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OO0 yTBepKneHAM MpaBwI POBEACHA (papMaKkOHAA30pa H MOHUTOPHHTA 6€30I1aCHOCTH,
KadecTBa ¥ 3QPEKTHBHOCTH MEIUITUHCKUX H3AEIIIIi

[Ipuka3z Munuctpa 3npaBooxpanenus Pecnyonuku Kaszaxcran ot 23 gexabps 2020 roga Ne
KP ICM-320/2020. 3apeructpupoBan B Munuctepctse toctunuu Pecnyonuku Kazaxcran 24
nexabps 2020 roma Ne 21896.

B cootBetrcTBUM ¢ myHKkTOM 3 ctathu 261 Koaekca Pecniybnuku Kazaxcran "O 310poBbe
Hapoja u cucteme 3apaBooxpanenus” [IPUKA3IBIBAIO:

CHocka. [Ipeambyna - B pegakuuu rnpukasa Munuctpa 3apaBooxpanenust PK ot
02.06.2023 Ne 99 (BBoAMTCSA B ACHCTBHUE 110 UCTCYCHUHU JIECATU KaJCHIAPHBIX JTHEHW mocie AHs
€ro NepBoro oPpUIMAIBHOTO OMyOIUKOBAHMUS).

1. YTBepauTh mpuiiaraeMble MpaBuiia MPOBeACHUS (papMaKOHaA30pa U MOHUTOPUHTA
0e30macHOCTH, KauecTBa U 3((PEKTUBHOCTU MEAUITMHCKUX U3EITHIA.

2. Ilpu3HaTh yTpaTUBIIMMH CUITY:

1) mpuka3 MuHHUCTpa 3ApaBOOXpaHEHHS M COLMAIBHOTO pa3BuTus PecryOnuku
Kazaxctan ot 29 mas 2015 roma Ne 421 "OO ytBepxknenuu IlpaBun mpoBeaeHus
(dapmakoHaa30pa 1 MOHUTOPUHTA 6€30MacHOCTH, KauecTBa U 3((HEKTUBHOCTH METUITUTHCKHUX
u3nenuil" (3aperucTpupoBaH B PeecTpe rocyiapCTBEHHOM perucTpaluud HOPMAaTHBHBIX
npaBoBbIX akToB moja Ne 11485, onyo6nukoBan 10 wutons 2015 roma B
nH(OpPMaIIMOHHO-TIPAaBOBOM cucTeme "Oainet");

2) npuka3z Munuctpa 3apaBooxpaneHus Pecriyonnku Kasaxcran ot 27 mag 2019 roga Ne
KP JCM-88 "O BHeceHMM HU3MEHEHMW B Ipuka3 MMHUHHUCTpaA 3ApaBOOXPAHEHUSA H
couunanbHoro paszButus PecnyOnuku Kazaxcran ot 29 mas 2015 roma Ne 421 "O6
yTBepxkaeHuu IlpaBun mnpoBeneHus QapmakoHag3opa JIEKapCTBEHHBIX CPEICTB U
MOHUTOPUHTA MOOOYHBIX JAEUCTBUN JIE€KAPCTBEHHBIX CPEACTB, M3JEIUNA MEIULHUHCKOTO
Ha3HAYCHUS U MEIUIMHCKON TeXHUKH'" (3aperucTpupoBaH B Peectpe rocymapcTBEHHOM
pPEruCcTpalii HOPMATUBHBIX MPaBOBbIX akToB moj Ne 18738, onmyOnukosan 13 utons 2019
roja B DTaJOHHOM KOHTPOJHHOM OaHKEe HOPMATHUBHBIX MPABOBBIX akTOB PecmyOnmku
Kazaxcran).

3. KoMuTeTy MEIULMHCKOTO U (apMaleBTHUYECKOr0 KOHTPOJs MuHHUCTEpCTBa
3npaBooxpaneHuss PecnyOnuku Kazaxctan B yCTaHOBIEHHOM 3aKOHOAATEIbCTBOM
Pecny6ninku Ka3zaxcran nopsiike 00ecnevyuTh:

1) rocy1apcTBEHHYI0 PETHCTPALMIO HACTOSLIErO MpHKa3a B MUHHCTEPCTBE FOCTULIMH
PecnyOnuku KazaxcraHn;
2) pa3MelleHHE HACTOAIIEro IMpHKa3a Ha HHTEpHET-pecypce MuUHHCTEpCTBa
3npaBooxpaHeHus Pecryonuku Kazaxcran nociie ero opuuuagibHOTO Oy OJIMKOBAHUS;



3) B TeUeHHE JIeCATH paboumMX AHEH MOCIe TOCYIapCTBEHHON PEerucTpaluu HacTOSIIEro
npukaza B MuHucTepcTBe toctunuu Pecnyonuku Kazaxcran mnpejacTaBieHue B
KOpunuueckuit nenaprameHT MunmcTtepcTBa 3npaBooxpanenus PecmyOnuku Kaszaxcran
CBEJCHUN 00 MCIOJHEHUH MEPOINPUITUM, TPETyCMOTPEHHBIX MOJAMYHKTaMU 1) u 2)
HACTOSIIErO MyHKTA.

4. KOoHTpOJb 32 MCHOJIHEHUEM HACTOSILIETO MPUKa3a BO3JOXUTh HA KYPUPYIOLIETO
BUIIE-MUHUCTpA 3/ipaBooxpaHeHus Pecnyonuku Kazaxcrah.

5. Hacrosimuit npuka3 BBOAUTCS B AEUCTBHUE 1O UCTCYEHUU AECITU KaJCHAAPHBIX JHEH

MOCJI€ THS €0 MepBOro OPUIIMaTBLHOTO OMyOJIMKOBAHMUS.

MuHucTp 3apaBOOXpaHEeHHS .
A. Lokt
Pecniybnuxu Kazaxcran

VYTBepKIIeH NpUKa3oM
MuHuCTp 31paBOOXpaHEHUs
Pecny6nuku Kazaxcran
ot 23 nexabdps 2020 roga Ne KP ICM-
320/2020

ITpaBuina mpoBeneHus GpapMaKOHAA30pa H MOHHTOPHHTA 6€30IIaCHOCTH, Ka4eCTBa
3¢ ()EeKTHBHOCTH MEIUIIMHCKUX HU3EIIHi

I'maBa 1. O0mIHe mONIOXKEHHU

1. Hacrosinue npaBuiia npoBeaeHus (hapMakoHaaA30pa U MOHUTOpPUHTa 0€30MacHOCTH,
KadecTBa UM A(QPEKTUBHOCTH MEIUIIMHCKUX u3nenuii (manee — IlpaBuna) pa3zpabotaHbl B
cooTBeTCTBUM ¢ MyHKTOM 3 ctathbu 261 Kopexca PecnyOmuku Kazaxcran "O 3mopoBbe
Hapoja U cucteMe 3apaBooxpanenus” (nanee — Kosekc) u onpenensoT NopsiAoK MPOBEACHUS
(dapmakoHa 30pa 1 MOHUTOPUHTA 6€30MacHOCTH, KauecTBa U 3 (HEKTUBHOCTH METUITUHCKHUX
W3/1eNIUi, 3aperucTpupoBaHHbiX B Pecnyonuke KazaxcraH.

Caocka. Ilynkr 1 - B penakunu npukaza Munnctpa 3apaBooxpanenus PK ot 02.06.2023
Ne 99 (BBoaMTCS B IeHiCTBUE TIO UCTEUCHUH JECATU KaJCHIAPHBIX JHEH MOCe THS €ro
MEepPBOro O(PUIMATHEHOTO OMyOJIMKOBAHMS).

2. dapmakoHaa30p OCYIIECTBISETCS B COOTBETCTBHM C TpeOoBaHusiMu CTaHaapTa
Ha/uiexkaiel npaktuku (apmakonanzopa (nmanee — Crangapr), YTBEpPKAaeMOTO
roCyJJapCTBEHHBIM OpPraHOM B cdepe oOpallleHus JTeKapCTBEHHBIX CPEICTB U MEIUIIMHCKUX
W3/IeJIUM B COOTBETCTBUM € moJnmyHKToM 9) ctatbu 10 Konekca.

3. B nactosinux [IpaBunax ucnoyib3yroTcs CIEAYIOIINE TEPMUHBI U ONIPEIEICHUS:

1) orcyTrcTBytomas uHpopmalus — HEJAOCTATOK CBEACHUN MO 0€30MacHOCTH WU 00
O0COOEHHOCTSIX MMPUMEHEHHS JIEKAPCTBEHHOTO TIpenapara y onpeeIeHHbIX TPy MaIllieHTOB,
KOTOPBIE MOTYT SBJISITHCS KIIMHUYECKH 3HAYUMBIMU;

2) NOTEHIMAIBHBIN PUCK — HEXETATEIbHOE MOCIeICTBUE (DapMaKOTEpanuu, B OTHOIIICHUU
KOTOPOTO UMEIOTCSI OCHOBAHUS JIJIsl TIOJIO3PEHUI HA HAIMYKE B3aUMOCBSI3H C JIEKAPCTBEHHBIM
npenapaTom, OJIHAKO JaHHAsi B3aMMOCBSI3b HaJICKAIIUM 00pa3oM He ObLia MOJITBEPK/ICHA;



3) BaIMAUMPOBAHHBIN CHUTHAJ — CUTHAJ, JJIs KOTOPOTO B MPOIECCE BBIMOIHECHUS
BaJUJallMM W OLEHKHA TMOATBEPKAAIONIUX JAaHHBIX YCTAHOBJIEHO, YTO HMEIOIIAsACs
JOKYMEHTAlUsl JOCTAaTOYHA JJI1 NPEANOJ0KECHUS HaJIU4YUs HOBOM IMOTEHIUAIBHOMN
NPUYUHHO-CJICACTBEHHON CBSI3M WJIM HOBOTO AacleKTa M3BECTHOW B3aMMOCBSI3H MEXIY
MIPUEMOM TMOJ03PEBAEMOI0 JIEKAPCTBEHHOTO Mpenapara U pa3BUTUEM HEOIaromnpusiTHOro
MOCJIEJICTBUS U, CIIEIOBATEIBHO, ONpe/eieHa HEOOX0JUMOCTh OCYIIECTBICHUSI KOMIUIEKCA
JanbHEUIINX TEUCTBUM MO OLICHKE CUTHAJIA;

4) curnan — uH(opMalus, MOCTynawIas OT OJHOTO WU HECKOJIbKUX MCTOYHUKOB,
KOTOpasi IPEAIoaracT HaJIMYhe HOBOW MOTEHIMAIBHON TPUUYNHHO-CIICICTBEHHOM CBSI3U WU
HOBOT'O aCIIeKTa U3BECTHOM B3aMMOCBS3U MEXK/Yy BO3JCHCTBUEM JIEKAPCTBEHHOIO Mpenapara
Y HEXKEJIATEIbHBIM SIBIICHUEM WJIM COBOKYIHOCTBIO B3aMMOCBS3aHHBIX HEXKEJIATEIbHBIX
SIBJICHUM, OIlCHMBaeMas KaK JOCTAaTOYHAas I JNalIbHEHIINX JICHUCTBHH IO BepH]UKaIuu
CUTHAaJA;

5) rocynapcTBeHHbIM opraH B cdepe oOpalieHus JIEKapCTBEHHBIX CPEACTB U
MEJUIIMHCKUX U3AENHI (Janee — rocylIapCTBEHHBIM OpraH) — ToCyJapCTBEHHBIH Opra,
OCYHIIECTBISIOMNN PYKOBOACTBO B cdepe oOpamieHus JEKapCTBEHHBIX CPEACTB U
MEUIIMHCKHUX U3, KOHTPOJb 32 O0pallieHueM JIEKApCTBEHHBIX CPEJICTB U MEIUIIMHCKUX
WU3ACIINN;

6) rocyaapcTBEHHas JKCIIEpTHAsl opranu3anus B chepe oOpalieHus JeKapCTBEHHBIX
CPEACTB M MEIUUMHCKUX HU3ACIUN (llajiee — SKCHEpTHAas opraHusanusi) — CyOBeKT
rOCyJapCTBEHHOW MOHOMOJMUHU, OCYLIECTBIISIIOIMIMNA MPOU3BOJICTBEHHO-XO3MCTBEHHYIO
JeSTENBHOCTD B 00JIACTH 37paBOOXPaHEHUs 10 0OecreueHnto 0e30MacHOCTH, 3PHEKTUBHOCTH
Y Ka4eCTBAa JIEKAPCTBEHHBIX CPEACTB U MEAULIMHCKUX U3ICIIHI;

7) pUCKH, CBSI3aHHBIE C MIPUMEHEHUEM JICKAPCTBEHHOTO Tpernapara — J000i PUCK,
CBSI3aHHBIN C KAYECTBOM, 0€30MacHOCThIO WK 3(PGHEKTUBHOCTHIO JIEKAPCTBEHHOTO Mpernapara
M0 OTHOIIECHHUIO K 3J0POBHI0 MAIIMEHTOB WJIM HACEJICHUS, WU JIIO00N PHUCK, BEIyIIUd K
HEXKEJIATEIbHOMY BO3JICUCTBUIO HA OKPYKAIOIIYIO CPENY;

8) cepbe3HOE YXYAIIEHUE COCTOSIHUS 3I0POBbSl — OMACHOE JJISl KM3HU 3a00JIeBaHUE,
CTOMKOE MopakeHne (PYHKIMU OpraHu3Ma WM HEOOpaTUMOEe MOBPEXKICHUE CTPOCHHS Tea,
COCTOsIHHME, TpeOyroliee MEIUIIMHCKOTO WU XUPYPTHUYECKOr0 BMEIIATEILCTBA C IIEIBIO
IPeI0TBPAIICHUSI ONMACHOTO ISl KU3HU 3a00JI€BaHUs, UM CTOMKOTO MOPaKeHUs (yHKIIUH
OpraHu3ma, Wid HEeOOpaTHUMOTO MOBPEXKACHHUS CTPOCHUS Teja, COCTOSHUE, TpeOyroliee
TOCTIMTAIM3AIMN WM 3HAYUTEIHOTO YBEIMYECHHUS CPOKa NMPEObIBAHUS B CTAllMOHAPE YXkKe
rOCIUTAIU3UPOBAHHOTO TalMeHTa, (YHKIMOHAIBHOE HApYIICHUE Yy IUI0Ja, €ro THOeb,
BpPOXKJACHHAs aHOMAJIUSI WJIM POAOBAsi TpaBMa);

9) cepbesHasi yrposa 310pOBbI0 — JII00as HEMCHPABHOCTh W (WJIM) YXyJUIEHHE
XapaKTepUCTUK, WU HapylieHue (YHKIIMOHUPOBAHHUS MEIUIIMHCKOTO W3ICTUs, WU
HEJO0CTATOYHOCTD JINOO HEKOPPEKTHOCTh COMPOBOAUTENILHON HH(POPMALIUU (JIOKYMEHTAIIUN )
Ha MEIUIMHCKOE HU3JeNue, WU MOoOO0YHOEe ACHCTBHE, HE YKa3aHHOE B HMHCTPYKIMU IO



MIPUMEHEHUIO, KOTOPbIE MPUBEIN WJIM MOTYT NPUBOJUTh K HEMUHYEMOMY PUCKY CMEPTH,
OMacHOMY JJIsl KM3HHM 3a00J€BaHMIO, HEOOPATUMOMY MOPAKEHUIO (PYHKIIMH OpraHU3Ma,
HEOOpaTUMOMY MOBPEKICHUIO CTPOCHUS TeJla UM COCTOSHUIO, TPEOYIOIIEMY MEIULIUHCKOTO
WIH XUPYPrUYECKOT0 BMEIIATEIBCTBA C LIENbI0 NPEIOTBPAILCHUsS] HEOOPATUMOT0 OPaXKEHUs
(GyHKIIMHA OpraHu3Ma WM HeOOPaTUMOTO TIOBPEKIACHUSI CTPOCHHSI TEJa, U KOTOPBIE TPEOYIOT
HEOTJIOKHBIX MEAULIMHCKUX JCHCTBHUIA;

10) ynoJIHOMOUYEHHBIM OpPraH B 00JacCTH 3[I[paBOOXpaHEeHUs (Jajnee — yIOoJIHOMOYCHHBIN
OpraH) — IEHTPAJIbHBIM HCHOJHUTEIBHBIA OpraH, OCYIIECTBISIOMMUN PYKOBOACTBO U
MEKOTPACIEBYI0 KOOPAMHALIMIO B OOJIACTHM OXpaHbl 3J0pOBbs TrpaxiaH PecnyOnuku
Kazaxcran, wegurnuHCKOi W  (papManeBTHYECKOW HAYKU, MEIUIIUMHCKOTO W
(dapMalleBTUYECKOTO 00pa30BaHMsl, CAHUTAPHO-3MUJIEMHOIOTHYECKOr0 OJIaronoyyus
HaceJieHus, OOpalleHHsl JIEKApCTBEHHBIX CPEJICTB M MEAUIMHCKUX HW3JEIUid, KayecTBa
OKa3aHMsI MEIUIIMHCKUX YCIYT (TIOMOIIH);

11) cepbe3Has HexenaTeNnbHas peakuus — HeXKellaTeabHas peaklus, KoTopas IPUBOJIUT K
CMEPTH, MPEJCTABISIET yIpo3y MJs >KU3HU, TpeOyeT rocrnuTaiv3aliy MalueHTa WIH ee
NpOAJIEHUs, NPUBOJUT K CTOHMKON JIMOO BBIPAXKEHHOW HETPYJIOCIOCOOHOCTH WU
WHBAJIMTHOCTH, K BPOXKICHHBIM aHOMAJIUSIM WJIM TIOPOKAM Pa3BUTHS, TPEOYET METUIIUHCKOTO
BMeEILIATEIbCTBA JIsl IPEIOTBPAIICHHS PA3BUTHS MEPEUUCICHHBIX COCTOSHUM, a TaKkxKe JII00ast
HEeNpeJHaMepeHHass ToJ03peBaeMasi Iiepefaya dYepe3 JIEKapCTBEHHBIM mpemnapar
MH(EKIIMOHHOIO areHTa;

12) Hecepbe3Hasd HexenaTelbHAs pEeakUus — HeXenaTelabHas peakius, KoTopas He
OTBEYAET KPUTEPHUSIM CEPHE3HON HEKENATEIbHOW PEaKIUK;

13) HexenaTenbHOE COOBITHE — JI00OE HEXKETATEIHBHOE MEIUIMHCKOE COOBITHE,
HEMPOTHO3UpyeMoe 3a0ojeBaHue MO0 TMOBPEXKICHUE WM HEXKeJIaTeIbHbIE KIMHUYECKHE
MPU3HAKM (BKJIIOYask J1a00OpaTOpHbIE OKA3aTeN, OTIMYHBIE OT HOPMBI) Y MOJIb30BaTEIEH WK
TPEThUX JUI, CBA3aHHBIX C IPUMEHEHUEM MEIUIIMHCKOTO U3/IEIIHUS;

14) HexenarenbHas peakiusi — HeNpeJAHaAMEpeHHas, HeOnarompusiTHas peaxkuus
OpraHu3Ma, CBs3aHHAas C NPUMEHEHHEM JIEKapCTBEHHOro (MCCIEeAyeMOro) mnpemnapara H
npeanoyiaralonias HaJluyue BO3MOXKHOM B3aMMOCBSI3M C NPUMEHEHHUEM JIaHHOTO
JIEKapCTBEHHOTO (MCCIIEyEMOTr0) Ipenapara;

15) uHauBUIyalbHOE COOOIIEHHE O HEXeJaTeNbHOM peakuuu — uHopmaius,
nepeaaBaeMasi B COOTBETCTBUU C YCTaHOBJIEHHBIMHU (DOPMOI U copepKaHueM, 00 OJHON WK
HECKOJBKUX IOJ03PEBAEMbIX HEKEIATEIbHBIX PEAKUMSAX Ha JIEKapCTBEHHBIM Ipernapar,
BO3HUKAIOUIUX Y OTJAEIBHOTO MaleHTa B ONPEICICHHBI MOMEHT BPEMEHH,

16) HenpeaBUIeHHAsT HEXKeNaTeIbHasl peakiusl — HeKellaTelibHasl pPeaklusi, XapakTep,
CTENEHb TSKECTU WIIM MCXOJ KOTOPOM HE COOTBETCTBYET MH(OpMalMM, CoAepk alleics B
NeHCcTByIONIed OOmel XapaKTEpUCTHUKE JIEKapCTBEHHOIO Ipenapara, WHCTPYKLUU IO
MEIUIIMHCKOMY MMPUMEHEHHUIO JIEKapCTBEHHOTO MpernapaTa Ju0o B OpoIIope uccienoBaTes
IUTSL HE3apETUCTPUPOBAHHOIO JIEKAPCTBEHHOT O ITpenapara;



17) nedarenbHOCTh IO MUHUMU3AIMU pUCKa (MEpbI IO MUHUMU3AIUU PUCKA) — KOMILIEKC
MEpOTNPUSTUI, HAMPABICHHBIX Ha MPEIOTBpAIICHUE WJIM YMEHBIICHHUE BEPOSTHOCTH
BO3HUKHOBEHUS HEXKEIATEIbHOW pPEaKIMU, CBA3aHHOMW C BO3JECUCTBUEM JIEKAPCTBEHHOTO
npemnapara, 00 Ha YMEHBIIEHHUE CTENEHU TSHKECTH HEeXeaTeIbHOW peakiiu B cllydyae ee
pa3BUTHS,

18) mepuonnyeckuii OOHOBJISIEMBIM OTYET MO OE30MACHOCTH — OTYET JepiKaTens
PETUCTPALIMOHHOTO yAOCTOBEPEHUS JIEKAPCTBEHHOTO Mpenapara 3a ONpeAeICHHBIN Mepruo
BPEMEHU B TEUEHHE MOCTPETUCTPALMOHHOrO MEPUOAA MPEAOCTABISIEMbIA ISl OLIEHKHU
COOTHONIEHHUS "MOJIb3a-PUCK' JTIEKAPCTBEHHOTO Mpenapara;

19) mocTperucTpaoHHOe HCClIeIOBaHNE 0€30MaCHOCTH — UCCIIEI0BaHUE, UMEIOIIIEe
OTHOIIICHUE K 3apErUCTPUPOBAHHOMY JICKAPCTBEHHOMY Ipenapary, MPOBEJAECHHOE C IEIbI0
OTIPENICTICHHS, XAPAKTEPUCTUKU WM KOJWYECTBEHHOW OIIEHKH YTpO3bl OE30MacCHOCTH,
NOATBEPKIACHUS Npo@uis OEe30MaCHOCTU JIEKAPCTBEHHOTO IIpenapara Wi OIEHKHU
3((HEKTUBHOCTH MEP M0 YNPABIECHUIO PUCKAMU;

20) npobneMa 1o 0€30MACHOCTH — BaXHBIH HUICHTU(GUIIMPYEMBIM PHUCK, BaKHBIN
MOTEHIIUAJIbHBIA PUCK WM BaXKHAsl OTCYTCTBYIOIAst HHGOpMAIIUS;

21) mpodusib 6€30MacCHOCTH — COBOKYITHOCTH TTOKa3aTeliel MPUMEHEHHUS JIEKapCTBEHHOTO
CpEJIICTBA, IO3BOJISIIOIIME OMNPEIACIUTh COOTHOLICHUE '"MOJIb3a-pUCK" JIEKAPCTBEHHOTO
CPE/CTBA;

22) HebnaronpusaTHOE COOBITHE (MHIIUACHT) — JIt00ast HEUCIIPABHOCTD M (WJIM) YXY/IIICHHUE
XapaKTePUCTUK WM HapylieHHe (YHKIMOHUPOBAHUS MEAUIUHCKOTO W3JCNHS, WIH
HEJO0CTaTOYHOCTD JINOO HEKOPPEKTHOCTHh COMPOBOAUTENILHON HH(POPMALIUU (JIOKYMEHTAIIUN )
Ha MEJIUIIMHCKOE U3JeNne, MOOOYHBIC IEUCTBUS WIN HEXKeNaTeNIbHAS PeaKIUsl, HE YKa3aHHbIC
B MHCTPYKUHH MO NPUMEHEHHUIO WA PYKOBOJCTBE IO IKCIUTyaTalliy, KOTOPBIE MPSMO WU
KOCBEHHO IMPUBEIIA WJIM MOTJIU MPUBECTU K CMEPTHU UJIU CEPhE3HOMY YXYIIICHUIO COCTOSTHUS
3I0POBbS MMOJIB30BATEIEH WU TPETHUX JIUII;

23) KoppeKTUpyroiee AeHCTBUE M0 0€30MaCHOCTU METUIIMHCKOTO U3/IeNUs — IeHCTBUE,
MPEANPUHATOE TPOUZBOJAUTENEM MEAUIMHCKUX U3JIENUNA C LEIbI0 CHIKEHUS PUCKA CMEPTH
WM CEPbE3HOr0 YXYAUIEHHS COCTOSIHHMS 3I0POBbSl MOJIb30BATENIEN WIIM TPEThUX JIHII,
CBSI3aHHOE€ C NPUMEHEHUEM MEJUIIMHCKOTO HU3JEeNus, U BKJIIOYAIOT B ceO0si: BO3BpaT
MEIULIHUHCKOTO U3AENHS TPOU3BOIUTEN0 MEAUIMHCKUX U3JIETUN UITU €T0 YIIOJTHOMOYEHHOMY
MPEJCTABUTEII0; MOJIU(PUKAIINIO MEAUITUHCKOTO U3AEUs (MOJAEPHUBAINIO B COOTBETCTBUU C
MIPOU3BEAECHHBIMUA IIPOU3BOJIUTENIEM MEIULIMHCKUX U3JIEIUA U3MEHEHUSIMU B KOHCTPYKIUU
MEIUIMHCKOTO U3JeNINs, U3MEHEHHE WHCTPYKIUNH 10 NPUMEHEHHI0, OOHOBJIEHHE
MPOTPAMMHOT0 OOECIICUCHUS] MEIUITMHCKOTO HW3JENUs); 3aMEHY MEAUITUHCKOTO HW3ICIHs;
U3BATHE MEIUIIMHCKOTO W3JeNus U3 OOpalleHus; YHUUTOKEHUE MEIUIIMHCKOTO W3/IeIus;
uH(pOpMHUpOBaHHE O JEHCTBUSAX IOJIH30BATEICH MEIUIIMHCKUX HM3JCIUN B Clydae, eClu
MEIUITMTHCKOE U3/IEHNE U3BATO U3 OOpaIlleHUs], HO UMEETCSI BEPOSITHOCTD €r0 UCIIOJIb30BAHUS;



24) yBepomiieHHE MO 0€30MACHOCTH MEIMIIMHCKOTO H3JICNHS — COOOIIEHHE,
HamnpaBJIeHHOE MPOU3BOAUTENIEM MEIUIIMHCKUX W3JCIUNH WIU €ro yMNOJIHOMOYEHHBIM
npencTaBuTenieM cyObekTaM oOpamieHuss MEIUIMHCKOTO U3AEIUs B CBA3H C
KOPPEKTUPYIOIIUM JICUCTBUEM 1O O€30MaCHOCTH MEAUIIMHCKOTO U3/IEIIHUS;

25) mpou3BOAUTENb MEIUIIMHCKOTO HU3JAeNus — CyOBeKT B cdepe oOpaimieHus
JIEKapCTBEHHBIX CPEJICTB W MEAUIMHCKUX H3JEIUN, OTBETCTBEHHBIM 3a pa3pabOTKy H
M3TOTOBJICHHE MEAUIIMHCKOTO U3JENHUs, IETAIONINI €ro JOCTYIHBIM JIJIsi UCIIOJIb30BaHUS OT
CBOETO UMEHHM HE3aBUCUMO OT TOT0, pa3paboTaHO U (MJIM) U3TOTOBIEHO STUM JIUIIOM WU OT
€ro UMEHH JIPYTUM JUIOM (JIUIaMU), U HECYIIUHA OTBETCTBEHHOCTh 3a €ro 0€30MacHOCTD,
KauecTBO U 3PGEKTUBHOCTD;

26) yIoJTHOMOYECHHBIN MIPEACTaBUTEIb MPOU3BOIUTENS — FOPUINUECKOE WU (DU3UUECKOe
JULO, 3aPETUCTPUPOBAHHOE B KAYECTBE MHJUBUAYAIBHOTO MPEANPUHUMATENS, SIBISIOIICECS
pesunentoM PecnyOnuku KazaxcTaH, ynmoJHOMOYEHHBIE JTOBEPEHHOCTHIO MPOU3BOAUTEINS
MEIULMHCKOTO W3JIeJIUs NPEJCTaBIsATh €ro HMHTEPEChl IO BOMpocaM OOpalleHus
MEIUMIIMHCKOTO u3Aenusi Ha Tepputopun PecnyOnuku KazaxcTtaH B COOTBETCTBUHU C
JEUCTBYIOIIUM 3aKOHOAATENhCTBOM PecnyOnuku KazaxcTan B 001aCTH 3/[paBOOXPaHEHUS;

277) monb30BaTeNb — MAIMEHT, MEAUITMHCKUNA CTICIMATIMCT WM JIFoboe apyroe pusndeckoe
JUI0, TPUMEHSIONIUE MEIULMHCKOE WU3JeIue 110 Ha3HAUYCHUIO, OMpPeeICHHOMY
MIPOU3BOJIUTENIEM MEAUIIUHCKUX U3EITUMH;

28) cooTHOIIEHHUE "MOJIb3a-PUCK' — OLIEHKA MOJOKHUTEIBHBIX TepareBTUIECKUX (P PeKToB
JIEKapCTBEHHOTO Ipernapara mo OTHOUIEHHWIO K PUCKaM, CBSI3aHHBIM C €ro MpUMEHEHHEM (
MOHSITUE PHUCKa BKIIOYAET JI0OOOW PHUCK, CBSA3AHHBIA C KaueCTBOM, O€30MacHOCTBHIO WIIU
3 PEKTUBHOCTHIO JICKAPCTBEHHOTO IMpenapara Mo OTHOIICHUIO K 3I0POBBIO MallMEHTa WU
HaceJIeHus);

29) uneHTUGUIIMPOBAHHBIA PUCK — HEXeEJaTeIbHOE MOceCcTBUEe (papmMakoTepanuu, B
OTHOIIEHWH KOTOPOTO MOJYy4YEHO aJE€KBAaTHOE I0KA3aTEIbCTBO HAJWYUsI B3aUMOCBS3U C
MOJ103PEBAEMbIM JICKAPCTBEHHBIM IPENapaToM;

30) NpUYMHHO-CIIEICTBEHHAS CBSI3b — B3AUMOCBSI3b MEKY KIMHUYECKUMU MPOSBIICHUSIMU
m000i HEXKellaTelIbHOM peakluu B TOM 4YHUCIE MOCIe MMMYHHU3AIlMd W MPUMEHEHUEM
JIEKapCTBEHHOT'O CPEJCTBA, BAaKIMHBI, OMpejesemMas M0 OOIIENPUHATBIM KPUTEPUSM (
KpuTepun BeceMupHoii opranuzaiuu 3paBooxpanenus, mkana Hapanxo, OMHapHbIN METON);

31) nyan ynpaBiieHHs] pUCKaMH — OJAPOOHOE ONMKMCAHUE CUCTEMbI YIPABIICHUS PUCKAMY;

32) nmepkaTesib PErucTPallMOHHOTO YJIOCTOBEPEHUS — IOPUAMYECKOE JIUI0, HA UMS
KOTOPOTO BBIJIaHO PETUCTPALIMOHHOE YAOCTOBEPEHHUE Ha JICKAPCTBEHHBIN Mpenapar;

33) koppekTupyloliee ACUCTBUE — JCUCTBUE, MPEANPHUHITOE MPOU3BOIUTEIEM
MEAUIMHCKUX U3JIETUH C 1eJIbI0 YyCTPAHEHUS MPUYMHBI 0OHAPYKEHHOTO HECOOTBETCTBUS HIIU
HEXXEJIAaTEILHOTO COOBITHS,

34) dbapmakoHaa30p — BUJ ACATEIBHOCTH, HAIIPABICHHBIN HA BBISBICHUE, aHATN3, OILICHKY
U TIpEJI0TBpAIllCHUE HeXeTaTeIbHbIX MOCAEACTBUN NPUMEHEHHUS JIEKaPCTBEHHBIX MTPEenapaToB;



35) uHCHeKIus CHCTeMBbI (papMakOHaJ30pa — MpOoIeaypa OIEHKU CHUCTEMBI
(dbapMakoHa30pa JAepKaTeds PErucTPallMOHHOTO YJIOCTOBEPEHHS Ha COOTBETCTBHUE
TpeOOBaHUAM Ha/IekKameld npaktuku (papmakoHanzopa PecrnyOonmku Kazaxcran u (umm)
EBpa3uiickoro 3KOHOMHUYECKOT0 COK34;

36) macrtep-daiin cuctemsl (papmakoHaA30pa — MOAPOOHOE OMHCAHUE CHCTEMBI
dbapMakoHaa30pa, MNPUMEHSIEMOUN JepxaTeleM PpPEeTHCTPAIMOHHOTO YJIOCTOBEpEHUS B
OTHOIIEHWU JAHHBIX 00 OJHOM WJIM HECKOJBKUX 3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX
npenaparax;

37) 6aza JaHHBIX IO MOHUTOPHUHTY HEXeIaTeIbHbBIX PEaKIUM JIEKapCTBEHHBIX CPEJICTB U
MEIUIMHCKUX H3JENUi — 3JIEKTpOHHas 0a3a SKCIEPTHON OpraHu3aluu, CoJeprKaias
MHQPOPMAIHIO 10 HEeXEJaTeIbHBIM PEaKIUsiM JIEKaPCTBEHHBIX CPEACTB U HEXeIaTeIbHbIM
COOBITHSIM MEAUITMHCKUAX U3JICIHH, BRISBICHHBIX HAa TeppuTtopuu Pecnybnuku Kazaxcran;

38) BbIsIBIICHHE CUTHaJla — MPOILIECC MOUCKA U (MJIM) UJICHTU(UKALMKN CUTHAJIOB C
WCIIOJIb30BaHUEM BCEX UCTOUYHUKOB JAHHBIX O CUTHAJAX;

39) Bepudukanus — npoieaypa, BhIMOJIHIEMAas: C HEIbI0 MOATBEPKICHUS TOTO, YTO
JaHHbIE, TMPEJCTaBICHHbIE B KOHEYHOM OTYETE, COOTBETCTBYIOT OPUTHHAIBHBIM
HaOIIOIEHUSIM, BKIIIOYAas MEIUIIMHCKUE 3aliCH, COOOIIEHUS 000 BCEX HEXKeNaTelbHBIX
peakIusix, oTCyTCTBUU 3 (PEKTUBHOCTH, JITAOOpATOPHBIE aHATIM3BI U IPYTUE TAHHBIE;

40) 3n0ynoTpebieHne JTEKAPCTBEHHBIM MPENapaToM — MOCTOSHHOE WU Pa30BOE
npeaHAMEPEHHOE 4Ype3MEpHOe YNOTpeOJeHrue JEeKapCTBEHHOro Ipemnapara, KOTOpoe
CONPOBOXKJIACTCA HEOJAronpusTHHIMU (U3UOJOTUUYECKUMU WU TICUXOJOTUYECKUMU
addexramu;

41) MuHUManbpHbIE TPEOOBaHUS K HH(POpPMALIMU B COOOLIEHUH O HEKEIATEIbHON peakuuu
— MHHUMAJIbHBIE JaHHBIE MPHU MPEJCTABICHUH CIIy4aeB MOAO03PEBAEMBIX HEXKEIATEIbHBIX
peakiuii BKJIIOYAIOT HACHTUPUIUPYEMOro penoprepa, HUACHTUPUIUPYEMOTro MalueHTa,
HEXKEeJATEIbHYIO0 PEaKIUIO U M0JI03pEeBaEMbIi JIEKapCTBEHHBIN Mpenapar;

42) orcyrctBue 3(G(PEKTUBHOCTH JIEKAPCTBEHHOI'O CPEACTBA - OTCYTCTBUE
OJIarONPUSATHOTO JAMATHOCTUYECKOTO, JIEUEOHOTO WM TPOPUIAKTHIECKOTO JIEUCTBUS
JIEKapCTBEHHOI'0 CpEJICTBA JJIsI YCTAaHOBJICHHUS XapakTepa 3a0oJjieBaHUs, €ro TEUeHHS,
JUTUTEILHOCTH WM KOPPEKUIHMH COCTOSIHUS, WU (PU3UOJOTUUECKUX (PYHKIIMN OpraHu3Ma
YeJIOBeKa B COOTBETCTBUU C MOKa3aHUSMH K MPUMEHEHHIO, YKA3aHHBIX B MHCTPYKIIUHU IS
MEJIUIIMHCKOTO MPUMEHEHNS,

43) oueHKa CUTHalIa — MPOILECC AadbHEUIIEH OIEHKU BalUIMPOBAHHOTO CUTHAJa C
HCTIOJIB30BAaHUEM BCEX MMEIOIIMXCSA JaHHBIX C IEJIbI0 H3Y4YeHHUs J0Ka3aTeJIbCTB
MPUYUHHO-CJIEJCTBEHHON CBSI3M HOBOT'O pPHUCKAa C JEUCTBYIOIIMM BEHIECTBOM WU
JIEKapCTBEHHBIM IpEnapaToM, MO0 ONpeAesIeHUs] U3MEHEHUSI XapaKTePUCTUKU U3BECTHOTO
pHUCKa;

44) nepeno3upoBKa — MPUMEHEHHUE JIEKAPCTBEHHOTO MpernapaTa 3a OJuH MpueM Judo B
TEUEHUE JHS B KOJUYECTBE, KOTOPOE IMPEBBHIINIAET PEKOMEHAYEMYI) MaKCHUMAaIbHYIO



CYTOYHYIO 103y B COOTBETCTBUHU C OJOOpPEHHON 0OIIeH XapaKTepUCTHUKOMN JIEKAPCTBEHHOTO
CPEIICTBA U MHCTPYKIUEHN IO METULIMHCKOMY TPUMEHEHUIO;

45) mocTBakKIMHAJIBHOE OCJIOXXHEHHE— JII000€ HEKelaTelbHOE SIBJICHUE WIIU
HEOJIAaronpusaTHOE M HENpeJHAMEpeHHOE H3MEHEeHUuE (B TOM YHUCIE OTKIJIOHEHHUE
71ab0paTOpHOro MOKa3aTesss OT HOPMBI, CUMIITOM WU 3a00JeBaHUE), pa3BUBIIEECS TMOCIE
UMMYHHU3allMH, BHE 3aBUCUMOCTU OT HAJIMYMS UJIM OTCYTCTBHSI B3AaUMOCBSI3U C IPUMEHEHUEM
BaKIUHBI,

46) nogo3peBacMoe JIEKapCTBEHHOE CPEJICTBO, BAKIMHA - JIEKAPCTBEHHOE CPEJCTBO,
BaKI[MHA, IPY HA3HAYEHUU KOTOPOTro (KOTOPOil) CYIECTBYET MPUUMHHO-CIIEACTBEHHAs CBSI3b
MEXJy KIMHUYECKUMHU TMPOSABICHUSMH JIO00H HeXenaTelnbHON peakuuu u (UJIN)
oTcyTcTBUEM 3PHEKTUBHOCTH U (MJIM) HEONArOnpUATHBIM COOBITHEM MOCIIE UMMYHH3AIUU U
ero (ee) MpUMEHEHUEM;

47) nepBuYHas MEAUIIMHCKAS TOKYMEHTAIUS - UCXOSIINE TOKYMEHTHI, IaHHbIE U 3alUCU
(HampuMep, MEAMIMHCKasg KapTa CTAlMOHApHOTO OO0JBHOIrO, amOyJIaTOPHBIE KapThl,
nabopaToOpHBIC 3aMKCH, CIY>KEOHbIE 3aNMUCKH, JTHEBHUKU HCCIENYEMbIX WU ONMPOCHUKH,
’KYpHaJbl BbIJIJAYU JICKAPCTBEHHBIX CPEJCTB, pacledyaTku NpudOpoB, BEPUPULIUPOBAHHBIE U
3aBEpPEHHbIE KOMUU WIN pacimudpoBKU GoHOTpamMM, MUKpoduiiy, doTorpaduieckue
HETaTUBBI, MHKPOIUICHKH WM MarHUTHbIE HOCUTENIH, PEHTICHOBCKHE CHUMKH,
aIMUHUCTPATUBHbIE JOKYMEHTBI, 3alllUCH, XpaHAILIUMEcs B amnTeke, J1abopaTopuu U B
OTJIEJICHUU MHCTPYMEHTAIBHOM TMAarHOCTUKY 3aBEJICHUN 3IpaBOOXPaHEHUS);

48) ommnOKa NpUMEHEHUs JICKAPCTBEHHOIrO Ipernapara — Jrdas HenpeaHaMepeHHas
omrOKka pabOTHUKA CUCTEMBI 3/IpABOOXPAHEHNS, MMAIIMEHTA WK MOTPEOUTEN B HAa3HAUYCHUH,
OTILyCKE, TO3UPOBKE, BBEJICHUU WM MPUEME JIEKAPCTBEHHOT'O ITpenapara;

49) npumenenue "BHe uHCTpykuuu'" (off-label) — mamepeHnHoe mnpumeHeHue
JEKapCTBEHHOr0 IMpernapaTra ¢ MEIUIMHCKON I1elbl0 HE B COOTBETCTBUM C OOLIEH
XapaKTEPUCTUKON JEKapCTBEHHOI'0 Ipernapara WIW HHCTPYKUHEH MO MEAUIIMHCKOMY
MIPUMEHEHUIO;

50) cepbe3Has HenpeABHACHHaAs HexenaTenbHas peakuus (manee — CHHP) —
He)KeJlaTeNbHasl peakilvs Ha JIEKApCTBEHHBIN MpernapaT B X0Ae KIMHUYECKOTI0 UCCIIeIOBAaHUS
U (Wau) Opu NPUMEHEHUM JIEKApCTBEHHOIO CpEJCTBA, NpUBEAIIas K CMEPTH WU
IpeACTaBisioNas coboil yrpo3y Uisl )KM3HM M HE yKa3aHHas B OOIIEH XapaKTepUCTHKE
JIEKapCTBEHHOI'O MpernapaTa, MHCTPYKIUHU 110 METULIUHCKOMY MPUMEHEHHIO JIEKAPCTBEHHOTO
npernapaTa Ju00 B OpOLIIOpe UCCIeI0BaTeNs Ul He3aperuCTPUPOBAHHOTO JIEKAPCTBEHHOTO
npenapara;

51) nexxenarensHOe mposiBiieHue nocine nmmyrn3anuu (HITIT) — nro6oe HexenaTenpbHOE
SBJICHHE, PA3BUBIICECS MTOCIIE€ UMMYHHU3AIlMU, BHE 3aBUCHUMOCTHU OT HAJIUYUS UM OTCYTCTBHUS
B3aMMOCBSI3M C NPUMEHEHHEM BakKUMHBI. HexenmarenpHoe sSBIEHUE IMOCIE WMMYHH3aLHUH
MOJKET MPEACTABIATh CO00H J1I000e HEOIAaronpusITHOE U HEMPeIHAMEPEHHOE U3MEHEHHE (B
TOM YHCJI€ OTKJIOHEHHE Ja00PaTOPHOT0 NOKA3aTessl OT HOPMbI), CAMIITOM HJIK 3a00JI€BaHUE.



CHocka. I[Tynkr 3 - B pepakuun npukaza Munuctpa 3npaBooxpanenus PK ot 02.06.2023
No 99 (BBoaMTCS B IeHICTBUE IO UCTEUCHUU JECATU KaJCHAAPHBIX JHEH MOCe JHS €ro
nepBOro o(UIMaIBLHOTO OMyOJIMKOBAHUS).

I'naBa 2. Ilopsimok npoBeneHUA (papmMakoHam30pa

ITaparpa¢ 1. BrraBnenue, anamms 1 OIEHKa COOOMEHMI O HEXEIaTeIHHBIX OCIEICTBHAX
IpHMEHEeHHA JTeKapCTBEHHOTO IIpenapaTa

4. CBeieHUs 0 HEXKEJIATENbHBIX TOCIEACTBUSIX MPUMEHEHHUS JICKaPCTBEHHOTO TIpernapara,
B TOM YHCJIE€ BaKIIUH MMPEIOCTABIIIIOTCS CYOBEKTaMH 3/IpaBOOXPAHEHUs, CyOheKTaMu B cepe
oOpalieHusi JEeKapCTBEHHBIX CPEICTB W MEIUIMHCKUX HW3METUH, a Takke AepiKaTelsMu
PETUCTPAIMOHHBIX YJOCTOBEPEHUN JIEKAPCTBEHHBIX CPEACTB B BUJE WHIWBUAYAIBHOTO
COOOIIEHUS O HEXeNaTelIbHbIX PeakluaX JIeKapCTBEHHOro nmpenapara (nainee — CoobiieHue)
o ¢hopme coriiacHo npuioxenuto 1 k Hactosmum [IpaBunam.

Coo01ienust copepxkaT 00s3aTeNIbHbI MUHUMAIBHBIM 00beM HHGOpMAaIK, TpeOyeMbIit
JUIsl YCTAHOBJIEGHUS OICHKH MPUYUHHO-CIEACTBEHHON CBS3M MEXJIYy NpPUMEHEHUEM
JIEKapCTBEHHOTO MIpernapara u pa3BUTUEM HEKEJIATEIIbHBIX PEaKIIHil.

CHocka. ITyHkT 4 - B penakunu npukaza Munucrpa 3apasooxpanenus PK ot 02.06.2023
Ne 99 (BBoaMTCS B ICMCTBHUE MO UCTEYCHUH ECSITH KAJICHIAPHBIX JHEH MOCTE THS €T
epBOro OpUIMAIBHOTO OMyOJIUKOBAHMUS).

5. CooOrieHus nepenaTcs Yepe3 MHTEPHET-PECYPC SIKCIIEPTHON OpraHU3aIH B PEKIME
OHJIAlH (J1ajiee — mopTai), MOCPeACTBOM (hakca, JIEKTPOHHOM MOYTHI WU MPEAOCTABIISIOTCS
HapOYHO B SKCIEPTHYIO OPTaHU3AINIO Ha OYMaKHOM HOCHTETIE.

Cnocka. ITynkr 5 - B penakuuu npukaza Munuctpa 3apaBooxpanenus PK ot 02.06.2023
Ne 99 (BBoguTCS B IEHCTBUE O UCTEUCHUH IECATH KaJICHIAPHBIX THEH MOCe JTHS ero
nepBOro o(pUIMANIBLHOTO OMyOJIMKOBAHNUS).

6. Jlns mosydeHus TOCTyIa Ha TIOPTaNl B LEAX Mepefadynd COOOMICHHH B SKCTIEPTHYIO
OpraHU3alHIO:

1) cyOBeKThl 3/paBOOXpAHEHHS B CJIydae OTCYTCTBUS aBTOMATHU3MPOBAHHOU
UH()OPMAIITMOHHON CHUCTEMBI, CaMOCTOSITEIbHO PETUCTPUPYIOTCS B JIMYHOM KaOHWHETe
MHTEPHET-pecypca 1 MOJIyqaroT JIOTUH-TIapOJib;

2) TeppUTOpHAIIbHBIE JETapTaMEHThl TOCYJapCTBEHHOTO OpraHa B cdepe obpaiieHus
JIEKAPCTBEHHBIX CPEACTB U MEAMIIMHCKUX HU3ACIUA MPENCTABISIIOT CIIHMCOK OTBETCTBEHHBIX
JIMI] 32 MOHUTOPUHT HEXKENATEIbHBIX PEaKINi IEKapCTBEHHOTO TIPerapara;

3) nmepxatenu pPETHCTPALMOHHOTO YJIOCTOBEPEHHUS JIEKapCTBEHHOTO CpPEACTBa
CaMOCTOSITEIPHO PETUCTPUPYIOTCS B JTUYHOM KaOMHETE WHTEPHET-pecypca ¢ MOJTydeHHuEeM
JIOTUHA U TIApOJIsl.



CHocka. I[TyHkT 6 - B pepakuun npukaza Munuctpa 3npaBooxpanenus PK ot 02.06.2023
No 99 (BBoaMTCS B IeHICTBUE IO UCTEUCHUU JECATU KaJCHAAPHBIX JHEH MOCe JHS €ro
nepBOro o(UIMaIBLHOTO OMyOJIMKOBAHUS).

7. Cpoku TIpeNOoCTaBJICHUS COOOIIEHHUS B CiIydasX BBISBJICHUS Ha TEPPUTOPUU
PecnyOnnku Ka3zaxcran:

1) cepbe3HOll HeXenaTeNbHOM peakiuu — B TeueHue 48 4acoB ¢ MOMEHTa HACTYIUICHHUS
ciyyas (711 MEAUIIMHCKUX YUPEKICHUN U OpraHu3aluil 3ApaBooXpaHeHus) U B Teuenue 15 (
MSATHAIATH) KaJeHAAPHBIX THEH CO IHS MmoydeHus: nHbopmanuu (11 aepxareneii PY);

2) HeXenaTeabHON peakiuu — B TeueHue 15 (msITHaauaTh) KajleHJapHbIX THEH co JTHSA
HACTYIUJICHUS Cllydasi;

3) CHHP na uccnenyemslii iekapCcTBEHHBIN Mperapart, BBISBICHHON B X0/1¢ KIMHUYECKUX
MCCJICIOBAaHMI — B TeUeHHUE 7 (CeMb) KaJICHIAPHBIX JTHEH OT AAThl MOJIyYeHUS HHHOPMAITIH O
BbisiBieHMn CHHP B ciiyyae, eciu OHU NMpUBENM K CMEPTH WJIU MPEICTABISIN yIPO3y s
U3HU U B CPOK A0 15 (mATHAALATh) KaJeHJAPHBIX JHEW OT JaThl MOJy4YeHUs: HHMOpMaLU
it octaipHBIX CHHP.

Ecau cpoku mpengocTaBlieHUs: COOOIIEHUST C MOMEHTA MOJy4YeHUs HHPOpMalUU
MPUXOATCS HA BBIXOTHOM WM MIPA3THUYHBINA JTHU, HHGOPMAIIHS TPEIOCTABIISIETCS B IEPBBIM
MocJjie HEro pabouuii IeHb.

Cuocka. I[Tynkr 7 - B pepakuun npukaza Munuctpa 3apaBooxpanenus PK ot 02.06.2023
No 99 (BBoAMTCS B IeHICTBUE TIO UCTEUCHUH JECATU KaJICHAAPHBIX JHEH MOCIe THS €ro
MEePBOro O(PUIUATHEHOTO OMYyOJIMKOBAHMUS).

8. CHHP na nexapcTBeHHBIN mpenapat, mpousolieaiiei 3a npeaeiamu Pecnyonuku
Kazaxcran u npuBeniieit k cMmepTu 00JbHOTO U (KMJIM) Yyrpo3e KU3HU MallMeHTa, JepKaTeilb
PETHCTPALIMOHHOTO YJIOCTOBEPEHUS B TeueHue 15 (msATHAAIATh) KaJleHAapHbIX JTHEH CO JTHS
MOoJy4YeHUs: MH(POPMALIMU HANpaBIISIET B AKCIEPTHYI opranuzanuio OTHeT o ciaydasx
CEpbE3HOW HENPEABUICHHON HEXKENATEIbHOM pPEAaKIUU JIEKAPCTBEHHOIO CPEJICTBA,
BBISIBJIEHHOM BHE TeppuTopun Pecryonuku Kaszaxcras.

Cuocka. [Iynkr 8 - B penakunu npukaza Munncrpa 3apaBooxpanenus PK ot 02.06.2023
No 99 (BBoAMTCS B IeHiCTBUE TIO UCTEUCHUH JECATU KaJCHIAPHBIX JHEH MOCe THS €ro
MepBOro O(PUIMATHEHOTO OMYyOJIMKOBAHMUS).

9. DkcrniepTHasi OpraHu3aius MPOBOJUT 0OpabOTKY, aHAIU3 M OIEHKY IMOJTYYEHHBIX
COOOIICHMIA.

CHocka. [Tynkr 9 - B pepakuun npukaza Munuctpa 3npaBooxpanenus PK ot 02.06.2023
Ne 99 (BBoaMTCS B IeHICTBUE IO UCTEUCHUH JECATU KaJCHAAPHBIX JHEH MOCe JHS €ro
nepBOro o(UIMaIBLHOTO OMyOJIMKOBAHUS).

10. ITpu 06paboTKe MOTYUYEHHBIX COOOIIEHUI O HEXKENATENbHBIX PEAKIUAX, BBISIBICHHBIX
Ha TeppuTopun Pecriybnnku Ka3zaxcran, skcnepTHasi Opranu3aiusi OCyleCTBIISICT:

1) Banmumamuio coobmeHus (Haaudrue MUHUMaJIBbHOTO 00beMa o0s3aTenbHOoN nHpopMaIuu

)



2) Bepuduxaiuio nHGopmMaIuu B COOOIICHUH;
3) BbIsIBIICHUE AYOIUPYIOLIUX COOOIIECHUI;
4) perucTpanuio cooOIIeHNs B JJICKTPOHHOM 0a3e JaHHBIX SKCIIEPTHOMN OpraHu3aIliu;

5) peructpanuio HexenaTeJIbHON peakluu JIEKapCTBEHHOTO Mpernapara B Mpolecce
MIPOBEJICHUS KITMHUYECKOTO UCCIIeI0BaHUS;

6) HarnpaBJieHHE CyOBeKTaM 3/I[paBOOXpaHeHus U (WIK) CyObeKkTaMm B cepe oOparieHus
JIEKapCTBEHHBIX CPEJCTB U MEIUIIMHCKUX U3JIETIUN, a TAKXKE JACPIKATEIISIM PErUCTPallMOHHBIX
YIOCTOBEPEHUI JIEKAPCTBEHHBIX CPEACTB 3alpoca O MPEIOCTAaBICHUU JIONOJHUTEIbHON
nHboOpMallUM, BKIIOYAIOIIEH TMEPBUUYHYI0O MEIUIUHCKYI0 JOKYMEHTAIUIo, KapTy
AMUAEMHUOJIIOTHYECKOTO paccie0BaHms, a TAKKe 00pasIlbl MOI03PEBAEMOTO JIEKAPCTBEHHOTO
CpEeJICTBA.

Cnocka. [Tynkr 10 - B penakunu npukaza Munnctpa 3apaBooxpanenus PK ot 02.06.2023
Ne 99 (BBoAMTCS B ICHCTBUE 110 UCTCUCHUU JIECATH KaJICHAPHBIX JHEU MOCIIE IHS €ro
MepBOro O(PUIIMATHEHOTO OMYyOJIMKOBAHMUS).

11. Ananu3 U olleHKa COOOIIEHUM TPOBOJATCS SKCIEPTHON OpraHu3aluedl u
MpelyCMaTpUBaIOT yCTAHOBJIEHHUE MNPUUYMHHO-CIEICTBEHHON CBS3M B COOTBETCTBUM C
kinaccudukanuein Bcemupnoit opranuzanun 3npaBooxpanenus (panee — BO3) mo Bpemenu (
WM MECTY) MEXJy MPUMEHEHUEM JICKAPCTBEHHOTO TIpernapaTa U pa3BUTHEM HEXelaTelbHOU
pEaKIuu U BKJIIOYAET:

1) aHanmu3 TaHHBIX COOOIICHHUS;

2) aHanu3 JOTOJHUTEIbHBIX JAHHBIX, MOJYYEHHBIX OT MEAMIIMHCKONW OpraHu3aIluu,
MEJIUIIUHCKOTO WU (hapMalleBTUYECKOTO PabOTHHKAa W MPEACTABICHHBIX JepKaTelieM
PErHCTPAlMOHHOrO YI0CTOBEpEHUs (MH(OpMAIU O MPUIMHHO-CIEACTBEHHOU CBS3H);

3) OLIEHKY pe3yJbTaTOB JOMOJHUTEIBHOW IKCIEPTH3bl KauecTBa M OE€30MaCHOCTH
00pa3noB JIEKAPCTBEHHOTO CPEACTBA, OCYILIECTBISIEMONM B COOTBETCTBUHM C TOPSAKOM,
MPEAYyCMOTPEHHBIM MYHKTOM 2 cTaThu 259 Konekca.

CHocka. ITynkr 11 - B penakuun npukaza Munuctpa 3apaBooxpanenus PK ot 02.06.2023
Ne 99 (BBoAMTCS B ACHCTBHUE 110 HCTCUCHUH JIECATH KaJICHIAPHBIX JTHEU MMOCIIE THS ero
NepBOTro O(QUIIMATBEHOTO OMyOJIUKOBAHUS).

12. ITpu mocTynieHuu COOOIIEHUS O CEPhE3HOM HEXEeNaTeNIbHOW peaklMu dKCIepTHas
OpraHu3aIys HampaBJsIET COOTBETCTBYIONIYIO MH(OpPMALUIO B TOCYJIapPCTBEHHBIA OpraH B
TeueHue 48 4acoB CO JIHSI OKOHUYAaHHSI 00paOOTKU U BAIMAAIIMU COOOIIEHUS.

[Ipu nepeBoae HEXKENATEIbHOW PEAKIMUA U3 KATETOPUM CEPbE3HOM HEXKEIATEIbHOU
peaKkIMu B HECEPhE3HYI0 HEXENATEIbHYIO0 PEaKIMIO dKCIEPTHAS OpraHu3alus HarpaBiseT
COOTBETCTBYIOITYI0 HH(GOPMAIIMIO B TOCY/IapPCTBEHHBIA OpraH B TeueHUe 15 (TsATHAIIATH)
KaJICHJIapHbIX JTHEH.

Ecnu cpoku mpemocTaBieHHs COOOIIEHUS C MOMEHTa MOJy4YeHUs WHpopManuu
NPUXOASTCS Ha BBIXOJAHOW WJIU NIPAa3AHUYHBIN JHU, MTHPOpPMAIIUS MPEJOCTABIAECTCS B IEPBBIN
MocJjie Hero pabouuii IeHb.



CHocka. I[Tynkr 12 - B penakuuu npuka3za Munuctpa 3apaBooxpanenusi PK ot 02.06.2023
Ne 99 (BBoauTCS B ACCTBUE MO UCTEUEHUH AECITH KaJICHIAPHBIX JHEH MOCe IHS ero
nepBOro o(UIMaIBLHOTO OMyOJIMKOBAHUS).

13. DkcnepTHas opranu3anus B TeueHue 60 KaleHAapHBIX JHEH Mocje moaydeHus
NoJHOM wuHGOPMALMK 1O CiIydYar HEXeIaTeIbHOW peakIuu MPOBOAUT OLEHKY
NPUYMHHO-CIIEICTBEHHON CBSI3M M HANpPaBIISIET B TOCYAapCTBEHHBIM OpraH OJKCIEPTHOE
3aKJIFOUYCHHE IO OLICHKE MPUYUHHO-CIICICTBEHHOM CBSA3U MEXKY HEKEJIATEIIbHOW pEeaKUuen 1
NPUMEHEHHUEM JIEKAPCTBEHHOI'O CPECTBA MO (POpPME COTIACHO MPUIIOKEHHUIO 3 K HACTOSALIUM
IIpaBunam.

14. DxcnepTHas opraHu3alus €KEMECSYHO HAMpPaBIAET rOCYJapCTBEHHOMY OpPraHy
OTYeT 0 MOCTYNHMBUIUX COOOIIEHUSIX MO (GOPME COrIacCHO MPUIIOKEHUIO 4 K HACTOSIIUM
[IpaBunam.

Nudopmarys o cooOIIECHUAX, COAEPKAIIUX CBEICHUS 00 OTCYTCTBUM d(DPEKTUBHOCTH,
3JI0yNOTPEOIEHNH, TEPEA03UPOBKE JIEKAPCTBEHHOTO Mpenapara, a TAaKke 0 IPUMEHEHUH BHE
MHCTPYKUUH WJIM C HApyUIEHUSMU HMHCTPYKIUU [0 MEIULIHUHCKOMY IPUMEHEHUIO
JIEKapCTBEHHOT'0 Mperapara, HalpaBisieTcs B FOCYIapCTBEHHBIA OpPraH B paMKax rofoBOTroO
OT4YeTa HKCIEPTHOW OpraHu3aluu.

CHocka. ITynkr 14 - B penakuun npukaza Munuctpa 3apaBooxpanenus PK or 02.06.2023
Ne 99 (BBOAMTCS B AEMCTBUE MO UCTEYEHUH JIECIATH KAJICHIAPHBIX JHEH MOCIE THS €ro
HEPBOro O(PUIMAIBHOTO OMyOIUKOBAHMS).

15. Tlo odurmuanbHOMY 3ampocy AepiKaTelsi PEeTHCTPAIMOHHOTO yAOCTOBEPEHUS
AKCIIEPTHAS OpTraHU3AIMS MPETOCTABISIET UHPOPMAIIUIO O BCEX MOCTYMUBIINX COOOMIEHUSIX
Ha JICKapCTBEHHBIN npemnapat B TeueHue 30 (TpuauaTh) KaJleHIapHbBIX JTHEW 32 yKa3aHHbIN B
IIMCBMEHHOM 3aIIpOCE MEPUO.

CHocka. ITynkr 15 - B penakuun npukaza Munuctpa 3apaBooxpanenus PK or 02.06.2023
Ne 99 (BBOAMTCS B AEMCTBUE MO UCTEYEHUH JIECIATH KAJIEHIAPHBIX JHEH MOCIE THS €ro
NEepPBOro O(PUIIMAIBHOTO ONyOJIUKOBAHMUS).

16. Jisg BBIABICHUS CUTHAIA, CBA3aHHOTO C 0€30MMacHOCTRIO JIEKApPCTBEHHOT'O CPEJICTBA,
DKCIIEpTHAsA OpraHu3alus COTPYJHHYAET C MEXAYHAPOAHBIMH OpTraHU3alMsIMH U Ha
MIOCTOSSHHOM  OCHOBE  OCYHIIECTBJISIET CHUCTEMAaTHYECKOE€  U3yYEHHE  JIaHHBIX
HAay4YHO-MEAUIIMHCKOW JUTEepaTypbl (3apyOeKHBIX H MECTHBIX W3JIaHUN), CalTOB
PEryJIATOPHBIX OPraHoOB Apyrux crpas, BO3.

17. BpisiBieHHE W OlLIEHKA CUTHaJlla MpeaycMaTpUBaeT U3yYEHHUE BCEW MMeronencs
uHpopmauuu  (hpapmMaKoJIOTHUECKOW, MEIUIMHCKON, SNUIAEMHOJOTMYECKONH) MO
COOTBETCTBYIOIIEMY CUTHAITY.

0O0630p uH(bOpMaIUK BKITIOYAET JOCTYIHbIC HAYYHbIE U KIMHUYECKUE JaHHBIE, BKIIIOYAs
JAHHBIE PErUCTPALMOHHOTO JOChE JEKAPCTBEHHOTO Mpenapara, CTaTbd B MEIULUHCKON



JTuTEpaType, CIOHTaHHBIE COOOIICHUS U WH(OPMAIIUIO OT Jep)KaTesie perucTpaluoOHHbIX
YJOCTOBEPEHUH U PETYISATOPHBIX OPTaHOB JAPYTrUX cTpaH. B ciyuae nonydenus nHopMauu
13 HECKOJBbKUX UCTOYHUKOB, YUUTHIBAETCSl YPOBEHB UX JI0KA3aTEIbHOCTH.

18. Curnain cuutaercsi BaJluIMPOBAHHBIM, €CJTU MIPOIECC BepUPUKAIIMU BCEH UMEIOIIEHCS
nH(MOPMAITUU CBUIETEIHCTBYET O MPEAMOI0KUTEILHO HOBOW MPUIMHHO-CIICACTBEHHOU CBSI3H
WIM HOBOM acCIeKTe W3BECTHOW B3aMMOCBA3M, CIIEIOBATENbHO, SIBISETCS 0OOCHOBAHHEM
JNaJbHENIIEN OLICHKH.

19. Pe3ynbTaThl OLEHKHM CUTHAja, MPUBOJASUIUE K M3MEHEHHIO COOTHOIICHHS "
MOJIb3a-pUCK" JIEKAPCTBEHHOTO Mperapara, pacCMaTpUBAIOTCSl HAa 3aceJaHUU KOMHUCCHUU T10
BONIPOCAM OIIEHKH COOTHOIICHUS '"MoJb3a-puCK" B TOCTPETrUCTPALIMOHHBIA MEPUOI
DKCIIEPTHOU OpraHU3aLNH.

[lo pe3ynbTaTaM OIIEHKM CUTHajla 3KCIEpTHas OpraHu3alusi HalpaBiseT B
roCyJapCTBEHHBIH OpraH W JepXKaTeialo PEerucTPaliMoOHHOTO  yJAOCTOBEPEHUS
COOTBETCTBYIOILYIO HH(POPMALIUIO, COACPKAILYIO MPEIIOKEHU:

1) o mprOCTaHOBKE NEUCTBUS PETHUCTPAIMOHHOTO yJAOCTOBEPEHUS JIEKAPCTBEHHOTO
npenapara J10 3aBEpIICHUS OIEHKU CUTHaJa IPU HAJTUYUU MTOTEHIUAIBHOU YTPO3bI 3/I0POBBIO
YeoBeKka U (Win) oOIIeCTBEHHOMY 37IpaBOOXPAHCHHIO;

2) 0 MPOBEJAEHUHU AOMOIHUTEIBHOTO U3YUEHUS, MPUHITUU U (WJIH) pa3paboTKe Mep 1o
MUHHUMU3AIUU PUCKOB, €CJIM MEXAaHU3MBbI Pa3BUTHS MTOA03PEBAEMON HEXKENATEIIbHON peaKIUuu
YKa3bIBalOT HA BO3MOXXHOCTb NPEAYNPEXKIACHUS WU CHUKEHUE CTENEeHU TSHKECTU
HEXKEIATEIIbHON PEAKIIVH;

3) 0 MpoBeNEHUHU MOCTPETrUCTPALIMOHHOTO HCCIEOBAHUSI 0€30MacHOCTU C IIENbIO
M3YUYEHHS TOTEHIMAIBHOIO Bompoca (mpoOsieMbl) MO O€30MaCHOCTH JIEKAPCTBEHHOIO
npemnapara;

4) 0 BHECEHMHU JOMNOJHUTEIbHON HHPOpManUuM MO OE30MacHOCTH B OOIIYIO
XapaKTEPUCTUKY W HHCTPYKUHIO MO MEIHMIMHCKOMY MPUMEHEHUIO (JIMCTOK-BKJIAJIbII)
JIEKapCTBEHHOI'O CPE/ICTBA.

20. B ciyyae HEOOXOAUMOCTH MPOBEJACHUS JOTOJIHUTEIbHBIX JEUCTBUN JIepKaTelIeM
PETUCTPALIMOHHOTO yJAOCTOBEPEHUS, IPENYCMOTPEHHBIX MYHKTOM 19 Hacrosmux I[lpasu,
AKCIIEPTHAS OpraHu3alys HaIpaBJsieT JEpPHKATENII0 PErUCTPAIMOHHOTO YJIOCTOBEPEHUS
YBEJIOMJICHHE B MPOU3BOJLHON (hOpME C yKa3aHHEM CpPOKa BBIMOTHEHUS TOTOJIHUTEIbHBIX
JNEUCTBUM.

[Tpu BeIsIBICHIN HOBOW MH(OpMAIUU TT0 0€30MACHOCTH B MEXKITYHAPOIHBIX UCTOYHHKAX U
Mo pe3yibTaram (apMakoHaa30pa JKCIEpTHAs OpTraHU3alus H3BEIIAeT MOCPEICTBOM
WHPOPMALIMOHHBIX PECYpPCOB JI€pKaTelIeld PETUCTPAIMOHHBIX YJIOCTOBEPEHHH O
HEO0OXOIUMOCTH BHECEHUS COOTBETCTBYIOIIUX U3MEHEHUN B MHCTPYKIHUIO 110 MEAUIITHCKOMY
MPUMEHEHUIO (JIMCTOK-BKJIAJBINI) U OOUIYI0 XapaKTepPUCTUKY JEKAPCTBEHHOTO CPENICTBA B



teueHne 90 kajgeHJapHBIX THEHN MOCiie BHECEHUSI N3MEHEHUN B MHCTPYKIIMIO OPUTUHATIBHOTO
npemnapara uHGopMaluu Mo OE30MacHOCTH C JaThl pa3MelleHus WHPOpMaAlMU Ha cailTe
AKCIEPTHOW OpTraHU3alIHY.

CHocka. ITynkr 20 - B penakuuu npuka3za Munuctpa 3apaBooxpanenus PK or 02.06.2023
Ne 99 (BBoAMTCS B ACHCTBHUE 110 HCTCUCHUH JIECATH KaJICHIAPHBIX JHEU MMOCIIE THS ero
MepBOro 0(UIMATBLHOTO OMYOIMKOBAHNSA).

21. B ciyuyae OTCyTCTBUSI pUCKa JIJIsl TALIMEHTOB, YKCIIEPTHASI OpraHu3aIys B TUCbMEHHOM
MPOU3BOJBbHON (dopMe HUHPOPMUPYET TOCYAAPCTBEHHBIM OpraH 00 OTCYTCTBUU
HEO0OXOIMMOCTHU MOCTEAYIONIEH OIEHKH WK TalbHEUIINX NeHCTBUH.

ITaparpa¢ 2. IlpemoTBpameHne HexkelaTeNbHBIX TOCIEACTBAM IPUMEHEHNUA JIEKapCTBEHHBIX
IpenapaTroB

22. Jlng npenoTBpalleHUs] HEKEIATEIbHBIX MTOCIEICTBAN MPUMEHEHNUS JICKAPCTBEHHBIX
npenapaTos:
1) cyOBEKTHI 31paBOOXpAaHEHUSI OPTaHU3YIOT Pad0Ty MyTEM:

Ha3HAYCHUSA B MEIUIMHCKUX OpPraHU3alusX OTBETCTBEHHBIX JIUI] 32 MOHUTOPHUHT

HEKEJIATENbHbBIX MOCIEACTBUI MPUMEHECHUS JIEKAPCTBEHHBIX MIPENAPATOB;
pa3paboTKu CcTaHAAPTHBIX pabOUYMX MPOIENYyp MO MOHUTOPHHTY, PETUCTpPAIUU B

MEIUIIMHCKON JIOKyMEHTAllUM M CBOECBPEMEHHOMY IIPEIOCTaBICHUIO HHGOpPMAIUU O
HEXKeNaTeIbHbIX MOCIEICTBUSX TPUMEHEHHUS JICKAPCTBEHHBIX MTPENApPaTOB;

BEJICHUS CTATUCTUYECKOW OTYETHOCTH B MEIUIIMHCKOW OpPraHW3alllH MO BBISIBICHHBIM
CIIy4asiM HEXKENATEIbHBIX MOCIEICTBUNA PUMEHEHUS JIEKAPCTBEHHBIX MTPENAPATOB;

MPENOCTABICHUS OTUYETA O HEXKEJIATEIbHBIX MOCIEACTBUSIX IPUMEHEHHUS JIEKAPCTBEHHBIX
MpenapaToB B YIIOJTHOMOUYEHHBIA OpTraH B 00J1aCTU 3PaBOOXPaHEHUS.

2) pepxaTeiu PErucTPalMOHHOTO YJIOCTOBEpPEHUS JIEKAPCTBEHHOIO Ipenapara,

HaxoJIsIIerocs B oOpalieHuu Ha Tepputopun Pecriyonnku Kazaxcran oGecrieunBaror:

HaJU4Yue YIMOJHOMOYEHHOTO Jinia Mo ¢apMaKoHaA30py Ha Tepputopuu PecmyOnuku
Kazaxcran unu ctpad EADC u (M) KOHTaKTHOTO JiMiia 1o ¢hapMaKkoHaA30py Ha TEPPUTOPUU
Pecriyonuku Ka3zaxcran, a Takke yBeAOMJICHHE HKCIEPTHOW OpraHU3aluud 00 M3MEHEHUU
KOHTAaKTHON HMHQOpMAIMU WM CMEHE YIOJIHOMOUYEHHOrO Julla (KOHTAaKTHOrO JHIA) IO
(hapMakoHaA30py HE3aMEIUTENBHO, B TeueHre 30 KaneHJapHbIX THEH;

CO3/laHue M TOJJEepKaHWE B aKTyaJbHOM COCTOSHMU MacTep-(daiina CHCTEMBbI
(dhapmakoHaa30pa;

BeJIeHHE 0a3bl IAHHBIX O BBISIBJICHHBIX HEXEIATEIbHBIX MOCJIEICTBUSAX MPUMEHEHUS
JIEKapCTBEHHOTO Tpernapara Ha Tepputopun Pecriyonnku Kazaxcrasn;

YBEIIOMJICHHE SKCIIEPTHON OpPTraHM3alMH O JIIOOBIX 3ampeTax WJIH OTPaHUYCHUSX B
OPUMEHECHUHU, TMPHUHATBHIX B APYTHX CTpPaHaX, B OTHOLICHUU 3apETUCTPUPOBAHHOTIO B
Pecnybnuke Kazaxcran nekapCTBEHHOTO CPENICTBA, a TakxKe O JIFoOoil HOBOM mH(pOpManuy,
BJIUSIIONICH HA OLIEHKY COOTHOIIEHHUS "T0JIb3a-pUCK';



yBeJIOMJIEHHE (B MUCBMEHHON MPOU3BOJBHON (OpME) TOCYyAapCTBEHHOIO OpraHa C
yKa3aHUeM NpPUYUH O IUIAHUPYEMOM TMPEKpalleHUH MPOU3BOJCTBA MM OOpalieHus
JIEKapCTBEHHOT'O Cpe/cTBa Ha phiHKe PecyOnuku Kazaxcran He MeHee ueM 3a JiBa MecsIa J10
IpeKpalieHus TPOU3BOACTBA WM 0OpaleHUs JEKAPCTBEHHOT'O CPEJICTBA U (MJIK) O TOM, YTO
JIEKapCTBEHHBIN MpernapaT He MPOU3BOJINIICS B TEUEHHUE TPEX JIET.

CHocka. ITynkr 22 - B penakuuu npuka3za Munuctpa 3apaBooxpanenus PK ot 02.06.2023
Ne 99 (BBoauTCS B A€CTBUE MO UCTEUEHUH JIECITH KAJICHIAPHBIX JHEH MOCIe IHS €ro
NEPBOro O(PUIIMAIBHOTO Oy OJIUKOBAHMS).

23. B pamkax (apMakoHaJI30pa 3KCIEpPTHAsl OpraHu3alus OCYIIECTBISET OLIEHKY
COOTHOIIICHUS TOJb3a-PUCK 3aPETUCTPUPOBAHHBIX W HAXOJAIIUXCS B OOpalleHUW Ha
tepputopun PecniyOnuku KazaxcTaH iekapCTBEHHBIX CPEJICTB.

24. Jlns neKapCTBEHHBIX CPEJCTB, UMEIOMINX OECCPOUHYIO PErHuCTpPAalMIo, OICHKa
COOTHOIIEHHUS "TOoJIb3a-pUCK" TPOBOAUTCS HAa OCHOBAHUHU CBEJEHUN, MpPEACTaBISEMbIX
JepKaTeaeM PEruCTPALMOHHOTO YI0CTOBEPEHMS B BUJIE:

1) neproauyecKkux OOHOBISIEMBIX OTUETOB 10 Oe3omacHocTH (nanee — [IOOB);

2) maHa yrnpasiienus puckami (nanee — [IYP);
3) JaHHBIX TOCTPETUCTPALIMOHHBIX UCCIIETOBAHUM 0€3011aCHOCTH;
4) mactep-daiina cucremsl hapmakoHaazopa (naiee — MO CD).

25. ITIOOB cocrapnsieTcsa aepKaTeaeM PErHCTPAIUOHHOTO YAOCTOBEPEHUS U CONECPKUT
UCYEPIBIBAIONIUN U KPUTHYECKUN aHAIU3 COOTHOLIEHUS '"MOJb3a-pUCK" JIEKapCTBEHHOTO
mpernapara ¢ y4eTOM BCEX HOBBIX JAHHBIX MO O€30MaCHOCTH U BIUSHHUSA 3THX JAHHBIX HA
npoduiib 6€30nacHOCTH U 3()PEKTUBHOCTH JIEKAPCTBEHHOT'O Mperapara, HauuHasi OT JaThl
MEXAYHAapOJIHON PErucTpaliy JIEKapCTBEHHOTO Mpernapara.

[Tpu moaroroske [IOOB nepsxarens perucTPaMOHHOTO YAOCTOBEPEHUS 00ECIIEYNBAET:

1) 1oCcTOBEpHOCTH, CBOEBPEMEHHOCTh COOpa U mepeaayu uHGopMaIuyu B SKCIEPTHYIO
OpraHu3alHuIo;

2) mpencTaBiIe€HUE B OTUETE JIAHHBIX O BBISBICHHBIX HEXKENATENbHBIX PEaKIUAX C
aHAJIM30M MPUYUHHO-CIIEACTBEHHOM CBS3H;

3) npenocraBieHUE TOMOJHUTENBHBIX JaHHBIX 00 00beMe MPOJaX UM KOJIHMYECTBE
Ha3HAYEHHUI COOTBETCTBYIOIIETO JIEKAPCTBEHHOI'O CPEJCTBA, BKIIIOYAsl OLEHKY HaceJIeHus,
M0JIBEpraBIIETrocs JEHCTBUIO JIEKAPCTBEHHOT'O CPEJCTBA;

4) BKJIIIOYEHHUE BCEX JAHHBIX 0 O€30MaCHOCTH JIEKAPCTBEHHOT'O CPEJICTBA, MOJTYYEHHBIX 3a
OTYETHBIN TIEPUOJ.

26. IIOOB mnpenocTaBisieTCs B AKCIEPTHYIO OPTaHU3AILUIO0 B 3JIEKTPOHHOM BHJE C
BO3MOKHOCTBIO TEKCTOBOI'O IIOMCKA HA PYCCKOM SI3bIKE WJIA aHTJIMICKOM SI3BIKE C IIEPEBOJIOM
Ha PYCCKHUHM SI3BIK CIENYIOIIUX Pa3[eioB: KPAaTKOrO M3JI0KEHUSI OCHOBHOTO COJIEpKaHMUs,
MHTErPUPOBAHHOIO aHAJIM3a COOTHOLIEHHUS "TOJIb3a-pUCK" MO OAOOPEHHBIM MOKa3aHUSM H
sakmtoueHusi. Ctpykrypa IIOOb cocrtaBinsgercs mo ¢gopme cOrjiacHO MPUIOKEHHUIO 5 K
HactosiuM [IpaBuiam.



ITo 3ampocy 3KCIEepPTHON OpraHU3alMK JAEepKATENb PETUCTPALMOHHOTO yIOCTOBEPEHUS B
teueHue 30 KaneHAApHbIX IHEW MPEJOCTABISIET IEPEBOJI HA PYCCKUM SI3bIK IPYTUX Pa3/esioB
ITOOB.

27. DKcrnepTHas OpraHu3alys ONpeessieT U pa3MeliaeT Ha CBOEM HMHTEpPHET-pecypce
NEpEUYEHb JICHCTBYIOIIMX BELIECTB JIEKAPCTBEHHBIX CPEACTB, B OTHOLIEHHUH KOTOPBIX
npenoctaieHue [I0Ob tpebyer crieninanbHOM NEPUOANIHOCTH.

28. I IekapCTBEHHBIX MPenapaToB, MEXKAYHAPOJHOE HEMATEHTOBAHHOE HAMMEHOBAHUE
WM TPYNIHUPOBOYHOE HAMMEHOBAHUE KOTOPBIX HE BKIIOYEHO B YKa3aHHbBIM NEpPEYECHb,
nepuoanvHocTs npeacrasieHus [I0Ob cocrasnser:

1) kaxapie 6 MecsLEB OT MEXAYHAPOIHON JaThl PETUCTPALIMMU HA MPOTIKEHUH MEPBBIX 2
JeT;

2) eKeroAHO Ha NPOTSKEHUH MOCIIEIYIONINX 2 JIET;

3) nanee — kaxasie 3 roja.

Cpoxk nogaun [IOOb coctaBnsier He Oosiee 90 KaJleHIAapHBIX JHEW ¢ AaThl OKOHYAHUS
cOopa JTaHHBIX.

[TIOODb noanexut nojade HeE3aMeMIUTENIBHO, B CPOK 10 60 KAJIIEHIAPHBIX JHEW, OT JaThl
MOJIyYEHUS] TUCBMEHHOTO 3aIpoca 3KCIEPTHON OpraHU3alMH.

29. Ilepuognunocts npeaoctasienuss [IOOb MeHsieTcs B clneyonmx ciaydasx:

1) mosiBiieHUsI HOBBIX MOKAa3aHUI K HA3HAUYECHUIO U HOBBIX IyTEH BBEICHUS, pa3padoTKe
HOBBIX JIEKAPCTBEHHBIX (POPM, KOTOpPHIE OTIMUYAIOTCS OT paHEe 3aperuCTPUPOBAHHBIX IS
AKTUBHOW CyOCTaHIINH;

2) BbIIaYd HOBOTO PETHCTPAIIMOHHOTO yJAOCTOBEPEHMs Ha JIEKAPCTBEHHOE CPEICTBO,
KOTOPOE€ MMEET OJIMHAKOBBIA KaY€CTBEHHBIM M KOJMYECTBEHHBIM COCTaB AKTUBHOTO U
BCIIOMOTaTEJIbHBIX BEIIECTB, a TAKXKE JIEKAPCTBEHHYIO (POPMY U MyTh BBEICHHS, KOTOPHIN
paHee 3aperucTpupoBaH;

3) nIpu BHECEHUU U3MEHEHUM B PETUCTPALMOHHOE IOChE B COOTBETCTBUU C MOPSIIKOM,
MIPENYCMOTPEHHBIM MYHKTOM 4 ctaThu 23 Koxekca.

30. IIpu BBIABICHUM HEXKEIATEIBHBIX peaknuil u (W) WHOW WHpOpManuu 1Mo
O6e3zomacHOCTH W A(OPEKTUBHOCTH, HE COAEpXKAIIMXCSA B OOIIEH XapaKTepUCTUKE WU
UHCTPYKIIMA 10 MEIUIMHCKOMY TMPUMEHEHHUIO (JTUCTOK-BKJIAJBINI) W HU3MEHSIONIUX
COOTHOIIEHHE '"TOJIb3a-pUCK" JIEKAPCTBEHHOI'O IIperapara, SKCIEpTHas OpraHu3amus
3aMpalnBaeT y JepKaTelis PErucTPaluOHHOTO YIOCTOBEPEHMS JIEKAPCTBEHHOrO Mpernapara
BHeouepeaHoit [I00Bb.

31. Okcneptuza IIOOb ocymiecTBisiETCA B CPOK HE IMpeBbIaromuid 90 KaleHIapHbIX
JTHEW U BKIIIOYAET:

1) ananu3 Bcedt mHGOpMaUU 1O 0€30MaCHOCTH, MOJYYEHHOU 3a OTYETHBIN MEPUO/I, C
OTpPE/ICIICHUEM BO3MOXHBIX BBISIBICHHBIX HOBBIX CUTHAJIOB, CBUICTEIHLCTBYIOIIUX O HOBBIX
NOTEHIMAIBHBIX WIH UACHTU(PUIIUPOBAHHBIX PUCKAX MO0 TOMOJHEHUH UHPOPMALIUEH 3TUX
CUTHAJIOB YK€ UMEIOIIMXCS 3HAHUH MO paHee UACHTU(PUIIMPOBAHHBIM PUCKAM;



2) 060011IeHNE BCel MOTYyYEeHHOM 32 OTUYETHBIN TIeprol nH(opMaIuu mo 6€30macHOCTH U
3 PEeKTUBHOCTH JIEKAPCTBEHHOTO Tpemnapara (Kak B paMKax KJIMHUYECKUX UCCIICIOBAaHUH, TaK
U TpU NPUMEHEHUHU JIEKAPCTBEHHOI'O IMpernapaTta B MEAULIMHCKON MpPaKTHUKE) W OLIEHKa
BIIUSIHUS 3TOW MHGOPMAIIMK Ha COOTHOIIICHHUE "TOJIb3a-pUCK" JIEKapCTBEHHOTO IIpenapara;

3) BBINOJIHEHWE aHajlW3a COOTHOILIECHUS "Moab3a-puUCK" Ha OCHOBAHUM BCEX
KyMYJISITUBHBIX JIAHHBIX, HAYWHAs C JAThl IEPBOM PErvCTpalliy JIEKAPCTBEHHOTO Mpernapara
WM JaThl MNEPBOTO pa3pelieHus Ha MPOBEACHUE HUHTEPBEHIIMOHHOTO KJIMHUYECKOTO
MCCJIEIOBAHMS B KAKOM-JTMOO U3 rOCYIapCTB;

4) 0600u1eHNe MHGOPMALIMK 110 MEPAM MUHUMU3ALMH PUCKA;

5) omnpeneneHue MiaHa OUEHKU CHUTHAJOB, PUCKOB W (WJIM) MPEMJIOKEHUH IO
JOTIOJIHUTENIBHBIM MepaM dapMaKoHaa30pa.

32. TIOOb npenocTaBiseTcss Ha BCE JICKAPCTBEHHBIC CPEJCTBA, HAXOJSIIMECS B
oOpamienuu Ha tepputopuu PK, kpome jexkapcTBEHHBIX CpPEJICTB C XOPOIIO HM3YyUYEHHBIM
MEIUIUHCKUM TPUMEHEHUEM, TPAJULIHOHHBIX PACTUTEIBHBIX M TOMEONMATHYECKUX
JIEKapCTBEHHBIX CPECTB.

[Ipun Hanmuuuu mnpoOsieM 1o 0e30MaCHOCTH TPAAULIMOHHBIX PACTUTEIBHBIX H
rOMEONAaTUYECKUX JIEKAPCTBEHHBIX CPENCTB, a TAKXKE JIEKAPCTBEHHBIX CPEICTB C XOPOULIO
M3y4YEeHHBIM MeaunuHckuM mnpuMeHenueM, [IOOB mnpenocrtaBiseTcs gepareneM
PETUCTPAIMOHHOTO YAOCTOBEPEHUS IO MUCbMEHHOMY 3aIlpOCy SKCIEPTHOM OpraHu3aIuu.

Okcneptuza [IOOb ocymiecTBisieTcs: 11 OpUTrHHAIBHBIX JICKAPCTBEHHBIX MPENapaTos,
OMOCUMUIISAPOB, BAaKI[MH, BOCIPOM3BEJICHHBIX JIEKAPCTBEHHBIX IMpenapaTtoB (B cliydae
OTCYTCTBUS 3apETrUCTPUPOBAHHBIX OPUTHMHAIBHOTO JIEKAPCTBEHHOTO IIpernapara M €ro
aHaJIOrOB).

PesynbraTel skcneptussl [IOOb opurnHaibHBIX JIEKAPCTBEHHBIX CPEJICTB TPUMEHHUMBI K
BOCIPOU3BEJACHHBIM JIEKAPCTBEHHBIM CpEJCTBAM, UMEIOIIMM OJMHAKOBOE JEHCTBYIOIIEE
BEII[ECTBO, JICKAPCTBEHHYIO (JOPMY, 103y U MyTh BBEACHHUSI.

33. Ilo pesynbrataM skcneptusbl [IOOB skcnepTHas opraHu3anus COCTaBISIET
DKCIepTHOE 3aKIIOUYCHHE TI0 OIEHKE MEePUOJANYECKOTO OOHOBISAEMOTO OTYETa IO
0€30MacHOCTH JIEKapCTBEHHOTO CPEICTBA MO (hOpME COIIACHO MPUIIOKEHHUIO 6 K HACTOSAIIUM
[TpaBuinam. 3aknroueHue ohopMisieTcs B ABYX IK3EMIUISIpaxX, OAUH U3 KOTOPBIX HAIPaBJIsSETCs
JepKaTeN0 PErUCTPAIMOHHOTO YAOCTOBEPEHUS, a BTOPOW — OCTaeTCsl B DKCIEPTHOMH
OpraHU3aIuu.

34. DxcnepTHas opraHusanus BeJeT 3JIEKTpoHHYI mporpammy mno I1I0OObB
JIEKapCTBEHHBIX CPEJICTB C YUETOM CBEJCHUH, cojeprkamuxcsa B ['ocynapcTBEHHOM peecTpe
JIEKApCTBEHHBIX CPEJICTB U MEAUIIMHCKUX U3JIETUH.

35. ITYP pa3pabaTsiBaeTcs AepxKaTeIeM PEruCTPALMOHHOTO YAOCTOBEPEHUS U COACPIKUT
MoApOOHOE OMUCAHWE MEPONPUITUN TO (papMaKOHAA30PY, HANPABICHHBIX HA BHIABJICHUE,
OLICHKY W TMPEeIOTBpalleHHE, a TAK)Ke MUHUMU3AIUIO PUCKOB, CBS3aHHBIX C MPUMEHEHUEM
JIEKapCTBEHHOTIO Mpernapara U OUeHKY 3P(HEKTUBHOCTH TaHHBIX MEPOTIPUSTUH.



36. IIYP mnpepocrtaBisieTcs AepKaTelleM PETruCTPAllMOHHOTO YJIOCTOBEPEHUS B
AKCIIEPTHYIO OPraHU3alMIO B CIEIYIOUX CIydasX:

1) nnst nexkapcTBEHHOTO Mpemnapara, COJEPIKAIIEr0 paHee He 3aperuCTPUPOBAHHOE
JEHCTBYIOIIEE BEIIECTBO;

2) nns IeKapCTBEHHOTO Mperapara, COJIEpPIKAlllero paHee HE 3aperuCTPUPOBAHHYIO
KOMOMHAIMIO IEHCTBYIOIIUX BEIIECTB;

3) mis OMOaHAIOTHYHOTO, OMOJOTHYECKOT0, OMOTEXHOJOTHMYECKOTO, a TaKxke
MMMYHOJIOTHYECKOTO JIEKAPCTBEHHOT'O MPEINapara;

4) npu BHECEHUU U3MEHEHUU B PETHCTPAIMOHHOE JI0ChE JICKAPCTBEHHOI'O Mpenapara,
3aTparuBamIIMX 00JIACTh MPUMEHEHUS, aCTIEKThl MPOU3BOJICTBEHHOTO MPOIECCa B CIIydasix
HOBOM JIEKapCTBEHHOM (pOpMBI, HOBOTO CIIOCOOa BBEACHUS, HOBOI'O CIIOC00a MPOU3BOJICTBA
OMOJIOTUYECKUX JIGKAPCTBEHHBIX CPEJCTB, BBEJCHHS IMOKA3aHWW K NPUMEHCHUIO B
NEeIUATPUYECKON TMOMYJISIMUUA WX APYTUX WU3MEHEHUW B IMOKa3aHUAX K MPUMEHEHUIO B
COOTBETCTBHH C MOPSAIKOM, PEyCMOTPEHHBIM TyHKTOM 4 ctaThu 23 Kozaekca,

5) npu HanU4YUKU MpoOJIeM 1Mo 6E30MaACHOCTH, OKA3bIBAIOIINX BIMSHUE HA COOTHOIIEHHE "
MOJIb3a-pPUCK";

6) [ BBIMOJIHEHUS COOTBETCTBYIOLIETO IJIaHA KOPPEKTUPYIOMIMX JEUCTBUM B LIEIISIX
MUHHMU3AIUU U TIPEJOTBPAIICHUSI PUCKOB MPU BBISIBICHUU CUTHAJIOB;

7) Tpu TepepeTHCTpallli JIEKApCTBEHHOTO Ipemapara B IENsIX OOHOBJICHUS
cymectByromero [TYP.

8) mpu MOSIBJICHUM WU BBISIBICHUU HOBBIX JIAHHBIX, BIMUSIONIMX HA COOTHOIIEHHE "
MoJb3a-pUCK" JIEKAPCTBEHHOTO CpEJICTBA, TEKYIIYI crhenudukanuio, IU1ad To
(hapMakoHaA30py, MEPHI IO MUHUMM3ALUK PUCKOB WU UX 3P(HEKTUBHOCTH;

37. IIYP npenocTaBisieTcsl B SKCIEPTHYK0 OPraHU3alMIO0 B 3JIEKTPOHHOM BHUIE Ha
pycckoM si3pike. CTpykrypa pazaenoB IIYP cooTBeTcTByeT NMpHIIOKEHUIO 7 K HACTOSIIIUM
[IpaBunam.

38. Okcnepruza [IYP Bkitoyaer:

1) omeHKY Ba)KHBIX HICHTH(PUIIMPOBAHHBIX U (MJIM) BaXKHBIX TMOTCHITUATHHBIX PUCKOB,
paccMaTpHUBaeMBbIX B crieluuKanyy mo 0e30MacHOCTH JIEKapCTBEHHOTO Mpernapara;

2) OLIEHKY MpeajiaraeéMbIX MEp MO CHMXKEHHUIO BaXHBIX UICHTU(UIIMPOBAHHBIX U (UJIN)
BAXXHBIX MOTEHUHUAIBHBIX PHCKOB, MPEIIaraeMbiX JEpiKATeIeEM pPErUCTPALMOHHOTO
YAOCTOBEPEHUS;

3) omeHKy 00pa30BaTENbHBIX MAaTEPUATIOB ISl MEIUIIMHCKUX PAOOTHUKOB U (WJIM)
MalueHToB (moTpeduTeseit), BKIOUCHHBIX B IUIAHBI YIPABJICHUS PUCKAMHU Ha TMPEIMET
HaJU4Usl B HEM OCHOBHBIX JJIEMEHTOB B HaJUICKaIleM Ju3aiiHe u (opmare, He HOCSIUX
PEKIIAMHBIN XapaKTep;

4) onteHKy 2((HEKTUBHOCTH MEP 110 MUHUMHU3AINHN PUCKOB.

39. Cpok npoBenenus skcreptussl ITYP coctaBisier 60 kaneHIapHbIX AHENH CO IHS €TO

nonydeHus. B nepuon nposeaenus skcneptussl [1YP skcnepTHas oprannsanus 3anpanmBacT



y JAep)KaTedas PErucTpalrMOHHOTO YAOCTOBEPEHHS PA3bSICHEHHS WIM YTOYHEHUS 10
KOHKpPETHBIM nojoxxkeHusiM [1YP u (nnm) pexkomeHayeT BHECTH U3MEHEHHUsS B MpejiaraeMblid
ITYP.

40. Jlep>xatenb perucTpallioOHHOTO yAOCTOBEPEHHUs B CPOK He Oosee 60 KameHIapHBIX
JHEN MPEeIOCTaBISAET Pa3bsICHEHUS WM YTOUHEHHS Ha 3alpoC AKCIIEPTHON OpraHu3aluy U (
WIN) mpenocTasiser aopadboranHyio Bepcuto IIYP. Ilpu Hecornmacum ¢ pekoMeHIanusMu
DKCIIEPTHOM OpTraHM3alM¥ O BHECEHUM H3MEHEHMM B mnpemnaraemein [IYP nepxkarens
PETUCTPALIMOHHOIO YJIOCTOBEPEHUs MPENOCTaBIsET OOOCHOBAHUE C yKa3aHUEM IPUYMH.
Cpoku MOArOTOBKM OTBETA HAa 3alpOC YIOJIHOMOYEHHON OpraHU3aliu HE BXOAST B CPOKHU
IIPOBE/ICHUSI SKCIIEPTU3BI.

41. Pesynbratsl skcreptussl [IYP paccmaTpuBaroTca Ha 3ac€JaHMM KOMHCCHM TIO
BOINPOCAM OIIEHKH COOTHOUIIEHHUS "MOJIb3a-pUCK' B MOCTPETHCTPALUMOHHBIM MEPUOA JIs
MPUHSATHSI COOTBETCTBYIOIETO petieHus 00 ogo0penun (oTka3a B ooopenun) [1VP.

ITo pe3ynbraram skcneptusbl [IYP skcnepTHas opranuzauus GopMHupyeT IKCHEPTHOE
3aKJII0YEeHHUE 10 3KcnepThse [lnana ynpasieHus puckaMmu Npy MPUMEHEHNUH JIEKAPCTBEHHOIO
cpeAcTBa Mo (opMme corjiacHo MpHIIokeHHto 8 K HactosmuMm llpaBunam. 3akmodeHue
opopmiiseTcss B JABYX OK3EMIUIApax, OJUH W3 KOTOPBIX HAMPABISIETCA JCPKATEINIO
PErMCTPALIMOHHOTO YIOCTOBEPEHHS, & BTOPOM — OCTAETCS B AKCIIEPTHON OpraHu3auu.

42. DKcriepTHasi OpraHu3alus BENET 3JIEKTPOHHYI0 nporpammy 1o IIYP ¢ yuerom
CBEJICHUH, coJepXamuxcsi B [OCyaapCTBEHHOM peecTpe JIEKapCTBEHHBIX CPEICTB U
MEIULUHCKHUX U3JIETUH.

43. IlocTperucTpalliOHHbIE HCCIIEI0OBAaHUs O€30MaCHOCTH JIEKApCTBEHHBIX CPEJICTB
BKJIIOYAIOT MCCIEAOBaHUA, B MPOLIECCE KOTOPBIX COOMPAOTCSA JOMOJHUTEIbHBIE HAy4YHbIE
JaHHble O O€30MaCHOCTU JIEKapCTBEHHOTO Mpenapara, HWMEIOUIUE MOTEHIUAIbHYIO
KJIIMHUYECKYIO 3HAUUMOCTb MJIM BaXKHOCTD IS 3J0POBbS HACETICHUSI.

44. IlocTperucTpallMOHHbIE KCCIIEIOBAaHUS O€30MacCHOCTH JIEKAPCTBEHHBIX CPENICTB
OCYILECTBISIOTCSA JIep>KaTelIeM PErucTPallMOHHOTO YAOCTOBEPEHUsS Ha TEPPUTOPUU
PecnyOnuku Kazaxctan 700pOBOJIBHO UM B COOTBETCTBUU C PEIICHHEM T'OCYIapCTBEHHOTO
OpraHa B Cily4ae NPEIIOJIOKEHNs O HAIMYUU PUCKOB, CBSI3aHHBIX C 3apErUCTPUPOBAHHBIM
JIEKapCTBEHHBIM MPENApaTOM, TPEOYIOIUX TONOJHUTEILHOTO U3YUYEHHSI ITyTEM MPOBEACHUS
UCCJIEI0OBaHUH.

45. TlocTperucTpalluOHHbIE UCCIENOBaHUSI 0€30MaCHOCTU JIEKAPCTBEHHBIX CPEJICTB
OCYILECTBISIOTCSA JIEP/KATEIEM PETMCTPALlMOHHOTO YAOCTOBEPEHHS HA TEPPUTOPUU
Pecny6iiuku Ka3zaxcran B nopsiike, nperycMoTpeHHOM yHKToM 6 ctathu 238 Koaekca.

46. ITIpoTOKOJI MOCTPErUCTPALIMOHHOTO UCCIEAOBAHUS 0€30MaCHOCTH JIEKaPCTBEHHOTO
CpeICTBa pa3padaThIBACTCs AE€PHKATEIEM PETHCTPALIMOHHOIO YAOCTOBEPEHNUS B COOTBETCTBUU
c TpeOoBaHMSIMHU 3aKoHOJaTenbcTBa PecnyOnmukm Kaszaxctan M cOTIacoBBIBaeTCS C
AKCIIEPTHOM OpraHu3alueH.



Jlepxarenp PErucTPallMOHHOTO YJIOCTOBEPEHUS MOAAET HUTOTOBBIA OTYET
MOCTPErUCTPALIMOHHOTO HCCIIeIoBaHUs 0€30MacHOCTH JIEKAPCTBEHHOTO CpEeICcTBa B
HKCIEPTHYIO OPraHU3alMIO He MMo3Hee 12 MecsleB ¢ 1aThl OKOHYaHUs cOOpa JaHHBIX.

47. M® C®d, onuchiBaomIMil cucteMy (papMakoHaa30pa AepixKaTesl pErucTPalluOHHOTO
YAOCTOBEPEHUs, MPEAOCTABIISIETCS O 3alpOCy 3KCIEPTHON OpraHU3aluy, B CPOK HE Oojee
yeM yepe3 30 kaneHgapHbIX JHEN MOCIE NOJyYEHUs 3apoca.

ITo pe3ynbratam sxcneptussl MO CD skcnepTHas opranusanus GopMupyeT IKCIEPTHOE
3aKJIIOUCHHE T10 IKCIIEPTH3€e o orieHke Macrep-daiina cucteMsl papmakonaazopa (MOCD)
Jep>KaTeNsl pPEerucTpallMOHHOTO YJIOCTOBEPEHHsS] MO (OopMe COrjiacHO HPHIOKEHHIO 9 K
HacTosamuM [IpaBunam. 3aximoueHne ohopMIIsieTcsl B ABYX 9K3EMIUISIpax, OJMH U3 KOTOPBIX
HaIpaBJsAEeTCS AEPKATEI0 PETHUCTPAMOHHOTO YJOCTOBEPEHMS, a BTOPOM — OCTAETCA B
AKCIEPTHOW OpraHU3alMH.

48. OueHka COOTHOLICHUS 'TOJb3a-pUCK" JIEKAPCTBEHHBIX CPEJCTB, MMEIOIIUX
0eccpovYHOE PErHCTPAMOHHOE YAOCTOBEPEHUE U HAXOASAIIMXCA B OOPALLIEHUN HA TEPPUTOPHUH
Pecniy6nuku KazaxcraH, mpoBOAUTCS DKCIIEPTHOM OpraHU3alueil eXerogHo Ha OCHOBAHHUU
JOTOBOpPA C AEP/KATEIIEM PETMCTPALMOHHOIO YAOCTOBEPEHUSI.

Ormnara CTOMMOCTH TTPOBEJAEHUS OLIEHKH COOTHOILIECHHS "MOJb3a-pUCK' JIEKAPCTBEHHBIX
CPEJICTB OCYIIECTBIIIETCS B COOTBETCTBHUHM C IIEHAMH, YCTaHABIMBAEMbIMH YITOJITHOMOYEHHBIM
OpPraHoOM 10 COTJIACOBAHUIO C aHTUMOHOTMOJIbHBIM OPraHOM COTJIACHO IYHKTY 2 cTaTthu 239
Konekca.

49. DkcnepTHas OpraHu3alMs IMOCJIE COTJIACOBAHUS C IOCYJAPCTBEHHBIM OPraHOM
pa3MellaeT Ha CBOEM MOpTajie MepeyeHb JEKAPCTBEHHBIX CPEICTB, UMEIOIUX OECCPOUHYIO
pEerucTpanuo, Juisi NPOBEACHUS OLIEHKH COOTHOIICHUS "MOMIb3a-pHUCK".

50. OT4eTHBIM MNEPUOJOM [Jis MPOBEICHUSA €KErOJHOM OLEHKH COOTHOIIEHHS "
MOJIb3a-PUCK" JIEKAPCTBEHHBIX CPEICTB, UMEIOIINX OECCPOUHYIO PETUCTPALUIO, CUUTAECTCS
JlaTa BbIJIaYM PETUCTPALMOHHOIO yI0CTOBEPEHMUS.

51. Jlepxarenu perucTpalimoHHOTO YJAOCTOBEPEHHS €KETOJIHO HAIpaBISIOT B
AKCIIEPTHYIO opranu3anuio CeaeHust o npoduie 0e30MacHOCTH JIEKAPCTBEHHBIX CPECTB,
UMEIOIINUX OECCPOYHYIO PETUCTPAIMIO MO (opMe corjacHo NpuiiokeHuto 10 K HaCTOSIIHUM
IIpaBuitam.

52. DKcnepTHas OpraHM3alys Ha OCHOBAHUM MPEJCTABIECHHBIX JEpKaTelieM
PErUCTPAMOHHOTO YJOCTOBEPEHHSI CBEICHUM W MaTepuansoB (OpMHUPYET DKCIEPTHOE
3aKJIFOUYEHUE O COOTHOIICHUHU MOJIb3a-PUCK JEKAPCTBEHHOI'O Mpernapara no gopme coraacHo
npuinoxenuto 11 k HacrosmuMm [IpaBunam.

53. DkcnepTHBIN opraH He To3aHee | ¢eBpans KaJleHAApHOTO TOJa HAIMpaBISCT B
roCyJJapCTBEHHBIA OpraH B cepe oOpalleHHus: JEeKapCTBEHHBIX CPEJICTB MU MEAUIIUHCKHUX
U3JICNINA CBEJEHUS O Pe3yJbTarax MPOBEJECHHONW OLEHKH COOTHOLIEHHs ''MOojb3a-puckK"
JIEKapCTBEHHBIX CPEJCTB, UMEIOUTUX 0€CCPOUHYIO PETUCTPAIHIO.
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54. DkcnepTHas opraHu3aius 00ecreurBacT CBOBPEMEHHOE pa3MelieHue HHPOpMaLIUU
no 0e30MacHOCTH JIEKapCTBEHHBIX CPEACTB Ha HHTepHeT-pecypce www.ndda.kz (
MH(GOPMAIIMOHHBIE TUChMa 00 U3MEHEHUAX MPoduiis 0€30MaCHOCTH JIEKAPCTBEHHBIX CPEJICTB,
OLIEHKE COOTHOLIEHHUS MOJIb3a-PUCK U HM3MEHEHHUSIX B PEKOMEHJALHUSIX MO NPUMEHEHHIO,
0OyCIOBIIGHHBIX acrekTaMu mpoduiisi 0e30MacHOCTH JIEKapCTBEHHOTO IIpenapara) u
COTPYAHUYAET C MEIUUMHCKUMH Yy4YEOHBIMU 3aBEICHUSMH, TOCYJapCTBEHHBIMU
OpraHu3alusIMHi U UHCTUTYTaMU B 00JIaCTH 3IpaBOOXPAHCHHUSI.

55. B pamkax OIIEHKH COOTHOUIEHMS ''MOJIb3a-pUCK" SKCHEpTHAs OpraHu3alus
OCYUIECTBJISICT MHCHEKIIMIO CHUCTEMBI (apMakoHaaA30pa JepKaTes PerucTparuoOHHOTO
YAOCTOBEPEHUS JIEKAPCTBEHHOT'O CPEACTBA WM HMHBIX OpPraHU3alHil, MPUBIECUYEHHBIX
Jep>KaTeleM pPErucTPallOHHBIX YJOCTOBEPEHUU [JIsl BBINOJIHEHHS 00s3aTeNIbCTB 10
(bapmakoHaa30py.

56. Uucnekuus cucteMbl (hapMaKoOHa30pa MPOBOAUTCA B OTHOIIEHUHU [ETION CUCTEMBbI
dapmakonanzopa U (WIK) O OTAEILHOMY JIEKAPCTBEHHOMY CPEJICTBY M OCYILECTBIISIETCS B
ClIyJasix:

1) He mpenocTaBiIEHUs] B YCTAaHOBIIEHHBIE CPOKHM JEpKATEJIEM PErMCTPALMOHHOIO
YAOCTOBEPEHUSI JIOKYMEHTOB, HEOOXOAUMBIX ISl TPOBEACHUS OLEHKU MNpoduiis
6e3omacHocTu JekapcTBeHHBIX cpenacts (IIYP, TIOOB), a Takxke oTkaza aepxkaTens
PETUCTPALIMOHHOTO YJIOCTOBEPEHHUS OT MPEIOCTABICHHUS 3alpaliuBaeMoii HHPOpMaInu;

2) U3MEHEHUsI COOTHOIICHUS '"MOJb3a-pucK’ JIEKApCTBEHHOI'O Mpemnapara, a TakxKe
HECBOCBPEMEHHOT0 HH()OpMUPOBaHUS 00 H3MEHEHHHM COOTHOIIEHHS '"TOoIb3a-puck"
JIEKapCTBEHHOT0 Tpenapara Wid OTKa3a OT MpEeACTaBICHUs 3alpaliiBaeMol MHPOpMALINU
WJIU JAHHBIX B CPOKH, MIPEAYyCMOTPEHHbIE HacTOSIIMMU [IpaBuiiaMu uiam Cpoku, yKa3aHHBIE B
3aIpoce HKCIEPTHON OPraHU3alnH;

3) HEBBINIOJIHEHUS AEPKATEIIEM PErMCTPALMOHHOTO YJIOCTOBEPEHUs 00s3aTENbCTB B
paMKax IUIaHa 0 YIPABJICHUIO PUCKAMU, a TAKKE HECBOEBPEMEHHOIO MJIM HEHAJJIEKAIIETO
BBITIOJTHEHUS MPOLEYPbI BBISBICHUSI PUCKA WIIM MEP 110 MUHUMU3AIUU PUCKA;

4) HECOOTBETCTBUS MEXAY MPEACTABIAEMON IEpKATEIEM PETHUCTPALIMOHHOTO
yaocToBepeHus: nHbopmalue u napopmaruei, noay4eHHON IKCIEPTHOM opraHu3anuen ot
PETYISTOPHBIX OPTraHOB CTPAH OJMKHETO U JTaJIbHETO 3apyOeKbs;

5) HanuMuyus COMHUTENbHOW HH(OpPMAUMU B NPEICTABICHHBIX JepKaTeiIeM
PETUCTPALIMOHHOTO YJOCTOBEPEHHUS JOKyMEHTaX, HEOOXOJUMBIX ISl OLEHKU Npouis
0€30MacHOCTH JIEKapCTBEHHOTO IIpenapara;

6) BBISIBIICHHSI POOJIEM TPU pacCMOTPEHUU MacTep-daiiiaa cucTeMbl (papmakoHaa30pa
Jep KaTessl pPEeruCTPALMOHHOIO YJIOCTOBEPEHUSA, a TAKXKE B CIydasxX JEJIECTMPOBAHUS WIIU
nepeayn yrnpasiieHus MacTep-paiaoM cUCTeMbI (papMaKkoOHaA30pa.



7) HaIWM4Usl UBMEHEHUN B OPraHU3ALMOHHON CTPYKTYpE JAEpPiKATEINs] PErUCTPALlMOHHOTO
YAOCTOBEpEHHUsI (TaKhe KaK CIMSHHUS U MOTJIOIICHHS ), @ TAK)KE U3MEHEHHUs B JIOTOBOPHBIX
OTHOILIEHHUAX C MOCTABIIMKAMH YCIYT MO (papMaKOHAI30py WM MECT BBINOJIHEHUS (PYHKIIHMA
no apmMaxkoHa30py;

8) ocyllecTBICHUS NEATEIbHOCTU MO (hapMaKOHAI30py OJHON WM HECKOIbKHUMHU
CyOnoapsIAHBIMUA OPTAHU3ALUAMH, a TAKXKE MPU HAIMYUU Y JEPKaTeNsl PEruCTPAllMOHHOTO
yAOCTOBEpEHHsI Oojee S5 JEeKapCTBEHHBIX CPEACTB, OOpalAIOIIMXCS Ha TEPPUTOPUU
Pecny6nuku Kazaxcran;

9) ecnu nepxaTenb perucCTPALMOHHOTO YAOCTOBEPEHUS, HUKOI/Ia HE MOBEPraics OLEHKE
CUCTEeMBbl (papMaKOHaA30pa, a TakKe HECOONIOJACHUS CPOKOB BO BHEAPEHUU WIIU
HEHAJJIe)Kalee BBINOJIHEHUE KOPPEKTUPYIOUIUX M NPEeAYNPEIUTENIbHBIX AEHCTBUH IO
pe3yJibTaTaM OLEHKH CUCTEMbI (hapMaKOHaI30pa.

DKCIepTHAs OpraHu3alys HAMPABISAET AEPKATENO PETUCTPALMOHHOTO yAOCTOBEPEHUS
JIEKapCTBEHHOTO CpEJCTBa YyBEJIOMIIEHUE (B MTPOU3BOJbHOU (opme) o mpeacrosiiei
MHCIICKIIMU CHCTEMBbl (papMakoHajg30pa He MeHee 4eM 3a 30 KalleHJapHBIX OHEH 10
MpeanojaaraeMon AaTbl IPOBENICHUS HHCTICKIUU.

Pacxonpl, CBSI3aHHBIE C OpraHM3alMEed W IMPOBEACHHUEM HMHCIEKLIHH CHCTEMBI
(bapmakoHaI30pa, HECET AepKaTelb PETUCTPALIMOHHOIO YA0CTOBEPEHHUS.

57. Pe3ynbTaThl MHCHIEKIIMN CUCTEMBI (hapMaKOHa[30pa JIepKaTeNsl PErUCTPAIIMOHHOTO
yaoctoBepeHust opopmisitorcss B Bujpe OTyeta O pesysibTaTaX HHCIEKIHH CHUCTEMBI
dbapmakoHaa30pa AepKaTeNeld perucTpalliOHHOTO yAOCTOBEPEHUS JIEKAPCTBEHHBIX CPEJCTB
no opme coriacHo npuioxkeHuto 12 k Hactosimum [IpaBunam.

58. DkcrnepTHasg OpraHu3anus B LENAX CHUKCHUS PUCKA PA3BUTHS HEXKEIATEIbHBIX
IIOCJIEICTBUN TPUMEHEHUS JIEKAPCTBEHHBIX CPEACTB OCYIIECTBIISIET:

1) uapopmMupoBaHre MEAUIMHCKUX U (papMalEeBTUUYECKUX PAOOTHUKOB, HACEIEHUS O
bapMakoHan30pe IMyTEeM pETYJISPHOTO OMyOJIMKOBaHUS Ha OQUIMAIBHOM pecypce
AKCIIEPTHOM OpraHU3alud WM B CPEJACTBAX MacCOBOM HH(OpMaAlMU CBEASCHHUH IO
0€3011acCHOCTH JIEKapCTBEHHBIX CPEICTB;

2) BHeIpeHUE Mep MO0 MHHUMHU3ALMHU PHCKA, CBSI3aHHBIX C OE30MAaCHOCTBHIO
JIEKAPCTBEHHBIX CPEJICTB, IPEIYCMOTPEHHBIX MIYHKTOM 59 Hactosimumx [Ipasui.

CHocka. ITynkr 58 - B penakuuu npuka3za Munuctpa 3apaBooxpanenust PK ot 02.06.2023
Ne 99 (BBoauTCS B A€CTBUE MO UCTEUEHUH IECITH KAJICHIAPHBIX AHEH MOCe AHS €ro
epBOTO O(QUIIHMATHEHOTO OIyOJIUKOBAHHS).

59. 'ocynapcTBEHHBIN OpraH Ha OCHOBaHMHU MH(OpPMALMU SKCHEPTHONW OpraHuzanuu (
3aKJIFOYEHHS, OT4yeTa) 00 M3MEHEHHUSAX B OIIEHKE COOTHOMICHUS '"MOJIb3a-pUCK"
JIEKApCTBEHHOTO CPEJACTBA, & TAKXKe Pe3yJIbTATOB MHCIEKIIMU CUCTEeMbl (papMakoHaA3opa
OCYULIECTBIISIET CJIEAYIOIINE PErYIATOPHBIE MEPBI:

1) yTBep»KIaeT COOTBETCTBYIOLIUE U3MEHEHUS U JOTOJTHEHUS B 00IIEeH XapaKTepUCTUKE
JIEKapCTBEHHOT'O IIpenapara;



2) U3MEHSET KaTeropuio OTITyCKa JIEKaPCTBEHHOTO CPEJICTBA U3 allTeK, WIIM MHBIX Mepax
OTrpaHUYEHMSI U KOHTPOJIS OTIYCKa JIEKAPCTBEHHOT'O CPEJICTBA;

3) ocTaHaBIMBAET NMPOBEACHNUE KIMHUYECKUX UCCIIEJOBAaHUM JIEKAPCTBEHHOTO CPEJICTBA,
WIM WX OTJENbHBIX 3TAaloB, a TakKXe Ha3HAyaeT MPOBEACHUE JOMOJHUTEIbHBIX
JTOKITMHUYECKUX U (WJIH) KIMHUYECKUX UCCIIeTOBaHMM (TTPU HEOOXOIUMOCTH);

4) u3piMaeT 00pasIlbl JICKAPCTBEHHOTO CPEJCTBA Y CYOBEKTOB B cdepe obOpalieHus
JICKapCTBEHHBIX CPEICTB M MEAMIIMHCKUAX W3IETUN JUIsl TPOBEICHUS JOMOJHHUTEIHbHON
HKCIIEPTU3HI Ha 0€30MMACHOCTh U KauyeCTBO;

5) mpuocTaHaBIMBAET NEMCTBUE WJIM OT3BIBAET PETHCTPALIMOHHOE YJIOCTOBEPEHUE B
MopsiAKe, MPEyCMOTPEHHOM MyHKTOM 2 ctaThu 259 Konekca.

CHocka. ITynkr 59 - B penakuuun npukaza Munuctpa 3apaBooxpanenus PK or 02.06.2023
Ne 99 (BBoguTCS B IEHCTBUE MO UCTEUCHUH IECATH KaJICHIAPHBIX THEH MOCIe JHS ero
MepBOro o(UIMATBLHOTO OMYOIMKOBAHNSA).

60. I'ocynapcTBeHHBIN OpraH B T€YEHHUE MATH padO4MX JHEU, CO JIHS MOTyUYEHHUS
uHdopmauu (3aKII0YeHUs, 0T4eTa) 00 U3MEHEHHSIX B OLIEHKE COOTHOIIEHUS IMOJIbh3a-PUCK
JIEKapCTBEHHOTO CpEJICTBA M3BEIIAET SKCHEPTHYIO OPraHU3alMi0, MECTHBIE OpraHbl
rOCyJIapCTBEHHOT'O yIpaBICHUS 3APABOOXPAHCHUS M JepXKaTeNs PETHCTPAIMOHHOTO
YAOCTOBEPEHUS O MPEANPUHITON MEpeE.

I'masa 3. Ilopsnok mpoBeAE€HA MOHUTOpHHTa 6€30IaCHOCTH, KadecTBa ¥ 3P pekTuBHOCTH
MEIUIMHCKUX U37IeIHi

61. MonuTOpuHT 0€30MacHOCTH, KauecTBa M 3P(PHEKTUBHOCTU MEAULUMHCKUX MU3AEIUN (
nanee — MOHUTOPHUHT) HAIpaBjeH HA BBISBICHHE W MPENOTBpalleHUE, HEOIAronpusITHBIX
COOBITHI (MHIIMICHTOB), CBA3aHHBIX C MPUMEHEHUEM MEIUIIMHCKOTO W3CIHSL.

62. MoHUTOpUHT 0€30MacHOCTH, KaduecTBa U A(P(PEKTUBHOCTH MEAUITUMHCKUX U3CITHMA
MPOBOJIUTCA CyOBEKTaMH 3ApaBOOXpaHEHUs (Jajgee — MEIMIMHCKHE OpraHu3aIuu),
cyObekTaMH B cdepe oOpaleHHus] JEKapCTBEHHBIX CPEJCTB M MEIUIIMHCKUX H3ACITU,
POU3BOJAUTENSIMUA MEIUIIMHCKOTO U3JIEIHs, OpraHU3alUsIMHU TI0 CEPBUCHOMY 00CITY>KHMBaHUIO
METUITUHCKHUX U3JICTTUH.

63. MoHUTOpUHT BKIJIIOYaeT B cels cOOp, perucrpanuio, aHaiu3 uHGOpMalUU O
HEOJAroNpUSATHBIX COOBITUSAX (MHIIUIEHTAX), CBSA3AaHHBIX C MPUMEHEHHEM MEIUIIMHCKOIO
M3JIeTUs Ha BCEX ATarax ero oOparieHus: 1 OCHOBBIBAETCS Ha:

1) ananu3e cooOleHuH, MOJIYUYeHHBIX OT MOJb30BaTeNie U (UJIM) MPOU3BOIUTENCH
MEIUIMHCKHUX U3JICINN;

2) JDaHHBIX MOCTPETUCTPAIMOHHOTO KIMHUYECKOTO MOHHUTOPHWHTA 0€30MacCHOCTH U
3¢ (HEKTUBHOCTH MEAUITMHCKUX U3JIEITHN.

64. Unadopmarusa o HeOJaronmpusITHBIX COOBITUSAX (MHIMACHTAX) MPU NMPUMEHEHHHU
MEIUIIMHCKOTO W3NS HAIpPaBISIETCA B TOCYAapCTBEHHYIO AKCIEPTHYIO OpPraHU3aIuI0 B



¢dbopMe u3BelIeHNs 0 HEOIaronpUsATHOM COOBITUM (MHLIUJACHTE), CBSI3aHHOM C IPUMEHEHHUEM
MEIUIMHCKOI0 U3/1eNus 1o GopMe corjlacHo npuiiokeHuto 13 k Hacrosumm [IpaBunam.

65. M3Belienus nepeaaroTcs 4epe3 MUHTEPHET-PECYPC IKCIIEPTHOW OpraHu3alii B peKuMe
OHJIalH (J1ajee — mopTai), MOCPeACTBOM (hakca, JIEKTPOHHOM MOYTHI WU MPEAOCTABIISIOTCS
HApOYHO B IKCHEPTHYIO OPTaHU3AIMIO Ha OYMaKHOM HOCHTETIE.

B u3Bemenun ykaspiBaeTcs JOCTOBEpHash MHGOpMaIUs, MOATBEpKAaeMas KOMUSIMU
COOTBETCTBYIOIIUX JOKYMEHTOB.

66. MenuuuHCKUE OpraHu3alui HHQOPMUPYIOT IPOU3BOAUTENS METUILIMHCKUX U3AETUN
WJIU €T0 YIIOJTHOMOYEHHOTO MPEICTABUTENS O HEOIAronpUATHBIX COOBITUAX (MHIIUACHTAX) U
NPENOCTABISAIOT JOCTYIl K MEAULMHCKUM H3JAENIHIM, C KOTOPBIMH CBSI3aHbl YKa3aHHBIE
COOBITHS.

B caydae oTkaza co CTOpPOHBI MEIMIIMHCKOW OpraHW3alUH NMPEAOCTaBUTh JOCTYI K
MEJUIIMHCKOMY H3JIeNINI0, ¢ KOTOPHIM CBA3aHO HeOJIaronpusiTHoe coObITHE (MHIUICHT),
MPOU3BOAUTEND MEIMIIMHCKUX U3JEIHI WIM €ro YMNOJHOMOYEHHBIA MpPEICTaBUTEINb
oOpamaercss B TOCYJapCTBEHHBIM OpraH 3a COACHCTBHEM B OCYIIECTBICHHHM IOCTyMa K
METUIMHCKOMY U3/IEIHIO JJI1 ONPENETICHUs CBA3U MEAUIIMHCKOTO U3JIETUS C HEXKeNaTeIbHbIM
COOBITUEM M COOTBETCTBUS HEXKEJIATEIbHOIO COOBITUS KPUTEPHUSIM HEOIAronpusTHOTO
COOBITHS (MHIIMICHTA) B MAKCUMAJIbHO KOPOTKUE CPOKH.

67. IIlpousBoauTenb MEIUIIMHCKUX U3ICIUNA WU €r0 YIIOJTHOMOYEHHBIN MPEICTaBUTEIb
HampaBJsieT B TOCYJapCTBEHHBIM OpraH M DJKCHEpPTHYX opraHu3anuio, OTyer o
HEOIAroNpHUsTHOM COOBITUN (MHIMIEHTE) IPH MPUMEHEHUH METUIIMHCKOTO H3Aenus (najee —
oTdeT 00 uHIUAEHTE) U OTYET O KOPPEKTUPYIOUIUX NEUCTBUSIX IO 0€30MacHOCTH
MEJULMHCKOTO M3Jenus (najgee — OTYeT O KOPPEKTUPYIOLIUX AEHCTBHAX) MO (opMam
corjlacHo npuioxkeHusM 14 u 15 k Hacrosium [IpaBunam.

B caydae ecnu mo OueHKE MPOU3BOAUTENS] MEAUUMUHCKUX HU3IEIUN UM €ro
YIOJIHOMOYEHHOI'O MPEACTABUTENS HEXKEIATEIbHOE COOBITHE HE YOBJIETBOPSAET KPUTEPHUIM
HEOIAronpusTHOrO COOBITUS (MHIMIAEHTA), TPOU3BOAUTENb MEIUIIMHCKUX U3JIETUN WA €ro
YIOJIHOMOYEHHBIN MPEJICTABUTEINb MPEICTABIAECT TOCYAAPCTBEHHOMY OPIraHy M 3KCIEPTHYIO
OpraHu3alnio, 000CHOBAHHUE TOT0, YTO YKA3aHHOE COOBITHE HE SIBJISETCS HEOIaronpusTHBIM
COOBITHEM (MHITUIECHTOM).

68. DKkcnepTHas OpraHu3alus PErUCTPUPYET MOCTYNMUBIINKN MEPBOHAYAIBHBIA OTYET 00
UHIUMJECHTe, HUHOOPMUPYET MNPOUZBOAUTENSA MEJULUHCKUX M3AEIUA HIM  €ro
YIOJIHOMOYEHHOI'O IPEACTAaBUTENS O MOJYYEHHH YKa3aHHOTO OTYETA U COIVIACOBBIBAET C HUM
CPOKH MPEJCTaBICHUS MOCIEIYIOIIEr0 WIH 3aKII0YUTEIBHOTO OTYETa 00 MHIUACHTE, a TAKKe
CPOKHM TIPEACTaBJICHUS MEpPBOHAYAIBHOTO, MOCIeayouero (mpu HE0OXOAUMOCTH) H
3aKJIFOUYUTEIIBHOTO OTYETOB O KOPPEKTUPYIOIIUX JEHCTBUSIX.

69. IlepBoHayaIbHBIN OTYET 00 MHIMICHTE HAIIPABJISETCS B CIEAYIOIINE CPOKHU:

1) B cinyyae BO3HUKHOBEHHUS CEPhE3HOW YTpO3bl OOIIECTBEHHOMY 30POBBIO
He3aMeIUTeNbHO (0€3 HEeOoNpaBAaHHBIX 3aJEpPXKEK), HO HE MO3JHee ueM dyepe3 2



KAJICHJAPHBIX JHS MIOCJE TOT0, KaK IPOU3BOAMUTEN0 MEAUIIMHCKUX WU3/IEIINN CTaJI0 U3BECTHO
O HaJIMYUH YTPO3bI;

2) B clly4ae CMEpPTHU WU HEMPEIBUICHHOTIO CEPHE3HOI0 YXYIIEHUS! COCTOSHUS 30POBBS
NOJIb30BaTENsl — He3aMeMIUTENbHO (0€3 HeompaBlIaHHBIX 3aJE€pPXKEK) IMOCie TOro, Kak
MPOU3BOJAUTENIb MEIUIUHCKUX U3JEIUH YCTAaHOBUJ CBSI3b MEXIY HIPUMEHEHHEM
MEJIUIMHCKOTO M3JIeNUsl U MPOU3OMICAIINM COOBITHEM, HO HE To3/aHee ueMm uepe3 10
KaJICHJAPHBIX JHEH MOCie TOro, Kak MPOU3BOIUTENI0 MEAUIUHCKUX U3I€TUN CTAI0 U3BECTHO
0 COOBITHH;

3) B mpoyux clydasx — He3aMeIJIUTENIbHO (0€3 HeompaBJaHHbBIX 3aJ€PKEK) MOocie TOro,
KaK IPOU3BOAUTENb MEAULUMHCKUX HW3AEIUI YCTAaHOBHWJI CBSI3b MEX]IYy IHPUMEHEHHUEM
MEJIUIIMHCKOTO WU3JeNHs U MPOU30LIEAIIUM COOBITHEM, HO HE Mo3aHee dyem yepe3 30
KaJICHJAPHBIX JHEH MOCJe TOro, Kak MPOU3BOJUTENI0 MEAULIMHCKUX U3/I€TUN CTAI0 U3BECTHO
0 COOBITHUHU.

70. B 3KCTpEHHBIX CIy4YasX 3alllUThI 0Jb30BaTENICd WU TPETHUX JIUL OT YIPO3bl CMEPTH
WU CEPbE3HOr0 YXYILIEHUS! COCTOSIHUS 3J0POBbS MPOU3BOAUTEND MEAULIUHCKAX HU3EIUN
WU €r0 YNOJHOMOYEHHBIM MPEJCTABUTENb BBINOJIHAECT KOPPEKTUPYIOIIUE IEHCTBUS 10
HaIlpaBJICHHUs] 3KCHEPTHOM OpraHu3allH, NEPBOHAYAIBHOTO OTYETA O KOPPEKTHPYIOLIUX
NEUCTBUAX. B 2TOM ciyyae nEepBOHAYAIBHBIM OTYET O KOPPEKTHUPYIOIIMX JEHCTBUAX
HaIIpaBJISIETCS B AKCIIEPTHYIO OPraHU3aLMIo0 HE MO3/IHEE YEM Uepe3 2 KaJeHAApHbIX THS [TOCIIe
BBITIOJIHEHUSI TIPOU3BOAUTENIEM MEIUIMHCKUX W3IEIUA WIH €ro YMNOJHOMOYEHHBIM
IIPEACTABUTENIEM KOPPEKTUPYIOLIUX JEUCTBUMN.

71. B ciydae OTCYTCTBUS y NPOU3BOAUTENS MEAULIMHCKUX HU3ACIWN WU €To
YIIOJHOMOYEHHOTO MPEACTaBUTENS BO3MOXHOCTH IPOBEAEHHUS  paccieJOBAHUSA
MPOU3OIIEANIETO HEONAronpusATHOTO COOBITUA (MHUMACHTA), MPOU3BOAUTENL 0€3
MPOMEIJIEHUS YBEAOMIISIET 00 3TOM 3KCIEPTHYIO OPraHU3aIHIO.

72. B ciayuae eciu B pOIEcce paccieoBaHus HEOIaronprusaTHOTO COOBITHS (MHITUICHTA)
3a/1eCTBOBAHbl HECKOJBKO MPOU3BOJUTENEH MEIULUUHCKUX HU3JEIUN, TOCyAapCTBEHHBIN
OpraH OCYILIECTBIAET KOOPAUHALIMIO X JICVCTBUM.

73. IIpon3BoANUTENIb MEIUIIMHCKUX W3AEIHI UM €r0 YIOJHOMOYEHHBIN IIPEACTABUTEIb
coOOIIaeT B TOCYAapCTBEHHBIM OpPraH M OHKCHEPTHYIO OpraHu3anuio o0 ommuokax,
JNOMYILIEHHBIX MPU UCTOJIb30BAHUN MEIULMHCKUX U3IENHNI, KOTOPbIE MIPUBEIU K CMEPTU WIIH
CEPbE3HOMY YXYILIEHUIO COCTOSHUSI 3J0POBBS MOJIb30BATEIS.

74. OkcnepTHas opraHuzanus He no3gHee 30 pabouux AHEH CO JHS MOJTYYECHHUS OT
MPOU3BOAUTENS MEIUUMHCKUX H3ACIUN WIM €ro YHOJHOMOYEHHOTO MpPEeACTAaBUTENS
3aKJIIOUUTEIFHOTO OTYeTa 00 MHUHUJCHTE, 3aKIOYUTEIBHOTO OTYETa O KOPPEKTUPYIOMIMX
NEUCTBUAX YBEAOMIISIET TOCYJAPCTBEHHBIN OpraH U MPOWU3BOAUTENS MEIULIMHCKUX WU3AEIUI
WM €r0 YIIOJTHOMOUYEHHOTO MPEACTaBUTENS 00 UTOTaxX pacCMOTPEHUS YKa3aHHBIX OTYETOB.

75. OtueTsl 00 UHITUACHTE, OTUYETHI O KOPPEKTUPYIOIINX JACUCTBUSAX U YBEIOMJICHUE 10
0€301acCHOCTH MEIMLHUHCKOr0 M3ENHs Pa3MEIIatoTCsl 3KCIEPTHOW OpraHu3aleil B eIMHON



nH(pOopMaIMOHHON 6a3e JaHHBIX MOHUTOPUHTa OE30MACHOCTH, KauecTBa U d(PPEKTUBHOCTH
MEIUIIMHCKUX U3JICITUH.

76. OTdeTsl 00 MHIMACHTAX HE MPEICTABISIOTCA B IKCIEPTHYIO OpPTaHU3AIUIO B
CJIEIYIOLIUX CIyYasX:

1) mo kaxxpoMy OTAEIBHOMY HEOJAronpUsITHOMY COOBITHIO (MHLMIEHTY) U3 TE€X, YTO
OMKCaHbl B YBEIOMJICHUSAX MO 0€30MACHOCTH MEIUIIMHCKOTO M3JENUs U MPOU30ILIN MOCHe
paccieloBaHusl HEOJIAronpUSATHBIX COOBITUN (MHIMACHTOB) M PACCHUIKUM MPOU3BOAUTEIIEM
METUIIMHCKUX U3JICIUN UM €T0 YIOJIHOMOYEHHBIM MPEJICTABUTENIEM TaKUX YBEIOMIICHUH U
MPOBEJCHUSA KOPPEKTUPYIOLINX ICHCTBUM;

2) 0 KaXXJ0My OTJEIbHOMY HEOJIarompusTHOMY COOBITHIO (MHIIMACHTY) W3 4YHCIIa
3aJJOKYMEHTUPOBAHHBIX HEOJIArONMPUATHBIX COOBITUN (MHIIUJEHTOB) U O0O3HAYEHHBIX B
KaueCTBE TAKOBBIX B aHAJIN3€ PUCKOB, CBSI3AHHBIX C MEIUIIMHCKUM U3JIETTUEM;

3) 0 HeOJIaronpuATHBIX COOBITUAX (MHIMACHTAX ), CBA3aHHBIX C OUCBUIHBIMU Je(DEKTaMU
MEIULUHCKUX HW3JEIUN, KOTOpBIE IOJb30BAaTENb BBISBISET HEMOCPEICTBEHHO NEpes
UCIIOJIb30BAaHUEM MEAUIIMHCKOTO U3IEITHS;

4) o0 HeOIAronmpusATHBIX COOBITUAX (MHIUIAEHTAX), HE MPUBEAIIMX K CEPHE3HOMY
YXYIUICHUIO COCTOSIHUS 3/I0pOBbS WJIM CMEPTH H3-32 OCOOEHHOCTEW KOHCTPYKIIMH,
3aIMINAIONIEH OT BO3HUKHOBEHHMS YIPO3bl BCJIEACTBUE HEUCIPABHOCTH MEIUIIMHCKOIO
1763 (U1 EH

5) 06 oXuaaeMbIX M MPEABUIUMBIX HEOJAronpUsITHBIX COOBITUSIX (MHIIUIEHTAX),
YIOBJIETBOPSIOMIUX OJHOBPEMEHHO BCEM MEPEUUCICHHBIM HIXKE KPUTEPUSIM:

HeOnaronpusTHeIe COOBITHS (MHIMACHTHI) MPEAYCMOTPEHBI B CONMPOBOIUTEILHON
uH(popManuu (JJIOKyMEHTalKK) HA MEAULIMHCKOE U3/IENIHE;

HEeOJIaronpusTHbIE COOBITHS (MHIIUACHTHI) XOPOIIIO U3BECTHBI B KIIMHUYECKOU MPAKTHUKE;

HeOJaronpusTHble COOBITHS (MHUMAECHTHI) MPEAYCMOTPEHBl B TEXHUYECKOU
JOKYMEHTAllMM Ha MEIMLUHCKOE H3JIeJIME C COOTBETCTBYIOLIEH OLIEHKON pPHUCKOB,
MIPOBEJICHHOM JI0 HACTYTUICHUS! HEOIaroNnpUaATHOTO COOBITHS (MHIIUICHTA);

HeOIaronpuaATHbBIC COOBITUS (MHITUACHTHI) KIMHUYECKU TOMYCTUMBI C TOYKH 3PEHUS
M0JIb3bI METUIIMHCKOTO U3ACNHUS JJIsl KaXAO0T0 OTACIBHOIO MallUeHTa;

6) eciM pHUCK CMEPTU WIHU CEPbE3HOI0 YXYAILIEHUS COCTOSHHS 3J0pPOBbs ObLI
OXapaKkTepU30BaH KakK JOMYCTUMBII B oT4eTe 00 aHAJIN3€ PUCKOB, IIPEICTABIIEMOM B COCTaBe
PErHCTPALIMOHHOrO 10ChE MPU PETUCTPALIMHA METULIMHCKOTO U3/ENHSL.

77. Tlo pe3ynbTaTaM KOPPEKTUPYIOMIUX JSUCTBUM 1O 0€30MMacCHOCTH MEIUIIMHCKOTO
U3JIeNUsl POU3BOIUTENh MEIUIMHCKUX U3JEIUI WM €ro YIOJTHOMOYEHHBIN peICTaBUTElNb
BBIMYCKAIOT YBeJOMJIeHHE MO 0€30MacHOCTH MEAMIIMHCKOTO M3ZeNus 1Mo (OpMe COIIacHO
npunoxenuto 16 k Hacrosmum IIpaBuiam u obecneynBaloT HHGOOPMHUPOBAHUE
ITOJIb30BATEIIEH.

78. Jlng MeIUIMHCKUX W3JAENHM Kiacca 3, a TakKe UMIUIAHTUPYEMBIX B OpPTaHU3M
YeJIoBeKa MEAUIIMHCKUX M3JIeTui Kiacca 20, MPOU3BOAUTENb MEAUIIMHCKUX U3EINI WIH €To



YIIOJTHOMOYEHHBIM MPEACTABUTENb MIPOBOAUT MOCTPETMCTPAUMOHHBIA KIMHUYECKUI
MOHHUTOPUHT 0€30MacHOCTH U 3(PPEKTUBHOCTH MEIULMHCKUX U3AeIui (nanee —
MIOCTPErUCTPALIMOHHBIN KIMHUYECKUI MOHHUTOPUHI) M €XEroJHO, B TEYEHHE 3 JIEeT,
OpEeJCTaBIseT B OKCIEPTHYIO OPraHU3alMI0 OTYEThl MO MOCTPETUCTPALIMOHHOMY
KJIIMHUYECKOMY MOHUTOPHUHTY JJIs IPOBEACHUS OLIEHKU COOTHOIIEHHUS "M0JIb3a-pUCK'".

IlepBOHaYaNBHBIN, OCAEAYIOMNNA U 3aKIIOUYATEIbHBIA OTYETHI O TOCTPETUCTPALTMOHHOM
KJIIMHUYECKOM MOHHUTOPHUHIE MPEICTABISIOTCS TPOU3BOAUTENIEM MEAUIIMHCKUAX U3ACIUN WK
€ro YIOJIHOMOUYEHHBIM MIPEICTAaBUTENIEM B 3KCIIEPTHYIO OPraHU3alnIo He no3aHee 1 deBpas
KaJICHJAPHOI0 r0/1a, CIEAYIOLIEro 3a T010M MOIYYEHHUS! PETUCTPALMIOHHOTO YA0CTOBEPEHUSI.

Cnocka. [Iynkr 78 - B penakuuu npukaza Munuctpa 3apasooxpanenust PK ot 02.06.2023
Ne 99 (BBoauTCs B ACCTBUE MO UCTEUEHUH ECITH KaJICHIAPHBIX AHEH MOcye AHS ero
nepBoro o(pUIMaIbLHOTO OMyOJIUKOBAHUS).

79. IlocTperucTpalluOHHbIA KIMHUYECKUIA MOHUTOPHUHT MPOBOJIUTCS B COOTBETCTBUU C
mIaHoM cOopa M aHaiau3a JaHHBIX MO 0€30MacHOCTH M 3(PPEKTUBHOCTH MEAULUHCKOTO
U3JIENNS B TOCTPETUCTPALIMOHHOM NIEPUOJIE, IPEICTABISIEMOIO B COCTABE PErUCTPALIMOHHOIO
JI0ChE MPHU PETUCTPALUU MEAULIMHCKOTO U3JIETHSI.

80. IlitaH MOCTPEruCTPALMOHHOIO KIIMHUYECKOIO MOHUTOPUHTA COJEPIKHT:

1) uenu W 3ajadyu MOCTPETUCTPALUOHHOIO KIMHUYECKOTO MOHUTOPHUHIA C YYETOM
UMEIOIINXCSI KIMHUYECKUX JaHHBIX, CHEIU(UUECKUX OCOOCHHOCTEeH M (DAKTOPOB PHICKA,
CBSI3aHHBIX C MEAULIMHCKUM U3EIHNEM;

2) cxeMy MOCTPETHMCTPAlMOHHOTO KIMHUYECKOTO MOHHUTOPHHIA, B TOM YHUCJE
000CHOBaHHUE METO/IOB (CIIOCOOOB) MOJTYYEHUS M CTATHCTHYECKOTO aHAIM3a KIMHUYECKUX
JAHHBIX, BBIOOpA MCCIEAYEMOU MOIMYJSALHN, KPUTEPUEB BKIIOUCHHS (MCKIIOYECHUS) M
MUHHUMAJIBHOTO KOJMYECTBAa CyOBEKTOB B TpYyNIE HCCIEIOBAaHUA M, TJ€ NPUMEHHMO,
HEO0OXOMMOCTb BKJIFOYEHHS B UCCIIEIOBAHUE TPy CPABHEHUSI.

81. OTuer 0 MOCTPErHMCTPALIMOHHOM KIMHUYECKOM MOHHUTOpPUHIE 0€30MacHOCTH U
3 ()EKTUBHOCTH MEAUIIMHCKOTO M3/ENUs MPEAOCTABIACTCS MPOU3BOIUTEIEM MEAUIIMHCKUX
U3/IeJIMA WM €r0 YIOJHOMOYEHHBIM IMPEICTABUTENIEM B SKCIEPTHYIO OpPraHU3alHUI0 I10
dbopme cornacHo npuioxkenuto 17 k Hacrosumm [IpaBunam.

82. DkcnepTHas opranu3auus He nozanee 20 pabounx JHEN co AHS NOJyYEHHs OTYETa O
NOCTPETUCTPALMOHHOM KIMHUYECKOM MOHUTOPUHIE HAMPABISET B TOCYAAPCTBEHHBINA OpraH
3aKJIOUEHHE O BO3MOXKHOCTU (HEBO3MOXKHOCTH) 3aBEPUIEHUS MOCTPETHCTPALMOHHOTO
KJIIMHWUYECKOI'0 MOHUTOPHHTA.

83. DkcmepTHas OpraHu3alMsi HAa OCHOBAHUU CBEIACHUM, MOJYYEHHBIX H3
MEXIyHApOIHBIX UCTOYHUKOB U PE3yJIbTATOB MOHUTOPUHIA OE30MACHOCTH MEIUIIMHCKOTO
U3/IeNIUsl U3BEIAaeT 4Yepe3 HMHQPOPMAIMOHHBbIE PEecypchbl NMPOU3BOAUTENEH U (WIIHM) HX
YIOJIHOMOYEHHBIX IPEICTABUTENECH O HEOOXOAUMOCTH B TEUEHHE JEBSHOCTA KaJEHIAPHBIX
IHE BHECEHUS COOTBETCTBYIOIIMX HW3MEHEHUNW B HHCTPYKIHUIO IO MEIUIMHCKOMY
MPUMEHEHHUIO WJIM 3KCIUTyaTAallMOHHBIA JOKYMEHT MEIUUMHCKOTO H3IENHS MOCPEICTBOM



BHECEHMS N3MEHEHUI B PETMCTPALIMOHHOE OChE MEIULIUHCKOTO U3/ENINs B COOTBETCTBHHM C
MOPSIAKOM, ITPEAYCMOTPEHHBIM MYHKTOM 4 ctaTthu 23 Konekca.

84. Ilpu HEBBINOIHEHUHU YCIOBUS, YKa3aHHOTO B myHKTe 84 Hactosimux [IpaBun
AKCIIEPTHAsE OPraHu3alus YBeJAOMIISIET (B IPOU3BOJIBHON (pOpMe) rOCyIapCTBEHHBIN OpraH o
HEOOXOMMOCTH PUOCTAHOBJICHHSI IEHCTBUS PETUCTPAIIMOHHOTO YIOCTOBEPEHHUS.

85. Ha ocHOBaHMM 3aKJIIOYEHUS SKCIEPTHOM OpPraHU3allMu MO PE3yJbTaTaM OIIEHKHU
COOTHOILIECHHS '"TOJIB3a-pUCK' MEAUIMHCKOTO U3JENNs T'OCYyTAPCTBEHHBIM OpraH NPUHUMAET
OJHO W3 CIEAYIOINX PEIICHUM:

1) o0 3aBeplIEHUU NOCTPETUCTPALMOHHOTO KIMHUYECKOTO MOHUTOPUHTA;

2) 0 IPOJIEHUH NOCTPETHCTPALMOHHOIO KIMHUYECKOTO MOHMTOPUHIA C YKa3aHUEM
JOTOJTHUTEIBHOTO CPOKa, €CIU MOJYYEHHBIX JaHHBIX HEIOCTATOYHO ISl MOATBEPIKIACHUS
6e3omacHocTH U 3()(HEKTUBHOCTH MEAUIIMHCKOTO U3/IETHS I MTPOU3BOIUTEND METUITTHCKUX
U3JIeNIUM HE TPEeANpPHUHST HEOOXOIUMBIX KOPPEKTHUPYIONIUX JAEHUCTBHII Ha OCHOBaHHUHU
MOJIYYEHHBIX JTAHHBIX;

3) BHeCceHHE U3MEHEHUI B HHCTPYKIIUIO MO MPUMEHEHHUIO;

4) 0 mpOANIEHUH TOCTPETUCTPALMOHHOIO KIMHUYECKOTO MOHMTOPUHIA C yYKa3aHUEM
JIOTIOJTHUTEIIBHOTO CPOKa;

5) 0 mpUOCTaHOBIEHUH, 3AMPELICHUN WK U3BSITUU U3 oOpalieHus J1ub0o orpaHuYeHUU
MPUMEHEHUS MEIULUHCKUX U3IEIHI.

86. 'ocynapctBeHHbIil opran He nmo3anee 10 paGoyux AHEH cO THA NPUHSATUS UM B
COOTBETCTBUU € IMMyYHKTOM 85 Hacrosumux lIpaBuin peuienust yBeagomigeT (B IpOU3BOJIBHOM
(dbopmMe) FIKCTIEPTHYIO OPraHU3AIMIO U MPOU3BOIUTENS MEAUIIMHCKUX U3IEITHM.

87. I'ocy1apCTBEHHBIN OpraH NMPUHUMAET PELICHHE, NPETYCMOTPEHHOE MOAIYHKTOM 5
nyHKTa 85 Hacrosumux [IpaBun B cieayromux ciuyJasx:

1) He mpegocTaBIE€HUS NPOUZBOIUTEIEM MEIMIMHCKUX HU3IEIUM WU €ro
YIOJHOMOYEHHBIM MPECTaBUTENEM HHPOPMAIIUN O HEOIArONMPUATHOM COOBITUM (MHIIUACHTE
) WM HapyIlIeHUEe CPOKOB MPENOCTaBIeHUs] MHOOPMAIIMU O HEOJIArONpUsITHOM COOBITHH (
MHIUJICHTE), IpoU30LIeIeM Ha Tepputopun Pecyonuku Kazaxcran u (W) Jpyrux cTpas;

2) He MNpPEeNOCTABJIEHUS NPOU3BOAUTEIEM MEIUUUHCKUX HU3ACIUNA WU €ro
YIIOJHOMOYEHHBIM MPEJACTABUTEIEM OTYeTa 00 MHUMAEHTE M (WIM) OT4YeTa O
KOPPEKTUPYIOLIUX AEHCTBUSIX;

3) He mnpegoCTaBICHUS MNPOU3BOAUTEINEM MEIMIMHCKUX HU3IEIUN WU €ro
YIIOJITHOMOUYEHHBIM IPEJCTABUTEIEM OTUYETOB O IOCTPErMCTPALMOHHOM KIHMHUYECKOM
MOHUTOPUHIE MEAULIMHCKOTO U3IEITHSI.

IIpunoxenue 1 x [IpaBunam
npoBeneHus (hapMakoHaI30pa u
MOHHTOpHHTA 0€301acHOCTH,
KauecTBa ¥ 3PPEKTUBHOCTH
MEIUIMHCKUX U3IeITHHA



dopma
KapTa-cooﬁmeHHe 0 HOXCIIATCIIbHBIX PEAKIIUAX JICKAPCTBCHHOI'O IIpeapaTa

[Ipu nomo3peHnn Ha HEKENATENbHYI0 PEaKLUI0, B TOM YHCIIE CO CMEPTEIbHBIM HCXOA0M
WM YTPO30M I JKWU3HU, MEPElO3UPOBKY, 3JI0YNOTpPEOICHUE WU OTCYTCTBUE
3¢ PEeKTUBHOCTH, NMPUMEHEHUE Y OEpEeMEHHBIX M KOPMSIIMX, Nepeaady HHEGEKIHOHHOTO
areHTa MocpeiCTBOM JIEKApCTBEHHOTO CPEJICTBA, a TAaKKe OCOOEHHOCTSIX B3aUMOJACHCTBUS C

OTHUM WK 0OoJiee JIGKApCTBEHHBIM IpenapaTtoM (BaKI[MHOM) MpOCchOa 3allOJIHUTH JTaHHYIO
KapTy-COOOIIIEHHE.

[ToxanyiicTa, 3aMOJTHUTE MAKCUMAJIBHO TIOJIHO BCE pa3fieibl (CHHEH (YepHOM) IIapuKOBOM
PYYKON WJIM HAa KOMIBIOTEPE, KIMKHUTE MO CEpOMY MO0 IS 3anoiaHeHus). CBeIeHus: o
MAIMEHTE U JIUIIE, TPEIOCTABUBIIEM OTYET, OCTAaHYTCSI KOHPUACHITNATbHBIMHU.

HauMeHoBaHMEe OpraHU3aIiuu:
Anpec:

Tenedon (dakc):

Email:

BryTpeHHmit HOMEp KapThI-COOOIICHHS:

Howmep (MeaummmHCKON KapThl aMOYIIATOPHOTO WIIM CTAIIHOHAPHOTO TAMEHTA):
Turm cooOuieHus:

CIIOHTaHHBIN

JUTEPaTypHOE

KJIIMHUYECKOE MCCIIEJOBAHUE

MOCTMApPKETUHIOBOE MCCIICIOBAHUC

HauanpHoe coobiieHue:

n

Jara nomxydenus: " T.

[Mocnenyromee cooOuieHue:

Jara mocnenyromiero HabmoaexHus: " T.

Wudopmanus o manuenTe:

Wannmanst*: ~ Jlara poxaeHus*: " " -

Bospacr*: (;meT, Mec., HeqT., THEH, YacOB)
[on*: My»xckoit

Kenckuit

HewussectHo

Pocr: cMm Bec: KT

HarmonanbHOCTB:

asmar

azmar (BOCTOYHAS a3Hsl)

eBporieell

npyras (yKazaTh)

Knunmueckuit quarHo3* (3amosiHsaeTcs TOIbKO COTPYAHUKAMH 3PaBOOXPAHCHUS ) kox MKB-10):
OCHOBHO:
ComyTCTBYIOIIHIA:

Wudopmanus o 6epeMeHHOCTH
Bbepemennocts: Jla Her HeussectHo

Ecnu [a: lata nocnenHeid MEHCTpyaliu:

Hpe,unonaraeMas{ JaTta poJaoB:




KonuuecTBo mio/108
3avarie HOpMaJIbHOE (BKJIIOYast IpHeM JiekapcT) Invitro

Ucxon 6epemeHHOCTH:

OCpEMEHHOCTD PO TIOIKACTCS

YKUBOM 1J10]1 6€3 BPOXKICHHOM MaTOJIOTUN

JKUBOM TJI0/1 C BPOXKACHHOM MaTojoruen

npepsIBaHue 0e3 BUINMON BPOXKICHHOM MAaTOJIOTHU

[IPEPHIBAHUE C BPOXKIECHHOW MTATOJIOTUEN

CIIOHTAHHBIN a00pT 6€3 BUANMOIT BpOXKACHHON TATOIOTHH (<22 HEIeINb)
CIIOHTAHHEIN a00PT C BPOXKACHHOU MATOIOTHEH(<22 Heelb)

MEPTBEIH TUI0/1 O€3 BUIUMOH BPOKICHHOW MATONIOTHH (>22 HEeIenb)
MEPTBHIH TUTIOI C BPOKICHHOW MaToNOTHeH (>22 Hemenb)

BHEMATOYHAs! OEPEeMEHHOCTh

ITy3BIPHBINA 3aHOC

JanbHelIee HaOI0eHHEe HEBO3MOYKHO

HEU3BECTHO

Ecmu GepeMeHHOCTB yike 3aBepIimiachk: Jlata poos:

['ecTalMOHHBIH CPOK NPHU POXKICHNY (HEBBIHAIIMBAHWY, IPEPHIBAHHN):
Tun ponos:

HOPMAaJIbHbI{ BarMHAJIbHBIN

KecapeBo cedeHHe

[aTOJIOTMYECKUE BarMHAIbHbIE (MBI, BAKYYyM SKCTPAKIIUA)

Bec pebenka: rp. Poct cM ITon: Mysxkckont JKeHckuii
[kana Amap: 1 muryTa , 5 MUHYyTA, 10 muHyTa

JononaurensHast nHGOpManus:

ITono3peBaemblii

npemnapar ( Nara

IBakmuHa)*( Jara Haudana 3 ITyte BBenenms, Cepusi/maptus Ne,
aBepIIeHHS

HenaTeHTtoBaHHO mpueMa P YacToTa pUeMa  CPOK TOJHOCTH
npuema

TTokazanus

€ U TOproBoe
Ha3BaHUE)

IIpennpunsaThie MEPHI
[IpenapaTt otmeHeH
Kypc ocranosnen
Jlo3a cHIKeHa

be3 n3amenennit

[o3a yBenuueHa
HewussectHo

Jipyroe
[Tono3peBaemsblit

npenapar (

IBakIMHAa) ( Jara wnawama /[lara 3aBepmenns [lyte BBenenms, Cepus/maptus Ne,

TToka3zanus
HemnaTtenroBanHo mnpuema mpuemMa YacToTa mprueMa  CPOK TOJTHOCTH

€ U TOproBoe
Ha3BaHUE)

IIpennpunsaThie MEpbI
IIpenapar oTmeHeH
Kypc ocranosnen
Jlo3a cHmkeHa

be3 nuzmenenuit



Jo3a yBenuueHa

HewussectHo
Hpyroe
HexenatenbHas
Jara navama* Hata okonuanus HMcxon Casi3p ¢ JIC
peaxtms™
BrzgopoBnenue
[Iponomxaetcst ]
locniuranu3zanus BeposThas
1 Bp.anomanuu O
) Hetpynocnoco6HOCTh He cBszano
CmepTh Ed
Viyumenue Bosmosknas
VYxynuenue
BrzgopoBnenue
[Iponomxaercs ]
locniuranu3zanus BeposTHas
) Bp.anomanuu O
) Hetpynocnoco6HOCTH He cBs3ano
CmepTh Ed
Viyumenue Bo3moxnas
VYxynuenue
BrzgopoBnenue
[Iponomxaercs ]
locniuranu3zanus BeposTHas
3 Bp.anomanuu O
) Hetpynocnoco6HOCTH He cBsazano
CmepTh 8|
Viyumenue Bo3moxnas
VYxynumenue

* Ecnu mojo3peBaeMblii mpenaparT - BaKI[MHA, BBEAUTE HOMED J03bl. Eciin HOMep 103l
HensBecTeH, Hanumute [1 11t mepBuaHO# BakimHAK u b — my1st OycTepHO# J03BI.
[ToxanyiicTta, yKaxkurte, eciu Kakue-ITu00 BaKIMHbI ObUTH BBEACHBI B OJHOM IITPHIIE.

3. PaccmarpuBaere 1 BBl 3Ty He)kenaTeIbHYIO PEAKIHIO KaK CEpPbe3HyI0?

Ha

Her

Ecmu [la, moxanyicTa, yKaxure, ImodeMy 3TO SIBJICHHE pacCMaTpHBaeTCs, KaKk cephe3HOoe (IOMEThTE BCE, UTO
TIPAMEHUMO):

BripaxxenHas unu
NOCTOSIHHAS

Yrpoxaer TpeOyeT win yIIHHSCT rOCITUTATU3AIHIO?
MHBaJTUAHOCTh

]

JKHU3HU

Bpoxnenn
Bl €

HUmeer Ba)XxHOE

MEIUIMHCKOE 3HaYCHHE
aHOMaJHu? IMTanenT ymep



Omnucanue HeXelnaTeIbHOU PpCaKru JICKAPpCTBEHHOI'O CPEACTBA IJIs1 KOPPCKUHU, JOTTOJTHUTECIbHAA I/IH(i)OpMaI_[I/IHZ

Ecnu mauueHT ymep, 4To SIBUJIOCH IPUYUHON cMepTH?

Hpe,HOCTaBBTe PpeE3yIbTaThl AYyTONICHUH, €CJIN BO3MOXKHO

Brut v mogo3peBaeMslii penapaT Wik Kypc BaKIIMHAIIMKA OTMEHEH?

Ha

Her

Comnyrcrytoiee JIC 1 (

3a uckmoyeHueM JIC

IS KOPPEKUIHUHU JlexapcTBeHHas Gopma
mo6odHOTO AericTBus) ( (HOMEp ceprmn)
HenarentoBanHoe u

TOPrOBOE Ha3BaHHE)

IIpennpunsaThie MEPHI
[Ipenapat otmMeHeH
Kypc ocranosien
Jlo3a cHmkeHa

be3 uzmenenuit
Jo3a yBenuueHa
HewussectHo

Hpyroe

Ob6mas

cyrouHas [larta
no3a (myTh Hauana
Ha3HaYeHH TIpHeMa
sI, CTOpOHA)

ConyTcTBY
romiee JIC
2 (3a
HCKITIOUEH
nem JIC
i &
KOPPEKIIUH
MOOOYHOTO

Jlexapctse
HHasd
dbopma
HOMEp
Cepun)

( myTh Ha3HAYCHUA,

CTOpOHA
JEHCTBHS) pona)

(
Hemarento
BaHHOC H
TOPrOBOE
Ha3BaHUC)

ConyTcTBY
romee JIC
3 (3a
HCKJIIOYEH
nem JIC
LIS
KOPPEKIIUH
MoOGOYHOTO

JlekapctBe
HHasd
dbopma
HOMEp
cepun)

( myTs Ha3Ha4YCHUS,

CTOpOHA
JIEHCTBHS) pona)

(
Henarenro
BaHHOE W
TOProBOE
Ha3BaHUC)

3HaYnMEBIE
aHaMHe3a,
COIMMYTCTBYIOIHE

JaHHBIC

O6mas cyrounas no3a ( lata

O6mas cyrounas no3a ( lata

Jlata
npuema

Havala
npruema

Jara
mpremMa

Hayala
npruema

Jara 3aBepricHUS
IToxa3zanus
premMa
3aBCPIICHUSA
P Tloxazanms
3aBepIICHHSA
P Tlokazanus



3aboseBanus, ameprus [Ipomomkaercs 3HaunMble TaHHbIE aHAMHE3a, COIYTCTBYIOIIIE 3a00JIeBaHNs,
* (BKJIIOYASI KypeHUE U ameprus (BKIOUYast KypeHHE M YIOTPEOICHIE aIKOTOJIs)
ymoTpeObiieHnE

AJIKOTOJIS)

Nmst*:
KoHTakTHBIE TaHHBIE*
* [Ipumeudanue:
noJisi 00si3aTeNbHBIE JUIs 3anoHeHus (MHbopmalus, Tpedyemas njis yCTaHOBJICHUS
OLIEHKH NPUYUHHO-CIEICTBEHHON CBSI3U MEXKJY pPa3BUTHUEM HEXKENATENbHbIX pPEaKIHii
JIEKapCTBEHHOT'O CPEJICTBA:
uH(pOopMaIMs O MalKUEeHTEe: BO3PACT, MOJI;
nHpOpMALHS O HEXKENATECIbHBIX peaknusx (AeWcTBUSIX) W (WJIM) OTCYTCTBUH
3¢ (HEeKTUBHOCTH: BpeMs Havalla, TCYEHHUE U UCXO]l PEaKInu;
uH(popMalus 0 IMOJ03pPEBAEMOM JIEKAPCTBEHHOM CpEJICTBE: TOPrOBOE Ha3BaHUE,
MEXTYHapOIHOE HEMAaTeHTOBAaHHOE Ha3BaHUE, JO3UPOBKA, CIIOCOO BBEICHMS, JaTa Hayauna u
OKOHYAHHUS MpUEMa, TOKA3aHUs K TPUMEHEHUIO, HOMEP CEPUU;
uHpopmManus O pemnopTepe, HaNpPaBUBIIETO COOOLIEHHE O BO3HUKHOBEHUU
HEeXeNaTeNbHbIX peakiuil (aeicTBuii) u (wnu) orcyTcTBUM 3 PexTuBHOCTH (MHPOpMAIUS
ABJISIETCS KOH(PUACHLINATBHON U UCTIOIB3YETCs TOJIBKO IS MPOBEPKU U AOMOJHEHUS TaHHBIX,
a Takke JIUHaMuyeckoro HaOmwoaeHus). Ecnum penmopTep He >KelaeT MNpencTaBiATh
KOHTAKTHBIE JAHHBIE, COOOILEHHE O HEKEJIATEIbHOM peaKUuu SIBISETCS BaJUIHBIM IpU
YCIIOBHH, YTO OpraHu3aiusi, NpouHGOpMHUPOBAHHAS O ClIy4ae, CIOCOOHA MOATBEPAUTH €ro
HaIpPsMYIO C PEIOPTEPOM.

[punoxenne 2 x [IpaBumam
npoBeneHus hapMaKkoOHaI30pa U
MOHHUTOpPHHTA 6€30MaCHOCTH,
KauecTBa M 3PEKTUBHOCTH
MEIUIIMHCKUX M3IeITHH

dopma
HaunmenoBanune ®apmainieBTUUECKOW KOMITAHUHU
Jlepxateib perucTpalluOHHOTO YAOCTOBEPEHUS

OTuer 0 cirygasx cepbe3HON HENPEABHACHHON HEKENAaTEeIbHON PeaKIiH JIEKapCTBEHHOTO
CpeICTBa, BRIBIICHHOH BHE TeppuTopun Pecny6imku Kazaxcran

ToproBoe HaMMEHOBaHHUE JIEKAPCTBEHHOT'O Mpernapara
MHH
[Ipou3BoauTENIb KOMIIAHUH 110 BCEMY MUDPY

Mecs:

OTBETCTBEHHOE JINIIO:



Hara oTtuera:

CepbesHEbIe Cepne3HEbIE
HETpeIBUICHHBIC. ( HempenBHUACHHBIE. (
O0mee  KOIHMYECTBO
Tun OTueta HEONHCaHHbIe) TTOOOYHBIE HEONHCAaHHbIE) MOOOYHBIE

. . . COOOIIEHHIT
JIEHCTBHS CO CMEPTEIIBHBIM JCHCTBHS C YIpO30#l s

HCXOJIOM KU3ZHU
CrioHTaHHBIE COOOIIIEHHS
JlokanbpHBIE COOOTIICHHS
3apyOexxHbIe COOOIIeHNUS
Knunnueckue uCnbITaHuS
JlokanbHbIe COOOIIEHHS
3apybexxHbie COOOIIeHUS

ITocTmapkeTHHTOBBIE
HCCIeN0BaHUS,
JTUTEpaTypHBIC Cllydau,

Jpyroe

JlokanbHEIC COO6HI€HI/IH

3apyOexHbIe COOOIIeHNUS

YnonHoMoueHHOE JHII0 1o papmakoHaa3opy B Pecriybnuke Kazaxcran

[loanuce, nara
ITpunoxenwne 3 k [IpaBunam
MPOBEACHUS (hapMaKOHaAI30pa U
MOHUTOPHUHTa O€30MaCHOCTH,
KadyecTBa ¥ 9PPEKTUBHOCTH
MEIUIMHCKUX H3/ISITHi

®dopma

OKcnepTHOE 3aKII0YEHHE 110 OIEHKE IIPHIHHHO-CIICACTBEHHON CBA3H MEXAY HEXeNaTeIbHOK
peaknueil ¥ IpIMeHEHHEM JIEKapCTBEHHOT'O CPEICTBa

ToproBoe Ha3BaHHE:

[Ipon3BoguTENb:
Howmep peructpanuu B Pecniybnuke Kazaxcran:
1. Hcxonnas nabopMarus:
1 JlaTa TOCTyIJICHUS COOOIICHHS B
HKCIIEPTHYIO OpraHHU3AIHNIO:
2) ITono3speBaemsiit JIC:
3) WNudopmanus o manueHTe:
4) Jwnarnos:
5) OmnucaHue HEXENaTeNbHOI peakiun
(HP):

Onenka ceprezHoctu HP JIC (xak

6
) YKa3aHO B COOOIIICHUH )

Bamunmanus  cooOmeHuit B
COOTBETCTBUU CO CTaHAapTaMH



)

2)

3)

HaJIeKAIUX  (PapManeBTHUECKUX
MPaKTUK, YTBEPXKJAeMbIMH B
MOPSIIKE TIPEyCMOTPEHHOM TMOJITYH
ktoM 9) cratbum 10 Kogekca
Pecniy6onukn Kazaxcran ot 07 urois
2020 roga "O 310pOBbE Hapoaa u
CHUCTEME 37PaBOOXPAHCHUS
MunuManbHas Tpebyemas
uH(pOpMAIHS BKIIOYACT:

Penoprep: upenTHduUIMpyeTcs MO
HUMCHH WU MHUIIUAJIaM, aipeCy U
kBaju(uUKaMu (B 4aCTHOCTH, Bpay,
MpOBH30p, (apManeBT, APYrou
MEIUIMHCKUH CTICIIUAINCT, TTAIleHT
(TmoTpebuTeNp) WK IpyToe N0, He
SBISIIOLIEECS  CHCIHUATHCTOM
CHCTEMBI 3IpaBOOXPaHEHN).
Penoptep cYHUTaEeTCH
uaeHTHGUUUPYEMBIM B Cilydae
HAJIWYUSl KOHTAKTHBIX JIAHHBIX,
o0OecreuynBalOMNUX BO3MOXKHOCTD
MTOJITBEPXKACHUSI COOOIICHHUS WIIN
BBITIOJTHUTD nocuegyomnee
HaOIIOACHNE, IPH HEOOXOIUMOCTH

[ManueHT: UACHTUDUIUPYEMBIA C
yKa3aHHEM HHUIUAIOB,
UOeHTU(OHUKAIMOHHOTO  HOMEpa
MamueHTa, JaThl  POXKIEHHS,
BO3pacTa WIH BO3PACTHOM TPYIIIHL,
nona. Mudopmanus o mnanueHrte
SIBIIITCSI MAKCUMAIIbHOM;

ITono3peBaeMblil  JEKapCTBEHHBIN
Mperapar: Mo MEHBIIeH Mepe, OIIH
MOJI03PEBAEMBIN  JIEKapCTBEHHBIH
npemnapar J0JKeH OBITh yKa3aH B
coo0I1IeHnr (TOProBOe Ha3BaHUC
wi MHH);

1) IlokazaHue K TNPUMEHEHUIO
nono3spesaemoro JIII, ykazaHHoro B
cooOmennn™*

2) [Tyt BBeneHUS U NO3BI*

3) HMara mayana Beexenus JII1 u nata
orMensl JIII wnm QIUTENBHOCTH
WCIIONIb30BAHMA TIpemapara, eciiu
JaThl Hayaja W OKOHYaHUS He
yKa3aHbI*

4) JlexkapcTBeHHas HCTOpHUS
marenra*®

5) XKano6a na kagectBo JIIT (na (Her
); ecm "ma", TO onmKcaTh KajIo0y Kak
YKa3aHo B COOOIIEHNH) *



4)

5)

OnucaHue HeXeNaTeIbHON PEeaKIuu:
M0 MEHBIIEH Mepe, OJHA
mojio3peBaeMasi  HexXelnaTelbHas
peaxiysi 10/KHA OBITh yKa3zaHa B
COOOIIEHUN.

He Bannanoe coobuienue:
CoobuieHue ompenemnsercs Kak He
BAIMJAHOC  WHIUBUIYATbHOE
cooOmeHne O HeXelaTeIbHON
peaknuu, eciau B COOOIICHWH HET
MOJTHOW TpeOyeMol MUHHMaIbHON
nHopmMaImn.

Wudopmanns o COMyTCTBYIONIMX
JeKapcTBEeHHBIX cpernctBax (JIC)

1) JaTel Ha3HA4Ye€HHS W OTMEHBI
conytcTBytonux JIC

2) CpaBHUTD ITH CBEJIEHUS C AATON
Ha3HaYeHUs u OTMEHBI
nogo3pesaemoro JIII, Hauvanom
pazsurus HP

Nuadopmanuss o HexemaTeTbHON
peaxiuu

Harta HactymieHusa. Pe3ynbTaThl
mabopaTOPHBIX TECTOB, €CIH
HUMEIOTCS, C YKa3aHHEM €IUHHIL
n3MepeHus. Mcxon HexenaTenTsHON
peaxiyu (SBJIEHU): BBI3JOPOBICHHE
, TIPOJIOJIKAETCSI, TOCTIUTaIN3anus (
YAJIMHEHUE) TOCHUTAIN3AINH,
WHBAJIUIHOCTH (
HETPYyIOCTIOCOOHOCTD), BPOKICHHAS
aHOMaJIUsl, Yrpo3a >KU3HH, CMEpTh,
MEIMIMHCKH 3HaunMble JlaTa
Hayana pasButus HP JIIT Onenka
CEpbE3HOCTU  HEXKeJaTeNbHOU
peaknuy: Kak yKa3aHo B COOOIICHUH
OIIEHKA 3KCHepTa: MOATBEPKACHHE (
HETOATBepXkAeHne) cepbe3nocTn HP
, omucaHHoe (HeomucanHoe HP,
u3BecTHoe, HeusecTtHoe HP),
JEUCTBHE WU HEXeNaTelbHOe
sBrieHne [IpuHATBIE MephI: TIpenapaT
OTMEHEH KypC OCTaHOBJIEH [03a
CHIKEHa 0e3 H3MeHeHHil mo3a
yBEJIIMYCHAa HEU3BECTHO OddeKT
rnociie MPHUHITBIX Mep: OddexT
MIOBTOPHOTO Ha3HAauYE€HHUS
JIEKapCTBEHHOr0  Ipemapara:
MpUBEJO CHOBa K pa3Butuio HP He
MIPUBENIO K TOBTOPHOMY Pa3BUTHIO
HP wHeusBecten B cuyuae
conytcTBytomux JIC unm yxazaHuu



10.

6oiiee ogHOTO Mo103peBaemoro JIC,
cleyeT OICHHTh BO3MOXHOCTb
JIEKAPCTBEHHOT0 B3aUMOJICHCTBUS B
passutiu HP (HS1)

JlekapcTBeHHbIE TpenapaThl s
koppekuuu HP JIIT

JononuurtensHas HH(GOpMaus
3HauMMble JaHHbIE aHaMHE3a,
CONyTCTBYIOIIME 3a00JIeBaHUS,
anjeprus

HepequL u OII€HKAa
AOIOJTHUTEJIBHBIX MaTE€PHUAIOB

PesynbraTel  71a00paTOPHBIX

UCTIBITaHUH (B CIy4asx Cephe3HBIX
HP JIII wunm otcyrcTBuUM (
HEAOCTaTO4HOH) 3¢ dexTnBHOCTH B
COOTBETCTBHH C HAaCTOSIIHM

[Tpukazom)

OueHka NPUYUHHO CJIEICTBEHHOM
cBsa3u Mexay HP u npumenenuem
JITT

O11eHKa B3aMOCBS3H:

1) Hactymmno mu siBIeHHE 10 TOTO,
KaK TanWeHT Hadajd NPUHUMATh
JIEKapCTBEHHOE CPEIICTBO?

2) SlBnsercs nM BpeMs 0
HaCTYIUICHHUS SIBIIEHUS
MIPaBIOTIOTOOHBIM (BEPOSTHBIM)?

3) Hacrynwio nu siBieHHe mocie
Hayaja IIpueMa KaKoro-iubo
Jpyroro JeKapcTBEHHOro cpeacTBa’?
Ecnu sBneHue HacTymmio BcKope
IIOCJIe Hauana IpueMa Apyroro
JIEKapCTBEHHOTO CPEZCTBA, B TAKOM
ClIy4ae HaJO0 WMETh B BUAY JABE
BO3MOXKHOCTH: SIBIIEHUE MOTJIO OBITH
BBI3BAHO HOBBIM JICKAPCTBECHHBIM
CpeaCTBOM. MOTIJIO HUMETh MECTO
B3aUMOJEHCTBUE MEXKIY JByMs
JIEKapCTBEHHBIMH  CPEICTBaMH,
KOTOPOE | BBI3BAJIO SBIICHHUE.

4) Hactynuio nu sBJICHHE IOCTE
MOSIBJIGHUSI KAKOro-TO HOBOTO
3abosieBaHus?

5) CymecTByeT nu Kakas-Iunodo
Ipyras BO3MOXHas IpUYHHA
HaCTYIUICHHS SIBJICHHS?

Bo3MoHO, sBIEHHE 00YCIOBICHO
3a00JIeBaHNEM, B CBS3H C KOTOPBIM
TIAIMEHT TOJTyYaeT JieueHne?



11.

Bo3moxHO, siBJICHHE 00YCIOBJICHO
HEKUM JPYTHUM COIYTCTBYIOUINM
3abosieBaHneM?

Bo3moxHO, siBIeHHE 00YCIIOBICHO
OPUEMOM KaKOro-JIMOO JIpyroro
JIEKapCTBEHHOTO cpencraa,
Ha3HAYaeMOT0 MapaiensHo?

6) KakoBa peakuusi Ha OTMEHY
JIeKapcTBEHHOTO cpenicTa? IlaruenT
Beuteumiicsi? CoCTOsSHUE TamnueHTa
yayumuiocsk? Cocrosaue 0e3
n3MmeHeHni? CocTosgHHE MalMeHTa
yXyammiock? Peaknus Ha OTMEHY
HeuszBectHa? B TakoMm ciyuae
HEOOX0MMO 0053aTeNIbHO 3aIKCcaTh
"Hen3BecTHO".

7) KakoBa peaxiiusi Ha TTOBTOPHOE
HA3HAYCHHUE  JICKAPCTBEHHOTO
cpexncrBa? (Ecmu mpumeHnMo)

Kareropuu B3anmocss3u:

JdocrtoBepHas
MPUYUHHO-CIIEJICTBEHHAS  CBSI3b
KJIHHHYECKHE MPOSBIICHUS
CHUMIITOMOB  HEXelaTelbHOMH
peakiuy, BKIOYasi HeKellaTeIbHbIC
H3MEHEHHS 1a00paTOPHBIX
TOKa3aTeNen:

CBsI3aHBI IO BPEMEHM C IpUeMoM (
MPUMEHEHHUS) JICKaPCTBEHHOTO
CpEICTBa;

HE MOTYT OBITh OOBICHEHEI
HaJlUYUEM  COMYTCTBYIOIIUX
3a00JIeBaHUN WK OJHOBPEMEHHO
MPUHUMAEMbIMH IpYyTUMHU
JICKAPCTBEHHBIMH CPECTBAMU;
oTMEHa M0JI03peBaeMOTO
JICKAPCTBEHHOr0  Ipemapara,
MO3BOJISET TOYHO OMpPEICIIUTh
B3aMMOCBS3b  HEKelaTelIbHOH
peakuuu c NpUEMOM
JIEKapCTBEHHOTO TIpernapara

Bo3sMoxHas
MIPUYUHHO-CJICICTBCHHAS CBSI3b**:
KJIMHUYECKUE MPOSBIICHUS
CHUMIITOMOB  HeXeJaTelbHOMH
peakiuy, BKII0Yasi HeKellaTeIbHbIC
W3MEHEHUS 1abopaToOpPHBIX
MOKa3aTesiei, CBsI3aHbl 10 BPEMEHH C
MIPUEMOM JIEKAPCTBEHHOTO CPECTBA;
MOTYT OBITh OOBSICHEHBI HAJHYNEM
COMYTCTBYIOIIMX 3a00JICBAaHUI MU



OJIHOBPEMEHHO MPHHUMAEMBIMHU
JIEKapCTBEHHBIMHU CPEJICTBAMH;
nadopmanuss o pesyibTaTax
MpeKpameHus npuema
JIEKapCTBEHHOTO CpencTBa
OTCYTCTBYET JINOO HEIOCTOBEPHA

BeposiTHas npuYMHHO-CIIEACTBEHHAS
CBSI3p**:

KJIIMHUYECKHE MPOSIBIICHUS
CUMITOMOB  HEXeJlaTeIbHON
peakuy, BKIIOYas HeXKelaTelbHbIC
H3MEHEHHS 1a00paTOPHBIX
[I0Ka3aTesel, CBSI3aHbl 110 BPEMEHH C
npueMoM (nmpuMeHeHus)
JIEKapCTBEHHOT'O CPE/ICTBA;

HE MOTyT OBITh OOBICHEHBI
HaJU4UeM  COIYTCTBYIOIIHUX
3a00JIeBaHUI MM OJHOBPEMEHHO
NPUHUMAEMBIMHU IPYTUMH
JIEKapCTBEHHBIMH CPEJCTBAMY;
perpeccupyroT mocie npeKpanieHus
npuema (mpuMeHeHHUs)
JIEKapCTBEHHOT'O CPEJ/ICTBA;
npenapar NOBTOPHO HE Ha3HAYaJICs
MW pe3yJbTaT HEN3BECTEH.

CoMHHUTENbHASA
MIPUYUHHO-CIICICTBEHHAS CBS3h:
KJIMHHUYECKHE MPOSBICHUS
CHUMIITOMOB HEeXeIaTeIbHOU
PeaKIuy, BKIIOYas HEXKEIATCIbHbIC
H3MEHEHHUS nabopaTOPHBIX
IoKa3aTeyeil, He CBSI3aHbI SBHO II0
BPEMCEHH C MpHEeMOM (TIpUMEHEHHUEM
) TeKapCTBEHHOTO CPENICTBA;

MOTYT OBITh OOBSICHEHBI HAJHUHUEM
COITYTCTBYIOIINX 3a00JICBAaHUHA FITH
OJHOBPEMEHHO MPHHUMAaEeMbIMHU
IPYyTUMU JIEKapCTBEHHBIMU
CpEICTBaMU;

VYcnoBHas IPUYNHHO-CIIEICTBCHHAS
CBA3b:

Tpedyer MONy4YEeHUS
JIOTIOJTHUTEIbHOM WHpOpMAIUK O
MOOOYHOM JEeWCTBUU M (WIH) O
ManueHTe, NPUHUMAaBIIEM 3TO
JIEKapCTBEHHOE CPEJICTBO;

nmubo aHamu3 HHPOPMAIUHU
BBISIBICHHON  HEXENaTelbHOU
peakuuu He OKOHYECH Ha MOMEHT
OIICHKH IMPUYUHHO-CIEICTBEHHON
CBSI3U MEX]Y TTOOOYHBIM JICHCTBHEM



12.

U OpuUEMOM JICKAPCTBEHHOTO
CpCACTBa;

He mopmarommecs xiaccugpuKaiu
NPUYNUHHO-CJICACTBCHHAA CBA3b
COOOLIEHU O IOA03PEBAEMBIX
MOOOYHBIX peakUHsX HEeIb3s
OIIEHUTH, TaK KaK HET JOCTaTOYHOH
nHEpOpMAINKd WJIH JKE OHa
IIPOTUBOPEYNBA

OrcyTcTBHE sddekTa (
3¢ (HEKTUBHOCTH)
OtcyTcTBHE 0XHUAaEMOH

3¢ (HEeKTUBHOCTH BCeraa Cleayer
3aMHUCHIBATh  KaK  SBJICHUEC.

Heob6xoaumo MPaBWILHO
HCIOIb30BATh TEPMHHBI IS
ONMMCaHHS SIBJICHUU "

HeA(PPEKTUBHOCTH JIEKAPCTBEHHOTO
cpenctra" u "CHUXKEHHNE
3¢ PeKTUBHOCTH JiekapcTBa'.
IIpuunnbl HEJOCTAaTOYHOU

3¢ (HEKTUBHOCTH MOTYT BKIJIIOYATh
ciexyromee:  JIeKapcTBEHHOE
CpEICTBO HE COXpaHACTCA B
OpraHu3Me MO MPUYMHE PBOTHI WIIN
CWJIBHON JMapew; HeIOCTaTOYHAs
NIPUBEPKEHHOCTH ManueHTa
Ha3HAYECHHOH cXeMe JIeUCHUs;
HeaJleKBaTHasl 7103a;

HU3KOE KadecTBO JIEKAPCTBEHHOTO
CPEeACTBa;
dbanpcupUIUpPOBAHHOE
JIEKapCTBEHHOE CPEJICTBO;

HEBEPHO MTOCTABJICHHBIN THarHO3;
B3aMMOJIEHICTBUE, CHHIKAIOIIEE
YPOBCHB IpernapaTa B KPOBH;
JIeKapCTBEHHAs! YCTOMYMBOCTh

Pe3ynpTaT OIIEHKH B3aUMOCBSI3H
[Tocne BBIONHEHHS OICHKH
B3aMMOCBSI3U HEOOXOIUMO yKa3aTb
OJIVH U3 CIECAYIOLIUX IIYHKTOB:
peakuus (HexenaTreabHas PeaKius):
SABJICHUA, pIRIS- KOTOPBIX
MPUYUHHO-CJICZICTBEHHAsI  CBSI3b
ompejenseTci Ha  YpOBHE
JOCTOBEPHOU, BEPOSITHOW WIHU
BO3MOXHOW M KOTOpHIE B
COBOKYNHOCTH OTHOCAT K 4Hciay "
peakiuil", MOCKONBKY ISl HHUX
MIpPEAIoIaraeTcsi  BEPOSTHOCTD



HaJIMYUs  B3aUMOCBSI3HM  C
Ha3HAYCHHEM JICKAPCTBEHHOTO
cpencTsa (CpeacTs).

HexenarensHoe SIBJICHUE:
CnyyaifHbIC SBJICHUS: SIBICHUS, JJIs
KOTOPBIX TMPUYNHHO-CIICICTBCHHAS
B3aUMOCBSI3b OIIpPENCIsIeTCs Kak
COMHHUTENbHASA, TOCKOJNBKY WX
COBMAJICHHE C Ha3HAYCHUEM
JIEKapCTBEHHOTO CpeacTBa
paciieHuBaeTCs Kak ciydaiiHoe. Mx
clielyeT OTHOCUTb B OTAEJIbHYIO
TPYIIy, TOCKOIBKY OHH MOTYT
MPEACTaBIATh  3HAYUTEIBHYIO
LIEHHOCTh B BBISIBJICHUU CHUTHAJIA.
SBneHus, KOTOPBIE KOAUPYIOTCS KaK
HEOIICHHBaeMble, HEOOXO0ANMO OyIeT
HpOﬁHaﬂHSHpOBaTI: JOIIOJIHUTCIIBHO,
U UX CleayeT HCKIYUTh U3
aHamu3a. SIBIeHHWS, KOTOpBIC
KOAUPYIOTCS Kak
HeKJIaccu(UIIpPyeMbIe, OTHOCATCS K
MIPOMEXYTOUYHOW KaTeTOPUHU, U HX
OIIEHKY CIIeAyeT MOBTOPHUTH, KOTa
MMOSIBUTCS JIOTIOJIHUTEIbHAS

nHpopManys
13. 3aKIIrOuYEeHHE U BBIBOIBI:
14. Pexomennmanuu:

[Ipnmeuanue:
* Ecim madopManus 10CTyIHa
**B ciyyae cMEpTH NPUUYMHHO-CIEICTBEHHYIO CBSI3b HENb3Sl PACUEHHMBATh Kak

BEPOSATHYIO, TaK KaK B 3TOM CJIIy4yae HEBO3MOXKHO YBUAETb 3(PPEKT OTMEHBI JIEKAPCTBEHHOTO
cpeactBa. OaHako, NpU HAJIUYUM MOPUEMIIEMON BPEMEHHOW B3aMMOCBSI3H MEXKIY
INPUMEHEHUEM  JIEKApCTBEHHOI'0  Ipemapara MW JETAJIbHBIM  HCXOJOM,
NPUYKMHHO-CIIE/ICTBEHHYIO CBSI3b MOKHO PACIEHUBATh KaK BO3MOXHYIO.

@®.1.0. (nmpu HANMYKH ), PYKOBOJUTENSL CTPYKTYPHOTO

noJipa3/ieJIeHus [Moanuce

®.1.0. (mpu HaTM4YUK), SKCrepTa [Toanuce

[punoxenne 4 x [IpaBuram
npoBeeHus hapMaKkOHaI30pa U
MOHHUTOpPHHTA 6€30MaCHOCTH,
Ka4yecTBa U d9PPEKTUBHOCTH
MEIUIMHCKUX M3IeITHH

dopma

OT4eT 0 NOCTYNMBIIMX KapTaX-COOOMEHAIX



Wndopmanus o

cepbe3HoH
Hs3 HUX B HE¥XKeJIaTeNbHOI
rocyIapCTBEHHbIN Mpumsere meps ( peaxnuu Z'l’eﬁCTBHI:I' C"
Bcero CrnoHTaHHBIX OpraH OTIIPABJICHHBIE npuKas o W5 1uix: HCXO00M CMepT"B s .
KapT-coOOIIeHUI nuchMa (0 cephe3HOH HpHoCTaHOB M) yrpo3a JKHU3HH',
HexXelaTelbHOU OTCYTCTBHE
peakium) s¢pextuBHoCcTH", "
nepeso3upoBKa”, mpu
NPUMEHEHUHU
10/103pEBAEMOr0
npenapara
®.1.0. (HpH HaJII/I‘II/II/I), PYKOBOJUTEIIA CTPYKTYPHOI'O
IOIpa3AeIICHUs IHonnuce
®.1.0. (mpu HaTM4YUM), SKCIepTa [Toanuce

IIpunoxenune 5 x IIpaBunam
npoBeneHus papMakoHaa3opa u
MOHHUTOpPHHTA OE30TI1aCHOCTH,
KadecTBa U 3 HeKTHBHOCTH
MEIUIMHCKUX U3eITHH

®dopma
CprI(Typa DEPpHOOTUICCKOT'O 00HOBIIIEMOr0 O0TYETa IO 6€30IMaCHOCTH

1. TUTYNBHBIN JIUCT, BKJIFOYAs YIOCTOBEPSIOINIYIO MOAMHCH;
2. KpaTKOe U3JI0KEHUE OCHOBHOTO COJIEPKAHUS:
1) Tabnuua conepkaHust OT4YETA:
2) BBEJICHUE;
3) perucTpaMoHHBINA CTATyC B MUPE;
3. Mepbl, IPUHSATHIE 32 OTYETHBIN MEPHO/I, B CBA3U C IAHHBIMU 10 0€30MaCHOCTH;
4. M3MEHEHUs, BHECEHHbIE B CIPaBOYHYI0 HHpOpMaIUI0O MO0 OEe30MacHOCTH
JIEKapCTBEHHOTO TIpenapara;
5. OIleHKa KOJWYEeCTBa MAIlMCHTOB, MOJBEPTIIUXCS BO3JCUCTBUIO JICKAPCTBEHHOTO
npenapara:
1) oOmiee KOJIMYECTBO MAIMEHTOB, MOJABEPTIINXCS BO3JICUCTBUIO B KIMHHYECCKHUX
HCCIICIOBAHUSX;
2) ob111ee KOJTUYECTBO MAIIMEHTOB, MOABEPTIINXCS BO3EHCTBUIO IO TAHHBIM TPUMEHEHUS
Ha PBIHKE.
6. 000011IeHHBIE TAOINYHEBIE JaHHBIE:
1) cipaBouHast HH(pOpMaLKs;
2) o6o6meHHass HHGOPMAITUS 110 CePhEe3HBIM HEXKENaTeIbHBIM PEaKIUsIM, BBISIBICHHBIM B
X0/J1e KIIMHUYECKUX UCCIICIOBAHU;
3) 06o6menHast HGpOpPMaIUS M0 JAHHBIM MTOCTPETUCTPAIIMOHHOTO TPUMEHEHUS.



7. pe3roMe BaXKHBIX JAHHBIX, MTOJIYYECHHBIX B XOJI€ KIMHUYECKHX MCCIEIOBAaHMM 3a
OTYETHBIN MIEPUOL;
1) 3aBepiIEHHbIE KITUHUYECKUE UCCIIEI0BAHNS;
2) mpoI0JBKAIOIINECS KIMHUYECKUE UCCIIEIOBAHUS;
3) AIATENBHBIN NOCAEAYOINUA MOHUTOPYHT;
4) nHOE TepaneBTUYECKOE NPUMEHEHHE JIEKAPCTBEHHOI O IIpernapara;
5) HOBBIE JaHHBIE MO OE30MACHOCTHM B OTHOIICHUM Ha3HAYC€HHS (DPUKCHPOBAHHBIX
KOMOWHAIINH.
8. JaHHbIE HEMHTEPBEHIIMOHHBIX UCCIIEIOBAHU;
9. naHHbIE IPYIrUX KIMHUYECKUX UCCIEA0OBAHUM U U3 IPYTUX UCTOYHUKOB;
10. manabBIC JOKIMHUYECKUX HMCCIICIOBaHUM;
11. mureparypa;
12. npyrue nepuouyecKue OT4ETHI;
13. HegocTtaroyHas TepaneBTUUYeCKast 3PPEKTUBHOCTh B KOHTPOJIUPYEMBIX KIMHUYECKUX
UCCIIEI0BAaHHUSX;
14. Baxxnast unopmaius, mojrydeHHas mnocie 3apepuieHus noarorosku [10b;
15. 0630p CUTHAJIOB: HOBBIE, pACCMAaTPUBAEMbIE U 3aBEPILICHHBIE;
16. curHansl U OLICHKA pUCKA:
1) ob6o6maromnias naHGopMamus Mo mpodaeMaM 0e30MacHOCTH;
2) OlLIeHKa CUTHAJA;
3) olieHKa PUCKOB M HOBOM HH(OpMALINY;
4) xapakTepuCTHKa PUCKOB;
5) 3¢ (HeKTUBHOCTh MEP MUHUMU3ALMN PUCKA (€CIIH TPUMEHUMO).
17. olileHKa MOJIB3bLI:
1) BaxxHas 6a3zucHas nHpopManus o 3H(HEKTUBHOCTH B X01€ KIMHUYECKUX UCTIBITAHUN U
IIPUMEHEHUS B MEJULIMHCKON ITPAKTHUKE;
2) HoBas BhIsIBIeHHas uH(GopMaIus no 3pGHEeKTUBHOCTH B XOJ€ KIMHUYECKUX UCTTBITAHUM
Y IPUMEHEHUS B MEJULIMHCKON MTPAKTHUKE;
3) XapakTepHUCTUKA MOJIb3bI.
18. uHTErpUpOBaHHBIN aHAIU3 COOTHOLIEHUS MOJIb3a-PUCK MO 0J00PEHHBIM MTOKa3aHUSIM:
1) KOHTEKCT COOTHOIIECHMS MOJIb3a-pUCK — MEIULMHCKAs MOTPEOHOCTh U Ba)KHBIC
aNbTEPHATUBBIL;
2) OlLIEHKa MPOLEAYPhI aHAIN3a COOTHOIIEHUS M0JIb3a-PUCK.
19. 3akmroueHue u JCUCTBUS;
20. npunoxenus k [10b.
I1OB BKiItOUYAET CleyOMNE TPUIOKEHU:
1. cnpaBoyHast uHpopmanus;
2. KyMyJIATHBHBIE 00001atoNIe TaOJUYHbIE JaHHBIE IO CEPhE3HBIM HEXKEIATEIbHBIM
SBJICHUSIM, BBISIBIICHHBIM B X0J1€ KIIMHUYECKUX UCCIIEIOBAHUIN (MCIIBITAHUI);



3. KyMyJISITUBHBIC U MHTEPBaJIbHBIC 0000IIAIONINe TaOIMYHBIC JaHHBIC 110 CEPhE3HBIM U
HECEePbE3HBIM HEXeJIaTeIbHBIM PEaKIMAIM O JaHHBIM MOCTPETUCTPALIMOHHOTO MPUMEHEHNS,

4. TabIUYHEIC JAHHBIC 10 CUTHAJIAM;

5. OIlEHKa CUTHAJIOB, €CJIM PUMEHUMO;

6. mepeyeHb BCEX MOCTPETUCTPALMOHHBIX UCCIIE0BaHUM MO O€30MACHOCTH.

[Ipunoxenne 6 x IlpaBumam
MPOBEACHUS (hapMaKOHAI30pa U
MOHUTOPHUHTa OE30MaCHOCTH,
KadyecTBa U 3(PPEKTUBHOCTH
MEIUIIMHCKUX M3IeTTHH

dopma

OkcnepTHOe 3aKII0YeHHE [0 OEHKE MEPHOAMIECKOro 0OHOBIIEMOTO OTIETa 0 G€30IMacCHOCTH
JIEKapCTBEHHOT'O CPEACTBA

(Yka3aTh Ha3BaHUE JIEKAPCTBEHHOT'O CPEACTBA) ([J1s1 BCEX JIEKAPCTBEHHBIX CPEJICTB, KPOME
BaKITMH ¥ OMOTEXHOJOTUYECKUX TIPETapaToB)

Howmep nepuoandeckoro o6HoBiIsIeMoro ot4yeTa no 6ezonacHoctu (nanee - [I0OOB) B
Peectpe [TIOOB:

Howmep I1OOB, npucBoennslii JIPVY:

[Iponeaypa (BbIOpaTh HY>KHOE M3 HUXKECIETYIOIIETO):

CTaHJapTHas MEPUOJUYHOCTh

ocobast nepruoJuYHOCTh (1o cnucky pedepentHbix gat EC)

IO 3aMpoCy YINOJIHOMOYEHHON OpraHu3alimn)

AxTHBHOE(BIE) BEIIECTBO(A):

[Tepuon, oxBauenusiii nanHbiM [1OOB: ¢ o 20 r

JUI.MM.ITTT. JJJI.MM.ITIT.
1. CnpaBouHnas napopmanus
1. ToproBoe Ha3BaHuE

MHH unu Ha3BaHue 1eHCTBYIOMIETO
2. BEIIECTBA IJIM COCTaB IS
KOMOWHHUPOBAHHBIX IIPENapaToB

MexyHapo/iHas AaTa perucTpalni,
CTpaHa; HOMEP PEerucTPaLUOHHOIO
ynoctoBepenus PK, nara

perucTpayu
4 dapmMakoTepaneBTHUecKas rpymnmna (
’ kox ATX)
5 [oxa3aHus K IPUMEHEHHUIO, CITOCO0
’ NpUMEHEHHS
6 JlexapcTBeHHBIE  (GQOPMBI U

JI03UPOBKH



10.

11.

12

13.

14.

15.

16.
17.

18.

2. OcHOBHast UH(pOpMaIUS

Pazpemnsr [IOOb

Omnucanue aKTUBHOI'O BEIIECTBA, €T0
(hapMakoTepaneBTUIECKOE CHCTBHE

W3meHennss B wHPOpPMAUA O

JIEKapCTBEHHOM CpelncTBe,
npeanoxenusie J[PY B pamkax

storo II0OOb

Peructpanuonnsiii cTatyc
JIEKapCTBEHHOT'O CPE/ICTBA

Mepbl, TOpUHATBIE B TEUYCHUE
OTYCTHOTO TMEPHOAA MO MPUYHHAM
6e30macHOCTH

N3MeHeHuss B  CcHpaBOYHOU
nH(OpManuy 1o 6e30MacHOCTH

OmueHKa 3KCIO3UINH: KyMYyJIITHBHOE
WIM HWHTEPBAIBHOE KOJIHYECTBO
nanueHToB, nonyuuBmux JIC mpu
KJIMHUYECKMX HCIBITAHUSIX U B
MIOCTPETUCTPALMOHHBIN EpUOS

Kpartkuii koMMeHTapuili mo uroram
paccMOTPEHUs! JaHHBIX B CBOJHBIX
TabaMIax

Pesrome BaXXHBIX JaHHBIX
KIIMHUYCCKHUX I/ICCJ'IGI[OBaHI/Iﬁ B
TECUCHNE OTYETHOTO II€proaa

I[aHHI)Ie HeI/IHTepBeHLII/IOHHLIX
HCCIIETOBAHUN

JlaHHBIE [PYTHX KIMHHYECKHX
HUCCIEJOBAaHUH W W3 JPYyTHX
HCTOYHHUKOB

Janubie NTOKIMHUYECKHX
HUCCIEI0OBaHU

Jlurepatypa

Baxxnas mHpOpManus mocie NaThI
3akpeiThs 0a3bl qanHbX [I006

OreHKa CUTHAJIOB: HOBBIE, TEKYIIHE
WM 3aKPBITHIC B TE€UEHUE MHTEpBaja
OTYETHOCTH

OumeHka pHUCKOB M HOBOW
nHpopMaun

XapakTepucTHKa pUCKOB
O1nenka moIb35l

OleHka aHalW3a COOTHOIICHHS
TIOJIB3BI (PUCKOB).

Kpatkoe nznoxenue nanusix I100b
W TpeABApPHUTENbHBIE KOMMEHTAPHH
JKCIepTa



19 OueHKa UHTETPUPOBAHHOI'O aHAJIM3a
IIOJIb3bI n PUCKOB pIRIG: |
YTBCPKACHHBIX MMOKa3aHUuH

20. 3aKaroueHne

3. BeiBOIBI

COOTHOIICHHE ToJb3a (PUCK) CcOXpaHsAeTcs
OMarompuATHBIM ¥ HET HEeoOXOJAMMOCTH B
PEKOMEHALUH IPUHATUSA PETYIATOPHBIX MEP

COOTHOLICHHE TMOoJb3a (PUCK) COXpaHseTcs
OIaronpUsATHEIM, HO TpeOyeTcs BHECEHIE N3MECHEHHH B
o0IIyl0 XapaKTEepPUCTHKY M HMHCTPYKLHIO 11O
MCIUIIMHCKOMY IMPUMCHCHHUIO (HHCTOK-BKHa}IBIIH)
JEeKapCcTBEHHOTO CPECTBAa WM BHEIpPEHHE IUIAHA
YIIpaBJIeHUS] PUCKAMU C LIENBIO YIIPABIEHUsI PUCKaMH U
X MUHUMH3ALIH

COOTHOINIEHHWE TMOoJib3a (PUCK)  COXpaHseTcs
0JIarONpUSATHBIM, HO TpeOyeTcsi NpPOBEACHHE
MOCTPETUCTPAOHHBIX HCCIIE0BaHUI 0€30MacHOCTH C
[EJbI0 OIICHKM HOBBIX JIAaHHBIX, BIUSIONIMX Ha
COOTHOIIICHUE ITOJTh3a (PHCK)

mojap3a HE IMpeBBIIaeT pPHUCKH, TpebdyeTcd
[IPUOCTAHOBUTH WJIM OTO3BaTbh PErUCTPALUOHHOE
YIOCTOBEPEHHE JIEKAPCTBEHHOI'O CPECTBA

4. PexoMenaanuu
BriBoabl M OCHOBaHMS 1Jisi BHECEHHUSI U3MEHEHUH B OOIIYI0 XapaKTEPUCTHUKY H

MHCTPYKIIUIO 10 MEAUIIMHCKOMY MPUMEHEHUIO (JIMCTOK-BKJIA/IbIII) JEKAPCTBEHHOTO CPEICTBA
, BHEJpPEHUs IJIaHa YIPABJICHUS PUCKAMH C LEJIbIO YIPABICHUS PUCKAMU U UX
MUHUMU3AIUUWIIN TTPOBECHUS MOCTPETUCTPAIIMOHHBIX UCCIIEIOBAHUI

@®.1.0. (npu HANMYKH ), PyKOBOJUTENSL CTPYKTYPHOTO

[oApa3AeIeHust Iloamuce

@®.1.0. (npu HAIMYKHK ), SKCTIEPTA [Toanuce

IIpunoxenue 7 k [IpaBunam
MPOBEACHUS (hapMaKOHA30pa U
MOHHUTOpPHUHTA 0E30MMaCHOCTH,
KadyecTBa ¥ 3P PEKTUBHOCTH
MEIUIMHCKUX H3/ISITHi

dopma
CrpyxTtypa u cogepxanue ITYP*

[TYP BxitouaeT B cedst 7 uH(OPMAIIMOHHBIX YaCTEM:

4acTh | - 0030pHas uHpopMaIlKs 10 JEKAPCTBEHHOMY Tpernapary;
4acTh 2 - cnenuduKaius no 0e30MacHOCTH:

MoAayJib CI - annieMuoiorust moKa3aHuii 1Mo EeJIEBbIM MOMYISLIUSIM;
Moynb CII - TOKJIIMHUYECKas 4acTh;



HE

moxyJib CIII - Bo3eicTBrE TEKapCTBEHHOTO Mpenapara B X0A€ KIMHUYECKUX
HUCCIICOBAHMM;

Moyib CIV - monmynsiiuu, He U3y4YeHHBIE B X0JI€ KIMHUYECKHUX MCCIICI0BAHUM;
MoayJib CV - MOCTPErUuCTPaAIMOHHBIN OTBIT TPUMEHEHHUS;

moayib CVI - nonomauTenpHbIe TPEOOBAHUS K CrICITU(DUKAIIIN TI0 0€30TTaCHOCTH;
moayib CVII - upentudunupoBanHbie U MOTEHIMATbHBIE PUCKU;

moxayJsib CVIII - 06001mennas nadopmarnius no npoodiemam mo 6€30nacHOCTH;

4acTh 3 - TUIaH 1o ¢papMakoHaI30py;

4acTh 4 - MJIaH MOCTPETUCTPAIMOHHBIX HCClIeN0BaHUN 3 (PEKTUBHOCTH;

4acTh 5- MEPHI M0 MUHUMU3AINH PUCKOB (BKJIFOYAs OLIEHKY () PEKTUBHOCTH MEp
MUHHUMU3AIIU PUCKOB);

yacTsb 6 - pestome [IVP;

4acTh 7 - NPUII0KEHUSL.

Ecmu ITYP cocraBisieTcss Ha HECKOJIBKO JIEKAPCTBEHHBIX ITPENApPaTOB, ISl KAXKI0TO U3
JIEKAPCTBEHHBIX MPEMAPATOB MPETyCMATPUBAETCS OTAEIbHAS YaCTh.

[TYP conepxut crneayromue npuiloKeHus:

npunoxkenne Ne 1 k [TYP: Tekymas (wiu npennaraeMas, €Cliv JISKApCTBEHHBIN Mpernapar

3apeructpupoBan) Bepcust OXJIIT u UMII (JIB);

npuiioxkerue Ne 2 k [TYP: Kpatkuit 0030p BBINOIHAEMBIX U 3aBEPIICHHBIX IPOTrpaMM
KIIMHUYECKUX UCCIICI0BAHNU;

npuinoxkerne Ne 3 k [TYP: Kpatkuit 0030p BBINOIHAEMBIX U 3aBEPIIEHHBIX TPOTrpaMM
(dhapMaKkodMUAEMUOIOTHYECKUX UCCIIEIOBAHMIA;

npunoxenne Ne 4 k ITYP: [IpoTokoisl npeaiaraéMbiX U MPOBOAUMBIX HCCIIEIOBAHUN 110
yactu 3 I1VYP;

npuinoxkerne Ne 5 k [TYP: Cnernuanpasie opMbI TOCIIETYIONIETO HAOIIOACHHS 32
HEXKEJIATEIbHBIMU PEAKIUSIMU;

npunoxenne Ne 6 k [TYP: [Iporokonsl npemyiaraeMpix 1 TPOBOAUMBIX UCCIIETOBAHUAM 110
yactu 4 [1YP;

npuioxxkenre Ne 7 k ITYP: HoBbie 1ocTymHbIe OTUETHI 00 UCCIIEIOBAHUSIX;

npuinoxenue Ne 8 k [TYP: [Togpo6uas undopmarius o npeasioKeHHbIX JOMOJTHUTEIbHbBIX
MEPONPUATUAX 110 MUHUMH3AIMKI PUCKOB (€CIIU TPUMEHUMO);

npuinoxenne Ne 9 k ITYP: [Ipyrue BcnomorareibHble JaHHbIE (BKJIHOYAsl CCHIIIOYHBIN
Marepuan).

[Ipumeyanue

* ITYP nmpenocTaBisieTcsi B SKCIEPTHYIO OPTraHU3AIMIO B QJIEKTPOHHOM BUJIE, C
COTPOBOAUTEILHBIM TUCEMOM, 00pa30BaTEIbHBIC MaTEPUAITBI, TIPETHA3HAYCHHBIE JIJTS
CcyOBEKTOB 3/IpaBOOXpPaHEHUs, TAIIMEHTOB PEIOCTABISIOTCS C IEPEBOJIOM Ha PYCCKUI U
rOCYyAapCTBEHHBIN S3bIK.



ITpunoxenune 8 x [IpaBunam
npoBeaeHus papMakoHan3opa u
MOHHUTOpHHTA 0€3011acHOCTH,
KadecTBa U 3 HeKTHBHOCTH
MCIUIIMHCKHX PI3IICHI/Iﬁ

dopma

JKcmepTHOE 3aKII0OYEHHE TI0 3KcnepTH3e [lnana yrnpaBieHns pHCKaMH TP PAMEHESHAH
JIEKapCTBEHHOT'O CPE/CTBA

1. Homep I1YP, npucBoennsiit JIPY

2. HIBJIC/JIC/ITY P/3/xxxx/rrrrmMm (tipenoctasienue [1YP no 3anpocy sxcnepTHON
opranuzaiuu, ooHoBieHue [1YP)

3. Jlara 3aceganusi 1 HOMEp MPOTOKOJIA 1O paccmoTpenuto [TYP

4. ToproBoe Ha3BaHHE

5. JlexapcTtBeHHas (hopma(bl) 1 KOHLIEHTPALU

6. AKTUBHOE(bIE) BELIECTBO(a):

7. MHH (unu oG1iee Ha3BaHUE) NEHCTBYIOIIETO BellecTBa (BEIIECTB | —
dapmako-TepaneBruueckas rpynna (ATX-kon)
8. Jlepkarenb perucTpaliiOHHOTO YAOCTOBEPEHUS W 3asiBUTEIb:

9. Uncno nekapCTBEHHBIX CPENCTB, K KOTOPBIM OTHOCUTCA naHHbld [IYP:
(JlekapCTBEHHBIE CPENICTBA, COACPIKALIUE OJJHO U TO 7K€ JEHCTBYIOLIEE BELIECTBO U
NIPUHAUIEKAIINE OTHOMY U TOMY K€ BJIAJEIIbIy PErUCTPAMOHHOTO YAOCTOBEPEHMUS,
MOTYT UMeTh ojiuH [TYP)

Jata oxoHuaHus JedictBus nepBoro IIVP,

Bepcusa nome
oxBaTbIBaeMoro gaHHBIM [TYP p p

Jlata oxoH4aHus nedcTBus mnociuegnero IIYP,
oxBaTbIBaeMoro aaHHbIM ITYP

10. OCHOBHBIE CBEJIEHU A
10.1 Yacts 1 "O630p mpoykra

ToproBoe Ha3BaHue(s)

Bepcus nHomep

IIpouenypa perucrpauun
HOMep(a) pETUCTPAITIOHHOTO YIOCTOBEPCHUS

Kpatkoe onucanue nponykra, BKIIOYas: XUMUYECKUI
KJlacc, KpaTKoe W3JIOXKEHHE MEXaHM3Ma JAEHCTBHUS,
BaXHYI0 uWH(pOpManuio O cocraBe (Hampumep,
IPOUCXOKIEHUE  JEHCTBYIOIIEr0  BEIIECTBa

OuomnpenaparoB, CBS3aHHBIX BCIIOMOTATEJIBHBIX
BEIIIECTB WJIM PaMKaJIOB /s BAKI[VH)

[Tokazanue(s): JeticTByromiee (eciyu MpUMEHUMO)

IIpennaraemoe (ecau MPUMEHUMO)

Jo3uposka JleficTByromas (€ciu IpUMEHUMO)
IIpenyaraemas (eciv IPUMEHUMO)

JlekapcrBenHas Gopma(bl) U KOHIIEHTPALIUU



JeticTByromye (eciy NpUMEHUMO)
[Ipennaraemsre (eciy MPUMEHUMO)

Crpana u nara Bel1auu nepsoro PY

CTpaHa " JaTa IOCJICIHCTO BBIITYCKA Ha PBIHOK

11. Yacts 11 "Cnenuduxanuu mo 6e3omacHoct"
Tonbko mocne peructpanuu [1oAIeKUT i MPOAYKT JOTIOTHUTETHHOMY MOHUTOPUHTY
(BBIOpATh HY)KHOE)

B EBpometickom Coroze Ha Her
B CIIIA Ha Her
B PeciyOmuke Kazaxcran  [la Her

Moryb Cl - s1uAeMHOIOTHS TOKa3aHUH 10 IIETIEBBIM Oy ISIHAM
moayib CII - noknmuHrYecKast 4acTh

monyns CIII - Bo3meilicTBHE JIEKapCTBEHHOI'O Tpenapara B XOAe KIMHHYECKHX
HCCIIEI0BaHUI

moyib CIV - momyJisiiiy, He U3ydeHHbIE B X0/1e KITMHUYECKUX HCCIIETOBAHUIMA
Moysb CV - MOCTPEerucTpalMoHHbIH OIBIT IPUMEHEHHS
moaysie CVI - nononHuTensHbIe TpeOOBaHUS K CHeIU(UKAIMK 10 6€30aCHOCTH
moxyns CVII - naeHTHGUIIPOBAaHHBIC W TOTCHIIHATBHEBIC PHCKH
Moyss CVIII - 0600meHHas HHGOPMAITUS 10 MPodIeMaM Mo 0e30MacHOCTH

1) Pe3tome yrpo3 6e3omacHOCTH

Ta6muma: Pe3tome yrpo3 6e30macHOCTH

Pestome yrpo3 6ezomacHoCTH

BaxHble naeHTHOUIUPOBAHHBIE PUCKH <> [lepeuncaurts
BaxxHble TOTEHIMANbHBIE PHCKA <>[lepeuncnuth
OtcyTcTBYyIoIas HHPOPMALIASI <>[lepeuncnutsb

2) BeiBoapl 110 crienuduKkaiusam 0€30macHOCTH

12. Yacts III "I1nan papmakonagzopa'

Meponpusarue/

HasBanue Jara npencrasnenus

UCCIeIoBaHMsl (THII MIPOMEKYTOUHBIX HIIN
PaccmarpuBaempie CrTatyc

MEpPOTPHUSITHS, 3aKITIOYUTEIBHBIX

Hemn YT PO3H 3ammaHupOBaHHOE,

Ha3BaHUE OTYETOB (
06e30macHOCTH Ha4JaToe,

HCCIICIIOBAaHUS 3aIUTaHUpPOBaHHAS

[eciu m3BeCTHO] mwn (haKTHIECKas)

kareropus 1-3)*

1) Pe3rome miaHUpyEeMbIX JOTIOTHATEIBHBIX MEPOTIPUATHH 110 (hapMaKOHAI30py
(ecyi MPUMEHUMO)

2) OGuIue BBIBOJIBI MO TJIaHy (papMakoHaI30pa




13. Yacts IV "Iiansbl 10 TpoOBEAEHUIO MOCIEPErUCTPAIMOHHBIX UCCIIEI0BAHUIN
s pexTuBHOCTH"

Pe3toMe nmociieperucTpallioHHOr0 MIaHa pa3BUTHS U3y4eHHs 3P PEeKTUBHOCTH

Tabnuna: Pe3toMe mocineperucTpamoHHOTO TIaHa pa3BUTHS U3ydeHUS 3P (HEKTUBHOCTH

Cratyc ( dara npeacraBieHUs

NJIaHupyeMoe MPOMEKYTOUHBIX HIIH
HUccnenoBanue (Tun PaccmarpuBaemblie by ’ P Y

HauaToe, 3aKIFOYUTEIBHBIX
u HOMED Henn npoo6iaemMsl

3aBepUICHHOE, OTYETOB (
MCCIIEeIOBaHM) s peKTuBHOCTH

pe3yIbTaTHI 3arIaHUPOBaHHAS

MIpeICTaBICHBI) win (haKTHIECKast)

14. Yacts V "Mepbl 10 MUHUMHU3ALUU PUCKOB"
Tabnuua: [Ipemnoxenus ot [IPY B oTHOLIEHNH Mep O MUHUMM3AILUU PUCKOB

OObIYHBIE MEPBI IO MUHUMH3AIINN I[OHOHHI/ITCJIBHLIC MEPBI Io

Yrpo3a 6e30macHOCTH
PHCKOB MHUHHMH3AIUA PUCKOB

BBIBOI[BI B OTHOIICHHWHA MCP 110 MUHUMMU3AIINH PHUCKOB

15. Yactp VI "Pe3roMe MeponpusiTHiA B TUTAHE YIIPABJIECHUSA PUCKAMU JJIsI JICKAPCTBEHHOTO
cpencrna'

OO611e BHIBOJIBI 11O OOIIEAOCTYITHOMY PE3IOMe

16. 3akntoueHue sKcnepra

IIVP saBnsiercs npueMiaeMbIM

[IYP sBnsiercss mpHeMJIEMBIM C HEOOXOAWMOCTBHIO
BHECCHMSI HE3HAUUTENIBHBIX U3MEHEHUH B CIEIYIOLEM
OOHOBIICHHN

I[TYP wmoxeT OBITh NPHUEMIIEMBIM IpPU YCIOBUHU
npejacTaBieHuss  oOHoBieHHOTO  [IYP u
YAOBJIETBOPUTEIBHBIX OTBETOB Ha: IIEPEUYEHb BOIPOCOB,
IepedeHb CIHOPHBIX BOIPOCOB, 3alIpOC HA MONYy4YECHUE
JOTIOTHUTEIbHON MH(OPMAINH

ITYP sBnsgercs He IpUEeMIIEMBIM



1) 3akiroueHue KcrepTa Mnociae MoIyYeHUs OTBETOB Ha 3a1poc
O

ITYP sBnsercs npreMaeMbIM

[IVP sBnsercss mpuemiieMbIM C HEOOXOIUMOCTBIO
BHECEHUS HE3HAYUTEIIbHBIX U3MEHEHUN B CIEAYIOLIEM
OOHOBIICHUN

IIYP MoxeT ObIThb NpUEMIEMbIM [pU ycloBuum [ ]
npenacrasiaeHust oOHoBiIeHHOTO [TYP

[

ITYP sBnsercs He NpueMIIEMBIM

®.1.0. (mpu HAIUYUK), PyKOBOJAUTEISI CTPYKTYPHOTO
roApa3aeiIeHus [Moanuce
®.1.0. (mpu HaTUYUN), SKCTIepTa IToamuce

ITpunoxenue 9
k [IpaBunam mpoBeaeHUs
(hapmMakoHa130pa 1 MOHUTOPHHTA
0€30IMaCHOCTH, KauecTBa U
3¢ (HeKTHBHOCTH MEAUIINHCKIX
U30eIIUH

®dopma

OKcIepTHOE 3aKII0OUYeHHE 10 oneHKe Mactep-(aiina cucreMsl hapmakoragzopa (MPCD)
JlepxaTens perucTpalfiOHHOTO YAOCTOBEPEHUS

Homep M® C® B Peectpe MOC® PI'TI "HIDJIC u M": Homep Bepcuu MOCO,
npucBoeHHbIN [IPY: Ha3Banue nexapcTBEeHHOTO cpencTBa: H/ AKTUBHOE(BIC) BEIIECTBO(a): H
/m Tlpoueaypa: BeIOpath HykHOE U3 HipkecneayoieroHIDJIC/JIC/MOCO/CT/xxxx/rrrrMm
(cranpaptHas mnpoueaypa mnpenoctaBienus MOCO, mno 3ampocy) Jlepxkarenb
peructpanuoHHoro yaocrosepenusi: /lata nocrymienuss MOCO:

Jlata Hauana npouenypsl

JlaTa HanucaHus MpeaBapUTEIFHOTO OTYETa 00 OIICHKE
OCHOBHBIE CBEJAEHW A

JepxaTenb perucTpaloOHHOTO YAOCTOBEPEHUS

Anpec [lepxatesst perucTpaioOHHOTO YIOCTOBEPEHUS

Anpec HaxoxnaeHuss Macrtep @ailna cucTeMbI
(hapmakoHagzopa

KontaktHoe numo Jlepkatens perucTpaliMOHHOTO

ynoctroBepenus B Pecniyonmke Kazaxcran

Anpec KOHTAKTHOTO JIMIa Hepxarens
PETHCTPAIIMOHHOTO yAOCTOBepeHus: B PecmyOiuke
Kaszaxcrtan

YnonHoMOYeHHOE JHIOO 10  (apMaKoHAA30py
JeprxaTens perncTpannoHHOTO yI0CTOBEPEHHS

KoHrakTHas nH(MOpPMAIHS 10 YIIOTHOMOYEHHOMY JIUILY
no ¢apmakoHan3opy: (ammius, MOYTOBBIA ajapec,



HoMep Tenedona, Gakca, INEKTPOHHAS [T0YTa, paboumii
azpec U pesroMe (KBaIu(UKAIIHS)

Ilepeuenr  nepxkareneid  perMCTPALMOHHOTO
YAOCTOBEPEHUS, HCHOJB3YIOUINX MpeACTaBICHHBIN
MOCD (ecu umeeTcst)

OLEHKA OcnoBHas unhopmarius

Onucanue OpraHu3alMOHHON
1. CTPYKTYPHI CHCTEMBI
(apmakoHa30pa

MecTopacmonoXeHue Mo KOTOPOMY
2. OCYIIECTBISIETCS] EATSIBHOCTD 110
(dhapMakoHaI30py

JenerupoBaHHas JeSTENBHOCTD (
HaJIMYHAE KONMH, ITOAMUCAHHBIX
3. COTJIAIICHWM Ha JeJeTHpOBaHUE
3HAUUMOM ACATCIBbHOCTH 10
(dhapMakoHaI30py)

KpaTkoe pe3rome yIoJIHOMOYEHHOTO
nuIa mo hapMakoHaI30py

KBanudukaus ynorHOMOYEHHOTO
JMna 1o apMakoHaI30py

OmnrcaHne KOMIBIOTEPHBIX CUCTEM H
0a3 JaHHBIX 10 0€30M1aCHOCTH

Cnucox JOKYMEHTaIbHO
7. 0oGOPMIICHHBIX TNpOLENYyp W
MIPOLIECCOB

8. OOyuenue nepconana (Omucanue)

Aynmut cuctemsl apmakoHam3opa (
OTIMICAHWHE)

[Mpunoxenuss k wmacrep-dainy (
BKJIIOYAs ITepeveHb JIEKapCTBEHHBIX
Ipenaparos, KOHTPaKTHBIX
JIOTOBOPEHHOCTEH, JeJIeTHpOBaHNe
(GYHKIMH YIOJIHOMOYEHHOTO JINIA
no ¢apMakoHaa30py, CIIHCOK
3aBEpIICHHBIX  ayAUTOB  3a
mocnenuue 10-yer)

11.

®dopmar NpefoCTaBICHUS
Macrep-daiina CHCTEMBI
dbapmakoHam3opa (3MEKTPOHHAS
(dopmMa, ieuaTHAsT KOTIHS)

12.

CooTtBercTBHUE CHCTEMBI
dbapmakoHag3opa APY
13. JEHCTBYIOIIMM  TpeOOBaHUAM
3aKoHOMaTenbecTBa  PecnmyOnuku
Kazaxcran (Crangapty GVP)

BBbIsiBIICHHBIE HETOCTATKH CHCTEMBI
(dapmakoHag30pa/ HECOOIIOICHHE

14.

Her



TpeGoBaHUH JEeUCTBYIOIMIUX
IIPUKA30B

15. 3aKI0uYeHne U BBIBOJ
®.1.0. (nmpu HATMYKK ), PyKOBOJIUTENSI CTPYKTYPHOTO
MOApa3ACIICHUS IToanuce
®.1.0. (mpu HaMM4YUK), SKCrepTa [Toanuce

[Ipunoxenne 10
k [IpaBunam mpoBeaeHus
(hapmakoHa130pa 1 MOHUTOPHHTA
0€30IaCHOCTH, Ka4YeCcTBa U
3G GEKTUBHOCTH MEAUITTHCKIX
U3IeTni

dopma

Ceezenus o mpoduiie 6e300aCHOCTH JIEKAPCTBEHHBIX CPECTB, HIMEIOMUX 6eCCpOTHyIO
PETHCTPALIO

KOMITAaHU U 3a mepuog " " 20 - 20

IT.

1. Toprosoe Ha3Banue JIC

2. Hara perucrparun u Homep PY B PK

3 ®opma Bemmycka JIC (tab, p-p,
KaIlCyJIbl, Ma3b)

4 dapmakoTepaneBTHYECKas TpyIna
MHH JIC, ATX xon

5. Hepxarens PY 1 KOHTaKThI

6. [IpousBoautens PY n KoHTaKTHI™

7. 3assutens JIC B PK u koHTaKkTH*
JlaHHBIE O  CYIIECTBEHHBIX

g HM3MEHEHHAX poduist 6e30macHoCTH

(marta, cyTh U3MEHEHUIT), CBSI3aHHBIC
c:

TIPEBBILLIEHUEM OKUAAEMOMN YaCTOThI
CEpPbE3HBIX HEXeIaTeIbHBIX
peakiuii;

CCPbE3HBIMHU  HEIKCJIATCIIbHBIMU
peaKkuusaIMu;

TpeOOBaHUAM 10 BHECEHHIO
CYIIECTBEHHBIX HM3MEHEHUH B
WHCTPYKLMIO B IPYTUX CTpaHax, HO
HE BHECEHHBIX B KpPaTKyIo
xapakrepuctuky JIC(Sm PC);

HpOGJ’IeMaMI/I, BBIABJICHHBIMH B XO/JI€
HC UHTEPBCHIOHUOHHOTO
NOCTPETUCTPALTUOHHOT O
HCCICOA0BAaHUA,



W3MEHEHHUSIMH B  KpaTKo#
xapakrepuctuke JIC (Sm PC);

JIpYTrUMU PUYMHAMHU

OrpaHudeHust B paclpoCTpaHEHUN
JIC unu npuoctaHoBka aeiictsust PY
9. 0 TPUYMHAM, CBSA3AaHHBIM C
6e301acHOCTHIO U 3((HEeKTUBHOCTBIO,
nHurmupoBanHsie YO wiu JIPY JIC

3akmrouyeHne 0  mpoduie

10.
0 6e3omnacuoctu JIC

[Ipumedanue: * mpu BHECEHUH N3MEHEHHBIX JJAHHBIX OTMETHUTH KEITHIM (POHOM
PykoBoautens opranuzamnuu

MOAMKUCH ®.1.0. ( mpu HAIUYUN)
Hara" " 20 T.

IIpunoxenue 11
k [IpaBunam mpoBeaeHUs
(hapmMakoHa130pa 1 MOHUTOPHHTA
0e30IaCHOCTH, Ka4eCcTBa U
3¢ (HeKTHBHOCTH MEAUIINHCKIX
U3EIINH

®dopma
3Kcnepmoe 3aKIII0OYCHHUC O COOTHOIICHWH IMOJIB3a-PUCK JICKAPCTBCHHOI'O IIpeIiapara

OCHOBHBIE CBEICHHUS
Toprosoe HazBaHue
MHH (unu o61iee Ha3BaHKE) JEHCTBYIOMIETO BEIIECTBA
dapmako-TepaneBTudeckas rpynmna (ATX-kon)
JlexapcTBeHHas popma(bl) ¥ KOHIICHTPAITUS(H)

IIpousBonutens/ Jlepkareinb pErHCTPANMOHHOTO
YAOCTOBEPEHUS

Homep pernctpaimoHHOTO yJOCTOBEPEHNUS

Haszpanue wu aapec 3ajdBUTCIIA Ha IOJYYCHHUEC
PETUCTPALIMOHHOTO YIOCTOBCPCHUA

JlexapcTBEHHBIH MpenapaT CpaBHEHHUS (ECITH eCTh)
MexnyHapoaHas qaTa poxIaeHUs
Jara nepBoii peructpannu B Pecrrybmmke Kazaxcran
@®.1.0. (mpu HATHMYUH) IKCTIEPTa

OneHka COOTHOLIEHUS TOJIb3bI U PUCKA

1. Macrep-daiin cuctemsl (hapMakoHaI30pa
dopmat u comepaxaHue

YrorHOMOYeHHOE JIHIO 3a (¢apMakoHAI30p Ha
tepputopuu PK

AHanu3  BBINOJHEHHS  0053aTENbCTB IO
(hapMakoHa 30py B TOM, YTO cHcTeMa (hapMaKOHAI30pa



BHEJ[PEHA COTJIACHO TPeOOBAaHMAM 3aKOHOIATEIILCTBA U
HaJuIeXalei mpakTHKy (hapMakoHaa30pa

3aKIII0YeHNE U BBIBOJBI
2. l[lepnoanueckuii oOHOBIsIEMBbIN 0TUeT 10 Oe3omacHoctu (ITOOB)
dopMar U copepKaHue

Amnanu3 unpopmanuu no 6e3onacHoctu JIC (1aHHBIX O
TP, OO JIC, momydeHHBIX U3 BCEX MAOCTYIHBIX
JIETUTUMHBIX HCTOYHHKOB)

OO6Hapy>keHHe CUTHAJIOB U UX OIleHKa
3aKiI0ueHUE U JeHCTBHS
3. [1nan ynpaBnenus puckamu (ITYP)
dopmaT U coaepKaHue
0O0630pHas HHPOPMAIIUS 110 JIEKapCTBEHHOMY IpenapaTy

WnenTndukanus BaXXHbIX PHUCKOB M OTCYTCTBYIOIIEH
uHpopmanuu

AxtuBHoctH 110 ®H
AKTHBHOCTH 110 MHHUMU3AIH PUCKOB

Onenka »(Q(PEKTUBHOCTH MEpPONPHUATHH IO
MHHHMH3aLUH PUCKOB

3aKioYeHue u BbIBO/JIbI
4. Onenka o6HOBIICHHON MHBOpMaruii o 6e3omacHocTr JIC B peryiIsTOPHBIX OpraHax
JIpYyrUX CTpaH U U HayyHO-MenuuuHckou murepatypsl JIC (caiiTel perynaropasix ctpad ICH
u CHI', nayuHnoii npeccel, myonukanuii BO3)
AHanu3 KayecTBa HalJIeHHOH HH(pOpMaIUK
3aKiIoYeHue U BbIBO/JbI
5. MonuTopuHTr 0€30MacHOCTH TpenapaToB 1o nporpamme pdls u Ha moptane ndda.kz
Hanuune cooOIieHuii, KOJIUYECTBO
Cepbe3HOCTh
Okcnozunus (u3 [10B, TTYP)
3aKIroueHue u BbIBO/JIbI
6. OueHka o01ieit xapakTepucTiuku B cpaBHeHuu ¢ SPC opuruHanbpHOro npemnapara
dopMaT U copepKaHue
Cootserctaue SPC
3aKIroYeHNE U BbIBO/JIbI
7. 3aKIII04eHus FKCIepTa
CooTHolIeHHE T0JIh3a (PUCK) COXpaHSAETCS OJaronpusITHBIM U HET HEOOXOJIUMOCTH B
PEKOMEHAAIUU PETYIATOPHBIX MEP.

CooTHomieHrue mosb3a (PUCK) COXpaHsETCS OJaronpusTHBIM, HO PEKOMEHyeTCs
BHECEHUE W3MEHEHUN B MHCTPYKIIUIO 10 MeaUIMHCKOMY npuMmeHeHuto JIC uinu BHenpeHus
IJIaHa YIPaBJIEHUS PUCKAMU C LIENbIO YIPABJICHUS PUCKAMU U UX MUHUMH3ALINH.

CooTHouleHrne mosb3a (PUCK) COXpaHseTCd OJaronpusTHBIM, HO PEKOMEHIyeTCs
MPOBEACHUE MOCTPETUCTPAIIMOHHBIX HCCIEIOBAHUNM 0€30MaCHOCTH C IEIbI0 OIEHKH HOBBIX



JAHHBIX, BIMSIOINIMX HAa COOTHOLIEHHE NoJyib3a (puck). Ilonb3a He NIpeBBIIAET PUCKH,
PEKOMEHIyeTCsl TPUOCTAHOBUTh WMJIM OTO3BaTh PETrUCTPALMOHHOE YJOCTOBEPEHHUE
JIEKapCTBEHHOI'O CPE/ICTBA.

DKcnepr

[Toanuce @®.1.0. (mpu HATMYUH )
PykoBouTeNnb CTPYKTYpPHOTO MOIpa3ieieHus

[Toanuce ®.1.0. (mpu HAIUYUN)

[Ipunoxenue 12
k [IpaBunam mpoBeaeHUs
(hapmakoHa130pa 1 MOHHTOPUHTA
0e30I1aCHOCTH, Ka4eCTBa U
3¢ (HeKTHBHOCTH MEAUIIMHCKIX
U3 EIIUH

®dopma

OTYET o pe3yibTaTax HHCIIEKIHH CHCTEMEI CITyKOBI (hapMaKOHaq30pa JepaKaTenei
PETrHUCTPaiOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHBIX CPEICTB

(HaMMEHOBAaHMWE OPTraHU3AIUU-TIPOU3BOAUTEIIS U(HUIIH) JepKaTeNsl peTUCTPALIMOHHOTO
YAOCTOBEPEHMUS)

(HaMMEHOBaHUE JICKAPCTBEHHOTO CPEJICTBA)
1. Pe3rome

HaumenoBanme, anmpec, pEKBU3HTH JAeprKaTeNsd
PETUCTPAIIIOHHOTO YJIOCTOBEPEHUS

Howmep(a) peructpaliioHHOTO YI0CTOBEPEHUS

Pesrome nesTenbHOCTH epKaTelsl PerHCcTPalliOHHOTO
YAOCTOBEPEHUS

Harta(pl) TpoOBeACHHS HWHCICKIUH  CUCTEMbI
(apmakoHag3opa IepkaTenell perucTpandoHHOTO
yIOCTOBEPEHHUS JEKAPCTBEHHBIX CPEICTB

@®.1.0. (pu HaIMYMK) SKCIEPTOB (4JICHOB KOMHCCHN),
JIOJDKHOCTB

Homepa nuiieH31H Ha MTPOU3BOACTBO, CEPTHPHUKATOB O
COOTBETCTBHM OOBCKTOB HaJIC)KAIICH MPAKTHKH
(dhapmakonanzopa GVP (eciau mpuMeHHMO)

I[OKyMCHTH, MOCHYyKUBIIMEC OCHOBAaHHCM I
HWHCIICKIIUH

2. BBognas undopmarus

Kpartkoe ommcaHue OpraHu3anuyl - MPOU3BOIAMTENS (
€CJIH IPUMEHHMO)



OcHoBaHHE IJid OpOBCACHUA HHCHECKIMU CUCTEMBI
(bapMaKOHamopa z[epmaTeneﬁ PEruCcTpaiuoOHHOr O
YAOCTOBECPCHUA JICKAPCTBCHHBIX CPEIACTB

Ilepconan OpraHu3alUU-IPOU3BOIUTEIS,
YYacTBYIOIIUW B TMPOBEACHUM HHCIEKIHUU CUCTEMBI
(hapmakoHa30pa

JOKYMEHTHI, MOoJaHHBIC
OpraHu3anuei-npou3BOJUTENIEM 10 IPOBEICHHS
WHCIIEKIIUU CUCTEMBI (hapMaKOHaI30pa

3. HaGnrogeHus u pe3ybTaThl

OTBETCTBEHHOE  YIOJHOMOYEHHOE JIUIO  II0
(dapmakoHaa30py, KBatupukanus (pe3rome)

OpraHu3anuoHHas CTPYKTypa  JepiKaTeJs
PETUCTPAIIOHHOTO YJOCTOBEPEHNUS

Cucrema KauecTBa JACPpKATCIIA PETUCTPALMOHHOTO
YAOCTOBEPCHUA

CrpykTypa cucreMbl (apMakoHan30pa IepiKaTems
PETHCTPAIIMOHHOTO YAOCTOBEPEHUS,

Ouenka (GYHKIMOHUPOBAHHS CHCTEMBI
(apmaxonazopa JIC

M cToynnKy JaHHBIX 110 0€30IaCHOCTH
KoMnbroTepu3upoBaHHbBIC CUCTEMBI U 0a3a TaHHBIX

[Ipomeccsl  QapmakoHam3opa WIH  HPOLECCH
MOHHUTOPUHIa HEXKEJIATEIbHbBIX PeaKInii

Pa3noe

4. IlepedyeHb HECOOTBETCTBUI *
Kpurnueckue
Cy1ecTBeHHBIE
HecymecTBenHnsble

5. 3akiroueHue
BriBoabI M pekoMeHIaIUN

[Ipumeyanue

* "KpuTndeckoe HeCOOTBETCTBUE" - MPUHIMITHATBHBIA HEIOCTATOK (HECOOTBETCTBHUE)

OJTHOTO MWJIM HECKOJBKUX TPOLECCOB WU BBIMNOJHAEMBIX MPOLEAYP CUCTEMBI
(dhapmakoHan30pa, OTPUIIATEILHO BJIMSIONIMN Ha BCIO CUCTeMY (apMakoHaa30pa U (UJIH)
npaBa, 0€30MacHOCTh U OJAronoxyyue MalUueHTOB, U (WJIH) MPEACTABISIET MOTCHIIMAIBHYIO
yIrpo3y 370pOBBI0 HAceJIeHUs U (WIM) MPEACTaBIsEeT CEPhE3HOE HApYILICHHUE JACHCTBYIOIIUX
TpeboBaHwmii 3akoHoAaTenbcTBa PecmyOnuku Kazaxcran;

"Cy1iecTBEHHOE€ HECOOTBETCTBHUE" - 3HAYUTEJbHBIM HEIOCTAaTOK (HECOOTBETCTBUE)
OJHOTO WM HECKOJbKUX IMPOLECCOB WU BBINOIHIEMBIX MOPOUEAYP CHUCTEMBI
(dhapmakoHaa30pa, WM MNPUHIUIUAIBHBIN HEIOCTATOK KaKOW-TMOO YacTh OJHOTO WU
HECKOJBKHX MPOIECCOB MW BBIMOIHIEMBIX TIPOIEAyp hapMaKkoHaA30pa, 9TO OTPHUIIATEIIEHO
CKa3blBa€TCsl Ha BCEM Ipolecce M (WJIM) TMOTEHIMAIbHO CKa3bIBA€TCs Ha IIpaBax,



0e30macHOCTH M OJIaromnojJy4YuH MAlUEeHTOB, M (WJIM) HPEACTABISIET NOTEHIHAIbHYIO
OMacHOCTb JJis 370pOBbsl HaceleHus MU (WJIKM) HapylaeT JeWCTBYIOIIHME TpeOOoBaHUS
3akoHoAarenscTBa PecnyOnmku Ka3zaxcran no ¢apmakoHaa3opy, HE CUMTAIONIUMECS OJIHAKO
CepbE3HBIMU;

"HecymrecTBeHHOE HECOOTBETCTBHE" - HEMOCTATOK (HECOOTBETCTBHE) KaKOTO-THOO
KOMITOHEHTa OJIHOTO HJIM HECKOJBKHX IMPOILIECCOB MJIM BBIMOIHSIEMBIX MPOILEAYP CHUCTEMbI
(apmMakoHa30pa, HE CKa3bIBAIOIIMXCS OTPULIATEIHLHO HAa BCEH cucteMe (hapMakoHaa30pa Win
npoiiecce U (Win) mpaBax, 0€30MaCHOCTH U 0Jaronoydiy MarlueHTOB.

Unensr Komuccuu:

MOATHUCH ®.1.0 (npu Hanuuuun)
MOIHUCH ®.1.0 (pu HATMYKH )
MOJITUCH ®.1.0 (ripu HAJIUYUN)
" n 20 r‘

IIpunoxenue 13
k [IpaBunam mpoBeaeHUs
(hapmakoHa[30pa 1 MOHUTOPUHTA
0e30IacCHOCTH, Ka4eCTBa U
3¢ (HeKTHBHOCTH MEAUIIMHCKIX
U3IETTAN

dopma

H3Bemenne 0 HeOIaronpusITHOM COOLITHY (MHIUIEHTE), CBA3AHHOM C IIPAMEHEHUEM
METUIAHCKOTO M3eIHA

1) HaumeHOBaHUe Jmna (CyObeKTa
oOpaleHuss MEAUITTHCKIX U3CIIHi),
HAIPABIISIONIETO U3BEICHUE

1. 2) ©.M.0. (npy HaIWYUH) JIHIA
HAaIpaBIIAIOMIETO U3BEIICHUE

3) anpec
4) KOHTaKTHBIN TeaedoH, (akc

1) ®.M.0. (upum HaIUYNH)
MOCTPAaBILIETO

MY>KCKOH
2) ot .
KEHCKUHN

3) Bo3pact

4) nuarHo3 mepe] HaCTyIUICHHEM
HeOynaronpusTHOTO  coObITUs  (
WHITUICHTA)



5) cocTosiHue Tepe]] HACTYIUICHHEM



10.

HeOyaronpusaTHOTO  coObITUSA  (
WHIAICHTA)

NepBOHAYAILHOE
noceayolee
KOMOWHHUPOBaHHOE
Bux coobienns
(mepBOHavYaIbHOE u
3aKITIOYUTETHLHOE)

3aKJIIOYUTCIBHOC

1) HaAaMMCHOBAHUC MCIAUIUMHCKOI'O
n3acius

2) Mozenb
3) cepuiiHblii HOMEp
4) HOMeEp TTApTHH WK CEPUN

5) HOMEp pEerucTparuoOHHOTO
yIOCTOBEPEHUS

1 — MEOUIMHCKNE U3IETHS C HU3KON
CTEIEHBIO PUCKa
2a — MEIOWIIMHCKHE HW3JIETHUs CO
CpEllHE! CTEIEHBIO PUCKa
6) KITacc puCKa H3ICIHs
20 — MEIUUMHCKHE H3JeNus C
MOBBIIIEHHOI CTENEHBIO pUCKa
3 — MEIUIMUHCKUE H3JIENHUS C
BBICOKOM CTENEHBIO pUCKa

1) HamMeHOBaHNE TTPOU3BOAUTEIIS

2) axgpec (mpum  HaIUYUHU
nH(OpPMAIINH)

1) HauMeHOBaHME MOCTABIIUKA (TIpH
HAIAYAHA UHPOPMAIIIH)

2) KOHTaKTHI (anpec, TenedoH)

JlaTa TIpOM3BOICTBA MEIUITHHCKOTO
u3aenus (ICHb/MECAIY/TO)

Jlata OKOHYaHHUSI CPOKa TOJHOCTH (
JeHb/Mecan/ron) (Mpu  HaIW4YUA
WH(pOPMAIIHN)

Jlata OKOHYaHUS TapaHTHUHHOIO
CpOKa H CpOKa »JKCIUTyaTalluH,
YCTaHOBIIEHHOTO MpPOHM3BOIUTENEM (
IeHb/MecAn/Tox) (MpH HATUIAH
WHpOPMAIIHN)

JlaTa mposIBICHUS CEPbE3HBIX U (WU
) HEmpeABUICHHBIX MOOOYHBIX
peakiuii, TOOOYHBIX SBIICHHA,
HEJOCTaTKOB, HEUCIIPABHOCTEH MIIH
HECOOTBETCTBUH (JIEHB/MECSII/TO)

Kareropusi HeGJaronmpusATHOTO COOBITHSA (MHIIUACHTA), CBS3aHHOTO C
MPUMEHCHHEM METUIIMHCKOTO H3JIeNus (BRIOpATh HYKHOE):

cephe3HOoe W (WIIM) HEMPEIBHICHHOEC HEOIArompusITHOE COOBITHE (
WHIOHJEHT), HE YyKa3aHHOC B HWHCTPYKIUU 10 TPUMCHCHUIO WU
PYKOBOJICTBE IO IKCILUTyaTallud MEAUIIMHCKOTO H3IeIUs



11.

12.

13.

14.

15.

16.

17.

[TpuioxeHue: KONUU JOKYMEHTOB, CBUJIETEIBCTBYIOLIUX O HEOJIAronpusaTHOM COOBITUU

HEOJArompUATHOE COOBITHE (MHITUACHT) MIPH MIPUMEHECHHH MEIUITUHCKOTO
H3EIHS

0CcOOCHHOCTH B3aMMOICHCTBISI MEAUIIMHCKUX U3ICTHA MEXITy COOOU
HEHaICXKaI[ee KaYeCTBO MEIULIMHCKOTO U3ACIHS

00CTOSATEIBCTBA, CO3JAIOIINE YTPO3Y KU3HU U 3OPOBBIO HACEICHUS U
MEIUIUHCKUX paOOTHUKOB TpH MNPUMCHCHHH ¥ JKCILTyaTaluu
MEIUIMHCKUAX U3IeIui

WHBIC CITyYal HEOIArOIPUATHOTO COOBITHS (MHITUICHTA)
Onucanue HeOIAronpUsTHOrO COOBITHS (MHIUICHTA)

NEPBUYHOC UCTTOJIb30BAHUC
IMOBTOPHOC MNPpUMCHCHUC
OAHOPA30BOI0 U3ACIIUA
MMOBTOPHOC MPUMCHCHUC U3ACITUA
ﬂaHHBIC O NMPUMCHCHHUU H3ACINA JUISI TIOBTOPHOT'O IIPUMEHCHUA
MCOUITMHCKOT'O U3ACIINSL mocje MOBTOPHOIO CepBI/ICEI/
BOCCTAaHOBJICHHOC
Apyroe
r[p06neMa BBISIBUJIACh TICpC
HUCIIOJIB30BAHHUEM

CMepTh
YTPO’KaIOIIEee JKU3HH MOPAKESHUE
HEYCTPaHUMBIN Bpe 310POBBIO
TpeOyeTcsi BMENIaTeIbCTBO

IIpuunHeHHbIN Bpen HEOOXOUMOCTh TOCITUTAIN3AIIHI
HapyIIeHHe JeecocoOHOCTH
HapylLIEHHE IJI0J1a, CMEPTh II0AA
nHoe (yKa3aTh)

OTCYTCTBYET
IIpuHsATEIE TOJIB30BATENIEM WU
MEMIIMHCKOM OpraHu3aIeii Mephl
0 YCTPAHEHUIO HEOIAarOMpPUITHOTO
COOBITHS (MHIIAJCHTA)
CMEpTh

yTparta TpyA0CIOCOOHOCTH
BBI3JIOPOBJICHHE C MOCIEACTBUIMU
cocTosiHre 06€3 M3MEHEHUH

HUcxon YIIyUIIEHHE COCTOSTHUSI
BBI3/IOpPOBJICHHE 0€3 MOCIeICTBUIN
HE IPUMEHUMO
HEHM3BECTHO

nHoe (yKa3aTh)

[Ipumeuanne

(MHUMIEHTE), Ha 1. B 1 sk3emIusipe.

HI/II_IO, HaIpaBJIAIOMICC N3BCIICHHUC!

MIL"

"

(momxHocTh) (moanuck) ®.M.0. (mpu Hamuuun)

20 1.




[Ipunoxenue 14
k [IpaBunam mpoBeaeHus
(hapmakoHa30pa 1 MOHUTOPHHTA
0€301IaCHOCTH, KaYeCTBa U
3G GEKTHBHOCTH MEAUITHTHCKUX
U3JeTU

dopma
OTuer 0 He6IaronmpuaATHOM COORITHH (MHIUACHTE) IPH NPAMEHEHUH MEAUIIMHCKOTO H3/IeIUA

1. AqMuHUCTpaTHBHAS HHPOPMAIHS

MecTo IUII OTMETKH TOCYHApCTBEHHOTO
TocymapcTBeHHsIH opran <1>, <2> <3> opraHa (BXOIAIIas qaTa, PerucTPaliOHHBINA
HOMED)

AJlpec rocyaapcTBeHHOro oprana <I>, <2>, <3>

Tum oTuera <1>, <2>, <3>:
[IepBoHauanbHBIN OTYET
[Mocnenyromuii oTueT
3aKII0YUTENbHBIA OTUET

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

PeructpaimoHHbIi HOMep HEOJIAroNpHUATHOTO COOBITHA (MHIMIeHTa) (TIPHCBaUBAeTCs [IPOU3BOANTENEM) <1>, <2
> <3>

PerucrpannoHHbIi HOMEp HEOIArOMPHUATHOTO COOBITHS (MHITUACHTA) (TIPUCBAMBACTCS SKCIIEPTHONW OpTraHU3aIeH
) <2>, <3>

[Ipexncrapnsier HEOIArONMPUATHOE COOBITHE (MHLIUICHT) CEPhE3HYIO YIPOo3y O0IIECTBEHHOMY 3/10POBBI0? <1>, <2>
<3>

Ja
Her

Knaccudukanus uauaenta <1>, <2>, <3>:
CMmepTh

HereHBI/IHeHHOG CCPBE3HOC YXYAUICHUEC COCTOAHUSA 310POBbA

Hpyrue kpurepuu
2. JlaHHBIE O JHIIE, TTOTAIOIIEM OTYET
Craryc nuna, nogaromiero otuer <I1>, <2>, <3>:
[IpousBonurenn
YTIOTHOMOYCHHBIH TIPEICTaBUTEINh
3. laHHBIE O IPOU3BOIUTEIIE
HaumenoBanue npousBoautens <1>, <2>, <3>
Oamuust, UM, 0TIeCTBO (TIPY HAJIMYWH ) KOHTAKTHOTO JHna <>, <2> <3>
Agnpec <1>, <2>, <3>
Wupeke <1>, <2>, <3> Topon <1>, <2>, <3>
Tenedon <1>, <2>, <3> daxc (mpu HATMYIMK) <1>, <2>, <3>

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



4. JlaHHBIE YIIOJTHOMOYEHHOTO TIPEICTABUTEINS (TP HATHYIHN)
HaumeHnoBaHme yrmosrHOMOYEHHOTO MPEACTaBUTENS <1>, <2>, <3>
Damumust, UMsl, 0TIECTBO (IIPU HAJTMUUH) KOHTAKTHOTO HLa <1>, <2> <3>

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

Nupekc <1>, <2>, <3> Topon <1>, <2>, <3>
Tenedon <1>, <2>, <3> ®dakc (mpu HamHUum) <1>, <2> <3>
E-mail <1>, <2>, <3> Crpana <1>, <2>, <3>

5. JlaHHBIE O MEAUITUHCKOM H3/ICITUU

Kracc moTeHIiansHOro prucka NpUMEHEHHSI MEAUIUHCKOTO U3Aenus <1>, <2>, <3>:
3
26
2a
1

Kon Buma MemuIMHCKOTO H3ICTUS B COOTBETCTBHH ¢ HOMEHKIAaTypoil MeOWIHMHCKHX W3aeiwii PecmyOmmku
Kazaxcran <2>, <3>

Yuukaneneiid ko Menurackoro u3nenus (Unique device identifier (UDI) (mpu Hammuwnm) <2>, <3>
HaunmenoBanne MeIUIIMHCKOTO H3aeans <1>, <2>, <3>

Mopens (ecnu NpUMEHUMO) <2>, <3

N Karanoxxus1if HoMep (ecau MpUMEHNMO) <2>, <3>

CepuitHblif HOMep (eCIIi IPUMEHUMO
p P P Howmep mapruu (cepun) (ecnm npuMeHnmMo) <2>, <3>

) <2>, <3>

Bepcus nporpaMmHOro obecrieueHus (€Cliu MpUMEHNMO) <2>, <3>

Jara BeImmycka <2>, <3> Jata okoHYaHUS CpOKa TOAHOCTH (€CIIH MPUMEHHMO) <2>, <3>

Jara nmruianTanuu (TOJBKO JUIS
JaTa skcranTanyu (TOJIBKO JIJIS UMILUTAHTATOB) <2>, <3>
UMIUIAHTATOB) <2>, <3>

JuTenpHOCTh MMIUIAHTALUK (3AIIONIHACTCS B Clydae, eCIM U3BECTHA TOYHAs JaTa MMIUIAHTAI[MHM WM Hadaja
JKCIUTyaTanun) <2>, <3>

[TpuHayiexxHoCTH U (MITM) COBMECTHO HCIIOJIB3yEMbIE MEANIIMHCKUE U3EIHS (€CII TPUMEHNMO) <2>, <3>

Homep perucTpaimoHHOTO yaocToBepeHHs B ['OCYIapCTBEHHOM peecTpe JIEKapCTBEHHBIX CPEACTB U
MEIUIMHCKUX U3JIENHH (IpH HATHIWKN) <2>, <3>

6. JlanHbIe 0 HEOIATOIPUATHOM COOBITHY (MHIAICHTE)

Jara, xora mpou301uI0 HeOIaronpusaTHOE COOBITHE (MHIUACHT) <2>, <3>

Onucanue HeOIArONPUATHOTO COOBITHS (MHIMAEHTA) <]>, <2> <3>

Howmep oTuera MeIMIIMHCKON OpTaHU3AIMH-TIOIB30BATEINS (€CTIH MPUMEHNMO) <2>, <3>

[ara, xoryia mpoU3BOJMUTEIb MOJYYHI HHPOPMALIUIO O HEOJArONPUSITHOM COOBITUH (MHIMIeHTE) <]>, <2> <3>

KonuuectBo BOBJICUCHHBIX .
KonndyecTBO BOBICUCHHBIX METUITMHCKUX M3JICIHN (€CITH U3BECTHO) <2>, <
MaAeHTOB (€CJIM M3BECTHO) <2>, <3 3>

>

MecTo Hax0XICHUS MEAUIIMHCKOTO U3JCITUS B JAHHBII MOMEHT (€CITH U3BECTHO) <1>, <2> <3>

Kto rcmons3oBa MEIUIIMHCKOE M3AEIHE B MOMEHT HEOIarOonprsTHOTO COOBITHS (MHIMACHTA) (BEIOpAaTh 0IHO) <
2> <3>:

MenuunuHCKuUi IepcoHal

[Tanuent



Hpyroe

Hcnonp3oBanne MeIUIIMHCKOTO U3IEITUS (BBI6paTB OZ[HO) <2>, <3>:
IIEpBUYHOE IIPUMEHEHNE
IIOBTOPHOE IIPUMEHEHNE MEAULIMHCKOT'O U3ENINS OAHOKPATHOTO IIPUMEHEHHUS
IIOBTOPHOE IPUMEHEHUE MEAUIIMHCKOTO U31€/IMs MHOTOKPATHOIO IPUMEHEHHUS
MEIUIIMHCKOE M3IEIHE TIOCIIe TEXHUUECKOTO 00CITY)KUBAHUS UM PEMOHTA

Jpyroe
mpo6iemMa ObLTa BRISBIICHA IO IPUMCHEHUS

7. JlaHHBIE O MAITUEHTE
Onucanue npo6aemMbl nanueHTa <2>, <3>

Kox u TepmMuH npoOieMbl ManMeHTa B CBS3U ¢ HEOJIArONPUATHEIM COOBITHEM (MHIMAEHTOM) B COOTBETCTBUH C
MexmyHapoJHOH CTATUCTHYCCKON KiIacCHU(pUKaIei Ooyie3Hell W mpoOieM, CBSI3aHHBIX CO 30poBbeM, 10-ro
nepecmotpa (MKB-10) <3>

JeicTBuUS 1 MOMOIIb, OKa3aHHAs! MEIULIMHCKON OpTraHu3aluel naueHTy <2>, <3>

[Toxn (ecmu npumMeHnMoO) <2>,

Mysxckoi Kencxkwuii
<3>:

Bospact mamumenta (ecnum

Jer MecsIeB JTHeH
MPUMEHUMO) <2>, <3>:

Bec nanmenTa (xr) (eciau mpuMeHHMO) <2>, <3>

8. JlaHHBIE 0 METUIIMHCKOM OpraHn3anuy (€Ciu NPUMEHNMO)

HanmeHnoBanue MeIMUMHCKON opranuzauuu <1>, <2>, <3>

DaMuiust, UM, 0TYECTBO (IIPY HAJTMYMHU) KOHTAKTHOTO JIMIIa MEITUIIMHCKOM opraHu3anuy <2>, <3>

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

Wnpexe <2>, <3> Topog <1>, <2>, <3>
Tenedon <2>, <3> ®dakc (pu HaIMYMK) <2>, <3>
E-mail <2>, <3> Crpana <I>, <2> <3>

9. IIpenBapuTenbHOE 3aKIIOYEHHE IPOU3BOUTENS (JUIs IEPBOHAYATBHOT0/IIOCIEIYIOIET0 OTYeTa)
[IpenBapuTenbHBIN aHATH3, IPOBEACHHBIN POU3BOAUTENEM <[>, <2>

Tun HeOGmaronpusTHOro coobITUs (MHIUAEHTA) (Ko 1 TepMuH ypoBHs 1 - ISO/TS 19218-1) <2>, <3>
Tum HeOMaronpusTHOro COOBITHS (MHIUACHTA) (Koa 1 TepMuH ypoBHS 2 - ISO/TS 19218-1) <2>, <3>
HauanbHbIe KOPPEKTUPYIOLIHE JCHCTBUS, BEITIOIHEHHBIE POU3BOANTENEM <>, <2>
IIpeanonaraemas gata cienyromiero otuera <1>, <2>

10. Pe3ynbTaThl 3aKIIOYATENIFHOTO PACCICAOBAHIS TPOU3BOANTENS (I 3aKITIOYUTEIEHOTO OTYETa)
PesynbraTsl aHanu3a, MpOBEAEHHOTIO IPOU3BOAUTETIEM <3>

Orerka HEOIAroMPHUATHOTO cOOBITHS (MHIMIEHTA) (Koa 1 TepMuH ypoBHA | - ISO/TS 19218-2)
OneHka HeOIaronpusATHOTO COOBITHS (MHIMIeHTa) (KoA U TepMuH ypoBHs 2 - [SO/TS 19218-2)
Koppekrupyromue neiicTBus no 0€301acHOCTH Ha MecTax <3>

Cpoku peanu3anuy yKa3aHHBIX MEPOIPUATHH <3>

3aKIIIOYUTENbHbIE KOMMEHTapUU IPOU3BOAUTENS

M3BecTHO U MPOU3BOIUTENIO O MOAOOHBIX HEOIArONMPHUATHBIX COOBITUSX (MHIMICHTaX) C TAKUM K€ THIIOM
MEIUITUHCKOTO H3ACIHS C TIOA00HO# ke IIaBHOW NPUIHHOK? <3>



Ja Her
Ecmu ma, ykaxuTe B KaKuX CTpaHaX M yKaKUTE HOMEpa HeOIaronpusTHEIX COOBITHI (MHITUIEHTOB)
KonuuecTBo mo00HBIX HEOIATONPUSATHBIX COOBITHH (MHIUIACHTOB) <3>
MeputmHCKOE M3/1eire OBUIO PacTIpOCTPAaHEHO B CICTYIOIIUX TOCYIapCcTBax (P HAMYHAN) <3>:
PecnyOnuka Apmenns
Pecniy6nuka benapych
Pecnyonuka Kazaxcran
Keipreizckas Pecrny0inka
Poccuiickas ®enepanus

Hpyrue rocynapcrsa (yKa3aTb)

[Ipumeyanue:

<1> O6s3arenbHOE TOJIE U1 3aNI0JIHEHUS [TPU TIEPBOHAYATILHOM OTYETE.

<2> O06s13aTeNbHOE TOJIE JUIS 3aMOTHEHUS MTPH MOCIETYIOIIEM OTUYETe.

<3> O0s3aTeNbHOE T0JIE ISl 3aII0JIHEHUS NP 3aKIIOYUTEIIEHOM OTUYETE.

JlaHHBIIA OTYET HE SBIIICTCS MPU3HAHNEM OTBETCTBEHHOCTH MPOU3BOAUTEIIS UITH €TO
YIOJIHOMOYEHHOTO MPEACTABUTEINS 32 IPOU3OIIEIIIee HEOIAaronpUsITHOE COObITUE (MHITUEHT
)u
€r0 TIOCIICJICTBUSA, COJICPKAIINECS B HEM CBEJCHHUS MOTYT ObITh HEMOJHBIMU M HETOYHBIMH.
JIaHHBII OTYET TAK)KE HE SBIIICTCS MPU3HAHKEM TOTO, YTO METUITMHCKOE U3JICITHE,
nH(popMaIus 0 KOTOPOM MPHUBEJEHA B OTUETE, SABJBUIOCH NE(PEKTHBIM U YTO MEIUITMHCKOE
U3JIene
MIPUBEJIO K MPEANOIaracMOMY YXYIIICHHIO COCTOSIHUS 3I0POBBSI WJIM CMEPTH YEJIOBEKA HIN
CIIOCOOCTBOBAJIO ATOMY.

[ToaTBeprkaaro, 4TO MO BCEM UMEIONUMCS Y MEHS CBEJICHUSM TTPEICTaBICHHAS
uH(dopmaIus BepHa.

(IOMKHOCTB) (moamuce) @®.1.0. (mpu HAIMYKH)
n " 20 T.

ITpunoxenne 15
k [IpaBunam nposeneHus
(hapmakoHa[30pa 1 MOHUTOPHHTA
0e30MacHOCTH, KauecTBa U
3((HeKTUBHOCTH MEIUIIMHCKUX
U3OETIUN

®opma
Ortuger o KOPPCKTHPYIOIHX JEUCTBHAX IO 6e3omacHOCTH MCIOHUIIHMHCKOI'O U3OCIIHNA

1. AnMuHUCTpaTHBHAS HH(POpMAITHSL

Mecto IS OTMETKH
HaumenoBaHue rocyjapCTBEHHOr0 oprana <1>, <2>, <3> TOCyAapCTBEHHOr0 oOpraHa (naTa,
pETHCTPAIIMOHHBIA HOMEP)



Tum otuera <1>, <2>, <3>:
[lepBoHaUaNbHBIN OTYET
[ocnenyromuii oTueT
3aKITIOYUTENbHBIN OTYET
Mara otuera <1>, <2>, <3>

PerucrpannoHHbIil HOMEp 0TYeTa O KOPPEKTHPYIOMNX JeHCTBHUAX (IPUCBANBAETCS IIPOU3BOIUTENEM) <1>, <2>,
<3>

PeructpaninoHHbIii HOMEp OTYETa O KOPPEKTUPYIOIINX ASUCTBUAX (IPUCBANBAETCS TOCYJAPCTBEHHBIM OPTaHOM)
<2> <3>

PeructpanyioHHBIi HOMEp HEOJIAaronpHATHOrO COOBITUS (MHUHMICHTA) (IPUCBAaUBACTCS TOCYIapCTBEHHBIM
opranom) <2>, <3>

HaumeHoBaH#E KOOPIUHUPYIOIIETO FOCYIaPCTBEHHOTO OpraHa (€ciii MPUMEHUMO)

2. Jla"HBIE O JIMIIE, TOJAIOIIEM OTYET

Craryc nuna, mogaromiero oTder <I1>, <2>, <3>:
ITponsBonuTens
Y0IHOMOUYEHHBIH MPeICTaBUTEND

3. JaHHbBIE O MIPOU3BOIUTEIIE

HaumenoBanwue npouszBoautens <1>, <2>, <3>

damuvst, UMsl, 0TIECTBO (TIPY HAJTMYWH ) KOHTAKTHOTO JHa <>, <2> <3>

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

Wupexe <1>, <2>, <3> Topon <1>, <2>, <3>
Tenedon <1>, <2>, <3> ®Daxc (mpu HATMYUH) <1>, <2> <3>
E-mail <1>, <2>, <3> Crpana <1>, <2>, <3>

4. laHHBIC YIIOIHOMOYEHHOTO IIPEeACTaBUTENS (TIPU HATUIUH )
HanMenoBaHue yIOJTHOMOYEHHOTO MPENCTaBUTENS <1>, <2>, <3>
Oamust, UM, 0TIECTBO (TIPY HAJTMYWH ) KOHTAKTHOTO JIHna <>, <2> <3>

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

HNunekc <1>, <2>, <3> Topon <1>, <2>, <3>
Tenedon <1>, <2>, <3> ®Daxc (mpu HaTMYUM) <1>, <2> <3>
E-mail <1>, <2>, <3> Crpana <1>, <2>, <3>

5. JlaHHBIC 0 MEIUITHHCKOM H3ISIUN

Krnacc noreHuanbsHoro pucka NpuMEHEeHHsI METUITUHCKOTO u3Aenus <1>, <2> <3>:
3
20
2a
1

Kon Buma MemuIHCKOTO M3AETHS B COOTBETCTBHH ¢ HoMeHKnIaTypoil MegunuHCKHX w3neini PecmyOmuku
Kazaxcran <2>, <3>

YuukanpHslit kox MenunuHckoro nzaenus (Unique device identifier (UDI) (npu Hammunm) <2>, <3>

HaunmenoBanne MeIMIIMHCKOTO H3eans <1>, <2> <3>



Mogenp <2>, <3> (eciu MPUMEHNUMO) Karanoxusiii HOMep (ecnu
MPUMEHNMO) <2>, <3>

Homep maptum (cepum) (ecnu

CepuiiHBIN HOMED (€CIIH IPUMEHUMO) <2>, <3>
p p( p ) ) NPUMEHUMO) <2>, <3>

Bepcust mporpammHOTo obecnieueHus (€CIu MPUMEHUMO) <2>, <3>

JlaTa oxoHuYaHHS CpOKa TOTHOCTH (

[Hara Bbimycka <2>, <3>
€CJIM IPUMEHHUMO) <2>, <3>

[puranmexHOCTH U (MIIM) COBMECTHO MCTIONB3YEeMbIE METUIIMHCKAE H3ACHA (€CIH MPUMEHUMO) <2>, <3>

Homep peructpanimoOHHOTO YJIOCTOBEpEHHsT B [OCymapCTBEHHOM peecTpe JIeKapCTBEHHBIX CPEICTB U
MEIUIMHCKUX U3JIeNUH (IpU HATUUum) <2>, <3>

6. JlaHHBIE O KOPPEKTHUPYIOMINX JIEHCTBHUAX MO0 OE30ITaCHOCTH MEANUIIHCKOTO M31EIUS
OO61rue cBeCHUS U MPUYNHA KOPPEKTUPYIOUTUX AeHCTBUH <]>, <2> <3>

Omnucanne 1 060CHOBaHUE KOPPEKTUPYIOIINX ACHCTBHH <1>, <2>, <3>
Pexomenganuu i monbs3oBaTee <1>, <2>, <3>

MeponpusTtus U CpoKH peaau3aluu KOPPEeKTUPYIOMHUX AeiicTBuil <2>, <3>
[Ipunoxenne k otyery <1>, <2>, <3>:

VYBegomiienne 1o 0O€30I1acHOCTHU
MEIUIIUHCKOTO U3JICIUS Ha PYCCKOM
SI3BIKE

Hpyroe
Memumackoe n3nenue ObLI0 pacmpoCTpaHeHO B CICAYIOIINX rocyapcTBax <1>, <2>, <3>:
PecrryOnuka ApmeHus
Pecny6nuka bemapycs
Pecnyonuka Kazaxcran
Keipreizckas Pecrny0inka
Poccuiickas ®enepanus
Hpyrue rocynapcra (yKa3aTb)
7. KommeHTapuu

[Ipumeyanue:

<1> O06s3atenbHOE MOJIe ISl 3aM0IHEHUS PU MEPBOHAYAILHOM OTYETE.

<2> Q0s3aTeNnpHOE MOJIe TS 3al0THEHUS MPH ITOCIEAYIONEM OTUETE.

<3> O06s3aTeNbHOE MOJIe TSl 3aM0THEHUS MPU 3aKIIIOUUTEIIHHOM OTUETe.

I[aHHLIfI OTYCT HC ABJLACTCA IIPU3HAHUCM OTBCTCTBCHHOCTHU ITPOU3BOAUTCIIA UK €TO
YIIOJTHOMOYEHHOT'O TIPEACTABUTENS 32 TPOU3OIIIE/IIee HEOJIaronpusITHOE COObITUE (MHITUACHT
)u
€TI0 MocCJICACTBUA, COACPKAIIUCCA B HCM CBCACHUA MOT'YT OBITh HEMOJHBIMHA M HETOUYHBIMH.
I[aHHBII)'I OTYCT TaKIKC HC ABJACTCA INPHU3HAHUCM TOIo, 4TO MCAMIMHCKOC H3JCIINC,
uHdopManus o
KOTOPOM IIPUBECACHA B OTUCTC, ABJISJIIOCH I[C(i)CKTHBIM M 9TO MCIHUIIMHCKOC U3CIINEC ITPUBCIIO K
npeamnojaracMomMy VYXYAMICHHUIO COCTOAHHA 3A0pPpOBbA HIIM CMCPTH UYCIIOBCKA HIH
CIIOCOOCTBOBAJIO



TOMY.
[ToaTBepIkaaro, 4TO MO BCEM UMEIONUMCS Y MEHS CBEJICHUSM ITPEICTaBIICHHAS
uHbOopMaIs BEpHa.

(I10KHOCTB) (moamucs) ®.1.0. (mpu HAIMYKH )
n " 20_ T.

[Ipunoxenne 16
k [IpaBunam nposeneHus
(hapmakoHa130pa 1 MOHUTOPHHTA
0e30MacHOCTH, KauecTBa U
3((HEeKTUBHOCTH MEAUIIMHCKIX
U3EIIUN

¢dhopma
VBenomieHue mo 6€30macHOCTH MEAUIIMHCKOTO H3/ISIIHA

No Jara:

Bun xoppexTupyroumero 1eicTBys:

HpI/IOCTaHOBJ'IeHI/Ie HCIIOJIb30BaHUA
MCOUIUHCKOI'O U3CIINA

3aMeHa MEIMIUHCKOIO W3IEIUs
MPOU3BOAUTENEM  HJIH  €T0
YIOJTHOMOYECHHBIM IPEICTaBUTENEM

BOBBpaT MCIUIIMHCKOT'O HU3ACITHUA
MMpOU3BOAUTEIIO NN €ro
YIOOJIHOMOYECHHOMY IPEACTABUTEIIO

MO,HGpHI/BaL[I/IH MCIUIIUHCKOI'O
n3acinAg Ha MECTC

VYHHUYTOKEHHE  MEIUIMHCKOIO
HA3IETUs

W3MmeHeHue MHCTPYKUUH 1O
IIPUMEHEHUIO UM PYKOBOJCTBA I10
OKCILIyaTallud  MEIULUHCKOIO
U3JeNnus

OOHOBIIEHHE  MPOTPAMMHOTO
obecrieueHUs

Hpyroe
HanmeHoBaHME METUIIMHCKOTO M3/IEITHSL:
BapuaHT ucrionHeHus/Mo1eIh/CepUHBI HOMep/KaTanoKHbIi HoMep (110 TPUMEHHUMOCTH):
Homep pernctpanimoHHOTO y10CTOBEpEHUS:
Omnmcanue MpoOIIeMBI:
OmnmcaHue NelCTBUA, BEIIIONTHAEMBIE MIOJIF30BATENEM MEIUIIMHCKOTO M3 eI s

VYkazanue 0 HEOOXOAMMOCTH Tepenadyd yBEAOMIICHHs JIMIaM, KOTOpbIe H3BEHIEHbI O Tpobieme W (WIIH)
BBITIOJTHATIOIINE KOPPEKTUPYIOIIHUE [[eﬁCTBHﬂZ



VYkazaHne 0 HEOOXOJUMOCTH TNPEACTABICHHUS IPOU3BOJAUTENIO (YIOJHOMOUYEHHOMY IIPEACTABUTEIIO
MIPOU3BOJIMTENISA) CBEICHUH 0 MEIMIMHCKHUX U3JCNHSX, HAIPABJICHHBIX B APYTHE OPraHU3allH, U IIepeladl ITUM
OpraHU3aIIM YBeIOMIICHUS (TIPH HATHYHH):

KonTaxtHas nadopmarist
Damunust, UMsl, 0TYECTBO (IIPU HAJIMUUU) JHLA, HAIIPABUBIIETO yBeIOMIIeHHE <]>, <2> <3>

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

Nupekc <1>, <2>, <3> Topon <1>, <2>, <3>
Tenedon <1>, <2>, <3> ®daxc (mpu Hamuaum) <1>, <2> <3>
E-mail <1>, <2>, <3> Crpana <1>, <2>, <3>

[ToaTBepkaato, 4TO TOCYAAPCTBEHHBIN OpraH NPOMH()OPMHUPOBAH O JAHHOU MPOOIEME U O
HACTOSAIIEM YBEIOMJICHUH 10 O€30MaCHOCTH MEIUIIMHCKOTO U3/IEIHsL.

(IOMKHOCTB) (moamuce) @®.1.0. (mpu HAIMYKH)
n " 20— T.

[Tpunoxenne 17
k [IpaBunam nposeneHus
(hapmakoHa[30pa 1 MOHUTOPHHTA
0e30MacHOCTH, KauecTBa U
3((HeKTHBHOCTH MEAUIIMHCKIX
U3ETIUN

®opma

OTgeT 0 HOCTPETHCTPAHOHHOM KIIMHHISCKOM MOHHTOPHHTE 6€30acHOCTH U 3()()eKTHBHOCTH
METUIHHCKOTO H3/1eIIHS

1. AqMuHUCTpaTHBHAS HHPOPMAIIHS

MecTo st OTMETKHU
TocynapcTBeHHBIH opran roCyJIapCTBEHHOIO oprana (zara,
PETUCTPAIIMOHHEII HOMED)

AJlpec rocyapCTBEHHOTO OpraHa

Tun otuera:
[lepBOoHaUaNbHBINA OTYET
[Tocnenyrommii oTyeT
3aKII0YNUTENbHBIH OTYET

[Hata oTuera

PerucrpannoHHbI HOMEp 0T4eTa (IPICBanBaCTCS MIPONU3BOIUTEIIEM)

Peructpaimonnsiii HoMep oT4eTa (MPHUCBanBaeTCs TOCYNIaPCTBEHHBIM OPTaHOM )

2. Jla"HbBIC O JHIIE, MTOJAOIIEM OTYET

Craryc nuna, moJaroIiero oT4eT:
IIpoussonurens
Y0IHOMOYEHHBIH MPeICTaBUTENb

3. JaHHbIE O MIPOU3BOJIUTEIIE

HaunmenoBanue IIPOU3BOAUTEIIA



CDaMI/IJ'II/ISI, HnMs, OTYECTBO (HpI/I HaJII/I‘lI/II/I) KOHTaAKTHOI'O JIMIIa

Anpec

Hunekc T'opon

Tenedon ®Daxc (Ipy HATUYUH)
E-mail Crpana

4. JlaHHbIE YIIOJTHOMOYCHHOTO TIPECTABUTEINS (TP HATHIHN)
HanmeHnoBaHue yIoJTHOMOYEHHOTO MPEICTABUTEINS

CDaMI/IJ'II/Iﬂ, HnMs, OTYECTBO (HpI/I HEL]'H/I‘H/II/I) KOHTaKTHOI'O JIMIIa

Anpec

Hunekc T'opon

Tenedon ®Daxc (Ipy HAITUIUH)
E-mail Crpana

5. JlaHHBIE O MEAUITTHCKOM H3/ICIIUU

Krnacc noteHIMaibHOTo prcKa MPUMEHEHHUS MEAUIIMHCKOTO U3AETIHS:
3, HEUMIUIAaHTHPYEMOE
3, UMIIAaHTHPYEMOE
20, UMIITTaHTHPYEMOE

Kon Buma MemuIHCKOTO M3IETUS B COOTBETCTBHH ¢ HOMEHKIAaTypoil MeOWIMHCKHX w3aeiwii PecmyOmmkm
Kazaxcran

HaumenoBanne MeIUIIMHCKOTIO U3EIIUS
BapuanTs! ncnonaeHus (MOIUPUKAIINA) METUIIMHCKOTO U3IEIAS
6. Hepeqeﬂb I/UIGHTI/I(bI/ILIl/IpOBaHH])IX OCTAaTOYHBIX pI/lCKOB, CBs3aHHBIX C MCOUIIMHCKUM U3CIIUEM

7. enu m 3amadvl TOCTPETHUCTPAIIMOHHOTO KIMHHYECKOTO MOHHUTOPWHTA 0e30macHOCTH U 3((EeKTHBHOCTH
MEIUIIMHCKOTO U3IENNS

8. Cxema MmoCTperucTpalioOHHOT0 KIMHUYECKOTO MOHUTOPUHTA 0€30MAaCHOCTH U 3 (HEKTUBHOCTH MEIUIIMHCKOTO
U3IEIINs

9. Knuandeckue gaHHBIE, TOTyYeHHBIE 32 OTYETHBIH MEPHOT
10. OneHka KIMHUYECKUX NaHHBIX, TOJYYEHHBIX 32 OTYETHBIN MEPUOT

11. OueHka Bcex KIMHHYECKUX MAHHBIX, MOJYYCHHBIX B IMEPHUOJ MOCTPETHCTPANHOHHOIO KIMHUYECKOTO
MOHHUTOpPHUHTA 0€30IacHOCTH U APPEKTHBHOCTH MEIUIITHCKOTO H3ICITHS

12. 3aknroueHne O HEO0OXOAMMOCTHM (OTCYTCTBHM HEOOXOAMMOCTH) KOPPEKTHPOBKHM IUIaHa
MTOCTPETUCTPALMOHHOTO KIIMHUYECKOT0 MOHUTOPHHTA 0€3011acHOCTH M 3P (PEKTHBHOCTH MEIUIIMHCKOTO M3/IEITHS

13. 3axrouenne 0 He0OOXOAMMOCTH (OTCYTCTBHU HEOOXOIUMOCTH) BHIIIOJIIHEHHUS KOPPEKTHPYIOMIUX ACHCTBHIL 110
0€30I1aCHOCTH MEIMIIUHCKOTO U3/AEIHU

14. Ommucanre KOPPEKTUPYIOMIHUX IEHCTBUH 110 0€30ITaCHOCTH METUIIMHCKOTO U3IENHs (TIPH HATAIHHN)
15. 3axmouenne (060CHOBaHME) O KIMHUIECKOI 0€30macHOCTH U A3PPEKTUBHOCTH METUIIMHCKOTO H3IEIHUs

16. 3akmroueHrne 0 HEOOXOAMMOCTH (OTCYTCTBUH HEOOXOTUMOCTH) MPOJICHHSI IIUKIIA TOCTPErHCTPAIIMOHHOTO
KIIMHUYECKOTO MOHUTOPHUHTA 0e30macHOCTH U 3()(HEKTUBHOCTH MEIUIIMHCKOTO M3MIeNUs (IS 3aKIIFOYUTEIHHOTO
oTYeTa)

17. KommeHnTapun
[ToaTBepxaato, 4TO MO BCEM UMEIOIIUMCS Y MEHSI CBEJICHUSIM TIPE/ICTaBICHHAs
uHdopmaIus BepHa.




(TOJKHOCTB) (moamwuce) @®.1.0. (mpu HAIMYHH)
M.IL" " 20 r.

© 2012. PI'TI ma I[IXB «MHCTUTYT 3aKOHOAATENbCTBA U TpaBoBoil nHGopMarun PecriyOnuku Kazaxcram»
MunucrepctBa roctumn Pecniyonmku Kazaxcran



