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3anpoc o npeaocTaBICHHH KOMMEPUYECKHX MPe/II03KeH il

OI'BHY «®HIHUPUIT um. MLII. Uymakosa PAH» mnanupyet nposeaeHue npoueLyphl
3aKylIKM Ha OKa3aHMe YCIyr JIOKJIBHOrO YIOJHOMOUYEHHOIo JHIa 1o (apMakoHa 30py
DerepallbHOIO  IOCYIApPCTBCHHOTO  OIOJDKETHOrO HaydHOro yupexacHus «®DejiepaibHbli
Hay4HBIH LEHTP HCCleNoBaHUH M pa3pabOTKH MMMYHOOMOJIOrHYECKHX mperaparoB um. ML.IT
YymaxoBa PAH» B Pecniytuinke Kazaxcran B coorBercTBrE ¢ DeepaibHBIM 3aKOHOM OT 18 Hios
2011 ropa Ne 223-@3 «O 3akynkax ToBapos, padoT, yClIyr OTACIBHBIMH BHJIAMH IOPHIHYECKHX
JTHILY.

[Ipocum mpegocTaBuTh HHPOPMAIIHMIO O LIEHAX HA OKA3aHHE HUIKEYKA3aHHbBIX YCIIYT:
Cnocod 3aKynmKH — 3aKynka y €JMHCTBEHHOIO IIOCTaBINUKA (TTOAPSIUNKA, HCITOJHUTENS) —
3aKyIKa Malioro oobema.

[Ipocum nmpenoctaBuTh HHPOPMALIHIO 00 OKa3aHHH YCIYT:

Oxazaume yciayr JIOKaJbHOTO YIOJHOMOYEHHOTO JIHIA MO (apMaKoOHAI30py JIOJIKHBI
pacIpOCTpaHAThCS Ha JIEKAPCTBEHHBIE IIPerapaThl, B OTHOIICHHH KOTOPBIX 3aKa3uMK SIBJISICTCS
JleprkaresieM perucTpauoHHOro yIocToBepeHus Ha tepputopun Peciybnukn Kazaxcramn:

- Baxmmma  anTupabuueckass — KyJbTypalibHasi — KOHIEHTPHPOBAHHAS  OYHIIEHHAs
MHAKTHBHPOBAHHAS CyXas;

- Bakipaa kiieieBoro suieainTa KyabTypajibHasi OUYHIIEHHAs KOHICHTPHPOBaHHAS
HHAKTHBHPOBAHHAs CyXasl. '

O0mue TpeboBaHus K 0KA3AHHUIO YCJIYT:

McromHuTeN s yeIyr JO/DKeH 0Ka3aThk YCIyTH B COOTBETCTBHH ¢ pHKazom Muunucrepersa
3paBOOXpaHeHust U conuanbHoro passutus Pecnybmuku Kazaxcran (M3CP PK) Ne 421 «O6
yrBepxieHud [lpaBui rnpoBejicHus (papMaKoHa/I30pa JIEKAPCTBEHHBIX CPEJICTB U MOHHTOPHHIA
HO0OYHBIX JEHCTBUH JICKAPCTBEHHBIX CPEJICTB, H3JENHH MEAWIUHCKOIO Ha3HAYEHHS |
MEIMIMHCKOM  TEXHHKH» M  BHYTPEHHHMH  CTaHJAPTHBIMH  [IPOLEAYPAMH  CHCTEMbI
(hapmakoHanzopa 3akazuuka, ykazaHHeIMH B «OcHOBHBIX pazaenax [lomoxkeHus o JIOKaIbHOM
YmonHomoueHHOM JMie 1o (apmakoHaizopy». JlokaneHoe VYNOTHOMOYEHHOE JHIO 110
(papMakoHaI30py JOJIKHO HMETh IIOJrOTOBKY B o0mactu ¢apmakoHamzopa. TpeGoanus K
CIELHUAIBHOCTH, IIPO(ECCHOHAIBHOMY CTaXYy, CPOKAM M HePHOAUYHOCTH IIOJIOTOBKH B 06JaCTH
(hapmakoHaz3opa M HHBle TpeOoBaHHMs  JIO/DKHBI  COOTBETCTBOBATHL  TPeOOBAHHSM,
MpelyCMOTPEHHBIM 3aKOHOATEILCTBOM CTPaHbl perucrpaiiun. JIokansHeIM YIIOJTHOMOYEHHBIM
JHIOM 110 (papMaKOHA30PY SIBJISCTCS IITATHBIH COTPYIHUK YUPEIKACHUS MITH COTPYAHHK HHOMN
opraHmu3anuu/padoroaartess, JeHCTBYOMNUX Ha OCHOBAHHUHU JIOrOBOpA O MPEIOCTABICHUH YCIyT



[0 OCYMIECTBICHUIO (papMaKoOHaz30pa Ha TEPPHUTOPHU CTPAHBI PETHCTPALMH MM HHOTO
KOHTPAKTHOTO coryiaieHus. Jlanupie JoKansHoro Y mojiHoMOUEHHOTO JTHI@A 110 (hapMaKoHa130py
JOJDKHBL OBITh [PEJICTABICHBI B YIIOJHOMOYEHHYIO OPraHU3alMIO0 CTPAHbl PErHCTPALMU s
BHeceHHsl B 0asy JaHHBIX M [OJy4YCHHS JOCTYMA JUIsl II€Pe/layd KapT-cOOOIEeHu o
HEKEIATeNbHBIX pPEeakUUsX / HEKeJIaTEIbHBIX SBJICHUSAX, MEPHOAHUECKUX OTHETOB II0
HesomacHOCTH, MIaHAa yrpaBieHus puckamu. [Ipu cmere nokansnoro YmojiHoOMOUYEHHOTO JIHIA [0
(hapmakonan3opy / M3MEHCHHH KOHTAKTHBIX NAHHBIX JIOKAJILHOTO YMOIHOMOYEHHOTO JIHIE [10
(papMakoHaA30py yUPEeHACHHE JOHKHO NPOUHPOPMHPOBATh YIIONIHOMOUECHHBIH PETYISTOPHBII
OpraH CTpaHbl PErUCTPALUH B CPOK, YCTAHABIMBAEMbII HAIIMOHAIBHBIM 3aKOHO,[ATEITBCTBOM.
JlokanpHOE YMOTHOMOUYEHHOE JIMLO 110 (hapMaKoHa30py:

OcyutecTBisieT HeMpPepPHIBHBIH MOHUTOPHHT 0€30MACHOCTH JICKAPCTBEHHBIX MPENAPATOB B CTpaHe
PErUCTPAIUE, [IPOBOIUT AKTHBHOC BBISABICHHE CIyYaeB HEKEIATEILHBIX PEaKIHii.
OfecneunBact  NPENOCTABICHUE B YHOJIHOMOYGHHBIC —PETYIATOPHBIE OPrambl  CTPAHBI
peructpaini  uHpopmanuu 1m0  Ge30MacHOCTH  JIEKAPCTBEHHBIX IIPENaparoB, BKIIOYAst
MHJIMBH/IyallbHbIE OTHETHI Mo OGe3omacHocTH (fasee 1o Tekery MOB), nepHoindecKiue oTueTsl mo
Oe30MaCHOCTH, [UIAHBI  YIIPABJACHUS PHCKAMH M YBEAOMICHHS O JHOOBIX 3ariperax WM
OIPaHHYCHUSX B [PUMECHCHUU, IPHHSATHIX B JIPYTHX CTPAHAX, B OTHOLICHHH 3aPErHCTPHPOBAHHOIO
JICKapCTBEHHOIO Iperapara, a TakiKe JPYrHe OTYETBl B COOTBETCTBHH C TpebOBaHHIMH
3aKOHOJIATENILCTBA CTPAHBI PETUCTPALIMH M BHYTPEHHHX JIOKYMEHTOB YUpeKIeHus.

IIpoBouT MOHHMTOPHHT W3MEHEHHE 3aKOHOJATENLCTBA 110  (DApMAKOHAI30PY B  CTpaHe
perucrpanin 1 00eCreunBaeT CBOEBPEMEHHYIO epeiady [J1aBHoMy YIIOIHOMOYEHHOMY JIMILY 110
(hapmakxoHaa3opy HHGOpPMALKUU 00 ITHX HZMCHCHHAX.

[oToBuT coobIEHHE, NPOBOAMT COOp AOHONHHTENLHOH HHOOPMALHH H IPE/BAPUTEIHHYIO
OKCIIEPTU3Y Cilydas HEKeNaTenbHOH peakiM / HEeKeNaTeJbHOrO SBICHHS W OoDecredrBacT
CBOEBPEMEHHYIO 1iepejiady Beell  umupopManum  [liaBHoMYy YIIONHOMOYEHHOMY JIHIY [0
(dhapmaxoHaazopy.

[TpoBoauT mouck HH(pOpPMANUK 110 OE301aCHOCTH NPUMEHEHHS JICKAPCTBEHHBIX [PENapaToB B
HAYYHBIX JIHTEPATYPHBLIX MCTOYHHKAX, MyOMHKYEMBIX B CTPAHE PErHCTPAIMH, W IIPEI0CTABISCT
uH(opMalio [TapHoMy YIIOIHOMOYEHHOMY JIHITY O (hapMaKoHaL30py.

Koopmunupyer paboTy 1o afganTanyu U IEPEBOy Ha S3BIK CTPAHBI PEFHCTPALMH JOKYMEHTALIHH
110 (papMaKkoHa/[30py.

IIpu HeobxonuMocTH 0OECTIEUHBACT MOJAYY B YIIOMHOMOYCHHBIC PErY/ISATOPHBIE OPraHbl CTPAHBI
PErHCTPaLMK JJOKYMEHTAIMH 110 (PapMaKOHa/[30py B LENSX rOCYJapCTBEHHON PErMCTPAIIMH HITH
MOATBEPKACHUSA FOCYAapCTBEHHON PErucTpaliy JIEKAPCTBEHHBIX TIPENaparos.

OcytiecTBisier MOATOTOBKY, COIJIACOBAaHHE ¢ [JIaBHBIM  YIIOIHOMOYEHHBIM JIMIIOM  I10
(papmakoHa/30py M MpPeNOCTABIEHHE MHCHMEHHBIX OTBETOB HA 3alIPOChl OT YIOTHOMOYEHHBIX
PEry/IsTOPHBIX OPraHOB B CPOK, ONPE/ENEHHBIH 3aKOHONATEIBCTBOM CTPAHbl PETHCTPALIMH M
BHYTPEHHHMHU JOKYMEHTAMH Y UPEK/ICHHSL. :

YuacTByeT B pa3paboTKe MEPONPHATHI J1Ti MUHUMM3AIIHH PHCKOB TPUMEHEHHS JIEKAPCTBEHHBIX
[PENaparoB (HAIPUMEpP, BHECEHUE H3MEHEHUH B MHCTPYKIHMIO 110 METHIMHCKOMY [PUMEHEHHIO
JICKapCTBEHHOI'O [Iperapara, yoJnKaius IHCeM COTPYIHHKAM 3/(paBOOXPaHEeH s ¢ HH(OpMaLHei
110 6e30IaCHOCTH JICKAPCTBEHHOTO MIperapara u Jip. ). :
OcymecTBiseT KOHTPoIbL 3a coOimoneHueM Tpebopanuili (apMmakoHan3opa B KIMHHYECKHX
HCCIIE/I0BAHUSAX, TIPOBOAUMBIX HA TEPPHUTOPHH CTPAHBI PErHCTPAIHH.

Koopaunupyer npoBojMMyI0 B CTpaHe PErHCTPAlMU OKCIEPTHYI0 paboTy M0 BoIpocam
Oe30macHOCTH JIEKAPCTBEHHOTO Mperapara.

OcymecTBisier  perucTpanuio, XpaHeHHUe, AapXWBHPOBAHHME BXOMAIICH M HCXOmAIIEH
undopMaluu/fokymMmeHTauu 1o (apmakonaazopy. ObecrednBaeT roTOBHOCTE K HHCIEKIMH /
ayJIMTOPCKOH  MpoBepKe cHCTeMbl  (papMakoHanszopa YUpeikKICHUS Ha TEppHUTOPUM  CTPAHEI
perucTparmH.



Koopaunupyet ofyueHue nepcoHasa, BOBJISUECHHOIO B BBINOIHEHHE (yHKUMI 10 hapMakoHaj3opy B
CTpaHe perucTpanii, B Gopme U CPOKH, MPELYCMOTPEHHBIE 3aKOHOAATEILCTBOM CTPAHBl PETHCTPALIMH
M BHYTPEHHUMH JOKYMEHTaMH Y dPEeIKICHHSL.
[Ipenocrapiser wuupopManuio 1o 0€30MaCHOCTH JIEKAPCTBEHHBIX IPEHAPATOB  JIPYTHM
FOPHIMYECKHM JTHIAM B COOTBETCTBHH C TPeOOBaHHSIMHE 3aKOHOJIATEILCTBA CTPAHBI PErHCTPALIUN
¥ BHYTPEHHHUMH JOKYMEHTaMHU Y uUpeiKICHUS.
OGecnieunBact  coOmonenne  KoHQGUIACHUHAIBHOCTH — HH(pOpMauu 10  0OS30MaCHOCTH
(KoH(HIEHIHAIILHOCTE IEPCOHAIBHBIX JAHHBIX, MEAMLUHCKON HH(OPMALIHH).
IIpeamonaraemMpie cPOKH IPOBEACHHS NMPOLEAYPHI 3aKkynKn: Mapt 2019r.
Ocobennoctu: Ilpouenypa 3axynku OyJleT NOPOBOJUTHCS B COOTBETCTBHH € TpeboBaHHAMHU
®enepanpHoro 3akona ot 18 utonsa 2011 ropa Ne 223-P3 «O 3akynkax ToBapoB, pador, yciyr
OTIC/BHBIMM BHJAMH HOpWjnveckux Jmiy #u  [lonoxenuss o 3akynke @enepaibHOrO
rOCY/JIapCTBEHHOr0 OIO/KETHOrO HaydHOro yupexjenus «DenepanbHBIA HAYYHBIH IEHTP
uccreoBaHuil U paspaborku UMMyHOOHOIOrHuUecKuX mpenapatoB um. M.I1. Uymaxosa PAH»,
yreepkaeHHoro 28 nostops 2018 r. p - 7

OTBeTHI IOJIKHBI OBITEH TOJAHBI ¢ « L/ w ol lilfq S 2019 1. 1o « L » LY 2019
BKJIFOUUTENBHO 10 ajipecy: umto@chumakovs.su. '

Perkomenodyem 6 meme nucbmMa ykasamos HOMep 3anpoca KOMMePYecKkux npeonodiceHutl.

B kommepueckom npednodicenull 0653amenbHO Q0NACHbL ObLINb PEKGUIUNMBL HOMED U Oamd.

IIposedenue dannoii npoyedypsl cOopa ungopmayuu ne 6ievém 3a coboll GO3HUKHOBEHUS KAKUX-
aubo obazamenbeme 3akasyuxa.

Ipu nanuquu mexnudeckux owubox u nemoynocmeil npu onucanuu Pabom npocum coobwume
3axazuuxy.

Eenu ocnosnvie ycnosus ucnonnenus /[ocosopa omaudalomes om npeonodlceHtblX — Mpocum
coobuume 3arxazuuxy ¢ Kommepueckom npeonodiceHuu.
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