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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
HKCIEPTU3bI Ha 0€30MaCHOCTh U Ka4eCTBO;

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
NEpPBOro O(PUIIMAIBHOTO OMyOJIUKOBAHMUS).

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 SKCIEPTHYIO OPraHU3alfi0, 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
COOBITUN (MHIIUJEHTOB), CBSI3aHHBIX C MPUMEHEHHEM MEIMIIMHCKOTO M3AeNus U (UIIN)
BXOJISIIIETO B €70 KOMIUIEKTAIMIO MMPOTPAMMHOTO 00€eCTIeueHusI.

CHocka. ITynkr 61 — B penakuuu npukaza Munucrpa 3apaBooxpanenus PK or
30.12.2024 Ne 115 (BBOAUTCS B JIEUCTBHUE MO UCTCUCHUH JECATH KAJICHAAPHBIX THEH ocie
JIHSI €r0 EPBOro O(PUIIMATIBLHOTO Oy OJIMKOBAHMUS ).

62. MOHUTOPUHT OE30MACHOCTH, KadecTBa M 3PPEKTUBHOCTU MEAUIIMHCKUX H3ICIUN
OPOBOAUTCSA CYOBEKTaMH 3/IpaBOOXpaHEHHs (Jajgee — MEIMIIMHCKUE OpraHu3aluun),
cyobekTaMu B cdepe oOpalieHusl JEKapCTBEHHBIX CPEACTB M MEAUIUMHCKUX HU3ACITUH,
MIPOU3BOAUTENIIMHU MEIUIIMHCKOTO M3/, OPTaHU3AIMSIMU 10 CEPBUCHOMY OOCITYKUBaHUIO
MEIUIIMHCKUX U3JICITUH.

63. MoHuTOpUHT BKJIIOYaeT B cels cOOp, perucrpanuio, aHanu3 wHGOpPMAIHH O
HEOJAronpUsATHBIX COOBITUAX (MHIIUIEHTAX), CBSA3aHHBIX C MPUMEHEHHEM MEIUIIMHCKOTO
m3aenuss u (Min) BXOMSIIEr0 B €ro KOMIUIEKTAIMIO MPOrpaMMHOr0 O0ecleueHus: Ha BCex
JTamax ero oOpalleHus U OCHOBBIBACTCS HA:

1) ananuze cooOleHul, MOJIYUYEHHBIX OT MOJb30BaTeNie U (WJiM) MPOU3BOUTENCH
MEIUITUTHCKUX U3JIETUH;



2) MaHHBIX MOCTPETUCTPAIMOHHOTO KIMHUYECKOTO MOHUTOPUHTA OE30MacHOCTH U
3 PEKTUBHOCTU METUIIMHCKUX U3ICIIUM.

Caocka. [Tynkr 63 — B penakunu npukaza Munuctpa 3apaBooxpanenus PK or
30.12.2024 Ne 115 (BBOAUTCS B IEUCTBHUE IO UCTCUCHUU JECATH KAICHIAPHBIX AHEH MOCIe
JTHSL €0 MEePBOro OPUIUATIBHOTO OIMYOIMKOBAHUS).

64. Uadopmarusa o HeOIaronpusaTHBIX COOBITUSAX (MHIUCHTAX) MPU MPUMEHEHUH
MEIUIIMHCKOTO HW3JCJINS HAIpPaBISIETCA B TOCYAapCTBEHHYIO AKCIEPTHYIO OpPraHU3aIvI0 B
dbopme u3BEICHHS 0 HEOIAronpPUATHOM COOBITUU (MHIIUJIEHTE), CBSI3aHHOM C MPUMEHEHUEM
MEJIUIIMHCKOTO U3/eus 1o ¢hopme corjacHo npuioxkenuto 13 k nacrosmmm [IpaBunam.

65. M3BeleHus nepeiatoTcs Yepe3 UHTEPHET-PECYPC IKCIIEPTHON OpraHU3aliy B PEKUME
OHJIANH (Hanee — mopTan), MocpecTBOM (hakca, SIEKTPOHHOU MOUTHI WIIM TIPEA0CTABISIOTCS
HapOYHO B DKCMIEPTHYIO OPTAaHU3AIMIO0 Ha OyMa)KHOM HOCHUTEIIE.

B u3Bemenun ykaspiBaeTcs JOCTOBEpHask MHGOpMalUs, MOATBEpKAaeMas KOMUSIMU
COOTBETCTBYIOIIHNX JJOKYMEHTOB.

66. MeauiuHckre oprauu3aiui HHGOPMUPYIOT MPOUIBOIUTENS] MEAUITUHCKUX U3ACIIUN
WJIM €T0 YIIOJTHOMOYEHHOTO MPEICTABUTENS O HEOIAronpUATHBIX COOBITUAX (MHIIUACHTAX) U
MPEIOCTABISAIOT JOCTYN K MEIUIMHCKUM H3JIENUSIM, C KOTOPBIMU CBSI3aHbl YKa3aHHbBIC
COOBITHS.

B cnyuyae oTkaza co CTOpPOHBI MEIUIIMHCKON OpraHu3aluy MPEeJoCTaBUTh JOCTYI K
MEJUIIMHCKOMY HU3J/IeNIUI0, C KOTOPHIM CBA3aHO HeOJIaronpusiTHoe coObITHE (MHIUICHT),
MPOU3BOJIUTENb MEIUIIMHCKAX W3JICJIUNA WM €ro yHOJIHOMOYEHHBIM MpeJACTaBUTEIb
oOpamaercs B TOCyJapCTBEHHBIM OpraH 3a COACHCTBHEM B OCYIIECTBICHHHM IOCTyMa K
MEJIUIIMHCKOMY U3JICJIUIO JJIsSl ONIPEJEICHUS CBS3U MEAUIIMHCKOTO U3/IENUS C HEXKENIaTeIbHbIM
COOBITHEM M COOTBETCTBUS HEXKENATENbHOTO COOBITUS KPUTEPUSIM HEOIAronpUsTHOTO
COOBITHS (MHIIMICHTA) B MAKCUMAJIbHO KOPOTKUE CPOKH.

67. IIlpou3BoauTeNb MEAUIIMHCKUX U3/ICJIUNA WU €r0 YIIOJHOMOYEHHBIN MPEICTaBUTEIb
HampaBiseT B TOCYJAAapCTBEHHBIM OpraH M DJKCIEPTHYI opraHuzanuto, OTdeT o0
HEOJIaronmpusITHOM COOBITUN (MHITUACHTE) IPU TPUMEHEHUH MEAUITMHCKOTO U3Ieus (1anee —
otdeT 00 uHIUAEHTE) U OTYET O KOPPEKTUPYIOUIUX JEUCTBUSIX MO O0€30MacHOCTH
MEIUIMHCKOTO U3Aenus (fajlee — OTYET O KOPPEKTUPYIOUIUX AEHUCTBUSX) MO (dopmam
coryiacHO nipuioxkeHusiM 14 u 15 k Hactosiuum [IpaBuiam.

B cnydae ecau mo oOlleHKE TPOU3BOAUTENS MEAULMHCKUX H3JCIUNH WU €ro
YIIOJIHOMOYEHHOTO MPEACTABUTENS HEXKeNaTeIbHOEe COOBITHE HE YOBIETBOPAET KPUTEPHUSIM
HeOJaronpusITHOTO COOBITUS (MHIIMACHTA), MPOU3BOAUTETL MEAUIIMHCKUX U3JICTUNA WU €T0
YIIOJTHOMOYEHHBIN MPEICTABUTEND MPEJICTABISET rOCYJaPCTBEHHOMY OpraHy M SKCIEPTHYIO
OpraHu3alnio, 000CHOBAHHME TOT0, YTO YKA3aHHOE COOBITHE HE SIBISETCS HEOIaronpusTHBIM
COOBITHEM (MHITUICHTOM).

68. DKcnepTHas OpraHu3alus PErUCTPUPYET MOCTYNMUBIINKN MEPBOHAYAIBHBIA OTYET 00
UHIUJACHTE, HUHPOPMUPYET TPOUZBOJAUTENS] MEIUIIMHCKUX U3JAEIUNH WJIU  €To



YIIOJTHOMOUYEHHOTO TIPEACTABUTENIS O MOJYYEHUN YKA3aHHOTO OTYETA U COTJIACOBBIBAET C HUM
CPOKH MPEJCTaBICHUS MOCIEAYIONIEr0 WIH 3aKII0YUTEIBHOTO OTYETa 00 MHIUACHTE, a TAK)KE
CPOKHM TIPEACTaBJICHUS MEpPBOHAYAIBHOTO, MOCIeayouero (mpu HE0OXOAUMOCTH) H
3aKJIIOYUTENIBHOTO OTYETOB O KOPPEKTUPYIOIINX JEHCTBUAX.

69. IlepBoHayaIbHBIN OTYET 00 MHIMICHTE HAIIPABJISETCS B CIEAYIOIINE CPOKHU:

1) B cinyyae BO3HUKHOBEHHUS CEPhE3HOW YTpO3bl OOIIECTBEHHOMY 30POBBIO
He3aMeIUTeNbHO (0€3 HEeOoMpaBAaHHBIX 3aJEpPXKEK), HO HE MO3JHee ueM dyepe3 2
KJICHJAPHBIX JTHA MOCJIE TOr0, KaK MPOU3BOJUTEII0 MEAULIMHCKUAX U3JEIUN CTAJIO U3BECTHO
0 HAJIMYUU YTPO3BI;

2) B clly4ae CMEPTHU WM HEMPEIBUICHHOIO CEPHE3HOI0 YXYALIEHUS! COCTOSHUS 340POBBS
MOJIb30BaTENsl — HE3aMEIMTENbHO (0€3 HeoNmpaBIaHHBIX 3aJ€PKEK) MOCie TOro, Kak
MPOU3BOAUTENIL MEAULMHCKUX W3ICIUNA YCTAHOBUI CBSA3b MEXKAY MNPUMEHEHUEM
MEJUIMHCKOTO M3JIeNUsl U MPOU3OMICAIINM COOBITHEM, HO HE Mo3/Hee ueMm uepe3 10
KaJICHJAPHBIX JHEH MOCcie TOro, Kak MPOU3BOJUTEN0 MEAUIUHCKUX U3/IETUN CTAI0 U3BECTHO
0 COOBITHH;

3) B mpoyux ciydasx — He3aMeIJIUTENIbHO (0€3 HeonpaBJaHHbBIX 3aJ€PKEK) MOcie TOro,
Kak IPOU3BOJUTENIb MEAUIUHCKUX HW3AECIUNA YCTAHOBWJ CBSI3b MEXKAY HPUMEHEHHEM
MEAUIIMHCKOTO HW3JEeNUsl U TMPOU3OIIEAIINM COOBITHEM, HO HE Mo3aHee uem dyepe3 30
KaJICHIAPHBIX JHEH MOCJE TOT0, KaK MPOU3BOAUTEII0 MEIUIIMHCKUX U3AENHI CTal0 U3BECTHO
0 COOBITHUHU.

70. B 3KCTpEHHBIX ClIy4asX 3alIUThl OJb30BATEIEH UM TPETHUX JUIl OT YTPO3bl CMEPTH
WIN CEPbE3HOr0 YXYILIEHUS! COCTOSHHS 3J0POBbsS MPOU3BOAUTEND MEAULIUHCKAX H3AETUN
WU €r0 YIOJHOMOYEHHBIM MPEICTABUTENb BBINOJIHAECT KOPPEKTHUPYIOIIUE IEHCTBUS 10
HalpaBJIEHUs KCIEPTHOM OpraHu3allM, MEPBOHAYAIBHOIO OTYETA O KOPPEKTUPYIOLIUX
NEUCTBUAX. B 2TOM ciyyae nepBOHAYAIBHBIM OTYET O KOPPEKTHUPYIOIIMUX JEHCTBUAX
HaIpaBJISIETCS] B SKCIEPTHYIO OPraHU3alUI0 HE TTO3/THEE YEM Yepe3 2 KAJICHIapHBIX JIHS T0CIIe
BBITIOJIHEHHS] TPOU3BOJUTENIEM MEAMIIMHCKUX W3JAEIUA WIM €ro YIOJIHOMOYEHHBIM
MPEJICTABUTEIIEM KOPPEKTUPYIOIIUX TEHUCTBUM.

71. B ciydae OTCYTCTBUS y NPOU3BOAUTENS MEAULMHCKUX HU3ACIWN WU €T0
YIIOJJHOMOYEHHOI'O  NIPEICTABUTENS BO3MOXHOCTH HIPOBEIACHHUS  PaCCIEIOBaHUSA
POM3OIIEANIer0 HEeOJaronpusTHOTO COOBITHS (MHIHUAEHTA), MPOU3BOJIUTEIL Oe€3
MPOMEIJIEHUS YBEAOMIISIET 00 3TOM 3KCIEPTHYIO OPraHU3ALUIO.

72. B ciayuae eciu B pOIEcCce paccieoBaHus HEOIaronpusaTHOTO COObITHS (MHITUCHTA)
3aJIECTBOBAHbl HECKOJIbKO IPOU3BOJIUTEIIE MENUIMHCKUX W3JEIUNA, TOCYIapCTBEHHBIN
OpraH OCYIIECTBIISIET KOOPAUHAIIUIO X JICHCTBUIM.

73. 1Ipon3BoANUTENIb MEIUIIMHCKUX W3AEIHI UK €r0 YIOJHOMOYEHHBIN MIPEACTABUTEIb
cooOIIaeT B TOCYJIAapCTBEHHBIM OpraH M SKCIEPTHYIO OpraHu3amuio o0 ommoKax,
JOMYIIEHHBIX MPU UCTOJIB30BAHUN MEIULIMHCKUX U3IENHNI, KOTOPbIE MPUBEIU K CMEPTU WU
CEPBE3HOMY YXYILIECHHUIO COCTOSIHUSA 310POBbSI OJIb30BATEIIS.



74. OkcnepTHas opraHuzainus He no3gHee 30 pabouux AHEH CO JHS MOJTYYECHHUS OT
MPOM3BOJIUTENST MEAUIMHCKUX U3JCIUNA WU €r0 YIOJHOMOYEHHOT'O MPECTaBUTEINS
3aKTIOYUTEILHOTO OTYeTa 00 MHITMACHTE, 3aKIIOUYUTEIIBHOTO OTYETa O KOPPEKTUPYIOUTUX
JNEUCTBUSAX YBEIOMIISIET TOCYJAPCTBEHHBIN OpraH M MPOU3BOIUTENS MEIUIIMHCKUX U3IACTUI
WJIM €T0 YIIOJTHOMOYEHHOTO MPECTABUTENSI 00 UTOTAaX paCCMOTPEHUS YKa3aHHBIX OTYETOB.

75. OtueTsl 00 MHIUACHTE, OTUYETHI O KOPPEKTUPYIOIIUX JACHCTBUSAX U YBEIOMJICHUE 110
0€301acCHOCTH MEIMLHUHCKOr0 M3ENHs Pa3MEIIatoTCsl 3KCIEPTHOW OpraHu3aleil B eIMHON
nH(popMaIMoHHOM 6a3e JaHHBIX MOHUTOPUHTa OE30MACHOCTH, KauecTBa U d(PPEKTUBHOCTH
MEIUIIMHCKUX U3JICITUH.

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

1) no xaxxJ1oMy OTJEIbHOMY HEOJIArONnpUsITHOMY COOBITHIO (MHUUJICHTY) U3 TE€X, UYTO
OMKCaHbl B YBEIOMJICHUSAX MO 0€30MACHOCTH MEIUIIMHCKOTO U3JENUs U MPOU3O0ILIN MOCHe
paccieloBaHusl HEOIAronpUsATHBIX COOBITUN (MHIMACHTOB) U PACCHUIKK MPOU3BOAUTEIEM
MEIUIMHCKUX U3JEHI WM €ro YIOJHOMOYEHHBIM MPEJCTABUTENIEM TaKUX YBEIOMIICHUNA U
MIPOBEJICHUS KOPPEKTUPYIOIIUX NEUCTBUK;

2) 10 KaXXJI0My OTJEIbHOMY HEOJIarompusTHOMY COOBITHIO (MHIIMACHTY) U3 4YHCIIa
3aJJOKYMEHTUPOBAHHBIX HEOJIArONMPUATHBIX COOBITUN (MHIIMJEHTOB) U OOO3HAYEHHBIX B
KaueCTBE TAKOBBIX B aHAJIN3€ PUCKOB, CBSI3AHHBIX C MEIUIIMHCKUM U3JIETTUEM;

3) 0 HeOMaronpuUATHBIX COOBITUAX (MHIMACHTAX ), CBA3aHHBIX C OUCBUIHBIMU Je()EKTaMU
MEIUIUHCKUX W3JIeJINH, KOTOpbIE IMOJIb30BaTENb BBISBISIET HEMOCPEJACTBEHHO MEPEN
UCIIOJIb30BAaHUEM MEAUIIMHCKOTO U3IEITHS;

4) 0 HeONaronpusATHBIX COOBITUAX (MHIUIEHTAX), HE MPUBEAIIMX K CEPHE3HOMY
YXYJIICHUIO COCTOSHHUS 3J0POBbS WJIM CMEPTH H3-3a OCOOEHHOCTEH KOHCTPYKIIUH,
3alUIIaloNIell OT BO3HUKHOBEHHUS YTPO3bl BCIEACTBUE HEHCIPABHOCTH MEIUIIMHCKOTO
173 (U1 EH

5) 06 oXugaeMbIX M MPEABUIUMBIX HEOJAronpUsITHBIX COOBITUSX (MHIIUIEHTAX),
YIOBJIETBOPSIOIUX OJHOBPEMEHHO BCEM MEPEUNUCICHHBIM HIXKE KPUTEPUSIM:

HeOnaronpusTHeie COOBITHS (MHIUACHTHI) MPEAYCMOTPEHBI B CONMPOBOIUTEIbHON
uH(popManuu (JJOKyMEHTalK) HA MEAULIMHCKOE U3/IENIHE;

HEeOJIaronpuUaTHbIE COOBITHS (MHIIMACHTHI) XOPOIIO U3BECTHBI B KIIMHUYECKOU MPAKTHUKE;

HeOJaronpusTHbIe COOBITHS (MHUMAEHTHI) MPEIYCMOTPEHBl B TEXHUYECKOU
JOKYMEHTAallMM Ha MEIMIMHCKOE H3JIeJUEe C COOTBETCTBYIOIIEH OILEHKOW pHUCKOB,
MIPOBEJICHHOM JI0 HACTYTUICHUS] HEOIaroNpUATHOTO COObITUS (MHIIMICHTA);

HeOIaronpuaTHbIC COOBITUS (MHITUACHTHI) KIMHUYECKU TOMYCTUMBI C TOYKH 3PEHUS
M0JIb3bl METUIIMHCKOTO U3ACNUS JJIsl KaXA0r0 OTACIBHOIO MalUeHTa;

6) ecnd pHUCK CMEPTU WM CEPbE3HOT0 YXYJIICHUS COCTOSHHUS 3J0POBbSI OBLI
OXapaKTepU30BaH KakK JOMYCTUMBII B oTYeTe 00 aHAJIN3€ PUCKOB, IIPEICTABIIEMOM B COCTaBe
PETUCTPAIMOHHOTO JOChE MIPU PETUCTPALIMHU MEAUIIUHCKOTO U3/IEIIHUS.



77. Tlo pe3ynbTaTaM KOPPEKTUPYIOIIUX ISUCTBUM 1O 0€301MacHOCTH MEIUIIMHCKOTO
W3/1CNIUS POU3BOAUTENh MEIUIIMHCKUX U3JICIIUNA WM €ro yIOJHOMOYEHHBINA MPEICTaBUTEIb
BBIMTYCKAIOT YBEIOMJICHUE MO OE30MaCHOCTH MEIUIIMHCKOTO M3JeNus Mo (opMe COTrIacHO
npuyioxkeHuto 16 x Hacrtosmum IIpaBumam u obecneduBarOT HWHGOPMHUPOBAHHE
ITOJIb30BATEIIEH.

78. 1N MEOUIMHCKUX W3JENUN Kilacca 3, a TaKKe UMILUIAHTUPYEMBIX B OPraHU3M
YeJI0BeKa MEAUIMHCKUX U3JIeNUN Kiacca 20, MpOU3BOIUTEIb MEIUIIMHCKUX U3IETUN WU €T
YIOJHOMOYEHHBI MPEACTABUTENb MNPOBOJUT MOCTPETUCTPAUMOHHBIN KIMHUYECKHI
MOHHUTOPHUHI 0€30MacHOCTH U A(PPEKTUBHOCTH MEIULMHCKUX U3AeIui (nanee —
MOCTPETUCTPALIMOHHBIA KIMHUYECKU MOHUTOPUHI) M €XKEroJHO, B Te4YeHue 3 JeT,
MPEACTABISAECT B OKCIEPTHYH OPTraHMU3aIMI0 OTYEThl IO MOCTPETHUCTPAIMOHHOMY
KIIMHUYECKOMY MOHUTOPHUHTY JIsl IPOBEACHUSI OLIEHKU COOTHOIIEHHUS "MOIb3a-pUck".

IlepBOHAYANBHBIN, TOCIEAYIOIINNA U 3aKIIOUYATEIbHBIA OTYETHI O TOCTPETUCTPALTMOHHOM
KIIMHUYECKOM MOHUTOPHUHTE MPEACTABISIOTCS MPOU3BOJUTEIEM MEAUIIMHCKUX U3ACTUN WU
€ro yIOJHOMOYEHHBIM MPEICTaBUTENIEM B DKCIIEPTHYIO OpraHu3alrio He no3anee 1 despans
KaJICHIAPHOT0 T0/ia, CJIEIYIOIIETO 3a F0I0M MOJYyUYEeHHS PETUCTPALIMOHHOTO YIOCTOBEPEHUSI.

Caocka. ITynkrt 78 - B penakuuu npukaza Munuctpa 3npaBooxpanenus PK ot 02.06.2023
Neo 99 (BBoaMTCS B IeHICTBUE TIO UCTEUCHUH JECATU KaJCHIAPHBIX JHEH MOCe JHS €ro
nepBoro o(UIIMaIbHOTO OMyOJIMKOBAHUS ).

79. IlocTperucTpalluOHHbIA KIMHUYECKUI MOHUTOPHUHT MPOBOJUTCS B COOTBETCTBUU C
mIaHoM cOopa W aHanmW3a JaHHBIX MO 0€30MacHOCTH M A(PPEKTUBHOCTH METUITMHCKOTO
U3JIEeNMS B TOCTPETUCTPALMOHHOM NIEPUOJIE, IPEICTABISIEMOIO B COCTABE PErUCTPALIMOHHOIO
JIOChE TIPU PETUCTPALIMHI MEAUITUHCKOTO U3/IEIIHUS.

80. ITnan mocTperucTpallMOHHOTO KIMHUYECKOTO MOHUTOPUHTA COJIEPAKUT:

1) uenu u 3aa4u MOCTPETUCTPAIMOHHOTO KJIMHUYECKOT0 MOHUTOPHUHTA C YUYETOM
UMEIOIINXCSI KIMHUYECKUX JaHHBIX, CHEIU(UUECKUX OCOOCHHOCTEH M (DAaKTOPOB pPHICKA,
CBSI3aHHBIX C MEIUIIMHCKUM U3JCIIHEM;

2) cxemy MNOCTPEruCTPAllMOHHOIO KIMHUYECKOr0 MOHUTOPUHTA, B TOM YHCIE
000CHOBaHHE METO/IOB (CIIOCOOOB) MOJTYUYEHUS UM CTATUCTHYECKOTO aHAIW3a KIMHUYECKUX
JAHHBIX, BBIOOpA HCCIEAYEMOW MOMYJAIUU, KPUTEPUEB BKIIOUCHUSA (UCKIIOUYEHUS) U
MUHHUMaJIbHOTO KOJIMYeCTBAa CYOBEKTOB B TPYIIE HCCIEAOBAaHUA W, TJI€ MPUMEHUMO,
HEOOXOJIMMOCTh BKJIFOUEHHS B UCCIIEIOBAHKE TPy CPAaBHEHMUS.

81. OTyeT 0 MOCTPETUCTPAIIMOHHOM KJIMHUYECKOM MOHUTOPHHIE O€30MacCHOCTHU U
3 PEKTUBHOCTU MEIUIIMHCKOTO U3JIENUs MPETOCTABISIETCS MTPOU3BOIUTEIIEM MEAUIIUMHCKUX
M3AEIUNA WU €ro yINOJIHOMOYEHHBIM MPEICTABUTEIEM B AKCIEPTHYIO OpPraHHU3aIlMIO IO
¢dbopme cornacHo npuiioxkeruto 17 k Hacrosuum [IpaBunam.

82. DkcrnepTHas opranuzanus He no3aHee 20 paboyux aHEH co THS MOTyYeHHUs: OTYeTa O
NOCTPETUCTPALMOHHOM KIMHUYECKOM MOHUTOPUHIE HAMPABISAET B TOCYAAPCTBEHHBINA OpraH



3aKJII0YEHHUE O BO3MOYKHOCTH (HEBO3MOKHOCTH) 3aBEPILEHUS] MOCTPETUCTPAIIMOHHOIO
KJIIMHUYECKOI'0 MOHUTOPUHTA.

83. DkcmepTHas OpraHU3alUs Ha OCHOBAHWU CBEIACHUM, IOJYYEHHBIX H3
MEXAYHAPOJHBIX UCTOYHUKOB M PE3YJIbTATOB MOHUTOPUHIA O€30MaCHOCTU MEIUIIMHCKOTO
M3Jenusl U3BellaeT uepe3 HH(OpMAIMOHHBIE Pecypchl MPOU3BOAUTENEH U (WIH) HX
YIOJIHOMOYEHHBIX MPEACTaBUTENEH O HEOOXOIMMOCTH B TEUEHHUE JIEBSIHOCTA KaJE€HAAPHBIX
JHEW BHECEHUS COOTBETCTBYIOIIMX HW3MEHEHUU B HHCTPYKLUUIO MO MEIUIUHCKOMY
IIPUMEHECHHUIO WA JKCIUTyaTAallMOHHBIM JOKYMEHT MEJULUHCKOTO M3JENIHS MOCPEICTBOM
BHECEHMS U3MEHEHUH B PErHCTPALIMOHHOE TOChE MEIMLIUHCKOTO U3/ENIUsS B COOTBETCTBHH C
MOPSIAKOM, ITPEAYCMOTPEHHBIM MYHKTOM 4 ctaThu 23 Konekca.

84. IIpu HEBBINIOJIHEHUHN YCIIOBUSA, YKa3aHHOTO B myHKTe 84 Hactosmux [IpaBun
HKCIIEPTHAsE OPTaHU3AIMsI YBEIOMIISIET (B IPOU3BOIBHON (POpPME) TOCYJapCTBEHHBIN OpraH o
HEOOXOAMMOCTH MPUOCTAHOBIICHUS JEHCTBUS pErMCTPALIMOHHOTO YAOCTOBEPEHUSI.

85. Ha ocHOBaHMM 3aKIIOYEHMS DKCIEPTHOM OpPraHU3alMU MO PE3yJIbTaTaM OLEHKHU
COOTHOIIIEHMS '"TIOJIb3a-pPUCK" MEIULIUHCKOTO U3ENINS FOCYJapCTBEHHBIM OpraH IPUHUMAET
OJIHO M3 CJIEAYIOIIUX PEIIEeHUN:

1) o 3aBepIIEHNH TIOCTPETUCTPALMOHHOTO KIMHUYECKOTO MOHUTOPHHTIA;

2) 0 mpOJJIEHUH MOCTPETUCTPALMOHHOTO KIMHUYECKOTO MOHMTOPUHIA C yYKa3aHUEM
JOTOJHUTEIBHOTO CPOKa, €CIU MOJYyYEHHBIX JaHHBIX HEIOCTATOYHO IS MOATBEPIKICHUS
6e3omacHOCTH U 3(P(PEKTUBHOCTU MEAUIIMHCKOIO U3/IE€IHS WIN IPOU3BOIUTEND METUIIUTHCKUX
U3IeNUid HE TPEANPUHAT HEOOXOAMMBIX KOPPEKTUPYIOIIMX ACHCTBUNA Ha OCHOBaHUU
[IOJIy4ECHHBIX JIaHHBIX;

3) BHECEHHE U3MEHEHUI B MHCTPYKIIUIO MO MPUMEHEHHIO;

4) 0 NpOMJIEHNH NOCTPETUCTPALUOHHOIO KIMHUYECKOTO MOHMTOPUHIA C YKa3aHUEM
JOTIOJTHUTENIBHOTO CPOKa;

5) 0 IPUOCTaHOBIIEHUH, 3aIPEIICHUN WM U3BATUU U3 00palleHust MO0 orpaHUYEeHUU
MPUMEHEHUS! MEIUIIUHCKUX U3ICTHI.

86. I'ocynapcTBeHHbI oprad He mo3aHee 10 pabouux JHEW CO JHS NPUHITUS UM B
COOTBETCTBUU € IMyHKTOM &85 Hactosamux [IpaBun pemenus yBeaomisieT (B IPOU3BOJIBHOM
(hopMe) IKCIIEPTHYIO OPraHU3ALMIO U MPOU3BOIUTENS MEAULIMHCKUX U3AEIHIM.

87. I'ocynapCcTBEHHBIN OpraH NPUHUMAET PEIICHHE, NIPEYCMOTPEHHOE MTOAIYHKTOM 5
nyHkTa 85 Hacrosmux [IpaBui B cnenyromux cinydasx:

1) He mnpenocTaBiIeHUS NPOU3BOAUTEINEM MEIMIUHCKUX H3IEIUN WU €ro
YIOJIHOMOYEHHBIM MPEACTaBUTENIeM HHPOPMALIUU O HEOJIAronpusaTHOM COOBITUU (MHIUICHTE
) WM HapylIeHHE CPOKOB MPEIOCTaBICHUS WH(POpMaHMu O HEOIArOMPHUSATHOM COOBITHU (
MHIIUJIEHTE), Ipon3olLIeeM Ha TeppuTopun Pecyonuku Kazaxcran u (Miam) Jpyrux CTpaH;

2) He NpeaoCTaBICHUS NPOU3BOAMTEIEM MEIULUHUHCKUX H3ICIHN WIH €ro
YIOJHOMOYEHHBIM INIPEACTAaBUTENEM OT4YeTa 00 HHIUJAEHTe U (Wiau) oTdeTra o
KOPPEKTUPYIOILIUX JACUCTBUSX;



3) He MNpeAoCTaBIEHHS NPOU3BOAUTEIEM MEIUIMHCKUX U3IACIHN WU €ro
YIOJJHOMOYEHHBIM MPEACTABUTEIEM OTYETOB O MMOCTPETUCTPALIMOHHOM KIMHUYECKOM
MOHHUTOPUHTE MEIUIIUHCKOTO U3JIEIIHSL.

[Ipunoxenne 1 x IlpaBunam
MPOBECHUS (hapMaKOHA30pa U
MOHUTOpPHUHTa O€30TIaCHOCTH,
KadyecTBa ¥ 3PPEKTUBHOCTH
MEIUIMHCKUX H3eTTHH

®opma
KapTa-cooﬁmeHne 0 HCXKCIIATCIIbHBIX PCAKIWAX JICKAPCTBCHHOI'O IIpeapara

[Ipu nomo3peHnH Ha HEXKENATENbHYI0 PEAKLIUI0, B TOM YHCIIE CO CMEPTEIbHBIM HCXOA0M
WM YTpO30M I JKWU3HU, MEPEO3UPOBKY, 3JI0YNOTpPEOJICHUE WU OTCYTCTBUE
3¢ PEeKTUBHOCTH, MPUMEHEHUE Yy OEpEMEHHBIX M KOPMSIIMX, Nepeaady HHPEKIUOHHOTO
areHTa MocpeiCTBOM JIEKApCTBEHHOTO CPEJICTBA, a TAaKXKEe OCOOEHHOCTSIX B3aUMOJACHCTBUS C
OJIHUM WJU OoJiee JEKapCTBEHHBIM MpenapaToM (BaKIMHOI) MpochOa 3amoJHUTH AaHHYIO
KapTy-COOOILIEHHUE.

[ToxamnyiicTa, 3aMOJTHATE MAKCUMAJIBHO TIOJIHO BCE pa3fieibl (CUHEH (YepHOM) IapuKOBOM
PYUYKOM WJIM HAa KOMIBIOTEPE, KIMKHUTE MO CEPOMY MO0 JUis 3anoiaHeHus). CBeleHus: o
NaIUeHTe U JIMIe, TPEeI0CTaBUBIIIEM OTYET, OCTAHYTCA KOH(PHUICHIIMATbHBIMHU.

HaunMeHoBaHMe OpraHU3aIuu:
Anpec:

Tenedon (dakc):

Email:

BryTpennnii HoMep KapThI-COOOIICHHS:

Howmep (MeauiimHCKON KapThl aMOyIIATOPHOTO HIIM CTAIIHOHAPHOTO MALUEHTA):
Tum coobmeHus:

CIIOHTAHHBII

JIUTEpaTypHOE

KIIMHUYECKOE MCCIICI0OBAHUE

ITOCTMAapPKETHHIOBOE MCCIIEA0BaHNE

HauansHoe cooOiienue:

n

Jara nonydenus: " T.

[ocnenyromee cooOiieHue:
Jara nocnenytoriero HabroaeHUS: " " r.

Wudopmanus o marmeHTe:

Munnuaner*: ara poxxaenus*: " " I.
1T POXII

Bospacr*: (;meT, Mec., Heq., THEH, YaCOB)

[Mox*: My»xckoit

Kenckuit

Hewussectno

Pocr: cMm Bec: KT

HamuonanbHOCTB:
a3uar



asuar (BOCTOYHasI a3us)
eBpoIeel
npyrast (yka3aTb)

Knuarmaeckuii quarHos™* (3amoHseTcs TOIBKO COTPYAHUKAMH 31PaBOOXPAHEHUS)
OCHOBHO¥:
ConmyTCTBYIOLIHIA:

Hudopmanus o 6epeMeHHOCTH
bepemennocts: Jla Her HeussectHo
Ecnu la: Jlata nocnenHeil MEHCTpyaLyu:

[peamnonaraemast qata poaoB:

KonuuectBo nminomos

3auatre HOpMaibHOE (BKIIIOYAs IIPHEM JIeKapcTB) Invitro

Hcxon GepemenHocTH:

OepeMeHHOCTh MPOIOIKACTCS

JKHBOI1 11071 0€3 BPOXK/ICHHOW TTaTOJIOTUHI

JKUBOM ILIOJ C BPOXKACHHON IaTOJIOTUeH

npepeIBaHue 0e3 BUIUMOM BPOXKICHHOH MaTOJIOTHH

IIpepbIBaHNUE C BPOXKICHHOM MaToJIoruen

CHOHTaHHBIH a0opT 6€3 BUANMOI BPOXKJCHHOH maTonoruu (<22 HeJemb)
CHOHTaHHBIH a0OPT ¢ BPOXKJEHHOH MaToNoruen(<22 Henemnb)
MEpTBBI 110/ 0€3 BUJMMO BPOXKISHHOW NaTOJI0TuH (>22 Hellellb)
MEpTBBIH IO/ C BPOXKIACHHOM maTonorueit (>22 Henenp)
BHEMAaTO4YHass OEPEMEHHOCTh

Iy3BIPHBII 3aHOC

JanpHeiIee Ha0I0eHIEe HEBO3MOXKHO

HEHU3BECTHO

Ecmu 6epemMeHHOCTS yoke 3aBepuImiach: [lara pomos:

I'ecTanmoHHBINA CPOK MpH POXKICHNH (HEBBIHAIINBAHNY, TIPEPHIBAHNN):
Tun ponos:

HOpPMaJIbHBI BarMHAJIbHBIN

KecapeBO CEYEHUE

MIaTOJIOTMYECKUE BarMHAIbHbIE (MBI, BAKYYM SKCTPaKIIN )

Bec pebenka: rp. Poct cM [Ton: Mysxkckoit YKenckuit
[Mkana Anap: 1 MmunyTa , 5 MHUHYyTa, 10 muHyTa
JononnurensHast nHpopMmanus:

ITono3peBaemblii

mpemapar (

IBakmuHa)*( Jlata wHadgana ?azeijueHH;I Ilyte BBenenws, Cepus/maptus Ne,

HenarentoBaHHO mpuema 94acToTa MPUeMa  CPOK FOJHOCTH
npuema

€ W TOproBoe
Ha3BaHUC)

[IpennpuHATHIE MEPHI
[Ipemapar otmMeHeH
Kypc ocranosnen
Jlo3a cHmxeHa

be3 uzmenenuit

Jo3a yBenuueHa
HeussectHO

Hpyroe

xox MKB-10):

IToxazanmns



ITono3peBaemblii

mpemnapar
p p ( Jara wavama Jlara 3aBepuienus Ilyts BBemenusi, Cepust/maptus Ne,
I BakMHA) ( [Hokazanus
npruemMa npuema 4acToTa IpueMa  CPOK FOJTHOCTH
HenarentoBanHO

€ ¥ TOproBoe
Ha3BaHUE)

IIpeanpunsThIE MEPHI
IIpenapar ormeHeH
Kypc ocranosnen
Jlo3a cHmkeHa

bes nzmenenuit

Jo3a yBenuyeHna

HewussectHo
Hpyroe
HexenartenpHas
« JlaTa Hauana* Jara okonuanuss Mcxon Cas3b ¢ JIC
peakuus
Brzgoposienue
[Iponomxkaercst ]
I'ocmuramm3anms Bepo;{THa;[
. Bp.anomanuun ]

’ HetpynocmocobroCTh He cBsasano
CMmepTh Ed
YHy"H.HeHI/Ie Bo3smorkuas
Vxynuenue
Brzgoposienue
[Iponomxkaercs ]
I'ocmuramm3anms Bepo;{THa;{

) Bp.anomanuun ]

’ HetpynocmocobroCTh He cBsasano
CMmepTh Ed
YHy"H.HeHI/Ie Bo3morkuas
VYxynuienue
Brzgoposienue
[Iponomxkaercst ]
I'ocmuramm3anms Bepo;{THa;[

3 Bp.anomanuun ]

’ HetpynocmocobroCTh He cBsasano
CMmepTh Ed
yﬂy"H.HeHI/IG Bo3morkuas
VYxynuienue

* Ecnu momo3peBaeMblid Mpemapar - BakI[iHa, BBEUTE HOMEp 103bl. Eciin HOMep /10361
HeusBecTeH, HanumuTe 1 11 nepBuYHOM BakiuHauK U b — 1711 OycTepHOM 1035I.
[ToxkamyiicTa, yKakuTe, €CJii KaKue-T100 BaKITMHBI ObLUTA BBEICHBI B OJTHOM IITIPHUIIE.

3. PaccmatpuBaete 1 Bbl 9Ty HexeNnaTeNbHYIO PEaKIUIo Kak Cephe3HyIo?
Ha
Her

Ecmu [la, noxanyiicra, ykaxure, II04eMy 3TO SBICHHE PacCMaTpPUBAETCs, KaK cephe3HOE (IIOMEThTE BCE, 4TO
MPUMEHHUMO):



Bripaxxennas unu
Yrpoxaer
MOCTOSIHHAs
KU3HU
WHBAJIAIHOCTD
Bpoxnenn
HUmeer  BaxHOE
Bl €
MEIHULUHCKOE 3HAYECHHUE
aHoManuu? IManuent ymep

TpebyeT niu yIIMHSET TOCITUTATU3AIIIO?

Omnmcanne HEXENaTeIbHON PeaKy JEKapCTBEHHOTO CPEICTBA AJIsl KOPPEKINH, JOTIOIHUTENbHAs HHPOPMAIHS:

Ecnu marueHT ymep, 9To SIBUIOCH TPUYUHON CMEPTH?
[IpemocraBpTe pe3yabTATHI AyTOIICHH, €CIIH BO3MOKHO

Beut mm HOZ[OSpeBaeMHfI npenapar Uik Kypc BakKllMHallun OTMEHEH?

Ja
Her
Comyrersyromee JIC 1 ( O6uas
3a uckiaodenuem JIC
CyTOYHas

IS KOPPEeKIHH JlexapcTBeHHas (popma
nobouHoro neiictBust) ( (HOMep cepun)

Jara

J03a (HyTB Hayalaa

Ha3HA4Y€HU IIpUeEMa

HenarenroBanHoe u
TOPTOBOC Ha3BaHI/I€)

[IpennpuHATHIE MEPHI
[Ipemapar oTMeHEH
Kypc ocranosnen
Jlo3a cHIkeHa
be3 uzmenenuit
Jlo3a yBenuuena
HewusgectHo

Hpyroe

I, CTOpPOHA)

ConytcTBY
romee JIC
2 (3a
HCKJTIOYCH
nem JIC
i
KOPPEKIUH
oO0YHOTO

JlekapctBe

O6mas cyrounas no3a ( larta
Hayajaa
npuemMa

HHAasd

dbopma
HOMEp
cepun)

( myTh
CTOpPOHA)

Ha3HA4YEeHUs,

JIEHCTBHS)
HemarenTo
BaHHOE H
TOProBOE
Ha3BaHUE)

ConyTcTBY
romee JIC
3 (3a

UCKITFOUEH

nem JIC
JlekapcTBe

A0S
koppekuuu HHaA
dopma  (

oOOYHOTO

Jara

npuema

Jlata
npuemMa

Jarta 3aBepuieHus
npuemMa
3aBCPIICHHUS
P Ilokazanus
3aBepIICHUS
Tloxazanmus

ITokazanms



JNEUCTBUS) HOMED O6mas cyrounas no3a ( arta

( cepun) MyTh Ha3HAYEHHs, Hadaja
Henarenro CTOpPOHA) npuema
BAaHHOE H
TOProBoe
Ha3BaHUE)

3HaYUMBIC JaHHBIE

aHaMHe3a,

COMYTCTBYIOMIUE

3aboseBanus, ajeprus [Ipomomkaercs
* (BKIIIOYAs KypeHHE H

3Ha4yMMble TaHHbIE aHAMHEe3a, COIYTCTBYIOIIIE 3a00JIeBaHus,
ajuteprus (BKJIIOYAsk KypeHHUe U yIIOTpeOJIeHHE aIKoToJIs)

yrnoTrpebieHnue
AJIKOTOJIsT)

Nmst*:
KonrakTHBIE TaHHBIE®
* I[lpumedanue:
noJist o0si3aTeNnbHbIe JUIs 3anoiHeHus (MHdopmanus, Tpedyemas I yCTaHOBJIEHUS
OIIEHKM MPUYUHHO-CIEJCTBEHHOW CBA3U MEXKIY PA3BUTHUEM HEKEJIATENbHBIX pPEaKIui
JIEKapCTBEHHOT'O CPEJICTBA:
uH(popMaIus 0 marueHTe: BO3pacT, MOJI;
uHpopMaIUsl O HEXENaTeNbHBIX peaknusax (IehHcTBUSAX) W (WJIM) OTCYTCTBUH
3 PEeKTUBHOCTHU: BpeMs Hayaia, TECUCHUE U UCXO]] PEaKIIHH;
uH(opMaIus 0 IMOJ03peBaEMOM JIEKAPCTBEHHOM CPEJICTBE: TOPTOBOE Ha3BaHUE,
MEXIYHApOJAHOE HEMAaTeHTOBAaHHOE Ha3BaHUE, JO3UPOBKA, CIIOCOO BBEACHMS, JaTa Hayana u
OKOHYaHUS MpreMa, MOKa3aHus K MPUMEHEHNI0, HOMED CEpUH;
uHpopMaIug O penoprepe, HANpaBUBIIEIO COOOLIEHHME O BO3HUKHOBEHHUU
HEeXeNaTeNbHBIX peakiuil (aeiicTBuii) u (win) orcyTcTBuM dhdexTuBHOCTH (MHBOPMAITIS
ABJISIETCS] KOHPUACHIIUAIBHON U UCTIONIB3YETCS TOJIBKO ISl IPOBEPKHU U JOTOTHEHUS JaHHBIX,
a Takke JIUWHAMuU4yecKoro HaOmroneHus). Eciam penoprep He JKelaeT MNpenCcTaBiATh
KOHTaKTHBIE JaHHBIE, COOOIEHHE O HEeXEeIaTeIbHON pEeaKIMu SABISICTCS BaJIUAHBIM MPU
YCJIOBUH, YTO OpraHu3anus, NpouH(pOpMUPOBaHHAs O Cilyyae, ClIOCOOHA MOJITBEPAUTH €ro
HaIPSIMYIO C PETIOPTEPOM.

[Ipunoxenue 2 x IlpaBunam
npoBeaeHus papMakoHan3opa u
MOHHUTOpPHHTa OE30TI1aCHOCTH,
KadecTBa U 3 hekTHBHOCTH
MEIUIMHCKUX U3IETTHH

®opma
HaunmenoBanne ®apmanieBTHYECKOW KOMIIAHUU

Jlepxarteib perucTpalliOHHOTO YAOCTOBEPECHUS




Ortuer o ciTydJasx cepbe3HOM HEMPEABHICHHON HEXEIATEIbHON pEeakMH JICKapCTBEHHOT'O
CpencTBa, BEIBIECHHOM BHE TeppuTopun Pecy6mmku Kazaxcran

ToproBoe HaMMEHOBaHKE JIEKAPCTBEHHOTO Mpernapara
MHH

HpOI/IBBOI[I/ITeJ'IB KOMIIaHHUHU 110 BCEMY MUDY
Mecst:

OTBETCTBEHHOE JIUIIO:

Jlara otuera:

CepbesHble Cepbe3Hble
HEeTpeIBUICHHBIC. ( HempeaBUACHHBIE. (
OO0mee  KOJNHYECTBO
Tun Otyeta HEONHUCaHHbIC) TTOOOYHBIC HEOMUCAHHBIC) MOOOYHBIC

. N . coo01IeHnt
JEHCTBHUS CO CMEPTENBHBIM IEHCTBHS C YrpO30# st

HCXO0JIOM KHU3HU
CrioHTaHHBIE COOOIICHUS

JlokansHBIE COOOIIEHUS

3apyOeKHbIC COOOIICHUS

KnuHnveckue UCIbITaHus

JloxanbHbIe COOOIIEHHS

3apyOexxHbIe cOOOIIEHHS

IlocTmMapkeTHHTOBBIE
UcClleOBaHus,
JIATEpPATypHbIE CIy4Yau,
Jpyroe

JIokanesHBIE COOOIIIEHUS

3apyOeKHbIC COOOIICHUS

YnomaoMoueHHOE JHIo 110 hapmakoHaa3opy B PecryOnmke Kazaxcran

Iloanuck, nara

[Ipunoxenne 3 x [IpaBunam
npoBeneHus papMakoHaa3opa u
MOHHUTOpHHTA 0€3011acHOCTH,
KadecTBa U 3 (HeKTHBHOCTH
MEIULUHCKUX U31EIUI

dopma

OKCIepTHOE 3aKII0YEHHUE IO OEHKE IPUINHHO-CIIEACTBEHHOMN CBIA3H MEXK/AY HEXEIATEIbHOM
peakmyei ¥ IpUMEHEHHEM JIEKapCTBEHHOT'O CPENCTBa

Toprosoe Ha3BaHueE:

[IpousBoauTenb:

Howmep peructpanuu B Pecniydnuke Kazaxcran:

1. HUcxonnas napopMarus:

JlaTa mOCTYIUICHHS COOOIICHHUS B
9KCIIEPTHYIO OpraHU3alHIo:

)]



2)
3)
4)

5)

6)

)]

2)

3)

Iono3speBaemstit JIC:
Wnudopmanus o manueHTe:
Huarnos:

Omnncanve HeXeNaTelnbHON peakiun
(HP):

Ouenka cepbesnoctn HP JIC (kax
YKa3aHO B COOOIICHNH)

Banunmanuss  cooOmeHuii B
COOTBETCTBUU CO CTaHIApTaMHU
HajyIexKamux  (hapManeBTHICCKUX
MPaKTUK, YTBEPXKIaCcMBIMH B
MOPSAAKE MPETYCMOTPEHHOM TOIITYH
ktoM 9) cratbu 10 Kogekca
Pecny6mmku Kazaxcran ot 07 urons
2020 roga "O 3m0pOBbE Hapoaa U
CUCTEME 3paBOOXPaHEHHS
MuHuMaIbHAsA Tpebyemas
nHpOpMaIKs BKIIIOYALT:

Penoprep: uneHTHdUIHpPYeTCS 1O
MMEHH WM NHULHAJIAM, aJipecy W
KBaIM(UKAIMH (B YACTHOCTH, Bpad,
mpoBu30p, ¢GapMmaiesT, Ipyroi
MEJUIMHCKUH CIICLHAINCT, MaleHT
(moTpeduTens) WM IpyTroe JIUIO, He
SABJIAIONEECS  CHELUAINCTOM
CHCTEMBI 3[IPaBOOXPAHCHHUS).
PenopTtep CYUTAETCS
UACHTUQHUIHPYEMBIM B clydae
HAJIM4YUSl KOHTAKTHBIX JIAHHBIX,
00ecreunBaloIUX BO3MOXKHOCTD
MOJITBEPKACHUSI COOOIICHHUS WIIN
BBITIOJTHUTD nocuegyonee
HaAOIIOICHUE, IPH HEOOXOIUMOCTH

[ManueHT: UACHTUDHUIUPYEMBIA C
yKa3aHUEM WHUIHAJIOB,
UICHTU(OUKAIMOHHOTO  HOMEpa
ManyMeHTa, JaTbl POXKACHHS,
BO3pacTa WM BO3PACTHOM IPYIIIBL,
moma. MubopManus o manmeHTte
SIBIISIETCS MAKCUMAaJIbHOM;

ITomo3peBaemblil JI€KapCTBEHHBII

Ipenapar: 1o MeHbIIEeH Mepe, OJUH
MOJ03PEBAEMBIN  JIEKAPCTBEHHBIN

Ipenapar AOJKEH OBbITh YKa3aH B
coo0IIeHn: (TOProBoe Ha3BaHHUE
nm MHH);

1) Iloka3zaHue K TNPHUMEHEHUIO

nogo3pesaemoro JIII, ykazanHoro B
cooOmmeHnn™*

2) [Tyt BBeneHUS U NO3BI*



4)

)

3) Hata nauana sBeaenus JII1 u nara
otMmensl JIII wiam JIUTEIBHOCTD
WCIIONIb30BAHMS TIperapara, eclid
ATl Hadala M OKOHYAaHWS HE
yKazaHbI*

4) JlekapCTBeHHas HCTOPHS
marenTa™

5) ’Kanob6a Ha kagectso JIII (1a (HeT
); ecnu "ma", To onucaTh Xkanoly Kak
YKa3aHO B COOOIIECHUH) *

Omnmcanue HeXeNaTeIbHON peaKIui:
o MeHbUIE Mepe, OJHa
mmojio3peBaeMasi  HeXKelaTelbHas
peaKLu/m JOJIDKHA 6I>ITI) yKa3aHa B
COOOIIIEHHUH.

He Banuanoe coobuieHue:
CoobmieHne ompenenseTcss Kak He
BallUHOC  WMHAMBUAYaIbHOE
coolmeHrne O HeXeIaTeIbHON
peaKiuu, eCiau B COOOIICHUH HET
MOJTHOM TpeOyeMoll MHHMMaIbHON
nHpOpMaIHH.

HNudopmanus 0 COMyTCTBYIOLIMX
nekapcTBeHHBIX cpeacTBax (JIC)

1) JlaTel Ha3Ha4YeHHWsI ¥ OTMEHBI
conyTcTBytomux JIC

2) CpaBHHTH 3TH CBEICHHUS C TaTOU
Ha3HAYCHUS " OTMEHBI
nono3peaemoro JIII, Haudanom
pazButust HP

Wndopmanmst o HexemaTeaIbHOU
peakuuu

Hara nacrymienusa. Pe3ynbTarsl
nab0paTOPHBIX TECTOB, €CIHU
UMEIOTCS, C yKa3aHHEeM eIUHUI]
n3Mmepenus. Mcxon HexenaTenbHOM
peaxyu (SBICHIS): BRI3OPOBICHHE
, TIPOJTOIDKAETCS, TOCTIMTANN3ANNA (
YIIMHEHHE) TOCHUTAIN3alNH,
MHBAJUJAHOCTDH (
HETPYIOCTIOCOOHOCTD), BPOXKICHHAS
aHOMAaJHs, Yrpo3a JXKU3HU, CMEPTh,
MEIWIWHCKH 3HauyuMble JlaTa
Hagana passutus HP JIIT Onenka
CEpbE3HOCTU  HEXKEJATENbHOU
peakiuu: KaK yKa3aHo B COOOLICHUU
OIICHKA JKCIepTa: MOATBEpXKICHHE (
HENOJTBEepPKIeHNEe) cepbe3HocTr HP
, ommcaHHoe (HeomucanHoe HP,
n3BecTHOE, Hem3BecTHoe HP),
JNEHCTBHE WIW HEXelaTelbHOe
sBrieHue [IpuHATBIE MepHI: Ipenapar



OTMEHEH KypC OCTAaHOBJIEH /1032
CHIKeHa 0e3 HM3MEeHeHHil mo3a
YBEIMYCHA HEHW3BECTHO DPdeKT
mocie MPHUHATHIX Mep: Dddekt
MOBTOPHOTO Ha3HAa4YeHUs
JIEKapCTBEHHOT0  Ipemapara:
IIpUBENIO CHOBA K pa3BuTtuio HP He
MIPHUBEJIO K TIOBTOPHOMY Pa3BUTHIO
HP wHeusBecren B cayuae
comyrcrBytomux JIC nim ykazaHun
6onee oxHoro mogo3peBaemoro JIC,
clIeayeT OICHUTh BO3MOXKHOCTb
JIEKApCTBEHHOTO B3aUMOJICHCTBUS B
passutun HP (H)

JlexapcTBeHHBIE TIpemapaThl IS
xoppexuuun HP JIIT

JononaurtensHas HHGopManus
3HauMMble JaHHbIE aHaMHe3a,
COIyTCTBYIOIIME 3a00JeBaHMS,
aJUTepTH

IIepeuens u OLl€HKa
JIOTIOJIHUTEIIbHBIX MATEPUAIIOB

Pesynpratel  1a0GOpaTOPHBIX

UCTIBITAHUH (B CIy4asX CEphE3HBIX
HP JIII wunm otcyrctBuH  (
HejocTtaTo4Hol) 3 dekTuBHOCTH B
COOTBETCTBHH C  HAaCTOSIIHM

[Mpukazom)

O1eHKka NPUYMHHO CIEACTBEHHOH
cesa3u Mexay HP u npumenenuem
JIIT

O11eHKa B3aNMOCBS3H:

1) Hactynuio nu sBieHHe A0 TOTO,
KaK TalMeHT Hayaj NpPUHUMATh
JIEKapCTBEHHOE CPEJCTBO?

2) SBusgercs W BpeMs M0
HaCTYNJICHUS SIBJICHHS
MIPaBAOIOI00HBIM (BEPOSITHBIM)?

3) Hacrynmio nu sBiIeHHE MOCHE
Hagaja IIpueMa Kakoro-Iudo
JPYToro JeKapcTBEHHOTO cpesicTBa?
Ecnu sBieHHe HacTynmmio BCKope
Iocjie Hayaja IpueMa JApyroro
JIEKapCTBEHHOI'O CPEACTBAa, B TAKOM
cly4ae HaJ0 HUMETh B BHUAY JBE
BO3MOXKHOCTH: SIBJICHHE MOTJIO OBITH
BBI3BAHO HOBBIM JIEKAPCTBEHHBIM
cpencTtBoM. MoOIJoO MMETh MECTO
B3aHMOJIEHCTBHE MEXIY ABYMs
JICKapCTBCHHBIMU cpeacrtesamu,
KOTOPOE U BBI3BAJIO SIBIICHHE.



10.

11.

4) Hactynwio 5y siBJI€HHE TOCIE
MOSIBJICHUSI KaKOTO-TO HOBOTO
3abosreBaHUsA?

5) CyulecTByeT 1M Kakas-iu0do
JIpyras BO3MOXHAs MpPUYUHA
HACTYTUICHUS SBJICHUS?

Bo3MokHO, sBIICHUE OOYCIOBICHO
3a00JIeBaHIEM, B CBS3H C KOTOPBIM
MAlUEeHT MOJyJaeT JieueHue?
Bo3MoXxHO, sBICHHE O0YCIOBICHO
HEKHUM JAPYTUM COMYTCTBYIOLIHM
3aboseBanuem?

Bo3moxHO, siBJIeHHE 00YCIOBICHO
MPUEMOM KaKOro-aub0 Ipyroro
JIEKapCTBEHHOTO CpelncTRBa,
HA3HAYAaeMOT0 MapaJIeIbHO?

6) KakoBa peakmuss Ha OTMEHY
JeKapcTBeHHOTo cpeacTra? Ilamuent
Bouteumsicss? CocTOosiHUE TMalMeHTa
ynyurrmiock? CocrosiHue  0e3
n3MeHeHui? CocTosiHue MHalueHTa
yxynumiock? Peakuust Ha OTMEHY
Hem3BecTHa? B Takom ciydae
HE00X0ANMO 0053aTENBHO 3aIHCaTh
"Hen3BecTHO".

7) KaxoBa peakuus Ha TOBTOpPHOE
Ha3HauYe€HHE  JIEKAPCTBEHHOTO
cpenctsa? (Ecim mpuMeHIMO)

KaTeFOpI/II/I B3aMMOCBA3U:

HoctroBepHas
MIPUYUHHO-CIICICTBEHHAsI  CBS3b
KJIMHUYECKHE MPOSIBIICHUS
CUMIITOMOB  HE¥XeEJIaTeJIbHOU
peaxIiy, BKIII04as HeXKelaTeNbHbIe
U3MEHEHHUS 1abopaTopHBIX
MoKa3aresei:

CBSI3aHBI TI0 BPEMEHH C IIPHEMOM (
MPUMEHEHUsI) JICKaPCTBEHHOTO
CPEeACTBa;

HE MOTYT OBITh OOBSCHEHHI
HaJU4UeM  COINYTCTBYIOIIMUX
3a00JIeBaHUN WJIM OJTHOBPEMEHHO
MPUHUMAEMBIMH JpYyTUMHU
JIEKapCTBEHHBIMH CPEJICTBAMH;
OTMEHa M0JI03pEeBAEMOro
JIEKapCTBEHHOr0  Ipemnapara,
MO3BOJISIET TOYHO OMPEICIHTH
B3aMMOCBSI3b  HEXKENATeINbHON
peaknuu c HpUEMOM
JIEKapCTBEHHOTO Mpernapara

Bo3sMoxnHas
TIPUYNHHO-CJICICTBCHHAS CBSI3b**:



KJIIMHUYECKHE MPOSIBIICHUS
CUMITOMOB  HEXeJlaTeIbHOI
peakiuy, BKIIOYas HeKelaTelbHbIS
W3MEHEHHUS m1a00paTOPHBIX
MoKa3aTesiel, CBSI3aHbl 10 BPEMEHH C
IIPUEMOM JIEKapCTBEHHOTO CPEJICTBA;
MOTyT OBITh O6T)$[CHCHI)I HaJIM4ueM
COIYTCTBYIOIIUX 3a00JeBaHUN MU
OJIHOBPEMEHHO PHHUMAEMBIMHU
JIEKapCTBEHHBIMH CPEIICTBAMH;
nadopmanuss o pesyibTaTax
npeKpaleHu s npuema
JI€KapCTBEHHOI'0 cpencraa
OTCYTCTBYET MO0 HEIOCTOBEPHA

BeposiTHast npuYMHHO-CIIEACTBEHHAS
CBSI3p**:

KJIIMHUYECKHE MPOSIBIICHUS
CUMITOMOB  HEXeJlaTeIbHON
peakiuy, BKIIOYas HeKelaTelbHbIE
H3MEHEHHS 1a00paTOPHBIX
[I0Ka3aTesel, CBSI3aHbl 110 BPEMEHH C
NpHueMoM (mpuMeHeHus)
JIEKapCTBEHHOT'O CPEJ/ICTBA;

HE MOTyT OBITh OOBICHEHBI
HAJIMYUEM  CONYTCTBYIOLIMX
3a00JIeBaHUI WM OJHOBPEMEHHO
NPUHUMAEMBIMHU IPYTUMH
JIEKapCTBEHHBIMHU CPEJICTBAMH;
perpeccupyroT mocie npeKpanieHus
npuema (mpuMeHeHHUs)
JIEKapCTBEHHOT'O CPEJ/ICTBA;
mpenapar HOBTOPHO He Ha3HAJaJICs
WJIN pe3yJbTaT HEN3BECTEH.

CoMHHUTENbHASA
TIPUYUHHO-CIIEICTBEHHAS CBA3h:
KJIMHUYECKHE MPOSBICHUS
CHUMIITOMOB HEeXeIaTeIbHOU
peaKIuy, BKIIIOYas HEXKETATeIbHEIC
H3MEHEHHUS nabopaTOPHBIX
MoKa3aTeyeil, He CBSI3aHblI SBHO I10
BPEMCEHH C MpHEeMOM (TIpUMCHEHUEM
) TeKapCTBEHHOTO CPENICTBA;

MOTYT OBITh OOBSICHEHBI HAJTHUNEM
COITYTCTBYIOUINX 3a00JICBaHUH FITH
OJHOBPEMEHHO MPHHUMAaEeMbIMHU
IPYyTUMU JIEKapCTBEHHBIMU
CpEICTBAMU;

VYcnoBHasI IPUYNHHO-CIIEICTBEHHAS
CBSI3b:

Tpedyer MONy4eHUS
JIOTIOJTHUTENbHON WHpOpMaIUK 0



12.

MoO0YHOM JIeHCTBUM M (MJIN) O
NAlMeHTe, NPUHUMABIIEM 3TO
JIEKapCTBEHHOE CPEICTBO;

nmubo aHanmu3 HWHPOPMAIUH
BBIABIICHHON  HEXelaTelabHON
peaknuuu He OKOHYEH Ha MOMEHT
OLIGHKU TNPHYUHHO-CJIECICTBEHHOM
CBSI3U MEX]y TTOOOYHBIM JICHCTBHEM
U TOpUEMOM JIEKapCTBEHHOTO
CpenCTBa;

He mopmatommecs xiaccugpuKaiuu
NMPUYNUHHO-CJICACTBCHHAA CBA3b
COOOLIEHU O IO0A03PEBAEMBIX
MOOOYHBIX pEakIHiIX HEeIb3s
OIIEHUTH, TaK KaK HET JIOCTaTOYHOH
nEpOpMAINK WIH JKe OHa
IIPOTUBOPEYNBA

OtcyTcTBUHE sddekTa (
3¢ (HEeKTUBHOCTH)
OtcyTcTBHE 0XKHUAaeEMOH

3¢ (HEeKTUBHOCTH BCEraa CIeayeT
3aMUCHIBATh  KaK  SBJICHUEC.

Heob6xoaumo MPaBIIBHO
HCIOIb30BATh TEPMHHBI IS
ONMHCaHHS SIBJIICHUU "

HEIPPEKTHBHOCTH JIEKAPCTBCHHOTO
cpencrra " "CHUXKEHHE
3¢ PeKTUBHOCTH JiekapcTBa'.
IIpuunnbl HEJOCTAaTOYHOU
3((HEKTHBHOCTH MOTYT BKIJIIOYATh
ciexyromee:  JIeKapCTBEHHOE
CpPEACTBO HE COXpaHseTcs B
OpraHu3Me Mo MPHUYUHE PBOTHI UK
CWJIBHOW JMapeu; HeloCTaTOYHas
NIPUBEPKEHHOCTH ManueHTa
HA3HAYCHHOU CXEME JICUCHUS,;
HeaJleKBaTHasl 7103a;

HU3KOE KadecTBO JIEKAPCTBEHHOTO
CpPeACTBa;
dbanpcupUIUpPOBaAHHOE
JIEKapCTBEHHOE CPEJICTBO;

HEBEPHO MMOCTABJICHHBIN JIUATHO3;
B3aMMOJICHICTBUE, CHHIKAIOIIEE
ypOBEHb Ipernapara B KPOBH;
JIEKApCTBEHHAST YCTOWIHBOCTD

Pe3ynbTaT OLIEHKH B3aUMOCBSI3H
[Tocie BBINOJNHEHHS  OICHKH
B3aMMOCBSI3U HEOOXOIUMO yKa3aTh
OJIUH W3 CJCIYIONIUX IYHKTOB:
peakuus (HexenareabHas PeaKius):
SABJICHUA, JJIs1 KOTOPBIX
MPUYHHHO-CJICICTBCHHAS]  CBS3b



ompejenseTcs Ha  YpOBHE
JIOCTOBEPHOU, BEPOSITHOU WIHU
BO3MOXHOW M KOTOpBIE B
COBOKYIHOCTH OTHOCAT K 4Hciay "
peakumit", TOCKOIBKY IS HUX
MpeAIoNaraeTcsa  BepOSITHOCTD
HaJIMYUs  B3aUMOCBSI3H  C
Ha3HAYCHHEM JICKapCTBEHHOTO
cpencTsa (CpeacTs).

HexenarenbHoe sIBJICHUE:
Crnyuaiinble sIBICHUS: SIBICHUS, TSI
KOTOPBIX MPUYMHHO-CJIEICTBEHHAS
B3aUMOCBSI3b OIIPENCISICTCS Kak
COMHHUTENbHAs, IOCKOJNBKY WX
COBMAJICHHE C Ha3HAYCHUEM
JIEKapCTBEHHOTO CcpeacTBa
pacueHuBaercs Kak ciayyanHoe. Mx
clielyeT OTHOCUTb B OTAEJIbHYIO
TPYIIYy, TOCKOIBKY OHH MOTYT
MPEACTAaBIATh  3HAYUTEIBHYIO
LIEHHOCTh B BBISIBJICHUU CHUTHAJIA.
SBeHus, KOTOPBIE KOOUPYIOTCS KakK
HEeOIleHMBaeMble, He0OX0IuMOo OyeT
HpoaHaJ'[I/I?)I/IpOBaTI) JOIIOJIHUTCIIBHO,
U UX CleayeT HCKIYUTh U3
aHanuza. SIBieHuUs, KOTOpbIE
KOJQUpYIOTCH Kak
HeKJIacCu(UIIPyeMbIe, OTHOCATCS K
MIPOMEXYTOUYHOW KaTeTOPHHU, M HX
OIIEHKY CIIeAyeT MOBTOPHUTH, KOTa
IMOABUTCSA JOIIOJIHUTCIIbHAs

nHpopManus
13. 3akIIrouYeHNE U BBIBOIBI:
14. Pexomennmanuu:

[Ipnmeuanue:
* Ecnu undopmarnus qoctynHa
**B ciyyae cMepTH NPUYMHHO-CIEICTBEHHYIO CBSI3b HENb3sl PACUEHHMBATh Kak

BEPOSATHYIO, TaK KaK B 3TOM CIIy4yae HEBO3MOXXHO YBUAETh 3PPEKT OTMEHBI JIEKAPCTBEHHOTO
cpeactBa. OaHako, NpU HAIUYUM MOPUEMIIEMON BPEMEHHOW B3aMMOCBSI3H MEXKIY
NPUMEHEHUEM  JIEKapCTBEHHOI'0  Ipemapara MW JETaJbHBIM  HCXOJOM,
NPUYHUHHO-CJIEICTBEHHYIO CBSI3b MOKHO PACIEHUBATh KaK BO3MOXHYIO.

@®.1.0. (nmpu HANMYKK ), PyKOBOJUTENSL CTPYKTYPHOTO

noipa3ieJIeHus [Moanuch

®.1.0. (mpu HaMM4YUM), FKCrepTa [Toanuce

[punoxenne 4 x [IpaBuram
npoBeeHus hapMaKkoHa30pa U



MOHHUTOpPHUHTa OE3011aCHOCTH,
KadecTBa U 3 pekTHBHOCTH
MEIULITHCKHX U3ICIUH

®opma

OTger 0 DOCTYNMBIIMX KapTaX-COOOMEHIAX

Nuadopmanus o

cepbe3HOH
HEXeJIaTeNnbHON
s HHUX B peakuuy ACUCTBUM C
rocyJapCTBEHHBIN ucxoaom "cmeptsn', "
ynap IIpunsteie Mepsl ( A P v n
Bcero crmoHTaHHBIX OpraH OTIpPAaBICHHBIE yrposa Jku3HH",
. . IpuKas 0 N3 Hux:
KapT-COOOLICHHI nucbMa (0 Cephe3HOM OTCYTCTBHE
N MIPUOCTAHOBIICHNH ) 0w
HEXelaTeTbHON s dexTuBHOCTH",
peakumn) Mepeno3upoBKa’, mpu
NPUMECHCHHUHU
110/103pEBaeMOro
npenapara
®.1.0. (mpu HAIMYUK), pyKOBOAMUTEISI CTPYKTYPHOTO
NoApa3AeICHUs IHonnuce
®.1.0. (mpu HaMM4YUM), SKCrepTa IToanuce

IIpunoxenue 5 x [IpaBunam
npoBeaeHus (hapMakoHaI30pa u
MOHUTOPHUHTA O€30MMaCHOCTH,
KauecTBa M 3PPEeKTUBHOCTH
MEIUIMHCKUX U3IeITHH

dopma
CrpykTypa neprOIUIecCKOro 0OHOBIAEMOro 0TIeTa 0 6€30IMaCHOCTH

1. TUTYJIBHBIN JIUCT, BKJIIOYAs YIOCTOBEPSIOIIYIO TTOAMKUCH;
2. KpaTKOE€ M3JI0KEHUE OCHOBHOTO COJICPKAHUS:
1) TabGauia copep>kaHus OTUETA:
2) BBEJICHUE;
3) perucTpalMoHHbII CTaTyC B MUPE;
3. MepbI, IPUHSATHIC 32 OTYCTHBIN MTEPHO/I, B CBS3H C IAHHBIMU 110 0€301TaCHOCTH;
4. W3MCHEHHUS, BHECCHHBIE B CIIPABOYHYIO HH(POpPMAIHI0O MO OE30MacHOCTH
JIEKapCTBEHHOTI'O Mperapara;
5. OIleHKa KOJWYEeCTBa MAIUCHTOB, MOJBEPTIINXCS BO3JCUCTBUIO JICKAPCTBEHHOTO
npenapara:
1) oOmiee KOTWMYECTBO MAIMEHTOB, MOJABEPTIINXCS BO3ICUCTBUIO B KIMHHYECKHUX
HCCIICIOBAHMSIX
2) o011ee KOJTUYESCTBO MAIIMEHTOB, IMMOABEPTIINXCS BO3ICHCTBUIO TI0 TAHHBIM IPUMCHEHUS
Ha pPBIHKE.



6. 000011IeHHBIE TaOINYHEBIE JaHHBIE:
1) cnipaBouHast uHpoOpManus;
2) 060061IeHHas HHPOPMAIUS IO CEPhE3HBIM HEXENIaTeIbHBIM PEAKIIUSIM, BHISIBICHHBIM B
X0/1e KIIMHUYECKUX UCCIIEeI0BAHUN;
3) 00001eHHass HHpOpMaLU 110 JAHHBIM [TOCTPETUCTPALIMOHHOTIO TPUMEHEHUS.
7. pe3toMe BaXKHBIX JaHHBIX, MOJYUYECHHBIX B XOJI€ KIMHUYECKUX HCCIETOBaHHM 3a
OTYETHBIN MTEPUOI:
1) 3aBepllIeHHbIE KIMHUYECKUE UCCIIeI0BAaHUS;
2) NpoI0JKAIOIINECS KIMHUYECKUE UCCIIEIOBAHUS;
3) IIUTENBHBIN TOCIENYOMNIT MOHUTOPUHT;
4) uHOE TEepaneBTUUYECKOE MPUMEHEHUE JEKapCTBEHHOTO Ipenapara;
5) HOBBIE JaHHBIE MO OE30MACHOCTH B OTHOIICHWW Ha3HAYCHHS (DUKCHPOBAHHBIX
KOMOUWHAaIUIA.
8. TaHHbIE HEMHTEPBEHIIMOHHBIX UCCIICIOBAHU;
9. naHHBIE IPYTUX KIMHUYECKUX UCCIEAOBAHUM U U3 IPYTUX UCTOUYHUKOB;
10. maHHbBIe JOKIMHUYECKHUX MCCIICIOBaHUM;
11. nuteparypa;
12. apyrue nepuoanveCcKue OTYETHI;
13. HenocTarouHas TepaneBTHUECKast 3PPEKTUBHOCTh B KOHTPOJIUPYEMBIX KIMHUYECKUX
UCCJIeIOBAHUSX;
14. Baxxnas nndopmanys, nogydeHHas nocie 3aBepiieHus noarotrosku [10B;
15. 0030p cUrHaIOB: HOBBIE, pacCCMaTPUBAEMBIE U 3aBEPILICHHBIE;
16. curHanel ¥ OIIEHKA PUCKA:
1) o6o0maronias naGoOpMaIus 1Mo mpoodieMaM OE30MIaCHOCTH;
2) OlleHKa CUTHAaJa;
3) o1leHKa PUCKOB U HOBOM MH(OPMAIINK;
4) XxapakTepUCTHKA PUCKOB;
5) 3 (HEeKTUBHOCTH MEP MUHUMU3AIIAN PUCKA (€CIIH TPUMEHUMO ).
17. olieHKa MOJIB3bL:
1) BaxxHas 6azucHas nHPpopManus o 3H(HEKTUBHOCTH B X0J€ KIMHUYECKUX UCIIBITAHUN U
NPUMEHEHUS B MEJUIIMHCKON TTPAKTUKE;
2) HoBas BbIsIBIEHHas HH(popMaIus no 3PGEeKTUBHOCTH B XOJ€ KIMHUYECKUX UCTBITAHUM
Y IPUMEHEHUS B MEULIMHCKOMN ITPaKTHUKE;
3) XxapaKTepUCTHUKA MOJIb3HI.
18. uHTErpUpOBAHHBIN aHATTN3 COOTHOILIEHUS MOJIb3a-PUCK MO OJO0OPEHHBIM MTOKAa3aHUSIM:
1) KOHTEKCT COOTHOIIEHHS MOJIb3a-PUCK — MEIUIMHCKAsT MOTPEOHOCTh M BayKHbIE
aIbTEPHATUBBIL;
2) olleHKa MPOILIeIyphl aHAIN3a COOTHOIIEHHUS TTOJIb3a-PHUCK.
19. 3akIr0ueHuE U JICHCTBUS,



20. npunoxenus k [10B.

[TOb BKJIFOYAET CIEYIONIUE MPUITOKEHHUS:

1. cipaBo4Hast HH(pOpPMAIIUS;

2. KyMyJSTUBHBIE 0000111ar01IIMe TaOJUYHbIE JaHHBIC 10 CEPbE3HBIM HEXETaTeIbHBIM

SIBJICHUSIM, BBISIBJIEHHBIM B X0J1€ KJIMHUYECKUX UCCIICIOBAHUI (MCIIBITAHUN);

3. KyMyJIATUBHBIE M UHTEPBaJIbHbIE 0000IIAtONINE TAOIHYHbBIE JAHHBIE M0 CEPHE3HBIM U
HECEPHE3HBIM HEKEIATEIbHBIM PEAKIHAM 10 TAHHBIM MTOCTPETUCTPALMOHHOTO TPUMEHEHUS;

4. TabnMYHbBIE JaHHBIC TIO CUTHAJIAM;

S. OLIEHKA CUTHAJIOB, €CIIM IPUMEHUMO;

6. IepeUeHb BCEX MOCTPETUCTPAIIMOHHBIX UCCIEOBAaHUHN IO 0€30MaCHOCTH.

ITpunoxenue 6 x IIpaBunam
npoBesieHus (hapMaKOHaI30pa U
MOHHUTOpPHUHTa OE301I1aCHOCTH,
KadecTBa U 3 pekTHBHOCTH
MEIUIMHCKUX H3IEeTTHH

®opma

DKCIepTHOE 3aKII0ICHUE IO OIEHKE IEPHOMISCKOr0 OOHOBISIEMOr0 OTIeTa IO 6€30macHOCTH
JIEKapCTBEHHOTO CPECTBA

(Yka3zaTh Ha3BaHUE JIEKAPCTBEHHOTO CPEJCTBA) (IJ1s1 BCEX JICKAPCTBEHHBIX CPEACTB, KpOME
BaKIIMH 1 OMOTEXHOJOTUYECKUX TIPETapaToB)

Howmep nepuoandeckoro oGHOBIsIEMOro otuera 1o o6e3omnacHoctu (naiee - [I00B) B
Peectpe [TOOB:

Howmep ITOOB, npucsoennsiii JIPY:

[Ipouenypa (BbIOpaTh HYKHOE U3 HUKECIIETYIOIIETO):

CTaHJapTHas MEPUOIUYHOCTD

oco0ast nepuoJuYHOCTh (1o cnucky pedepenTHbix nat EC)

10 3aIPOCy YIOJTHOMOYEHHOM OpraHu3aIlim)

AxTuBHOE(bIE) BelIeCTBO(a):

[lepuon, oxBauennsiii JanubIM [TOOB: ¢ o 20 T

JJL.MM.ITTT. JJI.MM.ITIT.
1. CnpaBounas uHpopMmaIus

1. Toprosoe Ha3zBaHue

MHH unu Ha3BaHue 1EHCTBYIOIIETO
2. BEIleCTBA WM COCTaB JJIA
KOMOWHHUPOBAHHBIX IIPENapaToB

MexayHapoaHas AaTta perucTpalum,
CTpaHa; HOMEpP PErucTpaluOHHOTO
ynoctoBepenuss  PK, nara
perucTpau



10.

11.

12

13.

14.

dapmakoTepaneBTU4ecKas rpymmna (
ko ATX)

ITokazanusi Kk MPUMEHEHUIO, CIIOCO0
MIPUMCHCHUSA

JlekapcTBeHHBIE  (HOPMBI W
JO3UPOBKH

2. OcHoBHas uHpopMaIus

Pasgensr [IOOB

OmnucaHue akTUBHOTO BEIIECTBA, €T0
(apmMaxoTepaneBTHIEeCKOe IeiiCTBIE

HN3menennss B uHPOPMAIIUU O

JIEKapCTBEHHOM CpeJCTBE,
npennoxenusie JIPY B pamkax

storo [TOOb

PeructpanuonHbii cTatryc
JIEKApCTBEHHOT'O CPE/ICTBA

Mepbl, TOpUHATHIE B TCYCHUE
OTYETHOTO MEPUOJA MO MPUIHHAM
6e30macHOCTH

W3MeHeHUsT B  CIPAaBOYHOM
uH(pOpMaIHHU TT0 0€30MaCHOCTH

OmueHKa 3KCIO3UINN: KyMyJIITHBHOE
WM HWHTEPBAIBHOE KOJIMYECTBO
nanueHToB, nonyyuBmmx JIC mpu
KJIMHUYECKUX UCIBITAHUAX U B
MOCTPETUCTPALIMOHHBIN NEPUOS

Kpatkuii koMMeHTapuil o uToram
paccMOTpECHUA JAaHHBIX B CBOJHBIX
Tabaunax

Pesrome BaXXHBIX JaHHBIX
KIMHHYCCKHUX I/ICCJICZ[OBaHI/Iﬁ B
TEYCHHUE OTUCTHOIO I€puoaa

JlaHHBIE  HEMHTEPBEHIMOHHBIX
HCCIIeTOBAHUN

JlaHHBIE IPYTUX KIMHUYECKHX
HUCCIENOBAaHUW M U3 JAPYTUX
HUCTOYHUKOB

Janusie TOKJIMHUYECKUX
HUCCIEI0OBaHUI

JIuteparypa

Baxnas uHoOpManus mocie IaThl
3akpeITus 6a3bl qanHbX 11006

OHCHKa CHUT'HAJIOB: HOBBIC, TCKYIIIHC
HJIN 3aKPBITBIC B TCUCHNUE UHTCPBAJIa
OTUYETHOCTH

Kpatkoe uznoxenue ganusix [100b
U TIpeIBapUTEIbHBIE KOMMEHTAPHH
JKCIIepTa



15. OueHka PpUCKOB MU HOBOH

nHpOpMAIHA
16. XapaKkTepuCTHKa PUCKOB
17. OrneHka NoJb3bl

OreHKa aHajlkM3a COOTHOIIEHUS

18.
TI0JIb3BI (PUCKOB).

OueHka UHTETPUPOBAHHOTO aHATU3a
19. MOJIb3bI M  PHUCKOB  JIA
YTBEPXKICHHBIX MTOKa3aHUN

20. 3akiroueHmue

3. BeIBOABI

COOTHOIIEHHE ToJib3a (PUCK) CcOXpaHsAeTCs
OJIaronpusTHBIM HM HET HEoOXOAMMOCTH B
PEKOMEHauK MPUHSTHS PETYIISATOPHBIX MEP

COOTHOIIEHHWE ToJb3a (PUCK) COXpaHsAeTcs

OJIaronpusATHBIM, HO TPEOyeTCsl BHECEHUE N3MEHEHUH B
o0lIyI0 XapaKTepUCTHKY M HMHCTPYKLIHIO IO

MEJULIUHCKOMY HpPHUMEHEHHI0 (JIMCTOK-BKJIA/IbII)

JIEKapCTBEHHOTO CpEJCTBA MJIM BHEAPEHHE IIJIaHa
YIPABICHUS PUCKAMH C LENBIO YIIPABICHUSI PUCKAMH U
WX MUHUMH3ALUH

COOTHONIEHHE TOJIb3a (PUCK) COXpaHseTcs
OJlarompusiTHEIM, HO TpeOyeTcss TNpOBEACHHE
MTOCTPETUCTPALMOHHBIX MCCIEA0BaHNI 0€3011acHOCTH ¢
LEeNbI0 OIICHKH HOBBIX JaHHBIX, BIMSIOLIMX Ha
COOTHOIIIEHHE TTOJB3a (PHCK)

ImoJib3a HC NpeBLIIIACT PUCKHU, Tpe6yeTca
OPpUOCTAHOBUTHL HJIM OTO3BAaThb PErUCTPallMOHHOC
YAOCTOBEPCHUC JICKAPCTBEHHOI'O CPEACTBA

4. PexoMeHgannu

BriBoabl M OCHOBaHMS MJisi BHECEHUSI U3MEHEHUH B OOIIYI0 XapaKTEPUCTHUKY H
MHCTPYKLUIO 110 MEAULIMHCKOMY ITPUMEHEHUIO (JIMCTOK-BKJIA/BII) JIEKAPCTBEHHOTO CPENICTBA

b

BHCAPCHU IIJIaHA YIHOPABJICHHUA PHUCKAMH C NOCJIbIO YIPABJICHHA PpHCKaMH H HX

MUHUMU3AIUUUIIN TTPOBEJAEHUS MOCTPErUCTPAIIMOHHBIX UCCIIEIOBAHUI
®.1.0. (mpu HAIUYUK), PyKOBOAUTEISI CTPYKTYPHOTO

IOIpa3AeJICHUs [Toanuce
®.1.0. (mpu HaTMYUK), SKCTIepTa

Iloamuce

CrpyxTtypa u conepxanue IITYP*

ITpunoxenue 7 x IlpaBunam
npoBeeHus papMakoHan3opa u
MOHHUTOpPHHTA O€30TI1aCHOCTH,
KadecTBa U 3 ekTuBHOCTH
MEIUIMHCKUX U3JEIHH

®opma



HC

[TYP Bxirovaet B ce0s 7 nHGOPMAIIMOHHBIX YaCTeH:

yacTh | - 0030pHas uHpopmals 1o JeKapCTBEHHOMY Mpernapary;

4acTh 2 - cnenuduKams mo 0e30MmacHOCTH:

Moysb Cl - aMAEeMUAOIOT s MOKA3aHUM MO 1IEJIE€BBIM MOMYJISIIUAM;

MoxayJib CII - moknmuHUYecKasi 4acTh;

moxyJib CIII - Bo3eicTBHE TEKapCTBEHHOIO MPENapaTa B X0JA€ KIIMHUYECKUX
HCCJICIOBAHUI;

Moyib CIV - monynsiiiuu, He U3yUYEHHBIE B XOJI€ KIMHUYECKUX MCCIICI0BAHUM;
Moaysib CV - MOCTPErucTpaliMOHHbBIN OIBIT IPUMEHCHHUS;

moayib CVI - nononHuTensHbIe TPEOOBAHUS K crieIU(DUKAIIUN TI0 0€30MIaCHOCTH;
moayiab CVII - upentudunrpoBaHHbie U MOTEHIMATbHBIE PUCKU;

moayibs CVIII - 0606mennast uapopmManus mo mpodiemMam mo 6€30macHOCTH;
4acTh 3 - MJIaH 1o (papMaKoHaA30pY;

4acTh 4 - MJIaH MOCTPETUCTPAIMOHHBIX HCClieT0BaHUN 3 (PEKTUBHOCTH;

4acTh 5- MEPhI IO MUHUMH3ALIUUA PUCKOB (BKIIIOUast OIEHKY 2 (HEKTUBHOCTH MEP
MUHHUMU3AIIU PUCKOB);

yacThb 6 - pestome [IVP;

4acTh / - PUJIOKEHUS.

Ecnu [IYP cocraBnsieTcss Ha HECKOJIBKO JIEKAPCTBEHHBIX MPENApaTOB, I KaXKI0I0 U3
JIEKAPCTBEHHBIX MPENAPATOB MPETyCMATPUBAETCS OTAEIIbHAS YaCTh.

IIYP conmepxut cneqyromue MpuioKeHUs:

npuinoxenue Ne 1 k [TYP: Tekymas (win npennaraeMasi, €CJid JISKApCTBEHHBIN Mpernapar

3apeructpupoBan) Bepcus OXJI u UMII (JIB);

npuiioxenre Ne 2 k [TYP: Kparkuit 0030p BBINOTHAEMBIX U 3aBEPIICHHBIX IPOrpaMM
KIIMHUYECKUX UCCIICI0BAHNU;

npuiioxenue Ne 3 k [TYP: Kparkuit 0030p BBINOTHAEMBIX U 3aBEPIICHHBIX IPOTpaMM
bapMaKodITUAEMUOIOTUYECKUX UCCIICTOBAHMUIA;

npunoxenne Ne 4 k [TYP: IIpoTtokossl npeajiaraeMbIX ¥ TPOBOJUMBIX MCCIICIOBAHUM 110
yactu 3 I1VYP;

npuinoxkenue Ne 5 k [TYP: Cnennanbabie popMBI TTOCIEAYIOIIETO HAOIOICHHS 32
HEXKEJIATENbHBIMU PEAKIUSIMU;

npunoxenne Ne 6 k ITYP: [IpoTokonsl npeaiaraeMbiX U MPOBOAUMBIX HCCIIEIOBAHUN 11O
yactu 4 I1YP;

npunoxenue Ne 7 k ITYP: HoBble 7oCTyIIHBIE OTYETHI 00 UCCIEIOBAHUSAX;

npuiioxenue Ne 8 k [TYP: [Togpo6Has undopmaiius o npeasioxKeHHbIX JOMOTHUTEIbHbBIX
MEPONPUATUAX IO MUHUMU3ALNYU PUCKOB (€CIU TPUMEHUMO);

npuioxkenue Ne 9 k [TYP: [Ipyrue BcriomorarenbHbie JaHHbIE (BKIIOYAsk CChIIOUHBIN
Marepuan).



[Ipumeyanue

* IIYP npenocrapiisieTcsi B SKCIIEPTHYIO OPTaHU3aIIMIO B SJIEKTPOHHOM BHJIE, C
COTPOBOAMTEILHBIM TUCEMOM, 00pa30BaTEIbHBIC MaTEPUAIIBI, TIPETHA3HAUYCHHBIE JIJIS
CyOBEKTOB 3/IpaBOOXPaHEHUS, MAIIUEHTOB MPEAOCTABISIOTCS C IEPEBOJIOM Ha PYCCKUU U
rOCYyAapCTBEHHBIN S3bIK.

IIpunoxenne 8 x [IpaBunam
npoBeaeHus (hapMakoHaa30pa u
MOHHTOpHHTA 0€3011acHOCTH,
KadecTBa U ) PeKTUBHOCTH
MEIULMHCKUAX U3ETUl

dopma

OKCOepTHOE 3aKioYeHue 1o 3kcnepruse Ilnana ympasinerus puckaMu Ipu IPUMEHEHAN
JIEKapCTBEHHOI'O CPEACTBA

1. Homep I1YP, npucBoennsiit JIPY

2. HIDJIC/JIC/ITY P/3/xxxx/rrrrmM (tipenoctaBieHue [TV P no 3anpocy skcnepTHOH
opranuzanuu, ooHosnenue [1YP)

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

4. ToproBoe Ha3BaHUE

5. JlexapcTtBeHHas (hopma(bl) U KOHIIEHTPaLUs

6. AkTrBHOE(bIE) BEIIeCTBO(a):

7. MHH (unu o01iee Ha3BaHUE) JEHCTBYIONIETO BellecTBa (BEIIECTB | —
dapmako-TepaneBruueckas rpynna (ATX-kon)
8. [lepxarteib perucTpalliOHHOTO YAOCTOBEPECHUS UITN 3asiBUTEIIb:

9. Uncno nekapCcTBEHHBIX CPEACTB, K KOTOPBIM OTHOCUTCA JaHHbll [TYP:

(JlekapCTBEHHBIE CPENICTBA, COACPIKAIINE OJTHO U TO YK€ JIEHCTBYIOIEE BELIECTBO U
MPUHAICKAIIUE OJHOMY Y TOMY K€ BIAAENbIy PETUCTPALIMOHHOTO YIOCTOBEPEHNS,
MOTYT UMeTh ojiuH [TYP)

Hata oxonuanusi paedctBusi mnepsoro IIVYP,

Bepcusa nome
oxBaTbIBaeMoro ga"HHeiM [TYP p p

Jlata oxoH4aHus nedcTBus mnociuegnero IIYP,
OoXBaThIBaeMoOro gaHHeM [1YP

10. OCHOBHBIE CBEJIEHU A
10.1 Yacts 1 "O630p mpoykra

ToproBoe Ha3BaHuE(s)

Bepcus nHomep

IIpouenypa perucrpanuu
HOMep(a) pETUCTPAIIIOHHOTO YIOCTOBEPECHUS

Kpatkoe onucanue npoaykra, BKIIOYas: XUMUYECKUI
KJlacc, KpaTKoOe W3JI0XKEHHE MEXaHM3Ma JAEHCTBHUS,
BaXHYI0 uH(pOpManuo o cocraBe (Hampumep,
OPOUCXOKIEHUE  JEHCTBYIOIIEr0  BEIIECTBA

OuomnpenaparoB, CBS3aHHBIX BCIIOMOTATEJBHBIX
BEILECTB MIIM PAIUKAIOB JUIS BaKIIWH)



[Tokazanue(s): JeticTByrormiee (eciyu MPUMEHUMO)
[Ipennaraemoe (eciu MPUMEHNMO)

Jozuposka JleticTByromias (eciy NpuMeHnMO)

IIpenyaraemas (ecyiu IPUMEHUMO)

JlekapcrBenHas Gopma(bl) U KOHIIEHTPALUU
JeticTBytomye (eciny NpUMEHHMO)

[Ipennaraemele (eciu MPUMEHUMO)

Crpana u nata Bei1auu neporo PY

CrtpaHa u JaTa MocjaeAHEro BbIITyCKa Ha PhIHOK
11. Yacrs 11 "Cnernuduxanuu mo 6e3omacHocT"

Tonbko nocine peructpanuu [HoaaeKuT 1 NPOIYKT JOMOJIHUTEIIBHOMY MOHUTOPUHTY
(BBIOpATh HY)KHOE)

B EBponelickom Coroze Ha Her
B CIITA Jla Her
B PecniyOnmuke Kazaxcran  [la Her

Moxyins Cl - smuaeMnoIoryst moKa3aHui MO IeNEBBIM HOMYJIISIHIM
moaynb CII - moknuHUYecKas 4acThb

moxynb CIII - Bo3meiicTBHE JIeKapCTBEHHOTO Mperapara B XOe KIMHHYECKIX
HCCIIEIOBaHUN

mozaynb CIV - nonmynsuuu, He U3y4eHHbIE B X0/Ie KIIMHUUECKUX UCCIIEJOBAaHUN
Moyiib CV - MOCTPEruCTPaMOHHbIH ONBIT IPUMEHEHUS
mozaynb CVI - nononHuTensHble TpeOoBaHus K crienudukanuy no 6e30nacHOCTH
moxyns CVII - naeHTHPUIIPOBAaHHBIC W IOTCHIIHATBHEBIC PHCKH
moysis CVIII - 0606mieHHas HHGOPMAITUS 110 MpodieMaM Mo 6e30MaCHOCTH

1) Pe3tome yrpo3 O6e3omacHOCTH

Ta6muma: Pe3tome yrpo3 6e30macHOCTH

Pestome yrpo3 6e3omacHoCTH

BaxHbIe HACHTH(QUIINPOBAHHBIE PUCKH <> IlepeuncnuThb
Baxxuble moTeHIMaTbHBIE PUCKT <>Ilepeuncauts
OtcyrcTBytomas nHpopManus <>[lepeuncnuth

2) BeiBoapl 110 crienuduKkaiusaM 0€30macHOCTH

12. Yacts 11 "I1nan dpapmakonaazopa"

Jara npencrasnenus

Meponpusitue/
MIPOMEXKYTOUHBIX MU
HaszBanue
3aKJIHOYNUTCIbHBIX
HCCIeOBaHUs (THIT
PaccmarpuBaemble CTaTyc OTYETOB (
MEpOMpPUATHS,
enu yIpo3bl 3amiaHupPOBaHHOE,
Ha3BaHHUE
0e30MacHOCTH HAYaToe,

HCCICO0OBaHMUA



[ecu n3BecTHO| 3alJIaHUpPOBaHHASA
kateropus 1-3)* i GakTuaecKas)
1) Pe3rome mmaHUPYEMBIX JTOTOJHUTEIBHBIX MEPOIIPUATHM 110 (papMaKoHaI30py
(ecsii IPUMEHUMO)
2) OGmue BRIBOJIBI MO TIaHy (papMakoHam3opa
13. Yacte IV "IInanel o npoBeICHUIO MOCIEPETUCTPAIMOHHBIX UCCIEA0BAHUI
s¢pexTuBHOCTH"

PestoMe mocneperucTpamoHHOTO TIaHa pa3BUTHS U3ydeHUS Y (HEKTUBHOCTH

Tabnuna: Pe3tome nocieperucTpalMoHHOTO TIaHa pa3BUTUS U3y4eHUs 3P (HEKTUBHOCTH

Crartyc ( Hara npexncraBineHus

NIaHUPyeMoe MIPOMEXXYTOUHBIX TN
UccnenoBanue (Tun PaccmarpuBaemblie by ’ P Y

HagaToe, 3aKJTIOYNTENBHBIX
n HOMEDP Lemn npoGiaemMsbl

3aBeplUIeHHOE, OTYETOB (
HCCIICTIOBAHMS) 3¢ EeKTUBHOCTH

pe3ynbTaThl 3ariaHUpOBaHHAS

NPe/ICTaBIICHBI) i GakTuaeckas)

14. Yacts V "Mepbl 10 MUHUMHU3ALUU PUCKOB"
Tabmuua: [Ipemnoxenus ot [IPY B oTHoLIEHNN Mep IO MUHUMH3ALUU PUCKOB

OObIuHBIE MEpPBI IO MUHUMMU3AIUA JIOHOHHI/ITGHBHBIC MECPbI mo

Yrpo3za Ge3onacHOCTH
PHUCKOB MUHHMH3ALUU PUCKOB

BI)IBOI[I)I B OTHOIICHHUH MCP 110 MUHUMU3AIINH PHUCKOB

15. Yacts VI "Pe3toMe MeponpusiTUii B IJIAHE YIIPABICHUS PUCKAMU JJISI JIEKAPCTBEHHOTO
cpencrna'

OG1ue BBIBOJIBI IO OOIIEAOCTYITHOMY PE3IOME

16. 3aximroueHue skcnepra
ITYP sBnsieTcst npueMieMbIM

I[IYP sBusercs mpueMiIeMBIM C HEOOXOIMMOCTEHIO
BHECCHHS HE3HAUUTENIbHBIX U3MECHEHUH B CIEAYIONMEM
OOHOBJIEHHU



I[IYP ™oxer OBITH NpUEMIIEMBIM INPH YCIOBHHU
npeICcCTaBICHUS 0OHOBJIEHHOT O I1YP u O
YIOBIIETBOPUTENBHBIX OTBETOB Ha: MEPEYEHb BOIPOCOB,
NepevdeHb CIOPHBIX BONPOCOB, 3allpOC Ha IOJIydeHHE
JIOTIOJTHUTEIBHOU HH(pOpMAIHH

[

IIYP saBnsercss He mpUEMIIEMBIM

1) 3aKJIroueHue QKCIICPTA ITOCJIC IMOJYUCHHA OTBCTOB HA 3allpOC
Ed

IIYP saBnsiercs npueMiaeMbIM

[IYP sBnsiercss mpueMJIEMBIM C HEOO0XOAWMOCTBIO
BHECCHMS HE3HAUUTENIBHBIX U3MEHEHUH B CIEAYIOLEM
OOHOBIICHHN

IIYP MoXeT OBbITh NpUEMIEMBbIM NpU yclosuum [ ]
npenacrasiaeHust oOHoBieHHOTO [TYP

[

IIYP saBnsiercs HE MpUEMIIEMBIM

®.1.0. (mpu HATUYUH), PyKOBOJAMTEIS CTPYKTYPHOTO
MOAPa3ACIICHUS [Toanuck
@®.1.0. (npu HAIMYUHM ), SKCTIEPTA [Toamuck

IIpunoxenue 9
k [IpaBunam mpoBeaeHus
(hapmMakoHa130pa 1 MOHUTOPHHTA
0€301IaCHOCTH, KaYeCTBa U
3¢h(HEKTHBHOCTH METUIIMHCKHUX
W3O

®dopma

OxcnepTHOE 3aKoYeHne no oneHke Macrep-¢aiina cucremsl papmaxonamasopa (MOCD)
JlepxkaTens perucTpariOHHOrO YAOCTOBEPEHHSA

Homep M® C® B Peectpe MOC® PI'TI "HIIDJIC u MU": Homep Bepcun MOCO,
npucBoeHHbIN J[PY: HasBaHnue nekapcTBEHHOTO cpeicTBa: H/TT AKTHBHOE(bIE) BelecTBO(a): H
/m Ilpouenypa: BeiOpaTh Hy>kHOe U3 HikecienyoimeroHIIDJIC/JIC/MDCO/CT/XxXXX/TTTTMM
(cranpaptHas mnpoueaypa mnpenoctaBienus MOCO, no 3amnpocy) Jlepxkarenb
perucTpamoHHoro yanocropepenus: Jlata nocrymienus MOCO:

I[aTa Havajia mpoueaypsbl

Jlata HanucaHus IPEIBAPUTEIILHOIO OTYETa 00 OIICHKE
OCHOBHBLBIE CBEJIEHM A

JepxkaTenb perucTpalioOHHOTO YJIOCTOBEPEHUS

Anpec [lepxaTelis perucTpalioHHOTO YA0CTOBEPEHUS

Anpec wHaxoxnenus Macrtep @aitma cuCTEMBI
(hapmakoHamzopa

KonraktHoe muno Jlepxartens perucTpalioOHHOIO
ynocroBepeHus B Pecrybmmke Kazaxcran



Az[pec KOHTaAKTHOTI'O JIuna I[epmaTeJm

PEeTUCTPAIIMOHHOTO yaocToBepeHus: B PecmyOnmke

Kazaxcran

VYHogHOMOYEHHOE JHIO 10  (apMakoHAA30py
Jleprkatenst peruCTpanuoOHHOrO yI0CTOBEPEHHS

KoHTakTHas MHPOPMALS IO YHOJIHOMOYSHHOMY JIHILY
mo (apmakoHaa3opy: Qammunsg, MOYTOBBINA ajapec,
HoMep Tenedona, akca, JICKTPOHHAS I0YTa, paboUHid
ajipec 1 pe3toMe (KBUTU(HUKALU)

Ilepeyenr  aepkareneil  PErucTPaIHOHHOIO
yIOCTOBEPEHHsSI, HCHOJBb3YIOMIMX MPEICTABICHHBIN
M®CO (ecnu umeeTcs)

11.

12.

OLEHKA OcnHoBHas undopmarius

Omnuncanme  OpraHH3alMOHHOM
CTPYKTYPBHI CHCTEMBI
(dapmakoHaa3opa

MecTopacnonoxXeHue 1o KOTOpoMy
OCYLIECTBISICTCS JEATEIBHOCTD T10
(apmakoHaI30py

HeﬂeerOBaHHaﬂ JCATCIIBHOCTD (
HaJInu4ume KOHHﬁ, oA CaHHBIX
COTJIAIICHUH Ha ACJICTUPOBAHNC
3HAYUMON JEATCIBHOCTH II0 er

(dhapMakoHaI30py)

KpaTkoe pe3toMe ymoITHOMOUEHHOTO
Jna 1o hapMakoHaI30py
Kpanudukaiys ynoiHOMOYEHHOTO

suia mo hapMakoHaa30py

Omnmcanne KOMITBIOTEPHBIX CHCTEM U
0a3 Ja”HHBIX 110 0€30MaCHOCTH

Cnucok JOKYMEHTAJIbHO
0ohOpPMIICHHBIX MpOLENyp H
MIPOLIECCOB

OO6yu4enue nepconasna (OMucanme)

Aymut cucteMsl GapmakoHaazopa (
OIHCaHHME)

[Ipunoxenus k wMactep-paiay (
BKJIIOYas MepeveHb JIEKapCTBEHHBIX
npenaparos, KOHTPaKTHBIX
JIOTOBOPEHHOCTEH, JIeJIernpoBaHHe
(GYHKIUI YIOTHOMOYEHHOTO JTHIIA
mo (QapmakoHag30py, CIHCOK
3aBEpIICHHBIX  ayJAUTOB  3a
nocieaaue 10-met)

dopmar MpeOCTaBICHUS
Macrep-daiina CHUCTEMBI
(dapmakoHam3opa (MEKTpOHHAS
(dopma, rieuaTHast KOTIHS)



CooTBeTCcTBUE CHUCTEMBI
13. dbapmakoHag3opa APY
JNEHCTBYIOIIUM  TpeOOBaHUSAM
3aKOHOJATeNbCTBA PecnyOnuku
Kazaxcran (Crargapty GVP)

BrIsiBIeHHBIE HEJJOCTATKH CHCTEMBI
(apmakoHan3opa/ HecoOI0IeHHE

14.
TpeboBaHU JNEHCTBYIOIIHNX
MPUKA30B

15. 3aKIIf0UYEeHNE U BBIBOI

®.1.0. (nmpu HANMYKH ), PyKOBOJIUTENSL CTPYKTYPHOTO
NoApa3AeiIeHUs IToanuce
®.1.0. (mpu HaTM4YUM), SKCIepTa [Tonnuce

IIpunoxenue 10
K [IpaBunam nposenexus
(hapmakoHa130pa 1 MOHUTOPHHTA
0e30I1acCHOCTH, KauecTBa U
3(h(HEKTUBHOCTH MEAUIIUMHCKIX
n3aenuit

dopma

Caenerus o npoduire 6e30maCHOCTH JIEKapCTBEHHEBIX CPEICTB, HMEIOMMX 0ECCPOIHYIO
PETHCTPAIHIO

KOMITaHUHU 3a epuog " " 20 - 20

IT.

1. Toprosoe Ha3Banue JIC

2. Hara perucrparun u Homep PY B PK

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

4 dapmakoTepaneBTHYeCKas TpyIna
MHH JIC, ATX kox

5. Hepxatenb PY u KoHTaKThI

6. [pousBoautens PY u koHTakTHI ™

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

8. W3MEHEHHSX MPoQuis 0€30MaCHOCTH

(mata, cyTh M3MCHCHMI), CBI3aHHBIC
c:

MPEBBIIIEHNEM OKUIaEMON YaCTOTBI
CEpbE3HBIX  HEXEJNaTEeIbHBIX
peakuuii;

CEepPBE3HBIMU  HEXENAaTeIbHBIMHU
peaKIusIMu;

Tpe6OBaHI/IHM Io BHCCCHHIO
CYHIECTBCHHBIX H3MEHECHHH B



WHCTPYKIMIO B IPYTUX CTpaHax, HO
HE BHECCHHBIX B KpaTKYH
xapakrepuctuky JIC(Sm PC);

HpOGJ’IeMaMI/I, BBIABJICHHBIMH B XO/JI€
HC UHTECPBCHIOHUOHHOTO
NOCTPETUCTPALTUOHHOT O
HCCICO0BAaHUA,

U3MEHEHUSIMU B  KpaTKoOH
xapaxkrepuctuke JIC (Sm PC);

JIpYTHMH IPHIHHAMHA

OrpaHuyeHust B pacrpoCTpaHEeHHH
JIC unu npuoctaHoBka Aeictsust PY
9. 0 TpPUYMHAM, CBSI3aHHBIM C
0€30MacHOCTHIO0 U 3()()EKTUBHOCTHIO,
naunrrpoBanHsie YO wm APV JIC

0. 3aknoueHue 0  npoduie
6e3omacHoctu JIC

HpI/IMe‘-IaHI/Ie: * IIpu BHCCCHUH N3MCHCHHBIX JaHHBIX OTMCTUTD JKCJITBIM (bOHOM

PYKOBOIII/ITEEJIB OpraHu3annun

MOJIITHACH @®.N.0. ( npu HATUYUH)

Tara" " 20 r.

[punoxenne 11
k [IpaBunam nposeneHus
(hapmakoHa130pa ¥ MOHUTOPHHTA
0e30MacHOCTH, KauecTBa U
3(h(HEeKTUBHOCTH MEAUIIMHCKUX
U3OEIIUN

dopma
3KC]IepTHOG 3aKIIIOYCHUC O COOTHOIICHHWH IT0JIB3a-PHCK JICKAPCTBCHHOI'O IIpEIIapara

OCHOBHBIE CBEJICHHUS
ToproBoe Ha3BaHuE
MHH (wnu o01iee Ha3BaHUE) JEHCTBYOIIETO BEIICCTBA
®apmaxko-Tepaneprudeckas rpymmna (ATX-kom)
JlekapcrBenHas opma(bl) ¥ KOHIIEHTpaLUs(1)

[IpousBoaurens/ JlepxkaTtenb pPeTHCTPALHOHHOTO
yZIOCTOBEPEHHS

HOMep PETUCTPALIMOHHOT'O YIOCTOBCPCHUSA

Ha3Banme wu azgpec 3asgBHUTENs Ha IOIydYEHHUE
PETHCTPAIIMOHHOTO YAOCTOBEPEHHS

JlekapcTBEHHBIH MpernapaT CpaBHEHUS (€CIIH eCTh)
MesxnyHaponHas gaTa poXKICHUS
[ara nepBoii perucrpauun B Pecriyonuke Kazaxcran

@®.1.0. (mpy HATIYUH) IKCTIEPTa

OHGHKa COOTHOLICHUS I10JIB3bI U PHUCKA



1. Mactep-aiin cucteMsl papmMakoHaa30pa
dopmar u cozepKaHue

YnonHoMoueHHOE MO 3a (apMakoHaA30p Ha
tepputopun PK

AHanu3  BBINOJHEHHS  0053aTENbCTB 110
(hapmMakoHaa30py B TOM, YTO CHCcTeMa (hapMaKOHAI30pa
BHE/IPEHA COTIACHO TPEOOBAHMAM 3aKOHOIATENBCTBA U
HaJuIeXalei MpakTHky (papMaKoHag30pa

3aKIroYeHne U BbIBO/JIbI
2. Ilepuoanueckuii 00HOBISIEMBIH oTueT 110 Oe3omacHoctH (IIOOB)
dopMar U copepKaHue

Ananmms uHbopMarmu 1o 6ezomacHoctd JIC (JaHHBIX 0
TP, OD JIC, monydYeHHBIX W3 BCEX JAOCTYMHBIX
JICTUTUMHBIX HCTOYHUKOB)

OOHapyKEHHE CUTHAJIOB U HX OL[CHKA
3aKIr0YeHNE U JEWCTBUSA
3. [nan ynpasnenus puckamu (ITYP)
dopMaT U cofepKaHue
0030pHas HHPOPMALKS 110 JICKAPCTBEHHOMY IperapaTy

WneHTndukanus BaXKHBIX PUCKOB M OTCYTCTBYIOLICH
nH(pOopMaIHH

AxtuBnoctu no ®H
AKTHBHOCTH 110 MUHUMU3AINH PUCKOB

Ounenka 3(GGEeKTUBHOCTH  MEPONPUITHH 1O
MHHHUMH3ALUH PUCKOB

3aKiIroueHue u BbIBO/JbI
4. Ouenka ooHOBIIeHHOU MHGOpMaluii o 6e3omacHoctd JIC B peryasiTOpHBIX OpraHax
ApYrUX CTpaH U U HayyHO-MeauuuHckou murepatypsl JIC (caiiTel perynaropusix ctpad ICH
u CHI', nayunoii npecceol, myonukaiuii BO3)
AHanu3 KayecTBa HAWJCHHON WHpOopMAaIUn
3aKII0YEHNE U BBIBOIbI
5. MoHuTopuHT 6€3011acCHOCTH TpernapaToB 1o nporpamme pdls u Ha moprane ndda.kz
Hanmuune coobiennii, KOIU4eCcTBO
Cepbe3HOCTh
Okcno3unus (u3 [1OB, ITYP)
3aKTI0YeHNE U BBIBOIBI
6. OueHka o01mieit xapakTepucTUKy B cpaBHeHnU ¢ SPC opuruHanbHOro npemnapara
®dopmar u coepkaHue
CootserctBue SPC
3aKIF0YEHNE U BEIBOIBI
7. 3aKkIIFOUeHUs IKCIEPTA
CooTHollleHHE T0JIb3a (PUCK) COXpaHsAETCs OJaronpusiTHBIM U HET HEOOXOJIUMOCTH B
PEKOMEHIAIUU PETYIISITOPHBIX MED.



CooTHorieHrue mosib3a (PUCK) COXpaHSIETCS OJaronpusTHBIM, HO PEKOMEHYeTCs
BHECEHUE M3MEHEHUHN B MHCTPYKIIUIO MO0 MeIUIIMHCKOMY npuMeHeHuto JIC uinu BHenpeHus
IJIaHA YIPaBJIEHUS PUCKAMU C LIENbIO YIIPABJICHUSI PUCKAMU U UX MUHUMH3ALIHNH.

CooTHouleHue mosb3a (PUCK) COXpaHseTCs OJaronpusTHBIM, HO PEKOMEHyeTcs
MIPOBEACHUE MOCTPErUCTPALMOHHBIX HCCIEIOBAaHUN O€30MacCHOCTU € LEIbI0 OLUEHKH HOBBIX
JAHHBIX, BJIUSIONIMX Ha COOTHOIIEHHE ToJsib3a (puck). Ilonb3a He MpeBBbIIAET PUCKH,
PEKOMEHyeTCsl TPUOCTAHOBUTHh MJIM OTO3BaTh PETrUCTPALMOHHOE YIOCTOBEPEHHUE
JIEKapCTBEHHOI'O CPEJICTBA.

DKcrepr

[Toanuce @®.1.0. (nmpu HAIMYUH )
PykoBoauTeNbh CTPYKTYPHOTO TIOAPA3ACICHUS

[Toamuck ®.1.0. (mpu HATHYKH )

[punoxenne 12
k [IpaBunam mpoBeaeHus
(hapmakoHa30pa 1 MOHUTOPHHTA
0€30IaCHOCTH, Ka4eCTBa U
3¢h(HEKTHBHOCTH METUIIMHCKHUX
U3AeTIUI

dopma

OTYET o pe3ynbTaTax HHCIIEKI[MH CHCTEMBI CITyKOBI (hapMaKkOHaI30pa JepiKaTene
PETHCTPaNOHHOTO YAOCTOBEPEHHS JISKAPCTBEHHBIX CPEJICTB

(HaMMEHOBaHWE OPTraHU3ALUU-TIPOU3BOIUTEIS (M) JEpKaTENs] pETUCTPALIMOHHOTO
YAOCTOBEPEHMS)

(HauMEHOBaHUE JIEKAapCTBEHHOTO CPEJICTBA)
1. Pe3rome

HaumeHnoBanue, aapec, pEKBU3UTHI JepKaTes
PETUCTPAIIIOHHOTO YJIOCTOBEPEHUS

Howmep(a) perucTpanmioHHOTO YIOCTOBEPEHHUS

Pestome pestensHOCTH JACPpKaATECId pETUCTPALITMOHHOTO
YAOCTOBEPCHUA

Harta(pl) TIpOBENEHHS HWHCIEKINH CHCTEMBI
(dapMakoHag3opa JAepkaTeneil perucTparuoHHOr0
YIOCTOBEPEHUS JICKAPCTBECHHBIX CPEACTB

@®.1.0. (rpn HaIMYMN) SKCIEPTOB (UJICHOB KOMHCCHN),
JOJDKHOCTB

Homepa nuieH3un Ha IPOU3BOJICTBO, CEPTHHUKATOB O
COOTBETCTBUM OOBEKTOB HaAJexalel MpaKTUKU
(apmaxonagzopa GVP (ecim npuMeHnMO)



I[OKyMeHTLI, MOCHYyKUBIIME OCHOBAaHHUEM  IJis
HHCIICKII WU

2. BBognas uadopmarus

Kparkoe ommcaHue opraHM3alud - HMPOM3BOIAUTENS (
€CITH IPUMEHUMO)

OCHOBaHI/Ie JJI1 OPOBCACHUA HHCHCKIIMU CUCTEMBI
(bapmakoHag3opa JepKateneil PerHCTPAHOHHOTO
YIOCTOBEPEHHUS JIEKAPCTBEHHBIX CPEJICTB

Iepconan OpraHu3aIlUU-POU3BOIUTEIS,
YYaCTBYIOUIMH B TPOBEICHUM HHCIIEKIUH CHUCTEMBI
(hapmakoHa30pa

JJOKyMEeHTHI, MOJaHHBIE
OpraHM3alNeH-TIPOU3BOJUTENEM IO IPOBEICHHSA
MHCTIEKIINY CHCTEMBI (hapMaKOHaA30pa

3. HaGmrogeHus u pe3yibTaThl

OTBETCTBEHHOE  YIOJHOMOYEHHOE JIUIO  II0
(hapmakoHaI30py, KBaTHpUKAIUs (pe3romMe)

OpraHu3zanuoHHas CTPYKTypa  AepxkaTens
PETUCTPaIOHHOTO YJOCTOBEPEHNUS

Cucrema KauecTBa JA€piKaTeNs PETUCTPAIMOHHOTO
yZOCTOBEpEHHUS

CrpykTypa cucreMbl (apMakoHaa30pa JepiKaTems
PETHUCTPAIIIOHHOTO YJOCTOBEPEHNS,

Ornenka GYHKIIMOHUPOBAHUS CHUCTEMBI
(hapmakonaazopa JIC

HcToynnkn JaHHBIX 110 0€301T1aCHOCTH
KommbloTepusnpoBaHHbIe cCUCTEMBI U 0a3a TaHHBIX

[Ipoueccsl  ¢dapmakoHaa3opa WM IPOLECCH
MOHHUTOPHHTA HEXKENATEIbHBIX PEAKIIH

Pasnoe

4. IlepeyeHb HECOOTBETCTBUI *
Kputnueckue
Cy1iecTBeHHbIE
HecymectBennble

5. 3akiroueHue
BriBOABI M peKOMEHAALMH

[Ipumeuanne

* "KpuTnueckoe HECOOTBETCTBUE" - MPUHLMIHUAIBHBIA HETOCTATOK (HECOOTBETCTBUE)

OJHOTO WJIM HECKOJIBKUX IPOLECCOB WJIM BBINOJHIEMBIX MPOUEAYP CHUCTEMBI
(dhapmakoHaa30pa, OTPUIIATEILHO BJIMSIONIMN Ha BCIO cUCTeMy (apMakoHaj3opa U (WUJIH)
mpaBa, 6€30MacHOCTh M OJaronoiayyre MalueHToB, U (WIH) MPEACTABISET MOTCHIIMAIBHYIO
yIpo3y 3I0POBBIO HAaceNeHUs U (WJM) MPEACTaBISIET CEpPbe3HOE HapyLIEHUE JEHCTBYIOIINUX
TpeboBaHmii 3akoHOMaTeNnbCcTBA PecmyOnuku Kazaxcran;



"CyniecTBEHHOE HECOOTBETCTBHUE'" - 3HAYUTENbHBIN HEIOCTATOK (HECOOTBETCTBHUE)
ONHOTO WJIM HECKOJbKHUX TMPOILECCOB WJIM BBIMOJHIEMBIX TMPOLUEAYpP CHUCTEMBI
dbapMakoHaa30pa, WIW TPUHIUIIHAAIBHBIA HEJOCTATOK KaKOW-IMOO 4YacTH OJHOTO WIIU
HECKOJIBKHX MPOIIECCOB MITM BBITIONHSAEMBIX MPOIENyp (papMaKoHAI30pa, YTO OTPHUIIATEIHLHO
CKa3bIBaeTCsl Ha BCEM Ipolecce W (MJIM) TOTEHIMAIbHO CKa3bIBAe€TCS Ha IIpaBax,
0€30MacHOCT W 0Jaronojy4ud MNalMeHTOB, W (WJM) MPEACTABISET MOTEHIIMATbHYIO
OMAacHOCTb JJIs 3J0pOBbsl HaceleHus M (WJIM) HapyllaeT JEWCTBYIOIIHE TpeOOBaHUA
3akoHosarenscTBa Pecnyonuku Kazaxcran mo ¢gpapmakoHaa30py, HE CUMTAIONIUECS OJHAKO
CepbE3HBIMU;

"HecymiecTBeHHOE HECOOTBETCTBHE" - HENOCTATOK (HECOOTBETCTBHE) KaKOTO-THOO
KOMITOHEHTa OJTHOTO WJIM HECKOJBKUX IMPOILECCOB WIIU BBITIOJHAEMBIX MPOUEAYP CUCTEMBI
(dhapmakoHa 30pa, HE CKa3bIBAIOIINXCS OTPUIIATETLHO HAa BCEH cucTeMe (hapMakoHaa30pa win
nporecce U (i) mpaBax, 6€30MacHOCTH U 0JIaronoyqiu MarieHToB.

Unensl Komuccnu:

MOJIHUCH ®.1.0 (pu HATUYKH)
MTOAHUCH ®.1.0 (rpu HAJIUYUN)
MOIHUCH ®.1.0 (pu HATMYKH )
" " 20 r.

Ipunoxenue 13
k [IpaBunam mpoBeaeHus
(hapmakoHa30pa 1 MOHUTOPHHTA
0€30IaCHOCTH, KaYeCTBa U
3G GHEKTUBHOCTH MEAUITTHCKHX
U3IeTuit

dopma

H3Bemenne 0 HEOIArOMPUATHOM COOBITHY (MHIMEHTE), CBA3aHHOM C IIPIMEHEHHEM
MEIUIMHCKOTO H3eIAL

1) HamMmeHoBaHUe numa (CyOBeKTa
oOpareHnss MeAUITMTHCKIX U3eTIHi),
HAITPaBIIAIONIETO H3BELICHHIE

1. 2) ®.N.0. (mpu HaIM4MK) JHLA
HAaIpaBJISIONIETO U3BEIICHNE

3) anpec
4) KOHTaKTHBIH TenedoH, pakc

1) ®.UM.0. (upu HAIUYHAH)
MTOCTPaIaBIIErO
MY’KCKOM

2) o .
HKCHCKUN



3) Bo3pact

4) mmarHo3 mepen HACTYIUICHHEM
HeOnaronpusTHOTO  coObITUs  (
HUHIUJIEHTA)

5) cocTosiHUE Tepesl HACTYIUICHUEM
HeOmaronpuaTHoro  coOvitus  (
MHIIAJCHTA)

TIepBOHAYAILHOE
HocJenytoee
KOMOHWHUPOBaHHOE
Bun coobmenmus
(mepBoHavalbHOE u
3aKIIIOYUTEIHHOE)

3aKIIFOYUTECIIbHOC

1) HauMEHOBaHHE METUITMHCKOTO
HU3IETUS

2) MoJieNb
3) cepHitHbII HOMEP
4) HOMep MapTUH UK CEpPUU

5) HOMEp pErucTpamroHHOTO
YAOCTOBEPEHHS

1 — MCIOULMHCKUEC U3CIUA C Hl/ISKOﬁ
CTETICHBIO PUCKa
2a — MEIULMHCKHE W3JCIHUSA CO
CpeqHEN CTENEHbIO PUCKA
6) Kiacc pucKa H3Ieus
20 — MEOUUMHCKHE H3JEIus C
MOBBITIICHHON CTEIICHBIO PUCKA
3 — MEIUIHMHCKUE H3JICIHUA C
BBICOKOM CTETIEHBIO PUCKa

1) HaMeHOBaHUE TPOU3BOANUTEIIS

2) anpec (UpW HaIUYUH
WH(pOPMAIIHN)

1) HauMeHOBaHMe MOCTaBIIMKA (IpU
HaJIMYuK HHQOpMaLum)

2) KOHTaKTHI (azpec, TeaedoH)

JlaTa npou3BoACTBa MEAULIMHCKOTO
u3zenus (ICHb/MECAIYTO)

Jlata oKOHYaHHS CpPOKa TOTHOCTH (
IeHb/MecAn/rox) (Mpu HATUIAH
nH(popMaInNn)

Jlata OKOHYaHUS TapaHTHUHHOTO
CpOKa H CpOKa »JKCIUTyaTallWH,
YCTaHOBJIICHHOTO TPOU3BOAUTEIEM (
neHb/Mecsan/ron) (Mpd  HATUIHH
nHpOpMAIINH)

Jlata mposBICHUS CEPbE3HBIX U (FITH
) HempeABHUACHHBIX MOOOYHBIX



11.

12.

13.

14.

15.

16.

17.

peakiuii, TOOOYHBIX SBIICHHIA,
HEJOCTaTKOB, HEUCIIPABHOCTEH MIIH
HECOOTBETCTBHUH (JIEHB/MECSII/TO)

Kareropusi HeOIaronpusTHOro coObITHs (MHIMICHTA), CBSI3AHHOTO C
MIPUMEHEHHEM MEIUIIMHCKOTO U3eiHs (BBIOpaTh HYKHOE):

cepbe3HOoe W (WJIM) HEMPEIBHICHHOC HEOIArompusITHOE COOBITHE (
WHIUACHT), HE YyKa3aHHOE B HMHCTPYKIUH 110 MPUMEHEHUIO WIN
PYKOBOZCTBE IO 3KCILTyaTalluy MEAUIIMHCKOTO H3ISIHUs
HeOaronpusTHoOe coObITHE (MHIUICHT) TPH IPUMEHEHUH MEANIIMHCKOTO
N3IETHS

0COOCHHOCTH B3aUMOIEHCTBUS METUIIMHCKIX U3 MEXIy Co00i
HeHaJIeXkaliee KauecTBO MEIUINHCKOTO U3EIHs

00CTOSITENbCTBA, CO3AIONINE YTPO3Y JKU3HU U 370POBBIO HACEIEHUS U
MEINIMHCKUX paOOTHUKOB TIPM NPHUMEHEHHH M OSKCIUTyaTalluu
MEIUIMHCKUX U3EITHH

WHBIE CITyYal HeOIArOIPUATHOTO COOBITHS (MHITUICHTA)
Omnucanne HeOIaronpUsITHOrO COOBITHS (MHIUICHTA)

TIEPBUYHOE HCIIOJIb30BAHHUE
MOBTOPHOE  TPUMEHEHHUE
0JTHOPA30BOTO M3AEIHS
MIOBTOPHOE TPUMEHEHHUE H3IENUs
JlaHHbIE O TPUMEHEHWHU H3ACTHs 7 HOBTOPHOTO IPUMEHEHHUS
MEIUIMHCKOTO U3EIHS Iocjie TOBTOPHOTO cepBuca/
BOCCTaHOBJIEHHOE
HApyroe
npobiemMa BBISIBUIIACH IIEPEN
UCTIONIb30BaHIEM

CMepTh
YTPO’KAIOIIEE KU3HH MOPAKECHUE
HEYCTPaHUMBI BpeJ 310POBbIO
TpeOyeTcsi BMENIaTeIbCTBO

IIpuunHeHHbIN Bpen HEOOXOIUMOCTh TOCITUTAIN3ALIUA
HapylieHHe JIeeCoCOOHOCTH
HapyIIeHHe II0/1a, CMepTh Lo
nHoe (yKa3ath)

OTCYTCTBYET
[IpuHsATHIC TMONB30BATEICM WU
MEIWIIMHCKON OpraHu3aIueii Mepsl
[0 YCTPAHEHHUIO HEOIArOMPHITHOTO
COOBITHS (MHITAICHTA)

CMEpTh

yTparta TpyA0CIOCOOHOCTH
BBI3ZIOPOBJICHUE C TIOCIICACTBHIMU
cocTosiHre 06e3 M3MEHEeHHH

Ucxon YIIy4IlIEeHHE COCTOSTHUSI
BBI3IOpPOBJICHHE 0€3 MOCIeICTBUIN
HE IPUMEHUMO
HEHM3BECTHO

nHoe (yKa3aTh)

[Ipumeuanne



[TpunoxeHue: KOMUU JOKYMEHTOB, CBUJIETEIHCTBYIONIUX O HEOIArOMPUIATHOM COOBITUU

(MHIIUEHTE), HA 1. B 1 sk3emrusipe.
JIno, HaIIpaBIAIONIEE U3BEILICHUE:

(momxHocTh) (moanuck) G.M.0. (mpu HanmU4IMN)
MIL " " 20 T

[punoxenne 14
k [IpaBunam nposeneHus
(hapmakoHa130pa 1 MOHUTOPHHTA
0e30MacHOCTH, KauecTBa U
3((HEeKTUBHOCTH MEAUIIMHCKIX
U3EIIUN

®opma
Otger 0 HeOIaronpUATHOM COOBITHH (MHIUACHTE) IPH NPUMEHESHHH MEIUIMHCKOTO H3IEIHs

1. AnMuHUCTpaTHBHAS HH)OPMAITHS

MecTo A7 OTMETKH TOCYAapCTBEHHOTO
T'ocynapcTBenHslif opran <I1>, <2>, <3> opraHa (BXoJsIas Jiata, perucTpalioOHHbIH
HOMeEp)

Anpec rocynapcTBeHHOTO opraHa <1>, <2>, <3>

Tum otuera <1>, <2>, <3>:
[lepBOoHAaUaNbHBINA OTYET
[locnenyromuii oTueT
3aKIIIOYUTEIBHBIA OTYET

MHara otyera <1>, <2>, <3>

PerncrpannoHHbIi HOMEp HEONIArONPHATHOTO COOBITHS (MHIMAEHTA) (IPHUCBANBAETCS MIPOU3BOAHTENIEM) <1>, <2
> <3>

PerncrpannonHslit HoMep HeONaronpUATHOrO cOOBITHs (MHIMAEHTA) (TPHUCBANBAETCS AKCIIEPTHOM opraHu3anueit
) <2>, <3>

[Ipencrapnser HeOIArOMPHUATHOE COOBITHE (MHIIMICHT) CEPHE3HYI0 YTPo3y 00IIeCTBEHHOMY 3I0pOBBI0? <1>, <2>
<3>

)
Ja
Her

Knaccudukanus namaenTa <1>, <2>, <3>:
CmepThb
HemnpenBunenHoe cepbe3HOe yXYAIIEHUE COCTOSTHUS 310POBbS
Hpyrue xpurepuu

2. JlaHHBIC O JIMIIE, ITOJAIOIIEM OTYET

CraTyc nmuia, IOJaromero oTaeT <1>, <2>, <3>:
[IpousBonurens

YII0JIHOMOYEHHBIN IPEICTABUTEIID

3. IlaHHLIe O IPOU3BOAUTEIIC



HaumenoBanue npousBoautens <1>, <2>, <3>
DaMuivst, UM, 0TIECTBO (IIPY HAJIMYNH ) KOHTAKTHOTO Juna <>, <2> <3>

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

Hupexc <1>, <2>, <3> Topon <1>, <2>, <3>
Tenedon <1>, <2>, <3> dakc (mpu Hanumuum) <1>, <2>, <3>
E-mail <1>, <2>, <3> Crpana <1>, <2>, <3>

4. laHHBIE YTIOJIHOMOYEHHOT'O TIPEACTaBUTENS (U HAJTUYNH )
HaumeHnoBaHue yoJTHOMOUEHHOT O peAcTaBUTENs <1>, <2>, <3>
DaMuiust, UM, 0TIECTBO (IIPY HAJIMYNH ) KOHTAKTHOTO JIuna <>, <2> <3>

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

Hupexc <1>, <2>, <3> Topox <1>, <2>, <3>
Tenedon <1>, <2>, <3> ®akc (mpu Hanmmuum) <1>, <2>, <3>
E-mail <1>, <2>, <3> Crpana <1>, <2>, <3>

5. JlaHHBIE 0 METUITUHCKOM U3ETUU

Kiacc moTreHIanbHOro pucka NpUMEHEHHUs] MEAULUHCKOTO U3Aenus <1>, <2>, <3>:
3
26
2a
1

Kon BuIa METUIIMHCKOTO H3ICIUS B COOTBETCTBHHM ¢ HOMEHKIATypoil MEAWIIMHCKHUX W3laeiuii PecnyOnuku
Kazaxcran <2>, <3>

Yuukaneueiii ko Menunuackoro m3nenus (Unique device identifier (UDI) (mpu vammumnm) <2>, <3>
HaumenoBanue MemuIIMHCKOTO M3aeaus <1>, <2> <3>

Monens (ecimu mpuMEeHHMO) <2>, <3

- KaranoxHs1it HoMep (eciu npuMeHuMo) <2>, <3>

CepuiiHblii HOMep (€CIIU IPUMEHUMO
P P P Howmep maptuu (cepun) (ecnu npuMeHnMo) <2>, <3>

) <2>, <3>

Bepcus nmporpaMMHOTO 06ectieueHus (ecau MpUMEHUMO) <2>, <3>

Jara Beimycka <2>, <3> Jlata oKOHYaHHMS CPOKa TOJJHOCTH (€CIIH MPUMEHUMO) <2>, <3>

Jara wMmIutanTanuy (TOJIBKO IS

JHara skcranTanuu (TOJXBKO JJI HMIDTAHTATOB) <2>, <3>
MMIUIAHTATOB) <2>, <3>

JuTenpHOCTh MMIUTAHTALMK (3AIIOJIHACTCS B CIydae, €CIM U3BECTHA TOYHas Jara MMIUIAHTAIlMM WM Hadaja
SKCIUTyaTalun) <2>, <3>

IIpunagexHOCTH M (WIIN) COBMECTHO MCIIONIb3YyeMble METUIIMHCKNE H3/1eHA (€CTIH MPUMEHUMO) <2>, <3>

Homep perucTpanimoHHOro ynoctoBepeHus B ['OcydapCTBEHHOM pEECTpe JIEKapCTBEHHBIX CPEACTB U
MEIUIUHCKUX U3ICTHH (TIpH HAMIIum) <2>, <3>

6. JlaHHbIE 0 HEONATONPUSTHOM COOBITUH (MHIUICHTE)

Jara, xor/ia mpou30ILI0 HeOIaronpusITHOE COOBITHE (MHIUACHT) <2>, <3>

Onucanue HeOIAronmpUsATHOTO COOBITUS (MHIUAEHTA) <1>, <2> <3>

Howmep oTuera MeqUIIMHCKOM OpraHU3aIMH-TI0NIL30BATENS (€CIH MPUMEHUMO) <2>, <3>

Jara, xora mpou3BOIUTENb ITOTYIHIT HHPOPMAIIHIO O HEOIarompUATHOM COOBITHH (MHIUACHTE) <1>, <2> <3>



KonuyecTBo BOBJICUEGHHBIX KonmuecTBO BOBIICUCHHBIX MEIUIIMHCKIX M3/IEIHH (€CIIN U3BECTHO) <2>, <

TMALMEHTOB (€CIN M3BECTHO) <2>, <3 3>
>

MecTo HaxOXKIACHHSI METUITMHCKOTO M3EUs B JAHHBIH MOMEHT (e€CIM U3BECTHO) <1>, <2>, <3>

Kto ucmons30Bal MEIUITUHCKOE H3ICTHE B MOMEHT HEOIArOMpPUATHOTO COOBITHS (MHIMICHTA) (BEIOpATh OJTHO) <
2>, <3>:

MenunuHcKui nepcoHan
ITanuent
Hpyroe

Vcrnonp30BaHue MEAMIIMHCKOTO U3CTHUs (BBIOPATh OHO) <2>, <3>:
MEePBUYHOE MPUMEHEHUE
MIOBTOPHOE MPUMEHEHNE MEAULIMHCKOTO U3JIEIHs OJHOKPATHOTO MPUMEHEHHUSI
MTOBTOPHOE IPUMEHEHNE METUIIMHCKOTO U3/IENINS MHOTOKPATHOTO IPUMEHECHUS
MEIHUIIMTHCKOE M3/ICIHE TI0CIIe TEXHNUECKOTO 00CITy)KHUBaH!S WJIH PEMOHTA
Jpyroe
mpobJiemMa ObLTa BISBICHA 10 IPUMCHEHUS

7. JlaHHBIE O TIAITUEHTE

Omnmcanue MpoOIIeMbl ManueHTa <2>, <3>

Kon v TepMuH npoOsieMbl MalMeHTa B CBSI3M C HEOIArONPHUATHBIM COOBITHEM (MHIUIEHTOM) B COOTBETCTBHH C
MexayHapoaHOH CTaTHCTHUECKON Kiaccudukanuei Oone3Held n mpobieM, CBA3aHHBIX CO 340poBbeM, 10-ro
nepecmotpa (MKbB-10) <3>

JeiicTBUS ¥ TOMOIIb, OKa3aHHAs MEIUIIMHCKOW OpraHU3aIliel NanueHTy <2>, <3>

[Ton (ecnn mpuMeHnMO) <2>,

My:xckoi Kenckuii
<3>:

Bospact maunmenta @ (eciu

JIeT MeECALEB JHeH
MIPUMEHNMO) <2>, <3>:

Bec manuenTa (kr) (eciny npuMeHHMO) <2>, <3>

8. JlaHHBIC 0 MEIUIIMHCKOM OpraHN3auy (€CIIN IPUMEHUMO)

HaumenoBanue MeTUIIMHCKOM opraHu3anuu <I>, <2>, <3>

OaMuvst, UM, 0TYECTBO (TIPY HATMYNH ) KOHTAKTHOTO JIMIIa METUIIMHCKOM OpraHn3anuy <2>, <3>

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

Wnanekc <2>, <3> Topox <1>, <2>, <3>
Tenedon <2>, <3> ®daxkc (mpu HATAYUKN) <2>, <3>
E-mail <2>, <3> Crpana <1>, <2>, <3>

9. [IpenBapuTenbHOE 3aKITIOUEHIE IPOU3BOIUTENS (115 IEPBOHAYATIHLHOTO/TIOCIEAYIOIETO OTYETa)
IIpenBapuTenbHbIi aHATN3, IPOBEACHHBIN NPOU3BOAUTENEM <[>, <2>

Tum HeOnaronpusiTHOTO COOBITHS (MHIMACHTA) (Koa U TepMuH ypoBH: 1 - [ISO/TS 19218-1) <2>, <3>
Tun HeOmaronpusTHOro coobITUs (MHIUAEHTA) (Ko U TepMuH ypoBHS 2 - ISO/TS 19218-1) <2>, <3>
HauanpHble KOppeKkTHpYIOMKE TeHCTBHSA, BHITTOJIHEHHBIE TPOM3BOANTENEM <>, <2>
[Ipenmonaraemas nata clieayroomero oryera <1>, <2>

10. Pe3yJII)TaTI)I 3aKIIIOYUTCIIBHOTO pacCI€A0BAHN TPOU3BOANUTECIIA (HJ’IH 3aKJIIOUUTCIBbHOI'O OTLIeTa)



PesynbraThl ananmsa, IpOBEAEHHOTO MTPOU3BOANTEIEM <3>

Orenka HeOIAroMPHUATHOTO cOOBITHS (MHIMIEHTA) (Koa U TepMuH ypoBHA | - ISO/TS 19218-2)
OneHka HeOIaronpusATHOTO COOBITHS (MHIMIeHTa) (KOA U TepMuH ypoBHs 2 - [SO/TS 19218-2)
Koppekrupyromue neiictBus o 6€30macHOCTH Ha MecTax <3>

Cpoku peanu3alnuy yKa3aHHBIX MEPONPUATHH <3>

3aKITIOYNTENbHBIE KOMMEHTAPHH ITPOM3BOANTEIS

W3BecTHO 7 MPOU3BOAMUTENIO O MOJOOHBIX HEOMArONPUATHBIX COOBITHAX (MHIMIEHTAaX) C TaKUM K€ THUIIOM
MEIUITUHCKOTO M3CIHS C TIOA00HO# kKe IIaBHOW NPUYHHON? <3>

Ja Her
Ecnu ma, ykakuTe B KaKMX CTpaHax U YKaKUTE HOMEpa HeOIarompusTHBIX COOBITHH (MHIIMICHTOR)
KonmnuecTBo mogoOHBIX HEONATONPUSATHBIX COOBITHH (MHIUACHTOB) <3>
MepumHCKOe H3/1eIre OBUIO PacTIpOCTPAHEHO B CIEIYIOIINX TOCYAapCcTBax (MIpH HATMYHN) <3>:
PecnyOnuka ApmeHust
Pecny6nuka benapych
Pecny6nuka Kazaxcran
Keipreizckas PecryOmika
Poccuiickas ®enepanus

Hpyrue rocynapcrsa (yKa3aTb)

[Ipumeyanue:

<1> O06s3aTenbpHOE MOJIe ISl 3aM0IHEHUS PU MEPBOHAYAILHOM OTYETE.

<2> Q0s3aTeNnpHOE MOJIe TS 3aIOTHEHUS IMPH ITOCTISYIONEM OTUYETE.

<3> O0s13aTeNbHOE MOJIe AJIsI 3aMI0THEHUS MPU 3aKIIOUUTEIIHHOM OTUETe.

JIaHHBIN OTYET HE SABIAETCS MPU3HAHUEM OTBETCTBEHHOCTH MPOW3BOIUTEIIS UIIH €r0
YIOJITHOMOYEHHOT'O MPEICTAaBUTENS 32 MPOU3O0IIIE/IIIee HeOIaronpusTHoe COObITHE (MHIIUICHT
)u
€ro IMOCJEACTBUSI, COJISPKAIINECS B HEM CBEJICHUSI MOTYT OBITh HETIOJIHBIMU U HETOYHBIMHU.
JlaHHBIN OTUET TaKXKe HE SBIISICTCS MPU3HAHUEM TOTO, YTO MEAUIIMHCKOE U3IEIHE,
nHpOpMaIMS O KOTOPOM IPUBEJCHA B OTUETE, SABIISUIOCH AC(HEKTHBIM M YTO MEIUIIMHCKOE
17631 (SN1(S
MIPUBEJIO K MPENOJaraeMoMy yXyJIIIEHUIO COCTOSHUS 3/I0POBbs UJIM CMEPTH YeJIOBEKa MU
CIIOCOOCTBOBAJIO 3TOMY.

[TonTBepxkato, 4TO MO BCEM MMEIOIIUMCS Y MEHSI CBEJICHUSIM TIPEICTaBICHHAS
uH(popMalms BepHa.

(momkHOCTB)  (TIOJITHUCH) @®.1.0. (mpu HAJIMYKH)
" " 20 1_,-

[Ipunoxenue 15
k [IpaBunam npoBeneHus
(hapmaxkoHa130pa 1 MOHUTOPUHTA



0e30MacHOCTH, KauecTBa U
3((HEeKTUBHOCTH MEAUIIMHCKUX
U3OETIUN

®opma
Ortuger o KOPPCKTHPYIOIHX JECUCTBHAX IO 6e3omacHOCTH MCIUIIHHCKOI'O U3OCIIHNA

1. AnMuHUCTpaTHBHAS HH(POpMAITHSL

Mecto s OTMETKH
HaumeHnoBanue rocyjapcTBEHHOTO oprana <1>, <2> <3> rocyJJapCTBEHHOI0 opraHa (7ara,
PETUCTPAIIMOHHEII HOMED)

Tum oTuera <1>, <2>, <3>:
[TepBoHauanbHBIN OTUET
[Tocnenyrommii oTueT
3aKII0YUTENbHBINA OTUET
MHara otyera <1>, <2>, <3>

PerucrpannoHHbI HOMEP OTYETa O KOPPEKTUPYIOMINX IEHCTBHUAX (MPHCBAMBACTCS MPOU3BOAUTEIEM) <1>, <2>,
<3>

PerucTpannoHHBI HOMEp OTYETa O KOPPEKTHPYIOIIUX JeHCTBHAX (IPHCBAMBACTCS TOCYAaPCTBEHHBIM OPraHOM)
<2>, <3>

PeructpaniioHHBIH HOMEp HEOIAroNpUATHOIO COOBITHSA (MHUMIEHTA) (TPUCBAMBAETCS TOCYIapCTBEHHBIM
opraHom) <2>, <3>

HanmenoBaHme KOOPINHUPYIOMIETO TOCYIAPCTBEHHOTO OpraHa (ecii MPIMEHUMO)

2. Jla"HHBIC O JIMIIC, MOJAIOIIEM OTYET

Craryc nuua, NoAaroIiero oTder <1>, <2>, <3>:
[IpousBonurenn
YTI0IHOMOUYEHHBIN MTPENCTABUTEND

3. JlaHHbBIE O IPOU3BOIUTEIIEC

HaunmenoBanue npousBoaurens <1>, <2>, <3>

damuus, UMs1, 0TIeCTBO (TIPY HATMYUH ) KOHTAKTHOTO Jinna <1>, <2>, <3>

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

Nunekc <1>, <2>, <3> Topox <1>, <2>, <3>
Tenedon <1>, <2>, <3> ®akc (mpu HanmuKm) <1>, <2>, <3>
E-mail <1>, <2>, <3> Crpana <I>, <2>, <3>

4. TaHHBIE YTIOJIHOMOYEHHOT'O IIPeACTaBUTENS (U HAJTUUNH)
HanmeHnoBaHue yroJIHOMOYEHHOIO MpeacTaBuTeNs <1>, <2>, <3>
damuus, uMs, 0TIeCTBO (TIPY HATMYUHM ) KOHTAKTHOTO Jinna <1>, <2> <3>

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

Nunexc <1>, <2>, <3> Topox <1>, <2>, <3>
Tenedon <1>, <2>, <3> ®akc (mpu HaNM4MM) <I>, <2>, <3>
E-mail <1>, <2>, <3> Crpana <1>, <2> <3>

5. JlaHHbIE O METUIIMHCKOM U3ACTUU

Kinacc noreHumanbHOro prucka NpUMEHEHUs! MEAULIMHCKOTO u3fenus <1>, <2>, <3>:



26
2a
1

Kon Buma MemumuHCKOro M3AENTUS B COOTBETCTBHHM ¢ HoMmeHKnaTypoil MegunuHCKUX u3neinii PecmyGnuku
Kazaxcran <2>, <3>

Yuaukaneaeiid kox Menunuackoro m3nenus (Unique device identifier (UDI) (mpu mammuamnm) <2>, <3>
HaunMeHoBaHye MEIUIIMHCKOTO M3aeaus <1>, <2> <3>

Karamoxueii HOMep (eciu

Mogenpb <2>, <3> (eciu IPUMEHUMO
’ ( P ) MPUMEHUMO) <2>, <3>

Homep maptum (cepum) (ecnu

Cepuitnblii HOMep (ecau TPUMEHNMO) <2>, <3>
p p ( p ) > MPUMEHUMO) <2>, <3>
Bepcust mporpammHOTro obecnieueHus (€CIu MPUMEHUMO) <2>, <3>

JlaTa oxOHYaHHS CpoOKa TOTHOCTH (

Jara BeImmycka <2>, <3>
€CJIM IPUMEHHUMO) <2>, <3>
[puHanmexHOCTH U (MIIH) COBMECTHO MCIIONIBb3YeMble METUIIMHCKAE H3ACH (€CTIH MPUMEHUMO) <2>, <3>

Homep peructpaniioHHOTO YJIOCTOBEpEHHUST B [OCylIapCTBEHHOM peecTpe JEeKapCTBEHHBIX CPEICTB U
MEIUIMHCKUX U3JIeNHUi (IpU HAMuuum) <2>, <3>

6. JlaHHBIE O KOPPEKTUPYIOMINX JEHCTBHUAX MO0 OE30ITaCHOCTH MEAUIITHCKOTO M3/1EIIUs
OO61rye cBeCHUS U IPUYNHA KOPPEKTUPYIOUINX AeHCTBUH <]>, <2> <3>

Omnmcanne 1 060CHOBaHNE KOPPEKTUPYIOIINX AeHCTBHH <1>, <2>, <3>
Pexomenpaiuu a1 mojib3oBaTenei <1>, <2>, <3>

MeponpusTus U CpoKH peaau3aliu KOPPEeKTUPYIOIMNX AeiicTBui <2>, <3>
[Ipunoxenne k otyery <1>, <2>, <3>:

VYBenomiienue 10 0€30IIaCHOCTH
MEIHIIUHCKOTO U3JICITUS Ha PYCCKOM
SI3BIKE

Hpyroe
MeputimHCKOE H3Aere OBLIO PacTIpOCTPAaHEHO B CIEMYIOINX TocyaapeTBax <1>, <2> <3>:
Pecrry6Onuka ApmeHus
Pecniy6nuka benapych
Pecnyonuka Kazaxcran
Keipreizckas Pecrny0inka
Poccuiickas ®enepanus
Hpyrue rocynapcrsa (yKa3aTb)
7. KoMmMeHTapuu
[Ipumeuanue:
<1> O06s3arenbHOE MOJE ISl 3aM0IHEHUS PU MEPBOHAYAIBHOM OTYETE.
<2> O0s13aTenpHOE MOJIE I 3aIIOJIHCHUA IIPU ITOCJIICAYIOMEM OTUCTC.
<3> OO0s3aTenbHOE MOJIE ISl 3aII0JIHEHUS MTPU 3aKITFOYUTEIIEHOM OTYETE.
I[aHHLIfI OTYCT HC ABJLACTCA ITPU3HAHUCM OTBCTCTBCHHOCTHU IIPOU3BOAUTCIIA UK €TO



YIOJHOMOYEHHOTO MPECTaBUTENS 32 IPOU30IIeiee HEOIaronpusTHOEe COObITHE (MHIUACHT
)u
€ro MOCJEICTBUS, COJAEPKAIINECS B HEM CBEACHUS MOTYT ObITh HETIOJIHBIMU U HETOYHBIMHU.
JIaHHBI OTYET TakK)Ke HE SBISICTCS MPU3HAHHUEM TOTO, YTO MEIUIIMHCKOE H3JeTue,
uHpopMaIus o
KOTOPOM IIPUBEJIEHA B OTYETE, SABISIIOCH AE(PEKTHBIM U UTO METULIMHCKOE HU3/IE€TIHE ITPUBENO K
NpeAnoiaraeMoOMy YXYAIICHUIO COCTOSHUS 3J0POBbS WM CMEPTH 4YeIOBEKa WIIU
CH0cO0CTBOBAJIO
TOMY.
[TonTBep:kaato, 4TO MO BCEM UMEIOIIUMCS Y MEHS CBEJICHUSM MpECTaBICHHAs
uH(popMaIs BepHa.

(I0TKHOCTB) (moamucs) ®.1.0. (mpu HATMYKH )
n n 20_ 1_,.

[Ipunoxenue 16
k [IpaBunam mpoBeaeHus
(hapmakoHa30pa 1 MOHUTOPHHTA
0€30IaCHOCTH, Ka4eCTBa U
3¢h(HEKTHBHOCTH METUIIMHCKHUX
U3AeTIUI

¢dbopma
VBemomMieHue o0 6€300aCHOCTH MEAIMHCKOTO H3/IEIIHs

No Jara:

Bun koppektupyromero 1eiCTBUS:

HpI/IOCTaHOBHeHI/IC HCIIOJIB30BaHUA
MCIUIIUHCKOI'O U30CITUA

3amMeHa MCIUIIUHCKOIo H3ACIUA
MpOU3BOAUTEIICM nin €ro
YIOOJIHOMOYECHHBIM IPEACTABUTCIIEM

Bo3Bpar MeaMIMHCKOrO HU3AENus
NPOU3BOAMUTENI0  WJIH  €ro
YIIOJIHOMOYEHHOMY TIPEICTaBUTEIIO

MogepHuzamus MeIUIIMHCKOTO
H3JeIus Ha MECTe

YHHUUTOKEHUE MCAULIMHCKOI'O
n3acimsa

HN3meHeHne UWHCTPYKUUM 1O
MIPUMEHEHUIO WIH PYKOBOJCTBA IO
9KCIUTyaTallid  MEIUIMHCKOTO
U3eIus

OOHOBJIEHHE  TPOrPAMMHOIO
obecrieueHust



Hpyroe

HanmeHoBaHNE MEIMIIMHCKOTO M3IEIHS:

BapuaHT ucmonHeHI/MOIeITb/CepUHHBI HOMEP/KAaTAIOKHBI HOMED (TI0 IPUMEHUMOCTH):
Homep perucrpainoHHOro yI0CTOBEPEHHUS:

Onucanue npooIeMBbI:

Onucanue }IeﬁCTBHﬁ, BBITNTOJIHACMBIC ITOJIB30BATCIICM MCAUIITMHCKOI'O U3/1CTINA:

Vkazanne o HeO6XOﬂI/IMOCTI/I nepeaayn yBCAOMJICHUSA JIMIAM, KOTOPBLIC H3BCIICHLI O np06neMe u (I/IJ'II/I)
BBITIOJTHAIOINE KOPPCKTUPYIOIINE HeﬁCTBHHZ

VYkazanue 0 HEOOXOMUMOCTH TNPEIACTABICHHUS MPOU3BOJUTENIO (YIOJTHOMOUYECHHOMY TMPEACTABUTEIIO
MIPOM3BOAUTENS) CBEICHUH O MEJMIIUHCKUX U3/CIIHSX, HAIPABICHHBIX B IPyTHUe OPraHU3alUK, U IEPeaadn dTUM
OpraHu3aIusIM yBeIoOMICHUs (TIpY HATHYIUH):

KoHnrakTHas nHpopmauus
Oamust, UM, 0TYECTBO (IIPY HATMYWH ) JINIA, HAIIPABHUBIIECTO yBEIOMIICHHE <|>, <2> <3>

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

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

[ToaTBepskaato, 4TO TOCYAAPCTBEHHBIN OpraH MPOUH(MOPMUPOBAH O JaHHOU MpobdIeMe U O
HACTOSIIIIEM YBEJOMJICHUH 110 O€30MacCHOCTH MEUITMHCKOTO U3/IEIHS.

(momkHOCTh)  (TIOJITHUCH) ®.1.0. (mpu HAIUYUN)
" n 20_ r‘

[Ipunoxenue 17
k [IpaBunam mpoBeaeHUs
(hapmakoHa[30pa U MOHUTOPUHTA
0e30IacCHOCTH, Ka4eCcTBa U
3¢ (HeKTHBHOCTH MEAUIIMHCKIX
U3 eIIUI

dopma

OT49eT 0 MOCTPEruCTPATHOHHOM KIHHHIECKOM MOHHTOpPHHTE 6e30macHOCTH B 3 (EeKTHBHOCTH
MEIUIMHCKOTO H3eInL

1. AnMuHUCTpaTHBHAS HH(POPMAIHS

MecTto ons OTMETKHU
T'ocynapcTBeHHBIH Opran TOCy/IapCTBEHHOI'O0 opraHa (mara,
pEerucTpaIoHHbII HOMep)

Anpec rocy1apcTBEHHOTO OpraHa

Tun otuera:
[TepBoHauanbHBIN OTYET
[Tocnenyromuii oTuet
3aKII0YNTENbHBINA OTYET

Jlara oTuera



PerucrpannoHHbI HOMEp 0T4YeTa (IPHCBAUBACTCS MTPOU3BOIUTEIICM )

PerucrpannoHHbI HOMEp 0T4eTa (IPHCBaNBACTCS TOCYIAPCTBEHHBIM OPTaHOM)

2. JlaHHBIC O JIMIIC, TOJAOIIEM OTYET

CraTyc nura, IoJaroIero OT4eT:
[IpousBonurens
YTI0JIHOMOUYEHHBIN [TPENCTaBUTEND

3. JlaHHbBIE O IPOU3BOIUTEIIE

HanmeHnoBaHme pon3BOIUTEIS

DamMumust, UM, 0TYECTBO (IIPY HAJTMYMHU) KOHTAKTHOTO JIHIIA

Anpec

Mupexe T'opon

Tenedon dakc (Tpy HATMYHN)
E-mail Crpana

4. JlaHHBIE YTIOJIHOMOYEHHOT'0 IIpeACTaBUTENS (IIPU HAJTUUUH)
HaunmMeHoBaHnE yIIOITHOMOYEHHOTO MIPEACTABUTENS

DaMuiust, UM, 0TYECTBO (IIPH HAJTMYUHU) KOHTAKTHOTO JIHIIA

Anpec

Nupexc T'opon

Tenedon dakc (Ipy HATUYHN)
E-mail Crpana

5. JlaHHBIE O MEIULIMHCKOM U3JICTTUU

Krnacc moteHnmansHOTO pricka MPUMEHEHHUSI METUIIMHCKOTO N3ETIHS:
3, HEUMITTAHTUPYEeMOe
3, UMIUTAaHTHPYEMOe
26, UMIUTAaHTUPYEMOE

Kon Buma METUIIMHCKOTO H3ICITUS B COOTBETCTBHHM ¢ HOMEHKIATypoil MEIWIMHCKHX W3aeiuii PecmyOnuku
Kazaxcran

HanmenoBanne MeIMITMHCKOIO U3EINS
BapuanTe! ucnionaeHus (MOIUGUKAIIN) METUIIMHCKOTO U3/ISIUS
6. [lepevens nneHTH(HUITIPOBAHHBIX OCTATOYHBIX PUCKOB, CBSI3aHHBIX C METUIIMHCKUAM H3/ICTHEM

7. Uenu m 3agauv MOCTPETUCTPAIIMOHHOTO KIMHHYECKOTO MOHHUTOPHMHIA 0€30MacHOCTH U 3P (GEKTHBHOCTH
MEIUIIMHCKOTO M3/IeITHS

8. CxeMa MmoCTPEeruCcTPalOHHOTO KIMHUYIECKOTO MOHUTOPUHTA O€30MaCHOCTH U 3P (HEKTUBHOCTH MEIUIIMHCKOTO
n3aciang

9. KiinHnyeckue 1aHHbIe, OJyUYEeHHBIE 32 OTYETHBIN MepHo
10. OrmeHka KIMHAYECKUX JAHHBIX, TOJTYYCHHBIX 32 OTUYETHBIIN MTEPHO.

11. OHCHKa BCCX KIIMHHUYCECKUX MJAaHHBIX, IMOJYYCHHBIX B HNEPUOA MOCTPETUCTPALIMOHHOIO KIMHUYCCKOI'O
MOHUTOPHUHIA 0€30IMaCHOCTH U 3(1)(1)6KTI/IBHOCTI/I MEIUIMHCKOI'O U3ACIINA

12. 3akmroueHme o0 HEoOXOAUMOCTH (OTCYTCTBHH HEOOXOAMMOCTH) KOPPEKTHPOBKH IUIaHA
MOCTPETUCTPAIIUOHHOI'O KIIMHUYECKOTI0O MOHUTOPUHTa 6630HaCHOCTI/I )5 3(1)(1)6KTI/IBHOCTI/I MEIUITUHCKOT'O U3ACTIUA

13. 3axiroueHre 0 HeOOXOAMMOCTH (OTCYTCTBHU HEOOXOTUMOCTH) BHIIIOIHECHHS KOPPEKTHPYIOIIUX ICHCTBUI 11O
0e30MaCHOCTH MEIUITUTHCKOTO M3ICIHS



14. Onucanue KOPPEKTUPYIOMIUX JCHCTBUHN 110 0€30IaCHOCTH METUIIMHCKOTO U3/IeNUs (TIPH HATAIHHN)
15. 3axmoueHne (060CHOBaHME) O KIMHUYIECKOI 0€30macHOCTH U A3PPEKTUBHOCTH METUIIMTHCKOTO W3S

16. 3axmoueHre 0 He0OXOJMMOCTH (OTCYTCTBHU HEOOXOAMMOCTH) TPOJUICHHS IIUKJIA TIOCTPETHCTPAIHIOHHOTO
KIIMHAYECKOI'0 MOHUTOpPHHTa 0e30macHoCcTH U 3P (PEeKTHBHOCTH MEIUIMHCKOTO M31esusl (JUIsl 3aKIIF0UUTEIHHOTO

oTYeTa)

17. KommernTapun
HOI[TBCp)KI[aIO, 4TO I10 BCEM MMCIOUMCA Y MCH CBECACHUAM IMPCACTABJICHHAA

uH(dopmaIus BepHa.

(IOMKHOCTB) (moamuce) @®.1.0. (mpu HAIMYKH)

MIL" " 20 T
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