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PEAEPAJIBDHASA TAMOXEHHAS CIUYXBA

IIPHUKA3
01 mapra 2012 r. No 381

Mocksa

O peanusannu Cornamenns o6 nHpopMallHOHHOM B3aAUMOAEHCTBHE MEXTY
Hexommepuecknum naptHepersom CaMoperyaupyemoti opranuzanyn cogeiicteus
pacnpocTpaHeHHI0 Ka4eCTBEHHDIX JIEKAPCTBEHHBIX CPeACTB Ha (papManeBTHYECKOM
prinke «CTanaapTh GapMaleBTHYECKOTO PLIHKA» H
®DenepanbHoil TAMOXKEHHO#H cayxGoii

B nemix peamuzanuu Cornamenuss o6 MHOOPMALMOHHOM B3aUMOAEHCTBHH
mexay Hexommepueckum napraepctBom CaMoperynupyeMoit opraHu3ali coneicTys
PacnpOCTpaHEHHI0 KaYeCTBEHHBIX JIEKAPCTBEHHBIX CPEACTB Ha (papMaleBTHYECKOM
poiike «Cranmaptel ¢apManeBTHYeCKOro pblHKa» H  (DefepanbHOd  TaMOXKEHHON
cmyxboii or 2 cenrabps 2011 r. Ne 01-69/0036 (mamee - Cornamenue)
NpHUKa3bBalo:

1. Onpepenuts  VipaBiieHHe TOProBHIX OrPaHHMYEHHH, BATIOTHOrO U
skcrioptHoro  KOHTponst  (IT.A.BakiakoB) OTBETCTBEHHBIM 32  CONPOBOXHEHHE
npunaraeMoro CornameHus.

2. YnipaBleHHIO TOProBBIX OTPaHHYEHHH, BAIOTHOTO M SKCIOPTHOTO KOHTPOJIS
(ILA.baknakoB), I'maBHOMY  ynpaBileHHI0O  HHQOPMAIMOHHBIX  TEXHOJOTHI
(A.E.llamaes), IlentpansHoMy  HH()OPMAIMOHHO-TEXHMYECKOMY  TaMOXEHHOMY
ynpasnenuio (A.A.Tumodeer) obecneqnTs peanuzanmio CornameHus.

3. VnpapjieHMIO TOPrOBEIX OTpaHHYEHHM, BAIOTHOIO M 3KCHOPTHOTO KOHTpOJISA
(I1.A.baknaxos) obecreunts (opMupoBaHHEe W IOCHEAYIOIIEE COITIACOBAHME NEPEdHs
uHpopManMH,  HeoOXOAMMOro  JJf  TNOATOTOBKH  TEXHHYECKMX  YCIIOBHH
uHpopmanMoHHOTO  B3amMopeicTBus Mexxy HekoMMepueckuM — napTHepcTBOM
Camoperymupyemoli  opraHH3allil COJEHCTBHMSA PpACIPOCTPAHEHHIO KauyeCTBEHHBIX
JIEKApCTBEHHBIX  CPEJCTB Ha  (apMaleBTHIECKOM peiHke  «CranpapThl
dapmanepTnueckoro peiHka» ¥ DenepanbHoli TaMoXeHHOM ciyx6oit (mamee —
Texuuueckue ycnonus).

4. lentpanbHOMY HH(OPMALHMOHHO-TEXHHYECKOMY TaMOXX€HHOMY YNpPaBJIEHHIO
(A.A.TumodeeB) B TeueHne Mecsla CO JHS IMONYYeHHA MepeyHst HMHGMOpMALHH,

HeobXomuMOro JuIi MOATOTOBKH TeXHHYECKMX YCJIOBMM, IOATOTOBHTEH IPOEKT
Texnngeckux ycnosuii.



5. I'naBHOMy ymipaBneHHi0 HHpopMauHOHHBIX TexHoyoruii (A.E.lllamaeB) B
MECAYHBIH CPOK mocie IONY4eHHs IpoekTa TeXHWYECKWX YCIOBHH, yKa3aHHOTO B
IYHKTe 4 HACTOSILETO NIPHKAa3a, OPTaHU30BaTh Er0 COrNIaCOBaHHE U YTBEPXKCHHE.

6. KoHTpons 3a MCHONHEHHEM HAaCTOSINEro IpHKa3a BO3NOXHTH Ha MEPBOTO
samecturens pykosogurens ®TC Poccun B.M. Manununa.

PyxoBonurens
JeHCTBUTENBHBIN rocylapCTBEHHEINH COBETHUK
TaMOXXeHHo# ciryx 061 Poccuiickoi ®enepanyu A .1O. benpsinnHoB



3 MNpunoxeHue

K npuKkasy ®TC Poccuu
or Olmapra 2012 r. N 381

Cornamenne 06 nndopmannoniom B3anmopeiicrimn
mexcay Hexommepueckum napruepersomM Camoperynnpyemoii oprannzamin
coAeiicTBHA PACNPOCTPAHEHNIO KAUECTBEHHBIX JIEKAPCTBEHHBIX CPEACTB Ha
(apmauesTiyeckom prinke «CTangapThl GAPMALEBTHYECKOTO PLIHKAY I
PepcpannHoii Tamoxennoii cayxGoii

r. Mocksa « » 2011 r,

HexoMmepueckoe maprtHepcrBo CamoperynupyeMast opraHu3auus copeiicTsHs
pacrnpocTpaHeHHIO KAYECTBEHHEIX JIEKapCTBEHHBIX CPE/ICTB Ha (h)apMalleBTHYECKOM phIHKE
«Crannapte! papmanesTiueckoro peinkay (ganee - HIT CPO «COP») B sinne supekrtopa
Monceenkosa Onera Burtanseuua, neficTBylomero Ha ocHoBaHMM Ycrasa, H
OQepnepaneHas TamoxeHHas cnyxba (manee - OTC PoccHH) B JMLE pyKOBOAMTENs
®QepepansHoit TaMoXkeRHOH cnyx6b1 BenbanunoBa Auppes IOpbesuya, meiicTBylomero
Ha ocHosaHuH Ilomoxenns o OenepansHoil TaMoXeHHOH cnyxGe, yTBEpI(AEHHOrO
nocraHoBlienneM IlpaButenscrna Poccuiickoit ®enepanuu ot 26 wronst 2006 rona Ne 459,

nMeHyeMele B panbHeiiimeM CropoHBl, 3amouuny  Hactosiee Cornaumenme o
HIDKECTIEAYIOLIEM.

Cratean 1

Uensto nacrosiyero CornallieRus sBNAeTCS OpraHu3alus WHQOPMALHOHHOTO
obMeHa CBe[leHHAMH, HEQGXOMMMEIMH JUIA PElIEHHs 33/jay, BO3NOKEHHHIX Ha CTOpOHBI
HOpMaTHBHEIMH NPaBOBEIMH axtamH Poccuiickofi Mepepanun.

Undopmannonnoe p3aumopeiictsne Mexciy CTOpPOHAMH OCYIIECCTBASETCS B
COOTBETCTBMM C 3aKoHozarenscTeoM Poccuiickoii ®Depepanuy, HOpMATMBHBIMU
npasoBeiMH  aktamu Cropon, Hactosmum CornamieHHeM W OCHOBHIBAETCA HA
NpefocTaBieHnH MHGOpPMauuK, He OTHOCSIEHCA X CBEJEHHSM, COCTaBJSIOLIMM
rocynapcreeHHyio Taliny. Ilpencrasnenue urdopmanum, conepxamieif KoMMepyeckyro,
HIIH WHYIO OXpaHSeMYIO 3aKOHOM TaiiHy M Jpyryio KOH(MAEHIHaNBHYIO HH(pOpMaLHIO,
ocymectBasercst ¢ cobmopenneM TpeGoBaHuii 3axoHopmarenscTBa  PoccHitckoit
Mepepaui Mo 3alluTe rOCYAapCTBEHHON, koMMepueckoli, GaHkoBckoit, Hanorosol HiIH
MHOH oXxpaHsemoi 3aK0OHOM TaiHBI 1 Apyroii KoH(puAEHIHANEHOH HHOpMaLyH (aarnee —
nojyuaemast HHpopManus).

Wnpopmanuonnsiit obmen mexny Croponamu ocywiecteisnerTcs Ha GesposmesnHoft
OCHOBE.

Cratbn 2

Wndopmanronneiit 06mMeH B aNEKTPOHHOM BHAE ocymiecTBisiercss CTOpoHaMH Ha
(enepansHoM ypoBHe wuepe3 I'naBHBIi Hay4yHO-HH()OPMANHOHHEIH BEIYHCIUTENBHEBIH
uentp ®TC Pocemu (FHVIBL] ®TC Poccum) m noppasneneHHe HHQOPMALHOHHBIX
cranfapros HIT CPO «C®P» unu ero ynonHoMO4eHHbIX NIPeACTaBuTeNIeH.

UndopmanuonHnriii obMen Ha GyManHbIX HOcHTeN X ocyuiectisiercss CTopoHamMy
Ha (QenepanbHOM YpOBHe yepe3 YnpaeleHHe TOPrOBEIX OTPaHHYEHHi, BANIOTHOrO M

sxcnoptHoro Koutposst H co cropoHel HII CPO «C®P» uepes HWcnonuurensHyio
JHPEKLMIO,



Cratbn 3

INepenaua uHpoOpMaUuUK B 3/1EKTPOHHOM BHJE OCYILECTBNISIETCSI B COOTBETCTBHH C
Texuuueckumu ycnosuamu uH(opMalroHHoro B3auMoneiicteus Mexny OTC Poccnn u
HIT CPO «COP» (nanee — Texnuueckue ycnosus). TeXHUuecKHe YCNOBHS ONpEENsioT
MOPANOK H CPOKH TpeNOCTaBlieHHA WH(OpPMalMH, a Takke CTPYKTYpy, (popMatsl H
crnocobnl nepenayy AAHHEIX.

CTOpOHEI NHCEMEHHO YBENOMIAIOT APYT APYFa O FOTOBHOCTH K HH(MOPMALHOHHOMY
B3aHMOJEHCTBHIO B COOTBETCTBHH ¢ TEXHHYECKMMH YCNOBHAMY.

Texnnueckue ycnopus ABISIOTCA HEOTHEMNIEMOH HacThio HacTosLero CornateHns
W YTBEPIKAAIOTCS YTIONHOMOYEHHBIMH NpeacTaBuTensmMin CTOpoH:

co cropoHet OTC Poccun ~ HayansHHkOM INaBHOrO  ympaBnenus
HH}opmaLHoHHBIX TexHonoruit ®TC Poccuu;

co croporsl HIT CPO «C@P» — pupexropom HI1 CPO «COP».

Texnuueckue ycnosust MOryT GEITE M3MEHEHH! | (M) IONONHEHE!. Bee HaMeHerns
H ONONHeHHs! OPOPMIISIOTCS B BHJE HONONHEHHs Kk TeXHHIECKUM YCIOBHAM H SBISIOTCS
HeoTbemJieMoH uacThio Hacrosuiero CornameHus.

HIT CPO «C®P» npu yuacruu ®TC Poccum jpns obecneueHus peanusanuu
nacrosero Cornamenus ocymecrsnser paspaGorky cnemudukanmua HaTepdeiica
B3aHMOZEHCTBUS MEXAY B8BTOMATH3HPOBAHHEIMU CHCTEMAMHM TAMOMKEHHEIX OPraHOB M
nHpopManHoHHEIMK cuctemaMu HIT CPO «COPy.

Cratbs 4

HIT CPO «C®P» o6asyerca:

4.1. nepenasate B OTC Pocciu HH(OpMalMIoO H3 aBTOMATH3HPOBAHHBIX 6a3
JanHeix HIT CPO «COP»:

4.1.1. o pexBu3anTax (HOMep M JaTa) Zexnapauuii O COOTBETCTBHMM, NPUHATEIX B
OTHOWIEHHH JIEKAPCTBEHHBIX CPEACTB, BBO3HMEIX Ha TAMOXKEHHYIO TEPpPHTOPHIO
TamodceHHoro coio3a;

4.1.2. o pexsu3nTaXx (HOMEp M JaTa) cepTHQUKATOB POH3BOLUTEIS JNEKAPCTBEHHBIX
CPENCTB, BBIIAHHBIX B OTHOLUEHHH JIEKAPCTBEHHEBIX CPENCTB, BBO3UMEIX HA TAMOXEHHYIO
TeppHTopHio TaMoXKeHHOro €0103a;

4.13. o cTpaHe NpPOHMCXOXHEHHS JIEKAPCTBEHHBIX CPEJCTR, BBOSHMEIX Ha
TaMOJXKEHHYIO TeppUTOpHI0 TaMoXKeHHOro coto3a;

4.2. obecrevnTh JOCTOBEPHOCTH TepeaBaeMoii HH(opMaLiy B ee AKTYAIHU3ALHIO B

nopAnKe u CpoxH, npepycMoTpeHHsle HacrosmuM Cornamenuem u TexHHueckumu
YCNOBHSIMH,

Craren 5

®TC Poccuu obasyercs:

5.1. He HCTIONB30BATE MOJYHEHHYIO HHOOPMALHIO B MHBIX LENAX, uYeM Tpebyercs
AN pelneHns 3apa4, BO3JOXKEHHBIX Ha CTOPOHEI HOPMATHBHEIMH TPABOBHEIMM aKTAMH
Poccutickoii Pepepanmun;

5.2. ofecneyuTs COOTBETCTBYIOIUMI peXCMM XpaHEHHs, 3aIIHTEI H JAOCTyna K
nosy4enHol HHpopmaunu.



CraTbs 6

CropoHs! 06513y10TCS:

CBOEBPEMEHHO NpeAyNpeNaTs 3auHTepecoBaHHYI0 CTOpOHY O HEBO3MOXHOCTH
nepenaYy HIH npHeMa MHQOPMAIMOHHBIX MATEPHANIOB B COOTBETCTBHH C periiaMeHTOM
nepepayd MHQOPMAUMW, YCTAHOBNEHHHIM TEXHHUECKHMH YCNOBHSAMH, B Clydae
BO3HMKHOBEHHA KaKHX-TTHOO HenpeABHAEHHBIX OOCTOATENECTE;

PETYNSPHO HH(OPMHUPOBATE O NPOrpaMMHO-TEXHHYECKHX W HH(OPMALHOHHO-
TEXHOJNOIHYECKHX PELICHHSIX, TPEACTABSMOLIMNX B3auMHBIif HHTepec s Cropow;

peliaTb CNOpHEIE BOMPOCHI, BO3HHWKAIOIIHE TPH pPEeaNu3alMH  HaCTOMLLEro
Cornatenus, myTeM neperoBopos 1 XoHCYNsTaLuit Mexy Croponamu,

Craten 7

Ilopsagox goctyna Kk uHQopMauuu, nepejaBaeMoOii B paMKaX HACTOSILERO
Cornautenns, onpepensercs u peryyupyercst CTOpoHAMH CaMOCTOSTENEHO Ha OCHOBAHHH
HOPMAaTHBHBIX NpaBoBEIX akToB Poccuiickoit Menepauun, onpenensiomUX TpeGoBaHHs MO
HH(OpMaIHOHHO} Ge3ormacHocTH.

Pasrnamenne nadpopManHK M HCIIONE30BaHKE ee B HHEIX LENsX, 4eM Tpebyercs s
peuieHus 3a/1a4, BO3NO)XEHHBIX Ha CTOPOHEI HOPMATMBHEIMM MpPAaBOBEIMH AKTAMH

Poccuiickoi ®epepauyy, BIIEKYT OTBETCTBEHHOCTb, NpeyCMOTPEHHYIO
3aKoHogarenscTBoM Poccuitckoi ®epepanuu.

Cratbn 8

Hacrosmee Cornainenue BeTymnaeT B CHITY CO [HsI ero MoAnHcaHust CTopoHaMH.

Cornawenue 3ai01I04€HO Ha HEOMpeAENeHH b CPoK, HO MOXET OBITh PacCTOPrHyTO
Mo MHCEMEHHOMY YyBefomneHHiQ opHoifi u3 CropoH. CropoHa, HHULMHpYOLIAs
pacropxxenne Hacrosmero CormamieHuss W mnpekpauleHHe HampasiieHust HH(opMaimH,
AOMKHA BBIPA3WTH CBOE HAMEPEHHE HE MEHEe YeM 3a TPH Mecsua JO NpearnojaraeMoro
cpoka pacropxeHus Cornartuenns,

B cnyyae, ecnu opwa w3 CropoH HapymiaeT YCTAHOBNEHHBIH HaCTOALUM
Cornawenuem nopsaaok HarnpaeneHus uHdopMauuu, Apyras CTOpoHa Bpase [PeKpPaTHTh
nepefauy HHOOPMALIMH IO YCTPaHEHHS HAPYILEHU.

CropoHsl o B3aHMHOH JOrOBOPEHHOCTH MOTYT BHOCHTH B AaHHoe Corjaiienue
H3MEHeHHs W JOoNoNHeHHs. Bce naMeHeHns u jonosHenns Kk Hactosauwemy CornaleHuro
ABASMOTCA HeoTheMieMoi wacTeio CornaleHHs ¥ BCTYNAlOT B CHITY TOCIE MOAMHCAHUS HX
BcemH CropoHamu.

Cornauwienne cocraBneHO B JIBYX SK3EMIUIAPAX, HMEIOMKX OJMHAKOBYIO
IOPHAHHECKYIO CHITY.

,--~—-c,t! HII CPO «Crangaptsl PykoBogurens
: CKOI'0 PEIHKa» OenepansHoit TaMoKefiHOH cy GBI

A.IO. BenssiHiiHOB




