Ipunoxenne 1 K IpOTOKOJNY BCKPLITHI KOHBEPTOB B TEH/EpE 10 32
siedeOHBIX NPOAYKTOB B PAMKAX FApAHTHPOBAHHOTO olnema Deciun

KYIy JIeKapCcTBEHHBIX CPEICTB,
aTHOI MeIHIHHCKOI oMoy 1 (HIH) B CHCTeMe 00513aTeILHOT0 CONHAJIBHOTO

MeIHIHHCKHX H3AeTHH U CHICIHATHIHPOBAHHBIX

MEIHIHHCKOr0 CTPaxoBaHus, GpapManesTHIECKHX yeIyr na 2021 rox
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Hanuuue 1OKYMCHTOB B TeHIepHOii 3asBKe

TOO
«AUM+»

1) 3aMBKy Ha y4acTHe B TEHAEPE M0 dopme, yTBEPKACHHO# YNOIHOMOCHHbIM OprasoM
B obnacti 3apaBooxpaHeHus. Ha JNEKTPOHHOM HOCHTENE MpeICTaB/ieTCa OMNHCh
MpUIaraeMelX K 3asBKE JNOKYMEHTOB M0 dopme, yTBEPIKAECHHOH YNOTHOMOYCHHBIM
opranom B o6acTu 3paBOOXpaHeHHs;

2) cnpaeKy O TOCYAApCTBCHHOH PErHCTPaLu (nepeperucTpaiiH) IOPUIHIECKOro JIMi
wii cnpasky 00  YYeTHOH  perucTpaumu (nepepeructpaimny)  (unuana
(NpeaCTaBHTENBCTBA);

3) KONHIO yCTaBa JUIs IOPUIMYECKOro JIHLA (B cnyuae, eciiu B yCTaBe HE yKkasaH COCTaB

u_ﬂ.ﬂo.nvﬂﬁhnm» Y4acCTHHKOB HJIH aKLIHOHEPOB, TAKWKE npeacTaBiscTCA BBIITHCKA O COCTABE

yupenureneil, y9IaCTHHKOB WM KOTHA YYpEAMTENBHOTO JOTOBOPA, WM BRIMMCKA M3
peecTpa JAeHCTBYIOLHX nepraTeneii akKUuui nocne narbl 0OBABICHHA);

4) KON IOKYMEHTA, MPeJIOCTABNSIONIEr0 [1paso Ha OCYLIECTBACHHE
npeANPHHAMATENLCKOM JEATEIbHOCTH Ge3 obpasoBaHuA IOPHANIECKOrO JIMNA,
BBIIAHHOTO COOTBETCTBYIOIIMM IOCY/1aPCTBEHHBIM OPTaHoM, KOMMIO JOKYMEHTA,
YIOCTOBEPAIONIEr0 THYHOCTE;

5) KONHH COOTBETCTBYIONIMX JIMLEH3HI Ha dapMaLeBTHIECKYIO AEATENBHOCTE H (wn)
Ha OCYILECTBJIEHHE 1eSTe/bHOCTH B cepe 060pOTa HAPKOTHUECKHX CPEICTB,
TICHXOTPOMHBIX BEWECTB H NPEKYPCOPOB, yBEIOMICHIA O Hauaie WiH NpeKpalleHHH
[eATeLHOCTH 110 ONTOBOH H (W) PO3HHYHOH peanu3auy MeIHIHHCKIX H3/IETHA
KGO B BHIE HEKTPOHHOTO JOKYMEHTA, MONY4eHHBIX B cooTBETCTBHH ¢ 3akoHoM "O
paspeineHHax H yBe/IoMJIeHHAX ", CBE/ICHHS O KOTOPBIX MOATBEPAIAIOTCA B
uH(OPMALIMOHHBIX CHCTEMAX TOCYIapCTBEHHBIX OpraHoB. B ciydae OTCYTCTBHA
cBeieHHil B HHGOPMALHOHHBIX CHCTEMAX TOCYIapCTBEHHbIX OPraHos, MOTEeHHATBHBIH
[OCTABIIHK NPEACTABSET HOTAPHANBHO YAOCTOBEPEHHYIO KOTHIO COOTBETCTBYIOMIEH
nHueH3ud Ha (apMalieBTHYECKYHO NCATENBHOCTE H (wiH) Ha OCYLIECTBIEHHE
neATensHOCTH B cepe 060poTa HAPKOTHIECKHX CPE/ICTB, MCHXOTPOIHBIX BEMIECTB H
TNPeKypCcOPOB, YBEIOMIICHHA O Havasie Wi npeKpameHUU JEATENBHOCTH 10 OTITOBOWH H
(1) PO3HHYHOM peann3alii MeHIIHHCKAX W3 1eMil, ONy4EHHBIX B COOTBETCTBHH €
3akonoM "O paspemIeHAsX H YBEJIOMICHHX"]




\\

6) ceenenns 06 OTCYTCTBHH (HATHIMH) 3a10JKEHHOCTH, YUeT M0 KOTOPHIM BeJeTCs B
OpraHax rocyaapCTBEHHbIX JJOXO/I0B, MOJy4eHHBIE NOCPEACTBOM Beb-noprana
"'3/IEKTPOHHOIrO NpaBuTeNkbeTBa" Wik BeO-npuoxkenns "kabuHeT HanoromiaTebuuKa"
HE paHee OJIHOr0 MecAlla, MPeIECTBYIOMEro 1aTe BCKPhITHA KOHBEPTOB;

7) KonHMH cepTH(PHKATOB (MPH HANHYHH):

0 cOOTBETCTBUM 00BEKTa H MPOU3BOACTBA TPeOOBAHHAM HaUIEKALIEH
npoussoacTBeHHOH npakTHKH (GMP);

0 COOTBETCTBHH 00BeKTa TpeGoBaHHAM HaUlexaieii JHCTPHOBIOTOPCKO# NPaKTHKH
(GDP);

0 cooTBeTcTBHH o0bekTa TpefoBanusiM Haiekanieli anteqHoi npaktuku (GPP);

8) ueHoBoe npeyIoXkeHue no (opMe, yTBEpKICHHOH YIOJHOMOYEHHBIM OPTaHOM B
0051acTH 3/IpaBOOXPaHEHHA;

9) opuruHan JOKYMEeHTa, NOJTBePXNIAIONIEr0 BHECEHHE rapanTHitHOro obecrieyeHns
TEHJIEPHOMU 3asBKH.
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1) Texuuueckue crieMPpUKALAH C YKa3aHHEM TOYHLIX TEXHHYECKHX XapaKTepUCTHK
3a4BJIEHHLIX JIEKAPCTBEHHBIX CPENCTB U (MJIH) MEIHUMHCKHX H3IENHIi,
(apmauesTHuecKOi yeiyrd Ha GymakHoM Hocutene (pH 3asBIEHHH MEIHLIMHCKOI
TEXHHKH, TAKXKE Ha 3IEKTPOHHOM HocHTese B dopmate docx);
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2) KOMHIO JOKYMEHTA 0 rOCY/IapCTBEHHOI PeriCcTPalliH JIEKapCTBEHHOTO CPEICTBA H
(WIH) MEeIHLMHCKOTO M3enus G0 3aKmoyeHus (pa3pelieHns) yoIHOMOYEHHOO
oprana B 06J1aCTH 3PaBOOXPAHEHHS HA BBO3 M npuMenenue B Pecriy6inke KasaxcTan;

Ha BBe3eHHblE M NPOM3BEACHHBIE HA TeppHTOpHK Pecnybnukn Kasaxcrau 10
HCTEHYEHHs CPOKa NeCTBHA PErucTPaLlMOHHOTrO YIOCTOBEPEHHA JIEKapCTBEHHbIE
cpencTea H (HITH) MEIHLUMHCKHE H3JIENIHA NPEJICTAB/AIOTCA: KOMHH JIOKYMEHTA,
NOATBEPKAAIOLIErO €r0 BBO3 HePe3 rocyAapcTBeHHYI0 rpanuiy Pecny6nnku KasaxcraH,
€ro ONpHXO/I0BAHHE MOTEHIHATEHBIM MOCTABIIHKOM; IIPOH3BOJICTBO OTEYECTBEHHBIMH
TOBapONMPOH3BOAHTENEM, 3aKJl0HeHHe 0 6e30NMaCHOCTH, BLIIaHHOE B YCTAHOBJIEHHOM
3aKOHOIATENILCTBOM MOPSAIKE;
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3) npu HEOGXOAMMOCTH KOIUIO aKTa CAHHTAPHO-3MHIEMHOJIOTHYECKOro 06c/Ie/10BaHusA O
HalIM4MK "X0N0N0BOM nenn" ¢ AaToi BbIIA4YH 3@ OJIMH H MEHEE FOJl JIO IaThl BCKPBITHA
KOHBEPTOB C 3aABKAMH, €CIIH MOTEHUHANLHBIM MOCTaBIIHKOM HE MPEACTaBICH
ceprudukar Haexamei nuctpubsioTopekoii npaktkn (GDP) win naanexaei
npousBoacTBeHHOH npakTikH (GMP), win Hamiexameii anteuHoil npaktuku (GPP).




