHAIUCTOB, IIOCIE YEro YTBEpKIaeT
KOHCOJIMJIMPOBAHHYIO 3asBKy Ha JIEKAPCTBEHHBIC TMpenapaThl, MEAUIMHCKUE
U3JIeTUs, a TaKXKe CIENHAIM3UPOBAHHBIE MPOJIYKTHI JICUEOHOTO MUTAHUS IS
NeTeH-UHBATUAOB  JJIsi  oOecmiedueHHs]  (eaepaIbHBIX  JIBFOTOIOIyYaTeNeH,
BKJIIOUEHHBIX B Peructp, 10 01 okTsa0ps Tekylero rojaa.

[Tpunoxenue 4
K [Topsaxy OHJIIT

4. TlopsaoK Ha3HAYEHMS, BHIMUCKH M OTILYyCKA
JIEKAPCTBEHHBIMH NpenaparamMu no nporpamme OHJIIL.



4.1. HazHaueHne ¥ BBINIKMCKA JIEKAPCTBEHHBIX MpenapaToB QenepaibHbIM
JBrOTOMNOJIyYATENsIM, COXPAHUBIIMM HAO0Op COLMAJBHBIX YCIYr B YacTH
JIEKapCTBEHHOT'O OO0ECIIEUYEeHHs, OCYIIECTBISETCS B COOTBETCTBHHM C IPHUKA30M
MunucrepcTBa 31paBOOXpPAaHEHUST U COLMAIBLHOTO PAa3BUTHUS Poccuiickoit
Oenepanun ot 12.02.2007 Ne 110 «O mopsake Ha3HAYEHUS] W BBINMCHIBAHUSA
JIEKapCTBEHHBIX Mpenaparos, u3zIenui MEIUIIUHCKOTO Ha3HAYCHUS
U CICUHUATM3UPOBAHHBIX TMPOAYKTOB JIEUEOHOTO THUTAHUS» W TMPUKA30M
MunuctepcTBa 3apaBooxpanenus Poccuiickoin @enepanuu 20.12.2012 Nel175H
«O0 yTBEpXKICHUM TMOpPsAJKA HA3HAUYCHUS M BBIMUCHIBAHUS JIEKAPCTBEHHBIX
npenaparoB, a Takke (OpM pelenTypHbIX OJIAHKOB Ha JIEKapCTBEHHBIE
npenaparsl, mopsjaka opOpMIICHHUS yKa3aHHBIX OJJAHKOB, UX y4yeTa U XPAHEHUS»
M0 MEXIyHapOJHbIM HENAaTEHTOBAHHBIM HAWMEHOBAHUSIM, B paMKax 3asBKH,
B COOTBETCTBMM CO CTaHJAapTaMH  OKa3aHWsd  MEIULIHUHCKOM  IMOMOIIHU
Y 3aKYIUIEHHBIM MIEPEYHEM JIEKAPCTBEHHBIX MPENapaToB.

4.2. PeueniTbl Ha JIEKapCTBEHHbIE Tmpemaparbl 1o nporpamme OHJIIIT
BbITUChIBatoTCa 1o ¢opme Ne 148-1/y-06 (i1) ¢ yuéroM MecsuyHOM MOTpeOHOCTU
B TpEX sk3eMiusipax. OauH 3Kk3eMIuiap (KOmusi) BKJICUBACTCS B MEIUITMHCKYIO
KapTy amOyIaToOpHOTO OOJIBHOTO.

4.3. B cunydae Bble3na ¢eaepalbHbIX JBrOTOMONyYaTeNed 3a Tpeesbl
PecnyOnuku KpbIM paspemiaeTcss BBINMMCKA PEIENTOB Ha JIGKAPCTBEHHbIC
IpernapaTthl Ha JIbITOTHBIX YCIOBHUAX C YIETOM 3-X MECSITIHON MOTPEOHOCTH.

4.4. BoibHOW ¢ BBIMMCAHHBIM pEIENTOM oOOpam@aeTcs B CTPYKTYpPHOE
MOAPA3NAECIEHUE allTEYHOW OPTraHu3alud, MPUKPEIUIEHHOW K MEIUIMHCKON
OpraHu3alluu.

4.5. JlekapCTBEHHBIN IpenapaT OTIYCKAETCsl CTPYKTYPHBIM MOApa3AciCHUEM
anTEeYHON OpraHu3allid COTJIACHO BBIMMCAHHOMY PEUENTY MO0 MEXKIyHApOIHOMY
HEMAaTEeHTOBAHHOMY HAaMMEHOBAHUIO B YCTAHOBJIEHHOM IMOPSIKE.

4.6. B ciyyae OTCyTCTBUSI JIGKQPCTBEHHOTO TIpemapara Ha MOMEHT
oOparienusi OOJBHOTO, COTPYAHHUKOM CTPYKTYPHOTO TOJPA3ACICHUS alTeUHOU
OpraHu3allid pPerenT BHOCUTCS B IKYpHal «OTCPOUYEHHOTO OOCIYKHUBAHUS
YCTaHOBJICHHON (DOPMBI.

4.7. ObGecnieyeHre JICKAPCTBEHHBIM TMpenapaTtoM MO  «OTCPOUYECHHOMY
00CTY’KMBAHUIO» OCYILECTBISICTCA B TEYEHHE JECATH padOuMx JHEH C MOMEHTa
oOparieHusi 00JIBHOTO B CTPYKTYPHOE MOApa3/IeICHUE aNTeYHOW OpraHu3alliH.

4.8. B ciyyae  HEBO3MOXHOCTM  MPEIOCTaBICHUS  BBINUCAHHOTO
JIEKapCTBEHHOI'0 Tpernapara IO CUCTEME «OTCPOUYEHHOTO OOCITYKHUBAHMS
JIEKapCTBEHHOE O0eCnevYeHre TMalKdeHTa OCYUIECTBISETCS 10 COBMECTHOMY
PELICHUIO MEAULMHCKOW UM  alTeYHOW OpraHu3aluu IIyTEM IPOBEICHHUS
aHaJIOTOBOM 3aMEHBI C YUETOM HAJIMYUS JIEKAPCTBEHHOTO Mpenapara B alTeke.

[Tpunoxxenue 5
K [Topsnxy OHJIIT

5. Ilopsinok B3aMMOeCTBUA aNlTEYHBIX
U MeJUIMHCKHUX opranusanuii no nporpamme OHJIIL.



5.1. PykoBoauTenu anTeyHbIX M MEIMWLMHCKUX OpraHu3alluid B LEAX
IPEJOCTABICHUSI ~ T'apaHTHUPOBAHHOW JIEKAPCTBEHHOW HOMOIIM (eaepaabHbIM
JBTOTOIOIYYATESIM Ha3HAYaIOT JIML, OTBETCTBEHHBIX 32 OPTaHU3ALMIO JIbIOTHOTO
JIEKapCTBEHHOT'O O00ECIEUEHHs] OTJIEIbHBIX KaTEropuil IpaxkJaH MO IMporpamme
OHJIIIL.

5.2. Jluna, OTBETCTBEHHBIE 3a OPraHU3ALMIO JIBIOTHOTO JIEKAPCTBEHHOTO
oOecriedeHus B anTeYHON OpraHu3alllu:

5.2.1. €KEJIHEBHO MO 3JIEKTPOHHOW MOYTE HAIPABIISIIOT B IPUKPEIIEHHBIE
MEIMIIMHCKHE OpraHu3aluy, WHPOpMAIMI0 O HAJIWYUH JIEKapCTBEHHBIX
IpenaparoB MO  MEXKJIYHapOAHBIM  HEMNAaTEHTOBAHHBIM W TOPrOBBIM
HAaMMEHOBaHUSM, (pOpMe BBIITYCKA U KOJIMYECTBY;

5.2.2. €XKETHEBHO  HANpPABISIOT B  MPUKPEIUIEHHBIE  MEIUIMHCKHE
OpraHu3aluy, HHPOpPMALMIO O HaJMYMUM pEUENTOB Ha  «OTCPOYEHHOM
obciyxuBanun» 1o nporpamme OHJIII B cooTBeTCTBUM € TpeOOBaHUSAMU MTpHUKa3a
MuHucTepcTBa 3IpaBOOXpPAaHEHUS M COLMAIBHOTO pa3BUTHS Poccuiickoin
®enepanyu oT 22.11.2004 Ne 255.

5.4. Jluna, OTBETCTBEHHBIE 3a OPraHU3ALMI0 JIBIOTHOTO JIEKAPCTBEHHOTO
o0ecrniedyeHns B MEAUIIMHCKOW OpraHU3aliu:

5.4.1. OCYLIECTBJISIIOT KOHTPOJIb 32 BBINMHMCKOM PELENTOB MO MPOrpaMMe
OHJIII, wm e€ COOTBETCTBUMSA HAIWYMIO JIEKAPCTBEHHBIX  IPENApPATOB
B IIPUKPEIUIEHHBIX alTEKaX;

54.2. npu  (GOpPMHPOBAHMM  OTCPOYEHHOTO  OTIIyCKAa  OPraHU3YIOT
CUHOHMMHMYECKYI0 WJIM aHaJIOTOBYI0 3aMEHY JIEKapCTBEHHBIX IpenapaToB
C MOCIEAYIONIEeH BBIMUCKON PELENTOB;

54.3. €KEMECSIYHO TIPOBOJSAT MOHUTOPHHT JIEKAPCTBEHHOTO 00€CTeueHus
denepanbHbIX  JBLOTOINONYYATENeH (KOJIMYECTBO YEJOBEK, HNPHUKPETIEHHBIX
K MEIMLUMHCKON OpraHu3aliy; KOJIMYECTBO YEJIOBEK, OOPATUBILNXCS 33 BBIMUCKON
JIEKapCTBEHHBIX NPENAapaToB; KOJWYECTBO BBINHCAHHBIX DPELENTOB; KOJIMYECTBO
0OCITy’>KEHHBIX PELENTOB; KOJUYECTBO PELENTOB, HAXOIAIMIMXCS Ha «OTCPOUEHHOM
0OCITy>KMBaHUM») U TIOBOJIAT €TI0 /10 CBEICHHUS ITIaBHOTO Bpaya.

5.5. Jluma, OTBETCTBEHHBIE 3a OPraHU3ALMI0 JIBITOTHOTO JIEKAPCTBEHHOTO
o0ecriedyeHus, B AaNTEYHOM U MEAULMHCKONM OpraHu3alusiX, eXKEeHEIeIbHO
MPOBOJAT paboune COBELIAHUS MO JIEKAPCTBEHHOMY OOeCHedeHHI0 (eaepaabHbIX
JbroTomnojiydyareneil  (aHaiu3 O00ECHEeUYEeHHOCTH, Je(EeKTYphbl, «OTJI0KEHHOIO
oOCIy’>KMBaHUS», MPOBEACHMS  AHAJNOTOBBIX  3aMEH, aHaju3  JABUKECHUS
JIEKapCTBEHHBIX MpEnapaToB: 3asBKa-MOCTaBKa-BbIITMCKA-OTIYCK) ¢ 0(OpMIIEHUEM
MPOTOKOJIOB.



