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OtBerhl Ha HanboJiee 9AaCTO 3alaBaeMble BOIPOCHI, Kacaloluecs Bbl-
noiHeHus nocranosienns IpaBureascrBa Poccniickoit ®@exepanuu or
08.08.2009 Ne654 «O coBepmeHCTBOBAHHHE IOCYAapPCTBEHHOI'0 peryJIHpoBaHuUs
I{eH HA XKH3HEHHO He00XOAUMbIe H BajKHEHIIIHE JIeKaPCTBEHHBIE CPEACTBAY,
MeToanKH onpeaejieHHs NPeAeJIbHOH OTIYCKHOMH IeHbI NIPOM3BOAUTENISA HA
JKA3HEHHO HEOOXOAUMBbIE H BaskHeiilue JekapcTBeHHRbIe cpeacTBa 0 MeToan-
KH ONpe/e/IeHus OPraHaMH UCIOJTHATENLHOH BiaacTH cyonexToB Poccniickoi
deepanun NpeleIbLHBIX ONTOBLIX H PO3HHIHBIX HA16aBOK K GaKTHIECKAM
OTHYCKHBIM [EHAM IPOM3BOXHTE/IeH HA )KM3HEHHO HeoOX0AAMbIE H BaXHei-
[ue JieKapcTBeHHbIE CPEACTBA

denepanbuas ciryxba o Haa30py B chepe 3APaBOOXPAHEHUS U COLUAIBHOTO
pasuThs u ®enepanbhas ciyx6a no Tapudam oGoOMKIK BOIPOCH! 110 HeHoo0pa-
30BaHUIO HA >XKU3HEHHO HEOOXOJMMEIE W Ba)KHEHIINE JIEKapCTBEHHBIE CPEICTBA
(OKHBJIC), monyveHHbIe OT yYaCTHHKOB (apMareBTHYeCKOro PhIHKA B IMHCHMEH-
HOM BHJIE ¥ BO BpeMs IpoBeJleHNs coemanuii 21-22 suBaps 2010 r., ¥ DOBOOAT HO
CBEIIEHMS BCEX 3aMHTEPECOBAHHEIX CTOPOH CIEIYIONIYIO HHPOPMAIHIO.

1. Kakne J0KyMeHTHI H (JopMBbI TPeOyeTcs NPEeAOCTaABHTH VIS peracrpa-
IHH Ipeie/IbHOH OTIYCKHO# IeHbl OPOH3BOAMTENA?
e 3asgBIeHHE O PErHCTPAIMy IpeenbHo oTryckHok nenst Ha XXHBJIC.
e Komuio JOKyMeHTa, MOATBEPKAAIOIIEr0 HAJIMYNe JTULEH3UH Ha IIPOU3BOJICTBO
JIeKapCTBEHHOTO CPEACTBa (NS OTeYeCTBEHHBIX Npom3spoxuTtencii); Komwmro
cepTuuKaTa GapMaleBTHUECKOro MpoayKTa (Il MHOCTPAHHBIX IPOM3BO/IN-

TEJEH ).




Konuio perucTpanioHHOro yI0CTOBEPEHHUS Ha JICKapCTBEHHOE CPECTBO.

e Jlannsie o MHH u nmpucBanBaeMoM IPOU3BOJUTENEM IIPH COCYNapPCTBEHHOH
PETHCTpPaldl B YCTAHOBJICHHOM MOPsAAKE HAWMEHOBAHMH JIEKAPCTBEHHOTO
CpeJicTBa, KOJE JIEKapCTBEHHOI'O CPE/CTBA B COOTBETCTBHH C NEHCTBYIOIIEH B
Poccuiickoit @enepanuu Kiaccuduxanueii, GpopMe BBITyCKa, TO3UPOBKE, KO-
JUYeCcTBE B IIOTPEOUTENBCKOM yIaKOBKE U IITPUX-KOJE.

o JlanHbie 06 00beMax OTIPY3KH/BBO3a JIEKAPCTBEHHBIX CPEACTB, IOCTYIIABIINX
B oOpallieHre Ha POCCHIACKHH PBIHOK.

e (O60OCHOBaHME OTEYECTBEHHBLIM 3asBHUTENIEM IIpENEeNbHON OTIYCKHOH IICHHI B
pyOIIX 33 eNUHUIY MPOXYKUHH (IIOTPEOHMTENBCKYIO YNAaKOBKY) Ha YCIOBHAX
«hpaHKO-CKIIa IPEANPUITH» Oe3 yueTa Hajora Ha JOOaBIeHHYI0 CTOAMOCTD.
O6ocHoBaHME 3apyOEKHBIM POU3BOIHTENEM IPENEIbHON OTIYCKHOW LEHBI
3a eAMHMILY TPOMYKIHMH (OTPEOUTENBCKYIO YIIaKOBKY) Ha YCIIOBUSAX IIOCTaB-
Ka 6e3 omiaThl IOULIUHBD ¢ JoOaBIeHHEM PAacXOOB Ha TaMOXeHHOe ohopM-
JeHre rpysa (yIjiaTa TaMOXXEHHBIX HOIUIHH B cOOPOB 3a TAMOXEHHOE 0hOopM-
neHue), 6e3 ydera Hajora Ha J0OaBICHHYIO CTOMMOCTD.

o JIOBEpEHHOCTH Ha IIPaBO PETHCTPAlUK NPENEIbHON OTILYCKHOH ICHBI, IIpeJioc-
TaBJIEHUS HEOOXOIMMBIX JOKYMEHTOB M (OpM, NOANHUCHA TOKYMEHTOB, IOIY-
yeHHs BBIACKU M3 IIPHKa3a O perucrpainuu. J(OBEpeHHOCTh IpHU caade AOKY-
MEHTOB M (OpM HE HY)KHA, €CIU OHHM IOIMCAHBl PYKOBOAUTEIEM Ipennpu-
SITUSL.

Bce noKyMeHTHI B GOpMBI IPEIOCTABIIIOTCA B 2 3K3eMILIApax Ha GyMaxHOM
HOCHTeJIe U B SeKTpoHHOM BHjie. CBeieHus 0 PaKTHIECKUX OTIYCKHBIX (BBO3HBIX)
1eHax 3a Bropoe moixyrogue 2009 r. mpemoCTaBiAIOTCS B JJICKTPOHHOM BUIE, B
¢opmare, TpedyCMOTPEHHBIM Uil mpoekTa «MOHHTOPHHI OTIYCKHBIX II€H Ha
KHBJIC» umn «Monutopunr BBo3HbIX IeH Ha JKHBJIC», cooTBeTCTBEHHO, Ha
caiite www.rznd.ru. Eciu mIpon3BOoIUTENh YKa3bIBaeT HE BCE OTIPY3KH, HE BECH
BB03 JKHBJIC - 3T0 03Ha4YaeT IpefocTaBlICHHE HETOCTOBEPHBIX JAHHBIX H MOXET
CIIYXKATh OCHOBaHHEM JUIA OTKa3a B PETHCTpaIyy LEH.

Ipu 3amonHeHuH OpriIoxeHds NoS yKa3bIBaloTCS 1IEHBI BO BCEX CTpaHax, U3
qpCIIA IEPEYNCICHHBIX B IPIIIOKEeHHA Neb K METO/IuKe, I/ie 3asBIIIEMON K PEeruct-
- palMy IpeeNbHOM OTIYCKHOM IIEHBI IIpenapar NPUCYTCTBYeT Ha pbIHKe. JlokymeH-
TOB, OITBEPKAAIOIINX [EHBI B peepeHTHBIX CTpaHaX, NPEIOCTaBIATh He Tpely-
eTcH.

2. YT0 CYHTATH OPHTHHAJIBHBLIM H BOCHPOH3BEACHHBIM JIEKAPCTBCHHBIM
cpeacrBom?

Hcxonsa u3 ompereiieHys, qanHoro B OenepalibHOM 3aKOHE OT 22.06.1998
Ne6-D3 «O nekapCTBEHHBIX CPEACTBAX» BOCIPOM3BEICHHBIM NpellapaTaM, OpUru-
HabHBIMU IpENapaTaMH sBIIAIOTCA JEKapCTBEHHbLIE CPEICTBa, Ha KOTOPBIE NEUCT-
BYIOT HCKIIOUUTENbHbIC IIATEHTHEIE 1IpaBa, T.e. AefCTByIomee BelIeCTBO KOTOPBIX
(MoJIeKyJa) 3aIAINEHO IaTEHTOM.

JUIs perucTpaiy NpeNesbHbIX OTIyCKHBIX IleH Ha opuruHainsHble JKHBJIC
OTedeCTBEHHBIN 3asgBUTENb 3anoinageT npmiokerus Ne2 u Ne3 k Mertoauke, a uHO-
cTpaHHbii - nprnoxenne NeS. [penensHas neHa JUis NPENapaToB, HAXOAUBIIAXCS



Ha pBIHKE, HE MOXeT OBITh 0OJbIIle YeM MUHHMAlbHAS [ICHA B IPYTHX CTPaHAX WK
cpelHeB3BelNeHHas NeHa HaKTHIeCcKoro OTIycKa (BB03a) 3a IIPEABIAYIIIe [I0JIroa.

3. IlocraBka ZKHBJIC moxeTr NpOH3BOAMTLCH 10 Pa3HLIM LI€eHAM B 3aBH-
CHMOCTH OT HpejHa3HaueHus (MOCTABKAa 32 CYeT MEKIYHapPOAHBIX ¢OHIOB,
IOCTABKA MJISi HAIIHOHAJBHEIX MPOrpaMM, OCTABKA JJIsl KOMMepYecKoii npo-
naxu). Kakne nocTaBkd BKJIIOYATE ISl PacieTa Cpe/lHeB3BeIIeHHBIX IeH?

Jina mojpcuyeTa CpPEOHEB3BELICHHBIX IE€H MCIIONB3YIOTCA BCE IIOCTaBKU
YKHBJIC BHE 3aBHCHMMOCTH OT NpefHa3HaueHud. 13 obmero xonmu4ecTBa MCKIO-
YarOTCsl IIOCTABKH, OCYIIECTBIICHHBIE B paMKaxX Pa3iM4YHBIX BHIAOB TyMaHUTapHOM
TTOMOIIIH.

4. Bo3MOXHBI JIM KaKHe-JIH00 OTKIOHEHHH B HANHCAHHH JIEKAPCTBEH-
HbIX ()OpPM B PerHCTPAIHOHHBLIX Y/0CTOBEPEHHUSIX, HECMOTPSA HA HAJIMIHE KO-
TOPBLIX Ipenaparsl Bee paBHO GyAyT oTHecensl k nepeanio JKHBJIC?

INpeawpiaymias npaktruka perucrpanuu nen Ha JXHBJIC nokasana, 4ro B psae
CTy4aeB BO3MOXHBI Pa3HOUYTCHHS MEOXKAY HalHCaHHeM JIEKapCTBEHHBIX GopM, yKa-
3aHHBIX B pacnopsoxennn IIpaButenscta Poccuiickoit ®enepauun ot 30.12.2009
No2135-p u npenaparos, oTHeceHHBIX Poc3apaBHagzopom k yucity XXHBJIIC.

Nns ¢opmuposanus [lepeuns XHBJIC ucmonp3oBanack HHGOpManms, co-
nepXKamasics B COOTBETCTBYIOINHX pPa3flelaX PETHCTPalMOHHBIX YIOCTOBEPEHHUH,
IefCTBOBABIINX B TOT MOMEHT BPEMEHH.

B mpoiuecce monrsepkacHAA NelicTBus PY (B TOM 4uclie M IIpH BHECEHUH
Pa3IMYHOro poia M3MEHEHHH) BO3MOXHO YyTOYHEHHE HAlMCAaHUs TOH MM WHON
nexdopmpl. Hampumep, BMecTO TableTKH, IOKPHITOH OOOJIOYKOM, MOABISETCS
yTOYHEHHUE — TabJETKH, MOKPHIThIE ILICHOYHOW 060NI0YKON, BMECTO PacTBOD Uil
AHBEKIMIA — pacTBOP i1 BHYTPUMBIIIEYHOr0 X BHYTPHBEHHOTO BBEACHUS. 2

ITpu perucTpaunu eHsl Ha 2010 r. oxXunaeMplii ypoBeHb HHOIIALNA HE YIu-
THIBa€TCS.

IIpu popmuposanuu cnrckos JKHBJIC o ToprosbiM HauMeHOBaHHAM Poc3-
ApaBHAN30p OyAeT UCXOAUTH U3 CMBICIIOBOIO HAIIONHEHHS NPUBEJICHHBIX B Paclo-
psoKeHuH J1eKGopM.

5. Kak npon3BoguTcsi 000CHOBAHHE TPAHCHOPTHHIX PAacXo/0B HPH pers-
CTPAI[AH JIEKAPCTBEHHBIX CPEACTB HHOCTPAHHBIX NPOH3BOAHTE ICH

HudopManys 00 TPAHCIIOPTHBIM PacxolaM IpefOCTaBIIeTCs B MPOU3BOIb-
"ol ¢hopmMe, B IFOOOM yTOOHOM ISl 3aBUTEINIA BALE.

6. Ornocsitest an k JKHBJIC npenaparbl, ondcannbie Bo 2 xoaonke Ile-
pedns, Hanpumep, [lanaBepuH, a TaiKe HAbIE CYJIb(aHHIAMAIB B KOMOHHA-
IHEH ¢ TPAMETONPHMOM 3a MCKJIIOUeHHEM KO-TPpHMOoKca3oaa?

B pacnopsxenun IIpaBurenscrsa Poccumiickoit @epepamuu Ne2135-p or
30.12.2009 wucronp30BaHA MHOIOYPOBHEBas CIPYKTypa AHATOMO-XHMHYECKHU-
TepameBTHIECKo! KiaccH®HKaAIHK, BKIIOYAOIEeH B ce0s, B TOM YHCIIe M pa3yind-
HBle KaccuuIupylomue TpusHaku. Berpeuaronuecs B [epedre Bo BTopoii rpade
«AHATOMO-TepaneBTHYecKO-xumMudeckas knaccupukanus (ATX)» onmcanus Tuna
«KOMOWHHPOBaHHBIE MPENAPATH...... » U «IaliaBeprH ¥ ero MpOU3BOJHBIEN ClIENy-
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eT pacleHHBaTh KaK KJIaCCHQHIHPYIONYIO XapakTepUCTUKY HPENapaToB, yKa3aH-
HEX B 3 rpade «JlekapcTBeHHBIE CpeCTBa», B JAaHHOM ciiydae mpemnaparoB «Ko-
TPEMOKCA30/» U «JIpOTaBeprH», COOTBETCTBEHHO. Takum oOpasoM, K KHBIJIC ot-
HOCATCS MMEHHO 3TH IpenapaTsl, a He JEoOble BO3MOXHEIE KOMOMHAIMHU CyJibda-
HUJIAMHIOB C TPHMETOIPEMOM, @ U3 IPOU3BOJHEIX TallaBepUHa — TOJNBKO JlpoTaBe-
pHH.

Ecnu B Tperbeii rpade «JlekapcTBEHHBIE CPENCTBAY YKa3aHO HE KOHKPETHO®
MHH, a nHa3BaHHe, o6beAUHAIONIEE B ce0s psil NeHCTBYIOIMX Ha3BaHUH («rpynnu-
POBOYHOEY», HAIPUMED, SHO3THH, HHTEphEpoH anbda, AEKCTpaH), TO K IePEUHIo
YXHBJIC oTHOCSTCS BCe IIpenaparsl, 00BbeAUHEHHLIE COOTBETCTBYIOINUM IpPYyTIIN-
POBOYHBIM Ha3BaHWeM (HAIpUMep, B TPYIILY SMO3THHBEI BXOAT DHOITHH aibda,
SmosTHH Geta, DH0ATHH 6eTa [METOKCUITONMATHIIEHTTINKOIb], Jlap63mosTis anbda,
a B rpynmy unTepdepoHa anbda BXonaT anmbbal u anbdha 2 MHTEPHEPOHE).

7. Kakne ¢GopMbI 3aN0HSIOTCH AJS PerdcTpanuH HeHbl Ha Ipenapar,
Haxoasmuiics Ha (GapManeBTHYECKOM pBIHKE, HO He NOcTaBasBmmiics (me
oTIycKaBIIMiics/He BBO3UBIIAIiCA) 32 OTIETHBIH mepuoa?

Ecnu mpemapar Haxoqutcs Ha (apManeBTHYECKOM phIHKe Poccuiickod De-
Jepaliuy, HO He BBO3UIICS 3@ OTUETHBIH mepuoA (a1 peructpauuu ned Ha 2010 rox
B Mertomuxe oH ompenenen ¢ 1 utons mo 31 nexabpst 2009 r.), 3anonHA0TCS Pop-
MEI, IpeIyCMOTpEHHbIE AJ BIIEpBhIE BBO3UMOTO Ipemnapara. AHAIOTHYHO 3aloi-
HIOTCS (POPMBI, TIPeyCMOTPEHHBIE JJId BIEPBBIE BBO3MMOIO Ipenapara, py No-
Jade JOKYMEHTOB Ha PETHCTPALIO IEHB] HA HOBBIY BU]| YIIaKOBKH.

8. MoxeT Ji1 NPOH3BOAHTE/b 3aiBHTh JJIst PEerHCTPAaldH LEeHy npenapa-
T4, NPEBLIIIAIIIYI0 CPeXHEB3BEHICHHYIO IeHY OTIyCKa (BBO32) OTYETHOrO Me-
pHOAa, eCJIM B IIAHOBOM IEPHO/ie NPEAyCMATPHBAETCH YBEIHICHHE €ro cebe-
croaMocTH?

VTBepKIAEeHHAA METOAMKA, JaXe IPH OOBEKTUBHBIX NPHUYMHAX YBEIUUCHUS
croumocth JXHBJIC B 2010 r. 110 CpaBHEHHIO CO CPEIHEB3BEIICHHBIMH 1I€HaAMHU OT-
YeTHOTO IepHoa (POCT CTOMMOCTH CyOCTaHIMi, pOCT aKIA30B Ha CHUPT, CTOUMO-
CTHM BCIOMOTATEJBHBIX BEIIECTB, SHEPrOHOCHTENeH, apeHIHON IIaTel U T.A.), HE
npeaycMaTpruBaeT BO3MOXXHOCTh perucTpalui OoJlee BEICOKOH IIE€HBI, B CHILY YETO B
nonoOHBIX ciaydasx PocsapaBHan3op Oy[eT BEIHY)XIEH OTKasaTh B PErHCTpaluy
II€H.

9. Kaxas neHa B KadecTBe DpelebHOH OTHYCKHO# NeHbI 0yaeT 3apern-
CTPHpPOBAHA /UIsl IPENapaToB, He MOCTYNABIIHX Ha ¢GapManeBTHYCCKHH pbI-
HOK 332 OTYeTHBIH MepHOA — CpPeJHEeB3BeNIeHHAs HeHA (PaKTHIECKOro OTHyCcKa
AJIE MEHEMAJbHAs IeHa B pedpepeHTHRIX cTpaHax?

Ipunoxenne Ne5 o 060CHOBAHHIO EHE! IPOU3BOAUTEILL 3apyOEKHOT0 OpH-
THHAJIBHOTO Hperiapara, HOCTYIABIIero 3a OTUETHBIA Mepron B Poccuio, COmepKHT
JaHHbIE [0 IIeHaM Ha 3TOT IpenapaT B peepeHTHEIX CTPaHax, a TakKe CBEACHHs O
CpeHeB3BeNIeHHBIX lieHax (aKTHIeCKoTo BBO3a Ipenapara B Poccuro. Peructpu-
poBaThCs OyleT HaMMEHbIIAs M3 OTHX IIeH, T.C. €CJIH MEHBIIe LeHa B KaKo#-mbo
cTpaHe (C y4eTOM TaMOXEHHBIX IUIaTexed, oGOpMIeHHS ¥ TPaHCIIOPTHEIX pacxo-



JIOB), TO perucTpupoBaThes OyzneT ona. Ecnu Oblia MeHbIIe CpeHEB3BEIICHHAS Tie-
Ha BBO3a, TO 3apErUCTpUpOBaHa OyJeT oHa.

10. Koraa HauHHAIOT AeiicTBOBATH NpeejibHbie OTIYCKHbIE NeHbl, 0Iy0-
AEKoBaHHBIC B PeecTpe nen: ¢ AaThl nybaakanuu PeecTpa WM 4epe3 KaKoe-
TO Bpemsa?

Bce 1meHsl, BKIIOUYaeMble B PeecTp mpenenbHBIX OTIYCKHBIX II€H, JEHCTBYIOT
eme 0 onybnukoBanuss Peectpa Ha calite (C MOMEHTa MOMMUCAHUSA COOTBETCT-
BYFOITIETO IPHKa3a O PErMCTPALiy IpeebHOM oTHycKHOH nensl). OyHkuueid Pee-
CTpa TpeNelbHBIX OTIYCKHBIX IIE€H, BIPOUYEM KakK H JIIOOOro peecrpa, sBISETCs Ky-
MyJISIHA CBENEHHi U B yIo6HOH dopme noBenenrs HHGOPMAIMY 10 CBEIECHHH I10-
TpebuTens.

Peructpupyemas no 2011 r. BayioTHas IIeHa IEPECYMTHIBAETCA B pyOInM Ha
mary ny6mukanuu Peectpa, IpH 3TOM CIEAyeT YYHTHIBaTh, YTO HaxTUUeCKas leHa
BBO3a HE JIOJDKHA MIPEBHINIATH 3aPETUCTPUPOBAHHYIO NMPENEIbHYIO OTIIYCKHYIO HIEHY
B BaJIOTe, a pyOJieBas 1eHa, KOTOpas B IPHHIHIIE MOXET OBITh M BBIIE PEECTpPO-
BO#i, onpenenserca no kypey LlentpansHoro 6anka Poccun Ha mary odopmienus
IPy30BOii TAMOXKEHHOH JeKJIapalliu.

11. C xaxoM natel aeiicTByer pacunopspkenne IlpasurenncrBa Poccuii-
ckoii ®exepanuu ot 30.12.2009 Ne2135-p?

B cootserctuu ¢ deepaibHBIM KOHCTUTYIIUOHHBIM 3aKOHOM oT 17.12.1997
Ne2-®K3 pacnopsokernue IIpaButenscrsa Poccuiickoi @enepanuu NeHCTBYET ¢ na-
THI €0 noauucanus, T.e. ¢ 30 mexabps 2009 r.

12. JeiicrByer a4 ceiigac Peecrp nen, ony6ankoBanHbiii B okTadpe 2009
r.? B o g :
Hert, nocne BrIxona pacrnopsokenus Ilpasurenscrsa Poccniickoii ®enepauun
ot 30.12.2009 Ne2135-p m Metonuku onpenencHus IpeAclbHBIX OTILYCKHBIX II€H
npousonureneii Ha JXHBJIC Bce LeHBI, 3apeTHCTPUPOBAHHBIE BO HCIIOJHEHHE
npenpinymero pacnopsbkenus IIpasurenscrBa Poccuiickont Denepanuu  OT
29.03.2007 Ne376-p u 6e3 UCIIONIB30BaHKs METOJOB ONpeNeeHus IIPeeIbHON oT-
IyCKHOM IeHBI IPOU3BOIUTENA, IPEyCMOTPEHHBIX B METOAWKE, CTalld HeleHcT-
BYIOIMH.

13. Ha xakoM caiiTe H ¢ KaKoil NepHOAHYHOCTLIO OyAeT OOHOBIATLCH
HHE(POPMANHS O HOBLIX 3aperHCTPHPOBaHHBLIX HeHax Ha ZKHBJIC?
EsxeMecsuno, He no3gaee 15 uncna. Caiit www.roszdravnadzor.ru

14. Kax M0J2KkHA PEerHCTPHPOBATHCH NpeAe/bHAs OTIYCKHAs IEHAa Npo-
A3BOANTES Ha Npenapar, Ha KoTophlii HMeroTcs anajgoru no MHH, Ho nenst
HH HA OJVH H3 HUX HE 3APErHCTPHPOBAHDLI?

MeronrKa IpelycMaTpiBaeT PETHUCTPalUio MPedebHON OTIYCKHOH IeHSI,
He MPEBHILANONe MaKCHMAIbHYIO 3apeTUCTPUPOBAHHYIO IIEHY Ha aHaJOTHYHBIA
npenapat (MHH-n1edpopMma-103a-yrnakoBka-K-Bo B yrakoBke). Ecnu nieHs! Ha aHano-
M He 3apETHCTPUPOBAHEI, TO I/ O0TE€YECTBEHHBIX NPOU3BOAUTENCH OynmeT 3aperu-
CTPHMpPOBaHA SKOHOMHUYECKH 00OCHOBaHHAA €Ha, IPESACTABICHHAA B MPUJIOKEHUSX
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Ne2 u Ne3 k MeTtonuke, [Jisi KHOCTPaHHBIX IIPOM3BOJUTENICH - MUHUMAJIbHAS 1IeHa B
pedepeHTHBIX cTpaHax (MpunoXkeHne Neb), ykaspiBaeMas B IPHIOKCHHH Nes.

15. Kak o¢opmMasTh NPOTOKOJ COIIAaCOBaHHUS IeH HOCTABKH, €CJIH OT-
CYTCTBYIOT 3aperHCTPHPOBARHLIE IEHbI HA HAX?

B cootBeTcTBHM ¢ mnocranosienneM IlpaBurensctsa Poccuiickoii Menepa-
mum ot 30.12.2009 Nell16 momyckaercs no 01.04.2009 peamuszanus XKXHBJIC, ne
IPOLIEAIINX TOCYJaPCTBEHHYIO PErHCTPalHuIo LeH, 6e3 IPOTOKOIOB COTJIACOBAHMSI
med. Bmecrte ¢ TeM, ¢ 1 suBaps 2009 r. cornacro nmyHKTy 20 IlomoxxeHus o rocy-
napcTBenHoM peryinuposanuu 1eH Ha JKHBJIC, yrBepIeHHOTO IIOCTaHOBICHHEM
IIpasurensctBa Poccuiickoit ®enepamuu ot 09.11.2001 No782 (B penakunu nocra-
nosienus IIpasutensctBa Poccuiickoit ®enepanyu ot 08.08.2009 Ne654) dpopmu-
pOBaHHKE IIeH OpraHU3alisIMHU ONTOBOH U PO3HWYHOM TOPrOBJM OCYIIECTBIIAETCS C
IPEMEHEHHEM ONTOBBIX M POSHMYHHIX HamOaBOK K (paKTHIECKHM OTITYCKHBIM Ie-
HaM IPOM3BOMTENIEH MIIA BBO3HBEIM IIeHaM. B cBsA3U ¢ 9THM, TIpU IIOCTaBKe ToBapa
MOXHO 3aIIOJHATH IIPOTOKOI HE B IIOJIHOM OObeMe: HE yKa3biBaTh B HEM BEIUYHHY
3aperuCTPHPOBAHHEIX MPE/IeNbHBIX OTIIYCKHBIX HEH MPOU3BOAUTEINEH, HO IpecTa-
BUTD JaHHBIE O GaKTHUECKOH OTIYCKHOM HEHE TPON3BOIUTEIS.

16. Byaer 4 oNToBasi OPraHM3ALMS WIH aNTEYHOE YUpexIeHHe Nocie
01.04.2010 uMeTH NPAaBO PeaiM30BaTh OCTATKHA paHee 3aKkymieHHbIx JKHBJIC,
€CJIH MPOH3BOAMTE]H NAHHBIX JIEKAPCTBEHHBLIX CPEICTB HE 3aPEerHCTPHPYIOT
npeaeabHYI0 OTHYCKHYIO NeHy Ha JaHHbie JeKapCTBeHHbIe CPeJCTBAa HO pa3-
JHYHBIM NpHYHHAM (HE YCHel0T, CHEMYT JIEKADCTBEHHOE CPEJCTBO € IpPOH3-
BOACTBA H T.1.)?

Her, 310 OymeT rpyObIM Hapyll€HHEM JIHMLEH3UOHHBIX YCJIIOBHH COTIIACHO

nyskTy 8 moctanosneHus IIpaBurenscrsa Poccuiickodt ®enepanun ot 08.08.2009
Ne654.

17. Joaxnsl aa ZKHBJIC, He npomieamuae rocyAapcTBeHHYI0 PerncTpa-
IHI0 TpeAe]bHLIX OTHYCKHBIX Il¢H NPOM3BOJAHUTE/Ns L0 HOBOH MeTroaWKe, HO
HMeloIHAe 3aperHCTPUPOBAHHLIC NEHbl IO CTAPOHl METOAHKe, IOCTaBJISTHCH
ONTOBHK2aMH ¢ NMPHMEHEHHEM IHOPAAKA, ycTaHoBjJeHHOro mynkrom 19 Ilono-
JEHHS 0 FOCYAaPCTBEHHOM PeryJiMpOBaHHM NeH HA XKHU3HEHHO HeOOXOANMBIe H
Bas<HelHIHe JeKapCTBEeHHbIE CPECTBA, T.€. ¢ IPOTOKOJIOM COrIaCOBAHMS HeH?
Her, cMm. myHKT 12.

18. Ecan nocrasmukom JKHBJIC B anreky sBJASeTCH HPOMEXYTOIHBIH
ONTOBHK MeXKy AMCTPHOBIOTOPOM H aNTEKoM, B KOJIOHKEe «CyMMapHbIA pa3-
Mep paxTHUecKol onTOBOl HAA0ABKH OPraHU3AlMH ONTOBOH TOProBJny», OH
J0JIKeH MOKA3bIBATh CyMMaPHYIO HAIIEHKY CBOIO H HPebIIyIMX 3BeHbeB?

Ha.

19. Kaxk onToBas OpPraHM3anHs /[0JKHA NOPOAAaBATh JieKaPCTBEeHHbIC
CpeacTBa, KOTOpPble B COOTBETCTBHH C PacHOPsKeHHEM IIpaBuTtenncrBa Poc-
cuiickoii ®enepanuu or 30.12.2009 Ne2135-p sxiaiodens! B nepedens AKHBJIC,



