[IPABHTEJLCTBO CBEPIVIOBCKOH OBJACTH
PETHMOHAJIBHAA SHEPTETHYECKAA KOMHCCHSA
CBEPLJIOBCKOH OBJIACTH

IMMOCTAHOBJIEHHE
: OTwQO _1_(1 L. Ne E-IIK
. Exarepunbypr

06 ymeepatcOer U npedenbHbLX pA3Mepos Had0aeoK
K KeNaM Ha 1ekapcmeenHble npenapantsl

B cooTeeTcTBEH ¢ @emepanbHpIM 3ak0oHoM oT 12 anpenst 2010 rona Ne 61-03 «06
0fpalieHnH JIeKAPCTBEHHBIX CPeACTBY, IOCTAHOBICHRAMH IMpasurenscrsa Poccuitckoi
Peaepaiuu or 07.03%1995 r. Ne 239 «Q Mepax no YNOPATOYSHHID rOCYXapCTBEHHOIO
perynuposanus ueH (Tapudom)» m or 29.10.2010 T Ne 865 «O rocynapersennom
peryIupoBaHMM LEH Ha JIEKApCTBeHHBIE IPENapaTsl, BKIOYSHABIE B INEPEYeHDb
KHMIHEHHO HeoOXOAMMBIX W BaXHeRIIMX JNEKapCTBEHHBIX IIPerapaToB», YKazom
['yGepuaropa Ceepanosekoii o61actd ot 13 Hosbps 2010 roga Ne 1067-YT' «O6
yrBepikaennH Ilonoxerus o PerHoRansHOM SHEPreTHIecKod KOMUCCHH CREP/UIORCKOH
obmactiy («OOnmacTHas raseray, 2010, 19 woabpa, Ne 412-413), PeruonaibHas
3HepreTHYecKas KoMuccHs CBepAnoBckol obnacty
IMMOCTAHOBJISIET: | :

1. VYrTBepmuth TIpefelbHBIE pPA3MEPEl ONTOBBIX ¥ NPENENbHBIE pPazMeper
po3HMYHelX Hagbasok K QaxIAMecKUM OTTYCKHBIM NEHaM TIPOMIROAMTCHECH HY
NeKapeTBEHHEIE NpelapaTel, BXIIOYEHHLIE B YEPEUEHB JKU3HCHHO HeOOXOMUMBIX H
BAKHEHLUNX neKapc:TBeHme fnperapaTos,  yTBepkIaeMulii  IIpaBuTensCTBOM .
Poccuiicko#t emepaiis (TIPUIATAIOTCA).

2. Tpu3HaTh YTPATHBIUNM CHIy NOCTaHOBIEHHE POK CeepanoBcKo# obnacty or
24.02.2010 . Ne 20-TIK «O6 yTBepKIEHHH INpelensbblX HaZ0aBOK K LeHAM HA
JeKapcTBeHHBIE CpelcTBa» («O6nacTras rasetay, 2010, 27 despana, M 61-62) ¢
W3MEHEHHAMH, BHCCEHHBIMK TocTaHoenermamu POK  CsepnioBexod obiaciu  OT
30.06.2010 r. No 75-TIK («O6nactuas razeran, 2010, 9 wions, Ne 240-241) v or
01.09.2010 1, Ne 105-TIK («O6nacTHas raseta», 2010, 4 centabpsi, Ne 319-320).

3. Kowrpons 3a BEIOJTHEHHEM HACTOAWISr0 MOCTAHOBICHUS BOINOKMTL Ua
samecTurens npeacenarenst POK Ceepanoscxoii obnactn Cobomns M.B.

4. Hacrosuiee TOCTAHOBJNEHHE BCTYMAET B CWly €O JHd OryOIHKoBanmMs B
«O6aacTHOM rasere».

Ilpencenarent PervoHa ibHOR :
AHEPreTHUECKOH KOMHCCHH %
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YTBEPXKIEHBI
llocTanoBneRHEM
P3OK Cuepinosckoit obnactu

ot 01.12.2010 . Ne 149-[1IK
Ipexenasuble pazmepst Hax6aBoK K HEHAM HA J1eKapCTBeHHBIE MPeRapaTh]

Fnasa 1. IIpeacibHble pa3Meps! ONTOBBIX H NIpeJe/bHble Pa3MePhl PO3HHIHBIX
Haa6aBoR K GAKTHUECKAM OTHYCKHbIM LleHAM NPOH3BOJHTETeH
HA JIEKAPCTBEHHbIE NPENapaThl, BKIIOYCHHBIC B lepedeHb
JH3HEHHO He06X0AMMBLIX H BaKHEHIITHX JTCKaPCTBEHHBIX NPLuapaTos,
yreepxaaembiit IpaButenncTeom Poccuiickoll Qegepaunu

Ne HamMeHOBaHEEE [IpenenpHrri
n/n paiMep
| Ham0aRKH
*h)
1 A 2 , 3.
1. TlpemenbHbie pa3sMeps! OMTOBEX HAA0aBOK K QAKTHYECKUM OTIYCKHRIM

IICHAM TTPOH3BOAMTENEH (38 HCKMIOUSHHEM JICKApCTBEHABIX NMpPEnaparos,
TpedyrLMX 0COOBIX YCNOBHA XpaHeRNA K TPAHCTIOPTHPORKH),
aubdepeHINPOBaHHEIS 10 HEHOBRIM TPyTIaMm:

10 50 pybneh BRIIOIMTENBHO 18
2. |cssime 50 py6aeit go 500 pybneH BxmoOYMTRILHO 16
1.3. | cabie 300 pyBieit 14

[IpenensHEle pasMeph! OMTOBLIX HROO0ABOK K QAKRTHYECKHM OTHYCKHBIM
1ieHaM TTpomsBoauTelel (B OTHOWEHUH IEKAPCTEEHHRIX NPeapaTos,
TpeByroumx 0COOLIX YCIORME XpaHeHHS B TPaHCIOPTHPOBKH),
nHuddepeHUPOBaKHbe IO LEHOBEIM IPYNNaM;

2.1. | zo 50 py6reil BKMOUMTEILHO 728
2.2. | ceeuue 50 pyéned mo 500 pybnedi BKAIOYHTEILHO 28
2.3, |capime 300 pybuch 28
3. TIpenebEkIE PA3MCPEl PO3HWIHBIX HaZ0ABOK K PaKTHYECKHM OTIYCKHBM

LeHaM NPOHIBOANTEICH (38 HCKMIOREHHEM IEKAPCTEEHHEIX [TPENapaTos,
TpeOyOnIHX 0co0RIX YCIOBHH XpaHeHHA B TPAHCIIOPTHUPOBKH ),
o depeHIMPOBAHHEIE IO USHOBBIM IPYIIIAM:

3.1. |mo 50 pybneit BRIIOYMTENRHO 36
3.2. |emrme 5O py6neit 1o 500 pyGaeH BKTIOYHTEALHO 27
3.3, {caenue 500 pyGnest 23
4, T1peAeLHbie pa3MepEl POSHHUUHEIX HaabaRoK K QAaKTHHECKUM OTITYCKHEIM

UCHAM Tpor3BogKTeneii (B OTHOMEHHH TEKAPCTBEHHEIX Ipenaparos,
Tpebyrotux ocobhX YCNOBHE XpalCHHA H TPARCIOPTHPORKH),
IuthdepenHPoRAHHEIC TIO LeHOBBIM TPYIIIAM:

4.1, |go 50 pyOneil BKINOYHUTE/IRHO ' 41
4.2, {cewic 50 pyfuei 10 500 pybaed BRUOUMTENLHO 38
4.3. |caaiwe 500 pyGnefi X 36
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I'napa 2, Pa3bAiCHEHHA N0 IPAMEHEHHIO ITPENeALHbIX Pa3zMepoB ONTOBBIX
H TIpeJleNLHBIX PAZMEPOB PO3HHUNBIX HAX6ABOK K GaKTHYeCKUM OTAYCKHBIM
LieHAM MPOM3BOARTE/eH Ha JIEKAPCTBEHHEIE IPeNapaThl, BKIYEHHBIC B nepeyeHsn
AKH3HEHHO HeOGXOAUMEIX H BAKHEKUINX NeKaPCTBCHHBIX npenaparos,
yTBepiaaemblii Ilpaparenscreom Poceniickoit ®egepanun

1. llpenensHble pasMephl ONTOBLIX K MPENEeTbHRIe PA3MEPE! POIHHYHEIX HaXBaBok
K (QAaKTHISCKUM OTIYCKHBIM LEHAM NPOH3BONMTENcH Ha NeKAPCTBEHHSIE Nperaparsi
(manee - HanGaBKK) PaCHPOCTPAHAIOTCA Ha BCe CYGLEKTEl OGPAILEHMA NeKapCTBEHHSIX
CPeICTs, peaTusylollue Ha Teppuroprr CBepANOBCKO# 06nacTé JekapcTBeHHbIe
Openapathl, BKIXOUEHHBIE B [lepedeHb Ku3HeHHO HeOOXOUMMEIX H  BaXHEHIIYX
JIeKapCTBEHHBIX Npenaparos, yTaepxaaeMst [IpaButeiictBoM Pocoutickol Peneparuu
(manee - TlepeweHs IKH3HEHHO HeOOXOXMMBIX W  BaXKHEH mIHNX NICKapCTBEHHBIX
IpenaparoB).

2. Hap6aBku pacripocTpaHAIOTCA Ha BCE HEKAPCTBERHEIE TIPENapartsl, BKITIOYEHHDIE
B [lepedens KU3HEHHO HEOOXOMMMEIX H BAXHEHIUHX IEKAPCTBEHHbIX IIPeNIapaTos, B T.4.
peamH3yeMble B KauecTBE MHIPEJHEHTOB B COCTAaBE JIeKapCTBEHHBIX penaparos,
M3rOTABIKBACMBIX B AITEYHBIX OPTAHU3ALMAX I10 pelenTaM Bpauel Him TpeGOBAHHAM
YYPSKOSHUH 3paBooxpaHeHus,

3. Hanbapxy ABNAIOTCA MPENENBHEIMH MAKCHMAILHBIMH H MOTYT HOUHKATHCA
cyObekTaMy obpallieHNns NEKapCTBeHHBIX CPENCTB CaMOCTOS TCIbHO.

Ilpn ompenenemuy BenHYMHHE HagGaBKM ClemyeT YYHTBIBATE, HTO UEHB
MPOM3BOAUTENS B LEHOBRIX Tpymmax raBel 1 ykasaHsr 6e3 ywera Hanora nHa
J00aBIeHHYIO CTOMMOCTb.

4. B Hanbapkax y4TeHE! BCe PacXOMbl, CBA3AHHBIE C 34KYNOM M peanusauuei
JIEXAPCTBEHHBIX IMPETAPATOB, B COOTBETCTBHM ¢ NEHCTBYIOLIMM 3aKOHOAATELCTROM
Poccniickoint @epepaumn.

3. OtnmyckHble (ONTOBBIE) JI POSHHYHBIE LEHBI GOPMHUPYIOTCS ¢ IIPUMEHCHHEM
COOTBETCTBYIOIMX HAA0aBOK K (aKTHYECKHM OTIIYCKHLIM 1[eHAM [IPOH3BOANTCIER Ha
NCKAPCTBEHHBIE  NPEMapaTsl, HE  NPEBBIUAIOIIMM  3aperHCTPHPOBAHHLIX B
YyCTEHOBIEHHOM MOPSJIKE.

Ipu stoM QOpMUPOBAHHE POSHHYHBIX LEH WA JIEKAPCTBEHHEIE Hpenaparsi,
MONMyYeHHble OT OpraHM3alMM  ONTOROH  TOPrOBIH, OCYLUECTBIAETCS  NyTeM
CYMMEPOBaHHA IIEHBl HX NPHOOPETCHHA y ONTOBOM OpPraHM3allde H PO3HMYHOMN
HanOaBKH, HE BBINIE YcTaHOBIeHHOM B CBepANOBCKOM 06nacTH, HCMHCTEHHONW oT
$axTHUecKoif OTITYCKHOH UEHBI IIPOU3BOXMTENSA JIeKApCTBEHHOrO nperapara, He
IIPEBRINAIOLIeN 3aperHCTpHPORAHHOM,

6. OnroBbie HaxOaBKM, MPEMYCMOTPeHHBIE HosuuMsamu 1.1. - 2.3, wasw 1,
NPUMEHAIOTCS IpH (hOpPMHUPOBAHHH OTIMYCKHBIX ueH OPravH3aLnsiMH,
OCYMIECTBIAMIOWHME  PEealH3alMio  JIeKAPCTBEHHBIX TIPEIIAPATOB, BKIIOYEHHBIX B
[lepeveHs XU3HEHHO HEOOXOAMMBIX H Ba)KHEHIIMX NCKAapCTBEHHBIX [IPENApaToB, BCEM
noTpebuTensaM, Kpome HaceneHu.

7. BenuuwHEI ONTOBBIX HaNDABOK, YKasaHHbIE B rnane |, BKIHOUAIOT BEJMUUTLY
HamGaBK¥ ONTOBbIX Oprauu3alHi, OCYIECTRASIOUIMX  HOCTABKY  JCKAPCTBCHHbIX
TpenapaToB, BKNIOUEHHLIX B [IepCcUcHE KHU3HEHNO HeoOXONMMBIX W BaxncHilmx
JIEKapCTBEHHBIX TIPEMaparen, OT NMPOH3BOZUTENS (TAMOKEHHOW rpanulibl Poccuitckoit
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Qenepanuu) 10 cydnekTa Poccuiickoit ‘Oefepanyu u BEAYLIUX CBOKO AeATENLHOCTD Ha
TEPPUTOPUH HECKONBKMX CyObexToB Poccuitckoii Penepanun.

BenuupHel  OITOBBIX Hanﬁaaog‘“ ONTOBLIX OpraHM3anmii, OCYUISCTRIAIOIINX
HOCTABKY JEKBPCTBEHMEIX IIPENAPATOR OT HPOM3BORMTENS (TAMOMKEHHOH IpaHmiEI
Poceudickoit ®emepaunu) mo cybvexta Poccmitcxoi Pefepanun ¥ Beoymmx CBOKO
ACATENLHOCTE HA TePPUTOPHM HECKOMBKUX cybnexToB Poccutickoil Qenepanun,
nmpuBefiens: B [IpunokeHun 1 k MeToguke onpeseneHus Opraamu HCNONHATENbHOMN
Bractu cyOpexroB Poccuickolt Denepanu npedelNsHEX ONTOBRIX U MpeaenbHbIX
PO3HMYHEIX Haf0aBOK X (aKTHYECKMM OTIMYCKHEIM leHaM NPOH3BOANATENER Ha
XU3HEHHO HeoOXOAWMBIE H BaXHeHIIMEe JeKapcTREeHHbIE CpedCTBa, YTBEPKIECHHO
npukazoM OCT Poceum or 11.12.2009 1, Ne 442-a,

8. CyMma ONTOBEIX Han0aBOK BCeX OpraHH3auMit ONTOBOH TOPTOBITH,
YHaCTBYIOLMX B peanusallii Ha Tepputopum Ceepanosckolt obnacty NeKapCTBEHHBIX
MPenaparos, BKIOWEHHBIX B IlepedeHs JKH3HEHHO HEOOXOAMMBIX W BayKHEMUINX
JIeKAPCTBEHHLIX IPENIapaToB, He JOMKHA TPEBBIWATE COOTBETCTBYIOIHH Npee/IbHELA
pasMep onToBoMH Hanbasky, yoTaHOBIEH N B CBEpITOBCKON 0671acTH.

9. Ilpenenerrte pasmeps pOHHUMEIX HaAGABOK, MPEeXyCMOTPEHHbE TIO3HLMAMH
3.1. - 4.3. rmasw1 |, DpuMeHSEOTCS TIpH BOPMEPOBAHUK PO3HHYHEIX UCH IOPHOMIECKUMHI
THIAMW ¥ UHIMBWAYANBHBIMH NPeANPUHUMATENAMY, HMEIOUIMMHE JIHOCHIMIO Ha
OCYINeCTRICHHE (bapMAleBTUYECKON HeATENBHOCTH, OCYUISCTBILIOUIHME POZHHYHYIO
TOPrOBMIO JIEKAPCTBCHHEIMH TIPENapaTaMi, EKIIOYEHHBIMHM B Ilepevens jxu3HeHHO
HEOOXONMMBIX ¥ BaKHERIIHX JIEKapCTBéHH_HX. TIpernapaToB. ‘

10. OTnycKHBIE W POSHHYHBIE LEHB! Ha TeKapCTBEeHHbIE Tpenaparsl, HONyYeHHEIE
OT MPOM3BOAMTENS CO CKMAKaMM, QOPMUPYIOTCA ¢ NpHMEHeHHEM YCTAHOBASHHEIX
HanfaBox K (akTHYecKHM OTMyCKHBIM LEHAaM MpOM3BOAMTENEH Ha NCKapPCTBEHHBIE
Ipenaparel (He MPEBLINAOMMM 3APETHCTPHPOBAHHBIX B YCTAHOBIEHHOM nopsgxe),
YMEHBIIEHHBIM Ha BETHYMHY CKUAKH.

1. PosHuuHBle DeHBI Ha JCKapCTBEHHEIE [IPEMAPATH, H3COTABTMBAEMbIE
anTeUHBIMK OPTEHM3ALMAMK, GOPMHPYIOTCS MCXONS M3 CTOMMOCTH MHIPEXUEHTOB 11O
POHUYMBIM LUeHAM, YITAKOBKM ¥ TapH(OB HA M3rOTOB/ICHHUE.

PosuuyHEle LEHBI HAa JeKapCTBEHHBI® NPENApaTtsl, pealu3yeMble B KAYECTBO
MHTPSAUEHTOB B COCTaBe JIEKAPCTBEHHBIX TIPENApaTOB, U3rOTABTHBASMBIX B AIITEYHBIX
OpraHH3alHAX TI0 peuenTaMm Bpadel MM "r'peES'OBaHHSIM YUPSRKACHUA 34paBoOXpaHe s,
opmMupylOTCS ¢ [PUMEHEHUEM IPeASIBHBIX PHSMEPOB DPOHMYHBIX HAIGABOK,
IPENyCMOTPEHHEIX B ITaBe 1, K QaKTHYECKUM OTIYCKHBIM LEHAM IPOMIBOTHTENeH Ha
NeKapCTBEHHEIE  NPEnapaThl, HE  NPERBIWAIIAM  3APECHCTPHPOBAHHEIX B
YCTAHOBIEHHOM MOPAIKE.

12, Peanuzauus MpoM3BOIMTEIEM, OPTaHM3ANMEH OMTOBOM TOPTOBAM, alTEYHON
OpraHu3zalyedl JeKApCTBEHHBIX NPENapaToB, BKMOYEHHHIX B [lepeuens XKuU3HEHHO
HEOOXOOMMBIX ¥ BAaXHEAWIMX JEKAPCTBEHHEIX NpCTIAPATOB, OCYLIECTBIAETCA ¢
obsizarensp  0QOPMICHHEM IIPOTOKOMA COTVIACOBAHHA LCH IOCTABKH IKM3HEHHO
HEOOXOAMMbIX W Ba)XHEHUIAX NEKAPCTBEHHBIX IIPETapatos 1o GopMe, YTBEPXIeHHOH
nocra”oBneHyeM Ipasurenbersa Pocecuiiexoit @enepaunn o 08.08.2009 r. Ne 654,

Mopma NpoTOKOIA COMNIACOBAHMSA LEH SRASETCH THMOROW. IIpn HeobxoMMOCTH
OPrANMIALIMKM, PEATUIYIOUINe NEKAPCTBEHHBIE NPENapaThl, MOTYT NPedyCMATPHBATL R
YKAZAHNOM  [IPOTOKOJIC  JONOMHHTENIBHBIE TIpadui. llpn Hrom  uanuume HTaHHbIX,
YKAQ3BHHBIX B THIIOROI (OPME LIPOTOKOAA, ABIMEICSH 00834TCABILIM,



13. K nexapersesus npenapataM, Tpebyrowmm 0Co0BIX yCaoBuit XpaHeHus
TPaHCHOOPTHPOBKH, OTHOCATCH HAPKOTHYECKHE CpeNcTsa, ICHXQTPONHbIE BelleCTERa,
BHeceHHbIe B Crucku II, ITI B cooTBeTCTBIE ¢ PeaepaIbHEIM 3aKOHOM OT 8 sHuBaps 1998
roga Ne 3-03 «O HapKOTHYeCKMX CPeNCTBAX ¥ I[ICHXOTPONHEIX BELICCTBAXY,
 CHTIPHORESHCTBYIONIME W ANOBUTHIE BEILECTBA, BXOAAMIME B CIHCKH, YTBEPKACHHBIE
nocraHoBneHueM IIpaButenncTBa Poccmitickoit @emepamim, u waxomsmmecs 110/
MEIyHAPOIHEIM KOHTPOJIEM, a TaKAKe JIEKAPCTBEHHBIE IIPEemapathl, HOMJIEKALAE B
YCTAaHOBIEHHOM  MOPSAIKE npeamemmxonmecmemoMy YHETY ¥ COUCPXKAILKC
AOBUTEIE H CHJIBHOAEHCTBYIOINME BEIeCTBA, HAXOMAIIMECH MOJ MEXIYHapOIHEIM
KOHTPOIIeM. |



