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KazaxcTtan Pecry6iukachiHbIH JleHcayIIbIK caKTay ITpuka3z Munucrpa MMUHHUCTEPCTBO 3APABOOXPAHEHUS U COLMATBHOTO
JKOHE QNICYMETTIK AaMy MUHHUCTPIIr 3IPaBOOXPAHCHHS M COLHAIIBHOTO pasButus Pecriy6anku Kasaxcran
(KP Ilpesunenrinig 25.01.2017 sx. N 412 passurtus Pecriy6imku Kazaxcran ot
JKapneirsiMeH Kaiita Kypbuty xonsiMeH KP 29 mas 2015 rozna Ne 421.
Jlencaynbik cakray MuHUCTpIiri xoHe KP ExOex 3apeructpupoBan B MHUHUCTEPCTBE
JKOHE XaJIBIKTBI QJICYMETTiK KOPFay MUHUCTPIIIT] roctuiun Pecnyonuku Kazaxcran 30
Goutbln KaiTa YHBIMIACTBIPBUIIbI) ntons 2015 roga Ne 11485

00 yrBepxkaenuu IlpaBui nposenenusi papMakoHa 30pa ¥ MOHUTOPUHIA
0e30MmacHOCTH, KauecTBa U 3PPEeKTUBHOCTH MeIUIIUHCKUX U31eJINil

Chocka. 3aconosok 6 peoakyuu npuxaza Munucmpa 30pasooxpanenus PK om
27.05.2019 Ne KP J[CM-88 (8so0umcs 6 oeticmaue nocie OHs e20 nepe8o2o
ouyuarbHo2o 0nyOIUKOBAHUSL).

B coorBercTBUM nyHKTa 2 co cTatheil 85 Koaekca Pecriyonnku Kazaxcran ot 18
centsi0pst 2009 roga «O 310pOBbE HAPOAA U CUCTEME 3IPABOOXPAHEHUS
IMPUKA3BIBAIO:

1. YTBepauts IlpaBuna npoBeaenus papmMakoHaa30pa 1 MOHUTOPUHTA
0e30macHOCTH, KauecTBa U 3(P(HEKTUBHOCTH METUIIUTHCKUX U3/IEITHIA.

Crnocka. Ilynkm 1 6 pedaxyuu npuxaza Munucmpa 30pasooxpanenusi PK om
27.05.2019 Ne KP JICM-88 (6600umcs 6 oeticmaue nocie OHs e20 nepozo
ouyuanrbHo2o onyoIUKOBAHUS).

2. llpu3Hath yTpaTUBIIMMU CHITY TIPUKA3 U.0. MUHHCTpA 3IpaBOOXpaHEHUS
PecniyOnmku Kazaxctan ot 3 Hos0pst 2009 rona Ne 647 «O0 ytBepknenuu [IpaBun
IPOBEJICHUS] MOHUTOPUHTA TOOOYHBIX IEUCTBUI JIEKAPCTBEHHBIX CPEJICTB B
MEUIMHCKUX U (DapMalleBTUUECKUX OpraHu3aIusax» (3aperucTpupoBaHHbIi B Peectpe
roCcyJIapCTBEHHOM perucTpalii HOPMaTUBHBIX MPaBOBBIX akTOB Ne 5910,
onyOnukoBaHHbINH B COOpaHUM aKTOB LIEHTPATBHBIX UCIIOJIHUTEIBHBIX U UHBIX
LHEHTPAJIbHBIX TOCyAapCcTBEHHBIX opraHoB PecyOnuku Kazaxcran Ne3, 2010 rona) u
nyHKT 1 [lepeyHss HOpMaTHUBHBIX MTPABOBBIX aKTOB MUHHUCTEpCTBA
3npaBooxpaHenus Pecnyonuku KazaxcraH, B KOTOpbIE BHOCATCS U3BMEHEHUS

QR-KOJT COAEPIKUT CCHUIKY Ha
nansbiif nokyment B OKb HITA PK
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YTBEPKJIEHHBIN NpukazoM Munuctpa 3apaBooxpanenus Pecyonuku Kazaxcran ot 28
centsi0opst 2012 roga Ne 664 «O BHECEHUU U3MEHEHH B HEKOTOPhIE HOPMATHUBHBIE
paBoBbI€ akThl MuHUCTEpCTBA 3apaBooxpanenus PecnyOnuku Kazaxcran»
(3aperucTpupoBaHHbIi B PeecTpe rocy1apcTBEHHOM perucTpalii HOpMaTUBHBIX
npaBoBbIX akToB Ne 8081, omyOnrkoBaHHbBIN B razete «Kazaxcranckas mpasga» 22
saBaps 2012 roga Ne 302 (27576).

3. KoMmutety KOHTpOIS MEAULIMHCKON U (papMalleBTUUECKOM 1€ATETbHOCTH
MunucTepcTBa 3I[paBOOXPAHEHUS M COLMAIbHOTO pa3BuTusa Pecyonuku Kazaxcran
00€ecCreyuTs:

1) rocy1apcTBEHHYIO PErUCTpAIMIO0 HACTOSIIIETO TpruKka3a B MUHUCTEPCTBE
toctuniuu Pecryonmku Kazaxcran;

2) B TeueHUE ACCATH KaJICHIAPHBIX JHEH MOCIe TOCYIapCTBEHHON PETUCTPAIuU
HACTOSIIIETo MprKa3a B MuHucTepcTBe roctuiinu Pecryonuku Ka3axcran HampaBieHue
Ha opUITHATBPHOE OMYOIMKOBAHNE B IEPUOIUUECKUX TIEYATHBIX U3JAHUSIX U
MH()OPMAIIMOHHO-TIPABOBOM CHCTEME HOPMATHBHBIX ITPABOBBIX aKTOB PecryOnmku
Kazaxcran «Oauier»;

3) pa3MeleHue HaCTOSILEro MpUKa3a Ha HHTepHET-pecypce MuHUCTepCcTBa
3/IpaBOOXpaHEHHS U COolManbHOro pa3Butusa PecryOnuku Kaszaxcras.

4. KoHTpOJIb 32 UCMIOJIHEHUEM HACTOSAIIIETO IIPUKa3a BO3JIOKUTH Ha BUIE-
MUHHUCTpA 37paBOOXPaHEHUS U colmanbHoro pa3Butus Pecriyonuku Kazaxcran [oit A.
B.

5. Hacrosimwmii mprka3 BBOJUTCS B ACHCTBUE TIO UCTCUYCHUH JCCITH KaJICHIAPHBIX
JTHEH TocTie JHs ero MepBoro o(GUIMaILHOTO Oy OIMKOBAHUS.

MuHUCTp 31paBOOXPAaHEHUS M COUMATBHOTO pa3BuTus Pecnydauku T.
Ka3axcran JyiiceHoBa
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YTBEpKIACH
npuka3oM MuHucTpa
3IpaBOOXPAHEHUS U
COI[MAJILHOTO Pa3BUTHUSA
PecnyOnuku Kazaxcran
oT 29 mas 2015 roga Ne 421

IIpaBuia
nposeaeHust GapmMaKkoHaA30pa U MOHUTOPUHIA 0€30MMaCHOCTH, KA4eCTBA U
3¢ PeKTUBHOCTH MEeIUIIMHCKUX U3AeTHH

Chocka. Ilpasuna 6 peoaxyuu npuxasza Munucmpa 30pasooxparnenusi PK om
27.05.2019 Ne KP J[CM-88 (8so0umcs 6 deilicmaue nocie OHsl e20 nepeo2o
ouyuarbHo20 0nyOIUKOBAHUSL).

I'maBa 1. O0mue moJ1o;keHus

1. Hacrosimue IlpaBuiia npoBeaenus papmMakoHaa30pa 1 MOHUTOPUHTA
0€30macHOCTH, KauecTBa U 3(PPEKTUBHOCTH MEIUIIMHCKUX M3aenuit (nanee — [IpaBuma)
OTIpEETSAIOT MOPAIOK MpoBeieHus (hapMaKOHa30pa U MOHUTOPUHTA 0€30IaCHOCTH,
KayecTBa U 3 (HEKTUBHOCTH MEIUIIMHCKUX U3JICITHI, 3apETUCTPUPOBAHHBIX B
PecnyOnnke Ka3zaxcran.

2. ®apmakoHa30p OCYILIECTBIISIETCS B COOTBETCTBUU C TPEOOBAHUSAMU
CrannapTa HaanexKallen NpakTuku papMaKkoHaA30pa, YTBEPKIESHHOTO TPUKA30M
MuHucTpa 34paBOOXpaHEeHHs U colMaibHOro pa3Butus Pecyonuku Kazaxcran ot 27
Mas 2015 roma Ne 392 «O0 yTBepKACHUN HAJICKAITNX (GapMaIlleBTHICCKUX ITPAKTHK»
(3apeructpupoBaH B PeecTpe rocy1apcTBeHHOM perucTpaivii HOpPMAaTUBHBIX MPABOBBIX
aktoB nost Ne 11506) (nanee — Ctangapr).

3. Jns nenen Hacrosamux [IpaBuir mpuMeEHSIOTCS CIIENyOINE TEPMUHBI U
oTpeeNeHus:

1) orcyTcTBytOLIas HHGOPMAIUS — HEAOCTATOK CBEJIEHUH MO OE30MaCHOCTH WU
00 0COOEHHOCTSIX MPUMEHEHHUS JIEKAPCTBEHHOT'O MIpernapara y OlnpeAesIeHHbIX IPYIII
NAMEHTOB, KOTOPBIE MOT'YT SIBJIAThCS KIIMHUYECKH 3HAYMMbIMU;

2) MOTEHIIUATBHBINA PUCK — HEXKENATEIHbHOE MOCIEICTBIE (papMaKOTEepaIiuu, B
OTHOULIEHUU KOTOPOTO UMEIOTCS OCHOBAHUS ISl IOAO3PEHUM HA HAIMYKUE B3aUMOCBSI3U
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C JICKapCTBEHHBIM IpENapaToM, OJHAKO JTaHHAS B3aUMOCBS3h HAJICKAIINM 00pa3oM He
ObLIa TOATBEPIK/ICHA;

3) BaauIUPOBAHHBINA CUTHAJI — CUTHAJ, 1711 KOTOPOTO B MPOIIECCE BHIMOJIHEHUS
BAIMJIALIMY U OLIEHKH MOATBEPKAAOIINX TAHHBIX YCTAHOBJIEHO, YTO UMEKOIIASCA
JIOKYMEHTAIMS I0CTaTOYHA JIJIS TIPEANOI0KEHHUS HAUTUYUS HOBOW MTOTCHIIUATBHOM
MIPUYUHHO-CJIEJCTBEHHOMN CBS3U WJIM HOBOTO ACIIEKTAa U3BECTHOW B3aUMOCBSI3U MEXKIY
IIPUEMOM TIOA03PEBAEMOI0 JIEKAPCTBEHHOIO ITpenapara u pa3sBUTUEM
HeOIaronpuUsATHOTO TIOCIICICTBUS U, CIIEA0BATEIBHO, ONpe/ieicHa He0OX0IMMOCTh
OCYILIECTBIICHUS KOMIUIEKCA JaTbHENIINX IEHCTBUM 110 OLIEHKE CUTHANA;

4) curnan — uHdopmalys, NOCTynarmas oT OJHOTO WK HECKOJIbKHUX
VCTOYHUKOB, KOTOpAas MPEAIOIaracT HAIMYUe HOBOW MMOTEHIIMAIbHON IPUYMHHO-
CJICACTBEHHOU CBSI3U WJIM HOBOTI'O aCIIEKTa U3BECTHOM B3aMMOCBSA3U MEXKY
BO3JICVICTBHEM JIEKAPCTBEHHOIO MPENAPATA U HEKEIIATEIbHBIM SIBJICHUEM HJIN
COBOKYITHOCTBIO B3aUMOCBSI3aHHBIX HEXEJIATEIbHBIX SBJICHUN, OLICHUBAcMas Kak
JOCTaTOYHAs JJis JaIbHEUIINX AeMCTBUI MO Bepu(HUKAIMU CUTHAIIA;

5) rocyiapcTBEHHBIN opraH B cpepe oOpalieHus IeKapCTBEHHBIX CPEJICTB U
MEIUITUTHCKUX U3JIETNI — BEIOMCTBO YIIOJTHOMOYEHHOTO OpraHa B 00J1acTu
3IpaBOOXpaHEHUs!, OCYIIECTBIISIONIEE pETyIupoBaHue B chepe oOpalieHus
JIEKAPCTBEHHBIX CPEJICTB U MEAUIIMHCKUX U3ICTUN;

6) rocy1apCcTBeHHasi SKCIEpTHasi opranu3anus B chepe oopaieHus
JIEKapCTBEHHBIX CPEACTB U MEIUIIMHCKUX U3CIUNA — PECITyOIMKAaHCKOE
roCcyJapCTBEHHOE MPEANPUATHE HA TTPaBe XO3HUCTBEHHOTO BEJICHUS, OCYIIECTBIISIONISE
IPOU3BOICTBEHHO-X035MCTBEHHYO JIEATEILHOCTh B 00JIACTH 31PaBOOXPAHECHUS 110
obecniedeHnto 6e30macHOCTH, () (HEKTHBHOCTH M Ka4eCTBa JICKAPCTBEHHBIX CPEJICTB
(manee — 9KCTIepTHAsI OpraHu3aIus);

7) pUCKH, CBA3aHHBIE C TPUMEHEHUEM JIEKAPCTBEHHOT' 0 Ipenapara — 10001
PUCK, CBSI3aHHBIN C KAUeCTBOM, 0€30MaCHOCTHIO WK 3(PPEKTUBHOCTHIO JIEKAPCTBEHHOTO
npenapara no OTHOIIEHHIO K 3/I0POBbIO MAIIMEHTOB WJIM HACEJIEHUS WM JII000H PUCK,
BEAYIIMI K HEXKEIATEIILHOMY BO3JCHCTBUIO HA OKPYXKAIOIIYIO CPENIY;

8) cepbe3HOE YXYAIICHUE COCTOSIHUS 3I0POBbS — OMACHOE JJIs )KU3HU
3a0oJieBaHue, CTOMKOE MopakeHNe PYHKIIMHA OpraHu3Ma WM HeoOpaTuMoe
MOBPEXKICHNE CTPOCHHSI TeJIa, COCTOSIHUE, TPEOYIOIee METUITUHCKOTO HITH
XUPYPrUYECKOro BMEIIATENHCTBA C IEIbI0 MPEAOTBPAICHUS OTIACHOTO ISl )KU3HU
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3a00seBaHus, WIH CTOMKOIO MOPAKEHUS (PYHKIIMU OpraHu3Ma, Wi HEOOPAaTUMOIO
HOBPEXK/ICHUS CTPOEHUS TeJa, COCTOSIHUE, TPEOYIOIee rOCIUTAIN3aUN UITN
3HAUUTEIBHOTO YBEJIIMYEHUS CPOKa NPeObIBAaHUS B CTALlMOHAPE YKE
TOCIUTAIU3UPOBAHHOIO MAMEHTA, (PYHKIIMOHATFHOE HApYLIEHHE Y IJI0/1a, €r0 THOeIb,
BPOJKJICHHAsI aHOMAJIMSI WJIA POJIOBasi TpaBMa);

9) cepbe3Has yrpo3a 3/10pOBbI0 — JTH00ast HEUCIIPABHOCTD U (WMJIK) YXYAIICHUE
XapaKTEepUCTUK, WIN HapyllIeHHe PYHKIIMOHUPOBAHUS METUIIMHCKOTO U3EIHS, WIH
HEJIOCTATOYHOCTD JINOO HEKOPPEKTHOCTH COMMPOBOAUTENHHON HH(OPMAIIUH
(TOKyMEHTaIlM1) Ha MEIUIIMHCKOE U3JeNIHe, WK MOOOYHOE JICUCTBUE, HE YKa3aHHOE B
UHCTPYKIIUM IO TPUMEHEHHUIO, KOTOPBIE IIPUBEIN UM MOTYT IIPUBOJIUTH K
HEMHUHYEMOMY PUCKY CMEPTH, OTTACHOMY JIJIsl ’KU3HH 3a00JICBaHUI0, HEOOpATUMOMY
NOPAXKEHUIO0 PYHKIIUKM OpraHu3Ma, HeoOpaTUMOMY MOBPEKIECHUIO CTPOCHHUS Teja WIH
COCTOSIHHI0, TPEOYyIOIIeMY MEIUIIMHCKOTO MM XUPYPTrUYeCKOro BMEIIATEIbCTBA C
LEJbI0 PENOTBPAIICHUS HEOOPAaTUMOTr0 NOpakeHUs! GyHKUHUU OpraHu3Ma Win
HEO0OpaTUMOTO TIOBPEKIEHUSI CTPOCHUS TeJa, K KOTOPhIe TPEOYIOT HEOTIIOKHBIX
MEIUIMHCKUX JICUCTBUM;

10) ynostHOMOYEHHBIN OpraH B 00J1acTH 3IpaBOOXpaHEHUs (Janee —
YIOJHOMOYEHHBIN OpraH) — HEeHTPaJbHbII HCIOJHUTENbHBIA OpraH, OCYIECTBISIOLIUI
PYKOBOJICTBO U MEXOTPACIEBYIO KOOPIUHAIUIO B 00aCTH OXpaHbl 3J0POBbS I'PakJIaH,
MEIUIMHCKON U (hapMalleBTUYECKON HAYKH, MEAULIMHCKOTO U (hapMalieBTUYECKOTO
o0Opa3oBaHMsl, CAHUTAPHO-3IUIEMHOJIOTHUYECKOT0 OJIaronoyIyuns HacelIeHus,
oOparieHus JIEKapCTBEHHBIX CPEJICTB U METUIIMHCKUX U3JIETUH, KOHTPOJIS 32 KaY€CTBOM
MEIULIUHCKUAX YCIIYT;

11) ceppe3Has HexKenaTeIbHas peakiys — HeXeIaTeabHas peakius, KoTopas
IPUBOJUT K CMEPTH, IPEJICTABIISIET Yrpo3y IS )KU3HU, TPeOyeT rocuTaIn3aIluu
NalUeHTa WIK €€ MPOJICHUs, TPUBOJIUT K CTOUKOM JIMOO BBIpaKEHHOMN
HETPYJO0CTIOCOOHOCTH MJIM HHBATHIHOCTH, K BPOXKIEHHBIM aHOMAJIMSIM UJTU TTIOPOKaM
pa3BUTHUS, TPEOYET MEIUIIMHCKOTO BMEIIATENHCTBA JJIsl TPEAOTBPAILICHUS PA3BUTHS
NEePEUYUCIICHHBIX COCTOSIHUM, a TaKXkKe JIt00ask HelpeIHaMepeHHas oJo3peBaeMast
nepenaya yepes JeKapCTBEHHbIN penapaT HH(EKIIMOHHOTO areHTa;

12) Hecepbe3Has HexeNaTelbHas peaKlns — HeJKeNaTeIbHas peakus, KoTopas
HE OTBEYAET KPUTEPUSAM CEPbE3HON HEXKEIATEIIbHOU PEAKIUH;
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13) HexxenaTenpbHOE COOBITHE — TI0O0E HEXENATETbHOE METUIIMHCKOE COOBITHE,
HETMpPOTHO3MpyeMoe 3aboieBanne 100 MOBPEXKICHUE HITH HEXKeIaTeIbHbIC
KIIMHUYECKUE TTPU3HAKY (BKIII0Yas 1a00paTOpHBIC MMOKA3aTENH, OTIIMYHBIE OT HOPMBI) Y
MIOJTb30BATENICH WIIH TPETHHX JIUI, CB3aHHBIX C IPUMEHEHUEM MEIUITUHCKOTO H3/ICITHS;

14) HexenmareapHas peakiys — HelpeTHaMEpEeHHAs, HeOIaronpusITHAS PEaKIUs
Opranmsma, CBs3aHHas ¢ MPUMEHEHHUEM JIEKApCTBEHHOTO (MCCIIeTyeMOro) mpemnapara u
Iperoarampias HaTu4rue BO3MOKHON B3aUMOCBSI3H ¢ IPUMEHEHHUEM JJAHHOTO
JIEKapCTBEHHOTO (KCCIeyeMOoro) mpenapara;

15) xapTa-cooO1ieHre 0 HeKeNnaTeNbHbIX peakusix — nHpopmanus,
nepegaBaeMasi B COOTBETCTBHH C yCTaHOBJICHHBIMHU (POPMOI U COZiep)KaHUEM, 00 OAHOMN
WJIU HECKOJIBKUX I0103PEBAEMBIX HEXKEJIATEIIBHBIX PEAKIUAX Ha JICKAPCTBEHHBIN
npenapar;

16) HenpenBuaeHHAs HEXEIaTeIbHAS PEaKIUs — HexXeaTeIbHas peakius,
XapakTep, CTENEHb TSKECTH WA UCXO0]T KOTOPOH HE COOTBETCTBYET MH(MOPMAIIHH,
coJieprKallelicst B ACHCTBYIOIIEH 00Iel XapaKTepruCTUKE JIEKapCTBEHHOTO MIpernapara,
WHCTPYKIHMH MO MEIUIIMHCKOMY MPUMEHEHUIO JIEKAPCTBEHHOIO Mpernapara J1udo B
Opoliope uccaeaoBaTels sl He3aperucTpUPOBAHHOTO JIEKAPCTBEHHOIO Mpernapara;

17) nesTenbHOCTh 0 MUHUMH3AIUN PUCKA (MEPbl IO MUHUMH3AIINH PUCKA) —
KOMIUJIEKC MEPOIPUATUH, HAPABJICHHBIX HA MPEAOTBPALICHUE U YMECHBIICHHUE
BEPOSITHOCTH BOZHUKHOBEHHS HEXKEATEILHOW PEaKIIUM, CBI3aHHOM C BO3/IEMCTBUEM
JIEKapCTBEHHOTO Tpernapara, JM00 Ha YMEHbBIIICHUE CTEMEHU TSHKECTH HEXkKenaTeIbHOM
pPEaKLNH B CIIy4Yae €€ pa3BUTHS,

18) nepuoauueckuii OOHOBISAEMBII OTYET MO OE30MACHOCTH — OTYET JACPHKATEIS
PETUCTPALIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO MpernapaTa 3a OlpeieIeHHbIN
NEPHOJ BpEMEHU B TEUEHHE IMOCTPETUCTPALIMOHHOTO MEPUOAA MPEAOCTABIAEMbIN IS
OLICHKU COOTHOIIIEHMS «I10J1b3a-PUCK» JIEKAPCTBEHHOTO Mpernapara;

19) mocTperucTparmoHHOE HCCiIeI0BaHNE OS30ITaCHOCTH — UCCIIE0OBAaHHUE,
UMEIOIIIEe OTHOIIICHHUE K 3apEeTHCTPUPOBAHHOMY JIEKAPCTBEHHOMY Mpenapary,
MPOBEJICHHOE C 1EIbI0 ONPEEICHUS, XapaKTePUCTUKN WU KOJTUYECTBEHHON OLIEHKU
yIpO3bl 0€30MaCHOCTH, MOATBEPKASHUS MPoduIist 0€30MaCHOCTH JIEKapCTBEHHOTO
npenapara i olleHKd 3PGEeKTUBHOCTU MEp IO YIPABICHUIO PUCKAMU;
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20) mpobiema mo 6e30MaCHOCTH — BaXKHBIM UIEHTU(DHUIIMPYEMBIN PUCK, BAKHBIN
TOTCHIIMAIBHBIN PUCK WJIM BaKHAsI OTCYTCTBYFOIIAs HHGOPMAIIHS;

21) npodusib 6€30MaCHOCTH — COBOKYITHOCTD MOKa3aTeNiei MPUMEHEHUs
JIEKapCTBEHHOTO CPECTBA, MO3BOJISIOIINE ONPEACTUTh COOTHOIIICHUE II0Ib3a-PUCK)
JIEKapCTBEHHOTO CPEJICTBA;

22) HeGnaronpusITHOE COObITHE (MHITU/ICHT) — JIF00ask HEeUCIPABHOCTh U (MIIH )
YXYAIICHAE XapaKTEPUCTHK WM HapyIIeHHE (PYHKITMOHUPOBAHUS MEIUIIMHCKOTO
U3JIEIINS, WIIA HEJIOCTATOYHOCTh TUOO HEKOPPEKTHOCTH COMMPOBOIUTEIHLHOM
uHbOpMaIUH (JIOKYMEHTAIIMN ) Ha MEIUIIMHCKOE M3CIIUe, TOOOYHBIC TECHCTBUS WU
HEXKeJIaTeIbHasl PEaKivs, He YKa3aHHBIC B MHCTPYKITUHU TI0 MPUMEHEHUIO WITN
PYKOBOJICTBE I10 SKCIUTyaTallMH, KOTOPBIC TIPSIMO WJIM KOCBEHHO MPUBEITH UJIH MOTIIH
IIPUBECTH K CMEPTH WIIA CEPHE3HOMY YXYIIIEHUIO COCTOSTHHS 37J0POBBS MOJTH30BATENICH
WIH TPETHUX JIUIL;

23) KOppeKTHpYIOIIee ICHCTBHE 110 OE30ITaCHOCTH MEIUITUHCKOTO U3ICTIUS —
JNEUCTBUE, MPEANPUHATOE MPOUZBOAUTEIEM MEAUIIUHCKUX U3ICIIUN C IIETbI0 CHIXKEHUS
PHCKa CMEPTH WJIN CEPHE3HOT0 YXYAIUICHUS COCTOSIHUA 3J0POBbs MOJIb30BATENEH WITH
TPETHUX JIUII, CBA3aHHOE C TPUMEHEHUEM MEIUIIMHCKOTO U3/ENHS, U BKIFOYAIOT B CEOS:
BO3BpAT MEAULIMHCKOTO U3AENUS MPOU3BOIUTEII0 MEIUIIMHCKUX U3JETUNA UIIH €TO
YIOJIHOMOYEHHOMY TPEACTABUTEII0; MOAUMDHUKAIIUIO METUIIMHCKOTO U3CITHS
(MOJIepHU3AIIMIO B COOTBETCTBUH C MPOU3BEICHHBIMU MPOU3BOAUTEIIEM METUIIMHCKUX
V3JEIUN U3MEHEHUSMU B KOHCTPYKIUHA MEIULIMHCKOTO U3IENUSA, U3MEHEHHE
WHCTPYKIIMK O MPUMEHEHHUI0, OOHOBJIEHHE MPOTPAMMHOTO 00ecCTIieUeHUs
MEUIIMHCKOTO U3ENHS); 3aMEHY MEAUIIMHCKOTO U3/, U3BIATHE MEAUIIUHCKOTO
U3JIeNs U3 00paIlleHHs; YHUYTOKCHHE MEAUITMHCKOTO U3/IeNns; THHOPMHUPOBAHUE O
JNEUCTBUAX MOJIb30BATENEN MEIUIIMHCKUX U3AEIUN B CIIy4Yae, €CJIU MEAULIMHCKOE
U3JCINE U3BATO U3 00paIlleHHs, HO UMEETCSl BEPOATHOCTD €T0 MCIOJIb30BaHU,

24) yBenomiieHUE 1O 6€30MaCHOCTH MEAUIIMHCKOTO U3/IEHs — COOOIIEHHE,
HaIIPAaBJICHHOE ITPOU3BOAUTENIEM MEIULIMHCKUX U3/IEIUN WIH €0 YIIOJIHOMOYEHHBIM
IpeCTaBUTENIEM CyObEeKTaM OOpallleHHusI MEIULIMHCKOTO U3/ENHSI B CBSI3H C
KOPPEKTUPYIOLIUM JIeUCTBHEM IO O€30MaCHOCTH METULIMHCKOTO U3/1ETHS;

25) mpoU3BOAUTENH METUITMHCKOTO U3/IeNNs — CYOBEeKT B chepe oOparieHus
JIEKAPCTBEHHBIX CPEJICTB M MEAUIIMHCKUX U3/ICTU, OTBETCTBEHHBIHN 3a pa3padOTKy U
U3rOTOBJIEHNE MEIUIIMHCKOTO U3/IEUs, JENAOIUNA €ro TOCTYIHBIM st
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UCII0JIb30BAHUS OT CBOEr0 UMEHH HE3aBUCHUMO OT TOTO, pa3paboTaHo U (WIIH)
U3TOTOBJIEHO 3THUM JIMIIOM WJIH OT €0 UMEHH JIPYTUM JIMIOM (JIMLIAMHU), U HECYILIUN
OTBETCTBEHHOCTb 32 €ro 0€301MacHOCTb, KaueCTBO U 3P (HEKTUBHOCTH;

26) ynoJIHOMOYEHHBIN MpPeACTaBUTEIb IPOU3BOIUTENS — FOPUINYECKOE WIIH
duznyecKkoe JUIO, 3aPETUCTPUPOBAHHOE B KAUECTBE MHAUBUAYAIBHOTO
npeanpuHuMares, sipistoieecs peauaentTom Pecnyonuku Kazaxcran,
YIOJIHOMOYEHHBIE JJOBEPEHHOCTHIO IPOU3BOAUTENS MEAULIIUHCKOTO U3EIHS
MPEICTABIATh €r0 MHTEPECHI IO BOIIPOCaM OOpaIeHUsI MEAUITMHCKOTO U3/IeTUs Ha
tepputopun Peciybnuku KazaxcTan B COOTBETCTBUH € AEHCTBYIOIIUM
3akoHojarenbcTBOM PecryOnuku Kazaxctan B 0651aCTH 3ApaBOOXPAHEHUS;

27) monb30BaTeNb — MAIUEHT, MEIUIIMHCKUHN CTICITUAIMCT UITH JIF000E JpyTroe
bu3uYECcKOe U0, TPUMEHSIOIINE METUIIMHCKOE U3IeNIMe 110 Ha3HAYCHUIO,
ONPEAECIECHHOMY MPOU3BOIUTENEM MEAULUHCKUX U3/EIIN;

28) COOTHOILIEHHE «IT0JIb3a-PUCK» — OLIEHKA MOJI0KUTEIbHBIX TEPANIeBTUUECKUX
3(PeKTOB JIEKAPCTBEHHOTO MpernapaTa o OTHOIIEHUIO K PUCKaM, CBSI3aHHBIM C €r0
IpUMEHEHUEM (MIOHATHE PUCKA BKIIOYAET JII0OOH PUCK, CBA3aHHBINA C KAYE€CTBOM,
0e301acHOCThIO U 3(PPEKTUBHOCTHIO JIEKAPCTBEHHOT'O IIperapara 1o OTHOLIECHHUIO K
3JI0pOBBIO MAIUEHTA UM HACEICHHUS);

29) uaeHTUGUIUPOBAHHBIA PUCK — HEXKENATEIbHOE MOCIEICTBHUE
(apmakoTepanuu, B OTHOIIEHUHA KOTOPOIO MOJIYYEHO aIeKBaTHOE JOKA3aTEIbCTBO
HaJIM4Msl B3aUMOCBSI3H C I10JJ03PEBAEMBIM JIEKAPCTBEHHBIM MPEMAPATOM;

30) npUYMHHO-CIIEICTBEHHAS CBSI3b — B3AUMOCBSI3b MEXKY KIMHUYECKUMU
MIPOSIBJICHUSIMU JIFOOOM HEXENAaTeIbHOW peakIliy B TOM YKCIIe TTOCIe UMMYHU3AIUU 1
IPUMEHEHUEM JICKAPCTBEHHOTO CPEICTBA, BAKIIMHBI, OTpEIesieMast TI0 OOIIEeTPUHSATHIM
KpuTepusM (kputepun BecemupHol opranuzanuu 3ApaBooxpanenus, mkana Hapamwxku,
OWHAPHBIN METON);

31) mutan ynpaBieHHs pucKamMu — MOAPOOHOE OMMCAHUE CUCTEMbI YIIPABIICHUS
pUCKamu;

32) nepkaresib peruCTPallMOHHOTO YAOCTOBEPEHUS — IOPUIUYECKOE JIULIO, Ha
UMSI KOTOPOTO BBIJIAaHO PETUCTPAIIMOHHOE YJIOCTOBEPEHUE Ha JIEKAPCTBEHHBIN IIpenapar;
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33) KOppeKTUpYIOIIee TCUCTBUE — IEUCTBUE, TPEANPUHITOE TPOU3BOAUTETIEM
MEIUITUHCKHUX U3JICTUH C IEeJbI0 YCTPaHCHUS IPHYUHBI 00HAPYKEHHOTO
HECOOTBETCTBHS MJIN HEXEIATSIHHOTO COOBITHS;

34) dbapmakoHaa30p — BUJ NCATCILHOCTH, HAMPABIICHHBIN HA BBISBICHHE, aHATN3,
OLICHKY U IIPEIOTBPAILICHUE HEXKENATEIbHBIX ITOCIEACTBUNA IPUMEHECHUS
JIEKapCTBEHHBIX MPEINAPATOB;

35) uHcnekuus cucteMbl hapMakoHaA30pa — NPOIEaypa MPOBEPKU CUCTEMBI
dbapmakoHaa30pa AepKATENs PETUCTPAIIMOHHOTO YAOCTOBEPEHHS HA COOTBETCTBUE
TpeOOBaHUAM HaJIeKaIleH MpakTUKK papmakoHaa3opa Pecnyonuku Kazaxcran;

36) mactep-daiin cucteMbl papMakoHaa30pa — MOAPOOHOE ONTUCAHUE CUCTEMBI
(apmakoHaA30pa, IPUMEHAEMOM IepKATEIEM PErUCTPALIMOHHOTO YIOCTOBEPEHHUS B
OTHOUIECHUU JAHHBIX 00 OJTHOM WJIM HECKOJIBKUX 3apEerUCTPUPOBAHHBIX JIEKAPCTBEHHBIX
npenaparax.

I'nasa 2. Ilopsiaok nposeaeHus papMakoHaa30pa

Ilaparpa¢ 1. BoisiBiieHHe, aHAJIN3 U OLIEHKA COOOIICHUIT 0 HeKelaTeJIbHbIX
MOCJIeACTBUSAX PUMEHEHHSI JIEKAPCTBEHHOI'0 Mpenapara

4. IlpoBenenue hapMakoHag30pa 00ECIIEUNBACTCS YIIOJTHOMOUYECHHBIM OPraHOM B
00J1aCTH 3JpaBOOXPAHECHUSI U HAMIPABIICHO HA BBIABICHUE, aHAJTIN3, OILICHKY U
IIPEIOTBPAIICHIE HEXKEIATSIBHBIX TOCIEACTBUN IPUMEHEHHS JICKAPCTBEHHBIX
IpemapaTos.

5. CBeneHus 0 HEXENATENbHBIX MOCIEACTBUIX IPUMEHEHUS JIEKAPCTBEHHOTO
npenapara, B TOM YKCJIe BaKIIMH MPEJOCTABISIOTCS CyObeKTaMH 3paBOOXPAHEHHUS,
cyObeKkTamu B cepe oOpalleHus JeKapCTBEHHbBIX CPEACTB U MEIULIMHCKUX U3ACNINN, a
TaKXKe JIepKaTeIsIMU PErUCTPAllMOHHBIX YIOCTOBEPEHU JI€KapCTBEHHBIX CPEJICTB B
Buzie KapTei-cooOmieHns o HexenaTeIbHbIX PEeaklusaX JIEKapCTBEHHOTO MpemapaTa
(manee — kapTa-cooOIieHue) 1Mo GopMe COTJIACHO MPWIIOKEHHIO | K HACTOSAIIUM
[IpaBunam.

Kaptbi-cooOmienus couepxar 00s13aTeNIbHbI MUHUMAIbHBIA 00beM
uHopMaiuu, TpeOyeMbIi 1Jisl YCTAHOBJICHUS OIIEHKH MPUYUHHO-CIIEICTBEHHOM CBS3U
MEXK/1y IPUMEHEHUEM JICKAPCTBEHHOIO MPENapara u pa3BUTUEM HEXKEIATEIbHBIX
peaKiuu.
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6. KapTpI-coobiienus nepeaaroTcs 4uepe3 HHTEPHET-PECYPC IKCIIEPTHON
OpraHu3alliy B peXUME OHJIAWH (J1asiee — mopTait), HoCpeACTBOM (akca, IEKTPOHHON
MIOYTHI WIIH MIPEIOCTABIIAIOTCS HAPOYHO B AKCIIEPTHYIO OPTaHU3AINI0 Ha OyMa)KHOM
HOCHUTEIIE.

7. Jy1st moy4deHus JOCTyIa Ha TIopTai B IENISIX MepeIadn KapT-COOOIIECHHI B
AKCIEPTHYIO OPTraHU3alUI0:

1) cyOBeKTHI 3[paBOOXpaHEHUS IPE/ICTABIISIOT MEPEYEHb MEAUIIMHCKUX
OpraHu3alui ¢ YKa3aHUEM JAaHHBIX OTBETCTBEHHOIO JIMIAa 38 MOHUTOPHUHT
HEXKeJIaTeTbHBIX PeaKlnii JEKapCTBEHHOTO MIpenapara;

2) TeppUTOpHANIbHBIE JeTapTaMEHTHI TOCYIapCTBEHHOTO OpraHa B cepe
oOpallieHust JISKAPCTBEHHBIX CPEACTB U MEIUIIMHCKUX U3/ICIIUNA MPEICTABISIIOT
nepedeHb (papMareBTUUECKUX OpPTaHU3aIii C YKa3aHUeM JaHHBIX OTBETCTBEHHOTO
JU1a 32 MOHUTOPUHT HEXKENATENbHBIX PEeaKIUi JIEKapCTBEHHOTO Mperapara;

3) nepKaTenu perucTpalMOHHOrO YIOCTOBEPEHNUS JIEKAPCTBEHHOIO CPEJICTBA
NPEACTABISIOT JaHHBIE YIIOJTHOMOYEHHOTO M KOHTAKTHOTO JUIla 1o (hapMakoHaA30py
Ha Tepputopuu Pecryonuku Kazaxcras.

8. Cpoku Ipe10CTaBICHHUS KapThI-COOOIISHHSI B CITy4YasX BBISBICHUS Ha
teppuropun Peciyonuku Kazaxcran:

1) cepbe3HOl HEXeTaTeILHON peaklui — B TeUeHHE 48 4aCOB C MOMEHTA
HACTYIUIEHUS ciiydasi (11 MeIUIIMHCKUX YUPEXKICHUIN U OpraHu3anui
3IpaBOOXpaHEHUs) U B TeUueHUE 15 KaJleHJapHbIX JHEW ¢ MOMEHTA MOJTyYEeHHUSI
uHpopManmu (s aepxareneit PY);

2) HeXeJIaTeJIbHOM peakIuy — B TeueHue 15 KajaeHJapHbIX JHEH ¢ MOMEHTA
HACTYIUICHUS CIlyyvas;

3) cepbe3HOI HENMpEABUICHHOW HexenarenbHol peakiuu (nanee — CHHP) Ha
UCCIIeTyEMBbIH JIEKapCTBEHHBIN TTpeTapar, BBIIBJICHHON B X0O¢ KITMHUYCCKUX
WCCJICIOBAaHUN — B TEUCHHE 7 KaJCHAAPHBIX THEH OT JAThI MOTy4YeHUs HHOOPMAITUH O
BeisiBieHun CHHP, B ciiydae, eciu oHM pUBENU K CMEPTH WX MPEACTABISUIIA YTPO3Y
JUTSI )KA3HHU M B CPOK JI0 15 KaleHIapHbIX JHEH OT JaThl MOTyYSHUS HHPOPMAITHH JIJIs
octanbHbix CHHP.
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B cnydae ecim cpoku npeaocTaBieHUs KapThI-COOOIIEHHSI C MOMEHTA TTOJTYYCHHS
uH(pOpMaIK TPUXOATCS Ha BRIXOTHON WM MPAa3HUYHBIN JHU, HH(OpPMAIIUS
IIPEIOCTABIISIETCS B TIEPBBIN MOCTIE HETO pabOUHii IEHb.

9. B cmyyae CHHP Ha nexkapcTBEHHBIN penapar, Ipou30IIe el 3a IpeaeaaMu
Pecny6muku Kazaxcran u nmpuBeiieit kK cMepTu 00JIbHOTO U (W) yTpo3e KU3HU
NALHAEHTA, IePKATEIb PETUCTPALMOHHOTO YIOCTOBEPEHHUSI B TeUEHUE 15 KaneHaapHbIX
JHEH co JIHS MOoJTyuyeHus: THPOpMAIUU HAMIPaBJISIET B SKCIIEPTHYIO opraHu3anuio OTaer
0 ClIy4asix CEpbE3HON HEMPEABUACHHON HEXKENATENBHON PEAKIINH JIEKAPCTBEHHOTO
CpeICcTBa, BBISBIICHHOUN BHE Tepputopun Pecnyonmku Kazaxcran mo oopme coriracHo
IMPUIOKEHHIO 2 K HacToAmuM [IpaBumnam.

10. DkcnepTHas opraHu3anus IPOBOAUT 0OPaOOTKY, aHAJIU3 U OLICHKY
MOJIYYEHHBIX KapT-COOOIIEHUN.

11. IIpu 06paboTKe MOTYYEHHBIX KapT-COOOIICHUN O HEXKENATEIbHBIX PEAKIIUSX,
BBISIBJIEHHBIX Ha TeppuTopun PecyOnuku Kazaxcran, skcnepTHas opranu3aiius
OCYUIECTBIISIET:

1) Bamaanuio KapThl-COOOIICHHS (HATMYHE MUHUMAJIBHOTO 00beMa
00s3aTeNbHON HH(OpPMALUN);

2) Bepu(ukanuo HHPOpMaLUU B KapTe-COOOUIEHUY;
3) BbIsSIBIIEHUE AyOIUPYIOMIUX KapT-COOOIIECHMIA;

4) perucTpanuo KapThl-COOOIIECHUS B 3JICKTPOHHOU 0a3e TaHHBIX IKCIIEPTHOM
OpraHu3alluy;

5) perucTpaluio HeKelaTeIbHON PEaKIMu JIEKapCTBEHHOTO IIpenapara B
npolecce MPOBEACHUS KIMHUYECKOT0 UCCIIEIOBAHUS;

6) HampaBieHUe CyObEKTaM 3/IpaBOOXpaHeHus U (Win) cyObekTaM B cepe
oOpalleHus JIEKapCTBEHHBIX CPEJICTB U MEJULMHCKHUX U3JIEIHN, a TAKXKE JepKaTeIsIM
PETUCTPALIMOHHBIX YOCTOBEPEHUH JIEKAPCTBEHHBIX CPECTB 3apoca O
PEIOCTaBICHUY JOMOJIHUTEIbHON HH(OPMALINH, BKIIOYAIOLIEH TEPBUUHYIO
MEIUIUHCKYIO TOKYMEHTALUIO, KAPTY 3HUIEMHUOJIOTMYECKOT0 paACcCIEIOBaHus, a TAKXKE
o0pas1bl 10103pEBAEMOT0 JIEKAPCTBEHHOI'O CPE/ICTBA.

12. Ananu3 u olleHKa KapT-COOOIIEHUI MPOBOAATCS SKCIEPTHON OpraHu3aluen u
pelyCMaTPUBAIOT YCTAHOBJICHUE IPUUMHHO-CIIEICTBEHHON CBSI3U B COOTBETCTBUU C
kinaccudukanueil BcemupHoil opranuzanuu 3apaBooxpanenus (qanee — BO3) nmo
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BpPEMEHU (WJIK MECTY) MEKy IPUMEHEHHEM JIEKAPCTBEHHOI'O MIpenapara u pa3BUTHEM
HEXEJIATEIbHON PEaKIMU U BKIIFOYACT:

1) aHaIM3 JaHHBIX KapThI-COOOIICHUS;

2) aHaKM3 JOMOJHUTENbHBIX JAHHBIX, TOJYYEHHBIX OT MEAUIIUHCKOMN
OpraHu3allii, MEIUIIMHCKOTO WK (papMaIeBTUUYeCKOro pabOTHUKA U MPEICTABICHHBIX
JIepKaTeIeM PETUCTPAIIMOHHOTO YAOCTOBEepeHUs (MH(pOpMAIHsI O TPUIUHHO-
CJIEICTBEHHOM CBSI3M);

3) olIeHKY pe3yJbTaTOB JAOMOJIHUTEILHON IKCIIEPTU3bI KauecTBa U 0€30MMaCHOCTH
00pa3IoB JIEKAPCTBEHHOTO CPEACTBA B COOTBETCTBUU C MOPSIIKOM, MTPEIYCMOTPEHHBIM
nyHkToM 2 ctathu 84 Konekca Pecyonuku Kazaxcran «O 310poBbe Hapoia U CUCTEME
3npaBooxpaHeHus» (ganee — Kougexc).

13. B ciayyae nocTyIuieHUs: KapThl-COOOLIEHUS O CEPbE3HON HEXeNnaTeIbHON
peaKIuy SKCIepTHAs OPTaHM3alNs HAMIPABIIAET COOTBETCTBYIONLYIO HH(POPMAIUIO B
rOCyJIapCTBEHHBII OpraH B TeueHue 48 4acoB ¢ MOMEHTa 00paOOTKU U BaIMIalluU
KapThI-COOOILIEHUSI.

B cnyudae nepeBojia HexKEnaTEIbHON peakIuy U3 KAaTErOPUU CEPbE3HOU
HEXKEIATEIIbHOU PEaKIM B HECEPHhE3HYIO HEKEIATEIbHYIO PEAKIINIO SKCIIEPTHAS
OpraHu3allys HampaBiIseT COOTBETCTBYIOIIYIO HH(OPMAIIHMIO B TOCYIapCTBEHHBIN OpraH
B T€YEHHE |5 KaJeHIApHBIX JHEH.

B cnydae ecim cpoku npeaocTaBieHUs KapThI-COOOIIEHHSI ¢ MOMEHTA TTOJTYYCHUS
uHGOPMAIIU TPUXOASTCS Ha BBIXOIHON WM NMPA3IHUYHBIN THU, HH(GOpMAITU
MPEAOCTABISAETCS B MEPBBIN MOCe HETO paboYuil JCHb.

14. DkcnepTHas opranuzanus B TeueHre 60 KaJeHIapHBIX JHEW TPOBOAUT
OLICHKY NPUYHUHHO-CJICICTBEHHOW CBSI3U Y HAIIPABJISIET B TOCYIAPCTBEHHBIN OpraH
DKCMEPTHOE 3aKIIOYEHUE MO OLIEHKE MPUYMHHO-CIICICTBEHHOM CBSI3U MEXKITY
HEeXeJIaTeIbHON peakIue ¥ MpUMEHEHHEM JICKAPCTBEHHOT'O CPEJICTBA IO (hopMe
COIJIACHO MPUJIOKEHUIO 3 K HacTosmuM IIpaBunam.

15. DkcnepTHas opranu3aius €XKeMeCsIYHO HAIIPaBJISIET TOCYAaPCTBEHHOMY
oprany OTYeT 0 MOCTYMUBIINX KapTaX-COOOIICHUAX MO0 (POPME COTIACHO MPUIOKEHUIO
4 x HacrosimuM IIpaBunam.

16. Tlo odunmansHOMY 3ampOCy AepKATENS PErUCTPAIIMOHHOTO YIOCTOBEPECHUS
AKCIEPTHAsl OpraHu3alys MpeI0CTaBIsIeT HHGOPMAIIUIO O BCEX MOCTYMUBIINX KapTax-
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COOOIICHUX Ha JIEKapCTBEHHBIN MpenapaT 3a yKa3aHHbIA B MUCbMEHHOM 3a1poce
IIEPUOA.

17. J1ns1 BBISIBIEHUS CUTHANA, CBA3aHHOTO C 0€30MaCHOCTBIO JIEKAPCTBEHHOTO
CPEACTBA, DKCIEPTHAS OpraHnu3alus COTPYIHUYAET C MEXKAYHAPOIHBIMU
OpraHM3aLMsAMHU U HA IOCTOSIHHON OCHOBE OCYILECTBIISIET CUCTEMATUYECKOE U3YUYEHUE
JAHHBIX HayYHO-MEIUILIUHCKON TUTEpaTyphl (3apyOeKHBIX U MECTHBIX U3/1aHUN),
CalTOB PEryJIATOPHBIX OPTaHOB Apyrux crpan, BO3.

18. BoIsiBIEHME 1 OLIEHKA CUTHAJIA IPEIyCMATPUBAET U3YUEHNE BCEN UMEIOIIEUCS
uHdopmaru (PpapMakoIOTrHIecKOn, MEIUITUHCKOMN, MU IEMHOJIOTUIECKOMN) 110
COOTBETCTBYIOIIEMY CUTHAITY.

00630p “HPOpPMALIMU BKIIIOYAET JOCTYIHbIE HAYYHbIE U KIMHUYECKHUE JIAHHBIE,
BKJIFOYAsl TAHHBIE PErUCTPALIMOHHOTO JOChE JIEKAPCTBEHHOI O IIpenapara, CTaTbu B
MEIUIMHCKOM JIUTepaType, CIOHTaHHbIE COOOIEHUSI U MHPOPMALIMIO OT JepKaTenei
PETUCTPALMOHHBIX YAOCTOBEPEHUM U PETYIISATOPHBIX OPTaHOB IPYTUX CTpaH. B ciryyae
NOJy4eHHs] HHPOPMAIIUU U3 HECKOJIIBKUX UCTOYHUKOB, YUUTHIBAETCS YPOBEHb UX
JIOKa3aTEIbHOCTH.

19. Curnan cuurtaercsi BaTuAUPOBAHHBIM, €CIIU MPoliecC BepuuKanum Bcen
uMeronieics nHGOpMauy CBUACTENBCTBYET O MPEANOI0KUTETbHO HOBOM IPUYMHHO-
CJIEICTBEHHOM CBSI3U WJIM HOBOM aCIIEKTE U3BECTHOM B3aMMOCBSI3H, CJIEI0OBATEIBHO,
ABJISIETCSI 0OOCHOBAHUEM JIaJIbHENIIEH OLICHKHU.

20. ITo pe3ynpTaTaM OLIEHKM CHTHAJIA DKCIIEPTHAS OpraHu3alys HAPABIISET B
roCyJapCTBEHHBIN OPraH U JEPKATENII0 PETUCTPALMOHHOIO YA0CTOBEPEHUS
COOTBETCTBYIOILY0 MH(POPMALHIO, BKIOYAIOIIYI0 MEPHI PEKOMEHAATEIBHOTO
XapakTepa:

1) o mprOCTaHOBKE NEHCTBUS PETHCTPAIIMOHHOTO YIOCTOBEPCHUS
JICKapCTBEHHOTO TIpernapara J0 3aBepIICHUs OIICHKU CHTHAJIA ITPH HAJTHINUN
NOTEHIIUAILHON YTIPO3bl 3JI0POBBIO YeJIOBEKA U (MJIH) OOLIECTBEHHOMY
3JIpaBOOXPaHEHUIO;

2) 0 mpOBEJICHUH JOTOTHUTEIBHOTO U3YUEHUs, TPUHATHHU U/WIH pa3padoTKe Mep
110 MUHUMHM3AIIMU PUCKOB, €CIIA MEXAHU3MBbI PA3BUTHS MTOJ03PEBAEMON HEXKETATEIBHOMN
PEaKLIHU YKa3bIBAIOT HA BO3MOXKHOCTb MPEAYNPEKICHUS WIH CHUKECHUE CTETICHU
TSPKECTU HEXKEJIATEIIbHON PEaKLINH;
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3) o mpoBeIEHUH MTOCTPETUCTPAITMOHHOTO HCCIEA0BaHNs OE30MMaCHOCTH C ENBIO
U3YyYEeHHS TOTEHIIMAILHOTO BoIpoca (po0iembl) o 0€30MacCHOCTH JIEKAPCTBEHHOTO
npernapara;

4) 0 BHECEHUU JOTOJHUTEIbHON HHGOPMAIIUU 110 OE30MTaCHOCTH B OOIIYIO
XapaKTEPUCTUKY U UHCTPYKITUIO 110 MEAUITMTHCKOMY MPUMEHEHUIO (JIMCTOK-BKJIA TBIII)
JIEKapCTBEHHOTO CPEJICTBA.

21. B cityuae He0OXOIMMOCTHU MPOBEICHUSI TOTIOTHUTEIBHBIX TCUCTBUN
JIEPAKATEIIEM PETUCTPALMOHHOTO YAOCTOBEPEHUS, MIPEYCMOTPEHHBIX MyHKTOM 20
HacTosmux [IpaBuil, SkciepTHAS OpraHU3alys HapaBJSIET ICPKATEITIO
PETUCTPAIMOHHOTO YAOCTOBEPEHUS YBEIOMJICHHE B MPOU3BOJILHOM (hOpMeE C yKazaHUEM
CpOKa BBINOJTHEHUS PEKOMEHIOBAHHBIX JEUCTBUM.

22. B cnydae OTCYTCTBHSI pUCKa JUIsl HAMEHTOB, 3KCIIEPTHASI OPraHU3alus B
NUCbMEHHOMN IPOU3BOJIBHON (hopMe HHPOPMUPYET rOCYJapCTBEHHBIN OpraH 00
OTCYTCTBUU HEOOXOAMMOCTH MOCIEYIOLEH OLIEHKU WIH JadbHEHIINX JEHCTBUM.

IHaparpad¢ 2. [IpenorBpaienue HexKeJIaTeIbHbIX MOCISACTBUI IPUMEHECHUA
JIEKAPCTBEHHBIX Npenaparos

23. Jliis mpeoTBpaIlCHUST HEKEIATEIbHbBIX MTOCIEICTBUN MPUMEHECHUS
JIEKapCTBEHHBIX MPENapaToB:

1) cyOBeKTHI 31paBOOXpaHEHUS] OPTaHU3YIOT PAbOTy MMy TEM:

Ha3HA4YCHHUA B MCAUIMHCKUX OpPpraHu3anuiax OTBETCTBCHHbBIX JIMI] 3d MOHUTOPHUHT
HCXKCJIAaTCIbHBIX I'[OCJIGI[CTBI/Iﬁ IMMPUMCHCHHU: JICKAPCTBCHHBIX IIPCIIAPATOB,

pa3pabOTKK CTaHAAPTHBIX PAOOUYMX MPOIIEAYP IO MOHUTOPUHTY, PETUCTPALINH B
MEJIUIIMHCKON JOKYMEHTAIIMU U CBOEBPEMEHHOMY MPEIOCTABICHUIO HH(POpMALIIH O
HEXKENATEJIbHBIX MOCIEACTBUAX NPUMEHECHUS JICKAPCTBEHHBIX MPEINAPATOB;

BEJICHUSI CTATUCTUYECKON OTYETHOCTH B MEIUIIMHCKOW OpraHu3anuu 1o
BBISIBJICHHBIM CITy4yasiM HEKeJIaTeJIbHbIX NOCIEACTBUNA IPUMEHEHNUS JIE€KapCTBEHHBIX
Ipenaparos;

MPEIOCTABJIEHUS OTUETA O HEXKEIATEIbHBIX MOCIEICTBUSX NPUMEHEHUS
JIEKapCTBEHHBIX MPENapaToB B YIIOJHOMOYEHHBIA OpraH B 00JaCTH 3JJpaBOOXPAHECHHUSI.

2) nepKaTeny perucTpalMoOHHOIO yA0CTOBEPEHUS JIEKAPCTBEHHOTO Mperapara,
HaxoJsIerocs B oopauieHuu Ha tepputopun Pecniyonuku Kazaxcran obecrneunBaroT:
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HaJIMYHEe YIIOJTHOMOYCHHOTO JIUIA TI0 (papMaKoHaI30py U KOHTAKTHOTO JIUIIA TT0
dbapmakonaazopy Ha Tepputopun Pecriybnuku Kazaxcran;

CO3/aHHE U MOJJICPKAHUE B aKTyaIbHOM COCTOSTHUM MacTep-(daiisia CUCTEMBI
dbapmakoHaa30pa;

BeJIcHHE 0a3bl TaHHBIX O BBISIBIICHHBIX HEXEIATEIbHBIX MOCIEICTBUSIX
IPUMEHEHMUS JIEKapCTBEHHOT O IipenapaTa Ha Tepputopuu Pecniybnuku Kazaxcran;

€XXEroHOE MPEAOCTABIEHUE B AKCIIEPTHYIO OPraHU3alUI0 CBEAEHUH O JTHOOBIX
3anpeTax WK OTpaHUYEHUSX B IPUMEHEHUH, IPUHATHIX B JPYTUX CTpaHax, B
OTHOUIEHUU 3aperucTpupoBaHHoro B Pecriyonuke KazaxcraH iekapcTBEHHOTO
CPEICTBA, & TAK)KE JAHHBIX JJIS IPOBEACHMS OLIEHKH COOTHOILLIEHUS «I10JIb3a-pUCK);

yBeZIOMJIEHHE (B TUCbMEHHON MPOU3BOJILHON (popMe) rocyAapCTBEHHOTO OpraHa
C YKa3aHHEM MPUYMH O IUIaHUPYEMOM IPEKpaIlleHUH MPOU3BOCTBA WM 00pallleHUs
JIEKapCTBEHHOTO cpeZcTBa Ha pbiHke PecryOnmnku Kazaxctan He MeHee ueM 3a Ba
Mecsla J10 MpeKpaieHus: Iporu3BOICTBA UM OOpaIleHHs JIEKAPCTBEHHOTO CPEJICTBA U
(M) 0 TOM, YTO JIEKAPCTBEHHBIN MTpenapaT He MPOU3BOAMIICA B TEUEHUE TPEX JIET.

24. I'ocy1apCTBEHHBIA OpPraH B LENSAX MPEAOTBPALLICHUS HEXKENATEIbHBIX
IIOCJICCTBUI PUMEHEHUS JIEKAPCTBEHHBIX CPEACTB OCYILECTBIISCT:

1) nuadopMupoBaHre MEIUIIMHCKUX U (papMarieBTHUECKUX paOOTHHUKOB,
HaceleHus o0 (hapMaKOHAI30pe, a TAK)Ke BHEIPECHUE MEP 110 MUHUMHU3AIUHN PUCKa,
CBSI3aHHBIX C 0€30IaCHOCTHIO JICKAPCTBEHHBIX CPEICTB;

2) UHCTICKITUHU CUCTEM (apMaKOHAA30pA.

25. UudopmupoBaHre MEIULUHCKUX U (papMalieBTHUECKUX PAOOTHUKOB,
HaceJleHUs 0 (hapMaKOHAa[30pe OCYILIECTBIIAETCS IyTEM PETYJIIPHOIO Oy OJIMKOBAHUS
Ha 0(hMLHAIBHOM PECypce rOCy1apCTBEHHOIO OPraHa WM B CPEICTBAX MACCOBOM
uH(pOpMaIUH CBEIEHUH IO O€30MaCHOCTH JIEKAPCTBEHHBIX CPEICTB.

JU1s MUHUMH3A1lUU PUCKOB, CBSI3aHHBIX C 0€30M1aCHOCTHIO JIEKAPCTBEHHBIX
CPEICTB, FOCYJapCTBEHHBIM OPraH IPUHUMAET MEPBI B IIOPSJIKE, IPELYCMOTPEHHOM
nyHKTOM 60 HacTosuux IIpasui.

26. MHcnekius cuctemsl (papMaKoHa130pa OCYIIECTBIISIETCS] B OTHOLIEHUH LIEJION
cUCTeMBI (papMakoHa30pa U (WJIK) MO OTACIbHOMY JIEKAPCTBEHHOMY CPEJICTBY U
BKJIFOYAET:
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1) moaTBEp)KAECHUE HANMYHUSA Y IEPKATENS PErUCTPALIMOHHOTO Y IOCTOBEPEHHUS
nepcoHasa, Nporenyp, CUICTEM, a TAK)KE MOMEILEHUs], CPEACTB U 000pyA0BaHu,
HEO0OXO0IUMOTO JIsl BBIMOJTHEHUSI CBOMX 00513aTEILCTB MO (papMaKOHaA30py B
COOTBETCTBHUH € TpeOOBaHUAMU 3aKOHOaaTenbcTBa Peciyonuku Kazaxcran;

2) BBISIBJICHHE U OLICHKY HECOOTBETCTBUM, MPEACTABIISIONIMX OMMACHOCTD JIJIs
310POBbSI HACEIICHUA.

WNucnekius cuctemMsl (papMakoHa130pa MPOBOJUTCS B OTHOLIEHUU JepKaTeen
PETUCTPAIMOHHOTO YI0CTOBEPEHMS WIIM UHBIX OpPraHU3alluil, MPUBJICUEHHBIX
JIEpKaTeIeM PETUCTPAIIMOHHBIX YI0OCTOBEPEHUH I BHITOJHEHHS 0053aTENIbCTB 110
dbapmakoHaa30DYy.

27. Mucniekius cuctemsl (papMaKkoHa130pa MPOBOAUTCS paOOTHUKAMU
roCcyJapCTBEHHOIO0 OpraHa U SKCIEPTHOM OpraHu3aluu, KOTOPbIE UMEIOT
COOTBETCTBYIOILUH OIBIT U MOATOTOBKY JIJIsl OLIEHKH Pa3IMUHBIX aCEKTOB CUCTEMBI
(apmakoHaA30pa B COOTBETCTBUE ¢ TpeOoBaHUsAMHU CTaHAApTa U BXOJAT B PEECTP
(apMaLeBTUYECKUX HHCIEKTOPOB, POPMUPYEMOM B MOPSAIKE, IPETYCMOTPEHHOM
noanyHkroM 63-1) nynkra 1 crareu 7 Kogekca.

['ocynapcTBeHHBINM OpraH HampaBiseT AepKaTeI0 PErUCTPAITMOHHOTO
YAOCTOBEPEHUS JIEKAPCTBEHHOTO CPEACTBA MUCHbMEHHOE YBEIOMJIEHUE O MPEICTOAIICH
WHCIICKIIUU CUCTEMBI (hapMakoHaa30pa 3a 30 KaJIeHAapHBIX JHEH 0 MpenoiaraeMou
JaThl IPOBEJACHUSI MHCTICKIIUH.

28. MHcnekius cuctemsl (papMaKoHa130pa OCYIIECTBISIETCS B CIIydasiX,
peAyCMOTPEHHBIX B paznene 4 Cranmapra, a TakKe B CIIydasx:

1) He mpeocTaBICHUS B YCTAHOBIICHHBIE CPOKH JIEPKATEIIEM PErUCTPALIMOHHOTO
YAOCTOBEPEHUS JJOKYMEHTOB, HEOOXOIUMBIX sl IPOBEACHUS OIIEHKH PO
oe3omacHocTtu JekapcTBeHHbIX cpeacTB (ITYP, IIOOB), a Takke oTkaza aepkaTeis
PETUCTPAIMOHHOTO YAOCTOBEPEHUS OT MPEIOCTABIICHUS 3aMpaiinBaeMoi nHpopMamu;

2) U3MEHEHUS COOTHOLICHMS «II0JIb3a-PUCK» JIEKAPCTBEHHOIO IIpernapara, a
TaK)K€ HECBOEBPEMEHHOTO UH()OPMUPOBAHUS 00 U3MEHEHUH COOTHOIIEHUS «I10JIb3a-
PHUCK» JIEKAPCTBEHHOI'O Mpenapara,
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3) HEBBITIOJIHEHUS JIEPYKATEIIEM PETUCTPAIMOHHOTO YII0OCTOBEPEHUS 00S13aTEIHCTB
B paMKax IUIaHa MO YIPAaBJICHUIO PUCKAMHU, & TAKXKE HECBOEBPEMEHHOT O WJIN
HEHAJIEKAIIETO BBIIIOJHEHUS TPOLEAYPHI BBISIBIICHUS PUCKA WIIA MEP 11O
MHUHUMM3ALUU PUCKA;

4) HECOOTBETCTBUS MEXAY ITPEACTABIISIEMON JEpKATEIEM PETUCTPALUOHHOTO
yA0CTOBEpEeHUs MHPOpMaLrel U nHpopManuei, NoJTy4eHHON IKCIIEPTHOM
OpraHM3alen OT PEryJISITOPHBIX OPraHOB CTPaH OJIMXKHETO U JajdbHETo 3apyOeKbs;

5) HanM4YXS COMHUTEIHHOM MHPOPMAIIUY B TIPEACTABICHHBIX JepKATEIEM
PETUCTPAIMOHHOTO YAOCTOBEPEHUS JOKYMEHTaX, HEOOXOUMBIX JIJIsi OIEHKH TTPOQuUIIs
0€30MacCHOCTH JIEKaPCTBEHHOT' O Mperapara.

29. Pe3ynbTaThl THCIIEKIIUU CUCTEMBI (PapMaKkoHaI30pa aepKaTes
PETUCTPALIMOHHOTO YI0CTOBEpeHUs oopmisttoTcst B Busie OTdeTa o pe3ysibTarax
OLICHKU AESTENbHOCTHU CIIYKObI (papMaKoHaa30pa AepkKaTesied perucTpaiuoOHHOro
yIOCTOBEPEHHUS JICKAPCTBEHHBIX CPEJICTB MO (hOpPME COTIIACHO MPUIIOKEHHIO 5 K
HactosiuM [IpaBuiiam.

30. B pamkax dapmakoHaa30pa SKCIEpTHAs OpraHu3alis OCYIIECTBISET OLIEHKY
COOTHOILIEHHMSI MOJIb3a-PUCK JIEKAPCTBEHHBIX CPEACTB, HMMEIOIIUX OECCPOUHYIO
pErucTpanuio (Janee — OleHKa COOTHOIICHHUSI «I10JIb3a-PUCKY).

31. OneHka COOTHOIICHUS «I0JIb3a-PUCK» MPOBOJAUTCSA HA OCHOBAHUU CBEACHUM,
MpeACTaBISAEMbIX JACPKaTeNIeM PErUCTPAIlMOHHOIO YIOCTOBEPEHUS B BUJIE:

1) nepuouyeckrx 0OHOBISIEMBIX OTUETOB 10 Oe3omacHocTH (nanee — [I00B);
2) nnaHa ynpasieHus puckamu (ganee — [IYP);

3) IaHHBIX TOCTPETUCTPALIMOHHBIX UCCIIEIOBAHUN 0€30MacHOCTH;

4) mactep-(daiina cucteMbl (hapMaKoHaI30pa.

32. IIOOBb cocraBisieTcst AEPKATENEM PETUCTPALIMOHHOTO YIOCTOBEPEHUS U
COJIEPKUT UCUEPIBIBAIOLIINN U KPUTUYECKUI aHAJIN3 COOTHOILIEHUS «II0JIb3a-PUCK
JIEKapCTBEHHOTO Iperapara ¢ y4eTOM BCEX HOBBIX JIAHHBIX 110 O€30MacHOCTH U
BIIMSHUS ITUX JTAHHBIX HA MPOGUIIH 0€30MacHOCTH U 3P(HEKTUBHOCTH JIEKAPCTBEHHOTO
npenapara, HauMHasi OT JaThl MEXAYHAPOJIHON PErUCTPaLUy JIEKAPCTBEHHOTO
npernapara.
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ITpu noaroroske ITOOb nepxkaTenb perucTpallMOHHOTO YIOCTOBEPEHUS
o0ecreynBaer:

1) mocTOBEpHOCTH, CBOEBPEMEHHOCTh COOpa U nepeadu nHGopMaluu B
AKCIIEPTHYIO OPraHU3ALIHIO;

2) MpCACTABJICHUC B OTYCTC AAHHBIX O BBIABJICHHBIX HCXKCIATCIIbHBIX PCAKIUAX C
AdHaJIN30M HpH‘lHHHO-CHGI{CTBGHHOﬁ CBiA3HU,

3) npeaocTaBieHHUE TOMOJHUTEIBHBIX JAHHBIX 00 00beMe TIPOJIaXK WU
KOJINYECTBE HA3HAYEHU COOTBETCTBYIOIIETO JIEKAPCTBEHHOTO CPEICTBA, BKITOYAs
OLICHKY HACEJICHUSI, TTOJIBEPTaBIIErOCs ICHCTBUIO JICKAPCTBEHHOI'O CPEJICTBA;

4) BKIIIOUEHHE BCEX JAaHHBIX O O€30MaCHOCTH JIEKAPCTBEHHOIO CPEJICTBA,
MOJIYYEHHBIX 33 OTUETHBIN MepUuo.

33. IIOOB npenocrapisieTcst B KCIEPTHYIO OPTaHU3AIHUIO B SJIEKTPOHHOM BHJIE C
BO3MOKHOCTBIO TEKCTOBOTO MTOMCKA HA PYCCKOM SI3bIKE WJIM aHTJIMMCKOM SI3BIKE C
NEPEBOJIOM Ha PYCCKHUU A3BIK CIAEAYIOUIMX PA3JAEIOB: KPATKOT0O U3JIOKEHNS OCHOBHOTO
COJIep>KaHMsl, THTETPUPOBAHHOTO aHATTM3a COOTHOIIEHUS MOJIb3a-PUCK TIO OJJ0OPEHHBIM
nokazanusm ¥ 3akitoueHus. Ctpykrypa [IOOb cocrasmsiercst mo opme cortacHo
npHIoKeHHIo 6 K HacToamuM [IpaBumnam.

I1o 3ampocy 3KCIEepTHOW OpraHu3aliuy AepKaTellb PpErUCTPALOHHOTO
YAOCTOBEPEHUS B TeueHHE 30 KalCeHIapHbIX JTHEW MPEIOCTABIIAET IEPEBO HA PYCCKUI
sa3bIK apyrux pazaenos [TIOOBb.

34. DkcnepTHas opraHu3alus ONpeaeisieT U pa3MellaeT Ha CBOEM UHTEPHET-
pecypce nepedeHb ACHCTBYIONIMX BEIIECTB JIEKAPCTBEHHBIX CPEJICTB, B OTHOIIEHUU
koTopbix npeaocrapinenne [I0OOb TpedyeT cnennanbHON EPHOTUIHOCTH.

35. Jlia mekapCTBEHHBIX MPENApATOB, MEKIYHAPOIHOE HENATEHTOBAHHOE
HaMMEHOBAaHWE WK IPYNIUPOBOYHOE HAUMEHOBAHUE KOTOPHIX HE BKIIFOYEHO B
yKa3aHHBIN [IepedYeHb, epuoaAnIHocTh npeacrasienus [I00Db cocrasser:

1) kaxabie 6 MecsIeB OT MEXIYHAPOHON JaThl PETUCTPAIlMU HA MPOTSKEHUH
NEPBBIX 2 JIET;

2) eXeroJiHO Ha MPOTSHKEHUH TTOCTSIYIOMMNX 2 JIET;

3) manee — kaxple 3 roja.
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Cpoxk nmogauu [TOOb cocraBnseT He 60ee 90 KaneHAapPHBIX JHEH C JaThI
OKOHYaHHMsI cOOpa TaHHBIX.

ITOOB nogyexuT nojilaue He3aMeUIUTENbHO, B CPOK 110 60 KaJeHIapHBIX JTHEM,
OT AaThl MOJIYYECHUS MUCbMEHHOTO 3aMpOca SKCIEPTHON OpraHu3al1u.

36. Ilepnognunocts npenocrasieHus [I0OOb MeHseTcs B ClIeIyOMMX CIydasx:

1) nmosiBieHUs: HOBBIX MOKA3aHUM K HA3HAYEHUIO U HOBBIX ITyTEW BBEJCHUS,
pa3paboTKe HOBBIX JIEKAPCTBEHHBIX (JOPM, KOTOPBIE OTIMYAIOTCS OT paHee
3apEeTUCTPUPOBAHHBIX JJISI AKTUBHOM CyOCTaHIINY;

2) BBIJIa4ud HOBOT'O PETUCTPAIIMOHHOIO YJIOCTOBEPEHUS Ha JIEKAPCTBEHHOE
CpEIICTBO, KOTOPOE UMEET OJJMHAKOBBIN KAYECTBEHHBI U KOJIMYECTBEHHBINA COCTAB
AKTHUBHOT'O U BCIIOMOTATEJIbHBIX BEIIECTB, a TAKXKE JICKAPCTBEHHYIO (DOPMY U Ty Th
BBEJICHHS, KOTOPBIN PaHEe 3apETrUCTPUPOBAH;

3) npu BHECEHUHU U3MEHEHUI B PETUCTPAIIMOHHOE JI0ChE€ B COOTBETCTBUU C
HOPSIAKOM, TPEAYCMOTPEHHBIM MYHKTOM | ctathu 63 Konekca.

37. Ilpu BBIABICHUH HEXKEJIATEIbHBIX PEeaKINil v (MI1) MHOU WH(MOPMAIUH 110
0e3omacHoCTU U 3P(HEKTUBHOCTH, HE COACPKAIIMXCS B O0IIEH XapaKTepUCTUKE U
UHCTPYKIUU 10 MEAUIIMHCKOMY MPUMEHEHHIO (JIUCTOK-BKIJIAIBIII) U U3MEHSIOIINX
COOTHOIIIEHHE «IT0JIb3a-PUCK» JIEKAPCTBEHHOT'O Mpernapara, SKCrepTHasi OpraHu3aius
3anpamuBaeT y epKareiis perucTpaluOHHOrO Y0CTOBEPEHUS JIEKaPCTBEHHOT O
npenapara BHeouepeaHoit [I00B.

38. Dkcnepruza [TIOOb ocymiecTBisieTcs B CpOK HE IpeBbImatomuii 90
KaJICHJapHBIX JTHEH U BKIIFOYACT:

1) ananu3 Bceit uHGopmaIuu 1o 6€30MacHOCTH, MOJTYUYEHHOU 3a OTUYETHBIN
MIEPHO/I, C ONIPEACIICHNEM BO3MOKHBIX BBISBIICHHBIX HOBBIX CHTHAJIOB,
CBUICTEIHCTBYIOIINUX O HOBBIX MOTSHIIMAIBHBIX WA UACHTU(DUIIMPOBAHHBIX PUCKAX
100 JOTOTHEHUH HH(POPMAIMEH dTUX CUTHAJIOB YK€ UMCIOIIUXCS 3HAHHUH 110 PaHee
UACHTU(DUITUPOBAHHBIM PUCKAM;

2) 060011IeHre BCEl MOMyUYeHHOMN 32 OTYETHBIN NIeproj] HHGOPMAIIUH 110
0e3omacHoCTU U 3((HEKTUBHOCTH JIEKAPCTBEHHOTO Mpernapara (Kak B paMKax
KJIMHAYECKHX MCCIIeIOBAHNUMN, TaK U TIPU PUMEHEHUH JIEKaPCTBEHHOTO TIperapara B
MEIUIIMHCKON MPAKTUKE) U OLIEHKA BIMSHUS 3TOW HH(POPMAIIMK HA COOTHOLICHHE
«TI0JTb3a-pUCK» JIEKAPCTBEHHOTO TIperapaTa;
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3) BBINOJHEHNUE aHAJIN3a COOTHOIIICHUSI «IIOJb3a-PUCK» HA OCHOBAHUU BCEX
KYMYJISITUBHBIX JIaHHBIX, HAUWHAsI C AaThl IEPBOU PETUCTPALMHU JIEKAPCTBEHHOIO
npernapara uin JaThl IEPBOr0 pa3pelIeHUs Ha TPOBEICHUE NHTEPBEHIIMOHHOTO
KIIMHUYECKOTO UCCIIEI0BAaHUS B KAKOM-JIHOO U3 TOCYAapCTB;

4) 060061meHre HHGOPMAIIUK 110 MEPAM MUHUMH3AIIUNA PUCKA;

5) onpenenieHNe MIaHa OLICHKU CUTHAJIOB, PUCKOB U (WJIN) MPEIIOKEHHMN MO
JOTIOJTHUTENIBHBIM MepaM (apMaKoHaI30pa.

39. IIOOBb npenocrapisieTcss Ha BCE JIEKaApCTBEHHBIE CPEJICTBA, HAXOASAIIMECS B
oOpaienun Ha Tepputopuu PK, kpome iekapCTBEHHBIX CPEACTB C XOPOIIO U3YYCHHBIM
MEIUIIMHCKUM TPUMEHEHUEM, TPAAUIIMOHHBIX PACTUTEIbHBIX U TOMEOMATHYECKUX
JIEKApCTBEHHBIX CPEJICTB.

[Tpu Hamuyuu pobsieM 1Mo 6€30MaCHOCTH TPATUIIMOHHBIX PACTUTEIBHBIX U
FOMEONATUYECKUX JICKAPCTBEHHBIX CPEJICTB, a TAKKE JICKAPCTBEHHBIX CPEJCTB C
XOPOIIIO U3yYEHHBIM MeauIMHCKUM npumeHenueM, [I0Ob npenocrasnsiercs
JIEPHKATEIIEM PETUCTPALIMOHHOTO YAOCTOBEPEHUS MO MUCbMEHHOMY 3aIIpOCy
AKCIIEPTHOM OpraHu3alllH.

Okcnieptusa [IOOB ocyuiecTBisieTcs: B cily4asix OpUTMHAIbHBIX JIEKAPCTBEHHBIX
npenapaToB, OMOCUMUJISIPOB, BAKI[UH, BOCIIPOM3BEACHHBIX JIEKAPCTBEHHBIX MpenapaToB
(B cilydae OTCYTCTBUSI 3aPETUCTPUPOBAHHBIX OPUTHHAIBHOTO JIEKAPCTBEHHOTO
npenapara u €ro aHaJIoroB).

Pesynbratel sxcnieptussl [IOOB opurnHanbHBIX JIEKAPCTBEHHBIX CPEJICTB
MPUMEHHUMBI K BOCITPOU3BEACHHBIM JICKAPCTBEHHBIM CPEICTBAM, UMEIOIITUM
OJINHAKOBOE JIEHCTBYIOIIEE BEIIECTBO, IEKAPCTBEHHYIO (popMy.

40. ITo pe3zynpraram s3xcreptussl [IOODB skcniepTHas opraHu3anusi COCTaBIsAET
DKCHEepTHOE 3aKII0YEHHE 10 OILIEHKE NEPUOINYECKOT0 OOHOBIISIEMOT0 OTUETA O
0€30IacHOCTH JIEKApCTBEHHOTO CPEACTBA MO (POPME COTTIACHO MPHUIIOKEHUIO 7 K
HactosiiuM [IpaBunam. 3aknroueHne opopmisieTcs: B ABYX IK3EMIUISIpax, OJUH U3
KOTOPBIX HAIPaBIISIECTCS ACPKATEIIO PETUCTPALIMOHHOTO YIOCTOBEPEHHS, & BTOPOM —
OCTaETCs B SKCIEPTHON OpraHU3aluu.
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41. DxcnepTHas opraHu3anus BeAET 3JIEKTpOHHYI0 nporpammy o [I00b
JIEKapCTBEHHBIX CPEJICTB C YueTOM [ 0CyJTapCTBEHHOTO peecTpa JIeKapCTBEHHBIX
CPEACTB U MEIULIMHCKUX W3JCNIUI B IOPSIAKE, TPEAYCMOTPEHHOM ITyHKTaMu 1 u 2
crateu 71 Koxekca.

42. ITYP pazpabarbiBaeTcs JepiKaTeseM perucTpalioHHOro YA0CTOBEPEHUS U
COJICPKUT MOJPOOHOE OMMCAHUE MEPOTIPUSITHI 1O (papMaKOHAI30py, HAMIPABICHHBIX Ha
BBIBJICHHE, OLICHKY M MPEAOTBPALLCHHE, a TAKXKE MUHUMH3ALIUIO PUCKOB, CBSA3aHHBIX C
IPUMEHEHHEM JICKapCTBEHHOTO TIpernapaTa u oleHKY () PEKTUBHOCTH JaHHBIX
MEPOIPUITHH.

43. IIYP npenocraBnsercs aepKaTeneM PETUCTPALMOHHOTO YI0CTOBEPEHHUS B
AKCIEPTHYIO OPraHU3AIMIO B CAEAYIOIUX CIyYasax:

1) nns nexkapCcTBEHHOTO Mpernapara, CoACpKaIlero paHee He 3apEruCTPUPOBAHHOE
JIEUCTBYIOIIEE BELIECTBO;

2) n7s IEKapCTBEHHOTO Tpernapara, CoAep Kallero paHee He
3aperuCTPUPOBAHHYIO0 KOMOWHAITMIO JIEHCTBYIONINX BEIIECTB;

3) m1s OMOoaHAIOTHYHOTO, OMOJIOTHISCKOT0, OMOTEXHOJIOTHISCKOT0, a TAKKE
UMMYHOJIOTHYECKOT0 JIEKAPCTBEHHOTO TIperapara;

4) nmpu BHECEHUHN U3MECHEHUH B PETUCTPAIMOHHOE JI0ChE JICKAPCTBEHHOTO
npenapara, 3aTparuBaronux o0JacTh MPUMEHEHUS, ACTIEKThI POU3BOACTBEHHOTO
mporiecca B CiydJasiX HOBOM JieKapCTBEHHON (DOPMBI, HOBOTO CITOC00a BBEJICHHS, HOBOTO
croco6a Mpou3BOACTBA OMOJIOTHYECKHUX JIEKAPCTBEHHBIX CPEJICTB, BBEJICHUS TTOKAa3aHUMN
K IPUMEHECHUIO B IEIUATPUUECCKOMN MOIMYJISIUNA UIN IPYTUX U3MEHCHUN B IMTOKAa3aHUAX K
MPUMEHEHHIO B COOTBETCTBUHU C MOPSIAKOM, MPEAYCMOTPEHHBIM MYHKTOM | cTaThu 63
Konekca.

5) npu Hanuyuu npoOJieM Mo OE30MaCHOCTH, OKA3bIBAIOIIUX BIUSHUE HA
COOTHOILEHUE «I10J1b3a-PUCKY;

6) 17151 BBITIOJTHEHUS COOTBETCTBYIOLIETO IJIaHA KOPPEKTUPYIOIIUX IEUCTBUN B
LENIIX MUHUMU3AIMA U IPEAOTBPALICHHUS] PUCKOB MPU BBISIBICHUN CUTHAJIOB,;

7) npu niepeperucTpalum JeKapCTBEHHOTO Mpernapara B 1eIsIX 0OHOBICHUS
cymecrtBytomero [TYP.
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44. ITYP npenocrtaBisieTcs B 3KCIIEPTHYIO OPTaHU3ALIMIO B SJIEKTPOHHOM BHJIE HA
pycckoM s3bike. CTpykTypa pazaenoB IIYP cooTBeTCTBYET NpUIOKEHUIO § K
HactosiuM [IpaBuam.

45. Dxcnepruza [IYP Britouaert:

1) olleHKY BaXHBIX UICHTU(UIIUPOBAHHBIX U (MJIM) BaXKHBIX MOTEHIIMAIBHBIX
PHUCKOB, pacCMaTpHUBAEMBIX B crielu(UKanuy mo 0e30MacHOCTH JIEKaPCTBEHHOTO
npenapara;

2) OLIEHKY TpeajiaraéMbIX Mep MO CHIXKEHUIO BaXKHBIX UJICHTU(PUIIUPOBAHHBIX U
(WJIM) BaXKHBIX TOTEHUIUAJIBHBIX PUCKOB, MPEJJIaraéMbIX JepKaTeaemM
PETUCTPALMOHHOIO YIOCTOBEPEHUSI;

3) onieHKy 00pa30oBaTEIbHBIX MATEPUATIOB ISl MEIULIIMHCKUX PAOOTHUKOB U
(wn) manueHToB (MOTpeduTeneil), BKIIOUEHHBIX B IJIaHbI YIIPABJICHUS PUCKAMU Ha
IpeIMET HaJU4Ks B HEM OCHOBHBIX 3JIEMEHTOB B HaJJIeXKaIeM au3aiiHe u ¢popmare, He
HOCSIIIIUX PEKJIaMHBIN XapaKkTep;

4) ouieHKy 3((HEKTUBHOCTH MEP MO MUHUMU3AIIUUA PUCKOB.

46. Cpoxk nposeaenus sxcneptussl [TYP coctaBisier 60 kaneHIapHbIX THEW CO
JHA ero nojyuyeHus. B nepuon nposeaenns sxkcneptussl IIYP sxkcnepTHas oprannzanus
3ampallnBacT y JAepKaTels pEruCTPaMOHHOTO YAOCTOBEPEHUS PA3bICHEHUS NN
YTOUHEHUS TI0 KOHKPETHBIM MoJioxkeHusiM [IYP u (unm) pekomeHyeT BHECTH
VU3MEHeHUs B nipeyaraeMbii [TYP.

47. JlepkaTenb perucTpalliOHHOTO yIOCTOBEPEHHS B CPOK He Ooiiee 60
KAJICHIAPHBIX JHEN MPEIOCTABISET Pa3bsICHEHUS WM YTOUHEHHUS Ha 3apocC
AKCIIEPTHOM OpraHu3aIuy U (WIn) IpenocTaBiseT nopaborannyo Bepcuto [TYP. [Ipu
HECOTJIACHH C PEKOMEHJALUSIMU YKCIIEPTHOW OPTraHU3allMi O BHECEHUH U3MEHEHU B
npeanaraeMbiil [IYP nepxkartens peructpalimiOHHOTO yIOCTOBEPEHUS NPEAOCTABIIAECT
o0ocHOBaHUE C ykazaHueM npuduH. CpoKH MOJATOTOBKH OTBETA Ha 3aMpocC
YIIOJTHOMOYEHHOW OpraHu3alliy HE BXOJST B CPOKHU MTPOBEICHUS SKCIIEPTU3HI.

48. 1o pesynpTaTam skcriepTusbl [IYP skcnepTHas opranuzanusi opMupyer
DKCHepTHOE 3aKII0YeHHe 10 KcnepTuse [1nana ynpasineHus puckamMu npu
IPUMEHEHUH JIEKAPCTBEHHOTO CPEICTBA MO (POpME COTTIaCHO MPUIIOKEHUIO 9 K
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HacTosiiuM [IpaBunam. 3aknroueHre opopmisieTcs: B ABYX IK3EMIUIIPAX, OJUH U3
KOTOPBIX HAIIPaBIIAECTCS ACP/KATEIIO PETUCTPALIMOHHOTIO YIOCTOBEPEHUS, & BTOPOH —
OCTaeTCs B OKCIIEPTHON OpraHu3aluu.

49. DkcnepTHas opraHu3anus BEAET JIEKTPOHHYIO iporpammy 1o ITYP ¢ yuetom
I'ocyaapcTBEHHOIrO peecTpa JEKApCTBEHHBIX CPEACTB U MEAMIIMHCKUX U3EIIHI B
NOpsIJIKE, TPeayCMOTpEHHOM nyHKTaMu 1 u 2 crateu 71 Kogekca.

50. HOCTpGFI/ICTpaHI/IOHHBIG HCCIICA0OBAaHUA 0e301acHOCTH JICKAPCTBCHHBIX
CpE€aCTB BKIIIOYAKOT UCCICAOBAHU, B ITIPOICCCE KOTOPBIX CO6I/IpaIOTC$I
AOITIOJIHUTCIIbHBIC HAYYHBIC JJaHHBIC O 0e301acHOCTH JICKaApCTBCHHOI'O IIpCIiapara,
HMCIOIKEC MOTCHIUAJIBHYIO KIIMHUYCCKYIO 3HAYMMOCTD WJIN BAXKHOCTD JJIs1 3A0POBbA
HaCCJICHHI.

51. TlocTperucrpanoHHbIE UCCIEA0BaHUS O€30TaCHOCTH JIEKaPCTBEHHBIX
CPEACTB OCYIIECTBIAOTCS AEpKATeIeM PETUCTPALMOHHOIO YA0CTOBEPEHUS Ha
tepputopun Pecriybnnku Kazaxcran 100poBOJbHO WU B COOTBETCTBUU C PEIICHUEM
roCyapCTBEHHOTO OpPraHa B CJIy4dae MPEANOJIOKEHUS O HATMYUU PUCKOB, CBSI3AHHBIX C
3apEerUCTPUPOBAHHBIM JIEKAPCTBEHHBIM IMPENapaToM, TPEOYIOIINX TOMOJTHUTEIHLHOTO
V3Y4EHUS IIyTEM ITPOBENCHUS UCCIENOBAHUS.

52. IlocTperucrpaioHHble UCcae10BaHus 0€30MaCHOCTH JIEKapCTBEHHBIX
CPEICTB OCYIIECTBIIOTCS JAEPKATEIEM PErUCTPALIMOHHOTO YIOCTOBEPEHHUS HA
teppuropun Pecniybnuku Kazaxcran B nopsiake, Ipe1yCMOTPEHHOM ITyHKTOM 3 CTaTbU
74 Konekca.

53. TIpoToKOJ MOCTPETUCTPAILIMIOHHOTO UCCIIE0BaHMs 0€30MMaCHOCTH
JIEKapCTBEHHOTO CPEJICTBA pa3padaThIBaeTCs AepKaTesieM PErucTPalliOHHOTO
yJIOCTOBEPEHHS B COOTBETCTBHH C TPEOOBAHMSIMU 3aKOHOAATENbCTBa PecyOmmku
KazaxcTan u cornacoBbIBaeTCs C IKCIIEPTHONU OpraHu3aIfei.

[To 3aBepiIeHNH MOCTPErUCTPALIMOHHBIX UCCIIEJOBAHUM O€30MaCHOCTH
JIEKapCTBEHHBIX CPEACTB B TeueHHe 60 KaleHIapHbIX JHEH (OPMUPYETCS OTYET,
KOTOPBIN IPEIOCTABIIAECTCS B IKCIIEPTHYIO OPTraHU3aLIUIO.

54. OueHka COOTHOILICHHS «I0JIb3a-PUCK» JIEKAPCTBEHHBIX CPEJCTB, UMEIOLIUX
OeccpodHOe PErucTPalMOHHOE YIOCTOBEPEHUE U HAXOASIIUXCS B 00pallleHuu Ha
tepputopun Peciy6nmku Kazaxcran, mpoBOAUTCS SKCIIEPTHON OpraHu3anuen
€KEroJIHO0 Ha OCHOBAHMH JIOIOBOPA C JEPKATEIEM PETUCTPALIMOHHOTO YIOCTOBEPEHHUS.
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55. DkcniepTHas opraHu3anus MOCie COTJIaCOBaHUs C TOCYAAPCTBEHHBIM OPTaHOM
pa3MeIaeT Ha CBOEM IOPTaJIe IePEUYEHb JIEKAPCTBEHHBIX CPEJICTB, NMEIOIINX
0€CCpPOUYHYIO PETUCTPALMIO, JUISl IPOBEIEHUS OLIEHKH COOTHOILIEHUS T0JIb3a-PUCK.

56. OTYETHBIM EPUOJIOM JIJI MPOBEJACHUS €KETOAHON OLEHKHA COOTHOLICHUS
I0JIb3a-PUCK JIEKAPCTBEHHBIX CPEJICTB, UMEIOIINUX OECCPOUHYIO PETUCTPAIIUIO,
CUMTAETCA J1aTa BbIJAYU PETUCTPALIMOHHOTO YIOCTOBEPEHUS.

57. Jdepxareiy perucTpaliioOHHOI0 yA0CTOBEPEHHUS €KETOJHO HAIIPABIISAIOT B
AKCIIEPTHYIO opranu3anuio CeeneHus o npoduie 6e301acHOCTH JEKaPCTBEHHBIX
CPEJIICTB, UMEIOIINX OECCPOUHYIO PETUCTpaIHIo 1o (popme cornacHo npunoxeHuto 10 k
HactosuM [IpaBunam.

58. DkcrniepTHas opraHu3anus Ha OCHOBAHUH MPEJICTABICHHBIX JEpKATEIEM
PETUCTPALIMOHHOTO YIOCTOBEPEHUS CBEICHNUI U MaTepHalioB GopMUpPYET DKCIIEPTHOE
3aKJIFOUYEHUE O COOTHOILLIEHUH I0JIb3a-PUCK JIEKAPCTBEHHOT'O Tpemnapara no gpopme
corsacHo npuinokenuto 11 k Hacrosmum [IpaBunam.

59. CBenenus o0 pe3yJibTaTax MPOBEICHHON OLIEHKA COOTHOILICHUS MOJIb3a-PUCK
JIEKapCTBEHHBIX CPEACTB, UMEIOIINX OECCPOUHYIO perucTpaiuio e no3auee 1 pespans
KaJICHJIApHOT'0 I'0/1a HAIPABJISIOTCS B TOCYIapCTBEHHBIN OpraH U pa3MeIlarTcs Ha
MHTEPHET-PECYPCE IKCMEPTHON OpraHU3alUU.

60. 'ocynapcTBEHHBII OpraH Ha OCHOBAaHWUHW WH(HOPMAITIHN SKCIIEPTHON
opraHu3aluy (3aKIYeHHs], 0OTYeTa) 00 U3MEHEHHUAX B OIIEHKE COOTHOIICHUS MOJb3a-
PHCK JIEKAPCTBEHHOTO CPEJICTBA, a TAKXKE PE3yJIbTaTOB UHCIIEKIIMN CUCTEMBI
dapmakoHaA30pa OCYIIECTBISET CISAYIONINE PETYISITOPHBIE MEPHI:

1) yTBepxK1aeT COOTBETCTBYIOIIME U3MEHEHUS U JIOTIOJIHEHUS B 001ei
XapaKTEPUCTHUKE JIEKAPCTBEHHOTO MPEINapara;

2) U3MEHSIET KaTeropuio OTITyCKa JEKAPCTBEHHOTO CPEJICTBA U3 alTeK, WJIM UHBIX
Mepax OTpaHUYEHUs U KOHTPOJIS OTIIyCKa JIEKAPCTBEHHOI'O CPEICTBA;

3) ocTaHaBJIMBACT MPOBEICHUE KIIMHHYSCKUX HCCIICTOBAHUH JIEKAPCTBEHHOTO
CpEeICTBA, MU MX OTJCJIBHBIX STAIOB, a TAK)KE Ha3HAYaCT MMPOBEICHUE
JIOTIOJTHUTENBHBIX JTOKIMHUYCCKUX U (MJIH) KIMHUYSCKUX UCCIICIOBaHUH (TTpH
HEOOXOJIMMOCTH);
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4) u3pIMaeT 00pa3Ilbl JICKAPCTBEHHOT'O CPEJICTBA Y CYOBEKTOB B cepe
oOpallieHusl JICKAPCTBEHHBIX CPEACTB U MEIUIIMHCKUX U3ACIIHUMN JIs MPOBEICHUS
JOTIOJTHATEIIPHOM SKCIIEPTU3BI Ha 0€30IMacHOCTh M KaueCTBO;

5) nmpuocTaHaBIUBAET ACHCTBUE PETUCTPALIMOHHOIO YOCTOBEPEHUS B MOPSIKE,
MpeyCMOTPEHHOM ITyHKTOM 2 cTath 84 Kojekca.

61. T'ocynapcTBeHHBIN OpraH B TE€YEHHE MATH pabOUYUX JHEH, CO THS NOTyUEHUS
uH(popMaIK (3aKII0YEHUs, 0TYETa) 00 U3MEHEHHSIX B OLIEHKE COOTHOLIEHUS M0JIb3a-
PHUCK JIEKAPCTBEHHOI'O CPEICTBA U3BEIIAET IKCIIEPTHYIO OPraHU3aLNI0, MECTHBIE
OpraHbl rOCyJJapCTBEHHOTO YIIPaBJICHUS 3IPaBOOXPAHCHUS U JIeprKaTesis
PErHCTPALMOHHOrO YIOCTOBEPEHHUS O IPEANPUHATON Mepe.

I'nasa 3. Ilopsiiok npoBeaeHrsI MOHUTOPUHIA 0€30MIACHOCTH, KAa4eCTBA U
3¢ PeKTUBHOCTH MEeIUIMHCKUAX U3AeTHH

62. MOHUTOPHUHT 0€30MaCHOCTH, KauecTBa U 3(PPEKTUBHOCTU METUIIUHCKUX
u3zienuil (1anee — MOHUTOPUHT) HAIIPaBJIEH Ha BBISIBJICHUE U NIPEJOTBPALLEHUE,
HEOJAaronpUATHBIX COOBITUN (MHIMIEHTOB), CBA3aHHBIX C IPUMEHEHUEM MEIULIMHCKOTO
U3JEIIHS.

63. MOHUTOPHUHT 0€30MaCHOCTH, KauecTBa U 3(PPEKTUBHOCTU MEIUIIUHCKHUX
W3JEUHN ITPOBOJUTCS TOCYIAPCTBEHHBIM OPTaHOM, T'OCYIAPCTBEHHOM SKCIIEPTHOU
opraHu3aluen, CyobeKTaMu 3JpaBOOXpaHEHUs], CyObeKTaMu B chepe oOparieHus
JIEKapCTBEHHBIX CPEACTB U MENULIMHCKUX U3EIHNN, YIIOJTHOMOYEHHBIMU
IIPEICTABUTEISAMH IIPOU3BOJUTEINSI MEIUIIMHCKOTO U3JENHNS, a TAK)KE FOPUINYECKUMHU U
(U3HYECKUMU JINLIAMH, OKa3bIBAIOLIIUMU YCIYTH 10 CEPBUCHOMY 00CITYKHBaHUIO.

64. MOHUTOPHUHT, OCYIIECTBISIEMBIA SKCIIEPTHOM OpraHu3alyel, BKIOYAET B
cebs coop, perucTpanuio, ananus uHGopMau 0 HeOJArONMPUATHBIX COOBITUSIX
(MHLIMIEHTAaX), CBSI3aHHBIX C IPUMEHEHUEM MEUIIMHCKOTO U3/Ie/Iis Ha BCEX ATarnax ero
oOpallleHusI 1 OCHOBBIBAETCS Ha:

1) ananuze cooOlIEeHU, MOTYYEHHBIX OT MOJib30BaTenel U (Uin)
IPOU3BOAUTENEH MEAUITMHCKUX U3EIHI;

2) JaHHBIX MOCTPErUCTPALIMOHHOTO KIMHUYECKOTO MOHUTOPUHIAa O€30MaCHOCTH
1 3(HEKTUBHOCTH MEIULIMHCKUX U3EINN.
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65. Nuadopmariust 0 HeOIArONPUITHBIX COOBITHIX (MHITUACHTAX ) TIPH
NPUMEHECHUH MEIUIIMHCKOTO U3/ICNS HAPABIISICTCS B TOCYIAPCTBEHHYIO SKCIIEPTHYIO
opraHu3anuio B GopMe U3BEIICHUS 0 HEOIArOMPUATHOM COOBITUN (MHITUICHTE),
CBSI3aHHOM C NMPUMEHEHHUEM MEJIUIIMHCKOTO U3eNus 10 (OpMe COTJIACHO MPUIIOKEHHUIO
12 x HactosiuuMm [IpaBuiam.

66. 13Belienus nepenaroTcs Yepe3 HHTEPHET-PECYPC IKCIIEPTHON OpraHu3anuu B
peXUMe OHJIalH (Janee — noprai), HocpeaACcTBOM (akca, SIEKTPOHHOM MOYThI TN
PEIOCTABISAIOTCS HAPOUHO B AKCIIEPTHYIO OpraHU3aluio Ha OyMa)XHOM HOCHUTEJNE.

B HN3BCHICHUHN YKA3bIBACTCA NOCTOBCPHAA I/IH(i)OpMaIII/ISI, IMoATBEpKAaCMast
KOIIMAMU COOTBETCTBYIOIIUX TOKYMCHTOB.

67. MeaMIMHCKUE OpraHu3alii HHPOPMUPYIOT NPOU3BOIUTENS MEAULIMHCKUX
U3JEJIMN WIN €r0 YIIOJTHOMOUYEHHOTO MPEACTaBUTENS O HEOIArONpUsTHBIX COOBITHUAX
(MHLIMIEHTAaxX) U MPEJOCTABIIAIOT JOCTYN K MEAULIMHCKUAM U3JAEIUSM, C KOTOPBIMU
CBSI3aHbI YKa3aHHbIE COOBITHS.

B ciydae oTkasza co CTOpOHBI MEIUIIMHCKON OpraHu3alliy Mpea0CTaBUTh JOCTYI
K MEJIMIIUHCKOMY M3ENIHI0, C KOTOPBIM CBS3aHO HEOJIArONMpHUsSTHOE COOBITHE
(MHIIUJEHT), TPOU3BOJUTETh METUIIMHCKUX U3/ICIIUNA WK €0 YIIOJTHOMOYECHHBIH
IpeACTaBUTEIb 00paIaeTCsl B TOCYIapCTBEHHBIN OpraH 3a COJIeHCTBUEM B
OCYILIECTBJICHUU JOCTYIA K METUIIMHCKOMY U3JIEIUIO JI ONPEIEICHUs CBI3U
MEIULMHCKOr0 U3ENNs C HEXKEIATEIbHBIM COOBITUEM U COOTBETCTBHUS
HEXEJIaTEILHOTO COOBITHS KPUTEPHUAM HEOJIArompHUsATHOTO COOBITHS (MHIIUIEHTA) B
MaKCUMaJIbHO KOPOTKUE CPOKH.

68. [Ipon3BoanTENb MEAUIIMHCKUX U3AEIUN UIH €70 YIIOJHOMOYEHHBIN
NPEACTABUTEIb HAMPABIISIET B TOCYIAPCTBEHHBIN OpraH U SKCIEPTHYIO OpraHU3aluio,
Otuet 0 HEOJIArONPUSATHOM COOBITUM (MHITUACHTE) IPU IPUMEHEHUH MEAUITUHCKOTO
usnienus (nanee — otuer 00 nHiuaeHTe) U OTUeT 0 KOPPEKTUPYIOMINX JEHCTBUAX TI0
0€30MacHOCTH MEIUIIMHCKOTO U3/1eNus (ajiee — OTYET O KOPPEKTUPYIOIIUX IEUCTBUSIX)
no (hopmam coriacHo npuioxkeHusm 13 u 14 k nacrosimum [Ipasunam

B cnydae ecau no onieHKe MPOU3BOAUTENS MEAULIMHCKUX U3IE€ITUI UIH €T0
YIOJIHOMOYEHHOTO MPEACTaBUTENS HEKEIATEIbHOE COOBITHE HE YJIOBIETBOPSIET
KPUTEPUSIM HEOJIAronpuUsATHOTO COOBITUS (MHIIUACHTA), TPOU3BOAUTENb MEIUIIUHCKHUX
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U3JIeJIUIA WK €T0 YIIOJTHOMOYEHHBIN NpeIcTaBUTENb MPEACTABISAET TOCY1apCTBEHHOMY
OpraHy U SKCIEPTHYIO OpraHU3aINi0, 000CHOBAaHHUE TOTO, YTO YKa3aHHOE COOBITHE HE
SIBJISIETCS HEOJIAronpUsITHBIM COOBITHEM (MHIIUICHTOM).

69. DKcnepTHas OpraHu3anus pEruCTpUpPyeT MOCTYNUBIINN EPBOHAYAIBHBIN
oT4yeT 00 UHUUCHTE, UHHOPMUPYET MPOU3BOAUTENS MEIUIIMHCKUX U3AETUN WU €T0
YIOJIHOMOYEHHOTO NMPEACTABUTENS O NOJYyUYEHUHU YKa3aHHOI'O OTUETa U COTJIaCOBBIBAET
C HUM CPOKHM NPEACTABIEHUS MOCIEIYIOIET0 HIIU 3aKII0YUTEILHOIO 0TYeTa 00
UHIIMJIEHTE, a TAKXKE CPOKHU MPEJCTABJICHUS IEPBOHAYAIILHOTO, MTOCIEAYIONIEro (pu
HEO0OXOIUMOCTH) U 3aKIFOUUTEIBHOTO OTYETOB O KOPPEKTUPYIOIIUX JACUCTBUSX.

70. IlepBoHauaIbHBIN OTYET 00 MHIUACHTE HAMPABISAETCS B CAEAYIOIINE CPOKU:

1) B cmyyae BOBHUKHOBEHUS CEPHE3HOM YIPO3bl 3/10POBbIO HE3AMETUTENBHO (0€3
HEOIPaBJaHHbIX 3aJIEPKEK), HO HE MO3/ITHEE YEM Yepe3 2 KaJIeHIapHBIX JIHS MOCIIE TOTO,
KaK MPOU3BOJIUTEII0 METUIIMHCKHUX U3JIETNI CTaJI0 U3BECTHO O HATMYUU YTPO3bI;

2) B ciy4ae CMEPTH WJIM HETIPEIBUICHHOTO CEPhE3HOTO YXYIIICHUS COCTOSHUS
3JI0POBBS MOJIH30BATENS — HE3aMEITTUTENbHO (0€3 HeOMpaBIaHHbIX 33JIEPKEK) MOCTIEe
TOTO0, KaK MPOU3BOUTENh METUIIMHCKUX U3/CIIUNA YCTAHOBHII CBSI3b MEKIY
IPUMEHEHUEM MEAUITMHCKOTO U3JICTUS ¥ TIPOU3OIISAIINM COOBITHEM, HO HE ITO3THEE
gyem depe3 10 KkaneHmapHbIX JHEH MOCae TOro, KaK MPOU3BOAUTEINI0 METUIIMHCKUX
U3JICIIAN CTAJIO H3BECTHO O COOBITHH;

3) B pouuXx clly4asix — He3aMeJIMTENIbHO (0€3 HeonpaBIaHHbIX 3a/IePKEK) MOCIIe
TOTO, KaK MPOU3BOIUTENIb MEAUIIUHCKUX U3JICTUN YCTAHOBUII CBSI3b MEXKTY
IpPUMEHEHUEM MEAUITMHCKOTO U3JIeTUs U TIPOU3OIIEANINM COOBITHEM, HO HE MO3/IHEE
yeM yepe3 30 kajgeHJapHbIX JHEH MOCie TOT0, KaK MPOU3BOIUTETI0 MEAUITUTHCKUX
U3JIeJIUNA CTAJI0 U3BECTHO O COOBITHH.

71. B 3KCTpPEHHBIX CIy4asx 3alIUThI NOJIb30BATEICH WIIM TPETHUX JUIl OT YIPO3bI
CMEPTH UJIU CEPHE3HOr0 YXYAUIEHUS COCTOSHUS 300POBbsl TPOU3BOINUTEID
MEIUIUHCKUAX U3IEIUN WIH €T0 YIIOJTHOMOYEHHBIN MPEACTABUTEb BHIIOIHSIET
KOPPEKTUPYIOIIUE AEHUCTBUS 10 HAIPABICHUS SKCIIEPTHOW OpraHU3alni,
MEPBOHAYAILHOIO OTUETA O KOPPEKTUPYIOLIUX AECUCTBUSIX. B 3TOM cityuae
IIEPBOHAYAIBHBIA OTYET O KOPPEKTUPYIOIIMUX JACHCTBUSAX HAMPABISAECTCS B SKCIIEPTHYIO
OpraHM3alMI0 HE TTO3THEE YEM Yepe3 2 KAJICHIaPHBIX JIHS MOCJIE BBIIIOJIHEHUS
MPOU3BOAUTENIEM MEIULIMHCKUX U3AEIUN WK €r0 YIIOJTHOMOYEHHBIM MPEACTABUTEIEM
KOPPEKTUPYIOIIUX JIEHCTBUM.
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72. B cny4ae OTCyTCTBUS y TPOU3ZBOAUTEI MEAUIMHCKUX U3/ICIIUI WU €r0
YIOJIHOMOUYEHHOT'O IIPEICTABUTEIISI BO3MOKHOCTH IPOBEICHUS PACcCIIeI0BAaHUS
IPOU30LLIEIIET0 HEOIArONPUATHOTO COOBITHS (MHIIMIECHTA), IPOU3BOIUTEND O€3
IPOMEJJIEHUS YBEAOMIISIET 00 TOM 3KCIEPTHYIO OPraHU3aLHIoO.

73. B ciyuae eciu B poIiecce pacciae0BaHus HEOIAronpusTHOTO COOBITHS
(MHLIMIEHTA) 33/IeHCTBOBAHbI HECKOJIBKO MPOU3BOIUTENCH MEIUIIMHCKUX U3CIIUM,
rOCYyJAapCTBEHHBIN OPTraH OCYIIECTBIISIET KOOPAUHALIUIO UX JICHCTBUM.

74. IIpon3BOANTEND MEAUIIMHCKUX U3AETUN UIH €70 YIIOJTHOMOYEHHBIN
IpEeICTaBUTENb COOOIIAET B TOCYJapCTBEHHBIN OpraH U SKCIIEPTHYIO OpraHU3aIuio 00
OIIMOKAX, JOMYIIEHHBIX MPU UCIIOIB30BAHUN MEIUIIMHCKUX U3JIEINI, KOTOpbIE
IIPUBEIIN K CMEPTH WIHM CEPbE3HOMY YXYILIEHUIO COCTOSHUSA 310POBBS MOJIb30BATEINS.

75. DxcnepTHas opraHuzaius He noszanee 30 padouux AHEHN co IHS NOJy4YeHUs
OT MPOU3BOAUTENS METUIIMHCKUX U3ACIUA WA €T0 YIIOJTHOMOYEHHOTO TIPEACTABUTEIIS
3aKJIFOUUTENIBHOTO OTYETa 00 MHIIUJEHTE, 3aKIIOUUTEIILHOTO OTYETa O
KOPPEKTUPYIOIIMNX JACHUCTBUSAX YBEIOMIISIET TOCYIAPCTBEHHBIN OpraH U MPOU3BOAUTENS
MEIUIMHCKUX U3ACIUA WIN €T0 YIIOJTHOMOYEHHOTO MIPEACTABUTEIIS 00 UTOTax
pPaccMOTPEHUS YKa3aHHBIX OTYETOB.

76. OT4eTsl 00 UHITUIAEHTE, OTYETHI O KOPPEKTUPYIOMINX JECHCTBUAX U
yBEJOMJICHHE 10 0€30MaCHOCTH MEIUIIMHCKOTO U3/IeNUs Pa3MeIaloTCs SKCIEPTHON
opraHuzaiuen B eAMHON nH(OPMALIMOHHON 0a3e TaHHBIX MOHUTOPUHTA 0€30MaCHOCTH,
KauecTBa U 3 (HEKTUBHOCTH MEAUITMHCKUX U3IEITHIA.

77. OT4etsl 00 MHIIUJEHTAX HE MPEACTABIISIIOTCS B KCIIEPTHYIO OpPTraHU3AINIO B
CHEAYIOUIUX CIIyYasx:

1) Mo kaxxaoMy OTAEIbHOMY HEOJAronpusTHOMY COOBITHIO (MHITUACHTY) U3 TEX,
YTO ONKCAHBI B YBEAOMIICHUSIX MO 0€30MaCHOCTH MEIUIIMHCKOTO U3ACNIHS U MPOU30IILIN
MOCJIe pacclieJOBaHUsl HEOIArONPUSITHBIX COOBITUM (MHIIUEHTOB) U PACCHUIKH
MPOU3BOJIUTENIEM MEAUIIMHCKUX U3EIUN UIH €T0 YIIOJHOMOYEHHBIM MPEJCTABUTEIEM
TaKUX YBEJIOMIICHUN U MPOBEACHUSI KOPPEKTUPYIOLINX ICUCTBUI;

2) 10 KaXXJ0My OTJIETLHOMY HEOJIaronpusaTHOMY COOBITHIO (MHIIUIEHTY) U3
YHCIIa 3aI0KYMEHTUPOBAHHBIX HEOIArONPUSTHBIX COOBITUM (MHLIUEHTOB) U
0003HAYECHHBIX B KAYECTBE TAKOBBIX B aHAJIHN3E PUCKOB, CB3aHHBIX C MEIULIUMHCKUM
U3/IEIINEM;
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3) 0 HEOMArONPHUATHBIX COOBITUAX (MHLMICHTAX ), CBSI3aHHBIX C OUEBUIHBIMU
nedeKTaMu MeIUIIMHCKUX U3JIENINA, KOTOPbhIE TT0JIb30BATEIb BBISBIISCT
HETMOCPEACTBEHHO Tepe]] UCIIOIb30BaHUEM MEIUIIMHCKOTO U3/ETHs;

4) 0 HeOMAroNpPUATHBIX COOBITUAX (MHIIMACHTAX), HE MPUBEIIINX K CEPbE3HOMY
YXYALIEHUIO COCTOSIHUSI 3JI0POBbSI UM CMEPTH U3-32 0COOEHHOCTEN KOHCTPYKIIUH,
3aIUIIAIOIIEH OT BO3HUKHOBEHUS YTPO3bl BCIEICTBUE HEUCTIPABHOCTH MEAUIIMHCKOIO
U3JIEIHS;

5) 00 o)KuaeMbIX U TPEABUIUMBIX HEOIATOMPUSATHBIX COOBITUAX (MHIIUICHTAX),
YJOBJIECTBOPSIIONINX OJTHOBPEMEHHO BCEM MEPEUUCICHHBIM HUKE KPUTEPHUSIM:

HeOJIaronpusITHbIE COOBITUS (MHLUJCHTHI) IPEAYCMOTPEHBI B COIPOBOIUTENLHOM
uH(popMaIu (JJOKyMEHTAlM1) Ha MEIULIMHCKOE U3/EIINE;

HeOJIaronpusTHbIE COOBITHS (MHIIUIECHTHI) XOPOIIIO U3BECTHHI B KIIMHUYECKON
MPaKTHUKE;

HEOJIaronpusTHHIC COOBITHS (MHITUICHTHI) MPETyCMOTPEHBI B TEXHUYECKON
JOKYMEHTAIIMU Ha MEIUIIMHCKOE U3/EJINe C COOTBETCTBYIOIIEH OIEHKON PUCKOB,
MPOBEJICHHOM 70 HACTYIUICHHS HEOJIArOMPUSATHOTO COOBITHUS (MHIIU/ICHTA);

HeOJIaronpusTHbIC COOBITUS (MHIUICHTHI) KIIMHUYECKU JOMYCTUMBI C TOUKH
3pEHUS MOJIb3bl MEAUITMHCKOTO U3JICIIHS IS KOKJA0T0 OTACILHOIO MallMeHTa;

6) eclli PUCK CMEPTH HIIH CEPHhE3HOT0 YXYAIICHHUS COCTOSTHUS 3I0POBbS ObLI
OXapaKTEePU30BaH KakK JOIYCTUMBIN B OTYETE 00 aHAIM3E PUCKOB, MPECTABIIEMOM B
COCTaBE PETUCTPANMOHHOTO J0ChE MPU PETUCTPAITUN MEAUITMHCKOTO U3ICTTHSI.

78. I1o pe3ynbpTaTaM KOPPEKTUPYIOMINX JICUCTBUM 1O O€30MaCHOCTH
MEIULIHUHCKOTO U3AENHS TPOU3BOIUTENb MEIUIIMHCKUX U3AEIHUI WIH €T0
YIOJIHOMOYEHHBIN MPEJICTABUTEIb BHIMTYCKAIOT Y BEOMJICHUE TT0 O€30MaCHOCTH
MEUITTHCKOTO U3/IeTus 10 JopMe COTTACHO MPUiIoKeHuto 15 k HacTosimum [IpaBunam
U o0ecreynBaoT UHPOPMUPOBAHHUE MOJIB30BATENEH.

79. Jlnsg MeIUIIMHCKHUX W3JIeTUi Ki1acca 3, a TakyKe UMIDIAaHTUPYEMBIX B OPTaHU3M
YeJI0BeKa MEIMIIMHCKUX M3JEHUNA Kitacca 20, onmpenesieMble B TIOPSIKE,
IpeIyCMOTPEHHOM ITyHKTOM 2 ctaThu 83 Kojekca, mpou3BOAMTENIb METUITMHCKIX
W3JICTTNI WIIA €T0 YITOJITHOMOYCHHBIN TIPEICTaBUTEIb MTPOBOIUT MOCTPETUCTPAITMOHHBII
KIIMHAYECKU MOHUTOPUHT 0€30MaCHOCTH U 3(PPEKTUBHOCTH METUITMHCKUX H3CITHI
(1ajee - MOCTPEruCTPAIIMOHHBIN KIIMHUYSCKU MOHUTOPHHT) B €KET'0JTHO
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MMPpEACTABIIACT B OKCIICPTHYIO OPraHrU3alMi0 OTYCTHI 110 IMMOCTPCTUCTPALIMOHHOMY
KIIMHUYCCKOMY MOHHUTOPUHIY IJIA IIPOBCACHHNA OLICHKH COOTHOHICHUA «II0JIb3a-PHUCK».

IlepBOHauYanbHbBIN, MOCIEAYOLIINNA U 3aKIIOUUTEIBHBIA OTYETHI O
MOCTPETUCTPALMOHHOM KJIMHUYECKOM MOHUTOPHUHIE MPEACTABIIAIOTCS TPOU3BOAUTEIIEM
MEIUIMHCKUX U3LEIUN WIH €T0 YIIOJTHOMOYEHHBIM IIPEACTABUTEIIEM B DKCIIEPTHYIO
OpraHu3aluio He no3anee 1 ¢peBpais KajleHAapHOTo Toja, CAEAYIOIIEro 3a ToI0M
MOJTYYE€HUSI PETUCTPALMOHHOTO YI0CTOBEPEHHS.

80. ITocTperncTpaMOHHBIN KIMHUYECKMNA MOHUTOPHUHT IIPOBOJUTCS B
COOTBETCTBHH C IJITAHOM cOOpa M aHaln3a JaHHBIX 10 0€30MacHOCTH U 3P (HEKTUBHOCTH
MEIMIIMHCKOTO U3/IENUS B TOCTPETUCTPAIIMOHHOM MEPHOJIE, MTPEICTABIIEMOTO B
COCTaBe PETUCTPALMOHHOTO JOChE PU PETUCTPALUN MEAUIIUHCKOTO U3IEIHUA.

81. I1man moCTperucTpalMOHHOTO KIIMHUYECKOTO MOHUTOPUHTA COJIEPHKUT:

1) uenu u 3aAa41 MOCTPETUCTPALMOHHOTO KIMHUYECKOTO MOHUTOPUHTA C YYETOM
UMEIOIIMXCS KIIMHUYECKUX JTAHHBIX, CTIEIIM(PUIECKUX 0COOCHHOCTEN U (haKTOPOB pHUCKa,
CBSI3AHHBIX C MEJIUIIUHCKUM U3JICIIHEM;

2) cxeMy MOCTPEruCTPAMOHHOTO KIMHUYECKOTO MOHUTOPUHTA, B TOM YHCIIE
000CHOBaHHE METOIOB (CIIOCOOOB) MOTYUYEHHUS U CTATUCTUUECKOTO aHaIn3a
KJIMHUYECKUX JAHHBIX, BBIOOpA UCCIIEAYEMOM NOMYISUU, KPUTEPUEB BKIIOUEHUS
(MCKITIOUEHUS) © MUHUMAJIBHOTO KOJIMYECTBA CYObEKTOB B IPYIIE UCCISIOBAHUS U, T/I€
IPUMEHNUMO, HEOOXOIMMOCTb BKJIFOUEHUS B UCCIIEOBAHNE TPy CPAaBHEHMUSL.

82. OT4YeT 0 MOCTPErUCTPAIMOHHOM KIMHUYECKOM MOHUTOPHUHTE O€30MaCHOCTH U
3D PEKTUBHOCTH MEIUIIMHCKOTO U3JIETUS IPEA0CTABISETCS MPOU3BOAUTEIIEM
MEIMIMHCKUX U3LEIUN WIIHA €T0 YIIOJTHOMOYEHHBIM IIPEACTABUTEIIEM B DKCIIEPTHYIO
OpraHu3alvio o Gpopme coriaacHo npuioxeHuro 16 k HacTosuM [IpaBuiam.

83. DkcnepTHas opranuzanus He no3aHee 20 pabodyux JTHEH co JHS MOTyUYCHUS
OTYETa O MOCTPETUCTPAIIMOHHOM KIMHUYECKOM MOHUTOPUHIE HAPaBJIsAET B
roCyJIapCTBEHHBIN OpraH 3aKIF0YeHHE 0 BO3MOKHOCTH (HEBO3MOXKHOCTH ) 3aBEPIIICHUS
MOCTPETUCTPALIMOHHOTO KIIMHUYECKOTO MOHUTOPHUHTA.

84. DxcnepTHasi OpraHu3aius HA OCHOBAHUM CBEJACHUM, MOJYYEHHBIX U3
MEXTYHAPOIHbIX UCTOYHUKOB U PE3yJbTaTOB MOHUTOPUHTA 0€30MMaCHOCTH
MEIUIIMHCKOTO U3ENHS U3BEIIaeT Yepe3 HH(POPMAIIMOHHBIE PECYPChI MPOU3BOAUTENCH
U (WIM) UX YIOJIHOMOYEHHBIX MPeICTaBUTENEH 0 HEOOXOAMMOCTH B T€UEHUE JIEBSIHOCTA
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KQJICHIAPHBIX JHEW BHECEHUSI COOTBETCTBYIOIINX U3MEHEHUN B MHCTPYKIHUIO 10
MEIUIMHCKOMY MPUMEHEHUIO UJIN SKCIUTyaTallMOHHBIN JOKYMEHT MEIUIIMHCKOTO
W3JENUS MOCPEICTBOM BHECEHUSI U3MEHEHU B PETUCTPALIMOHHOE JOCHE MEAUIIMHCKOTO
U3/ICNHUS B COOTBETCTBUHU C MOPSIAKOM, MPETYCMOTPEHHBIM MYHKTOM 1 cTaThu 63
Konexca.

85. IIpu HEBBINIOJIHEHUH YCIIOBHUS, YKa3aHHOTO B MyHKTe 84 HacTosmux [IpaBun
AKCIIEPTHAsl OpPraHU3alMsl YBEIOMIISIET (B MPOU3BOJIBHON (JOpME) roCy1apCTBEHHBIN
Opra 0 He0OXOAMMOCTH NMPUOCTAHOBIIEHUS AEUCTBUS PETUCTPALIMOHHOTO
YIOCTOBEPEHMSI.

86. Ha ocHOBaHMM 3aKIIIOYEHUS KCIIEPTHONW OpraHU3aLiy 110 pe3yabTaTaM
OLICHKU COOTHOIIECHHMSI «I10JIb3a-PUCK» MEIUIIMHCKOTO U3ENIHSI TOCYIapCTBEHHBIN
OpraH MPUHUMAET OJIHO U3 CIEAYIOLIUX PEILICHUM:

1) 0 3aBCPHICHUHU ITOCTPCTUCTPAINHUOHHOT'O KIIMHUYCCKOI'O MOHUTOPHHI'A,

2) 0 IPOUICHUH ITOCTPETUCTPAIMOHHOTO KIIMHMYECKOTO MOHUTOPHHTA C
yKa3aHUEM JIOMOJIHUTEILHOTO CPOKA, €CITU TIOJYYCHHBIX TAHHBIX HEIOCTATOYHO JIJIS
MOATBEPKACHUS 0€30IMacCHOCTH B 3P (HEKTUBHOCTH MEAUITUHCKOTO U3ICTNS WIIH
IPOU3BOIUTEIE METUITUHCKHUX U3JICTUH HE TPEIPUHSIT HEOOXO0UMBIX
KOPPEKTUPYIOMINX JTCHUCTBUI HA OCHOBAHWY TTOJTYYCHHBIX JTAHHBIX;

3) BHECEHHE U3MEHEHUI B MHCTPYKIIUIO 110 TPUMEHEHHUIO;

4) 0 MPOJITIEHUH TTOCTPETUCTPAIIMOHHOTO KJIMHUYECKOTO MOHUTOPUHTA C
YKa3aHUEM JIOTIOJIHUTEIIBHOTO CPOKa;

5) 0 IPUOCTAaHOBIIEHUH, 3AMPEUICHUU WIH U3BITUU U3 00parieHus oo
OTPaHUYCHUH MPUMEHEHUSI MEAUIIMHCKUX U3IeTUi

87. 'ocynapcTBeHHbIN oprad He no3aHee 10 pabounx qHel co AHS TPUHATUS UM
B COOTBETCTBUU C MyHKTOM 86 HacTosiux [IpaBui pemenus yBegomisieT (B
POU3BOJILHON (POPME) AKCIIEPTHYIO OPTraHU3aAIIMI0 U TIPOU3BOIUTENS METUIIMHCKHUX
1531 (1117178

88. I'ocymapCTBEHHBIN OPraH MPUHUMAET PELIEHUE, IPEAYCMOTPEHHOE
HNOJAITYHKTOM 5 IMyHKTa 86 Hactosmux [IpaBui1 B caeayomux ciryqasx:

1) He npenocTaBIEHNS NPOU3BOAUTEIEM MEIUIIMHCKUX U3IEIIUNA UIIA €T0
YIOJIHOMOYEHHBIM MpeJCTaBUTEIeM HH(DOPMALIUK O HEOIarONMpUsITHOM COOBITUU
(MHIINICHTE) WIK HAPYIICHUE CPOKOB MPEIOCTaBICHUS NHPOPMAIIHH O
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HEOJIaronpruaTHOM COOBITUY (MHLMICHTE), IPOU30UIEAIEM Ha TEPPUTOPHUH
Pecny6nuku Ka3zaxcran u (wiim) Apyrux cTpas;

2) HE NpeI0CTaBICHUS TPOU3BOIUTEIEM MEIUIIMHCKUX U3AEIUI WIH €T

YIOJIHOMOYEHHBIM MPEJICTABUTENIEM OTUeTa 00 MHIIUCHTE U (UJTK) OTUETa O

KOPPEKTUPYIOLINX IEUCTBUSX;

3) He mpe0CTaBICHUS MPOU3BOIUTEIEM MEAUITMHCKUX U3ICTUHA HIIH €T0

YIIOJIHOMOYCHHBIM ITPCACTABHUTCIIEM OTUCTOB O ITOCTPCTUCTPALIMOHHOM KIIMHUYCCKOM

MOHHUTOPHUHI'C MCAUITMHCKOI'O U3ACIIVAA.
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[Ipunoxenue 1
k [IpaBunam npoBeaeHus GpapmMakoHaa30pa u
MOHHUTOpPHHTA 0€30MMaCHOCTH, Ka4eCTBA U
() PEKTUBHOCTH METUIIMHCKUX H3ICITHHA

dopma

KapTa-cooﬁmeHMe 0 HEKEJIATCIBHBIX PCAKIHUAX JJEKAPDCTBCHHOI'0O IpenmapaTa

[Ipu no103peHNN Ha HEKETATENBHYO PEAKIUIO, B TOM YHCJIE CO CMEPTEIbHBIM
UCXOJIOM WJIM YTPO30il 7Sl ’KU3HU, IEPETO3UPOBKY, 37I0YIIOTPEOIECHUE WU OTCYTCTBHUE
3¢ (pEeKTUBHOCTH, NPUMEHEHHE Y OEPEMEHHBIX U KOPMSAILIUX, ITepeaady HH(EKIIMOHHOTO
areHTa MoCpeICTBOM JIEKAPCTBEHHOI'O CPEJICTBA, a TAKKE OCOOEHHOCTSIX
B3aUMOJICHCTBUS C OJTHUM WM O0Jiee JIeKapCTBEHHBIM IIpenapaToM/BakIIMHON MPOCKOa
3aI0JIHATH JTAHHYIO KapTy-COOOIICHHE.

[ToxxaryiicTa, 3aIIOJIHUTE MAaKCUMAIBHO TTOJTHO BCE Pa3/iebl (CHHEH/9YepHOi
IaPUKOBOW PYUYKOM WIIM Ha KOMITBIOTEPE, KIMKHUTE IO CEPOMY ITOJIO JUIs
3anoyiHeHus1). CBeIeHUs O MAIMEHTE U JIULIE, TPEJOCTaBUBIIIEM OTUET, OCTAHYTCS
KOH(PUACHITNATLHBIMU.

HaumeHnoBanue opranuzanuu:
Anpec:
Tenedon/pakc:

Email:

BHyTpeHHuit Homep KapThl-COOOIEHUS:
Homep (MeIUIUHCKOM KapThl aMOyJIaTOPHOTO WIIH CTAIIHOHAPHOTO MAIUCHTA):

Tun cooOIEeH s: CITOHTAHHBIN |:| JUTEpaTypHOE |:| KJIMHUYECKOE MCCIICIOBAHHE D ITOCTMAapPKETHHIOBOE MICCIIEAOBAHUE D

HauansHoe coobuieHue: |:| JaTa momydeHus: « »

Tlocnenyroiee coodrieHue: |:| Jlata mocieayroero HabMOICHUS: « » I.

Wudopmanus o naruenre: Maunumansr*:
Jara poxnaeHus*: « » r. Bospact*: (nter, mec., HeJl., AHEH, 4acoB)

[Mox*: My»xckoi [1 Kencknii [] Hemssecrro [_] Pocr: cM Bec: KT

HaunoHanbHOCTB: I:l asuar I:I asuar (BOCTO‘IHaﬂ aSI/Iﬂ) I:l €Bponeei I:l

npyras (yka3arb)

Knunnyeckuit auarnos3* (3anoaHseTcst TOIbKO COTPYAHUKAMU ko1 MKB-
3]IpaBOOXPaHEHHU ) 10):
OcHOBHOIA:

Colly TCTBYIOLIHIA:

Wudopmanys o 6epeMEHHOCTH

Bbepemennocts: Jla [ I Her [_] Hemseecrro [] Ecom Ja: lata nocienHe# MEHCTpyaluu:




e.zarli

Penakumsnay kyHi
Cakray KyHi

Jlara penakuuu
JlaTa ckauMBaHHS

Kazakcran Pecry6nrkachIHbIH JICKTPOH/IBI HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK
AKTLIepAiH STATOHIbI OaKblIay OaHKI

DTaJOHHBIA KOHTPOJIbHBINA OaHK HOPMATHBHBIX IIPABOBBIX aKTOB

PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE

27.05.2019
04.01.2021
27.05.2019
04.01.2021

HpennonaraeMaﬂ JlaTa poJoB:

KonuuecTBo 110108

Invitro |:|

Hcxon GepeMeHHOCTH:

3avaTHe HOpMaIbHOE (BKIIIOYAs IIPUEM JIEKAPCTB) ]

] OepeMEHHOCTh MPOIOIKACTCS

|:| JKHBO#I TU10]1 6€3 BPOXKICHHOW TaTOJIOTUHI

|:| JKUBOM IO/ C BPOXKICHHOM MaTOJIOruen

] npepbiBaHie 0e3 BUIUMOM BPOKACHHOI MaTOIOTHU

[] npepriBanue ¢ BpoxkACHHOM naToIOrMeii

|:| CHOHTaHHBIH a00pT 0e3 BUIMMOI BPOKAECHHOI nmaTonoruu (<22 Hesielns)

|:| CIOHTaHHBIH a0OPT C BPOXKJCHHOH MaToyiornei(<22 Heaemb)

] MEpTBBIH 1071 06€3 BUIMMOM BPOXKACHHOI naTtonoruu (>22 Helenb)

] MEpTBBIH IUTOJ C BPOXKACHHOI maronorueil (>22 Henens)

I:l BHEMaATO4YHast 6CpeM€HHOCTL

|:| ITy3bIPHBIN 3aHOC

] nanbHeIee HaOI0ICHHE HEBO3MOXKHO

I:l HCHU3BCCTHO

Ecnu 6epeMeHHOCTB yiKke 3aBepiimiack: Jlata pomos:

reCTaHHOHHLIﬁ CpOK Ipu pO)KJICHHH/HCBbIHaLHI/IBaHHH/HpepLIBaHI/H/IZ

Tun POaOB: I:l HOpMaJ’ILHBIf;I BaruHaJIbLHBIN I:l KeCcapeBO CEUYCHUEC I:l IaTOJIOrMYCCKHUEC BaruHaJIbHBIC (H_II/II'ILII;I, Bakyym 3KCTpaKHI/I$I)

Bec pebenka: rp. Poct cm Ion: My»xckoit [] 2Kencxuit llxana Amap: 1 munyTa , 5 MuHyTa, 10 MmuHyTa
JlononautensHas nHGopMaIus:

Iono3pesaemsiit mpenapat/! Jlata Hauana Jata Ilyts Cepus IMoka3za-
BakIuHa* nmpueMa 3aBepHIeHHs BBEJICHUS, /maptus HUS
(HenaTeHTOBaHHOE ¥ TOPTOBOE Ha- npuema 1acrora Ne, cpox

3BanHe) npueMa TOIHOCTH
[IpennpuHsTHIE MEPHI

[Ipenapar oTmMeHeH ] Kypc ocranosnen ] Jlo3a cHmKeHa [ Bes usmenenuii

] [lo3a yBenuueHa [ 1 Heussecrro [] Hpyroe

Iono3peBaemslii npemnapat/ 1 JlaTa Hauana JlaTa 3aBepIeHus IlyTb BBeieHMs, YacTOTa Cepust ITokaza-
BaKI[MHA npueMa npremMa premMa /mapTys HUS
(HemaTeHToBaHHOE U TOProBO€ Ha- Ne, cpox

3Banme) TOIHOCTH
[pennpuHsTEIE MEPHI

|:| IIpenapar orMeHeH |:| Kypc ocranoBnen D Jlo3a cHuxeHa D be3 m3amenenuit

] Jlo3a yBenuueHa [ Hemssectro lpyroe

HexenatenpHas peakuus™ Jlara nauana* JaTa okoH4YaHUs Ucxon Css3p ¢ JIC

1.

| Be3noposienne
|:| [Iponomxaercs

El Tocuranusanus

|:| BepositHas
|:| He cBsazano

|:| BosmoxHas




Kazakcran PecriyOnuKachIHBIH AJIEKTPOHIbI HbICAHIAFbl HOPMATHBTIK
e ; , AKTLIepAiH STATOHIbI OaKblIay OaHKI
* i [w | [ ¥ | DTaJIOHHBII KOHTPOJIBHBIH OaHK HOPMATHBHBIX IIPAaBOBBIX aKTOB
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KYKBIKTBIK Penakumsnay kyHi 27.05.2019

Cakray KyHi 04.01.2021
Jlata penakuuu 27.05.2019
JlaTa ckauMBaHHS 04.01.2021

] Bp.anomanuu
] HerpynocnocobHocTs
] CmepThb
D Viryumenue
|:| Yxynmenue

|:| Brzgoposnenne |:| BepositHas
|:| [Iponomxaercs |:| He cBsazano
El Tocnuranusanus |:| BosmoxHas
] Bp.anomanuu
] HerpyznocnocoGHOCTE
] CmepThb
] Vaydwmenue
|:| Vxynumenue

| Br3ioposienue | BepositHas
] IIponomxkaercs 1 He cszano
D Tocniuranuzanus |:| Bo3mosxHas
|:| Bp.anomanuu
|:| Hetpyznocnoco6HOCTE
|:| CwmepTh
|:| Vayqmenne
|:| Vxynmenue

"Ecnn II0JI03pEBaEMBbIil IIpenapar - BakliiHa, BBEAUTE HOMEp 103bl. Eciii HoMmep

1036l HeU3BecTeH, HanuiuTe 11 a1 nepBuyHOM BakimHauuu u b — st 6yctepHoit

JIO3bI.

Ho;xaﬂyﬁcm, YKaXXHUTC, CCJIN KaKue-J1100 BaKIINHBI ObLTH BBCJICHBI B OJHOM

HIIPULE.

3. PaCCManI/IBaCTC i Ber OTY HEXKCJIATCJIIbHYIO PCAKIUI0 KaK cepLe3Hon?

Ja |:| Her |:|

Ecnu Jla, moxanyiicra, yKaxKurte, OYeMy 3TO SBICHHE PaCCMATPUBACTCS, KAK CEPhe3HOE (TOMETHTE BCE, YTO MPUMEHUMO):

VYrpokaet Ku3HH BripaxeHHast WK TOCTOSTHHASI HHBAIUIHOCTD TpeOyer uian yUTHHSET FOCTUTATH3aNI0?
Bpoxxzaennsie anomanuu? HMeeT BakHOE MEIUIIMHCKOE 3HAUCHHE [Tarment ymep

Ecnu nmauuent ymep, 4To SIBUIIOCH IPUUUHON cMepTH?

IIpenocTaBbTe pe3yIbTaThl AyTONCUH, €CIU BO3MOXKHO

OnucaHue HexKeIaTeNbHOH Peakiiy JIEKapCTBEHHOTO CPeJICTBA Al KOPPEKIMH, AOTOIHUTENbHA HHPOPMALHS:

Bt mu mogo3peBaeMbliil mpemapar win Kypce BakMHanuu otMenen? Jla |:| Her |:|

Comyteryromee JIC 1 JlexapcTBeHHast O6mras
(32 HCKITIOYCHUEM (dhopma/HOMEp cepun CyTOYHAas [

ITokazanus

03a/ | ‘




KazaxcTan Pecry6a1kachIHBIH 2JIEKTPOH/IBI HBICAHAAFbl HOPMATHBTIK KYKBIKTBIK

Penakumsnay kyHi

27.05.2019

. aKTiIEepAiH ATanoH/bl 6aKpLIay 6GaHKi Caxray KyHi 04.01.2021
& ‘ a ' i DTaJOHHBIA KOHTPOJIbHBINA OaHK HOPMATHBHBIX IIPABOBBIX aKTOB Jlata perakiun 27.05.2019
Pecry6inkn KasaxcTan B 9J€KTPOHHOM BHIE e
Y p s JlaTta ckaunBaHMs 04.01.2021
JIC nns xoppexuun IyTh Ha3HAYCHUS/ Jlata Jata
M0OOYHOTO ICHCTBU) CTOpOHA Hayaga 3aBepIIeHIs
(HenareHToBaHHOE 1 TOProBOE Ha3BaHNUE) npreMa npueMa
IMpennpuHsTHIC MEPHI
|:| IIpenapar orMeHEH |:| Kypc ocranosnen D Jlo3a cHmxeHa D be3 m3menenuit
|:| Jlo3a yBenuueHa |:| HewnssectHo |:| Jlpyroe
Comnyrcrytomee JIC 2 JlekapcTBeHHas Ob6uias [ara Jara Tloxazanus
(3a UCKITIOYEHUEM (hopma/HOMED CyTOYHAas Havasa 3aBEpIICHUS
JIC s xoppeknuu moG0YHOTO cepun no3a/ npremMa nmprueMa
JIEHCTBHSA) IyTh Ha-
(HemaTeHTOBaHHOE H TOPTOBOE 3Hauerus/
Ha3BaHKE) CTOpoHa
Conyrcryromee JIC 3 JlexapcTBeHHAs Ob6mias [Harta Jata [Tokazanus
(3a UCKITFOYCHUEM thopma/HoMep CyTOYHas Havaia 3aBepIICHUS
JIC s xoppeximn cepun no3a/ npruema npuema
OOOYHOTO EHCTBYS) ITyTh Ha-
(HenareHroBaHHOE 1 TOProBoe 3HadeHNs/
Ha3BaHKE) CTopona
3HaYMMBIC JaHHBIC aHAMHE3a, COMyTcTByomue 3a60- | IIpomomxa- 3HaunMble JaHHBIE AaHAMHE3a, COITYTCTBYIOIINE 3a00JICBaHNUS, all-
JIeBaHMUS, aJueprus™® eTcst neprusi (BKIIOYasi KypeHHe U
(BKITFOUAst KypeHHE U yIOTPeOIeHUE alnKorois) YIOTpeOIeHHEe aIKOrois)

Nwmst*:

KoHTakTHBIE L[aHHBIC*

*[Ipumeyanue:

MoJIst 00s13aTeNbHBIC TS 3aMoMHeHUs (MH(popMalius, Tpedyemas s
YCTaHOBJICHUS OIEHKH MPUIUHHO-CIICACTBEHHOUN CBSI3H MEKY Pa3BUTHEM
HEXKeJIaTeTbHBIX PEaKIui JEKapCTBEHHOTO CPEJICTBRA:

nH(OpMAIUS O MAIMEHTE: BO3PACT, O

uH(MOpMAITUS 0 TOOOYHBIX PEAKIIUSIX/IEHCTBUSIX /WU OTCYTCTBUN
3¢ (QEKTUBHOCTHU: BpeMs Havalla, TCUYCHHE U UCXO]T PCaKIINU;

I/IH(l)OpMaLII/ISI O IMOA03pCBACMOM JICKAPCTBCHHOM CPCIACTBC. TOProBOC HA3BAHUC,
MCKAYHAPOAHOC HCIMATCHTOBAHHOC HA3BAHUC, TO3UPOBKA, CII0co0 BBCACHMUA, AaTa
Havalla 1 OKOHYAaHUA IIPpHUCMaA, ITIOKa3aHUA K IIPUMCHCHHNIO, HOMCP CCPHUU,

uH(popMaIus 0 pernopTepe, HAMPaBUBLIETO COOOLIEHIE O BOSHUKHOBEHUU
n0OOYHBIX peaKIuil/AeicTBUI U/ OTCYTCTBUU 3G(HEKTUBHOCTH (MHPOpMaLus
ABIISIETCS KOH(PUACHINATHHON U HCTIONb3YETCs TOIBKO JJISl IPOBEPKHU U TOTIOTHEHUS
JaHHBIX, a TAKXKE TUHAMUYECKOI0 HAOIIOICHUS).
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[Ipunoxenue 2
k [IpaBunam npoBeaeHus papmakoHaazopa
1 MOHUTOPHUHTA 0€301TaCHOCTH, Ka4eCTBa
1 3O PEKTUBHOCTH MEIUIIMHCKUX U3ICITHMA

dopma

HaumenoBanne @apmaneBTHYECKON KOMITAHUU

Jlepxatesib perucTPaliOHHOTO YAO0CTOBEPEHUS

OTt4er
0 CJIy4asiX Cepbe3HOM HelpeaBHICHHON HeXKeJIATeJbHON peaKiMu JIeKAPCTBEHHOI0
CpeacTBa, BbIABJIEHHOI BHe TeppuTtopuu Pecnyonkn Kazaxcran

ToproBoe HaMMEHOBaHUE JICKAPCTBEHHOTO
npenapara

MHH

HpOI/IBBOI[I/ITCJ'H) KOMITaHHUHU I10 BCCMY

Mecs:

OTBETCTBEHHOE JIUIIO:

JlaTta otuera:

Tun Otyera Cepbe3Hble HEMIPeIBUACHHBIE. Cepbe3Hble HeTpeIBUICHHBIE. OO01ee kouue-
(HeonucaHHbIE) TOOOYHBIC JCH- (HeonucaHHbIE) TOOOYHBIC ACH- CTBO COOOLICHH
CTBHS CO CMEPTEIBHBIM HCXO0I0M CTBHS C yrpO30H JUIsl )KU3HH

CHOHTaHHBIE COOOIIECHUS

JlokanpHbIE COOOIICHUS

3apy0exHbIEe COOOIIEHHS

KimHuuyeckue ucrbITaHus

JlokanpHbIE COOOIICHUS

3apy0exHbIEe COOOIIEHHS

ITocTMapKeTHHIOBBIE UCCIIEIOBAHUS, JIU-
TepaTypHBIE CllydaH, Ipyroe

JlokanpHbIE COOOIIICHUS
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JlaTa ckauMBaHHS

27.05.2019
04.01.2021
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| 3apy0ekHbIe COOOIICHHS |

YnonHoMo4YeHHOe 110 1o papmakoHan3opy B Pecriyonuke Kazaxcran

Tloamnuce, nara
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e‘ il L | [ ¥ | DTaJOHHBIA KOHTPOJIbHBINA OaHK HOPMATHBHBIX IIPABOBBIX aKTOB Jlata pexakuuu
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[Ipunoxenue 3

k [IpaBunam mpoBenenust papmMakoHaa30pa U

MOHHUTOPHHI'A 6630HaCHOCTI/I, KadyeCTBa U

() PEKTUBHOCTH METUIIMHCKUX H3ICITHHA

dopma

3KCHepTHOC 3aARKJIIOYCHHUC 110 OIICHKE IIpI/I‘ll/IHHO-CJIeIICTBeHHOﬁ CBA3H MEKIY

HeXKeJIaTeJIbHON peakured ¥ MPpUMEHEeHHUeM JIEKAPCTBEHHOI 0 Cpe/IcTBa

TOpFOBOC Ha3BaHHUC:

HpOI/IBBOI[I/ITCJIB:

Howmep peructpanuu B Pecnyonuke Kazaxcran:

Ucxoanas uHboOpMaLys:

1) Jlata nmoctyruieHHs COOOIIEHHUS B SKCIIEPTHYIO OpPraHU3alUIo:

2) IonozpeBaemsiii JIC:

3) Wudopmanus o nanueHTe:

4) Juarnos:

5) Onucanue HexenatenbHoi peakuuu(HP):

6) Onenka cepbezHoct HP JIC (kak yka3aHO B COOOLICHUH)

2. Banumanust cooOieHnii (B COOTBETCTBHHU € IPUKa3oM MUHHUCTpa 3paBOOXpAaHEHHs U COLMabHOro pa3BuTus Pecriyonmuku Kazax-
ctad or 27 Mast 2015 rozma Ne 392 «OO0 yTBeprkaeHHH HauIexaIUX (GapMalieBTHIeCKUX IPAKTHK» (3aperucTpupoBaHHbIi B Peect-
pe roCyaapCcTBEHHON peTUCTpaIii HOPMAaTUBHBIX IIPaBoOBBIX akToB 3a Ne 11506) (myHkT 7.1.2)
MuHumasbHas TpedyemMas HHpOpMalys BKII0YAeT:

1) Penoprep:
UACHTHOUIUPYETCS 0 MMEHH WM HHULUAJIAM, a[pecy WK KBalupUKaluy (B 4aCTHOCTH, Bpad, IIPOBHU30p, (papMaLeBT, Ipyroi
MEJULMHCKHI CIELMAIUCT, MAlUeHT (ITI0TPEOUTelIb) IIH IPYTroe JIMLO, HE SBIISIONIeeCs CIIEHUATNCTOM CHCTEMBI 3paBOOXpaHe-
Hus). Penoprep cunraercs MASHTUGUIMPYEMBIM B ClIy4ae HAJIMYUS KOHTAKTHBIX JAHHBIX, 00€CIIEYNBAIOINX BO3MOMXHOCTD 110/
TBEPIKAEHUS COOOLIECHHS MM BBIIIOJIHUTH MOCIeAyolee Ha0lloieHue, TpU He0OX0JUMOCTH

2) IManuent:
HJICHTUQUIUPYEMBIi ¢ yKa3aHHEM HHUIUAIOB, HICHTH(HHKAIOHHOTO HOMEpa MalieHTa, TaThl POXKICHHS, BO3pacTa WIH BO3PAcT-
HO¥ rpymniisl, nosa. MHpopmarys o nanieHTe SBiseTcsi MaKCHMalIbHOM;

3) [Tono3peBaeMblii JIeKapCTBEHHBIH Iperapar:

MHH);
1) IToka3zanue k npumeHeHuto nopo3pesaemoro JII1, ykazannoro B cooOreHnn™®

2) IlyTb BBeieHHs U JO3BI*

HE yKa3aHbl*
4) JlekapcTBeHHas HCTOpUS NareHTa*
5) XKanob6a Ha xauectBo JII1 (na/Her; eciu «aa», TO OIMKCATH KaIOOY KaK yKa3aHO B COOOIIeHNH) *

Ecnu nndopmanus gocrynna®

10 MEHBIIIeH Mepe, OZMH MO/I03PEBACMbIil JIEKAPCTBEHHBIH Mpenapar J0KEeH ObITh yKa3aH B COOOIEHUH (TOProBoe Ha3BaHUE HIIH

3) )Z[aTa Hauana seeAeHus JIIT u nara ormenst JIIT unu AMTENBHOCTD UCIIOJB30BAHUS Ipenapara, €CJIM AaTbl HavdaJla U OKOHYaHUsL
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OrnucaHue HeKeIaTSIbHOM peaKkuu:

110 MEHbBIIIEH MEpe, O/1Ha IMOJI03peBacMast HE)KEIaTCIIbHAsA peakus 10JHKHaA OBITH YKa3aHa B COO6III€HI/II/I.

5)

He BanmumHOE cooOmieHHe:

COO6H.[€HI/IC ONPEACIIACTCA KaK HE BAJIMJHOC HHAUBUYAJIbHOC COO6IJ_ICHI/I€ 0 HeXeaTeIbHOU peakuuu, €Ciiv B COO6HI€HI/II/I HET

MOJHO# TpeOyeMol MUHUMAJIBHOW HH(OpMAIIHH.

Wudopmanust o comyTCTBYIOIINX JeKapcTBeHHbIX cpenctBax (JIC)

1) [laTel Ha3Ha4YEHUS U OTMEHBI comyTcTBYIomuX JIC

2) CpaBHHTD OTH CBEICHUS C JaTOI Ha3HAUYEHHUS H OTMEHBI ogo3peBaemoro JII1, naganom pazsurus HP

i. Inpopmarnus o HexenaTebHOM peakiuu

Jlara HacTymeHus.

P€3yHLTaTI>I HaGOpaTOpHLIX TECTOB, €CJIN UMCIOTCS, C YKa3aHUEM CANHUL] U3MCPCHUS.

I/ICXOH HEXXeIaTeIIbHOM peaKHI/II/I/}IBJIeHI/ISIZ BBI3IOPOBJICHHUEC, TPOAOJIKACTCS, FOCHI/IT&HI/IBaHI/I}I/yL[HI/IHCHI/Ie rocuovrTain3anu, HHBa-

JIMJHOCTB/HETPYA0CHOCOOHOCTD, BPOXKACHHASI aHOMAJIHSL, yTPO3a XKU3HH, CMEPTh, MEAUIIMHCKY 3HAYHMbIE
JlaTta nauana passutus HP JIIT
Ol1eHKa CepPhEe3HOCTH HEXKEIATEeIbHON PeaKkiuu:

KaK yKa3aHO B COOOIIECHIH

OIICHKa JKCIepra: 1'[OZ[TBer(Z[eHHC/HCHOI[TBCp)KI[CHHG CEPBE3HOCTU HP, ONKCAaHHOE/HEOMCAaHHOE HP, HM3BECTHOE/HEU3BECTHOE

HP,
JISWCTBUE WM HEXeNaTeIbHOE SIBICHUE

[IpunsATHIE MEPHI:

npernapar OTMEHEeH

KypC OCTAHOBJICH

J103a CHH)KEHA

0e3 n3MEeHeHHH

J103a yBEJIUUCHA

HEU3BECTHO

Oddext mocae NPUHATBHIX Mep:

DddekT MOBTOPHOTO HA3HAUEHHS JIEKAPCTBEHHOTO Mpernapara:
MIPHUBENIO CHOBA K pa3BuTuio HP

He MPUBEJIO K MOBTOpHOMY pa3Butuio HP

HCU3BCCTCH

B CJiyga€ COITyTCTBYIOIIUX JIC win YKazaHUU 0oJ1ee 0JTHOTO 11oA03peBacMoro .HC, CJICAYET OUCHUTH BO3MOXHOCTD JICKAPCTBEHHO-

ro B3aumMoJeiicteus B pazsurun HP/HS

JlexapcTBennsle npenapaThl 11t kKoppekunu HP JIIT

JlononHuTenbHas HHGOpMaLUsL

3HaYMMBbIC JaHHbIC aHaMHE3a, COIyTCTBYIOIINE 3&60J’I€BaHI/I$[, ajieprus

HepequL 1 OLICHKA JOINOJIHUTCIIbHBIX MaTCpHaIoB

PesynbraThl 1a00paTOPHBIX UCTIBITAHUH (B ciydasx cepbe3nbix HP JIIT uian oTcyTeTBUN/HET0CTaTOUHOMH 3()(EKTHBHOCTH B COOT-

BETCTBHUH ¢ HacTosiuM [Ipukazom)

OreHKa MPUYUHHO ClIeACTBEHHOH CBsi3u Mexay HP u npumenennem JIIT

10.

Or1eHKa B3aMOCBSI3H:

1) Hactynmito nu siBeHHE A0 TOTO, KaK MAllUeHT Hadall IPUHUMATD JIEKApCTBEHHOE CPEICTBO?

2) SIBnsieTcst M BpeMsi 10 HACTYIUICHHS SIBIICHUS PABIOO00HBIM (BEPOSITHBIM)?

3) Hactynuiio i siBJieHHE TIOCIIe Havalia preMa Kakoro-Iubo APyroro JeKapCTBEHHOTO cpecTBa?
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Ecnu sBnenue HaCTYIIUJIO BCKOPE IMOCJIE HaYajla npueMa Apyroro JEKapCTBEHHOIo CpeACTBa, B TAKOM CJIy4ya€ Ha/l0 UMEThb B BUY
JIB€ BO3MOYKHOCTHU:

SIBneHME MOTIIO OBITH BEI3BAHO HOBBIM JICKapCTBEHHBIM CPEIACTBOM.

Morjio UIMEeTh MECTO BSaHMOHCﬁCTBHe MEXKAY ABYMs JICKAPCTBECHHBIMU CPEACTBAMU, KOTOPOC U BhI3BAJIO SBJICHHUC.

4) HaCTyl'H/IJ'IO IIU SIBIIEHHUE TTOCIIE MTOSBIIEHUS KAKOTO-TO HOBOT'O 3a00I€BaHIs?

5) CymecTByeT 11 Kakasi-Tu00 ApyTasi BO3MOXKHAs IPUYMHA HACTYIUICHHS SIBICHUS?
Bo3MoxHO, siBIeHHE 00yCIOBICHO 3a00JIeBaHUEM, B CBA3H C KOTOPBIM ITAIIUEHT MOTyJacT JeucHHe?
Bo3MOkHO, siBIEHHE 00YCIIOBIIEHO HEKUM JIPYTHM COTYTCTBYIOLIMM 3a00J1€BaHeEM?

Bo3MoHO, siBlICHHE 00YCIIOBICHO NPHEMOM KaKOTr0-JI100 APYroro JeKapcTBEHHOTO CPEJICTBA, HA3HAYAEMOTr'0 NapajiesibHO?

6) KakoBa peakiusi Ha OTMEHY JIEKAPCTBEHHOTO CpelicTBa?
IMauweHT BouteYHIICA?

CocTOsIHHUE TAIMEHTA YITyUIIHIOCH?

CocrosHue 6e3 N3MEHEHHH?

CocTosIHUE MAIMEeHTa YXYJIHIOCH?

Peakius Ha OTMCHY HeusBecTHa? B Takom cirydac H€06XOL[I/IMO 00s13aTEIBHO 3AIMCATh «HEH3BECTHOY.

7) KakoBa peakiust Ha TOBTOPHOE Ha3HAYEHHE JIEKapCTBEHHOTO cpeacTa? (Ecmm mpumeHnMo)

11.

KaTeI‘OpI/II/I B3aMMOCBA3H:

JlocToBepHast MPUUHHHO-CIIC/ICTBEHHAS CBS3b

KITMHUYECKHE TPOSIBIICHHSI CHMIITOMOB HEXKEIATeIbHOW PeaKilni, BKIIYas He)KelaTeIbHbIC N3MEHEHHS JTaO0paTOPHBIX MOKa3aTe-
JIeH:

CBsI3aHBI [10 BPEMEHH C IPUEMOM (IIPUMEHEHHSI) JIEKAPCTBEHHOTO CPEJICTBA;

HE MOI'yT OBITH OOBSICHEHBI HATMYHEM COIIYTCTBYHOLIUX 3a00JIEBaHUM MU OAHOBPEMEHHO IPUHUMACMBIMU APYTUMH JICKAPCTBCH-
HBIMHU CpEACTBAMU;

OTMEHa I10/I03PEBAEMOT0 JISKAPCTBEHHOT'O ITperapara, o3BOJISIeT TOYHO ONPEICTUTh B3aUMOCBS3b HEXKETATEIbHOM Peakuy ¢ IpH-
€MOM JIEKapCTBEHHOTO TIperapara

Bo3mosxHas TIPUYUHHO-CJICICTBCHHAA CBS3b *:

KIMHAYECKUE TPOSIBIICHHS CHMIITOMOB HEXKENIATeIbHON PEaKIiH, BKIIOYAs HEKeTaTeIbHbIC H3MECHEHHUsI TA00PaTOPHBIX MMOKa3aTe-
Jieit, CBsI3aHBI 110 BPEMEHH C IIPHEMOM JICKapCTBEHHOTO CPECTBA;

MOTYT OBITh O0BSICHEHBI HAJITMYMEM COITYyTCTBYIOIIHMX 3a00JI€BaHUI MM OJJHOBPEMEHHO NIPHHUMAEMBIMHU JIEKAPCTBEHHBIMHU CPE/I-
CTBaMH;

uH(opManus 0 pe3ysbTaTax IPEeKpaIleHus IpHeMa JISKapCTBEHHOI'O CPEeJICTBA OTCYTCTBYET JIMOO HEAOCTOBEPHA

BepO}ITHa_ﬂ IIPUYUHHO-CJICACTBCHHAS CBS3B*:

KJIMHUYECKHE MIPOSIBICHUS] CHMIITOMOB HE)KeJIaTeIbHOM peakluy, BKII0Yasi He)KeIaTeIbHbIe H3MEHEHHUS J1ab0paTOPHBIX IOKa3aTe-
JIeld, CBsI3aHbI 10 BPEMEHH ¢ PHEMOM (TIPUMEHEHHMS) JISKAPCTBEHHOTO CPE/ICTBA;

HE MOTYT OBbITh OOBSCHEHBI HAIMYUEM COIMYTCTBYIOLINX 3a00JIeBAHUI WIIM OJJHOBPEMEHHO NPHHUMAEMBIMU JIPYTHMH JIEKApPCTBEH-
HBIMH CPEACTBAMU;

perpeccupyoT Iociie NPeKpalieHus npruemMa (IPUMEHEHNs) JISKapPCTBEHHOTO CPE/ICTRA;

Tpenapat MOBTOPHO HE Ha3HAYAJICS WJIU PE3YJIbTaT HECU3BECTCH.

CoMHHTEIBHAS IIPUYUHHO-CJICACTBCHHAs CBA3b:

KIIMHUYCECKUE IIPOSABIICHUS CUMIITOMOB HEXXeJIaTeJIbHON peakuyu, BKIIIO4Yas HEXKEJIaTCIIbHbIC U3MCHCHUSL J'Ia60paT0pHLIX IIoKasare-
neﬁ, HC CBsI3aHBbI SIBHO 110 BPEMCHH C IPUEMOM (HpI/IMCHCHI/IeM) JICKaApCTBCHHOI'O CPEACTBA,

MOTYT OBITH 00BSICHEHBI HAJIMYUEM COITYTCTBYIOLIMX 3a00JI€BaHUI MIIN OTHOBPEMEHHO IIPUHUMAEMBIMH JIPyTHMH JICKAPCTBEHHBI-
MH Cpe/ICTBaMU;

VcnoBHas TIPUYUHHO-CJICACTBCHHAA CBA3b:

TpeOyeT NOTyueHHUs TOMOTHUTENbHOM HHQOPMALIMK 0 TOOOYHOM JEHCTBUU U (MJIH) O MAlMEHTE, IPUHUMABILEM 3TO JICKAPCTBEH-
HOE CPEJICTBO;
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00 aHaIHU3 I/IH(I)OpMaLH/II/I BBISIBJICHHOW HE)KeJaTeIbHOU peakuyy HE OKOHYEH Ha MOMCHT OLICHKU HpH‘{HHHO-CJ’[eL{CTBCHHOﬁ CBsA-
31 MEXKAY MOOOYHBIM JIEUCTBUEM U TIIpUEMOM JICKApCTBEHHOI'O CPEACTBA;

He nonnaronuecs Knaccmbm(aunn IIPUYUHHO-CJIICACTBCHHAs CBA3b

COOOLICHHS O MOA03PEBACMBIX ITOOOYHBIX PEAKIMAX HEINb3sI OLCHUTH, TAK KaK HET JOCTATOYHON HH(OPMAIIUH MIIH K€ OHA HPOTH-
BOpeUHBa

12. | Orcyrerue addekra (3pdhexTrBHOCTH)

OTcyTeTBHE 0KHIaeMOl () (eKTUBHOCTH BCET/ia CIEIyeT 3aliChIBaTh KakK sBjieHne. HeoO0XoMMMo paBUiIbHO HCIOJIB30BATh TEP-
MHUHBI JUIS1 OTUCAHUS SIBJICHUH «HEIP)EKTUBHOCTD JIEKAPCTBEHHOTO CPEACTBAY U «CHIKEHUE 3()(HEKTHBHOCTH JIEKAPCTBAY.

[Mprunnbl HeOCTaTOYHON S PEKTHBHOCTH MOTYT BKJIIOUATh CIEIyIOLIee:

JIEKapCTBEHHOE CPEJICTBO HE COXPAHSETCs B OPraHU3Me 110 IIPUYMHE PBOTHI MJIM CHIIBHOM THapew;
HEJ0CTaTOYHAs! IPHBEPKEHHOCTh NALMEHTa HA3HAYEHHON CXeMe JISUEeHMS;

HeajleKBaTHas J103a;

HH3KO€ KaueCTBO JIEKapCTBEHHOTO CPEICTBA;

(anbcuduIupoBaHHOE JEKAPCTBEHHOE CPEICTBO;

HEBEPHO MMOCTABJICHHBIH ANAarHO3;

B3aMMOJICHCTBHE, CHIDKAIOLIEEe YPOBEHb IIperapara B KPOBH;

JIeKapCTBEHHAs yCTOWYMBOCTh

Pe3yanaT OILICHKH B3aMMOCBA3HU
ITocne BBITIOJIHEHUS OILICHKH B3aUMOCBA3HU HeOGXO}IHMO YKa3aThb OJAUH U3 CJICAYIOIIUX ITYHKTOB!:

peakuus (HG}I(eHaTCJ'[BHaﬂ pCaKHI/IH)Z SABJICHUS, I KOTOPBIX IIPUYUHHO-CJIICACTBECHHAs CBSA3b OIPEACIISACTCSI Ha YPOBHE NOCTOBEP-
HOﬁ, BCpOS{THOﬁ WJIA BO3MOXHOU U KOTOPBIE B COBOKYITHOCTHU OTHOCSAT K YUCITY ((peaKHHﬁ)), IIOCKOJIbKY JUISl HUX TIpeAIojaracTcs
BEPOATHOCTDH HAJINYWSA B3AaUMOCBA3U C HA3HAYCHUEM JIEKAPCTBEHHOTO CPEACTBA (Cpe[[CTB).

HexenarenbHoe sBICHHE: CJ'Iy'-IafIHLIe SABJICHUSA: SIBJICHUSA, JUIA KOTOPBIX IIPUINHHO-CICACTBEHHAA B3AUMOCBA3b OIIPEACIIIETCI KaK
COMHHTEJIbHAA, ITOCKOJIBKY UX COBIIAACHUE C HA3HAYCHUEM JICKAPCTBEHHOT'O CPECACTBA PACHIEHUBACTCA KaK cnyqaﬁHoe. Nx ClIeayeT
OTHOCHUTB B OTACIbHYIO I'PYIITY, NOCKOJIBKY OHU MOT'YT NPEACTABJIATH 3HAYUTEIIBHYIO IICHHOCTD B BBISIBJICHUX CUT'HAJIA.

HBJ’[CHHF{, KOTOPBIC KOANPYIOTCA KaK HECOLICHUBAEMBIC, HCO6XOI[HMO 6y}leT IMpOoaHaJIM3UPOBATHE JOIOJHUTEIIBHO, U UX CIICAYET UC-
KIIFOYUTHh U3 aHajIk3a. ﬂBJ’ICHHF{, KOTOPBIC KOAUPYIOTCS Kak HCKJ’IaCCHq)HI_U/IpyCMLIC, OTHOCATCA K HpOMC)KyTO'—IHOﬁ KaTeropuu, U ux
OLICHKY CJICAYCT IIOBTOPUTH, KOTIA IMOABUTCS NOIIOJIHUTCIIbHAS I/IH(I)OpMaI_II/ISI

13. | 3akirodeHue U BBEIBOJBI:

14. | Pexomenpganum:

[Ipumeuanue:

* B cnmydae «cMepTu» Helb3s paclieHUBaTh KaK BEPOSITHBIC, TOCKOJIBKY B 3TOM
Cllyyae HEBO3MOXKHO YBUIETh 3P(HEKT OTMEHBI JIEKApCTBEHHOTO cpeAcTBa. Eciu
BPEMEHHAs! B3aUMOCBSI3b SIBJISIETCS PUEMIIEMO BO3MOXKHOM, B3aUMOCBS3b CO CMEPTHIO
MOHO PaCIICHUBATh KaK BO3MOXKHYIO.

damunust, UMsl, OTYECTBO (ITPU HAIUYUN),

PYKOBOJUTENSI CTPYKTYPHOTO MOPa3ICICHUS

Ilonmuce

damunus, UMsl, OTYECTBO (ITPU HAJIUYUH),
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[Ipunoxenue 4
K HpaBI/IJ'IaM IMPOBCACHUA Q)apMaKOHazlaopa u
MOHHUTOPHHI'A 6630HaCHOCTI/I, KadeCcTBa "
() PEKTUBHOCTH METUIIMHCKUX H3ICITHHA
dopma
OTtuer
0 MOCTYNIUBIIHNX KﬂpTﬂX-COOﬁHleHI/IﬂX
Bcero crnion- I/I3 HHIX B K (I) HpI/IHﬂTble 4k ' WHdopmanus o cepbe3HOI HeXeNaTeIbHON peakuuy Je-
TaHHBIX KapT- HUX: CTBUH C UCXOAOM «CMEPTH», «YIp0O3a KU3HN», ITPU IPpUME-
COO6LH€HHﬁ OTHpaB.]IeHHbIe Mep ])I HCHUU I10J03PpEBACMOr0 IIperiapaTta
MUCbMA (mpuka3s o
(o cepbe3Hoii NMPHOCTA-
Hexe1aTeb- HOBJICHUH)

HOM peaki M)

damMunus, UuMsi, OT4ECTBO (MIPU HATTUYUN),

PYKOBOJUTENSI CTPYKTYPHOTO MOAPA3ACICHUS

Iloxmuce

damMunus, UMsi, OT4ECTBO (IIPU HATTUYUN),

JKCTIEepTa

IHoanuce
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[Ipunoxenue 5
k [IpaBunam npoBeaeHus GpapmMakoHaa30pa u
MOHHUTOpPHHTA 0€30MMaCHOCTH, Ka4eCTBA U
() PEKTUBHOCTH METUIIMHCKUX H3ICITHHA

dopma

OTYET
0 pe3yJIbTATaxX OLEHKH JAeATeJIbHOCTH CJIYK0bl (papMaKkoHaa30pa Aep:KaTeiei
PErucTPAllHOHHOIO YI0CTOBEPEHUS JIeKAPCTBEHHBIX CPeICTB

(HaMMeHOBaHMe OPraHM3ALIMU-TIPOU3BOAUTEISI M(HUJIN) TepKaTest
PErucTPANMOHHOIO yI0CTOBEPEHUs)

(HaMMeHOBaHMeE JIEKAPCTBEHHOI0 CPe/ICTBA)

1. Pe3rome

I‘IaI/IMeHOBaHI/ICi:7 apeC, pCKBU3UTHI ACPKATEIIA PETUCTPALIUOHHOI'O YJOCTOBEPCHUS

Howmep(a) perncTpalinoHHOro y10CTOBEPEHUS

Pestome nesrenbHOCTH JAC€piKaTeisl peruCTpalluOHHOI'0 Y10CTOBEPECHUSA

JlaTa(bl) IPOBEICHHS OLCHKH JIEATEIILHOCTH CITyKObI (hapMaKoHa30pa AepKaTelIei pernCTPaliOHHOTO YAOCTOBEPEHHUS JICKapPCTBEHHBIX
CpeJICTB

®.1.0. (mpu HaNU4UM) 3KCIEPTOB (WICHOB KOMUCCHH), TOJDKHOCTD

Howmepa nuiieH3un Ha mponu3BOACTBO, CEPTHHHKATOB O COOTBETCTBHU 00BEKTOB HaJIexkallel npakTuku papmakonansopa GVP (ecian
MIPUMEHUMO)

HOKyMeHTLI, TIOCJTY?>KMBIINE OCHOBAHUEM JJIsI OLICHKH

2. Boanas unpopmanus

KpaTKOC OonucaHueopraHu3aluu - IIPOU3BOAUTEIIA (CCJ’II/I HpHMCHHMO)

OcHoBaHue JUIs IPOBEICHHS OLICHKH JEATEIBHOCTH CIIy:KOBbI (hapMaKkoHaA30pa Jepkarteieil perucTpaioHHOrO yA0CTOBEPEHHUS JIeKap-
CTBEHHBIX CPEICTB

HepCOHaJ'I OpraHu3alunu-IIponu3BOANUTEIIA, y‘IaCTByIOIJ_II/Iﬁ B IPOBCJACHUH OLICHKU ACATCIIBHOCTU CJ'Iy)K6I>I (I)apMaKOHaLBOpa

ﬂOKyMCHTH, IIOJaHHBIC OpFaHHSaﬂﬂeﬁ—HPOHSBOZ[I/ITCHCM J10 TIPOBEACHUS OLICHKHU ACATCIbHOCTH CHy)K6I>I q)apMaKOHa}Bopa

3. HaGnroaeHus 1 pe3ybTaThl OIEHKH YCIOBHI MPOU3BOJICTBA U CUCTEMBI
o0ecrieueHus KayecTBa

OTBETCTBEHHOE YIIOJITHOMOYEHHOC JIULO 110 q)apMaKOHausopy, KBa.III/I(i)I/IKaI_[I/ISI (pCSIOMe)

OpraHu3alliOHHAasl CTPYKTYpa JiepiKaTellst PeruCTPalliOHHOTO y0CTOBEPEHHS

Cucrema KavecTBa AepiKaTeist peruCTpalluOHHOI0 y10CTOBEPECHUA
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CTpyKTypa cuCTeMbl (hapMaKOHaA30pa AepiKaTesIsi PETUCTPALIMOHHOTO YIOCTOBEPCHUS,

OrieHKa (pyHKIMOHUPOBAHUS CHCTEMBI (hapMakoHazopa JIC

VICTOYHMKHU JJAHHBIX 10 0e30MacHOCTH

KOMHB}OTCPI/I3I/IPOB&HHBIC CHCTEMEI U 0a3a JaHHBIX

Ipouecch! hapmakoHa30pa WK MTPOIECCH] MOHUTOPUHTA MTOOOYHBIX JICHCTBUI

Pa3znoe

4. TlepedyeHb HECOOTBETCTBHI*

Kputnueckue

CymiecTBeHHBIE

IIpoune

6. 3akirroueHe

‘ 3aKioYeHue |

*[Ipumeuanue

«Kputnueckoe HECOOTBETCTBHE» — 3TO HECOOTBETCTBUE, KOTOPOE BBHI3BIBAECT UJIU
PUBOJIUT K CYIIIECTBEHHOMY PUCKY BO3MOXXHOCTH OOpaIleHus JIeKapCTBEHHOTO
CpeACTBa ONACHOTO IS 310POBbs U KU3HU YEJIOBEKA.

«CyIiecTBEeHHOE HECOOTBETCTBHE» — ITO HE KPUTHUECKOE HECOOTBETCTBHE,
KOTOpOE:

YKa3bIBa€T HA CYLIECTBEHHOE OTKIIOHEHUE OT [IpaBun GVP;

YKa3bIBa€T HA CYIIECTBEHHOE OTKJIOHEHHUE OT TPeOOBAHMUI UHBIX aKTOB
3aKOHOJIATENhCTBA B chepe oOpalieHus IEKapCTBEHHBIX CPEJICTB;

yKa3bIBaeT Ha HECTIOCOOHOCTH JePIKATENSI PETUCTPAIIMOHHOTO yI0CTOBEPEHHUS
JICKapCTBEHHBIX CPEACTB OCYIIECTBIISITh TOCTMAPKETUHTOBBI MOHUTOPHHT
oe3onacHoctu JIC, YIOTHOMOYEHHOTO UL AEPKATEIISI PETUCTPALIMOHHOTO
yJIOCTOBEPEHHUS BBITTOJIHATH CBOM JIOJKHOCTHBIE 00S13aHHOCTH;

KOM6I/IHaHI/I51 HGCOOTBGTCTBHﬁ, HH OAHO U3 KOTOPLIX CaMO IIO ceOe He ABIgeTCA
CYIIECCTBCHHBLIM, HO KOTOPBLIC B COBOKYITHOCTH IMTPCACTABJIAIOT CYIICCTBCHHOC
HCCOOTBCTCTBUC U NOJI’)KHBI OOBSACHATHCI U (bHKCHpOBaTBCﬂ B Ka4CCTBC TAKOBOI'O.

«HecymecTBeHHOE HECOOTBETCTBUE» — 3TO HECOOTBETCTBUE, KOTOPOE HE MOXKET
KJIacCU(UIIMPOBATHCSA, KAK KPUTHUECKOE WIIM CYIIECTBEHHOE, HO YKa3bIBaeT Ha
OTKJIOHEHHE OT ycTaHOBJIeHHBIX [IpaBun GVP.

Yneurnt Komuccuu:
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MOJIUCH &.1.0 (mpu HATHYHH)
MOJIHCH ©.1.0 (npu HaTM4YKM)

« » 20 T.
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[Ipunoxenue 6
k [IpaBunam npoBeaeHus GpapmMakoHaa30pa u
MOHHUTOpPHHTA 0€30MMaCHOCTH, Ka4eCTBA U
() PEKTUBHOCTH METUIIMHCKUX H3ICITHHA

dopma

CTpyKTypa nepuoIu4eckoro oGHoOBJIsIEMOro 0T4YeTa Mo 6e30MacCHOCTH

1. TUTYJIBHBIN JTUCT, BKJIOYAs YIOCTOBEPSIOILYIO ITOIHUCH;

2. KpaTKO€ U3JI0KEHUE OCHOBHOI'O COACPKAHUS;

3. Tabnuua cofepkaHusi OT4eTa:

1) BBeneHuE;

2) perucTpalMOHHBINA CTaTyC B MUDE;

3) Mepbl, IPUHSATHIE 3a OTYETHBINA MIEPUO/I, B CBA3U C TAHHBIMU 1O 0€30M1aCHOCTH;

4) U3MEHEHUS, BHECEHHBIE B CITPABOYHYIO MHPOPMAITUIO 1O OE30MACHOCTH

JIEKapCTBEHHOTO TIpernapara;

5) olleHKa KOJIMYECTBa MallMeHTOB, OABEPTIINXCS BO3AEHCTBHUIO
JIEKAPCTBEHHOTO ITpernapara:

5.1 o011iee KOJIMYECTBO MAIIMEHTOB, MOABEPTIINXCS BO3JEHCTBUIO B KIIMHUYECKUX

HCCJICIOBAHUSIX;

5.2 o0111ee KOJIMYECTBO MAIIUEHTOB, MOABEPIIINXCS BO3JIEHCTBUIO 1O JAHHBIM
IPUMEHEHUS Ha PhIHKE.

6) 000011IeHHBIC TAOTUYHBIC TaHHBIE:
6.1 cripaBouHas uHpOpPMaIUs;

6.2 00001IeHHas nH(POpMAIUS TTO CEPbE3HBIM HEXKEIATEIIbHBIM PEAKIUsM,
BBISIBJICHHBIM B X0/1€ KIMHUYECKUX HUCCIIEIOBAHUM;

6.3 00001IeHHas HHpOpMaLKs IO JaHHBIM OCTPETUCTPALIMOHHOTO TPUMEHEHUSI.

7) PE3IOME BaA)KHBIX JAHHBIX, ITOJIYUYCHHBIX B XOJA€ KIIMHNYCCKHUX I/ICCHCI[OBaHI/Iﬁ

3a OTYETHBIN MMEPUOI;

7.1 3aBepIlICHHBIC KIIMHUYECKUE UCCIIEOBAHUS;
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7.2 pOIOMKAOIINECS KIIMHUYECKUE UCCIIEIOBAHNS;

7.3 IIUTENBHBIN MOCIEIYOMNI MOHUTOPHHT

7.4 ©HOE TEPANEeBTUYECKOE MPUMEHEHHE JIEKAPCTBEHHOTO MIPEnapara;

7.5 HOBBIE JaHHBIE 110 OE30MaCHOCTH B OTHOILIEHUH Ha3HAUYECHUSI (PUKCUPOBAHHBIX

KOMOUWHAIH.

8) aHHbIE HEMHTEPBEHIITMOHHBIX HCCIICI0BAHUT;

9) naHHbIEe IPYTUX KIMHUYECKUX UCCIEAOBAHUN U U3 APYTUX UCTOUHHUKOB;

10) naHHBIC JOKIMHUYECKUX UCCIIETOBAHUM;
11) nureparypa;

12) npyrue nepuognvecKue OTYETHI;

13) HenocraTouHas TepaneBTU4YecKas 3QPEKTUBHOCTh B KOHTPOIUPYEMBIX

KIIMHUYCCKUX UCCIICIOBAHUAX,

14) BaxxHast uHdopmalius, noJydeHHas rnocie 3aBepiieHus noaroroku [10b;

15) 0030p cUrHanoB: HOBBIE, paCCMaTPUBAEMBIE U 3aBEPILICHHBIE;

16) curHansl 1 OlICHKA pUCKa:

16.1 o6o6maromas nabopmalus 1mo mpodiemMam 6€301macHOCTH;

16.2 orieHKa curHaia;
16.3 orieHka pucKOB U HOBOM MHGOPMAIINH;

16.4 xapakTepucTuKa pUCKOB;

16.5 appexTuBHOCTE MEp MUHUMHU3AIMH pUCKa (€CITU TPUMEHUMO).

17) olieHKa MOJIb3HI:

17.1 Baxxnast 6a3ucHast uHbopmarus mo 3GPEKTUBHOCTH B X0JI€ KITUHUIECKUX

HCIIbITAHUN U IMPUMCHCHHA B MC,Z[PIHI/IHCKOP'I IMIPAKTHKC,

17.2 HoBas BbIsiBICHHAs] HHPOpMaLUs 110 3P (HEKTUBHOCTH B XOJ€ KIMHUYECKUX

HCIIBITAHUN U IPUMCHCHUS B MCHHHHHCKOﬁ IIPaKTHKCE,

17.3 xapakTepucTHKa MOJIb3bI.

18) uaTErpMpOBaHHBIN aHATU3 COOTHOIIEHUS MOJb3a-PUCK 10 0JJOOPEHHBIM

ITOKa3aHHAM.
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18.1 KOHTEKCT COOTHOILIEHHUS MOJIb3a-PUCK — MEAULIMHCKASI TOTPEOHOCTH U

BA)KHBIE aJIbTEPHATUBBIL;
18.2 onieHka npoueaypsl aHalr3a COOTHOUIEHHUS MOJIb3a-PUCK.
19) 3aknroueHue u JeUCTBUS;
20) npunoxenus k [10B.
[TOb BKIIOYAET CAEAYIONIME TPUIIOKECHUS:
1. cipaBouHast HH(pOpPMAIIHS;

2. KyMyJISITUBHBIE 00001I1at01IHe TaOJIUYHbBIE JaHHBIC TI0 CEPhE3HBIM
HEXKEJIaTEeILHBIM SIBJICHUSAM, BBISBJICHHBIM B X0/1¢ KIIMHHYECKUX UCCIICIOBAHMM

(ucnpiTaHUM);

3. KyMyJISITUBHBIE M HHTEPBAJIbHbBIE 0000IIA0IINE TAOJIUYHBIE TAHHBIE 110
CEPBE3HBIM U HECEPBHE3HBIM HEXKEJIATEIIBHBIM PEAKLUAM 10 JaHHBIM
MOCTPETUCTPALIMOHHOTO IPUMEHEHHS;

4. TaOJIMYHBIC JAHHBIC [0 CUTHAJIAM;
5. OLIEHKA CUTHAJIOB, €CIIA MPUMEHUMO;

6. IepeyeHb BCEX NOCTPETUCTPALIMOHHBIX UCCIIEN0BAHUM 110 OE30MaCHOCTH.



e.zdll
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[Ipunoxenue 7
k [IpaBunam npoBeaeHus GpapmMakoHaa30pa u
MOHHUTOpPHHTA 0€30MMaCHOCTH, Ka4eCTBA U
() PEKTUBHOCTH METUIIMHCKUX H3ICITHHA

dopma

:‘)KCHepTHOC 3aK/IIOYCHHE T10 OIICHKE NMMEPUOANIECCKOI0 00OHOBJISIEMOTI'0 OTYETA IO

0e30MacHOCTH JTeKAPCTBEHHOTO CPeICTBA

(yKa3aTL Ha3BaHHUEC JICKAPCTBCHHOI'O CpeIICTBa)

(II.JIH BCEX JICKAPCTBECHHBIX CPEACTB, KPOME€ BAKIIUH M OMOTEXHOJIOrNYeCKHX

npenaparoB)

Howmep nepruoanyeckoro 0OHOBISIEMOr0 OT4ETa O O€30MacHOCTH (Jasee -
I[TOOB) B Peectpe [TOOb:

Howmep I[1OOB, npucBoennsiii JIPVY:

[Ipouieypa: BIOpaTh HY)KHOE M3 HUKECIIECTYIOIIETO

CTanaapTHasd NCpruoINIHOCTDb

ocobast nepruoJuYHOCTh (1o cnucky pedepentHbix gat EC)

IO 3aMPOCy YNOJIHOMOYEHHOW OpraHu3aum)

AKTHBHOE(BIE) BElECTBO(a):

ITepuon, oxBauenusiit ganubiM [TIOOB: ¢ 1o 20 T

A MM.ITIT. JO.MM.ITTT.

Hauano npouemypsi: (mara)
3axnrouerue no oreuke [100b: (mara)
1. CripaBouHas uHgpopmarus
1. | Toprosoe HasBanue
2. | MHH w1 Ha3BaHue AiCTBYIOLIEro BEIECTBA WM COCTAB Il KOMOMHUPOBAHHBIX IPEIIAPATOB

3. | Mexnynaponuas nata perncTpanuu, CTpaHa;

HOMep perucrpanuonHoro ynocroepenus PK, nara perucrpanuu

4. | dapmakorepanesruueckas rpymmna (kog ATX)
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5. [oka3zanus K IPUMEHEHUIO, CIIOCO0 MPHUMEHEHUSI
6. JlekapcTBenHbIe POPMBI M JO3UPOBKA
2. OcHoBHast HH(pOpMALIHS
Paznens ITOOB Kparkoe uznoxenne nanusix [1006 u
Ipe/iBapUTeIbHbIE KOMMEHTapHHU KCIIep-
Ta
1. | OmnucaHue aKTHBHOTO BEIIECTBa, ero (hapMaKoTepareBTHIECKoe AeicTBIe
2. W3meHeHus B MHGOPMALIUHK O JICKapCTBEHHOM CpelCTBe, IpeioxenHbie [IPY B pamkax
atoro [TOOb
3. PeructpannoHHBIH CTaTyC JEKapCTBEHHOTO CPEICTBA
4. | Mepsl, NpuHATHIE B TEYSHHE OTYETHOTO NEPHO/IA MO IPUYMHAM O€30IIaCHOCTH
5. W3meneHus B cripaBo4yHO# nH(pOpMALIKK [0 O€30MACHOCTH
6. | OueHka 9KCIO3UIMHU: KyMYJISITUBHOE MM HHTEPBAIBHOE KOJIMYECTBO MALEHTOB, MOJY-

yuBIuxX JIC NpH KIMHUYECKUX UCTIBITAHUSAX U B IOCTPETUCTPALIMOHHBIN EPHOJT

7. Kpatkuit KoMMeHTapuii Mo UTOraM pacCMOTPEHUS JAHHBIX B CBOJIHBIX TaOJUIIAX

8. | Pestome 3HaUMMBIX PE3yJIBTATOB KIMHUYECKHX HCCIICIOBAHUH B TEYEHHE OTYETHOTO ITe-
puona

9. | /laHHBIC HEMHTEPBEHIIMOHHBIX HCCIICIOBAHMI

10. I[aHHLIe APYTUuX KIMHUYECKUX HCCIICIOBAHUI U U3 APYruX HCTOYHHUKOB

11. | /laHHBIe TOKIMHHYECKHX HCCICIOBAHUN

12. | Tlocnenuue cBepeHus nocie qathl 3aKpbITUs 6a3bl JaHHbIX [100b

13. OI_leHKa CUTHAJIOB: HOBBIC, TEKYIIIUE WJIU 3aKPBITHIC B TECYCHUE UHTEPBajla OTYETHOCTU

14. | OueHka pucKoB U HOBOM nH(oOpMaLuu

15. | XapaxrepucTuka puCKOB

16. | OueHka onb3bl

17. | Ouenka aHanM3a COOTHOLICHUS MOJIb3bI/PUCKOB.

18. Ouera HWHTETrPUPOBAHHOI'O aHAJIU3a I10JIb3bl U PUCKOB IJI YTBEPIKACHHBIX MOKa3aHui

19. | Jlurepatypa

3. BeiBoabBI

COOTHOLICHHE I0JIb3a/PUCK COXPAHSETCs ONAaronpUsITHBHIM U HET HEOOXOANMOCTH B PEKOMEHAAIMYI IPHHATHS PETYJISTOPHBIX MEp

COOTHOLICHHE I0JIb3a/PUCK COXPAHSETCs ONaronpUsaTHBIM, HO TpeOyeTcsl BHECEHUE H3MCHEHUIT B OOIIYI0 XapaKTepPUCTUKY U MHCTPYK-
LIHIO 110 MEJMIIMHCKOMY TIPUMEHEHHIO (JIMCTOK-BKJIAJIBII ) JICKAPCTBEHHOT'O CPE/ICTBA WIIM BHEAPEHHE IUIaHA YIIPABJICHUS PUCKAMH C Iie-
JIbIO YNPABJICHUS PUCKAMH U UX MUHUMU3ALUH

COOTHOLIEHHE I0JIb3a/PUCK COXpaHseTcs ONaronpusaTHBIM, HO TpeOyeTcs IPOBEICHUE IIOCTPErHCTPALMOHHBIX HCCIEN0BaHUI Oe30macHo-
CTH C LIEJIBIO OIICHKH HOBBIX JJaHHBIX, BIUSIONINX HA COOTHOIICHUE MOJIb3a/PHUCK

110Jib3a HE ITPEBBILIACT PUCKU, TpeGyeTcst IIPUOCTAHOBUTH WJIK OTO3BATh PETUCTPALITMOHHOE YJOCTOBEPCHUEC JICKAPCTBEHHOI'O CpEeACTBaA

4. Pexomenganun

BbIBOIBI 1 OCHOBaHUS /JI11 BHECCHHSI H3MEHEHUI B OOIIIYIO0 XapaKTEPUCTHKY H
UHCTPYKIIUIO IO MEIUIIMHCKOMY MMPUMEHEHHUIO (JIUCTOK-BKJIAIBIII) JIEKAPCTBEHHOTO
CpEICTBa, BHEAPECHUS INIAHA YIIPABIICHUS PUCKAMU C LEbIO YIIPABICHUS PUCKAMU U UX
MHUHUMH3ALUUUIIN IPOBEACHUS TOCTPErUCTPALIMOHHBIX UCCIEIOBAHUI
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damunusi, UMsl, OTYECTBO (ITPU HAJIUYUN),

PYKOBOJUTENSI CTPYKTYPHOTO TIOAPA3ACICHUS

IHonnuce

damunusi, UMsl, OTYECTBO (ITPU HAJIUYUN),

9KCIICpTa

IHonnuce




Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 27.05.2019

. aKTiIEepAiH ATanoH/bl 6aKpLIay 6GaHKi Caxray KyHi 04.01.2021

o ik G N [ ?;gnogﬂs;ﬁ KIgHTpoanmﬁ GaHK HOPMATHBHBIX [IPABOBBIX aKTOB Jlata penakuun 27.05.2019
my6anku KasaxcraH B 9J€KTPOHHOM BHIE TlaTa ckaunBanus 04.01.2021

[Ipunoxenue 8
k [IpaBunam npoBeaeHus GpapmMakoHaa30pa u
MOHHUTOpPHHTA 0€30MMaCHOCTH, Ka4eCTBA U
() PEKTUBHOCTH METUIIMHCKUX H3ICITHHA

dopma

Crpykrypa u cogepxanue IIYP

[TYP BxirouaeT B cebst 7 mHGOPMAIIMOHHBIX YaCTEH:

qgacTh | - 0030pHas nHGOpMAIH IO JEKapCTBEHHOMY TMpernapary;
4acTh 2 - cuernuduKamnms mo 6€30macHOCTH:

Moayib CI - snuaeMronorust ToKa3aHuii 1O TEIEBBIM MOy JISIIHIM;
MoxyJib CII - moknmuHn4YecKkas 4acThb;

MoxyJib CIII - Bo3aecTBHE IEKapCTBEHHOIO MPENApaTa B XOAE KIIMHUYECKUX
HCCIIeJOBAHMM;

Moy CIV - monynsitinu, HE U3yYEHHBIE B XOJ1€ KIIMHUYECKUX UCCIICI0BAHMUIA;
MonayJib CV - HOCTPEruCTPallMOHHBIN OIBIT TPUMEHEHHUS;

Moayib CVI - nononHutensHble TpeOOBaHUS K crienuukanuy mo 0e30MacHOCTH;
moayib CVII - unentudunmpoBaHHble U MOTEHIIMATIbHBIE PUCKH;

Moxaysib CVIII - 0606mennas nadopManms mo mpodiaemMaM 1Mo 6€30MacHOCTH;
4acTh 3 - TIIaH 1o papMaKoHaA30pY;

4acTh 4 - TJIaH MOCTPETUCTPAIIMOHHBIX HCCIe0BaHNHN 2((HEKTHBHOCTH;

94acTh 5- MEPHI IO MUHUMU3AINKA PUCKOB (BKIIFOYAs OLIEHKY A (PEKTUBHOCTH MeP
MUHUMU3AIIU PUCKOB);

yacTh 6 - pestome [TYP;
4acTh 7 - MPUITOKEHHUS.

Ecau ITYP cocraBnsieTcsi Ha HECKOJIBKO JICKApCTBCHHLIX IIPCIIapaToB, AJIA
KaXJ10T0 U3 JICKAPCTBCHHBIX IPCIIApATOB MPCAYyCMATPHUBACTCA OTACIIbHAA 4aCThb.

I[TYP comepxur crnenyromuye npuitoxKeHus:
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npuioxenue Ne 1 x [TYP: Tekymas (mnu npeiaraemas, €Ciu JIEKapCTBEHHbIN
npenapat He 3apeructpuponan) Bepcust OXJIT u UMII (JIB);

npuinoxenue Ne 2 x [TYP: Kparkuit 0030p BBINIOTHAEMBIX U 3aBEPIICHHBIX
MPOTrpaMM KIMHUYECKUX UCCIICI0OBAHUM;

npuioxenue Ne 3 k [TYP: Kparkuit 0030p BBINOTHAEMBIX U 3aBEPILICHHBIX
nporpamm ¢GpapMaKo3MUAEMHOIOTHUECKUX UCCIET0BaHUM;

npuiioxenne Ne 4 k ITYP: IIpotokonsl npemyiaraeMbeix 1 TPOBOAUMBIX
uccienoBanuii mo yactu 3 I11YP;

npuioxkerre Ne 5 k [TYP: Crnennanbabie popMbI TOCIEAYIOIMIETO HAOTIOICHUS 32
HEXKEJIATENbHBIMU PEAKIIUSIMU;

npunoxenue Ne 6 k [IYP: IIporokomnsl npennaraéMbIx U MPOBOAUMBIX
rccaenoBanuii mo yactu 4 [1YP;

npuioxxerre Ne 7 k ITYP: HoBeie nocTymHbIe 0TY4ETH 00 HCCIICIOBAHUSX

npuioxenue Ne 8 x [TYP: [Togpo6uas nabopmarius o mpeaioKeHHbIX
JIOTIOJTHUTEIBHBIX MEPOIIPUATHIX TT0 MUHUMHU3AIUN PUCKOB (€CIIM TPUMEHHUMO);

npuioxkerue Ne 9 k [TIYP: [Ipyrue BciomorareibHbie JaHHbBIC (BKITFOYAs
CCBUIOYHBIN MaTepuan).
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[Ipunoxenue 9
k [IpaBunam npoBeaeHus GpapmMakoHaa30pa u
MOHHUTOpPHHTA 0€30MMaCHOCTH, Ka4eCTBA U
() PEKTUBHOCTH METUIIMHCKUX H3ICITHHA

dopma

JKCIEepPTHOE 3aKjIYeHne 1o 3kcnepruse [liana ynpaB/jieHusi puckaMu npu
NPUMEHEHUH JIeKAPCTBEHHOI 0 CPeCTBA

1. Homep ITYP B Peectpe ITYP:
2. Homep ITYP, npucBoennsiii J[PY

3. HUDJIC/JIC/ITYP/3/xxxx/rrrrmm (penocrasienue [TYP mo 3anpocy
AKCHEPTHOM opraHuzaiuu, ooHosnenue [1YP)

JlaTa 3aceiaHusl U1 HOMEpP IPOTOKOIIA 110 paccMoTpeHuro [TYP

4. ToproBoe Ha3BaHUE

5. JlexkapcTtBeHHas (hopma(bl) U KOHIIEHTPALIHS

6. AkTHBHOE(BIC) BEIIECTBO(A):

7. MHH (unu oO1iee Ha3BaHKE) EUCTBYIONIETO BEIIECTBa (BEIIECTB] -

dapmaxo-TepaneBruyeckas rpymnmna (ATX-kox)

8. JlepkaTesb perucTpalluOHHOTO YJOCTOBEPEHUS UK 3asiBUTEb:

9. Uucno nekapCTBEHHBIX CPENICTB, K KOTOPBIM OTHOCUTCS NaHHbI [TYP:

(nexapcmeenuvle cpedcmaa, cooepaicaujue 00HO U Mo dice deticmayroujee
gewecmao U npuHaoedxcaujue 0OHOMY U MOMY Jice 81a0eNbly Pe2UcmpayuoHHO20
yoocmogepeHus, mo2ym umems 00un 11YP)

Jlata oxonuanus aevictBus nepsoro IIYP, oxBateiBaemoro nanasim [TYP Bepcust Homep

JlaTa okoHuaHus AeicTBus nocaeanero [IYP, oxpareiBaemoro ganusiM I[TYP Bepcust Homep

10. OCHOBHBIE CBEJAEHM A

10.1 Yactsb | «O630p mpoayKTay

Toprosoe HazBaHue(s)




KazaxcTan Pecry6a1kachIHBIH 2JIEKTPOH/IBI HBICAHAAFbl HOPMATHBTIK KYKBIKTBIK

; , AKTLIepAiH STATOHIbI OaKblIay OaHKI
* ey [ | DTaJOHHBIA KOHTPOJIbHBINA OaHK HOPMATHBHBIX IIPABOBBIX aKTOB
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JlaTa ckauMBaHHS 04.01.2021

[Ipouenypa perucrpauuu

HOMep(a) perucTPaliOHHOTO YAOCTOBEPECHUS

KpaTKOC OIIMCaHue NMPOJAYKTa, BKIIrO4as:

XUMUYECKHUI KJIacC, KpaTKO€ U3JIOKECHUE MEXaHU3Ma HCﬁCTBHH, Ba)XXHYIO I/IH(i)OpMaLII/IIO 0 COCTaBeC (HaanMep, IIPOUCXOKACHUEC HCﬁCTBy-
OOIEro BE€IICCTBa 6I/IOHpCHapaTOB, CBsI3aHHBIX BCIIOMOI'aTCJIbHBIX BEIIECCTB WK paJuKaJI0B JJIs BaKI_H/IH)

INokazanue(s):
JlelicTBytomee (ecin MPIMEHUMO)

[Ipennaraemoe (eciu MPUMEHUMO)

Jlo3upoBka
JeiicTBytomast (eciau IPUMEHHMO)

[pennaraemast (eciu NpUMEHUMO)

JlexapctBenHas popma(bl) U KOHIIGHTpPALUU
JeiicTBytomnye (eciu MpuMeHUMO)

INpemnaraemsle (€ciau NPUMEHUMO)

Crpana u narta Bbi1auu neporo PY

CTpaHa n aaTa IocCJICAHCTO BBIITYCKA Ha PBIHOK

10.2 Yacts 11 «Cnenuduxanuu no 6€30macHOCTI

TosbKk0 mociie perucrpanuu

[ToanexuT 11 NPOAYKT JOMOJHUTEIBHOMY MOHUTOPUHTY (BBIOpATh HYKHOE)

B EBponeiickom Coroze Ja |:| Her |:|
B CIIIA Ha |:| Her |:|
B Pecny6imke Kazaxcran Ja ] Her []

MOAOYJIb CI - SIMUICMHNOJIOT A MOKa3aHUM 110 HCJICBBIM ITOITYJIALINAM

Moyib CII - mokIMHUYeCcKas 4acTh;

moxyJib CIII - Bo3aeiicTBUE TEKapCTBEHHOTO MPEnapara B X0A€ KIMHUYECKUX

HCCIeIOBAHMM;

MOOYJIb CIV - MNomyJsIruu, HE N3YUYCHHBIC B XO0A€ KIMHUYCCKUX HCCHGHOB&HHﬁ;

Moayib CV - moCTperucTpaluOHHbIN ONBIT MPUMEHEHHUS;

MoxayJsib CVI - nonoaHuTenpHbIe TPEOOBaHUS K cielU(PUKaIMK TT0 0€30MacCHOCTH;

Moxaysib CVII - uneHTHdUIIMpPOBaHHBIC ¥ TTOTCHITUATIBHBIE PUCKH,

moayiib CVIII - 06001ennast uadopmalius mno rnpoodsiemMam mo 6€301nacHOCTH;

1) Pe3rome yrpos 6e3omacHOCTH
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Ta6nuna 1: Pestome yrpo3 6e30nacHOCTH

Pestome yrpo3 6e30IacHOCTH

Baxxurie I/IHCHTI/I(i)I/IHI/IpOBaHHLIC PpHUCKHU

<> IlepeuncnnTh

Baxxupie moTeHIIUATbHBIC pucCKu

<>Ilepeuncanre

OrcyrcrByromas HHGOpMAIHL

<>Ilepeuncaurte

2) BeiBogsl 1o crienudukaiysam 0€301macHOCTH

10.3 Yacts I «Ilnan dhapmakonagzopa»

Meponpusitue/ Hazanue nccnenoBanus (TUI Me-
PONpPHATHS, HA3BAaHUE UCCIICIOBAHUS [€CITH U3BECT-
Ho] Kareropus 1-3)*

-

Jn

PaccmatpuBae-
MBIE YTPO3bI
0e30MacHOCTH

Craryc

3aniaHu-
poBaH-
HOE, Ha-
yaroe,

JlaTa npencTaBiIeHHS IPOMEKYTOYHBIX HIH
3aKJIFOYUTEIIBHBIX OTYETOB (3aIJIaHUPOBAH-
Has WM GaKkTHIecKas)

1) Pe3rome mmaHUPyEMBIX TOMOJIHUTEIBHBIX MEPONIPUATUIA 110 (PapMaKOHA30py

(ecyi MPUMEHUMO)

2) OOGmue BBIBOIBI MO TIaHy (papMakoHaa3opa

10.4 Yacts 1V «Ilnanbl mo npoBeACHUIO MOCIEPETrUCTPAIMOHHBIX UCCIIEIOBAHUI

3 PEeKTUBHOCTI»

1) [IpumenuMocTh 3(HEKTUBHOCTH KO BCEM MAIlMEHTaM B IEJI€BOM MOMYJISIINH
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2) Pe3toMe nociaeperucTpaliMoOHHOTo TiaHa pa3BUTHUS U3ydeHus 3P(HEeKTUBHOCTH

Tabnuma 3: Pe3toMe nociaeperucTpaliMoOHHOro TuiaHa pa3BUTHS U3YUYEHUS

b PeKTUBHOCTH
Mcereno- || Crarye s orteros (e
BaHHUe sdpdexrusnocrn | (pIAHMpPyeEMoOe, HAYaTOE, HHPOBAHHAA WM (aKTHIECKas)
(THII 1 HO- 3aBepUICHHOE, pe3yJbTa-
Mep uc- ThI NPEACTABJICHbI)
cJie10Ba-
HUA)

10.5 Yactp V «Mepbl 10 MUHUMHU3ALUN PUCKOBY

Ta6muma 4: Ilpennoxenus ot JIPY B oTHOIIIEHWH MEp 110 MUHUMH3AIMH PUCKOB

Yrpo3a Oe3onacHocTH OOBbIYHbIE MEPBI 10 MUHUMH3ALIMU PUCKOB JlononHuTenbHbIe MEphl IO MUHUMU3AIMU PHCKOB

1) I[OHOJ'IHI/ITCJ'IBHBIG MCPLBI IO MUMHUMHU3allU PUCKOB

2) Onenka 3¢ (HeKTUBHOCTH

Onenka 3(pPeKTUBHOCTH MEPONPUATUNA TT0 MUHUMHU3AIMHA PUCKOB

OHGHKa IMPUYIHUH HECOCTOATCIIBHOCTHU MCP 110 MUHUMH3AIIUHU PUCKOB (GCJII/I

IPUMEHUMO)




Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 27.05.2019

; . aKTiIEepAiH ATanoH/bl 6aKpLIay 6GaHKi Caxray KyHi 04.01.2021
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3) BbiBO/IbI B OTHOIIIEHUH MEP 110 MUHUMU3AINHU PUCKOB

10.6 Hacte VI «Pe3rome MeponpusaTHid B IUIAHE YIIPABICHUS PUCKAMM IS
JIEKapCTBEHHOTO CPEICTBA»

1) Ha3zanue npoaykra

V1.2.1 O630p 31uIeMHOJIOTHH 3a00JICBaHUS

V1.2.2 Pe3tome nmpeuMyiecTB JI€YEHUs

V1.2.3 HeuzBecTHble T1aHHBIC, CBSI3aHHBIE C MPEUMYIIIECTBAMH JICUEHUS
2) Pestome yrpo3 6e30macHOCTH

Baxnpie naeHTHGUITUPOBAHHBIC PUCKU

Baxxunie IMOTCHIUAJIbHBIC PUCKHU

OTtcyTtcTByromas HHPOpMaLHs

3) Pe3romMe JOMOMHUTENBHBIX MEP IO MUHUMH3ALUHA PUCKOB B OTHOIIEHUU YTPO3

0€301acHOCTH (€CIU TaKOBBIE UMEIOTCS)

4) Pe3tome U3MEHEHUH B IJIaHE YIIPABJICHUS! PUCKAMU B TUHAMUKE

5) OG1urue BBIBOJIBI IO OOIIEAOCTYITHOMY PE3IOME

11. 3akntouenue skcnepra

IIYP sBnsieTcst mpueMieMbiM

ITYP sBnsercs TIpUEMJIEMBIM C HEOOXOAMMOCTHIO BHECCHHS HE3HAUMTEILHBIX U3MCHECHUN B cjieayromemM OOHOBJIEHUHU

O
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27.05.2019
04.01.2021
27.05.2019
04.01.2021

ITYP moxeT ObITh TIPUEMJIEMBIM IIPU YCJIOBUU IIPEACTABICHUS obHoBieHHoro ITYP u YAOBJICTBOPUTEIIBHBIX OTBETOB Ha: IIEPEUCHDb BO-

TIPOCOB, MEPEUCHDb CIIOPHBIX BOIIPOCOB, 3alIPOC Ha IIOJTyYCHUEC JIOTIOTHUTETLHON I/IH(i)OpMaHI/II/I

ITYP sBnseTcs He IPUEMIIEMBIM

12. IlepeueHpb BONpPOCOB

1) IlepeueHb cIOPHBIX BOIIPOCOB

2) 3ampoc Ha IpeAoCTaBICHUE JOTIOJHUTEIbHOM HH(pOpMAITUT
3) O1ieHKa OTBETOB Ha 3aMpoC IKCHEPTa

OO6mas orneHKa BiIUsHHAS 0TBeTOB Ha [TYP

4) 3akiroueHue SKCIepTa Noclie MOJIy4YeHUsl OTBETOB Ha 3alpoc

ITYP siBasiercst mpuemiieMbIM

ITYP aBnsercs TIPUEMIIEMBIM C HEOOXOIMMOCThIO BHECECHHSI HE3HAUNTEIILHBIX H3MEHEHU B ClIEayromeM OOHOBJIEHHH

ITYP MoxeT ObITh IPHEMIEMBIM IIPH YCIOBUH NPEACTaBIeHUs] 0OHOBIeHHOTO [TYP

[TYP sBnseTcs HE TPHEMIIEMBIM

gy

damunusi, UMsl, OTYECTBO (ITPU HAJIUYUN),

PYKOBOJUTEISICTPYKTYPHOTO TIOJIpa3IeieHUs

Ilonmuce

damunusi, UMsl, OTYECTBO (ITPU HAJIUYUN),

IKCIIepTa

IHonnuce
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[Ipunoxenue 10
k [IpaBunam npoBeaeHus GpapmMakoHaa30pa u
MOHHUTOpPHHTA 0€30MMaCHOCTH, Ka4eCTBA U
() PEKTUBHOCTH METUIIMHCKUX H3ICITHHA

dopma

CaeneHus o npoguie 6e30MaCHOCTH JEKAPCTBEHHBIX CPEICTB, HMEKIIHX
0€eCcCPOYHYI0 PerucTpanuio

KOMIIaHHNH

3a IEPUOJT « » 20 -«» 20 IT.

Toprosoe nazpanue JIC

Jata peructpanuu u Homep PY B PK

®opma Beimycka JIC (Tad, p-p, Karcyibl, Ma3b)

dapmaxorepanesruueckas rpymnmna MHH JIC, ATX kox

Jepxatens PY u koHTaKThI

[pousBoautens PY n koHTaKTHI*

BasBurens JIC B PK u KOHTaKTHI*

Sl P Al DA IRl IR

HaHHHe O CYIIECTBEHHBIX U3BMEHCHUAX l'lpO(i)I/IJ'[ﬂ 06e301acHOCTH ()1aTa, CyTb H3MeHeHHﬁ), CBsI3aHHBIC C:

TIPEBBILICHUEM omnﬂaemoﬁ YAaCTOThI CEPLE3HBIX HEKEJIATCIIbHBIX peakum?l;

CEPHE3HBIMHU HEKEJIATCIIbHBIMH PCAKIIUAMMU,

TpeOOBaHUSIM 110 BHECEHUIO CYLIECTBEHHBIX M3MCHEHUH B
UHCTPYKLIMIO B IPYTHX CTPaHaX, HO HE BHECEHHBIX B KpaTKylo xapakrepuctuky JIC(Sm PC);

HpO6J’ICMaMI/I, BBISIBJICHHBIMU B XOJI€ HC
HUHTCPBCHIHUOHHOI'O TIOCTPETUCTPALTMOHHOI'O HCCIICIOBAHNS;

U3MEHEHHAMH B kpaTkoil xapakrepuctuke JIC (Sm PC);

JPYTMMH IPUIUHAMU

Orpannyenus B pacupoctpaneHnu JIC win nprocTaHoBKa AeiicTBus PY 110 npuurHaM, CBSI3aHHBIM ¢ 0€301aCHOCTHIO U 3 (EKTHB-
HOCThI0, mHAIMUpoBanHbie YO wmwiu [IPY JIC

10.

3akiroueHue o npoduine 6e3omacHoctu JIC

Ilpumeuanue:

>kl'[pI/I BHCCCHHMHN N3MCHCHHBIX JaHHBIX OTMCTHTD JKCJITHIM (1)0HOM

PyKOBOIII/ITeIIL OopraHusanuu

TIOJIITUCH ®.1.0. ( mpu Hamaum)

Hara «_ » 20 T.
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[Ipunoxenue 11
k [IpaBunam npoBeaeHus GpapmMakoHaa30pa u
MOHHUTOpPHHTA 0€30MMaCHOCTH, Ka4eCTBA U
() PEKTUBHOCTH METUIIMHCKUX H3ICITHHA

dopma

JKCNEePTHOE 3aKJII0YeHHE 0 COOTHOIIEHUH MOJIb3a-PUCK JIEKAPCTBEHHOT0
npenapara

OcCHOBHBIC CBCACHU

TOpFOBOC Ha3BaHHUC

MHH (unu obuiee Ha3BaHKE) JEHCTBYIOIIETO BEIIECTBA

dapmako-Tepanesruueckas rpymnma (ATX-kox)

JlexapctBenHas popma(bl) U KOHIIEHTpauus(1)

INpoussoaurens/ Jlepkateb perucTpaliiOHHOIO Y10CTOBEPEHHUs

HoMep perucTpaiioHHOro yI0CTOBEPEHHS

HasBanue u aapec 3adBUTEIIA HA MOJYUYECHUE PETUCTPALIMOHHOT'O YIOCTOBECPEHU A

JlekapcTBeHHBIN npenapaT CpaBHEHUs (€CIIH €CTh)

MexayHapoaHas 1ata posKICHUS

Jlata nepBoii peructpaunu B Pecriyonuke Kazaxcran

@®.1.0. (pn HaIM4MM) 3KCIIepTa | ‘

OHGHKa COOTHONLICHMA IT0JIB3bI U PHUCKaA

1. Macrep daitna cuctemsl hapmMakoHaA30pa

®dopmar u copepkaHue

YnonHoMOUYeHHOE IO 3a (hapMakoHaa30p Ha Tepputopun PK

AHau3 BBIMIOTHEHUS 0053aTeIbCTB 10 (hapMaKOHa30Py B TOM, YTO CUCTeMa (hapMaKOHAI30pa BHEAPEHA COTIIACHO TPEOOBAHUAM 3aKOHO-
JIaTeNbCTBA U HaUIeKALICH IPaKTHKU hapMaKoHaI30pa

3akioueHue u BBIBO/IbI

2. Ilepuonuueckuit 00HOBIsIEMbIN oTueT 1o Oe3onacHoctu (IIOOB)

®dopmaT u copepKaHue

Anamms uHdopMmarmu 1o 6e3onacHocTd JIC (marHbIX 0 TP, OO JIC, momy4eHHBIX U3 BCEX JOCTYIHBIX JICTHTUMHBIX HCTOYHUKOB)

OOHapyXeHHE CUTHAJIOB M UX OICHKA

3aKIoueHUe U EUCTBUS

3. [Inan ynpasnenus puckamu (ITYP)

®dopmar u copeprkaHue

00630pHast nH(popMaLus Mo JIEKapCTBEHHOMY MpenapaTy
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Wnentuduxaiys BaxKHBIX PUCKOB U OTCYTCTBYIOIEH HH(pOpMaLuu

Axtusnoctu o ®H

AKTHBHOCTH I10 MUHUMU3ALUU PUCKOB

OI_[eHKa 3(1)(1)CKTI/IBHOCTI/I MepOHpHS{THﬁ 110 MUHUMH3ALUU PUCKOB

3aKIII0YCHUE W BBIBOIBI

4. Ouenka oOHOBIeHHOM nHpOpManuii o 6e3omacHocTr JIC B perynsiTOpHBIX
opraHax JIpyrux CTpaH U U HayuyHO-MeIunuHCcKou nurepatypsl JIC (callTel
perynstopubix ctpad ICH u CHI', HayuHoii npeccel, myonukanuii BO3)

AHanu3 KauecTBa HaliIeHHOH HH(OpPMALUK

3aKiIoueHue BBIBOJIbI

5. MoHHUTOpHUHT 0€301TaCHOCTH MperapaToB 1o nporpamme pdls i Ha mopraie
ndda.kz

Hanuure cooOmieHuit, KOJINIECTBO

Cepbe3HOCTh

Okcnosnmus (w3 [10B, ITYP)

3aKkiIoueHue U BBIBOJIbI

6. OLleHKa MHCTPYKIIMH 110 MEAUIMHCKOMY PUMEHEHHIO JIEKaPCTBEHHOT'O
cpeacTBa B cpaBHeHUHU ¢ SPC OpuruHaibHOTO npemnapara

®dopmar u copeprkaHue

CootserctBue SPC

3aKJII0YCHUE W BBIBOIBI

7. 3akir04eHus SKcnepTa

CooTHOIIIEHUE TI0JTb3a/PUCK COXPAHSIETCS OJIATOTPUIATHBIM U HET HEOOXOTUMOCTH
B PEKOMEHAINH PETYJIATOPHBIX MEp.

CooTHoIlIeHUE TT0JIh3a/PUCK COXPAHSIETCS OIaroNpUATHBIM, HO PEKOMEHTyeTCS
BHECEHHE U3MEHEHUN B MHCTPYKIUIO IO MEIUIIMHCKOMY TTpuMeHennto JIC unm
BHEJIPCHUS IJIaHA YIIPABJICHUS] PUCKAMU C LEIbIO YIIPABICHUS PUCKAMU U UX
MUHHUMU3ALIH.

CooTHoOLIEHUE T0JIb3a/PUCK COXPaHSIETCs OJIArONPUATHBIM, HO PEKOMEHYETCS
POBEJICHHUE MOCTPErHUCTPAIIMOHHBIX UCCIIEIOBAHUN OE30MMaCHOCTH C LENbIO OLEHKU
HOBBIX JJAHHBIX, BIMSIOLIMX HAa COOTHOLIEHUE Mob3a/puck. [lonb3a He mpeBbIlIaeT
PUCKH, PEKOMEHYETCS IPUOCTAHOBUTH WJIM OTO3BATh PETUCTPALIMOHHOE
YZIOCTOBEPEHHE JIEKAPCTBEHHOI'O CPEICTBA.

Okcnepr

[oxmuce ®.1.0. (npu Hanu4umM)
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DTaJOHHBIA KOHTPOJIbHBINA OaHK HOPMATHBHBIX IIPABOBBIX aKTOB

Pecny6nuku Kazaxcran B 37€KTpPOHHOM BHJIE
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Penakumsnay kyHi
Cakray KyHi

Jlara penakuuu
JlaTa ckauMBaHHS

27.05.2019
04.01.2021
27.05.2019
04.01.2021

Pyxosoaurens Llentpa
u monuropunra I1J1 JIC u MU

©.U1.0. (pn HaIU4UK)
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. aKTiIEepAiH ATanoH/bl 6aKpLIay 6GaHKi Caxray KyHi 04.01.2021

* ey [ DTaJIOHHBII KOHTPOJIBHBIH 6aHK HOPMATHUBHBIX TIPAaBOBBIX aKTOB Jlata peaakiuu 27.05.2019
PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE

JlaTa ckauMBaHHS 04.01.2021

[Ipunoxenue 12
k [IpaBunam npoBeaeHus GpapmMakoHaa30pa u
MOHHUTOpPHHTA 0€30MMaCHOCTH, Ka4eCTBA U
() PEKTUBHOCTH METUIIMHCKUX H3ICITHHA

dopma

N3BenieHue 0 HeOJIATONPUATHOM COOBITUM (MHIIUIEHTE), CBA3AHHOM C
NpUMeHeHHeM MeTULIMHCKOT0 U31eJTUs

1. 1) HaumeHoBaHMe JM1a (CyObeKTa 00palleHHsT MEAMIUHCKUX M3/IeNINil), HAlPaBIISIOIIEro U3Be-

IEHNE

2) ®.1.0. (mpu HaTMYMK) JIMIA HAIPABIISIOIIETO N3BEIICHAE

3) anpec

4) KOHTaKTHBIN Tene(oH, hakc

2. 1) ®.1.0. (pu HaIU4KK) NOCTPAAABILETO

2) o ] MYyX. 1 sken.

3) Bo3pact

4) nuarHo3 nepej HaCTYIUICHHEM HEOJIarONPHATHOTO COOBITHS (MHIIECHTA)

5) cocrosiHME TIepe]] HaCTyIJIEHHEM HeOIaronpusTHOTO COOBITUS (MHIUICHTA)

3. | Bun coobuenus ] HepBOHAYAIILHOE
[ nocnemyromee

|:| KOMOMHHPOBAaHHOE

(mepBoHaYaNbHOE U
3aKIIFOUUTEIBHOE)

I:l 3aKIHOYUATEIIBHOC

4. 1) HauMeHOBaHNE MEJUIIMHCKOTO U3/EIHUs

2) Mozenb

3) cepuiiHblit HOMEp

4) HOMep MapTUH WK CEPUH

5) HOMEp PErHCTPALOHHOTO YAOCTOBEPCHHS

6) KJ1acc pucKa u3Jemus |:| 1 — MeIULIMHCKHE U3IEIUS C
HU3KOW CTENEHBIO PHCKa

[ 2a — meauumuckue usnenus

CO CpEeJIHEW CTENEHBIO PHCKa

|:| 20 — MEAWIIMHCKUE U3CITHS

C TIOBBIIICHHOW CTENECHBIO PUCKA
[ 3 — meauumuckue usnenus ¢

BBICOKOH CTENEeHbIO pHCKa

5. 1) HauMeHOBaHUE POU3BOTUTEIIS

2) anpec (pu HATUYUKM UHDOpPMALIUH)

6. 1) HanMeHOBaHKe NOCTaBIIKKA (IPU HATUYUH HH(OpMALINH)

2) KOHTaKTHI (aapec, TenedoH)




Kazakcran Pecry6nrkachIHbIH JICKTPOH/IBI HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK
AKTLIepAiH STATOHIbI OaKblIay OaHKI

e‘ .‘ a .' .' DTaJIOHHBII KOHTPOJIBHBIH OaHK HOPMATHBHBIX IIPAaBOBBIX aKTOB

PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE

Penakumsnay kyHi 27.05.2019

Cakray KyHi 04.01.2021
Jlata penakuuu 27.05.2019
JlaTa ckauMBaHHS 04.01.2021

7. | Jlara mpou3BOACTBa MEIUIUHCKOTO U3/IeIHs (ICHb/MECSI/TOT)

8. Jlata OKOHYaHUS CPOKa FOJHOCTH (JIeHb/MecsLy/Tox) (IIpy HATMYUK HH(OpMALKH)

9. | JlaTa OKOHYaHHs rapaHTHITHOTO CPOKa M CPOKA IKCIUTyaTalliH, YCTAHOBICHHOTO POU3BOIUTE-

neM (eHb/Mecs1/rox) (MpH HAJMYUH HHPOPMAIHH )
10. | /lata mposiBIIeHUsI Cepbe3HbIX U (MJIM) HENPEIBUACHHBIX HOOOYHBIX PEaKIHi, HOOOYHBIX SIBJIC-
HU#i, HEZIOCTATKOB, HEMCIIPABHOCTEH MIIM HECOOTBETCTBHI (ICHB/MECSIYTO)

11. | Kareropus HeGmaronpusTHOro COObITHS (MHIIUICHTA), CBSI3aHHOTO C MPUMEHEHHEM MEIMIIMHCKOTO H3/1eNus (BBIOpaTh HYKHOE):

] cepbe3Hoe U (MITH) HETIPEABUICHHOE HEOIaronpusITHOE cOObITHE (MHIIUACHT), HE YKa3aHHOE B HHCTPYKIIMH 110 TPUMECHEHHIO HITH
PYKOBOJICTBE I10 KCIUTyaTallu¥ MEUIIMHCKOTO U3/IEIUs

[ ae6naronpustHoe cobbITHE (MHLMACHT) IPH TPUMEHEHHH MEIULMHCKOTO H3[eNHUs

] ocoGennocTH B3anMOeiiCTBHS MEMIMHCKAX H3NENHil Mex 1y co0oit

] nenaanexamee KaqecTBO MEAMIMHCKOTO M3AEIHS

[] o6erosTensersa, coznaromme Yrpo3y U3HH H 30POBBIO0 HACEICHUS U MEITHUIUHCKIX PAOOTHUKOB IIPU IPUMEHEHUHU U
IKCIUTyaTAIlMU MEUIIMHCKUAX H3eTnil

|:| WHBIC CITyyan HeOIArompusTHOTO COOBITHS (MHITUICHTA)

12. | Omwucanue HEOIATOMPUATHOTO COOBITHS (MHIUICHTA)

13. | /laHHBIE O MPUMEHEHHUHN U3ACIUS MEAUILIMHCKOTO U3ICIHUS ] nepenunoe nenonszoeanme
] nosroproe npumencrue
0JIHOPA30BOT0 M3JEIHs
] nosroproe npumesenme
W3/IeIHsI TSI TIOBTOPHOTO
MIPUMEHEHHUS
[ nocne MOBTOPHOTO CepBHca/
BOCCTAHOBJICHHOE
[ apyroe
[ npoGrnema Beisernacs nepex
UCTIONB30BaHUEM

14. | TlpuuuHeHHsbIH Bpen ] cMepTh
[] yrpoxaromee xusuu
MOpakeHUe
] HEyCTPaHUMBIH Bpe
30POBBIO
|:| TpeOyeTCs: BMEIIATEIbCTBO
|:| HEOOXOAUMOCTh
TOCITUTAIT3ALMU
] napymenue neecrioco6HOCTH
[ napywenne miona, cMepth
mioza
|:| nHoe (yKa3aTb)

] OTCYTCTBYET

15. | IlpuHsATBIC HOJIB30BATENEM HIIM MEIUIMHCKOM OpraHu3alieil Mepbl 10 yCTPaHSHHUIO HeOIaromnpu-

SITHOTO COOBITHS (MHIMICHTA)
16. | Hcxon |:| cMepTh

] yTpara TpyA0ciocoOHOCTH




Kazakcran Pecry6nmKachIHbIH 31€KTPOH/IBI HBICAHIAFbl HOPMATHBTIK KYKBIKTHIK Penaxuusiay kyHi 27.05.2019

y aKTiIEepAiH ATanoH/bl 6aKpLIay 6GaHKi Caxray KyHi 04.01.2021

™ ‘ a iy DTaJIOHHBII KOHTPOJIBHBIH 6aHK HOPMATHUBHBIX TIPAaBOBBIX aKTOB Jlata peaakiuu 27.05.2019
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[ BBI3ZIOPOBJICHUE C

OCICACTBUAIMA

[ cocrostue 6e3 uamenenuit
| yIIy4IIEHHE COCTOSHUSE

|:| BBI3IOpPOBIICHHE O3

HOCHEACTBUN

I:l HE MPUMEHUMO
I:l HCU3BCCTHO

[ unoe (yxa3atp)

17. | Ilpumeuanue

[Tpunoxenue: KOMUU JOKYMEHTOB, CBHICTEILCTBYIONTUX O HEOJIArOMPUIATHOM
cOOBbITHY (MHIIMJICHTE), HA 1. B 1 sx3emIutsIpe.

Jluuo, HaIpasJIsIIOIICe U3BCIICHUEC!

(MOMKHOCTB) (moxmuck) ®.1N.0. (mpu HATHIKN)

M.IIL.
« » 20 T
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aKTiJIep/IiH STaOHAB! OaKpIIay OaHKI Caxray KyHi 04.01.2021

* Fra&eyy| DTaJIOHHBII KOHTPOJIBHBIH 6aHK HOPMATHUBHBIX TIPAaBOBBIX aKTOB Jlata peaakiuu 27.05.2019
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[Ipunoxenue 13
k [IpaBunam npoBeaeHus GpapmMakoHaa30pa u
MOHHUTOpPHHTA 0€30MMaCHOCTH, Ka4eCTBA U
() PEKTUBHOCTH METUIIMHCKUX H3ICITHHA

dbopma

OTt4er
0 Heﬁ.]IaFOHpI/IﬂTHOM COOBITHH (I/IHIII/IIleHTe) P NIPUMECHCHUU MEAUIIMHCKOI'O
n3aeans
1. AaMuHHCTpaTUBHAS HHOPMALUS
TocyapCTBeHHbIi opran <1>, <2>, <3> MeCTo 15 OTMETKH Focy1apcTBEHHOTO OpraHa
AJzpec rocy1apcTBEHHOTO oprana <I>, <2>, <3> (BXosmast aata, PerucTpalliOHHbIH HOMED)

Tum otuera <1>, <2>, <3>:

| | IlepBoHavanbHbI OTYET

| | ITocnenyromuii oraer

| | 3aKIIOYUTEIIBHBIN OTYET

Jata otuera <1>, <2>, <3>

PerucrpanionHbli HOMEp HEOIArONPHATHOrO COOBITUS (MHIUICHTA) (IIPUCBAaUBACTCS IPOU3BOAUTENIEM) <1>, <2>, <3>

PerucrpanionHblii HOMEp HEOIAroNpHATHOrO COOBITHS (MHIUICHTA) (IIPUCBAaUBACTCS AKCIIEPTHOI opraHu3arueii) <2>, <3>

IIpencraBnser HeOIaronpuaATHOE COOBITHE (MHLUICHT) CEPHE3HYIO YIPO3y OOLIECTBEHHOMY 3I0pOBbIO? <1>, <2> <3>

| | e

| | Her

Knaccugukanus nanugenta <1>, <2>, <3>:

| | CmepTh

| | HereL[BI/IZ[CHHOG CEPHE3HOC YXYAUICHUE COCTOSIHUSA 3JOPOBbSL

| | Jpyrue xpurepuu

2. JlaHHBIE O JIHIIC, TOAAOIIEM OTYET

Craryc nu1a, MoJaroIero or4er <1>, <2>, <3>:

IIpousBoauTens
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* ‘ a iy DTaJIOHHBII KOHTPOJIBHBIH 6aHK HOPMATHUBHBIX TIPAaBOBBIX aKTOB Jlata peaakiuu 27.05.2019
Pecny6nuku Kazaxcran B 37€KTpPOHHOM BHJIE

JlaTa ckauMBaHHS 04.01.2021

V10JITHOMOYEHHBIH npeacTaBUTCIIb

3. [LaHHBIC O [IPOU3BOAUTCIIC

HaunmenoBanue npounsBoautens <1>, <2>, <3>

Damunus, UMs, OTUECTBO (IIPU HATMYMU) KOHTAKTHOIO Jina <I>, <2>, <3>

Anpec <I>, <2>, <3>

Hupnekc <1>, <2>, <3>

Topon <1>, <2>, <3>

Tenedpon <1>, <2>, <3>

®akc (mpu HaM4MM) <I>, <2>, <3>

E-mail <1>, <2>, <3>

Crpana <1>, <2> <3>

4. JlaHHbBIEe YIIOJTHOMOYEHHOTO MPEACTaBUTENs (TIPU HATMYUH)

HanmeHoBaHMe yIIOJIHOMOYEHHOTO MpeJcTaBuTeNs <1>, <2>, <3>

Damunust, UMs, OTUECTBO (TIPU HATMYMU) KOHTAKTHOTO Jiuna <I>, <2>, <3>

Anpec <I>, <2>, <3>

Hupnekc <1>, <2>, <3>

Topon <1>, <2>, <3>

Tenedon <1>, <2>, <3>

®akc (mpu HanM4umn) <I>, <2>, <3>

E-mail <1>, <2>, <3>

Crpana <1>, <2>, <3>

5. JlaHHBIE 0 MEAMIIMHCKOM U3/I€TTUU

Kracc noreHInampHOro prcka MpuMEHEHHs MEJUIIUHCKOTO u3ienus <1>, <2>, <3>:

| E

| | 26

| |2a

| K

Konx Bu1a METUIIMHCKOTO U3/IETHS B COOTBETCTBUH ¢ HoMeHKnaTypoi MeauumHckux usnenuii Pecyonuku Kazaxcran <2>, <3>

YuukanbHbIi ko1 MepunuHckoro uaenus (Unique device identifier (UDI) (npu Hamuuun) <2>, <3>

HanmMeHoBaHHE MEAUIIMHCKOTO M3Aens <1>, <2> <3>

Mouens (eciu NpUMEHNMO) <2>, <3>

Katanosxuslit HoMep (eciii IPUMEHUMO) <2>, <3>

CepuiiHblil HOMEp (eciu MPUMEHUMO) <2>, <3>

Homep napruu (cepun) (eciau npumMeHuMo) <2>, <3>

Bepcus nporpamMmuoro obecriedeHus (eciu NpuMeHumMo) <2>, <3>

Jlara Bblmycka <2>, <3>

Jlata OKOHYaHUsI CPOKA FOJHOCTH (€CIIH IPUMEHUMO) <2>, <3>

Jlata ummutaHTanuy (TOJNBKO JUISl UMIUIAHTATOB) <2>, <3>

Jlata skcrutaHTanuy (TOJNBKO Ul MMIUIAHTaTOB) <2>, <3>

I[J'[I/ITCJ'[LHOCTL HUMIUIaHTaIluHu (SaHOHHﬂeTCﬂ B CJIy4ac, €CJIM U3BECTHA TOYHAas JaTa UMIUIAHTAllUU WU Havdalla 3KC1'IJ'[yaTaLII/II/I) <2>, <3>

[TpuHauIe)XHOCTH ¥ (MIIH) COBMECTHO UCIIOIB3yEMble METUIIMHCKHE U3IeNus (€CIM IPUMEHUMO) <2>, <3>

Homep peructpaiiioHHOro yJ0cToBepeHus B ['0cy1TapCTBEHHOM peecTpe JIEKapCTBEHHBIX CPEJICTB U MEANIIMHCKUX M3 (TP HAJTUYHN)

<>, <3>

6. JlaHHBIE O HEOIArONIPUSATHOM COOBITHH (MHIUICHTE)

Jlara, koraa mpon301LII0 HEOIAropusTHOE COObITHE (MHIMICHT) <2>, <3>

Onwucanne HeOIArONPUATHOTO COOBITHS (MHIMACHTA) <>, <2>, <3>




KazaxcTan Pecry6a1kachIHBIH 2JIEKTPOH/IBI HBICAHAAFbl HOPMATHBTIK KYKBIKTBIK

Penakumsnay kyHi

27.05.2019

. aKTiIEepAiH ATanoH/bl 6aKpLIay 6GaHKi Caxray KyHi 04.01.2021
. ‘ a ,' ,' DTaJOHHBIA KOHTPOJIbHBINA OaHK HOPMATHBHBIX IIPABOBBIX aKTOB Jlata penaxiyu 27.05.2019
Pecry6inkn KasaxcTan B 9J€KTPOHHOM BHIE e
Y p s JlaTta ckaunBaHMs 04.01.2021
Homep oTuera MEAMIIMHCKOW OpraHU3alMU-0Ib30BaTeNs (€CIU MPUMEHUMO) <2>, <3>
Jlata, Koraa mpON3BOUTEIb TOIYYHI HHPOPMAIIUIO O HEOIArONPUATHOM COOBITHH (MHIMACHTE) <>, <2> <3>
KonuuecTBo BoBIICUEHHBIX MAIIMEHTOB (€CIH U3BECTHO) <2>, KonuuecTBo BOBIICUECHHBIX MEIUIIMHCKUX U3/ICTHNA (€CITH U3BECTHO) <2>,

<3> <3>

MecTo Hax0KACHUSI METUIIMHCKOTO U3/IeIHs B JAaHHBIA MOMEHT (€CJIM M3BECTHO) <1>, <2>, <3>

Kto ncnonp3oBan MequuuHCKOE U3/EIHE B MOMEHT HEOIArompusTHOTO COOBITUS (MHLUIEHTA) (BBIOPATh OJTHO) <2>, <3>:

| | MeauuuHCKui nepcoHan

| | ITamuenTt

| [iros

Hcnone3oBanue MeTUIMHCKOTO U3ZEHs (BBIOpATh 0JJHO) <2>, <3>:

| | MEpBUYHOE IPUMEHEHHE

| | TMOBTOPHOE NPUMECHCHNUE MEIULITMHCKOTO U3ACIINUSA OAHOKPATHOI'O IPUMCHEHUS

| | IIOBTOPHOE NMPUMEHECHHUE MEIUILIMHCKOT'O U3ACJIUA MHOTOKPATHOI'O NIPUMEHECHUS

| | MCIUIIMHCKOC U3ACITHUC ITOCIC TCXHUYCCKOIO 06Cﬂy)KI/IBaHI/IfI WJIN pEMOHTA

| | apyroe

| | npo0GiemMa Obl1a BBISBIICHA 10 TPUMEHCHUS

7. JlaHHBIC O AIIUEHTE

Onucanue npodIeMsl maluenTa <2>, <3>

Kon v repMuH npo6iemsl nanueHTa B CBSI31 ¢ HEOIATrOMPUSTHBIM COOBITHEM (MHIMAESHTOM) B COOTBETCTBHU ¢ MEXXIyHapOIHOH cTaTnCcTHYe-

cKoii Kinaccuukanuei 6ose3Held 1 npoodiieM, CBsI3aHHBIX cO 3/10poBkeM, 10-ro nepecmorpa (MKB-10) <3>

JlelicTBHS ¥ TOMOIIb, OKa3aHHAs! MEUIIMHCKON OpraHu3aluei nauuenTy <2>, <3>

Mo (ecau npumeHuMo) <2>, <3>: | | MyxcKkoii |

| Kenckuit

Bo3spact narnuenra (ecii IpUMEHUMO) <2>, <3>: ner

MCCSILICB

THEH

Bec nanuenra (kr) (eciu npuMeHuMo) <2>, <3>

8. JlaHHBIE O MEUIMHCKON OpraHn3auuy (€Ciu MPUMEHHMO)

HauMeHoBaHnE MEIUIIMHCKON OpraHu3anuy <1>, <2>, <3>

Damunus, UMs, 0TUECTBO (IIPU HATMYMU) KOHTAKTHOT'O JIMIIa MEIULIMHCKON OpraHu3anuu <2>, <3>

Anpec <1>, <2>, <3>




KazaxcTan Pecry6a1kachIHBIH 2JIEKTPOH/IBI HBICAHAAFbl HOPMATHBTIK KYKBIKTBIK Pepakuusnay kyni
e . AKTLIepAiH STATOHIbI OaKblIay OaHKI Cakray KyHi
& ey [ DTaJIOHHBII KOHTPOJIBHBIH OaHK HOPMATHBHBIX IIPAaBOBBIX aKTOB Jlata penakuun

PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE
JlaTa ckauMBaHHS

27.05.2019
04.01.2021
27.05.2019
04.01.2021

Hnpekc <2>, <3> Topon <1>, <2>, <3>
Tenedpon <2>, <3> daxc (npu HamMYKM) <2>, <3>
E-mail <2>, <3> Crpana <1>, <2>, <3>

9. HpeZ[BapHTeHLHOC 3aKJIIOUCHUC ITPOU3BOAUTECIISA ([[J'ISI HepBOHa‘IaHLHOFO/HOCJ’IeHyIOHleFO OT‘IeTa)

IIpenBapuTenbHbIA aHANN3, TPOBEICHHBIN MPOU3BOAUTENEM <]>, <2>

Tun HeOIaronpusATHOroO cOOBITHS (MHIMACHTA) (Ko 1 TepMuH ypoBHA 1 - ISO/TS 19218-1) <2>, <3>

Tun HeOIaronpuATHOrO COOBITHA (MHIMACHTA) (KO 1 TepMuH ypoBHA 2 - ISO/TS 19218-1) <2>, <3>

HavanbHble KOppeKTUpPYIOIIUE AEHCTBUS, BHINOIHEHHBIE IPOU3BOIUTENEM <]>, <2>

[Ipenmonaraemast qata ciemyromero oraera <l>, <2>

10. PeSyHI)TaTI)I 3aKJIIOYUTEIBHOIO pacCaeI0BaHus IIPOU3BOAUTEIA (Z[J'If[ 3aKIIIOYUTEIBHOTO OT'-IeTa)

Pe3ynpTaThl aHaNN3a, MPOBEIEHHOTO IPOM3BOIUTENEM <3>

OueHka HeOMAronpUsTHOro coObITHS (MHIKACHTA) (KOA U TepMuH ypoBHs 1 - ISO/TS 19218-2)

OreHka HeONMAronpUsTHOro coObITHS (MHIKACHTA) (KOI U TepMuH ypoBHs 2 - ISO/TS 19218-2)

Koppexrupyromue aeificTBUs o 6€30macHOCTH Ha MecTax <3>

Cpoku peanu3aiiy yKa3aHHBIX MEPONPHATHH <3>

3aKITIOYUTEIIBHBIC KOMMCHTAapHUH NIPpOU3BOAUTCIISL

H3BecTHO 1 TIPOU3BOAUTEIIIO O HO[[O6HI>IX He6HaI‘OHpI/IHTHLIX COOBITHSAX (I/IHHI/IHCHTaX) C TaKUM XK€ THIIOM MCIUITMHCKOTO U3ICIHA C HOZ[OG—

HOM e TNIaBHOW MPUYIHHON? <3>

Ja Her

Ecnu na, ykaxxuTe B KAKHX CTPaHaX U YKOKUTE HOMEpa HeOIArompusTHBIX COOBITHI (MHIIUACHTOR)

KonuuectBo mogo0HBIX HEOTATONPHUSITHBIX COOBITHI (MHIIUICHTOB) <3>

MeauuunHckoe u3zenue OblIo pacupoCTPaHEeHO B CIACAYIOIINX TocyaapcTBax (mpu Hamuuum) <3>:

| | Pecny0Omnnka Apmenust

| | Pecny0mnuka Benapycs

| | Pecny6nuka Kazaxcran

| | Keipreisckas Pecriy6muka

| | Poccwuiickas ®@enepanust

| | Jpyrue rocynapctsa (yKas3arh)

IIpumeyanue:
<1> O0s13aTeNnbHOE MOJIE I 3aI0JIHEHUS [IPU IEPBOHAYAIIBHOM OTYETE.
<2> O0s13aTENBHOE 0JIE JUIS 3aI0JHEHUS [IPH ITOCIEYIOIIEM OTUETE.

<3> O0s3aTeNbHOE MOJIe JJIs1 3aM0THEHHUS MMPU 3aKIIOUUTEIIBHOM OTUETe.
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* i [ = | [ ¥ | DTaJIOHHBII KOHTPOJIBHBIH 6aHK HOPMATHUBHBIX TIPAaBOBBIX aKTOB Jlata peaakiuu 27.05.2019
PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE

JlaTa ckauMBaHHS 04.01.2021

JIaHHBIN OTYET HE SABJISAETCS MPU3HAHUEM OTBETCTBEHHOCTH MPOW3BOIUTEIIS UITU
€ro yIoJTHOMOUYEHHOT0 MPEICTAaBUTENS 3a MPOU30IIIe/IIIee He0IaronprusaTHOE COObITHE
(MHIIUJEHT) U €ro MOCJEACTBUS, COJIEPKAIIUECS B HEM CBEJICHUSI MOTYT OBITh
HETIOJTHBIMHU ¥ HETOYHBIMH. JIaHHBINM OTYET TaK)KE HE SIBJISETCS MPU3HAHUEM TOTO, UTO
MEJMIIMHCKOE u3/ienre, MHPopMaIus 0 KOTOPOM MPUBEICHA B OTUETE, SBIISIIOCH
ne(EKTHBIM U 9YTO MEAUITMHCKOE M3/IETUE TIPUBEIIO K

MPEIoaraeMoMy YXyAIIEHUIO COCTOSTHUS 37J0POBbs MJIM CMEPTH YeJIOBEKa MU
CIIOCOOCTBOBAJIO ATOMY.

HonTBepsza}o, 4TO 1O BCEM MMCIOMIUMCA Y MCH CBCACHUSAM ITPCACTABIICHHA

uH(popMaIus BEpHa.

(TOMMKHOCTB) (moxmnuck) @®.1.0. (pu HaNMYKN)

« » 20 T
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[Ipunoxenue 14
k [IpaBunam npoBeaeHus GpapmMakoHaa30pa u
MOHHUTOpPHHTA 0€30MMaCHOCTH, Ka4eCTBA U
() PEKTUBHOCTH METUIIMHCKUX H3ICITHHA

dbopma

OTtuer
0 KOPPEKTUPYINHUX AeHCTBUAX MO 0€30MACHOCTH MEINIIUHCKOT0 U3/1eJTUs

1. AaMuHuCTpaTUBHAS HHMOPMALUS

HanmeHoBaH#e rocy1apCTBEHHOro opraHa <1>, <2>, MecTo aJisi OTMETKU rOCYIapCTBEHHOT0 OpraHa (1arta, perucTpalMOHHbINA HO-
<3> Mep)

Tum otuera <1>, <2>, <3>:

| | IlepBoHavanbHBIN OTYET

| | ITocnenyrommuii oTyeT

| | 3aKIIIOYUTEIIBHBIN OTYET

Jara otuera <1>, <2>, <3>

PerucTpaiionHbli HOMep 0T4eTa 0 KOPPEKTUPYIOIUX AeHCTBHAX (IPUCBAaUBAETCS MIPOU3BOAUTENEM) <>, <2>, <3>

PerucrpanionHblii HOMep 0T4eTa 0 KOPPEKTUPYIOIUX JeHCTBHAX (IPUCBAUBAETCS TOCYAAPCTBEHHBIM OpPraHoM) <2>, <3>

PerncrpannoHHbIH HOMEp HEOIAaronpHATHOTO COOBITHS (MHIMACHTA) (PHUCBANBAETCS TOCYAAPCTBEHHBIM OpraHoM) <2>, <3>

HaumenoBanue KOOPpAMHUPYIOMIETO I'OCYAapCTBEHHOT'O OpraHa (eCHI/I HpI/IMCHI/IMO)

2. JlaHHBIE O JIWIIE, TIOAONIEM OTUET

Craryc nmia, IToaroIero ot4eT <1>, <2>, <3>:

| | IIpousBoxnTens

| | V10JIHOMOYEHHBIH IpeAcTaBUTC/Ib

3. JlaHHbIE O IPOU3BOAUTEIIE

HanmenoBanune npomnsBoauTens <1>, <2>, <3>

®damMmms, UM, 0TYECTBO (TP HAJTMYUN) KOHTAKTHOTO Jina <1>, <2>, <3>

Anpec <1>, <2>, <3>

WHpeke <1>, <2>, <3> Topon <1>, <2>, <3>
Tenedon <1>, <2>, <3> ®daxc (pu Haymumnn) <1>, <2>, <3>
E-mail <1>, <2>, <3> Crpana <I>, <2>, <3>

4. JlaHHBIE YITOJTHOMOYCHHOTO TPEICTaBUTENS (TIPH HATHMIHUN)

HanmeHoBaHM€ yIOJIHOMOYEHHOTO MpeJcTaBuTens <1>, <2>, <3>
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damunusi, UM, 0TYeCTBO (MIPHU HAJTMYKMK) KOHTAKTHOTO Jinia <1>, <2> <3>

Anpec <I>, <2>, <3>

HNupekc <1>, <2>, <3> Topoxn <1>, <2>, <3>
Tenedon <1>, <2>, <3> ®dakc (npu Hammunn) <1>, <2>, <3>
E-mail <1>, <2>, <3> Crpana <I>, <2>, <3>

5. JlaHHBIC O MEIMIIMHCKOM H3/ICITUU

Kiacc moTeHnnansHOro pricka MpuMeHeHH MEAUIUHCKOTO U3Aenus <1>, <2>, <3>:

Kox Buna MmeauuacKoro uznenust B cootBercTBrr ¢ HoMeHkIaTypoit MeauimHcekux n3aenuii Pecnyonuku Kazaxcran <2>, <3>

VYuukanbHeiil ko1 Meaunuackoro naenus (Unique device identifier (UDI) (npu Hamuuun) <2>, <3>

HaunmeHnoBaHue MeIUIIMHCKOTO H3AEIusI <1>, <2>, <3>

Mogenp <2>, <3> (eciu MPUMEHUMO) KaranoxHsiii Homep (eciu npuMeHuMo) <2>, <3>

Cepuiiblit HOMep (eciu IPUMEHHMO) <2>, <3> Homep naptuu (cepun) (ecnu npuMeHnMO) <2>, <3>

Bepcust mporpammuoro obecreyeHus (eciau NpUMEHHMO) <2>, <3>

JlaTa BbIyCcKa <2>, <3> Jlata oxOHYaHUsI CPOKA TOMHOCTH (€CITH MPUMEHUMO) <2>, <3>

TIpunamnexxHOCTH U (UITH) COBMECTHO UCIIOJIb3yEeMbIe MEAUIIMHCKUE U3ACUs (E€CIH MPUMEHUMO) <2>, <3>

Howmep perucrpanyionHoro yaocroepenus B ['ocy1apcTBEHHOM peecTpe JeKapCTBEHHbBIX CPEICTB U MEANIMHCKUX U3ACNIUH (IIPY HATUYNH)
<> <3>

6. JlaHHBIE O KOPPEKTUPYIOLINX EHCTBHUAX MO 0€30MaCHOCTH MEIUIIMHCKOTO M3/IeITHSI

OOuire cBeAieH!s U IPUYHHA KOPPEKTHPYIOMINX AHCTBHIT <1>, <2>, <3>

Onucanue 1 000CHOBaHUE KOPPEKTHPYIOMINX AeHCTBUI <1>, <2>, <3>

PexoMenmaruu 1 mojib3oBareien <1>, <2>, <3>

MeponpusTHs U CpOKH peau3aliii KOPPEKTUPYIOMUX AeHCTBUI <2>, <3>

ITpunosxenne k otgery <1>, <2>, <3>:

| | YBenomienue o 6e30MacHOCTH METUIUHCKOTO U3EIHS Ha PyCCKOM SI3bIKE

| [Joros

MeauunHckoe u3zenre ObUIo pacpoOCTPaHEHO B CICAYIOIINX rocynapeTpax <1>, <2> <3>:

| | PecnyOnuka ApmeHus

| | Pecnybnuka Benapych




KazaxcTan Pecry6a1kachIHBIH 2JIEKTPOH/IBI HBICAHAAFbl HOPMATHBTIK KYKBIKTBIK Pepakuusnay kyni
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PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE
JlaTa ckauMBaHHS

27.05.2019
04.01.2021
27.05.2019
04.01.2021

| | Pecny6nnka Kazaxcran

| | Keipreisckas PecrryOnuka

| | Poccuiickas ®enepanus

| | Jpyrue rocynapcTsa (yka3arhb)

7. KommenTapuun

[Ipumeyanue:

<1> O0s3aTenbHOE T0JIe IS 3aII0JIHEHUS [IPU TIEPBOHAYATILHOM OTYETE.

<2> O0s13aTeNnbHOE T0JIe [Tl 3aTI0JTHEHUS MIPU TTOCTIEYIOIIEM OTYETe.

<3> O0s3aTenbHOE T0JIe IS 3aT0JTHEHUS TP 3aKJIIOYUTEITFHOM OTUETE.

I[aHHBIﬁ OTYCT HC ABJIACTCA IIPU3HAHUCM OTBCTCTBCHHOCTH IIPOU3BOAUTCIIA NI

€TI0 YIIOJITHOMOYCHHOI'O MPCACTAaBUTCIIA 3a IIPOU30ICAIICC H€6HaFOHpI/IHTHOC coOBITHE

(MHIIUJEHT) U €ro MOCJIEACTBUS, COJIEPKAIIUECS B HEM CBEJICHUSI MOTYT OBITh

HCIIOJIHBIMH N HCTOYHBIMH. I[aHHLIﬁ OTYCT TAKIKC HC ABJIICTCA IIPU3HAHUCM TOI'O, 4YTO

MCOUITMHCKOC U3 CIHNC, I/IH(l)OpMaLII/ISI 0 KOTOPOM IIPUBECJACHA B OTUCTC, ABJIAJIOCH

I[G(i)@KTHI)IM N 9TO MCOAUIMHCKOC U3CIINC IIPUBCIIO K

npeamojaraCMoMy yxyamcHUIO COCTOAHHNA 3J0POBbA UM CMCPTH YCJIIOBCKA UIINU

CII0OCOOCTBOBAJIO ITOMY.

HO,Z[TBep)K,ZIaI-O, 4TO 110 BCCM UMCHOIIUMCS Yy MCHA CBCACHUAM IIPCACTABICHHAA

uH(popMalys BEpHa.

(IOMMKHOCTB) (moxmuce) ®.1.0. (mpu HaNUYKK)

« » 20 T
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[Ipunoxenue 15
k [IpaBunam npoBeaeHus GpapmMakoHaa30pa u
MOHHUTOpPHHTA 0€30MMaCHOCTH, Ka4eCTBA U
() PEKTUBHOCTH METUIIMHCKUX H3ICITHHA

dbopma

YBegomiieHne no 0€30MacHOCTH MeAMIMHCKOT0 U31eIus

No | Jlara:

Bun xoppekTupyomero AeicTBUs:

| | HpI/IOCTaHOBJIeHI/Ie HCIIOJIB30BAHUA MCIUITMHCKOTO U3AC/IUA

| | 3aMeHa MEAMIIMHCKOTO U3 TIPOU3BOJUTEIIEM UJIA €T0 YIIOTTHOMOYECHHBIM NMTPEACTABUTEIIEM

| | BOBBpaT MEIUIUHCKOI0 U3ACIU MMPOU3BOAUTEIIIO UITA €TI0 YIIOTHOMOYEHHOMY NPEACTABUTEIIIO

| | MonepHu3zanusi METUIITHCKOTO H3/IETHs HA MECTe

| | YHHUUYTOKEHUE MEAULIMHCKOTO n3aciusa

| | M3menenne HHCTPYKIMHA O IPUMEHEHUIO WIIA PYKOBOCTBA MO AKCIUTyaTallii MEAULIMHCKOTO W3NS

| | OO6HOBIICHHE TPOTPAMMHOTO 00ECIICUCHHUS

| [ros

HaumMeHoBaHUE MEIUIIMHCKOTO M3CIINS:

BapuaHT McnoaHeHHs/MO/IeTb/CepUiTHbI HOMEP/KaTallOXKHbIH HoMep (10 TPUMEHUMOCTH):

Homep perncTpaioHHOro yI0CTOBEPCHHS:

Onucanue npodIeMbr:

Omnucanue HeﬁCTBHﬁ, BBINIOJIHACMBIC ITOJIB30BATCIIEM MCIUIIMHCKOTO U3AC/IHA:

VYkazaHue 0 He0OOXOJUMOCTH Tepe/Iadl YBEIOMIICHHS JIUI[aM, KOTOPbIC H3BELICHBI O MPOOIeMe U (MIIN) BHIMOIHSIOUINE KOPPEKTUPYIOLIHE
TIEHCTBHUS:




KazaxcTan Pecry6a1kachIHBIH 2JIEKTPOH/IBI HBICAHAAFbl HOPMATHBTIK KYKBIKTBIK

; , AKTLIepAiH STATOHIbI OaKblIay OaHKI
* ey [ | DTaJOHHBIA KOHTPOJIbHBINA OaHK HOPMATHBHBIX IIPABOBBIX aKTOB
PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE

Penakumsnay kyHi
Cakray KyHi

Jlara penakuuu
JlaTa ckauMBaHHS

27.05.2019
04.01.2021
27.05.2019
04.01.2021

Yka3aHue o HeoOXOMMOCTH NPECTaBICHHs IPOU3BOAUTENIO (YIIOJTHOMOUYSHHOMY HPEICTABUTEINIO IPOU3BOUTENS) CBECHUN O MEUIMH-
CKHX U3JIeNIUAX, HAIIPAaBJICHHBIX B APYTHe OpraHu3alluy, U TIepeladl 3THM OpraHu3alusIM yBeJOMIeHHs (IPH HAIUYUK):

KonTakTHast unpopmanus

dammms, UM, 0T4eCcTBO (TIPH HAJIMYHH) JIHIA, HAIIPAaBUBILETO yBeAOMIICHHE <]>, <2>, <3>

Anpec <1>, <2>, <3>

Wnneke <1>, <2>, <3>

Tlopon <1>, <2>, <3>

Tenedon <1>, <2>,
<3>

®akc (mpu HaIHYHN) <1>, <2>, <3>

E-mail <I>, <2>, <3>

Crpana <1>, <2>, <3>

[ToaTBepskaato, 4YTO TOCYAAPCTBEHHBIA OpraH MPOUH()OPMUPOBAH O JaHHON
npo0sieMe U O HACTOSIILIEM YBEIOMIIEHUH 110 O€30MacCHOCTH METULUHCKOTO U3/1EIH.

(IOMKHOCTB)

M.IL

« »

(moxmnuck) ®.1.0. (mpu HaNUYIKN)

20 1.
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JlaTa ckauMBaHHS

27.05.2019
04.01.2021
27.05.2019
04.01.2021

[Ipunoxenue 16

k [IpaBunam mpoBenenust papmMakoHaa30pa U

MOHHUTOPHHI'A 6630HaCHOCTI/I, KadyeCTBa U

() PEKTUBHOCTH METUIIMHCKUX H3ICITHHA

OTtuer

dbopma

0 MOCTPEruCTpanMuOHHOM KJIMHUYC€¢CKOM MOHUTOPHUHI' € 0e30MacHOCTH U

3 (PeKTUBHOCTH MEeTULMHCKOT0 U31e/TUs

1. AaMuHHCTpaTUBHAS HHOPMALUS

T'ocymapcTBenHBII opran

AJzipec rocy1apcTBEHHOIO OpraHa

MecTo 1151 OTMETKH TOCyJapCTBEHHOI'O OpraHna

(mata, perucTpalMOHHBIA HOMED)

Tum otuera:

IlepBoHavanbHbIil OTYET

ITocnenyromuii oraer

3aKITIOYUTEIIBHBIN OTYET

JlaTa oTuera

PCFI/ICTpaI_[I/IOHHHﬁ HOMED OT4YCTa (HpI/ICBaHBaeTCﬂ HpOI/ISBOZII/ITe.HGM)

PerucrpanuonHslii HoMep oT4yeTa (IPUCBAUBAETCS TOCYAaPCTBEHHBIM OPIraHOM)

2. JlaHHBIE O JIMIIC, ITOAAOIIEM OTYET

CTaTyC Jijna, rmogaroniero OT4eT:

IIpousBoauTens

YIOJIHOMOYCHHBIH NIpeaCTaBUTCIIb

3. JlaHHBIE O IPOU3BOJUTEIE

HaumeHnoBaHue TIPOU3BOAUTEIIA

q)aMI/IJ'[I/I}I, UM, OTYCCTBO (HpI/I HaJ'II/I‘II/II/I) KOHTAaKTHOT'O JIMIIa

Anpec

HNunexc T'opon

Tenedon ®dakc (Ipu HATUYNN)
E-mail Crpana

4. JlaHHBIE YIIOJTHOMOYCHHOTO NPEICTaBUTENA (TP HATHIHN)

HaumeHnoBaHue YIIOJTHOMOYCHHOI'O IIPEACTAaBUTCIIS
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(DaMI/IJ'[I/IH, HUMs1, OTYCCTBO (l'[pPI HaJ'II/I‘lI/II/I) KOHTAKTHOT'O JIMIa

Anpec

Wnpexc T'opon

Tenedon Daxkc (1pu HATMYHN)
E-mail Crpana

5. JlaHHBIE O MEAMLIMHCKOM U3/1€ITUU

Kiacc TIOTEHIHAJIBHOI'O PUCKA IMIPUMCHCHUS MCAULIMHCKOI'O U3CIINS:

| | 3, HeMMILIAHTHPYEMOE

| | 3, UIMIUTaHTHPYEMOE

| | 20, IMILTAHTHPYEMOe

Kon BHJ1a MCOAUITUHCKOI'O U311CJIHUA B COOTBCTCTBUU C HOMCHKJ’[aTypOﬁ MCIUIMHCKHX 31Ul Pecrly6nm<1/1 Kazaxcran

HaumenoBanue MCIUIIMHCKOI'O U3ACTIUA

BapHaHTLI HCIIOJIHCHUA (MOZ[I/I(bI/IKaLII/II/I) MCIUIIMHCKOI'O U3ACTIUA

6. HCpC‘IGHB I/IZLCHTI/I(bI/H_U/IPOBaHHHX OCTaTOYHBIX PHUCKOB, CBA3aHHBIX C MCAUIIMHCKUM U3NCITUEM

7. HCJTI/I 1 3aja4u NOCTPErucTpaliMOHHOTO KIIMHUYECKOIr0 MOHUTOPHUHI'A 0e30MMacHOCTH 1 3(1)(1)CKTI/IBHOCTI/I MCIUIUHCKOI'O U3OCITUS

8. Cxema TOCTPETUCTPALTUOHHOI'O KIIMHUYECKOI'O MOHUTOPHUHI'A 0e30MacHOCTH U 3(1)(1JCKTI/IBHOCTI/I MCIUIIMHCKOI'O U3ACTIUA

9. Knuaunueckue JAHHBIC, ITOJTYYCHHBIC 3a OTYETHBIN nepuoa

10. OI_leHKa KIIMHUYECKUX JTaHHBIX, ITIOJIy4Y€HHBIX 3a OTYETHBIN nepuon

11. OI_[eHKa BCCX KIIMHUYCCKUX JaHHBIX, [IOJIYYCHHBIX B IIEPUOJ IMOCTPErUCTPALIMOHHOTO KIIMHUYECKOIO MOHUTOPHUHI'A 0e30MacHOCTH U 3(1)-
(bGKTI/IBHOCTH MEOUIUHCKOI'O U3OCIIHS

12. 3akiroueHue o HGOGXOL[I/IMOCTI/I (OTCyTCTBI/II/I HCO6XOZ[I/IMOCTI/I) KOPPEKTUPOBKHU IJIaHA IMTOCTPETUCTPALTMOHHOI'O KIIMHUYECKOT'O MOHUTO-
puHIra 0€30IaCHOCTH U 94)(1)CKTI/IBHOCTI/I MCIUIUHCKOI'O U3ACTIUA

13. 3airoueHre 0 He0OXOJUMOCTHU (OTCYTCTBHU HEOOXOIMMOCTH ) BBIIOJHEHUS KOPPEKTUPYIOLIHX ACHCTBUII MO 6€30MaCHOCTH METHIIMHCKO-
TO U3IEIUs

14. Onmcanue KOPPEKTUPYOLIUX JEHCTBHI 10 O€30MACHOCTH MEAMIIHHCKOTO H3AeNus (TIPH HATUYUH)

15. 3akmroueHne (000CHOBaHKE) O KIMHIHYECKO# Oe30macHOCTH U 3P (PEKTHBHOCTH MEIUIIMHCKOTO U3/ICITHS

16. 3akiroueHre 0 HEOOXOAUMOCTH (OTCYTCTBUH HEOOXOANMOCTH) MIPOUICHHS LUKJIa TOCTPETHCTPALOHHOTO KITHHIYIECKOTO MOHHTOPHHTA
6e3omacHOCTH 1 AP PEKTUBHOCTH MEAULIMHCKOTO M3/1eHsl (TS 3aKITF0YUTEILHOTO OTYETA)

17. KommenTapuu

[ToaTBepskaaro, 94TO MO BCEM UMEIOIIUMCS Y MEHS CBEJICHUSM MPEACTaBICHHASL
uH(bOopMaIs BepHa.

(TOMMKHOCTB) (moxmuce) @®.1.0. (mpn HaNM4IHN)

M.IIL.
« » 20 T



