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3anpoc o npegocTaB/JeHHH KOMMEPYeCKHX HpeIJI0KeH i

@I'bHY «©OHIIUPHIT um. ML.I1. Uymaxosa PAH» nnanupyer nposeieHHe TpoLETy phl
3aKylKH Ha OKa3aHHE YCIyl JIOKAJIBHOIO YIIOJIHOMOUYEHHOrO JiMiia mo (apMakoHaazopy
@depepanbHOrO rocyJapcTBEHHOro OMOKETHOro HaydHoro yupexzenus «Denepaibibiii
HAYYHBIH LEHTp HCCIeA0BaHMHM M pa3paboTKu UMMYHOOHOJIOTHYECKHX NpernapatoB um. M.IL
Uymaxosa PAH» B Pecnybnuke Kazaxcran B coorBerctsuu ¢ @eiepaibHbIM 3aKOHOM OT 18 Hrosist
2011 roma Ne 223-@3 «O 3akynkax ToBapoB, padoT, yCIyr OTJAC/IBHBIMHM BHIAMH IOPHIHYECKHX
JTHILY.

[Tpocum mperocTaBHThL HHPOPMAITHIO O TeHaX Ha OKazaHUe HIDKEYKAa3aHHBIX YCITYT:
Crnocol 3aKynKM — 3aKylKa y €JHHCTBEHHOIO IOCTaBINHKA (MOAPSIUAKA, HCIIOJHHTENS) —
3aKyIlKa MaJioro oobema.
[Tpocum npejroctaBuTh HHpOPMaIKIO 00 OKa3aHHH YCIYT:
Oxkaszanne yClIyr JOKaJBbHOTO YIOJHOMOYEHHOTO JHIa 10 (apMakoHA30py AOJDKHBI

PACIIPOCTPAHSTECSA HA JIEKAPCTBEHHBIE MPEMAPATHI, B OTHOIIEHUH KOTOPBIX 3aKa3uuK sBJIACTCS
JiepiKaresieM PErHCTPaliHOHHOTO Y/I0CTOBepeHUs Ha Tepputopuu Pecybimku Kazaxcran:

- Bakumna  antupaOuueckas — KyJbTypalibHas
HHAKTHBHPOBAHHAS CyXas;

KOHICHTPHUPOBAHHAA OUHIIICHHAaA

- Baknuna kiereBoro sHiedanuta KyJlibTypaibHasi OUHINeHHAsS KOHIICHTPUPOBaHHAS
MHAKTUBHPOBAHHAs CcyXasi.

O0mue TpedOBAHUS K OKA3AHHIO YCJIYT:

Wcnonuurens yeayr J0/DKEH 0Ka3aTh YCJIYTH B COOTBETCTBHH ¢ MPHKa3oM MuHUCTEpCTBA
3/IpaBOOXpaHeHus U couuanbHoro paszputus Pecnybmukn Kazaxcran (M3CP PK) No 421 «O6
yreepxaenun [Ipasun nposesenus (apmMakoHaa30pa JEKapCTBEHHBIX CPEJCTB U MOHHTOPHHIA
nO00OYHBIX JEHCTBHE JIEKAPCTBEHHBIX CPEJCTB, H3JEIHH MEIUIMHCKOrO HA3HAYEHHS W
MEIHOMHCKOH TEXHHKH» H  BHYTPEHHHMH CTQHOAPTHBIMH  [POLEAYpaMH  CHCTEMbI
thapmakona3opa 3aka3uuka, ykazaHHbIMH B «OCHOBHBIX pasueinax [lonoskeHus o JoKaIbHOM
VYnonnomouenHoMm Jmue 1o (apmakonazzopy». JlokanbHoe VYHOJIHOMOYEHHOE JIMIIO 10
(apMakoHa/30py JO/DKHO HMMETH MOATOTOBKY B obnactu dapmakonamzopa. Tpebosanust K
CIELHAIILHOCTH, TPO(ECCHOHANBHOMY CTaXY, CPOKAM M MEPHOIMYHOCTH HOAIOTOBKH B 00JIaCTH
¢dapmakonamzopa M HMHbIC  TpeOOBaHHMA  JO/DKHBI  COOTBETCTBOBATH  TPeDOBAHHSIM,
IPeIYCMOTPEHHBIM 3aKOHOJIATEILCTBOM CTPAHbI perucrpaits. JIoKaabHBIM Y IOTHOMOYEHHbIM
JIHIOM 110 (papMaKoHa/A30py SIBJISIETCS WITATHLIA COTPY/IHUK YUpPEex/IeHHs HIIH COTPYAHHK HHON
opranusanun/padorojareis, AeHCTBYIOMIMX HA OCHOBAHUM JIOTOBOPA O MPEJIOCTABICHHH YCIIyT



[0 OCYLIECTBICHHIO (hapMakoOHaJ30pa Ha TEPPUTOPHH CTPaHbl PErUCTPAIHH WM HHOI'O
KOHTPaKTHOIO COrNIalleHus. JJanuble IOKaIbHOro Y I0JHOMOYEHHOI0 JIHIA 110 (hapMaKkoHa130py
JIOJGKHBI OBITH TPEJICTaB/IEHbl B YIOJHOMOYEHHYIO OpPraHH3allUI0 CTPaHbl PETUCTPAllUM JIs
BHeceHHst B 0a3dy JaHHBIX M [OJyYSHHs JIOCTYNa Ui Iepeiadu KapT-coobieHuii o
HEXETATEBHBIX  PEAKIMSX /  HEKENATCNLHBIX  SBICHUAX, MEPHOHYECKHX OTUCTOB 1O
0e3011aCHOCTH, IU1aHa yIipasiieHus puckamu. lIpu cmene siokansHoro Y moaHOMOYEHH OI'0 JIMLA [10
(apmaxoHa30py / H3MEHEHHH KOHTAKTHBIX JAHHBIX JIOKAIBHOTO YIOJIHOMOYEHHOTO JHIA I10
(bapmaxona/;30py yupexienne J0IHKHO NMPOHMH(OPMHPOBATE YIOJIHOMOYCHHBIH PEryJsTOPHBIT
oprad CTpaHbl PETUCTPALMK B CPOK, YCTAHABIMBAEMEIH HAITHOHAILHBIM 3aKOHOAATE/IHCTBOM.
JlokansHOE yMOJHOMOYEHHOE JTHII0 110 (hapMaKoHa30py:

Ocy1ecTB/IseT HeNPEPLIBHBIA MOHHTOPUHT 0€30I1aCHOCTH JIEKAPCTBEHHBIX MPENapaToB B CTPAHE
PErHCTpalHy, IPOBOJIUT aKTHBHOE BBIABJIEHHE CIIy4aeB HEXKEIATeIbHBIX PeaKIIHi.
ObGecreunBaeT MpeOCTABICHHE B YIONHOMOYEHHBIE PErYJISATOPHbIE OpPraHbl  CTPAHBI
perucrpauu  HHboOpManMM 10  OE30MACHOCTH JICKAPCTBEHHBIX IMPEMaparoB, BKIFOYAs
MH/IMBH/lyaJIbHBIE OTUETHI 110 Oe30omacHocTH (fasnee 1o tekety MOB), nepuoguyieckne oT4eTsl 1o
0e30MacHOCTH, [IJIaHBl YIpPaBJICHHS PHUCKAMH M YBeJOMJIEHHMs] O JIOOBIX 3arperax MM
OTpaHUYEHHsIX B IPUMEHEHHH, IPHHATBIX B JIPYTHX CTPaHax, B OTHOIICHHUH 3aPETHCTPHPOBAHHOTO
JEKApCTBEHHOro [pernapara, a Takke JpyrHe OTYeThl B COOTBETCTBHH ¢ TpeboBaHUSIMH
3aKOHOJATEILCTBA CTPAHBL PETUCTPALIME U BHYTPEHHUX JIOKYMEHTOR Y Upei/IeHHS.

ITpoBosMT MOHHTOPHHI M3MEHEHHMH 3aKOHOJATeNbCTBA 10 (hapMakoHaa3o0py B CTpaHe
perucTparyu H 00ecrneyrBaeT CBOCBPEMEHHYIO Iiepeady [ 1TaBHOMY YIOJIHOMOYEHHOMY JIHILY T10
(apmakona30py HHGOPMAIHE 00 ITHX U3MEHEHHSIX.

T'otoBuT cooOlenne, HPOBOAUT cOOP JONOJIHHUTENLHOH HHPOPMAHMH H MpPEBAPUTEIHHYIO
HKCHEPTH3Y Cllydas HEKeNaTelIbHOH peakiMM / HEeXKellarelIbHOrO SIBJICHHS W obecleyuBaer
CBOEBpPEMEHHYIO mepenady Bceil uHbopmanuu [naBHOMY VYIIONHOMOYEHHOMY JIHIY IO
(apmaxoHaa30py.

ITpoBosut nouck uHpopManuu 110 OE30NACHOCTH IIPHMEHEHHS JIEKAPCTBEHHBIX IPENapaToB B
HAYYHBIX JIMTEPATYPHBIX MCTOUHHKAX, MYONMKYEeMbIX B CTPAHE PErHCTPALHH, U [PEJOCTaBIISIET
undopmaruio I masHoMy YronnoMoueHHOMY JIMIYY 1O (hapMakoHAI30py.

Koopaunupyer paboTty 1o aganTaiuy 1 IepeBOY Ha A3bIK CTPAHBI PErHCTPAIHH JOKYMEHTAIIMH
o papmaxoHa130py.

IIpu HeoOxonuMOCTH 0OeCIIeUHBAET 110/1a4y B YIIOJHOMOYEHHBIE PEryJISITOPHBIC OPraHbl CTPaHbI
perucTpaiui JOKYMEHTAIMHK 10 (hapMakoHa30py B IEJAX FOCYAPCTBEHHON perucTpaiud HilH
MOATBEPHKACHUS TOCYIAPCTBEHHON PErHCTPAIHN JIEKAPCTBEHHBIX TIPENaparoB.

OcymiecTisier MOATOTOBKY, corjiacoBaHue ¢ I71aBHBIM — YIIOJHOMOYEHHBIM  JIMIOM 110
(apmMaKoHaA30py H IPENOCTaBICHHE MHCHMEHHBIX OTBETOB HA 3aIPOCHI OT YIOJIHOMOYEHHBIX
PEryJIATOPHBIX OPraHOB B CPOK, ONpeJeNeHHbIH 3aKOHOMATEILCTBOM CTPAHbl PETHCTPAIHH H
BHYTPEHHUMH JIOKYMEHTAMH Y UPeskIeHHS.

VYuacTeyeT B pazpaboTKe MEPONPHATHH JIIsi MUHUMM3AIHH PHCKOB MIPHMEHEHHS JIEKAPCTBEHHBIX
npenaparos (HalpuMmep, BHECEHHE U3MEHEHHH B MHCTPYKIMIO IO MEMITMHCKOMY [IPHMEHEHHUTIO
JIEKapCTBEHHOTO IIpernapara, IyoJIHKalys IHCEM COTPYIHHKAM 3JIpaBOOXPaHeHUs ¢ HH(OpMAIHER
o 6e30MacHOCTH JTEKaPCTBEHHOTO Mpernapara u Jp.).

OcymiecTBiasieT KOHTPOJb 3a cobiroieHneM Tpebopanuii (apMakoHag30pa B KIMHHYECKHX
HCCIIC/IOBAHUSX, IIPOBOJIMMBIX HA TEPPHTOPUH CTPAHBI PErHCTPAITHH.

KoopauHupyer HOpOBOAMMYIO B CTPaHe PErHCTPALMH IKCIEPTHYIO paboTy Mo BOIpocam
0e30I1acCHOCTH JIEKApCTBEHHOTO Mpernapara.

OcyuiecTBasieT perucTpalnuio, XpaHeHHE, apXUBHPOBAHHE BXOMMINEH H  HCXOMALIEH
uH(opMaluH/ToKyMeHTaluK 110 (papmakoHaazopy. ObecrieynBaeT roTOBHOCTh K MHCIEKIUU /
ay/IMTOPCKOH NpoBepKe cucTeMbl  (papmakoHajq3opa YUpeimJIeHHs Ha TEPPHTOPHH  CTPAHBI
perucTpaLuu.



KOOp,[IHHHp}’CT 06y'-i€l‘ll/le nepcoHalia, BOBJICHCHHOTO B BBITIOTHEHHUE d)}/l-IKLLHﬁ o (bapmaKOHamopy B
CTpaHE perucTparluH, B d)opme W CPOKH, NMPEAYCMOTPEHHLIC 3aKOHOAATE/IECTBOM CTPAHBI perucTparuu
M BHYTPEHHUMH JOKYMEHTaMH Y UPSHICHHS.
Ilpenocrapnger wuHpopManmoo Mo GE30MACHOCTH JIEKAPCTBEHHBIX IIPENAPATOB  JAPYTHUM
IOPHIMYECKUM JIUI[AM B COOTBETCTBHH ¢ TPEOOBAHUIMH 3aKOHO/ATENILCTEA CTPAHEI PErHCTPALUH
¥ BHYTPECHHHMHU JIOKYMEHTAMU Y UPEIJ[EHHUSL.
ObecnieunBaer  cobirojieHue  KOHQHICHIMAILHOCTH — HH(pOpMAMH 10  0E30I1aCHOCTH
(koH(UASHIHMANIBHOCTH [IEPCOHANBHBIX JAHHBIX, MEAULUHCKONH HH(OPMAIIHH).
IIpeanonaraemebie CPOKH NMPOBEJACHHA NPOUEAYPbI 3aKkynku: mapt 2019r.
OcobGennocrn: llpouenypa 3akynku OyZeT MPOBOJHUTHCS B COOTBETCTBHHU C TPeOOBAHUSIMH
Denepanbaoro sakona or 18 mronst 2011 rojga Ne 223-03 «O 3akynkax ToBapos, pabor, yciyr
OT/AC/IBHBIMA  BHAaMHM  Iopuaudeckux sy #  [lonoxkenus o 3akynke @ejepaibHoro
roCylapcTBEHHOr0  OIOJPKETHOr0 HAay4qHOro yupexjaenus «DenepaabHbIi HAYIHBIH LHEHTP
Hcce0BaHHi H pa3pabOoTKH HMMYHOOHOIOrHYecKuX npemnaparoB um. M.I1. Uymaxosa PAH»,
yrBepaceHnoro 28 nosdps 2018 r. )

OTBeThI OKHBI OBITH TOJIAHEI C « ﬁ(f,'» % 20191 o « ﬁ » C= 2019,
BKJIFOYMTENBHO 110 ajipecy: umto@chumakovs.su.

Pexomenoyem 6 meme nucoMa YKazams HOMEP 3anPOCa KOMMEPUECKUX NPEON0NCCH UL

B kxommepueckom npeonosicenuu ooa3amenbHo 00NACHbL GbiMb PeKGUUMBL: HOMED U Oamd.

IIposedenue dannoii npoyedypol cbopa unopmayuy He 61e4ém 3a coboll 6O3HUKHOBCHUS KAKUX-
nubo 0ds3amensems 3akasvura.

ITpu nanuvuu mexnuyeckux owudbox u nemounocmeti npu onvucanuu Pabom npocum coobuyume
3arkazuuxy.

Ecau ocnosuere ycnosus ucnoanenus J{o2060pa omaudaromcs om NPeoNodNCeHHbIX — RPOCUM
coobwume 3arxazuuxy ¢ Kommepueckom npeonodicenu.

Hauanenuk ynpasnenust MTO

OI'BHY «®@HIIUAPUIT um. M.II. Yymakosa PAH»
(no dosepennocmu om 11 dexabpn 2018 2. Ne [14)

T.B. Uemepuc




