COBET MUHHUCTPOB

PAJIA MIHICTPIB
BE3WPJIEP [ITYPACDIL

FTOCYJAAPCTBEHHBIU KOMUTET
IO HIEHAM U TAPUDPAM

IIPUKA3

ot 07 asrycra 2014r. Ne 4/1

O6 ycTaHOBJIEHHH MPeAe/IbHbIX Pa3MepoB ONTOBbIX HAI0aBOK
M npelejbHbIX Pa3MepPOB PO3HHYHBIX HAA0ABOK K (aKTHIECKHM
OTHYCKHBIM [eHaM, YCTAHOBJIEHHbLIM NMPOU3BOANTEIAMH JIEKAPCTBEHHbIX
PenapaTos, HA JEKAPCTBEHHbIC NIPENapaThl, BKIAIOYEHHbIE B NepeicHb
JKU3HEHHO He0OX0AMMBIX U Ba’KHEHIIHX JIEKAPCTBEHHbIX NMpenapaTos,
Ha teppuropuu Pecny6anku Kpbiv

B coorserctun ¢ dejepaipHbiM 3akonom ot 12 arpens 2010r. Ne61-d3 «O6
ofpalleHun  JIeKapcTBeHHbIX  cpejeTBy  («Cobpanue  3aKOHOAATE/ILCTBA P®Dy,
19.04.2010r., Nel6, cr. 1815), IlocranoBieHusamu llpaBUTe/bCTBA Poccuiickoi
depeparmu ot 07 mapta 19951, Ne239 «O mepax no ynopsamaoueHuIo rocy 1apcTBeHHoro
peryiaupoBaHus 1eH (Tapugos)» ("CoOpaHue 3aKOHOAATENLCTBA Pd", 13.03.1995, N 11,
cT. 997), ot & asrycra 20091. N654 «O coBepLICeHCTBOBAHUN I'OCY1apCTBCHHOTO
pErylMpoBaHus [I€H Ha JIEKapPCTBEHHBIC MpenapaThi, BKIOUCHHBIC B TEPEHCHDL
SKU3HEHHO HeoOXOMMMbIX W BAKHEHIIMX JIEKapCTBeHHbIX mpenapaTtoBy ("Cobpanue
jaxoHoaTenbeTBa PO, 17.08.2009, N 33, ct. 4086), o1 29 oxTa6psa 2010r. Ne®65 «O
roCy1apCTBEHHOM PETYJIMPOBAHMU LEH Ha JEKapCTBCHHBIE ITPENAPAThI, BKIITOUCHHbIC B
lIepeHenhb JKM3HEHHO HEOOXOMMMBIX M BXHEHUIMX JICKAPCTBCHHBIX TPEHapaToBy
("CoGpanue 3akonojarenscTsa PO", 08.11.2010, N 45, cr. 5851), pyKOBOJACTBYSCH
«MeToanKoM  YCTAHOBJGHMS ~ OpraHamMM  MCIHOJHUTENBHOH — BracTh  CyOBEKTOB
Poccuiickoli ®eaepalmu NpeaesbHBIX pa3sMepoB ONTOBBIX HANL0ABOK M NPEACIBHBIX
pa3MEPOB PO3HUUHBIX HAA0aBOK K (PAKTMYECKMM OTITYCKHBIM UCHAM, YCTAHOBJICHHBIM
MPOU3BOAMTEISIMH  JICKAPCTBEHHBIX  (PENapaToB, Ha JEKapCTBCHHbIC [PEnaparhl,
BKIIOYCHHDBIE B MEpEUEHDh JKU3HEHHO HEOOXOMMMBIX M BaXXHEHLIMX JIEKAPCTBCHHBIX
penapatoBy, yrsepikaeHHoN [Ipukazom dejepanbHOi caykObl 110 tapudam ot 11
nekabps 2009r. Ned442-a (¢ usmenenuamu) ("Poccuiickas razera", N 155, 14.07.2014),
[TonoxenueM ["oCy1apcTBEHHOTO KOMUTETA MO 1eHaM ¥ Tapupam PecnyOaukn Kpoim,

yrBepykaeHubiM  [locranosiennem CoBera  MUHMUCTPOB Pecnybauku  Kpeim ot
27.06.2014r. Nel66



[TPUKA3BIBAIO:

1.VY cTaHOBUTL TpeneibHbIE pa3Mephl ONTOBBIX Ha/I0ABOK U NpEebHbIC pa3mMephl
pPO3HUYHBLIX  HAA0aBOK K  (DAKTHYECKUM  OTIHYCKHBIM  [€HAM, YCTaHOBJICHHBIM
NPOU3BOJMTENSMHK  JIEKAPCTBEHHBIX  IIpenaparoB, Ha JICKAPCTBEHHBIC TIpEraparhl,
BK/XOUEHHBIE B I1€PEUYEHb JKU3HEHHO HEOOXOAUMBIX M BaXKHEHIINX JIEKAPCTBEHHBIX
npernaparoB, yrBepikaaeMbiil exeroano llpasutensctBom Poccuiickoit denepanmu,
coraacHo rnpunoxenuto Ne 1 k Hacrogmemy Ilpukasy.

2. Ilpuka3z pacripocrpaHsieTcss Ha OpraHM3alMd ONTOBOW M PO3HUYHOU TOPIrOBIIM
JIEKAPCTBEHHBIMW  CPEACTBAMY, WMHIAMBUAYIBHBIX MpPEANpUHHUMATEICH, HWMEHOLIMX
JULEH3WIO  Ha  (papMaleBTUUECKYIO  I€ATEIbHOCTh, MEJMIMHCKUE  OpraHu3alliu.
MMCIOIIME JIMLEH3MIO Ha (apMalleBTUYECKYIO JIeITElIbHOCTh, W WX 000COOJIEHHbIE
nojapaszaeieHns  (amOynatopud,  QenbpAIIEpCKO-aKyUIepeKMe  MYHKTBI,  LIEHTPbI
(oraenenns) obuleil BpaueOHON (ceMeMHON) NMPaKTHKM), PACIIONOKEHHBIE B CEIILCKUX
MOCEJIEHNAX, B KOTOPBLIX  OTCYTCTBYIOT — OpraHM3alMd  PO3HMYHOM  TOPrOBIIU,
OCYLIECTBJSIIOIIME  pean3alil0  JIEKApCTBEHHBIX  IMPENapaToB  Ha  TEPPUTOPUN
Pecrnybinnxu Kpeim.

3. CymMa onTOBBIX HaA0aBOK K (HaKTMHECKOW OTITYCKHON LeHE NMPOU3BOJANTE/S Ha
JIEKapCTBEHHBIM DIpernapar, NPUMEHAEMBIX BCEMM OpraHM3aLMsIMU ONTOBOM TOProBIIM.
YyYaCTBYIOWMMM B pealv3aludd 3TOr0 JIEKAPCTBEHHOIO Ipeliaparta Ha TEPpUTOPUU
PecrniyOinkn KpbiM, He JIOJKHA TPEBBUIIATH COOTBETCTBYIOUIMH IPEACIBLHBIM pazMep
OITOBOM Ha/10ABKU. YTBEPACIEHHbIU nyHKkTOM | Hacroswero [Ipukasa.

4. Pazmep po3HMUHON Haja0aBKU K (GAKTHYECKOHN OTITYCKHOH LEHE MPOU3BOJMUTEINS
Ha JIEKAPCTBEHHBIM Mpenapar, YCTaHOBJIECHHBIH OpraHW3alMed PO3HUYHOU TOProBIIM,
WUHUBU Y aJIbHBIM NpeANpUHUMATEIIEM u MEIMLIMHCKOMN OopraHusaliuen,
OCYIECTBIISIOMMU  pPEaNM3aluio  JICKAPCTBEHHbBIX  IIpEraparoB Ha  TEPPUTOPHUU
Pecrtybiamkun KpbiM, He JI0JIKEH [IPeBbILATH COOTBETCTBYIOUIMHM NpEAe/bHbIT pazmep
PO3HUYHON HanOaBKu, YTBEPK/ICHHBIU TTyHKTOM | HacTosuiero I Ipukasa.

5. Peanm3zauust J1I€KapCTBEHHBIX TPENAPaTOB OpraHM3alusaMHi ONTOBOW TOPIOBJN
OCYIIECTBJISIETCS ¢ OPOPMIIEHUEM TPOTOKOJIA COTJIACOBAHUA LIEH ITOCTABKU KU3HEHHO
HEOOXOJUMBIX M BKHEHIIMX JIEKQpCTBEHHBIX TMPEnaparoB 10 (GopMe, COIIacHo
npuitoxkenuto Ne 2 k Hactosiemy [lpukasy.

Peanuzanus nexkapcTBEHHLIX TMpenapaToB OpraHu3alMed pPO3ZHUYHOW TOPrOBIIW.
MHAUBUAAYATBHBLIM [IPEAIIPUHUMATENEM U MEJMIMHCKON OpraHu3aiued OCyIIeCTBIsSCTCS
IPH HAJTMYMM YKa3aHHOrO MPOTOKONa.

6. YCTaHOBUTH, UTO OKPYIJIEHHE ONTOBBIX M PO3HMUHBIX LEH [POU3BOJUTCA [0
Hestion  xonedxku. Ecam  npobnas  wacTh  KONEMKW MEHEE [OJIKONEHKH, TO OHa
orOpachIBacTcs M CyMMa CHHMXKAETCS 0 LENOW KOMEHKH, a €C/AM 3Ta 4acThb paBHa
TOJIKOIECHKY 1 O0JIbIIIE. TO CYMMa TMOBBIIIACTCS J10 LEJTOH KOIEHKN.

7. OcTaTK{ JEKAPCTBEHHbIX CPEACTB, 3aKYIUICHHBIC [0 BCTYIUICHUA B CHIIY
HACTOALErO  [IpUKasa,  [10/J1eXar  IEepEOLEHKE W pealin3yroTes  no  BHOBL
cOPMHUPOBAHHBIM TIEHAM.

8. YCTaHOBUTH, YTO MUHUMAJILHBIN 11€pUOJ1 PETrYIMPOBAHMUS COCTABJIACT | IO,

JUIs yCTaHOBJEHUs BIMSHUS Pa3MEPOB YCTAHOBJIECHHBIX HanOaBOK, peryaupyemble
OpraHu3ally, yKasaHHble B MyHKTE 2 HACTOSIICro Mpukasza, B cpok o 01 asrycra 2015
roja NpeAoCTapIsIOT B ['ocyAapcTBEHHBI KOMMUTET MO LieHaM u Tapudam Peciybinkn
KpbiM Marepuansl B COOTBETCTBUMU C «MeTOANKOW YCTAaHOBJIEHUS OpraHamu
UCTIOJIHMTENBLHOW BaacTu cyObekToB Poccuiickoit denepaliun npeneiibHbIX pasMepoB
ONTOBBIX Ha/I0ABOK U MpPECIbHBIX Pa3sMEPOB PO3ZHUYHBIX HaJA0aBOK K (PAKTUUECKHUM
OTITYCKHBIM 1I€HAM. YCTAHOBJEHHBIM HPOU3BOAMUTENSIMU JIEKAPCTBEHHBIX IIpEeNapaTos,
Ha JICKApCTBEHHBIC MpErapaThl, BKIIOUEHHbIE B DEPEYEHb KU3HEHHO HEOOXO/AMMBIX M



Ba)KHEHIIMX JIEKAPCTBEHHBIX TPENapaToBy CO BCEMHU MOATBEPXKIAOIIMMU JOKYMEHTaMU
3a nepsoe nosyroaue 2015r.

9. Ilpukas BcTymaer B cujy depe3 10 jHed co aHS ero oQUIMATBEHOTO
Oy GIMKOBAHMS.
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[Tpunoxenue Nel

k Tpukazy ['ocy1apcTBEHHOI0 KOMHUTETA
o eHaM n Tapudam Pecniybnnku Kpbim
ot «07» asrycra 2014r. Ne 4/]

[TpesenbHbBIE pa3sMepbl ONTOBbLIX HAOABOK W NPE/IE/bHBIC pazMephl POSHUUHBIX Ha10aBOK K
(haKTHUECKUM OTITYCKHBIM 1I€HAM, YCTAHOBJIEHHBIM IIPOU3BOAUTESIMU JICKAPCTBEHHBIX
TpENaparoB, Ha JEKAPCTBEHHbIE IIPEnapaThl, BKIIFOUEHHBIC B [IEPEUEHb KU3HEHHO HEOOXOIMMBbIX
1 BAXKHEHIINX JIEKAPCTBCHHBIX MPENapaToB Ha TeppuTopuu Pecnybnuku Kpbiv

[penenbubie onTorbie  |[TpeaenbHbie PO3HHUYHBIE
HanOarKH Ha/10aBKH
[leHOBBIC PPYIIIbI B LIEHAX MPOW3BOJAUTENS
K (hakTUHECKOH K (hakTHUECKOU
OTNYCKHOW HEHE OTIYCKHOH LleHe
npoussoautens, (%) npoussoauTens, (%)
J0 50 pyOaeli BKIIOUUTEABHO 15 25
cabitne 50 py6uied 10 500 pyGnedi (BKIHOUUTENLHO) 15 22
cebite S00 pybneii 15 16

L
Hpuveuanue.

Mos pakTuueckol OTNYCKHOMN LIEHOH NPON3BOAHTENS Ha JEKAPCTBEHHbIH Npenapar NoHMMaeTes LueHa (6e3 Hastora
Ha J100aBTICHHYIO CTOMMOCTb), HE TIPERBILIAKLIAS 3aPErucTPHPOBaHtytO B [ ocysapeTBeHHOM peectpe nen na KHBJITL
yKa3iblBaeMas POCCHHCKUM NPOM3BOAWTEEM NEKApCTBEHHOrO 1penapara B CONPOBOAHTENLHOR AOKYMEHTAUWK Ha TOBap,
a MHOCTPaHHBIM MPOU3BONTENEM NEKAPCTBEHHOIO Npenapara - B CONPOBOIAMTENLHOM 0KYMEHTaUMK Ha TOBAp, HA
OCHOBAHUK KOTOPON odopMiseTcs rpy30Bas TaMOKEHHAA JEK/apallns, ¢ YYCTOM PacXO/l0B, CBA3AHHBIX ¢ TAMOKECHHLIM
odopMieHHEM Fpy3a (ynaaToil TamMOKeHHbIX TOWMH M cOOpPOB 3a TamokeHHoe ogopmieHue). [lpu rom, ans
Opranu3allui ONTOBON W PO3HMUHON TOPTOBM JIEKAPCTBEHHBIMK NpEnapaTamu, NPUMEHIIOLIMX YNIPOIIEHHYIO CHCTEMY
HATOrOOGIOKEHNA WM CHCTEMY HANOrOOGNOKEHHS @ BHIE CAMHOMO HAJIOra HAa BMEHEHHBIH [0XOJ, MOJ (hakTHiecKoi
OTIMYCKHOI LeHO MPONIBOAMTENS NEKAPCTBEHHBIX CPEICTB NOHMMAETCA LIEHA C HANOTOM Ha A00aBNCHHYIO CTOWMOCTS.

B cnyuae ecnu 3akoHonaTebCTBOM TaMOKEHHOIO COK3@ HE NPELYCMOTPEHbI NCKIAPHPOBAHHE CTOUMOCTH
nepeMeILiaeMbIX Hepes TaMOKEHHYO rpaHnily Poccuiickoi deaepaliii ToBapoB, MECTOM IPOUCXOKACHUS KOTOPLIX
SABASETCA TEPPUTOPHSA FOCYIAPCTB - Y4ACTHUKOB TamMOMKEeHHOrO €033, U 0hOpMIEHHE B OTHOWRHUM UX TPY30BOH
TAMOKEHHON Jlekapaiui TaMOKeHHbIMU opradamu Poccuiickoi @esiepallnu, Noi (hakTUHECKOH OTNYCKHOM LEEHON
MHOCTPAHHOTO MPOM3BOLWTENS Ha JIEKapCTBEHHbIA npemapar MOHUMAETCs UEHA, yKasaHHas WHOCTPAHHAIM
NPOU3BOANTENIEM IEKAPCTBEHHOTO NPEnapara B CONPOBOAMTENbHON 10KYMEHTALIUH,

DopMUpOBaHHE OTMYCKHOMN LEHbl HA IEKAPCTBEHHBIA Npenapat OpraHM3auMsaMin ONToBOH TOProB/IH U (wnu)
oprain3aiysMu  pO3HMYHONW  TOPrOBAM,  MHAWBUAYAJbHbIMM  TPCARIpHHUMATENSMKU M MCAMLMHCKHUMH
OpraHu3aLMIMN OCYLIECTBAAETCA MCXOS M3 (PAKTHUECKOH OTIYCKHOM LeHbl MPON3BOAMTENS HA JICKApCTREHHbIH
nperapar, He Npesbllalolileil 3aperucTPUpOBAHHYIO UCHY, W ONTOBOH W (WAK) PO3HMUHON HanbaBoK, pasmep
KOTOPBIX He MPEBbIIACT COOTBETCTBEHHO TPEaEbHbIN pasMep ONTOBON M (W) NpeAebHbiil pasmep pO3HHYHON
Hanbaekm, ycTaHorneHHbIE B Pecnybaunke KpbiM.

Mpun  GOPMUPOBAHMM  OpraHu3alMsAMM ONTOBONW TOPTOBIM, OPraHM3auMsMu PO3HUYHON  TOProBIM,
WHIMBHYaNbHBIMK MPEANPUHUMATENAMUE 1 MEAMUMUHCKMUMHU OPTraHW3aLUaMU OTNYCKHOM LICHbI Ha JIEKAPCTBEHHbIH
npenapaT MHOCTPAHHOrO MPOU3BOAMTENA ONTOBAS M (MAW) PO3HMUYHAA HAA0ABKM MPUMEHAIOTCA K (hakTHYECKOH
OTIYCKHOH 1leHe TNPOW3BOAMTENS HA JIEKAPCTBEHHbIH Npenapar, ACKIApHUpyemMoR NpH MEpeCeucHnn TOBAPOM
TAMOKEHHOI rpaHuLbl Poccuiickoil denepalinu, ¢ yNETOM PacxoioB, CBA3AHHBIX € TAMOXKEHHbIM O(OpMICHHEM
rpy3a (TAMOKEHHBIX MOWIIMH W COOPOB 33 TaMOKEHHOE OMOPMIEHHE), HE NMPEBBILIAIOWER 3aPErHCTPUPOBAHHYIO
NPenenbHYI0 OTMYCKHYIO LEeHy NPOM3BOAMTENS Ha JTOT JekapcTBeHHbld npenapat. Ilpn sToMm (dakTinieckas
OTIYCKHAs LEHa NPOM3BOAMTENS Ha JEKAPCTBEHHbIH Npenapar, 3ajek1apupoBaHHas B WHOCTPAHHON BajioTe.
nepecunteiBaeTes B py6au no kypey LlentpansHoro Ganka Poccuiickoli @enepaunn Ha aaty obopMieHus rpy30Bo#H
TAMOKEHHON deKiapalni.

OTHeceHne NEKAPCTBEHHBIN CPEACTB K COOTBETCTBYHOILEH UEHOBOW — rpynfie B 1eHAX NPOM3BOAMTENCH
OCYLLECTBIIACTCS OE3 YUeTa Hanora Ha 100aBJEHHYH CTONMOCTD

OpraHu3ainy ONTOBO TOProOB/IM, WMEIOLLUE CTPYKTYPHbIE NOAPA3AEACHUS PO3HMUHON TOPrOBIHM, MOIYT
(POPMHUPOBATH PO3HWUHBIE LEHLI HA NEKAPCTBEHHbIE MpernapaThi ¢ NPUMEHCHUCM OLHOBPEMEHHO ONTOBOH 1
PO3HUUHON HanGaBOK K (BAKTMYECKOH OTMYCKHON LEHE MPOW3BOAMTENA Ha JIEKAapCTBEHHBIH MpEnapar, pasmep
KOTOPbIX HE N0/KEH MPEBbIIIATL MPELCTbHbIl pa3Mep ONTOBOW W MPEAENbHbIA pasMep po3HUYHONM Han0aBoK
COOTBETCTBEHHO, YCTAHOBIIEHIble B PecnyOanke KpbiM, Npu ycnoBuM BeieHMs Pa3ie/ibHOrO yuera OnTOBOH W
PO3HUYHON TOPTORAN,

W.o. [Ipeacenarena I'oeylapecTBEHHOTO KOMHTETA

f\ .
Ifo uenam n vapupam Peenydauku Kphim W O. UTOLLIUHA
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