CEKIUA 1. «I'ocynapcTrBeHHbIe 1 MYHULUNIAJIbHbIE (PUHAHCHD)

IOPAAOK I'OCY JAPCTBEHHOI'O PET'YJIMPOBAHMA LIEH HA ) KM3HEHHO
HEOBXO/JUMBIE U BAKHBIE JIEKAPCTBEHHBIE ITPEITAPATHI

banrabanoea Tamvsana Banepovesna,

nepeutii npopexmop, npopeccop xagedpur «byxzarmepckuit yuem u ayoum» HUY «beal'y»,
O0OKMOP IKOHOMUUECKUX HAYK,

2. benzopoo, Poccus;

I[vizynesa Ceemnana Hukonaesna,

ooyenm ragedput «byxeanmepckuii yuem u ayoum» HUY «benl'V»,

KaAHOUOGm IKOHOMUUECKUX HAYK,

2. bBenzopoo, Poccus

I'ocynapcTBeHHOE  peryiaupoBaHMe L€H Ha JIEKapCTBEHHbIE Ipenaparbl s
MEIUIUHCKOrO MPUMEHEHHUsI OCYLIECTBISIETCS B COOTBETCTBHH C (ernepaibHbIM 3aKOHOM «O0
oOpaleHnu JIeKapCTBEHHBIX CpeacTs» [3, cT. 60].

K mepam rocynapcTBeHHOro KOHTpOJisi OTHOCATCS, B yacTHOCTH (JKHBJIIT — xu3HeHHO
HEOOXOIMMBIE M BKHEHIIIHE JIEKAPCTBEHHBIE MTPENapaThl):

- yrBepkaeHue nepeuns JKHBJIII [6];

- YTBEP)KAEHHE METONMKH YCTAHOBJIEHUSI MPOU3BOAUTEISIMHU TPENENbHBIX OTIYCKHBIX
LIeH Ha JIeKapCTBEeHHbIE Npenapatsl, BkiItouéHHble B [lepeuens JKHBJIIT [5];

- TOCYJapCTBEHHAasl PErucTpalysi yCTAHOBJIEHHBIX IPOU3BOAUTENSMU JIEKapCTBEHHBIX
[IpenapaToB MpeAeNbHbIX OTIYCKHBIX LIEH Ha JIEKapCTBEHHBbIE IpernapaThbl, BKIIOUYEHHBIE B
Ilepeuens XXKHBJIII,

- BEJICHHE TOCYAapCTBEHHOIO PEeCTpa MPEeAeNbHbIX OTINYCKHBIX LEH MPOU3BOAUTENEH HA
JIEKapCTBEHHBIE ITPenapaTsl, BKJIOUEHHbIE B epedeHs KHBJIL,

- YTBEP)KACHNUE METOJUKH YCTAHOBJICHHSI OPraHaAMH UCTIOJHUTENbHON BJIACTH CYObEKTOB
P® npenenpHBIX pa3sMepoOB ONTOBBIX HAA0ABOK U MPENEIbHBIX PA3MEPOB PO3HUYHBIX Ha0ABOK K
(baKTUYECKUM OTIYCKHBIM LIEHAM, YCTAaHOBJEHHbIM NPOHM3BOOUTENSIMH  JIEKAPCTBEHHBIX
IIpenaparoB, Ha JieKapCTBEHHbIE ITpenaparsl, BKatouéHHble B [lepeuens JKHBJIII [4];

- YCTaHOBJICHHE MPEIENIbHbIX Pa3MEepPOB ONTOBBIX HAA0ABOK M TPENENbHBIX Pa3MEpOB
PO3HUYHBIX HaM0ABOK K (PAKTUYECKMM OTITyCKHBIM II€HAM, YCTAHOBJIEHHBIM MPOU3BOAUTEISIMU
JIEKapCTBEHHBIX I[IperapaToB, Ha JIEKApCTBEHHbIE IIpernapaTel, BKIOUEHHBIE B IlepeueHb
JKHBJIIT;

- ocyuiecTBiieHHe (pemepasbHOrO rocyAapCTBEHHOTO Haa3zopa B cdepe oOparneHus
JIEKAPCTBEHHBIX CPEICTB M PETMOHAIBHOIO I'OCYNapCTBEHHOIO KOHTPOJSA 32 MPUMEHEHUEM LIEH
HA JIEKaPCTBEHHBIE MpenapaTbl COOTBETCTBEHHO YIOJHOMOUYEHHBIMH (herepanibHbIMU OpraHaMu
UCTIOJIHUTENIHOW BJIACTH M OpPraHaMH HCIIOJHUTENbHOH BIacTH cyObekToB PP coriacHo mx
KOMIIETEHIIUU B MOpsifike, ycTaHOBNeHHOM [IpaBurenscrsom P® [7].

- TOCYJIapCTBEHHbIN KOHTPOJIb HaJ JIEKAPCTBEHHBIMHU MpenapataMy IJsl MEJULMHCKOIO
NpUMEHEeHUs1 ocylecTBisieTcss PenepanbHOI ciyk00H o Haa30py B cepe 3ApaBOOXpaHEHUS U
€€ TeppUTOpHATIbHBIMU OpraHaMU;

- IpPUMEHEHHE IMpPelyCMOTPEHHbIX 3aKOHOJATeNbCTBOM P® Mep OTBETCTBEHHOCTH 32
HApyIIEHHE TMOpsAKa LEeHOOOpa3oBaHMS HA JKM3HEHHO HEOOXOAWMble | BaKHEHIINe
JIEeKapCTBEHHbIE MPEenapaThl.

Crnenyer oTMeTuTh TOT (aKT, YTO YCTAHOBJICHHE MPENETbHBIX Pa3MEPOB PO3HHUYHBIX
Ha/0aBOK K (PAKTHUECKUM OTHYCKHBIM LIEHAM, OTPEeNeIEHHBIMI MPOU3BOANTEISIMU JIEKAPCTB, HA
JieKapCTBEHHble MpenapaTel, BkIrouéHHble B nepeueHb JKHBJIIL, ocyiuecTBiasercss opraHaMu
UCTIOJIHUTENIbHON BJIAaCTH CyOBeKTOB PO.

Oprasbl HCIIOJHUTENBHON BJIAaCTH CyObekTOB PP yCTaHABIMBAIOT MpEIebHbIE pa3Mephl
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PO3HUYHBIX Ha0ABOK K (PAKTUYECKHM OTITYCKHBIM IIEHAM MPOU3BOIAUTENEH Ha JIEKAPCTBEHHbBIE
Mpenaparsl B COOTBETCTBUU C METOJIUKOM, UCXOS U3 CICAYIOIINX MPUHLKUIIOB [7, 1. 2]:

- BO3MEINEHHE AaNTeYHbIM OpraHU3alsiM >KOHOMHYECKHM OOOCHOBaHHBIX 3aTparT,
CBSI3aHHBIX C 3aKYNKOH, XpaHEHUEM U pealn3aluel JeKapCTBEHHBIX NPEnaparos;

- yuér pasmepa npuObLIH, HEOOXOAMMOHN s OOecreYeHHus] anTeUHbIX OpraHu3alui
CpeAcTBaMH Ha OOCHIyKHMBaHHE MPUBJICUEHHOrO Kamuraja W (UHAHCHPOBAHHME JPYrUX
00OCHOBAHHBIX PACXO/IOB,

- yu4éT B CTPYKType HanOaBOK BCEX HAJOTOB M HHBIX O0s3aTENbHBIX IUIATEXKEH B
COOTBETCTBHUH C 3aKOHOAATENBCTBOM PD.

l'ocynmapcrBennoe perynupoBanne ueH Ha JKHBJII ocymectsisgercs nyTtém
perucTpanuy TpeNeNbHbIX OTIYCKHBIX LI€H TNPOW3BOAMTENEH Ha (QenepalbHOM YpOBHE U
YCTAHOBJIEHHEM IMPEIEbHBIX ONTOBBIX M PO3HUYHBIX HAIOABOK HA PETHOHAIBHOM YPOBHE.

3aperucTpupoBaHHbIe TpeAeNibHble OTNYCKHbIE LE€Hbl MPOU3BOAUTENENH BHOCATCA B
rOCYAapCTBEHHBIA peecTp LeH. Peectp pasmemraercs Ha opUIMAIBbHOM caiite MHUHHCTEPCTBA
3npasooxpanenust Poccuiickoit @enepaunn B cetu MaTtepuer (http://grls.rosminzdrav.ru/).

Ha ocranbHble 1eKapCTBEHHBIE TPENapaThl LIEHbI FOCYAAPCTBEHHOMY PETYJIMPOBAHUIO HE
MOAJIEXkKAT, LEHbl HA JIEKapCTBEHHblE Ipenaparel, He Bomenmue B nepedeHb JKHBJIILIL,
ONPENENAOTCA alTeYHbIMU OPTraHU3aLUsIMU CAMOCTOSITEIIbHO, UCXOAs U3 3aTPaT, CBA3AHHBIX C
3aKyIIKOH, XpaHEHHEM, peaIu3alnel IEKapCTBEHHBIX IPEeNapaToB U T.1.

HopmaTtuBHBlE  mpaBOBbIE  NOKYMEHTHI  cyObekToB  Poccuiickoit ~ ®enepanmy,
perIlaMeHTHUPYIOLINE TpPEAeNbHbIE ONTOBbIE W IPEIeNIbHbIE PO3HHUYHBIE HAAOAaBKH K IIEHAM
npousBoauteneit JKHBJITI, npuHsITH B COOTBETCTBUHU C METOIUKOM [4].

Paccmorpum Ilocranosienne IIpaButenbctBa benropoackoit obmactu [8], KOTOpBIM
YCTAHOBJIEHBI TpENebHbIE pPa3Mepbl ONTOBBIX U PO3HUYHBIX HAN0ABOK K (PaKTHUECKOM
OTIYCKHOM LIEHEe NMPOU3BOAMTENEH HA JIEKAPCTBEHHBIE IPENapaTrhbl, BKIKOYEHHBIE B NEPEUYECHb
JKHBJIII. Pasmep HaueHKM 3aBUCUT OT LIEHBI JICKAPCTBEHHOro mpenapara. Ilpum posHudHON
TOPTOBJIE€ MPEAEIbHBIN pa3Mep HaN0aBKU COCTABIISET:

- Ha JIEKapCTBEHHBIE TPenapaThl CTOMMOCTBIO 110 S0 pyO. BKIrOUnTENBHO - 30%;

- Ha JIEKapCTBEHHBIE MpenapaTsl CTOMMOCTBI0 OT 50 py6. mo 500 pyO. BKIFOUUTENBHO —
18,5%;

- Ha JIEKapCTBEHHBIE penapaThl CTOMMOCTHIO cBbIme 500 py0. - 10%.

Paccmotpum Ilocranosnenne Anmunuctpaunu Kypcekoit obmactu [9]. Ilpu posHuuHON
TOPTOBJIE€ MPEAEbHBIN pa3Mep HaN0aBKU COCTABIISET:

- Ha JIEKapCTBEHHBIE TPenapaThl CTOMMOCTBIO 110 S0 pyO. BKIOUNTENBHO - 30%;

- Ha JIEKapCTBEHHBIE MpemnapaTsl CTOMMOCTBIO OT 50 py6. mo 500 pyO. BKIFOUUTENBHO —
20%;

- Ha JIEKapCTBEHHBIE MpenapaThl CTOMMOCTHIO cBbIme 500 py0. - 16%.

IIpumenenne Oojiee BBICOKMX Pa3MEpPOB TOPrOBBIX HAA0ABOK HA TEPPUTOPUH IAHHOTO
cyObekta Oynmer paccMaTpuBaThCs Kak HapylLIeHHE 3akoHozarenbcTBa P®. 3aBbineHue
peryaupyeMblXx TOCYAapCTBOM IIeH Ha NPOAYKIHMIO, TOBAaphl JHOO YCIYTH, 3aBBbILICHHE
YCTaHOBJICHHBIX HALIEHOK K 1IeHaMm BJIeKyT [1, c 4. 1 cT. 14.6]:

- HAJIOXKEHUE aJMUHHUCTPATUBHOrO mTpada Ha rpaxnaad B pazmepe S000 pyo6.;

- HaJIOXKEHNE aJIMUHUCTPATUBHOTO IITpada Ha JODKHOCTHBIX JIHI B pasmepe S0 000 pyO.
WM TUCKBAJTM(PHUKALMIO HA CPOK 10 TPEX JIET,

- HAJIO)KEHUE aJMUHHUCTPATUBHOTO MITpada Ha FOPUANUECKUX JIUL B ABYKPATHOM pa3Mepe
U3JIMIIHE TOJYYEHHOW BBIPYYKHM OT peanu3anuu Tosapa (paboTel, YCIyTH) BCIENCTBUE
HETPAaBOMEPHOT'O 3aBBILICHHS PETYJIHUPYEMbIX TOCYJapCTBOM LeH (Tapu(oB, pacLieHOK, CTABOK U
T.IL.) 32 BECh NIEPHO], B TEUEHHE KOTOPOI'O COBEPIIATIOCH IPABOHAPYLIEHHE, HO HE OoJiee OHOTO
roza.

dopMHupOBaHHE OTIYCKHOW LEHbl HA JIEKAPCTBEHHBIM Mpenapar anTeYHbIMU
OpPTaHU3ALMSIMH OCYIIECTBIISIETCS, HCXOS M3 (PAaKTUUECKOH OTIYCKHOW LIEHBI TPON3BOAUTENS HA
JIEKapCTBEHHBIN IIpernapar, He MNPEBBIIAKIIEH 3aperuCTPUPOBAHHYIO LIEHY, U ONTOBOH H
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PO3HUYHOI HanOaBOK, pa3Mep KOTOPBHIX HE MPEBBIIIAET COOTBETCTBEHHO NMPENEbHBIN pasmep
ONITOBOM HJTU MPENEeIbHBIN pa3Mep pO3HUUHON Ha/l0ABKH, yCTAHOBIIEHHBIE B CyObekTe PD.

IIpn sTom mox QaxkTuyeckol OTIYCKHOH LEHOH MPOU3BOMUTENS Ha JIEKAPCTBEHHBIN
nperapar nonumaercss neHa (0e3 HJIC), yka3piBaeMass pPOCCHHCKUM IPOU3BOIUTENEM
JIEKapCTBEHHOIO Npenapara B CONPOBOAUTENBHON JOKYMEHTALMN HA TOBAp.

Posnnynas HanOaBka mpuMeEHseTCsl K (PAKTUYECKOH OTIYCKHOHN Ii€HE MPOU3BOIAMTEIISL.
Jnsg Toro uToOBl MPaBWJIBHO NPUMEHHTb PO3HUYHYKO HaAOaBKy TpU MPUOOpETEHHH
JIEKApCTBEHHBIX MPENnaparoB 4Yepe3 ONTOBYIO OPraHM3alLlUI0, anTeka AOJDKHA 3alpOCUTh Y
MOCTAaBUIMKAa NMPOTOKON cornacoBaHus LeH noctasku JKHBJIIIL Peanusanms nexkapCTBEHHBIX
MIPenapaToB alTeKaMu AOJIKHA OCYLIECTBIIATECSA IPU HAJTMYUU 3TOrO MPOTOKOJA.

Antexn, sBisomuecs: maarensimukamMu HJIC, dopmupyroT OTHyCKHYHO LieHy Ha
JKHBJIIL, cymmupyst ¢akTudeckyro neHy npuodbperenus toBapa 0e3 HJAC u po3HHUHYIO
Ha/10aBKY HE BBIIIE€ YCTAHOBJIEHHOU B CyOBbekTe P®D, Ha TEPPUTOPHIO KOTOPOTO OCYIIECTBIISIETCS
MOCTaBKa TOBapa.

HanOaBku mcuucnsatoTess oT (HakTUYeCKOH OTIYCKHOW LIEHbI MPOM3BOAUTENS Oe3 ydéra
HJIC. HAC nauucnsiercst Ha 0OIIyI0 CTOMMOCTB TOBapa.

PO3HUYHAS YeHA eKapCmEeHHo20 npenapama = (yena nocmasku 6e3 H/[C + posnuunas
Haoobaeka) * 1,1,
rae 1,1 - koadpdurmment mst pacuéra cymmbl HIIC o craske B pasmepe 10%.
Ecnu antexu He siBistoTes uatenbiukamu HIAC, To oHM GOpMUPYIOT OTITYCKHYIO LIEHY
Ha XXHBJIC, cymmupys daktuueckyro neny npuoOperenust ToBapa ¢ HJIC u ontoByro win
PO3HUYHYIO HanOaBKy.

PO3HUYHAA YeHA TeKaApCMEeHH020 npenapama = yena nocmaexu ¢ HJ[C + po3nuunas naobasxa,
ucyucirennast om yenwvt npoussooumens ¢ HJjC

Ecnu ipu popmuposanuu ornyckHbix neH Ha JKHBJIC anteyHbIMU yYpesKASHUSIMH C
NPUMEHEHUEM TMPeNesIbHOM PO3SHUYHBIX Han0aBOK 00pasyroTcs OpoOHBIE HAaCTH KOMEEK, TO
MOJIy4eHHAs] CyMMa OKpYIJIIeTCsl O Lenoi komedku. Ecmm apoOHast 4acTh KOMEWKH MeHee
MIOJIKOTICHKH, TO OHa OTOPACHIBAETCS M CYMMa CHUYKAETCs IO LIEJIOW KOTEHKH, a €CJTU 3Ta 4acTh
paBHA MOJIKOMEHKH 1 OOJIbIIE, TO CyMMa MOBBIIIAETCS 10 [EJION KOMEeHKH.

B po3HUYHBIX OpraHU3alUsaX JEHEXKHbIE PACUEThI C HACEICHUEM BENYTCs C IPUMEHEHUEM
KOHTPOJIBHO - KACCOBbIX MamuH [1, m. m. 2 . 3].

AnTeuHble opraHuzauuy, sBisomuecs muatenbiuiukamMu EHBJI, MoryT ocyiuecTBiasTh
HAJIMYHbIE JeHeXkHble pacuéTbl O0e3 mpumeHeHns KKT. OO6s3aTenbHbIM yCIOBHEM B JaHHOM
cilyuae SIBJISIETCS BblIadya 1O TPeOOBAHHUIO MOKYTATENs JOKYMEHTa (TOBAPHOTO YeKa, KBUTAHLIUU
WIN JPYTOro TOKYMEHTA), MOATBEPIKAAOIEr0 MPUEM IEHEXKHBIX CPEACTB 32 COOTBETCTBYIOIIUI
TOBAp.
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KPEJJUTOBAHUE MAJIbIX U CPEJTHUX ITPEIIPUATHI B POCCHUU U 3A PYBEXXOM

Bnaowika Mapuna Barenmunosna,

npogpeccop xkagedpust punancos, kpeouma u nanozo0on0xcenuns HUY «benl'Vy,
2. Benzopoo, Poccus;

Bepemennukoe Apmem Heanoeuu,

acnupanm HUY «beal’y»,

2. benzopoo, Poccus

B COBPCMEHHBIX YCJIOBUAX OAHHM HMX OCHOBHBIX HaHpaBHeHI/Iﬁ CTUMYJIMPOBAHUA
SKOHOMUYIECCKOI'o poCTa B Poccun siBasieTcst AKTUBHU3aLUA ACATCIBbHOCTH MaJIbIX HpeI[HpHHTPIfI.
HOCHGI[HI/IG HECKOJIBKO JICT KOJIMYCCTBECHHAA AUHAMUKA PA3BUTUA MAJIbIX HpeI[HpI/IﬂTI/Iﬁ B

Poccun umeer yCTOWYMBYIO TEHAECHLUIO K POCTY, HO YPOBE€Hb Pa3BUTUS POCCHUHCKUX MaJbIX
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