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OO0 yTBepKneHAM MpaBHI POBEACHA (papMaKkOHAA30pa H MOHUTOPHHTAa 6€30I1aCHOCTH,
KadgecTBa ¥ 3QPEKTHBHOCTH MEAUITUHCKUX W3AEIIHIi

[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 3JpaBOOXpaHEHUA" M MOJMYHKTOM 2) myHKTa 3 crtathu 16 3akoHa
Pecny6sinku Kazaxcran "O rocynapctennoit cratuctuke" [IPUKA3BIBALO:

Caocka. I[IpeamOyna - B penakiuu npukaza Munuctpa 3apaBooxpanenus PK ot
26.11.2025 Ne 153 (BBoAUTCSA B ACHUCTBUE 110 UCTCUCHUHU JIECATU KaJIEHIAPHBIX JHEU MOCIIE
JIHSL €0 MEePBOro OPUIUATIBHOTO OIMYOIMKOBAHUS).

1. YTBepauTh mpuiaraembie mpaBuia MpoBeAeHus: papmMakoHaa30pa U MOHUTOPUHTA
0e30MmacHOCTH, KauecTBa U 3(HPEKTUBHOCTU METUIIMHCKUX WU3ACIIHM.

2. Ilpu3Hath yTpaTUBIIUMHU CUITY:

1) mpuka3 MuHucCTpa 31paBOOXpPAHEHUS U COLMAIBHOrO pa3BUTHUS PecmyOnuku
Kazaxctan ot 29 mas 2015 roma Ne 421 "OOG ytBepxknenuu [IpaBun mpoBeaeHUs
(dapmakoHa30pa 1 MOHUTOPUHTA O€30MacHOCTH, KauecTBa U 3 (HEKTUBHOCTH MEIUIIUHCKHUX
m3aenui" (3apeructpupoBaH B PeecTpe rocynapCTBEHHOW pPErMCTpallii HOPMATHUBHBIX
npaBoBbIX akToB moxa Ne 11485, ony6aukoBan 10 wurons 2015 roma B
nH()OPMAITMOHHO-TIPABOBOM cucteme "Oinet");

2) npuka3 Munuctpa 3apaBooxpanenus Pecnyonuku Kazaxcran ot 27 mast 2019 roma Ne
KP ACM-88 "O BHeceHMM HU3MEHEHMH B IpuKa3 MUHHCTpa 30paBOOXPAHEHUS U
connanbHoro pasButus PecrnybOnukm Kazaxcran ot 29 mas 2015 roma Ne 421 "O6
yTBepxkaeHun IlpaBun mnpoBeneHus GdapmakoHaA30pa JIEKAPCTBEHHBIX CPEACTB U
MOHUTOPHUHTA MOOOYHBIX JEUCTBUN JIEKAPCTBEHHBIX CPEACTB, H3JETUNA METUIIUHCKOTO
Ha3HAYeHUs] U MEAMIIMHCKOW TexXHUKH" (3apeructpupoBaH B PeecTpe rocymapcTBeHHOMN
perucTpaluuy HOpMaTUBHBIX MPaBOBbIX akToB Mo Ne 18738, onmybnukoBan 13 urons 2019
roja B DTAJOHHOM KOHTPOJbHOM OaHKE HOPMATHBHBIX NPaBOBBIX aKTOB PecmyOiuku
Kazaxcran).

3. KoMurery MEIUIMHCKOTO U (apMalleBTUUYECKOr0 KOHTPOJs MuHHUCTEpCTBa
3npaBooxpaneHuss PecnyOnmku KazaxctaH B yCTaHOBIEHHOM 3aKOHOAATEIbCTBOM
Pecniy6niuku Kazaxcran mopsiike 00ecneyuTh:

1) rocy1apcTBEHHYIO PETHCTPAILMIO HACTOSLIEr0 MprKaza B MUHUCTEPCTBE HOCTULIMU
Pecniy6nuku Kazaxcran;



2) pa3MellleHHE HACTOSIIETO MpUKa3a Ha HMHTEpHET-pecypce MuHucrepcrna
3npaBooxpaHeHus Pecnyonuku Kazaxcran nocsie ero opuiuraibHOro onyOJuKOBaHNUS,

3) B TeueHUe JecATH pabouMX JTHEH MOoCIe TOCYIapCTBEHHON PETrUCTPAIi HACTOSIIETO
npuka3za B MuHuctepcrBe roctunuu PecnyOnuku Kazaxcran mipejacTaBieHUe B
HOpunnueckuii nenaprameHT MuHHcTepcTBa 31paBooxpaHeHus PecnyOnuku Kaszaxcran
CBEICHUH 00 HCHOJHEHWHM MEPONPUITUH, MPETYyCMOTPEHHBIX MNOANYyHKTamMu 1) u 2)
HACTOSIIETO MyHKTA.

4. KoHTpOJb 32 UCIOJHEHUEM HACTOSIIETO MPUKa3a BO3JIOKUTh HA KYPHUPYIOLIETO
BUIIE-MUHHUCTpA 3/ipaBooxpaHeHus Pecnyonuku KazaxcraH.

5. Hacrosimuil npuka3 BBOAUTCS B AEUCTBUE MO UCTCYEHUU AECITH KaJCHAAPHBIX JHEH

MOCJIe THS €0 MepBOro OPUIIMaILHOTO OMyOJIMKOBAHMUS.

MuHnctp 3apaBooxpaHeHHA .
A. Lokt
Pecriy6mnkn KazaxcraH

YTBepKIIeH NpUKa3zoM
MuHuCTp 31paBOOXpaHEHUs
Pecny6nukn Kazaxcran
ot 23 nexabps 2020 rona Ne KP JICM-
320/2020

IIpaBuna mpoBefeHUs hapMaKoHaI30pa X MOHHTOPHHT'A OE30IIaCHOCTH, Ka4ecTBa H
3((PEKTHBHOCTH METUIIMHCKHX H3SIIHi

I'maBa 1. O6mIue moIoXeHH

1. Hacrosinue npaBuiia npoBeaeHus (hapMakoHaa30pa 1 MOHUTOpPUHTa 0€30MacHOCTH,
KadyecTBa M A(PPEKTUBHOCTU MEAMIMHCKUX u3nenuid (nanee — IlpaBuna) paspabotaHbl B
cooTBeTcTBUM ¢ TyHKTOM 3 ctathu 261 Kopekca PecnyOmuku Kazaxcran "O 3mopoBbe
HapoJia U cucreMe 3apaBooxpaHenus” (nanee — Koaekc), NOAMyHKTOM 2) MyHKTa 3 cTaTtbu 16
3akona Pecny6nmku Kazaxcran "O rocymapcTBEHHOW CTATUCTHKE' M OMPENEISIOT MOPSI0K
npoBesieHns (hapMaKkoHaI30pa U MOHUTOPHUHTA O€30MacHOCTH, KauecTBa U A3(PPEKTUBHOCTH
MEJIUIIMHCKUX U3/IEIIUM.

CHocka. ITynkr 1 - B penakunu npukaza Munuctpa 3apaBooxpanenust PK ot 26.11.2025
Ne 153 (BBoaMTCS B I€MCTBHUE TT0 HCTEUCHUH JIECATH KaJICHIAPHBIX JHEH IMOCIIE THS €ro
EePBOro OPUIIMAIBLHOTO Oy OJIUKOBAHMUS).

2. dapmakoHaI30p OCYIIECTBISETCS B COOTBETCTBHM C TpeOoBaHusiMu CTaHaapTa
HaJJIexameil mnpaktuku (apmakoHamzopa (manee — CraHzgapT), yTBEpKIaeMOro
rocyJJapCTBEHHBIM OpPraHOM B cpepe oOpallleHUs TeKapCTBEHHBIX CPEACTB U MEIUIIMHCKUX
W3eIui B COOTBETCTBUHU ¢ moAnyHKToM 9) ctatbu 10 Koxaekca.

3. B HacTosnux [IpaBunax uCnoyib3yr0TCs CIEAYIOIINE TEPMUHBI U ONIPEACIEHUS:

1) orcyrcTByronias HHpOpManus — HEAOCTATOK CBEICHUI MO 0€30MacHOCTH WU 00
0COOEHHOCTSIX MPUMEHEHHS JIEKAPCTBEHHOT'O MIpenapara y onpeeIeHHbIX TPy NallieHTOB,
KOTOPBIE MOTYT SIBIIATHCS KIIMHUYECKU 3HAUUMBIMU;



2) noTeHUMaNbHBIN PUCK — HEXKEIATEIbHOE MOCIIECTBUE (PapMaKOTEpaIuu, B OTHOILIEHUU
KOTOPOTO UMEIOTCS OCHOBAHMS JUISl IOJO3PEHUI HA HAJIMYME B3aUMOCBS3H C JIEKAPCTBEHHBIM
npernapaToM, OJJHAKO JJaHHAs B3aWMOCBS3b HaJUIexKalluM 00pa3oM He Obljia MOATBEPKACHA;

3) BamuIMpPOBAHHBIA CUTHAT — CHUTHAN, JJIsi KOTOPOrO B MPOIECCE BHIMIOJIHEHUS
BAIMJAMMA W OLECHKH IOATBEPKAAIOIMX [IAHHBIX YCTAaHOBJIEHO, YTO HMEIOIIAsACs
JOKYMEHTALMsl JOCTAaTOYHA [JIs HPEAIOI0KEHUS HAIWYMS HOBOM NOTEHUHAIbHOMN
IIPUYNHHO-CIIEACTBEHHON CBSI3M WJM HOBOI'O AaCIEKTa HW3BECTHOW B3aMMOCBSA3U MEKIY
IPUEMOM TOJ03PEBAEMOr0 JIEKAPCTBEHHOI'O Ipenapara U pa3BUTHEM HEOJAronpUsiTHOTO
MOCJIEICTBUS U, CIIEIOBATEIBHO, ONpeiesieHa HEOOXOIUMOCTh OCYUIECTBIEHUSI KOMILIEKCa
JNIaJbHEHUIIINX JCHMCTBUM MO OIICHKE CUTHAJIA;

4) curHan — uH@opMalus, NOCTynawIas OT OAHOTO WM HECKOJbKUX MCTOYHUKOB,
KOTOpas MPEANoJaracT HATMYMue HOBOW MOTEHIMATBHOW MPUYMHHO-CIIEACTBEHHOM CBSI3U WU
HOBOT'O aCIIeKTa M3BECTHOM B3aUMOCBS3M MEKIy BO3JEHCTBHEM JIEKAPCTBEHHOIO Iperapara
U HEXENATEIbHBIM SIBJICHUEM WM COBOKYIHOCTBIO B3aHMMOCBS3aHHBIX HEXEIATEIbHBIX
SBJICHUW, OLlEHMBAaeMasl KaK JOCTAaTOYHAas AJs JaldbHEHIIMX NEHCTBUN MO BepudUKanuu
CUTHANA;

5) rocynapcTBeHHBIH opraH B cdepe oOpalleHus JEeKapCTBEHHBIX CPEICTB U
MEIMUMHCKUX M3JeIUi (Janee — rocyJAapCTBEHHBIM OpraH) — rocyJlapCTBEHHBIM Oprad,
OCYILIECTBIISIIOUIUMNA PYKOBOJACTBO B cdepe oOpalieHusi JIEKapCTBEHHBIX CPEICTB U
MEIULUHCKUX U3JEINNA, KOHTPOJIb 3a OOpaleHUEM JIEKAPCTBEHHBIX CPEACTB U METULIUHCKUX
WU30CIHUI;

6) rocynapcTBeHHasi SKCIEpTHasl OpraHusanus B chepe oOpalleHUs JeKapCTBEHHBIX
CPEACTB M MEIULUMHCKUX HU3AENUN (lajiee — SKCIEpTHAas oOpraHus3anusi) — CyOBEKT
rOCyIapCTBEHHOM MOHONOJHUM, OCYIIECTBIAIOMUNA MPOU3BOJACTBEHHO-X03SMCTBEHHYO
JEeSTENbHOCTh B 00JIaCTH 3APaBOOXPaHEHHUs 10 0OecTeueHnto 0e30MacHOCTH, 3P(HEKTUBHOCTH
Y KayeCTBa JIEKAPCTBEHHBIX CPEACTB U MEIULIMHCKUX U3EIINN;

7) pUCKH, CBSI3aHHBIE C MPUMEHEHUEM JIEKAPCTBEHHOI'O Ipernapara — J00i pUCK,
CBSI3aHHBII C KaueCTBOM, 0€30MaCHOCTHIO WM 3(PPEKTUBHOCTHIO JIEKAPCTBEHHOTO MpernapaTa
[0 OTHOILIEHHIO K 3JOPOBBIO MAIlMEHTOB WJIM HACEJIEHUs, WIN 00 pUCK, BEIyIIMH K
HEXKEJATEIbHOMY BO3JICHCTBUIO HA OKPYIKAIOLIYIO CPENY;

8) cepbe3HOE YyXYAIIEHUE COCTOSIHUS 3/10pOBbsl — OMACHOE I JKU3HU 3a00JIeBaHUE,
CTOMKOE MopakeHre (PYHKIUU OpraHu3Ma WM HEOOpaTUMOE MOBPEXKICHUE CTPOCHUS Tea,
COCTOsIHUE, Tpelyrollee MEJUIMHCKOIO WIM XUPYPrUYECKOro BMELIATENbCTBA C IENbIO
MPEAOTBPAIEHUS ONACHOTO JUIs )KM3HU 3a00JI€BaHUs, UM CTOMKOIO MOpakeHUs! (QyHKIIHUH
OpraHu3Ma, Wi HEOOpaTHMMOro IMOBPEXKACHUS CTPOCHHS Tella, COCTOsHUE, Tpelyrolee
rOCHUTAIN3ALUN UM 3HAYUTEIBbHOIO YBEIMUYEHUsI CpPOKa MpPeObIBaHMS B CTAllMOHAPE YKe
rOCIUTAIN3UPOBAHHOTO TMAalMEHTa, (PYHKIIMOHAIBHOE HapylIeHWE Y IUIOJAA, €ro Tuoelnb,
BPOX/ICHHAsl aHOMAaJIUS WIK POJOBasi TpaBMa);



9) cepbesHasi yrposa 30pOBbI0 — JII00as HEMCHPABHOCTh W (WJIM) YXYIIICHHE
XapaKTEePUCTUK, WIM HapylnieHue (GYHKIIMOHUPOBAHUS MEIUIIMHCKOTO W3JENusl, WU
HEJI0OCTaTOYHOCTh JIMOO HEKOPPEKTHOCTH COMPOBOIUTENHHOM MHGOPMAITNH (JTOKYMEHTAIIHH )
Ha MEIMIIMHCKOE HW3Jeiue, WiIW MOOOYHOE JCHCTBUE, HE yKa3aHHOE B WHCTPYKIIUH IO
MIPUMEHEHUIO, KOTOPhIE MPUBEIN WJIM MOTYT MPUBOJUTh K HEMUHYEMOMY PUCKY CMEPTH,
OMacHOMY IS KU3HHM 3a00JI€BaHMIO, HEOOPATUMOMY MOPAKEHUIO (PYHKIIMH OpPraHU3Ma,
HEOOpaTUMOMY MOBPEXKACHUIO CTPOEHHUS TeJa WA COCTOSIHUIO, TPEOYIOIIEMY MEIULIMHCKOTO
WJIM XUPYPTUYECKOTO BMEIIATENHCTBA C IEJIbI0 TPEIOTBPAIICHUS HEOOPATUMOTO MOPAKEHUS
(yHKIIMU OpraHu3Ma Wiu HeOOpaTUMOIo MOBPEXKACHUS CTPOSHUSI Tejla, U KOTOPhIE TPEOYIOT
HEOTJIOKHBIX MEIUIIUHCKUX JCUCTBUN;

10) yroiHOMOYEHHBIN Oprad B 00JacTH 3ApaBOOXpaHEHUs (J1ajee — YInOIHOMOYEHHbIN
Oprad) — UEHTPaJIbHbIA HMCIOJHUTEIbHBIM OpraH, OCYHIECTBISIONIMNA PYKOBOJCTBO U
MEXOTpPaciIeBYI0 KOOpPAMHALMIO B OOJIaCTH OXpaHbl 370pOBbsl TrpaxiaH PecnyOnuku
KazaxcraH, MeguIIMHCKOM W  (papMaueBTHYECKOW HAyKW, MEJUIUHCKOTO H
(dapMalleBTUYECKOr0 00pa30BaHMsl, CAHUTAPHO-IIMUIEMHOIOTHYECKOTO OJIaronoyyus
HaceJIieHUsI, OOpalleHHsl JIEKAPCTBEHHBIX CPEJCTB M MEAULMHCKUX H3JeNUi, KayecTBa
OKa3aHUs MEIUIIMHCKUX YCIYT (TOMOIIIN);

11) ceppe3Has HexKeNaTeNIbHas peakius — HexKenaTelbHas peakiys, KoTopas MPUBOIUT K
CMEPTH, MPEJCTABISICT yIPo3y IJs >KU3HU, TpeOyeT TroCruTanu3aliy TalMueHTa WIH ee
OpOJJICHUsI, MPUBOAUT K CTOMKOM JHUOO BBIPAXKEHHOW HETPYJOCIMOCOOHOCTH WIIH
WHBAJTMTHOCTH, K BPOXKICHHBIM aHOMAJIUSIM WJIH TIOPOKAM Pa3BUTHS, TPEOYET MEIUITMHCKOTO
BMeEIIATENbCTBA ISl MPEIOTBPAILICHUS Pa3BUTHUS IEPEUUCICHHBIX COCTOSHUMN, a TakxKe Jto0as
HElpeaHAMEpEeHHasl IMoJo3peBaemMas Iiepelada 4Yepe3 JEeKapCTBEHHBIM Ipernapar
MH(EKIIMOHHOTO areHTa,

12) Hecepbe3Has HexenaTelbHAs peakuusl — HexenaTelabHas peakius, KoTopas He
OTBEUYAET KPUTEPHSIM CEPHE3HON HEKEIATEIIbHON PEAKIUY;

13) HexenaTenbHOE COOBITHE — JI00OE HEXKETATeIbHOE MEIUIIMHCKOE COOBITHE,
HEMPOTHO3UpyeMoe 3a00JeBaHUE MO0 MOBPEKICHHUE WM HEXKeNaTeJbHbIe KIMHUYECKUE
NpU3HaKK (BKJIIOYas 1abopaTopHbIC MOKa3aTeN, OTIMYHbIE OT HOPMBI) Y MOJIb30BATENEeH WK
TPETHUX JIUII, CBA3aHHBIX C IPUMEHEHUEM MEIUIIMHCKOTO U3/IEIIHS;

14) mexxenaTelbHas peakiusi — HEMpeJaHaAMEpeHHas, HeOnarompusiTHas peaxius
OpraHu3Ma, CBsI3aHHAas C NPUMEHEHHEM JIEKaPCTBEHHOro (MCCIeAyeMOoro) mpemnapara u
Mpeamnojarammas Haluyue BO3MOXHOW B3aUMOCBSI3W C MPUMEHEHHEM JAHHOTO
JIEKapCTBEHHOTO (MCCIIeyeMOTro) Tipernapara;

15) uaaMBHAyanbHOE COOOIICHHE O HEXENaTeNbHOW peaknuu — uHpopmaius,
nepenaBaemMasi B COOTBETCTBUU C YCTAaHOBJICHHBIMH (DOPMOU U coziepKaHUuEM, 00 OJTHON WU
HECKOJBKUX I0J03PEBAEMbBIX HEXKEIATEIbHBIX PEAKIMSIX Ha JICKapCTBEHHBIM Ipernapar,
BO3HUKAIOUIUX Y OTAEIBHOIO NAlMEHTA B ONPEICTICHHBIA MOMEHT BPEMEHU;



16) HenpeaBUICHHAsI HEXeJIaTeIbHasl peaklusl — HeKellaTellbHas peaklusi, XapakTep,
CTENEHb TSKECTU WJIM MCXOJ KOTOPOMl HE COOTBETCTBYET MH(OpMalMM, COAepxk auleics B
NeHCcTByrONIed OOmel XapaKTEpUCTHUKE JIEKapCTBEHHOIO Ipenapara, WHCTPYKLUHU IO
MEIUIMHCKOMY MPUMEHEHHUIO JIEKapCTBEHHOI 0 MpernapaTa Jubo B Opoliope uccienoBaTess
IUTSL HE3apETrMCTPUPOBAHHOIO JIEKAPCTBEHHOT O ITpenapara;

17) nesTenbHOCTh MO MUHUMU3AIMK pUCKa (MEPHI M0 MUHUMH3AIIUK PUCKA) — KOMILIEKC
MEpONpPUATHII, HANpaBICHHBIX HA MNPEJOTBPALICHUE WM YMEHBIIEHUE BEPOATHOCTH
BO3HUKHOBCHMSI HEXKEJIATEIIbHOW PEAKLMHU, CBA3AHHOM C BO3JACHCTBUEM JIEKAPCTBEHHOIO
npenapara, 1100 Ha YMEHbIIEHNUE CTENEHU TSKECTU HEXeNaTeJbHOW PeaklMK B Cllydae ee
pa3BUTHS,

18) mepuoanveckuii 0OHOBIISIEMBIM OTYET MO 0€30MaCHOCTH — OTYET JAeprKaTest
PETUCTPALIMOHHOTO YJOCTOBEPEHHUSI JIEKAPCTBEHHOT'O IpernapaTa 3a ONpEeAeIeHHbIA NePHOL
BPEMEHU B TEUEHHE MOCTPETUMCTPALMOHHOrO IMEPUOAA MPEAOCTABISIEMBIA ISl OLIEHKHU
COOTHONIEHHUS "MOJIb3a-PUCK' JTEKAPCTBEHHOTO Mpenapara;

19) mocTperucTpalluOHHOE UcclieJOBaHUE 0€30MacHOCTH — UCCIEe0BaHUE, UMEIOIIIee
OTHOLIEHUE K 3aperuCTPUPOBAHHOMY JIEKAPCTBEHHOMY Ipenapary, MPOBEJECHHOE C LIEJIbI0
OTIpEeJIeICHUs, XapaKTePUCTUKN WM KOJUYECTBEHHON OLIEHKH YTrpo3bl 0€3011aCHOCTH,
MOATBEPXKJECHUST Tpopuias OE30MacHOCTH JEKAPCTBEHHOTO Ipenapara WiId OIEHKHU
3 (HEKTUBHOCTH MED TI0 YNPABIECHUIO PUCKAMU;

20) npobneMa 1o 0€30MACHOCTH — BAXHBIH HMIECHTU(GUIUPYEMBIM PUCK, BaXKHBIN
MOTEHIMAIBHBINA PUCK WM BaXKHAsI OTCYTCTBYIOLIAsk HH(OpMALIHS;

21) mpoduiib 6€30MaCHOCTH — COBOKYITHOCTH MTOKa3aTelield MPUMEHEHHUS JIEKApCTBEHHOTO
CpPEACTBA, ITO3BOJISIOLIME OIPEAEIUTh COOTHOLICHHE 'TOIb3a-pUCK” JIEKAPCTBEHHOTO
CPEICTBA;

22) HebnaronpusTHOE COObITHE (MHIIUACHT) — Jt00ast HEUCTIPABHOCTH M (WJIM) YXY/IIIICHHUE
XapaKTepUCTUK WIM HapylmieHue (QYHKIMOHHPOBAHUS MEIUIIMHCKOTO W3JENUs, WIH
HEJI0CTATOYHOCTh JIMOO HEKOPPEKTHOCTh COMPOBOIUTENBHOM MH(GOPMAIK (AOKYMEHTALIMH )
Ha MEIULMHCKOE U3/eNue, MOOOYHbIE ACHCTBUS WM HEeXeNaTeabHas peakliys, He YKa3aHHbIe
B MHCTPYKLHWH MO NMPUMEHECHHUIO WM PYKOBOJICTBE IO AKCIUTyaTalliy, KOTOPBIE MPSMO WIIA
KOCBEHHO MPUBEJU WM MOTJIM IPUBECTU K CMEPTU UJIM CEPHE3HOMY YXYAIICHUIO COCTOSHUS
310POBBS MOJIB30BATEIECH WU TPETHUX JIULI;

23) KoppeKTHUpylouiee JeiCTBUE 0 0€30MaCHOCTH MEAUIMHCKOIO U3JEIUs — IEeHCTBHE,
MPEANPUHATOE IPOU3BOAUTENIEM MEIULIMHCKUX U3/IE€IUN C LEIbI0 CHHKEHHSI PUCKA CMEPTH
UM CEPbE3HOr0 YXYJIICHHS COCTOSHHUS 30pOBbS I0JIb30BATENEH WU TPEThbUX JIHIL,
CBA3aHHOE C MPUMEHEHUEM MEIULUHCKOTO H3JeNus, W BKIIOYAIOT B ce0s: BO3BpaT
MEIULUHCKOTO U3AENUS TPOU3BOINUTENIO MEAUIMHCKUX U3JIETUN UITN €r0 YIIOJTHOMOYEHHOMY
MPEJICTABUTEINI0; MOIU(DUKALINIO MEIULIMHCKOTO M3IeHsl (MOACPHU3ALINIO B COOTBETCTBUH C
IPOU3BEACHHBIMU MPOU3BOJUTENIEM MEIULIMHCKUX U3JEIUA U3MEHEHUSIMU B KOHCTPYKLUU
MEIHUIIMHCKOTO W3AENus, H3MEHEHHWE MHCTPYKIUH MO NPUMEHEHHIO, OOHOBJIEHUE



MPOTPAMMHOT0 OOECIEUCHUsS] METUIIMHCKOTO HW3JEINUs); 3aMEHY MEIUIIMHCKOTO W3IeIHs;
U3BSATHEC MEAUIMHCKOTO M3Jeus U3 OOpallleHUs; YHUUTOXKEHUE MEAUIIMHCKOTO WU3JeIus;
HHPOPMHUPOBAHUE O ACHCTBUAX IOJIb30BATEIICH MEIMIIMHCKHUX H3JICIIHN B cllydae, €CIu
MEJUIIMHCKOE U3JIeNINE U3BSATO U3 00pAIICHHS, HO UMEETCS BEPOATHOCTh €0 UCIIOIb30BaHUS;

24) yBemomyieHHE TO OE€30MAaCHOCTH MEAUIMHCKOrO HU3AeNnus — COOOIleHHUE,
HaIlpaBJICHHOE MPOU3BOAUTENEM MEIULUMHCKUX H3IEIUNA WIM €ro yHNOJIHOMOYEHHBIM
NpeACTaBUTENEM CyObEKTaM oOOpalleHuss MEAUIHHCKOTO U3JeNHusi B CBSI3U C
KOPPEKTUPYIOIIUM JIEHCTBUEM IO O€30MaCHOCTH METUITMHCKOTO U3/ICIHNS;

25) Opou3BOAUTENb MEIUIIMHCKOTO H3AeNus — cyObeKT B cdepe oOpauieHus
JEKApCTBEHHBIX CPEJICTB W MEAUIIMHCKUX W3JEINN, OTBETCTBEHHBIM 3a pPa3pabOTKy H
M3TOTOBJICHHE MEAUIIMHCKOTO U3JCNINs, IeTAIIINI €ro JOCTYIHBIM JIJIsi UCIIOIB30BaHUS OT
CBOEr0 MMEHHU HE3aBHCUMO OT TOT0, pa3pad0TaHO U (WJIM) U3TOTOBJICHO 3TUM JIMIIOM WJIH OT
€ro UMEHU JIPYTUM JIMLIOM (JUIAMU), U HECYIIUA OTBETCTBEHHOCThH 3a €ro 0e30MacHOCTD,
KauecTBO U 3P(EKTUBHOCTb;

26) ynoJIHOMOYEHHBIN MIPEICTaBUTENb MPOU3BOJIUTENS — IOPUANYECKOE WM (PU3NYECKOoe
JIULI0, 3aPETUCTPUPOBAHHOE B KAYECTBE MHUBUAYAIBHOTO MPEINPUHUMATENS, SIBIISIOIICECS
pesunentoM Pecnybnuku KazaxcrtaH, ynmoJHOMOYEHHBIE JTOBEPEHHOCTHIO MPOU3BOIAUTEIS
MEIULMHCKOTO W3JIeJIUs TPEJCTaBIsATh €ro HMHTEPEChl IO BOMpocaM OOpalleHus
MEIUIIMHCKOTO wu3jenus Ha Tepputopun Pecmybmuku KaszaxcTtaH B COOTBETCTBUU C
JEHCTBYIONIUMM 3aKoHOAaTebecTBOM PecryOnuku Kazaxcran B 00mactu 31paBOOXpaHEHUs;

27) monb30BaTeNh — MAIMEHT, MEAUITUHCKUNA CTICTIHATIMCT WM JIF000e apyroe pusndeckoe
JUL0, TNPUMEHSIOLIME MEAULUUHCKOE WU3AEIWe 10 HA3HAUYCHUIO, ONPEIEICHHOMY
MPOU3BOJIUTENIEM MEAUITUHCKUX U3JICTUH;

28) coOoTHOIIEHHE "TI0JIb3a-PUCK" — OIICHKA MOJIOKHUTEIBHBIX TepareBTHUECKIX d(HPEeKToB
JIEKapCTBEHHOTO Ipernapara 1Mo OTHOIIEHUIO K PUCKaM, CBSI3aHHBIM C €ro MpUMEHEHHEM (
MOHSATHE PHUCKA BKIIOYAET JIIOOOW PHICK, CBA3AHHBIA C Ka4eCTBOM, O€30MaCHOCTBHIO WIIU
() PEKTUBHOCTHIO JICKAPCTBEHHOTO Ipenapara Mo OTHOIIECHUIO K 3I0POBBIO MallMEHTa WU
HaceJeHus ),

29) uneHTUUIMPOBAHHBIA PUCK — HEXENAaTeIbHOE MOCIeACTBUE (hapMaKoTepanu, B
OTHOIIEHUH KOTOPOTO MOJYy4YEHO aJE€KBAaTHOE J0Ka3aTEIbCTBO HAJIWYUsl B3aUMOCBS3U C
N0103PEBAEMBIM JIEKAPCTBEHHBIM TPENapaToM;

30) npUYMHHO-CJIEICTBEHHAS CBSI3b — B3aUMOCBSI3b MEXY KIMHUYECKUMU MPOSIBIICHUSIMU
0001 HEXKeNaTelIbHOM peaklyd B TOM YHCIE IMOCIe MMMYHHU3AIlUd W NPUMEHEHUEM
JIEKapCTBEHHOT'O CPEJCTBA, BAKIMHBI, OmpejeseMas M0 OOIENPUHATBIM KPUTEPUsM (
KpuTepuu BeceMupHoit opranmusaiuu 31paBooxpaHeHus, mkaina Hapanxo, OMHapHBIA METON);

31) nnan ynpaBiieHHs] pUCKaMH — OJAPOOHOE ONMKMCAHUE CUCTEMbI YIIPABIICHUS PUCKAMH;

32) nepxateiib PEerUCTPAllMOHHOTO YJIOCTOBEPEHUS — IOPUAUYECKOE JIMIO, HA UM
KOTOPOTO BBIIAHO PETUCTPALIMOHHOE yI0CTOBEPEHHE HA JICKAPCTBEHHBIN Mpenapar;



33) KoppekTupyoouee ACHCTBUE — JEUCTBUE, MPEANPUHATOE MPOU3BOIUTEIEM
MEJIUIIMHCKUX U3JCIHH C IETbI0 YCTPAHEHUS IPUYUHBI OOHAPYKEHHOT'O HECOOTBETCTBUSI WU
HEKEJIATENILHOT0 COOBITHS,

34) bhapmakoHaa30p — BUJ ACATEILHOCTH, HAIPABJICHHBIN Ha BHISBIICHHUE, aHAIU3, OIIEHKY
U TIpEJOTBpAIllCHUE HeXeTaTeIbHbIX MOCAEACTBUIN NPUMEHEHHUS JIEKAPCTBEHHBIX ITPEeNapaToB;

35) uHCHEeKUMs CHCTEeMBbl (papMakOHaJ30pa — Mpoleaypa OIEHKU CHUCTEMBI
(dapMakoHaa30pa JAep)KaTedsl PErucTpalliOHHOTO YJIOCTOBEPEHHS Ha COOTBETCTBHUE
TpeOOBaHUAM Haexkamehd npakTuku (papmakonaazopa PecnyOonuku Kazaxcran u (uim)
EBpa3niickoro 5KOHOMHUYECKOTO COK03a;

36) macrtep-daiiy cucTeMbl (papMakoHaAI30pa — IMOJAPOOHOE ONHMCAHUE CHCTEMBI
(dbapMakoHaa30pa, MNPUMEHAEMON JepxkaTeleM PpPEeTrHuCTPAllMOHHOTO YIOCTOBEpPEHUS B
OTHOIIEHWU JAHHBIX 00 OJHOM WJIM HECKOJBKUX 3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX
npernaparax;

37) 6a3a JaHHBIX IO MOHUTOPHUHTY HEXeIaTeIbHbIX PEaKIUM JIEKapCTBEHHBIX CPEICTB U
MEIUIMHCKUX U3JIeNUA — DIIEKTPOHHAas 0a3za SKCIEpPTHON OpraHu3aluu, cojepsKaias
MHPOPMAIMIO 10 HEXEJTATEIbHBIM PEaKIUsAM JIEKapCTBEHHBIX CPEACTB U HEXeIaTeIbHbIM
COOBITHSIM MEIUITMHCKUX U3JICIHH, BRIABICHHBIX Ha Tepputopuu Pecniybnuku Kazaxcran;

38) BhIsIBIICHHE CHUTHaja — MpoIlecc Moucka W (W) UACHTU(PUKAIIMU CUTHAJIOB C
MCIIOJIb30BaHUEM BCEX HCTOUYHHUKOB JAHHBIX O CUTHAJAX;

39) Bepudukanus — npoieaypa, BhIMOJHIEMAas: C LEIbI0 MOATBEPKIACHUS TOrO, YTO
JNaHHbIE, MPEJCTABICHHbBIE B KOHEYHOM OTYETE, COOTBETCTBYIOT OPHUTHHAIBHBIM
HAOJIOJIEHUAM, BKJIOYasi MEAMIIMHCKHUE 3alKCH, COOOIIeHUsT 000 BCEX HEeXKeIaTeIbHbIX
peakIusax, OTCyTCTBUU 3 (PEKTUBHOCTH, JIAOOPATOPHBIC aHATIU3BI U IPYTUE TAHHBIC;

40) 3moynoTpebiieHHEe JIEKapCTBEHHBIM IMpernapaToM — IMOCTOSIHHOE WM Pa30BOE
NpeJHAMEPEHHOE Ype3MepHOe YNoTpeOJieHHe JIEKapCTBEHHOTO IIpernapara, KOTopoe
COTIPOBOXKJIAETCS HEONArONPUATHBIMU  (PU3HOJIOTHYECKUMU WM  TICUXOJOTHYECKUMU
s dexramu;

41) MuHUMaIbHBIC TPEOOBaHUS K HH(POPMAITUU B COOOIIEHUH O HEKEIATSIIPHON PeaKiuu
— MUHHUMAaJIbHBIE JTAHHBIE TIPU TPEICTABICHUHU CIIYy4YaeB IMOJ03PEBAEMBIX HEXeIaTeIbHBIX
peakiuii BKJIIOYAIOT HACHTUPUIHUPYEMOTO pernoprepa, UACHTUPUIUPYEMOTro MallMeHTa,
HEKeJIaTeIbHYI0 PEAKIMIO U MOA03PEeBaeMblii JIEKapCTBEHHBIH Mpernapar;

42) orcyrcTtBue 3(Q(PEKTUBHOCTH JIEKAPCTBEHHOI'O CPEACTBA - OTCYTCTBUE
0JIarONPUATHOTO JAMArHOCTUYECKOr0, JIEUEOHOr0 WM NPOPUIAKTHUECKOTO JIEUCTBUS
JEKapCTBEHHOI'0 CpEJCTBa JJIsI YCTAaHOBJICHHUS XapakTepa 3aboJjieBaHUs, €ro TEUeHWS,
JUTUTEIBHOCTH WJIM KOPPEKIIUU COCTOSHUS, WM (U3UOJIOTHIYECKUX (DYHKIUH OpraHm3Ma
YeJIOBeKa B COOTBETCTBUU C MOKa3aHUSMH K MPUMEHEHMIO, YKA3aHHBIX B MHCTPYKIIUHU IS
MEJIUIIMHCKOTO PUMEHEHUS,

43) olleHKa cUTHaja — MPOIeCC NalbHEHIIe OIEeHKH BaJUIUPOBAHHOIO CUTHAJA C
HCTOJIB30BAaHUEM BCEX MMEIOIIMXCSA JAaHHBIX C IEJIbI0 H3YYCHUS J0Ka3aTeJIbCTB



MPUYUHHO-CJICACTBEHHON CBSI3M HOBOTO pPHCKAa C JICHCTBYIONIUM BEIIECTBOM WU
JIEKapCTBEHHBIM IIpENapaToM, MO0 ONPEACICHUS U3MCHEHHS XapaKTEPUCTHKN U3BECTHOTO
pUCKa;

44) mepeno3upoBKa — MPUMEHECHHE JICKAPCTBECHHOTO TperapaTa 3a OJuH MpHUeM JU00 B
TEUCHHE [IHS B KOJHMYECTBE, KOTOPOE IMPEBBIMIACT PEKOMEHIYEMYI0O MAaKCUMAaTbHYIO
CYTOYHYIO 703y B COOTBETCTBUHU C OAOOPEHHOU OOIIeH XapaKTEPUCTUKON JEKapCTBEHHOIO
CpeIICTBA U MHCTPYKITUEH IO METUITMHCKOMY TTPUMEHEHUIO;

45) moCTBaKIIMHAIBHOE OCJIOKHEHHE— JIF000€ HEeXKEeJaTeIbHOE SIBICHUE WU
HeOJaronpusITHOC W HENpeIHAMEPEHHOE U3MEHEHHWE (B TOM 4YHCIIE OTKIOHCHUE
71a00paTOPHOTO TMOKAa3aTessi OT HOPMbI, CUMIITOM WJIM 3a00JIeBaHME), Pa3BUBIIEECS TOCIIE
UMMYHHU3AIMH, BHE 3aBUCUIMOCTH OT HAJIMYUS WJIA OTCYTCTBHS B3aMMOCBSI3H C IPUMCHCHHUEM
BaKIMHBI,

46) nmomo3peBaeMoe JIEKapCTBEHHOE CPEJICTBO, BAaKI[MHA - JIEKAPCTBEHHOE CPEICTBO,
BaKIMHA, TPH HA3HAYEHUU KOTOPOTO (KOTOPOi) CYIIECTBYET MPUIMHHO-CIICACTBEHHAS CBSI3b
MEXIy KIUHUYECKUMH TMPOABICHUSIMU JI0O0M HEXenaTeIbHOW peakuuu | (HIJIH)
OoTCYTCTBUEM d(P(HEKTUBHOCTH U (KUJIM) HEOJArOMPUSITHBIM COOBITHEM IMOCTE UMMYHHU3AINU U
ero (ee) MpUMEHEHUEM;

47) nepBUYHAS MEAUITMHCKAS TOKYMEHTAITUS - UCXOAIINE TOKYMEHTHI, TAaHHBIE U 3aITUCH
(HampuMep, MEAHWIIMHCKAs KapTa CTAallMOHAPHOTO OOJIBHOTO, amMOyJIaTOpHBIE KapThl,
nabopaToOpHbIE 3aMKCH, CIY>KEOHbIE 3alMCKH, JTHEBHUKU HCCIENYEMbIX WM ONPOCHUKH,
’KYpHaJIbl BBIJIAYU JICKAPCTBEHHBIX CPEJCTB, PACTICYaTKH MPUOOPOB, BEPUPHUIIUPOBAHHBIC U
3aBepeHHbIE KOomWU WM pacmiudpoBku (oHorpamm, Mukpodwuiu, dororpaduyeckue
HETaTUBBI, MHKPOIUICHKH FWJIM MarHUTHBIE HOCHUTENIHM, PEHTIEHOBCKHUE CHHMKH,
aJMUHHUCTPATUBHBIE JOKYMEHTBHI, 3allUCH, XpaHSIIUMecs B amnTeke, J1abopatopuu U B
OTJICJICHUU MHCTPYMEHTATBHOW TUAarHOCTUKY 3aBEICHUN 3[paBOOXPAHEHUS );

48) omuOka MPUMEHEHUS JICKAPCTBEHHOTO Mperapara — Jrodas HempeaHaMepeHHas
omunOKka pabOTHUKA CHCTEMBI 3/IpaBOOXPAaHEHNS, IMAIIMCHTA WIIH MIOTPEOUTEIIS B HAa3HAYCHUH,
OTITyCKE, TO3UPOBKE, BBEJICHUN WJIM MPUEME JIEKApCTBEHHOTO TIpernapara;

49) npumenenue "BHe uHCTpykuuu'" (off-label) — HamepenHoe npumMeHeHHe
JEKapCTBEHHOr'0 IpenapaTta ¢ MEJULUMHCKOM IeNbl0 HE B COOTBETCTBUU C 0OmIEH
XapaKTepUCTUKON JIEKAPCTBEHHOTO TMpenapara WiIW HHCTPYKIHUEH MO MEIUIIMHCKOMY
MIPUMEHEHUIO;

50) cepbe3nas HemnpeABHACHHaAsA HexenaTenbHas peakuus (nanee — CHHP) —
HEeXeaTelbHas PeaKIus Ha JICKapCTBEHHBIN MperapaT B X0¢ KIMHUYECKOTO HCCIICIOBAHUS
u (Wau) TpU TPUMEHEHUHM JIGKAPCTBEHHOTO CPEJCTBA, NPUBEAIIas K CMEPTH WU
npeAcTaBisomas coboil yrpo3y sl )KM3HM M HE yKa3aHHas B OOUIEH XapaKTepUCTHKE
JIEKapCTBEHHOTO TperapaTa, MHCTPYKIIUHU 110 MEIUIIMHCKOMY MPUMEHEHHIO JIEKAPCTBEHHOTO
npenapara Jubo B OpoIIope ucciaeaoBaTels JUisl He3aperucCTPUPOBAHHOTO JIEKAPCTBEHHOTO
npenapara;



51) nexxenarensHoe nposiBiienue nocie ummynnsanuu (HIIIT) — nro6oe HexenaTenbHOE
SBJICHHE, PA3BUBLIEECS MTOCIIE€ UMMYHHU3AllM1, BHE 3aBUCUMOCTHU OT HAJIUYUS UM OTCYTCTBHS
B3aMMOCBSI3U C IPUMEHEHHEM BakKLMHBI. HexenaTenpHoe sABJIEHHE IMOCIE MMMYHH3ALUU
MOJKET MPEACTaBIATh CO00H J1I000e HEeOIAaronpusITHOE U HENMPEeIHAMEPEHHOE U3MEHEHHE (B
TOM YHCJI€ OTKJIOHEHHE TaOOPaTOPHOTO OKa3aTeNs OT HOPMBbI), CHMIITOM WJIH 3a00JIeBaHHUE.

CHocka. ITynkr 3 - B penakuun npukaza Munucrpa 3npasooxpanenus PK ot 02.06.2023
Ne 99 (BBoauTCS B A€CTBUE MO UCTEUEHUH JIECITH KAJICHIAPHBIX JHEH MOCIe IHS €ro
NepBOTo O(QUIIMATBHOTO OMyOJIUKOBAHNSA).

I'maBa 2. Ilopsimok mpoBeneHns ¢papMaKoHaI30pa

ITaparpa¢ 1. BriaBnenue, aHa3 ¥ OLEHKA COOOMEHMH O HeXKeNaTeIFHBIX TOCIEACTBUIX
IPUMEHEHAA JIEKapCTBEHHOTO IIpemapaTa

4. CBenieHUs 0 HEXKENaTeIbHBIX MOCIEICTBUIX MPUMEHEHHUS JIEKAPCTBEHHOIO Mpernapara,
B TOM YHCJIE BaKIMH MPEOCTABIISIIOTCS CyObeKTaMu 3/IpaBOOXPAHEHMs, CyObeKTaMu B cpepe
oOpauieHus JEKApCTBEHHBIX CPEACTB M MEAUIMHCKUX H3AENHM, a TakKe Aep:KaTelsIMU
PErUCTPALIMOHHBIX yAOCTOBEPEHHI JIEKAPCTBEHHBIX CPEIACTB B BUJIE€ WHIWBUIYATbHOIO
COOOIIEHUS O HEeXKEJIaTEeNIbHBIX PEaKIUX JICKAPCTBEHHOTO npemnapara (janee — CoolrieHue)
1o ¢opMe coraacHo npuioxkeHuto 1 k Hacrosmm [IpaBumam.

Coo01ieHust copepxaT 00s3aTeNIbHbI MUHUMAIbHBI 00beM MHGOpMAaIK, TpeOyeMbIit
JUIsl YCTAHOBJICHUS OILIEHKHM MPUYMHHO-CIIEJACTBEHHOW CBSI3M MEXKJYy MPUMEHEHUEM
JIEKapCTBEHHOT'O MpPEINapara v pa3BUTUEM HEKEJIATEIIbHBIX PEAKIIHA.

Cuocka. IIynkr 4 - B penakunu npukaza Munuctpa 3apaBooxpanenus PK ot 02.06.2023
Ne 99 (BBoAMTCS B ICHCTBUE 110 UCTECUCHUU JIECATH KaJCHIAPHBIX JHEU MOCIIE IHS €ro
EPBOro O(PUIMAIBHOTO ONyOJIUKOBAHMUS).

5. CooOieHus nepenaTcs Yepe3 MHTEPHET-PECYPC SIKCIIEPTHON OpraHU3aIH B PEKUME
OHJIAMH (7anee — mopTan), MocpecTBOM (hakca, SIEKTPOHHOM MOYUTHl WIIM MPEAOCTABISIOTCS
HapOYHO B DKCMEPTHYIO OPTAHU3AIMIO0 Ha OyMa)KHOM HOCHUTEIIE.

CHocka. ITyHkT 5 - B penakunn npukaza Munucrpa 3npasooxpanenus PK ot 02.06.2023
Ne 99 (BBoAMTCS B ACHCTBHUE 110 HCTCUCHUHU JIECATH KaJICHIAPHBIX JHEH MOCIIE THS €ro
NepBOTro OQUIIMATBHOTO OMyOJIUKOBAHNS).

6. Jlns nomydeHus: AOCTyIa Ha MOPTAJ B LIEJAX NEepeaadyd COOOIIEHUI B 3KCIEPTHYIO
OpraHU3aluIo:

1) cyOBeKThl 3/1paBOOXpAHEHHS] B CJIydae OTCYTCTBUS aBTOMATHU3MPOBAHHOU
WH(QOPMAITMOHHON CHCTEMBI, CaMOCTOSITEILHO PETUCTPUPYIOTCS B JUYHOM KaOWHETE
MHTEPHET-PECYpCa U MOJTYyYatOT JIOTUH-T1apOJIb;

2) TeppUTOpHAIIbHBIE JETapTaMEHThl TOCYJapCTBEHHOTO OpraHa B cdepe oOpaieHus
JIEKapCTBEHHBIX CPEICTB U MEAULUMHCKUX U3JEIUNA MPEACTABISAIOT CIUCOK OTBETCTBEHHBIX
JIU1 32 MOHUTOPUHT HEKENATEIbHBIX PEAKIUI JIEKapCTBEHHOI' O Mperapara;



3) nmepxatenu pPETHCTPALMOHHOTO YJOCTOBEPEHHUS JIEKapCTBEHHOTO CpPEACTBa
CaMOCTOSITEIbHO PETHCTPUPYIOTCA B JIMYHOM KaOMHETE MHTEPHET-pEcypca C MOJy4YeHHEM
JIOTHHA U TapOoJIs.

CHocka. ITyHkT 6 - B penakunn npukaza Munucrpa 3npasooxpanenus PK ot 02.06.2023
Ne 99 (BBoAMTCS B ACHCTBHUE 110 HCTCUCHUH JIECATH KaJICHIAPHBIX JHEU MMOCIIE THS ero
NEepPBOro OPUIIMATIBHOTO OMyOJIUKOBAHMS).

7. CpoKH MNpenoCTaBICHHUS COOOIIEHUS B CIydasX BBISBICHHS Ha TEPPUTOPUU
Pecniy6nuku Kazaxcran:

1) ceppe3HoOl HEXeNaTeIbHON peakiui — B TeueHue 48 4acoB ¢ MOMEHTA HACTYTUICHUS
ciyvas (71 MEAUIMHCKUX YUPEXKIECHUN U OpraHu3aluii 3ApaBoOXpaHeHus) U B TeueHue 15 (
MATHAIUATh) KaJeHAAPHBIX THEH co THSA nmoydeHus: nHdopmauu (11 aepxareneit PY);

2) HeXeNaTeIbHON peakiuu — B TeueHue 15 (maTHaauaTh) KaJleHIapHbIX JHEM cO JHS
HACTYIUICHUS CIIyYas;

3) CHHP nHa uccrnenyemslii 1eKapCTBEHHBIN IIpenapar, BbISIBJIEHHON B X0€ KIMHUYECKUX
UCCJIeIOBAHUM — B TeUeHUE 7 (CeMb) KaJIeHJapHbBIX JHEH OT AAaThl MOJIy4eHUs] HHGOPMAIIH O
BoisiBiicHUH CHHP B ciiyuae, eciiu oHM puBENM K CMEPTH WJIMA NPEACTABISINA YTPO3y IS
KU3HU U B CPOK 110 15 (NmATHAIUATh) KaJCHAAPHBIX JHEH OT ATkl MOMy4YeHUs HHGOpMAITIU
st octanbHbix CHHP.

Ecnu cpoku mpemocTaBieHUs COOOIIEHUS C MOMEHTa MOJy4YeHUs HHpopManuu
MPUXOATCS HA BBIXOJHOM WM MPa3qHUYHBIA THU, HTHGOPMALIKS TPEIOCTABISIETCS B IEPBBIM
MOCJIC HEero paboYuil JICHb.

Cnocka. ITynkr 7 - B penakuuu npukaza Munuctpa 3apaBooxpanenus PK ot 02.06.2023
Ne 99 (BBoauTCS B ACMICTBUE MO UCTEUEHUH JIECIATH KaJICHIAPHBIX AHEH MOCe THS €ro
epBOTo O(QUIIHMATHHOTO OIyOJIUKOBAHHS).

8. CHHP na nexapcTBeHHBIN mpenapaT, Ipousolleaneid 3a npeaeinamu Pecnyonuku
Kazaxcran u mpuBeameit K cMepTH 00JBHOTO U (WJIM) yrpo3e JKU3HU MalUeHTa, AepKaTellb
PETUCTPALIMOHHOTO YJIOCTOBEPEHUS B TeueHue 15 (msaTHaauaTh) KaleHAapHbIX JHEH cO THS
noJIydeHus: MH(OpMAIMK HampaBiseT B JKCIEPTHYIO opraHu3anuio OTueT o ciyyasx
CEpPbE3HON HENPENBUICHHONW HEXKENATEIbHON pPEaKUUH JIEKApCTBEHHOIO CpPEACTBa,
BBISIBJIEHHOM BHE TeppuTopun Pecrybonnku Kaszaxcras.

Cnocka. ITynkr 8 - B penakuuu npukaza Munuctpa 3apaBooxpanenus PK ot 02.06.2023
Ne 99 (BBoauTCS B A€CTBUE MO UCTEUEHUH IECITH KAJICHIAPHBIX AHEH MOCe AHS €ro
epBOTO O(QUIIHMATHEHOTO OIyOJIUKOBAHHS).

9. DkcnepTHasi Opranu3alnus MPoBOJUT 0OpabOTKYy, aHAJIU3 U OLEHKY IMOJTYYEHHbBIX
COOOIIEeHUII.

CHocka. ITynkT 9 - B penakunu npukaza Munucrpa 3apasooxpanenus PK ot 02.06.2023
Ne 99 (BBoAMTCS B ACHCTBHUE 110 HCTCUCHUH JIECATH KaJICHIAPHBIX JHEU MMOCIIE THS ero
NepBOTro OQUIIMATBHOTO OMyOJIUKOBAHUS).



10. IIpu 06paboTKe MOTYUYESHHBIX COOOIIEHUH O HEe)KENATeIbHBIX PEAKIMAIX, BBISIBICHHBIX
Ha TeppuTopun PecyOnuku Kazaxcran, skcriepTHas OpraHu3alus OCyIIEeCTBIISET:

1) Banmmmanuio cooOmeHus (HaTunIue MUHUMAIBHOTO 00beMa 00s3aTeIbHON HHpOopMaIuu
);

2) Bepudukanuo nHhopMaIuu B COOOLICHNH;
3) BbIsSIBIICHUE AYOIUPYIOMIUX COOOIIEHUIH;
4) perucTpanuo cOOOIIEHUS B 3JIEKTPOHHOU 0a3e JaHHBIX SKCIIEPTHON OpraHu3aluu;

5) peructpanuio HeXenaTeJIbHON peakIuy JIEKapCTBEHHOTO Tpernapara B MpoIlecce
MIPOBEJICHUS KIIMHUYECKOTO UCCIIeI0BaHU;

6) HampaBJIeHHE CYyObEKTaM 37paBOOXpaHeHus U (WiK) cyObeKkTaMm B chepe oOpaiieHus
JICKapCTBEHHBIX CPEJICTB M MEIUITMHCKHUX M3CIIHMA, a TAaKXKe JEPIKATeIsIM PEeruCTPAlMOHHBIX
YAOCTOBEPECHHI JICKAPCTBEHHBIX CPEJACTB 3ampoca O MPEIOCTABICHHUH JOMOTHUTEIHLHON
uHpopmanuu, BKIIOYAOUIEH TMEPBUYHYID MEIUIIMHCKYIO JIOKYMEHTAIUIo, KapTy
AMUAEMHUOJIIOTHYECKOr0 pacciaeoBaHms, a TAKKe 00pa3ibl MOJ03PEBAEMOT0 JIEKAPCTBEHHOTO
CpelcTBa.

Cuocka. [Tynkr 10 - B penakunu npukaza Munnctpa 3npaBooxpanenus PK ot 02.06.2023
Ne 99 (BBoAMTCS B ICMCTBHUE MO UCTEYCHUH JECITH KAJICHIAPHBIX JHEH MOCTe THS €T
epBOro O(PpUIMAIBHOTO ONyOJIUKOBAHMUS).

11. AHanu3 U OIEHKAa COOOIIEHUW MPOBOMAATCS SKCIEPTHOU OpraHu3zanued u
npeAyCcMaTpPUBAIOT YCTAHOBJICHUE MPUYMHHO-CIEJCTBEHHON CBSI3M B COOTBETCTBUM C
kiaccudukanueit BcemupHoii opranuzanuu 3apaBooxpanenus (nanee — BO3) mo Bpemenu (
WIH MECTY) MEXKIy MPUMEHEHHEM JICKaPCTBEHHOTO Mpernapara U pa3BUTUEM HEKeIaTeIbHON
peaKIuu U BKJIIOYAET:

1) aHanmM3 TaHHBIX COOOIICHHS;

2) aHaaW3 JOTIOJHUTEIBHBIX JTAHHBIX, IMOJYYCHHBIX OT MEAUIIMHCKOW OpraHHW3aIlNH,
MEJIUIIMHCKOTO WK (hapMareBTHU4ecKOro padOTHUKA M MPECTABICHHBIX JepiKaTeiaemM
PErUCTPAIMOHHOTO YAOCTOBEpeHUS (MH(MOpMALIHsI O MPUUYUHHO-CIIEACTBEHHON CBS3H);

3) OIIEHKY pPe3yJbTAaTOB JOMOJHUTEIBHOW IKCIEPTH3bl KauecTBa W OE€30MaCHOCTH
00pa3IoB JIEKAPCTBEHHOTO CPEACTBA, OCYILIECTBISIEMONM B COOTBETCTBUM C TOPSAKOM,
IIPENYCMOTPEHHBIM IMYHKTOM 2 ctaThu 259 Konekca.

CHocka. ITynkr 11 - B penakuuu npuka3za Munuctpa 3apaBooxpanenus PK ot 02.06.2023
Ne 99 (BBoauTCS B ICUCTBHUE IO NCTEYCHUH JIECITH KAJICHIAPHBIX JHEH MOCTE THS €T0
epBOTO O(QUIIHMATHEHOTO OIyOJIUKOBAHHS).

12. ITpu mocTymieHuu COOOIIEHUSI O CEPhE3HON HEeXeNaTeNIbHOU peaklu dKCIepTHas
OpraHu3aIys HANpaBJsIET COOTBETCTBYIONIYIO MH(OpPMANUIO B TOCY/IaPCTBEHHBIA OpraH B
TeyeHue 48 4acoB cO JHsS OKOHYaHUs1 00paOO0TKHU U BAIMIALIUKA COOOUIEHUSI.

[Ipn mepeBoae HEXENATEIbHOM PEAKIUU U3 KAaTETOPUH CEPHE3HOM HEXKEIATEIbHON
pEeaKli B HECEPbE3HYIO0 HEXKENATEIbHYI0 PEaKIUI0 dKCIEpPTHAsT OpraHu3alvs HamnpaBisieT



COOTBETCTBYIOIIYI0 MH(GOPMAIIMIO B TOCY/IapPCTBEHHBIA OpraH B TedeHue 15 (MsATHAIIATH)
KaJICHIApPHBIX JHEMU.

Ecnu cpoku mpemocTaBieHUs COOOIIEHUS C MOMEHTa MOJy4YeHUs HHpopManuu
MIPUXOJISITCS HA BHIXOJHOM WIIM MPa3THUYHBIN JHU, HHGOPMAIIUS MPETOCTaBIISICTCS B IIEPBBIi
MOCJIe HEero paboYuil JICHb.

CHocka. ITynkr 12 - B penakuuu npuka3za Munuctpa 3apaBooxpanenus PK ot 02.06.2023
Ne 99 (BBoauTCS B A€CTBUE MO UCTEUEHUH JIECITH KAJICHIAPHBIX JHEH MOCIe IHS €ro
NepBOTo O(QUIIMATBHOTO OMyOJIUKOBAHNSA).

13. DkcneprHas opranu3anus B TeyeHne 60 KalleHAApHBIX JHEW IOCIE MOTy4YEHUs
NOJHOM MHGOpPMALMM 1O CiIydyar HEXeIaTeIbHOW peakuu MPOBOAUT OLEHKY
MPUYMHHO-CJICICTBEHHON CBSI3M M HAIPaBIAET B TOCYAApCTBEHHBIM OpraH DKCIEpPTHOE
3aKJIFOYEHHE TIO OLCHKE MPUYUHHO-CIEICTBEHHON CBSI3U MEX/y HEKEIIATEIbHONU PEAKIIUEN U
MPUMEHEHUEM JIEKAPCTBEHHOI'O CPEJICTBA MO (popMe COTIIACHO MPHIIOKEHUIO 3 K HACTOSIIUM
IIpaBuitam.

14. DxcnepTHasg opraHu3alus €KEMECSYHO HAMPaBIAET rOCYJapCTBEHHOMY OpPraHy
OTYeT 0 MOCTYNMBUIMX COOOIIEHHSX MO (POPME COIMNIACHO NMPUIIOKEHUIO 4 K HACTOSIIUM
[IpaBunam.

HNudopmanusa o cooOLIEHUAX, COAEPKALIUX CBEACHUS 00 OTCYTCTBUU 3(P(HEKTUBHOCTH,
3710yNOTpeOICHUH, TIEPEI03UPOBKE JIEKaPCTBEHHOIO Mpemnapara, a Takke O IPUMEHEHUH BHE
MHCTPYKUUH WJIM C HApyUIEHUSMU HMHCTPYKIUU [0 MEIUUHUHCKOMY IPHUMEHEHUIO
JIEKapCTBEHHOT'0 Mperapara, HalpaBiseTcs B FOCYIapCTBEHHBI OpPraH B paMKax rofoBOro
OTYETA IKCIIEPTHOMN OpraHU3aluu.

CHocka. ITynkr 14 - B penakuun npukaza Munucrpa 3apaooxpanenus PK or 02.06.2023
Ne 99 (BBoAMTCS B ACHCTBUE 110 KCTCUCHUH JIECATH KaJEHAPHBIX JHEU MOCIIE THS €ro
EePBOro O(PUIMAIBHOTO ONyOJIUKOBAHMUS).

15. Tlo oduuuanpsHOMYy 3ampocy JepiKaTessi PerucTpPalMOHHOTO YAOCTOBEPEHMUS
AKCIIEPTHAs OpraHU3ALMs MPEJOCTABISIET UHPOPMALIUIO O BCEX MOCTYMUBIINX COOOLIEHUSAX
Ha JICKapCTBEHHBIN npemnapat B TeueHue 30 (TpuauaTh) KajleHIapHbIX JTHEW 32 yKa3aHHbBIN B
MACbMEHHOM 3aIpoce MEPUO/I.

Caocka. [Tynkr 15 - B penakunu npukaza Munnctpa 3apaBooxpanenusa PK ot 02.06.2023
Ne 99 (BBoAMTCS B ACHCTBUE 110 UCTCUCHUH JIECATH KaJCHIAPHBIX JHEW MMOCIIE IHS €ro
EPBOro O(PHUIMAIBHOTO OIyOJIUKOBAHMUS).

16. [l BBISIBIIEHUS CUTHAJA, CB3aHHOTO ¢ 0€30M1aCHOCTHIO JIEKaPCTBEHHOI'O CPEJICTBA,
AKCIEpPTHAs OpraHu3alMs COTPYAHUYAET C MEXIAYHApPOJHBIMH OpPraHU3alUsIMH U Ha
IIOCTOSSHHOM  OCHOBE  OCYIIECTBJISIET CHCTEMAaTHYECKOE€  MW3y4YEHHE  JIaHHBIX
HAay4YHO-MEAUIMHCKOW JUTEepaTypbl (3apyOeKHBIX M MECTHBIX W3JIaHUN), CalTOB
PEryJIsATOPHBIX OpPraHoB Apyrux crpad, BO3.



17. BpisiBieHHE W OlLIEHKA CUTHaJlla MpeaycMaTpUBaeT U3yUYEHHUE BCEW MMeEronencs
uHpopmauuu  (hapmMakKoJIOrHUE€CKOW, MEIUIMHCKON, SMNUIAEMHOJOTHYECKONH) MO
COOTBETCTBYIOILIEMY CUTHAITY.

0O0630p uH(bOpMaIUK BKIIOYAET JOCTYIHbIE HAYYHBIE U KIIMHUYECKUE JaHHBIE, BKIIIOYAS
JAHHBIE PErMCTPALIMOHHOTO JOChE JIEKAPCTBEHHOIO IpErnapara, CTaTbd B MEIUIIMHCKON
JuTEpaType, CIOHTaHHbIE COOOIICHUS U MH(OpPMALMIO OT Jep)KaTesie perucTpaluoOHHbIX
YAOCTOBEPEHUH U PETYJIATOPHBIX OPraHOB IPYTUX CTpaH. B ciydae nonyuyenus nndopmanuu
13 HECKOJIBKMX UCTOYHUKOB, YUUTHIBAETCS YPOBEHD UX JOKA3aTEIbHOCTH.

18. Curnain cuuTtaercsi BaJluIUPOBAHHBIM, €CJTU MPOIECC BepUPUKAIIMU BCEH UMEIOIIECs
uH(GOpPMaIMU CBUACTEILCTBYET O MPEANOI0KUTEIIBHO HOBOM IPUYUHHO-CIIEICTBEHHON CBSI3U
WM HOBOM AacCIleKT€ M3BECTHOW B3aUMOCBS3M, CIIEIOBATENbHO, SIBISETCA 0OOCHOBAHHEM
TaJIbHEUIIIEN OIICHKU.

19. Pe3ynbTaThl OLIEHKM CUTHAJA, NPUBOISAIIME K M3MEHEHUIO COOTHOIICHUS
ITOJIb3a-PUCK' JIEKaPCTBEHHOIO Ipenapara, pacCMaTPpUBAIOTCS HA 3aCEJaHUA KOMHCCHUU I10
BOIPOCAaM OIIEHKH COOTHOILIEHUS 'MOJb3a-pUCK" B MOCTPETUCTPALMOHHBIN TMEPUOL
DKCIIEPTHOU OpraHU3aLH.

n

[To pe3yinbTaTaM OIIEHKM CHUTHajla 3KCIEpTHas OpraHU3alusl HaIlpaBIsIeT B
rOCyJIapCTBEHHBIM OpraH M JEpXKaTell PEerucTPallMOHHOTO  YJIOCTOBEpPEHUS
COOTBETCTBYIOIYIO HH(POPMAITHIO, COACPKAIIYIO MPETOKEHUS:

1) 0 mprOCTaHOBKE NEUCTBUS PErHUCTPALMOHHOTO YJAOCTOBEPEHUS JIEKapPCTBEHHOTO
rpernapara J10 3aBEpIICHUS OIEHKU CUTHAIa PU HAJTUYUU MTOTEHIUATIBHOU YTPO3bI 3/J0POBBIO
yesioBeKa U (MJIu) 00IIeCTBEHHOMY 3/IpaBOOXPaHEHUIO;

2) 0 IPOBEJEHUM JOMOJTHUTEIBHOTO U3YUYEHUS, IPUHITUU U (WIH) pa3paboTke Mep Mo
MUHHUMU3AIUU PUCKOB, €CJIIM MEXAHU3MbI Pa3BUTHS MTOJ03PEBAEMON HEXKENATENBHON peakInu
YKa3bIBaIOT HAa BO3MOXHOCTh MPEAYNPEKACHUS WIM CHUKEHUE CTENECHU TSKECTU
HEXEATEeIbHOU PEaKInH;

3) 0 mpoBENEHUU MOCTPETrUCTPAIMOHHOTO MCCIEI0BAHUS OE30MacCHOCTH C IEIBIO
M3YUYCHHS TOTCHIIMAIBLHOTO Bompoca (mpobiieMbl) MO O€30MacHOCTH JIEKApCTBEHHOTO
npenapara;

4) 0 BHECEHMHU JOMOJHUTEIbHOU HHPOpManuM MO OE30MaCHOCTH B OONIYIO
XapaKTepUCTUKY M HMHCTPYKIHUIO MO MEIUIMHCKOMY MNPUMEHEHHIO (JIMCTOK-BKIJIAJIbII)
JIEKapCTBEHHOI'O CPE/ICTBA.

20. B cinyuae HEOOXOIMMOCTU TPOBEICHUSI JTOTIOTHUTEIBHBIX IEUCTBUHN JepiKaTelieM
PETUCTPALIMOHHOTO YJIOCTOBEPEHUS, MPEAYCMOTPEHHBIX MyHKTOM 19 Hacrosmux IlpaBui,
AKCIEPTHAS] OpraHu3alys HaIpaBJsIeT JEpPKATENI0 PETrUCTPALMOHHOTO YJIOCTOBEPEHUS
YBEJIOMJICHHE B MPOU3BOJBHON (hOpME C yKa3aHHEM CpPOKa BBINOIHEHUS TOMOJHUTEIbHBIX
JNEUCTBUM.

[Tpu BeIsIBIEHNN HOBOM MH(OpMAIUU 1O 0€30MACHOCTH B MEXKIYHAPOIHBIX UCTOYHUKAX U
no pe3yiabTraraM ¢apMakoHaA30pa SKCHEpPTHAs OpraHu3alus H3BEHIAeT IMOCPEICTBOM



WHPOPMALIMOHHBIX PECYpPCOB JIepKaTeled PpPEerUCTPAllMOHHBIX YJIOCTOBEPEHHH O
HEO0OXOIMMOCTHU BHECEHUSI COOTBETCTBYIOIIUX U3MEHEHUM B MHCTPYKIIUIO TTO MEIUITUHCKOMY
MPUMEHEHUIO (JIMCTOK-BKJIAJBINI) U OOLIYI0 XapaKTepPUCTUKY JIEKAPCTBEHHOTO CPENICTBA B
teueHne 90 KajeHJapHBIX JTHEHW MOCiie BHECECHUSI U3MEHEHUN B MHCTPYKIIMIO OPUTHHATILHOTO
npenapata MHQOpMaMK N0 O€30MaCHOCTH C JaThl pa3MeElIeHUsT MHPOpMAIMU Ha caiTe
AKCHEPTHOM OpraHU3aLNU.

Cuocka. [Tynkr 20 - B penakunu npukaza Munnctpa 3npaBooxpanenusa PK ot 02.06.2023
Ne 99 (BBoAMTCS B ICHCTBUE 110 UCTCUCHUU JIECATH KaJCHAPHBIX JHEU MOCIIE IHS €ro
EepPBOro O(PHUIMAIBHOTO ONyOJIUKOBAHMUS).

21. B cnyyae OTCyTCTBHSI pHCKa JIJIsl TALIMEHTOB, SKCIIEPTHASI OpraHu3alus B TMCbMEHHOMN
MPOU3BOJBbHON (GopMe HUHPOPMUPYET TOCYAAPCTBEHHBIM OpraH 00 OTCYTCTBUU
HEOOXOMMOCTH TOCTEAYIOIeH OIEHKH WK JabHEHIINX AeHCTBUM.

ITaparpad 2. IIpenoTBpanmeHie HeXENaTEIbHBIX MOCICACTBAN IPUMEHECHHUA IEKapCTBEHHBIX
IpEenapaTroB

22. Jlng npenoTBpalieHUsT HEXKEIATENIbHbBIX MTOCIEACTBUI IPUMEHEHUS JIEKApCTBEHHBIX
MpenaparoB:
1) cyOBeKTHI 3[paBOOXPAHEHUS OPTaHU3YIOT PabOTy MyTEM:
Ha3HAYEHUS B MEAMIMHCKUX OPTraHU3aIUsAX OTBETCTBEHHBIX JIMI[ 32 MOHUTOPHUHT
HEXEJATEJbHBIX MTOCJIEICTBUI MPUMEHEHHNS JIEKAPCTBEHHBIX IIPENapaTos;
pa3paboOTKM CTaHAAPTHBIX PabOUYUX MPOLENYyp MO0 MOHUTOPHHTY, PETUCTpPAIUU B
MEIULMHCKON JOKYMEHTAallUh W CBOEBPEMEHHOMY IIPEAOCTAaBICHUIO HH(OpPMalLHU O
HEXeNaTeNbHBIX MOCIEACTBUIX MPUMEHEHHUS JIEKAPCTBEHHBIX IIPENapaToB;
BEJICHUS CTAaTUCTHUYECKON OTYETHOCTH B MEAUIMHCKOW OpPraHu3alliy MO BBISBIECHHBIM
CJIly4asiM HEXXeJIaTeJIbHBIX [TOCJIEICTBUM IPUMEHEHNS JIEKAPCTBEHHBIX IIPENapaToB;
MPEJOCTABIECHUS OTYETA O HEXKENATENIbHbBIX MOCIEICTBUSIX MPUMEHEHHUS JIEKAPCTBEHHBIX
MpernapaToB B YIOJTHOMOYEHHBIN OpraH B 00J1acTH 31paBOOXpaHEHHUS.
2) nmepkaten PEerucTPalMOHHOIO YJIOCTOBEpEHHUs JIEKapCTBEHHOIO Mpenapara,
HaxosIerocs B oOpaiiennu Ha Tepputopun Pecnyomuku Kazaxcran obecreunBaroT:
HaJIM4KMe YMOJHOMOYEHHOTO Julla 1Mo GapMakoHaa30py Ha TeppuTopun PecryOnuku
Kazaxcran uwinu ctpad EADC 1 (M) KOHTaKTHOTO JIMIA 110 (hapMaKOHAA30py Ha TEPPUTOPHUH
Peciy6nuku KazaxcraH, a Takke yBeIOMJIEHHE DKCIIEPTHOM OpraHu3anuu o0 M3MEHEHUU
KOHTAKTHOM MH(pOpPMAIMU WU CMEHE YNOJIHOMOYEHHOrO Jula (KOHTAaKTHOTO JHUIA) IO
(bapmakoHa 30py HE3aMEATUTENbHO, B TeueHne 30 KaJeHIapHbIX JTHEH;
CO3/laHuEe M TOJJep>KaHWE B aKTyaJbHOM COCTOSHMU MacTep-(daiina cUCTEMBbI
(dhapMakoHaa30pa;
BeJleHHE 0a3bl IaHHBIX O BBISIBJICHHBIX HEXEJIATEIbHBIX MOCIEACTBUSAX NMPUMEHEHUS
JIEKapCTBEHHOTI O Ipenapara Ha Tepputopun Pecnyonuku Kazaxcras;



YBEIIOMJICHHE SKCIEPTHON OpraHM3allUM O JIIOOBIX 3ampeTax WM OTPaHUYCHUSX B
MPUMEHEHUHU, MNPUHATBIX B JPYTUX CTpaHaX, B OTHOIICHUU 3apETHUCTPUPOBAHHOTO B
Pecny6nuke Kazaxcran nekapcTBEHHOTO CPEJICTBA, a TaKXKe O 000 HOBOW MH(MOpMAIUH,
BIISIIOIIEH HA OLIEHKY COOTHOIIEHHUS "'T0JIb3a-pUCK';

yBeloMJieHHEe (B MUCHhbMEHHOW MPOM3BOJBHOU (POopMe) TOCyIapCTBEHHOTO OpraHa ¢
yKa3aHHEeM MPUYMH O IUJIAHUPYEMOM IMpEKpalleHud MTPOU3BOJACTBA WU OOpallleHus
JIEKapCTBEHHOTO cpeJicTBa Ha phiHKe Pecnyonuku Kazaxcran He MmeHee ueM 3a JiBa Mecsa J0
MIpEeKpaIIeHus MPOU3BOACTBA UM OOpaIeHUs IEKAPCTBEHHOT'O CPEJICTBA U (HJIU) O TOM, YTO
JIEKapCTBEHHBIN MIpenapaT He MPOU3BOIUIICA B TCUCHHUE TPEX JIET.

Cnocka. [Iynkr 22 - B penakuuu npukaza Munuctpa 3apasooxpanenust PK ot 02.06.2023
Ne 99 (BBoaMTCS B IeHiCTBUE TIO UCTEUCHUH JECATU KaJCHIApPHBIX JHEH MOCe THS €ro
nepBoro o(pUIMaIbLHOTO OMyOJIUKOBAHUS).

23. B pamkax (apmakoHaa30pa 3KCIEpPTHAsT OpraHU3alMsl OCYIIECTBISET OLIEHKY
COOTHOIIEHHMS TMOJIb3a-PUCK 3aPETUCTPUPOBAHHBIX W HAXOASUIUXCS B OOpallleHuHu Ha
tepputopun Pecniybnuku KazaxcraH iekapCTBEHHBIX CPEJICTB.

24. Jlns nekapCTBEHHBIX CPEICTB, UMEIOIIUX OECCPOUHYIO PETUCTpalUio, OLEHKA
COOTHOIIICHUS "MOJIb3a-pUCK' TPOBOAUTCS HA OCHOBAHMHU CBEJCHUMN, MPEACTABISIEMBIX
Jep>KaTesieM PeruCTPallMOHHOTO YIOCTOBEPEHHUS B BUJIE:

1) mepuonnuecknx 0OHOBIISIEMBIX OTYETOB 10 O6e3omacHocTu (Hanee — [IOOB);

2) miaHa yrpasiieHus puckami (nanee — [TYP);
3) JaHHBIX TOCTPETUCTPALIMOHHBIX UCCIEAOBAaHUN 0€30MaCHOCTH;
4) mactep-daiina cucremsl hapmakoHaazopa (nanee — MO CD).

25. IIOOb cocraBnsieTcsa aepKaTeaeM PETUCTPALUOHHOTO yAOCTOBEPEHUS U CONEPIKUAT
MCUYEPIBIBAIOIINN U KPUTUYECKUN aHAIN3 COOTHOLICHUS ''MOJb3a-pUCK" JIEKAPCTBEHHOIO
rpernapara ¢ y4eToM BCEX HOBBIX JIAHHBIX MO O€30MaCHOCTH U BIUSHUS ITUX JTAHHBIX Ha
npoduiib 6€301macHOCTH U 3(P(HEKTUBHOCTH JICKAPCTBEHHOTO MpernapaTa, HauuHas OT JIaThl
MEXKTyHApPOIHOU pEerucTpaluy JeKapCTBEHHOTO Mperapara.

[Tpu moxroroBke [IOOB nepkarens perucTparmoOHHOTO YA0CTOBEPEHHUS 00€CTICUNBACT:

1) 1OCTOBEPHOCTH, CBOEBPEMEHHOCTh COOpa M nepeaayr UHPOPMAIIMHU B IKCIIEPTHYIO
OpraHu3aIuIo;

2) mpencTaBiIeHUE B OTUETE JIAHHBIX O BBISBICHHBIX HEXKENATENbHBIX PEaKIUAX C
aHaJM30M NMPUYUHHO-CJIEJCTBEHHOU CBSI3H;

3) mpenocTaBieHUE MOMOJHHUTENBHBIX JTaHHBIX 00 00beMe MPOJaX UM KOJIHMYECTBE
Ha3HAYEHUM COOTBETCTBYIOIIETO JIEKAPCTBEHHOI'O CPEJICTBA, BKIIIOYAsl OIICHKY HACEJICHMUS,
MOABEPraBLIEroCs JACHCTBUIO JIEKAPCTBEHHOTO CPEICTBA;

4) BKJIIIOUEHHUE BCEX JAHHBIX 0 O€30MacCHOCTH JIEKAPCTBEHHOT'O CPEJICTBA, MOJTYYEHHBIX 3a
OTYETHBIN MTEPUO/T.

26. [IOOb mpenocTaBiseTcss B AKCHEPTHYIO OPraHU3alMI0 B AJIEKTPOHHOM BHUJIE C
BO3MO>XHOCTBIO TEKCTOBOT'O MOMCKA HA PYCCKOM SI3bIKE WJIM aHTJIMICKOM SI3bIKE C IEPEBOJAOM



Ha PYCCKUU S3BIK CIEAYIOIIMX Pa3JesoB: KPATKOTO M3JIOKEHUS OCHOBHOI'O COIEPKAHMS,
MHTETPUPOBAHHOIO aHAIM3a COOTHOILIEHHUS "MOJIb3a-pUCK" MO OAOOPEHHBIM MOKa3aHUSIM U
sakmoueHus. Ctpykrypa [1OOb cocrtaBnsercs mo ¢gopme cOorjiacHO MPUIOKEHHUIO 5 K
HacTosiiuM [IpaBunam.

ITo 3anmpocy 3KCIepTHON OpraHU3alH JAepKATENb PETUCTPALUOHHOTO yI0CTOBEPEHUS B
teueHne 30 KaJeHIapHBIX THEN MPEAOCTaBISET MEPEBOJ HA PYCCKUM SA3BIK APYTUX Pa3/IeiiOB
I[1OOB.

27. DKcnepTHasl OpraHu3alus ONpeAessieT U pa3MEelaeT Ha CBOEM MHTEPHET-PECypce
NepeyeHb JCHCTBYIOMIMX BEUIECTB JIEKAPCTBEHHBIX CPEACTB, B OTHOIIEHUH KOTOPBIX
npenoctasiaeHue [IOOb TpebyeT cennanabHON MEPUOTUIHOCTH.

28. Jlyia nekapCTBEHHBIX MPENapaToB, MEXKIyHAPOJHOE HEMMATEHTOBAHHOE HAMMEHOBAHUE
WY TPYNIHUPOBOYHOE HAMMEHOBAHUE KOTOPHIX HE BKIIOYEHO B YKa3aHHbBIM NEpeyYEHb,
nepuoandHocTh npenacraienus [I0Ob cocrapiserT:

1) xaxapie 6 MECSLIEB OT MEXKAYHAPOTHON JaThl PETUCTPALIMU HA MPOTSIKEHUU MEPBBIX 2
JET;

2) eXeroJHoO Ha MPOTSHKEHUH MOCHEAYIONIUX 2 JIET;

3) nanee — kaxjele 3 roja.

Cpok nomauu ITOOB coctaBnsieT He 6osiee 90 KaleHAAPHBIX JHEW C JaThl OKOHYAHUS
cOopa JTaHHBIX.

[TIOODb noanexut nojaye He3aMeIUTENIBHO, B CPOK 10 60 KaJIEHIAPHBIX JHEW, OT aThl
MOJIYYEHHUS] TUCbMEHHOTO 3a1poca 3KCIEPTHON OpraHU3aLHH.

29. llepuoguunocts npeaocrasieHuss [IOOb mensieTcs B cieayrommx ciyvasax:

1) mosiBJieHUsI HOBBIX MOKAa3aHUI K HA3HAUYCHUIO U HOBBIX IyTeH BBEACHUS, pa3paboTKe
HOBBIX JIEKAPCTBEHHBIX (OPM, KOTOPHIC OTIMYAIOTCS OT paHEe 3aperuCTPUPOBAHHBIX IS
AKTUBHOW CyOCTaHIINH;

2) BBIIAYXM HOBOI'O PETMCTPALMOHHOIO yJAOCTOBEPEHHMS Ha JIEKAPCTBEHHOE CPEICTBO,
KOTOPO€ MMEET OJMHAKOBBIM Ka4eCTBEHHBIM W KOJIWMYECTBEHHBIM COCTAB aKTUBHOIO U
BCIIOMOTaTEIHbHBIX BEIIECTB, a TAKXKE JIEKAPCTBEHHYIO (POPMY M MyTh BBEICHHS, KOTOPHIN
paHee 3aperuCTPUPOBAH;

3) npu BHECEHUU U3MEHEHUH B PETUCTPALMOHHOE IOChE B COOTBETCTBUU C MOPSIIKOM,
peaycCMOTPEeHHBIM TyHKTOM 4 ctathu 23 Kopekca.

30. IIpu BBIABIEHUM HEXKEJIATEIbHBIX peAKUWd U (WIK) MHOUW MHOpManUU MO
6e3zomacHocTd U A(OPEKTUBHOCTH, HE COACPKAIIUXCA B OOIIEH XapaKTepUCTUKE U
HHCTPYKIIUA TI0 MEIMIMHCKOMY MPUMEHEHHUIO (JTUCTOK-BKJIAMBIII) W HU3MEHSIONIUX
COOTHONIEHHE '"TOoJIb3a-pUCK" JIEKAPCTBEHHOI'O IMIperapara, SKCIEepTHash OpraHu3amus
3ampallnBaeT y JAeprKaTelis perucTpaluOHHOIO YIOCTOBEPEHHUS JIEKAPCTBEHHOrO Ipenapara
BHeouepeHoil [I0OBb.

31. Okcneptuza IIOOb ocymiecTBisieTcs B CpOK HE MpeBblmaromuid 90 KajleHIapHbIX
JTHEW U BKIIIOYAET:



1) ananu3 Bcet mHGOpMAIMU 1O 0€30MaCHOCTH, MOTYYSHHOU 32 OTYETHBIN MEPHO/I, C
ONpeIeJICHUEM BO3MOKHBIX BBISIBIEHHBIX HOBBIX CUTHAJIOB, CBUIETEIbCTBYIOUIUX O HOBBIX
MOTSHITUATBHBIX WU UACHTU(GUIIMPOBAHHBIX PUCKAX JTMOO JTOMOJIHEHUH WHGOPMAITHEH dTHUX
CUTHAJIOB YK€ UMEIOIIMXCS 3HAHUH MO paHee UACHTUPUIIMPOBAHHBIM PUCKAM;

2) 06o061IeHue BCell MOTYyUYEeHHON 32 OTYETHBIN nepuo1 nHpopManuu mo 0e30MacHOCTH U
3¢ (HEKTUBHOCTH JIEKapCTBEHHOTO MpernapaTa (Kak B paMKaxX KIMHUYECKUX UCCIIeI0BAHMM, TaK
U IpU NPUMEHEHUH JIEKApPCTBEHHOIO Ipenapara B MEAMIMHCKOW MPAaKTUKE) U OIEHKa
BJIUSTHUS ATOW MH(POPMAIIMK HA COOTHOIICHHE "TOJIb3a-pUCK" JIEKAPCTBEHHOTO MIpenapara;

3) BBINOJHEHHE aHali3a COOTHOILICHUA 'MOJb3a-puUCK" HAa OCHOBAaHMHU BCEX
KYMYJIAITUBHBIX JJAHHBIX, HAUUHAS C JaThl IEPBOM PErucTpanuu JEeKapCTBEHHOTO Ipenapara
WM J1aThl TEPBOTO pa3pelieHHs Ha MPOBEJICHHE WHTEPBEHIMOHHOTO KIMHUYECKOTO
MCCJIEIOBAHMSI B KAKOM-IMOO U3 rOCYJapCTB;

4) 0606meHne nHGOpMaIMK IO MEpaM MUHUMH3AIINK PUCKA;

5) ompeneneHue MiaHa OUEHKU CHUTHAJOB, PUCKOB U (WJIM) MPEMJIOKEHUH IO
JIOTIOTHUTENILHBIM MepaM dapMaKoHaA30pa.

32. IIOOb npenocrtaBiseTcss HA BCE JIEKAPCTBEHHBIE CPEJCTBA, HAXOJSIIMECS B
oOpamennn Ha tepputopuu PK, kpoMe jexkapCTBEHHBIX CPEACTB C XOPOLIO M3yUYEHHBIM
MEIUIIMHCKUM TPUMEHEHUEM, TPAJULUHUOHHBIX PACTUTEIbHBIX M TOMEONATHUYECKUX
JIEKapCTBEHHBIX CPEACTB.

[lpu Hanuuumm npobieM mo O0e30MacHOCTH TPAAULMOHHBIX PACTUTENBHBIX H
TOMEOINATHYECKUX JIEKAPCTBEHHBIX CPEJCTB, & TAKXKE JEKAPCTBEHHBIX CPEACTB C XOPOILIO
U3y4YEHHBbIM MeAuuuHCKUM mnpumeHeHueM, IIOODB mnpenocrtaBnsiercss npep:kareiiem
PErHCTPALlMOHHOrO YIOCTOBEPEHHUS 10 MTUCbMEHHOMY 3alpOCy 3KCIEPTHOM OpTraHU3ALMH.

Okcneptuza IIOODB ocymiecTBisieTcs: 111 OpUTMHAIBHBIX JIEKAPCTBEHHBIX ITPENApaToB,
OMOCUMUIISAPOB, BAKI[MH, BOCIPOM3BEJCHHBIX JIEKAPCTBEHHBIX IpenapaTtoB (B cliydyae
OTCYTCTBUS 3apErMCTPUPOBAHHBIX OPUTMHAIBHOIO JIEKAPCTBEHHOrO IIpernapara M €ro
aHaJIOTOB).

Pesynpratel skcnieptussl [IOOb opUrHHAIBHBIX JIEKAPCTBEHHBIX CPEJACTB PUMEHHUMBI K
BOCIIPOM3BEICHHBIM JIEKAPCTBEHHBIM CPEACTBAM, MMEIOIIUM OJMHAKOBOE ACHCTBYIOLIEE
BEILECTBO, JIEKAPCTBEHHYIO (JOPMY, 103y U IIyTh BBEACHHUS.

33. Tlo pe3ynbratam s3kcneptusbl 1IOODB skcnepTHas opraHu3anus COCTaBISIET
DKCNEpTHOE 3aKIIOUYEHUE IO OLEHKE MEePUOJANMYECKOro OOHOBISEMOTO OTYEeTa IO
0€30MacHOCTH JIEKAPCTBEHHOT'O CPEACTBa MO (pOpME COINIaCHO MPUIIOKEHUIO 6 K HACTOSIINM
[IpaBunam. 3akiouenre ohopmIIsieTcs B IBYX IK3EMIUISIPax, OJJUH U3 KOTOPBIX HAPaBIIAETCS
JEPKATEN0 PETHCTPALMOHHOIO YJOCTOBEPEHUS, @ BTOPOM — OCTaeTcsi B JKCIEPTHOMU
OpraHU3aluU.

34. DkcnepTHas opraHu3alus BEIET 3JIEKTpoHHYI nporpammy no ITOObB
JIEKapCTBEHHBIX CPEJACTB C YUYETOM CBEACHUH, cojaeprkamuxca B ['oCy1apcTBEHHOM peecTpe
JIEKapCTBEHHBIX CPEACTB U MEAUIIMHCKUX U3EITHI.



35. ITYP paspabaTsiBaeTcs AepKaTeiaeM PErucTPalliOHHOTO YIOCTOBEPEHUS U COJEPIKUT
MoJApOoOHOE OMUCAHWE MEPONPUITUN TO0 (PapMaKOHAA30PY, HANPABJICHHBIX HA BHISABJICHUE,
OIICHKY M MPEOTBpAILCHUE, a TAK)K€ MUHHUMU3AIUIO PUCKOB, CBSI3aHHBIX C MPUMEHEHHEM
JIEKapCTBEHHOTO Mpernapara U OlEeHKY 3P(HEKTUBHOCTH TAHHBIX MEPOTIPUSTHH.

36. IIYP mnpenocraBisieTcs AepKaTelleM PETMCTPAllMOHHOTO YIOCTOBEPEHUS B
AKCHEPTHYIO OPraHU3alHIO B CIEAYIOIIUX CIIydasx:

1) nns nexkapcTBEHHOro Mpenapara, COIEpXKaLIero paHee He 3aperucTPUPOBAHHOE
JIEVCTBYIOIIEE BEUIECTBO;

2) oS JIeKapCTBEHHOTO IpemnapaTa, COJIEpPXaUIero paHee He 3aperuCTPUPOBAHHYIO
KOMOWHAITUIO JIEHCTBYIOIINX BEIIECTB;

3) nna OMOaHAJOTHYHOTO, OMOJOTHYECKOrOo, OMOTEXHOJOTHYECKOT0, a TaKXKe
MMMYHOJIOTHYECKOTO JIEKAPCTBEHHOT'O Mperapara;

4) npu BHECEHUU U3MEHEHUU B PErUCTPAIIMOHHOE JI0ChE JEKapCTBEHHOTO Mpernapara,
3aTparuBamIIMX 00JIACTh MPUMEHEHUS, aCIIEKThl MPOU3BOJCTBEHHOIO MPOLECCa B CIydasix
HOBOM JIEKapCTBEHHOUW (POPMBI, HOBOTO CIOc00a BBENIEHUS, HOBOTO CIIOCO0a MPOU3BO/ICTBA
OMOJOTUYECKUX JIEKAPCTBEHHBIX CPEJCTB, BBEJACHUS IMOKa3aHUM K MNPUMEHEHUIO B
MeINaTPUYECKON MOMYyJSIUUM WIH JPYTHMX W3MEHEHUM B MOKAa3aHHUSIX K NPUMEHEHUIO B
COOTBETCTBHH C MOPSAIKOM, MPEyCMOTPEHHBIM TyHKTOM 4 ctaThu 23 Kozaekca;

5) npu Hamu4YUMU MPoOJIeM 1Mo OE30MaCHOCTH, OKA3BIBAIOIINX BIMSHUE HA COOTHOIIECHUE "
oJIb3a-pucK”;

6) I BBIMOJIHEHUS COOTBETCTBYIOUIETO IJIaHA KOPPEKTUPYIOMIMNX JIEUCTBUM B LIEIISIX
MUHHUMU3ALUHU U TIPEAOTBPAILECHHS PUCKOB IPY BbISBICHUU CUTHAJIOB;

7) Npu TEepeperucTpaluru JIEKApCTBEHHOTO Ipenapara B LEISIX OOHOBIJIEHUA
cymectBytomero [TYP.

8) mpu MOSIBJICHUM WU BBISIBICHUU HOBBIX JTAHHBIX, BIUSIONIMX HA COOTHOIIEHHE "
MoJb3a-puck" JIEKAapCTBEHHOTO CPEICTBA, TEKYIIYyH crenudukanuio, IU1ad T0
(hapMakoHaA30py, MEPHI IO MUHUMM3ALNK PUCKOB WU UX 3P(HEKTUBHOCTH;

37. IIYP npenocTaBiseTcsi B 3KCHEPTHYIO OPraHU3AIMIO B 3JIEKTPOHHOM BHUJE Ha
pycckoMm s3bike. CtpykTypa paznenoB IIYP coorBercTByeT mpuiiokeHHIO 7 K HACTOSLIAM
IIpaBuitam.

38. Dkcneprusa ITYP Bkitouaer:

1) olleHKY Ba)KHBIX UJAECHTU(PUIIMPOBAHHBIX U (WJIM) BaXXHBIX MOTEHIIMATIBHBIX PUCKOB,
paccMaTpHUBaEMBbIX B crienuukanuy mo 0e30MacHOCTH JIEKapCTBEHHOTO Mpernapara;

2) OLIEHKY MpeajiaraeéMbIX Mep MO CHI)KEHHUIO BaXXHBIX UJICHTU(OUIIMPOBAHHBIX U (UJIN)
BXHBIX TOTEHUHATbHBIX PHUCKOB, MpEIaraeMbiX JIepiKaTeleM pPErucTparuoOHHOrO
YAOCTOBEPEHUS;

3) omeHKy 00pa30BaTEIbHBIX MATEPUATIOB JUISI MEIUIIMHCKUX PAOOTHUKOB U (WIIH)
NalMeHTOB (MOTpeOuTeNneil), BKIIOUYEHHBIX B IUIAHBI YIPaBIEHUS PUCKAMU Ha TpPEAMET



HaJIM4Msg B HEM OCHOBHBIX 3JIEMEHTOB B HajJexalleM Au3aiiHe u (opmare, HE HOCSIIMX
PEKJIIaMHBIN XapakTep;
4) onieHKY 3(h()EKTUBHOCTH MEP TI0 MUHUMH3AIIUHA PHUCKOB.

39. Cpok npoBenenus skcreptussl [IYP coctaBisier 60 kaneHaapHbIX AHEW CO IHS €TO
nonydeHus. B nepuon nposeaenus skcneptussl I1YP skcnepTHas oprannsanus 3anpanmBacTt
y JEepXkaTeysl PErucTpaluOHHOTO YIOCTOBEPEHUS PAa3bsICHEHUS WM YTOYHEHHUS IO
KOHKPETHBIM noJjoxxkeHusiM [1YP u (nnm) pekomeHayeT BHECTH U3MEHEHHUS B MpejiaraeéMblid
ITYP.

40. [epxaTenb perucTpalluOHHOTO YJIOCTOBEPEHUS B CPOK He Oosee 60 kaneHIapHBIX
THEN MPEIOCTaBISAET Pa3bsICHEHNS WM YTOUHEHHS Ha 3aIpOC HKCIIEPTHON OpraHu3anuy U (
WIK) TpeaocTaBiseT nopadotanHyro Bepcuto IIVP. Ilpu Hecornmacuu ¢ peKoMeHAAIUSIMU
JKCIIEPTHOW OpraHW3aluid O BHECEHUM M3MEHEHMM B npeanaraemslii [IYP pepxkarens
PETUCTPAIIMOHHOTO YJOCTOBEPEHUSI MPEAOCTaBIIsIET 00OCHOBaHUE C YKa3aHMEM IPUYHUH.
CpoOKu IOATrOTOBKH OTBETA HA 3alpOC YIOJIHOMOYEHHON OpPraHW3alyy HE BXOIAT B CPOKHU
IPOBEACHUS SKCIIEPTU3HI.

41. Pesynbratsl skcrieptussl [IYP paccmaTpuBaroTcs Ha 3ac€JaHMM KOMHMCCHM 10
BOIPOCAM OIIEHKH COOTHOUIIEHHUS "MOJIb3a-pUCK' B MOCTPETHUCTPAUMOHHBIM MEPUOA JIS
MIPUHATHS COOTBETCTBYIOIIETO pelieHust 00 oo0pennun (oTka3a B ooopenun) [1YP.

[To pesynbratam skcneptussl [IYP skcniepTHas opranuzamnus GopMupyeT IKCIEPTHOE
3aKJIF0OUYEHHE N0 dKcneprtuse [1nana yrnpaBiieHUs pucKamMu IpU MPUMEHEHUU JIEKAPCTBEHHOTO
cpeacTBa mo (GopMe COracHO MPIIOKEHHWI0 8 K HactosmmuM [IpaBunmam. 3akimtodeHue
opopmisieTcss B JBYX OK3EMIUISIpax, OJMH M3 KOTOPBIX HAIMpaBisieTcs Aep KaTesro
PErUCTPALMOHHOTO YAOCTOBEPEHMS, @ BTOPOU — OCTAETCS B OKCIIEPTHON OpraHU3aLUN.

42. DKcriepTHasi OpraHu3alus BENET 3JEKTPOHHYI0 nporpammy mo IIYP ¢ yuerom
CBEAECHUM, coJepKammuxcsi B [0CymapCTBEHHOM peecTpe JIEKapCTBEHHBIX CPEICTB M
MEIUINHCKUX HU30CITNH.

43. IlocTpeructpalliOHHbIE UCCIAEIOBAaHUSI 0€30MaCHOCTU JIEKAPCTBEHHBIX CPEJICTB
BKJIIOUAIOT HCCJIEI0BaHUSA, B MPOIECCE KOTOPBIX COOMPAIOTCS TOMOJHUTENIbHbIE HAyYHBIC
JaHHbIe O O€30MacHOCTU JIEKapCTBEHHOTO IpenapaTra, UMEIOUIME MOTEHIUAIbHYIO
KJIIMHUYECKYIO 3HAYUMOCTb WJIM BAXKHOCTb JUIS 3J0POBbsI HACETIEHUS.

44. TloctperucTpalldOHHbIE UCCIEOBaHUS 0€30MaCHOCTH JIEKAPCTBEHHBIX CPEJICTB
OCYIIECTBIISIOTCS JEPHKATENEM PETUCTPALIMOHHOTO YIOCTOBEPEHUS Ha TEPPUTOPUU
PecnyOnuku Kazaxctan 700pOBOJIBHO UM B COOTBETCTBUU C PELICHUEM T'OCYIapCTBEHHOIO
OpraHa B Cily4ae IPEIIOJIOKEHUS O HAJIMYNHA PUCKOB, CBA3AHHBIX C 3aPETMCTPUPOBAHHBIM
JICKapCTBEHHBIM INpenapaToM, TPeOYyIOMUX JOMOTHUTEIFHOTO U3YYEHHS IyTeM MPOBEACHUS
UCCIIEOBAHUS.

45. TlocTperucTpallMOHHbBIE UCCIENOBaHUs 0€30MaCHOCTU JIEKAPCTBEHHBIX CPEJICTB
OCYIIECTBIISIFOTCS JEPIKATENEM PETUCTPALIMOHHOTO YJIOCTOBEPEHUS Ha TEPPUTOPUU
Pecny6ninku Ka3zaxcran B nopsiike, NperycCMOTpEHHOM yHKTOM 6 ctaThu 238 Koaekca.



46. IIpoTOKOJI MOCTPErUCTPALIMOHHOTO UCCIEAOBAHNUS 0€30MaCHOCTH JIEKapCTBEHHOTO
CpeJlICTBA pa3padaThIBaeTCs JAepKATEIEM PErUCTPALIMOHHOTO YIOCTOBEPEHHSI B COOTBETCTBUU
c TpeOoBaHMSIMHU 3akoHOJaTenbcTBa PecnyOnmuku Kaszaxcran u cOryiacoBbIBaeTCS C
AKCIIEPTHOM OpraHu3alueH.

Jlepxatenp PErucTpallMOHHOTO YJIOCTOBEPEHUS MOJAET HUTOrOBBIM OTYET
NOCTPErUCTPALlMOHHOTO HCClIeIoBaHusI 0€30MacHOCTH JIEKAPCTBEHHOTO CpEeJCTBa B
AKCIIEPTHYIO OPraHU3alMIo0 He Mo3/1Hee 12 MecsIeB ¢ 1aThl OKOHYaHUs cOopa JaHHBIX.

47. M® C®d, onuchiBaOmIMi cucteMy (papMakoHaa30pa AepKATEIS PETUCTPALIUOHHOTO
YAOCTOBEPEHUS, MPEAOCTABIISIETCS O 3alpOCy SKCIEPTHOM OpraHu3aluu, B CPOK He Oojee
yeM yepe3 30 kaneHgapHbIX JHEN MOCIE NOJyYEHUs 3aIpoca.

ITo pesynbraram sxkcneptussl MO CD skcnepTHas opranuzaius GopMupyeT IKCIEpPTHOE
3aKJTI0YEHUE TI0 IKCIIEPTU3e 1Mo oreHke Mactep-(daiina cucremsl papmakonamzopa (MDOCD)
Jep>KaTeNsl perucTpallMOHHOTO YJIOCTOBEPEHUsI MO (opMe COryiacHO MPHIIOKEHUI0 9 Kk
HactosuM [IpaBuiiaM. 3aknroueHue opopmiIsieTcsl B ABYX IK3EMIUIIPAX, OJUH U3 KOTOPBIX
HaIpaBJIsieTCsl JAEP>KATEI0 PETUCTPAIMOHHOIO YJIOCTOBEPEHHUS, 4 BTOPOMl — OCTaeTcs B
DKCIIEPTHOU OpraHU3aLH.

48. OueHka COOTHOIIEHUS "TOJb3a-pUCK' JEKAPCTBEHHBIX CPEICTB, MMEIOIIUX
0eccpovYHOEe PEruCTPAMOHHOE YAOCTOBEPEHUE U HAXOASIIMXCS B 0OpalllEHUU HA TEPPUTOPUU
Pecniy6nukn KazaxcraH, mpoBOIUTCS DKCIEPTHOM OpraHU3alMe €KEeroJHO Ha OCHOBAHHUH
JOTOBOpA C AEPKATEIIEM PETUCTPALMOHHOIO YAOCTOBEPEHUSI.

Onata CTOMMOCTH MPOBEEHUS OLIEHKA COOTHOIIEHHS '"MOJIb3a-pUCK' JIEKapCTBEHHBIX
CPEACTB OCYIIECTBISETCA B COOTBETCTBUM C LIEHAMH, YCTAHABIMBAEMbIMU YIIOJITHOMOYEHHBIM
OpPraHOM I10 COTJIACOBAHUIO C AaHTUMOHOIIOJIBHBIM OPraHOM COTJIACHO ITYHKTY 2 cTaTtbu 239
Konekca.

49. DkcnepTHasg OpraHu3anys MOCJE COTJIACOBAHUSA C TOCYJAapCTBEHHBIM OPTraHOM
pa3MeliaeT Ha CBOEM IOopTalie MepeueHb JEeKapCTBEHHBIX CPEJCTB, UMEIOIINX OECCPOUHYIO
pPETUCTpaLUIO, ISl TPOBEAEHNS OLIEHKN COOTHOILICHHS "'TOJIb3a-pUCK".

50. OT4eTHBIM TEPHUOJOM IS MPOBEICHUS €XKEroOJHOW OIEHKHM COOTHOIICHUS "
M0JIb3a-pUCK" JIEKAPCTBEHHBIX CPENICTB, UMEIOIINX OECCPOYHYIO PETUCTPAIUIO, CUUTACTCS
JaTa BbIJIaYM PETUCTPALMOHHOIO y0CTOBEPEHHUS.

51. Jlepxatenu pEeTUCTPALMOHHOTO YAOCTOBEPEHMSI €XKETrOJHO HaMpaBIISIIOT B
AKCIEpPTHYIO0 opraHu3anuio CBeneHus o npoduie 0e30MacHOCTU JIEKApCTBEHHBIX CPEICTB,
UMEIOLUX OECCPOUHYI0 perucTpaiuio no Gopme coriacHo npusaoxkeHuto 10 Kk HacTOSIIUM
IIpaBunam.

52. DxcnepTHas OpraHu3alus HAa OCHOBAaHMHM MPEICTaBJICHHBIX JAEpiKaTeleM
PErUCTPAIMOHHOTO YJOCTOBEPEHHSI CBEJICHUM W MaTepuanaoB (GOpMHUPYET DKCIEPTHOE
3aKJIFOUYEHUE O COOTHOIICHUH TOJIb3a-PUCK JEKAPCTBEHHOTO Mpemnapara no gopme coraacHo
npuioxkennto 11 k HacrosuuMm [IpaBunam.



53. DkcrnepTHBIN opraH He mo3faHee | ¢eBpans KaleHAapHOTO Toja HaIMpaBIsSeT B
roCy/IapCTBEHHBIM OopraH B cdepe oOpalleHus JIEKaApCTBEHHBIX CPEJICTB U MEIUIIMHCKHUX
M3JEIUN CBEJEHHS O Pe3yJbTaTaX MPOBEICHHON OIEHKH COOTHOIICHUS ''MOab3a-pucK"
JIEKapCTBEHHBIX CPEJICTB, UMEIOIINX OECCPOUHYIO PETUCTPALIHIO.

Cuocka. [Tynkr 53 - B penakunu npukaza Munnctpa 3apaBooxpanenusa PK ot 02.06.2023
No 99 (BBoAMTCS B ICHCTBUE 110 UCTCUCHUU JIECATH KaJICHAPHBIX JHEW MOCIIE IHS €ro
MEepPBOro O(PUIIMATHEHOTO OMyOJIMKOBAHMUS).

54. DkcnepTHas opraHu3aius 00ecrieunBacT CBOBPEMEHHOE pa3MelieHue HHPOpMaIIUH
no O€30MacHOCTU JIEKAapCTBEHHBIX CpEICTB Ha WHTepHeT-pecypce www.ndda.kz (
nH(OpPMAITMOHHBIE TMChMa 00 N3MEHEHUSIX MTPoQuIIs 0€30MaCHOCTH JIEKAPCTBEHHBIX CPEJ/ICTB,
OIIEHKE COOTHOIICHUS TO0JIb3a-PUCK U M3MEHEHUSX B PEKOMEHJALMAX MO MPUMEHEHUIO,
0OyCIIOBIIGHHBIX acrekTaMu mnpodmiss 0e30MacHOCTH JIEKapCTBEHHOTO TIpemapara) u
COTPYAHUYAET C MEIUUMHCKUMH YyYEOHBIMU 3aBEIICHUSMHU, TOCYJapCTBEHHBIMU
OpraHU3alUsIMU U UHCTUTYTaMU B 00JIaCTH 3/IpaBOOXPAHEHUSI.

55. B pamkax OLIEHKH COOTHOIIECHHUS "MOJb3a-pUCK" SKCIEpTHas OpraHu3aIus
OCYIIIECTBIISIET MHCIEKIIUIO CHCTEMbl (papMakKoHaa30pa JepikKaTesss PErucTpalioOHHOTO
YIOCTOBEPEHHUS JIEKAPCTBEHHOI'O CPEACTBAa WM HHBIX OpTraHU3alMi, NPUBICYEHHBIX
JepKaTeIeM PErucTpallMOHHBIX YJIOCTOBEPEHHUH I BBIMOJHEHHUS 0053aTENbCTB IO
bapmakoHaA30pYy.

56. Nncnekuus cuctembl hapMaKoHa130pa MPOBOJUTCS B OTHOUIEHUU LIEJIONH CUCTEMBI
(dbapmakoHaa30pa U (WIKM) IO OTACIHPHOMY JIEKAPCTBEHHOMY CPEIICTBY M OCYIIECTBIISCTCS B
CIIyqasix:

1) He mpenocTaBlieHUsS B YCTAaHOBJICHHBIE CPOKHU JIEp>KATEIEM PETUCTPALIMOHHOTO
YIOCTOBEPEHUS JIOKYMEHTOB, HEOOXOIMMBIX [JIsi TMPOBEACHUS OIEHKH MNpoduas
6e3onacHocTu JekapctBeHHbIX cpenactB (IIYP, TIOObB), a Takxe oTkaza aepkareis
PETHCTPAIMOHHOTO YIOCTOBEPEHHUS OT MPEIOCTABICHHS 3aMpalinBacMoil HHPOpMaInu;

2) U3MEHEHUsI COOTHOIIECHUs '"MOJb3a-puUCK" JIEKApCTBEHHOI'O Mpernapara, a TakXe
HECBOCBPEMEHHOT'0 HH(DOpMHUPOBaHUSA 00 H3MEHECHHH COOTHOIIEHHS '"TOIb3a-pUCK"
JIEKapCTBEHHOT0 Tpernapara Wid OTKa3a OT MpeACTaBICHUs 3alpaliiBaeMoi MHPOpMAIIUH
WJIU JAHHBIX B CPOKH, MPEAYCMOTPEHHBIE HacTOsIMMU [IpaBuiiaMu uiam Cpoku, yKa3aHHBIE B
3arpoce KCIEPTHON OpraHU3aIINH;

3) HEBBINOJIHEHUSI JIep)KATEIEM PETUCTPAIMOHHOTO YJIOCTOBEPEHHUS 0053aTENIbCTB B
paMKax IUIaHa [0 YIPABJICHUIO PUCKAMU, a TAKXKE HECBOEBPEMEHHOIO MJIM HEHAJJIEKAIIETO
BBITIOJTHEHUS MPOLEYPHI BBISBJICHUS PUCKA WIIM MEP 110 MUHUMU3AIUU PUCKA;

4) HECOOTBETCTBUSI MEXAY MPEACTABIAEMON JEpKATEIEM PETrHUCTPALIMOHHOTO
yI0CTOBEpeHUs nH(popmaluent 1 uHPpopMaluen, MoJTy4YeHHON SKCIIEPTHON opraHu3aluei ot
PEryJIATOPHBIX OPTaHOB CTPAH OJIMKHETO U JAIBHETO 3apyO0exbs;



5) HanWuus COMHUTENBHOW HH(OpMALMK B TPEICTABICHHBIX JepKaTeiIeM
PErUCTPAlMOHHOTO YJIOCTOBEPEHHUS JOKYMEHTax, HEOOXOIMMBIX JJIsi OLEHKU MNpoduiis
0€30macHOCTH JIEKapCTBEHHOTO TIpemnapara;

6) BBISIBIICHUSI MTPOOJIEM MPU pacCMOTPEHUU MacTep-daiiia cucteMbl papmMakoHaa30pa
JepKaTensl PEeruCTPAMOHHOTIO YJIOCTOBEPEHUS, a TAKXKe B CIydasX JEJIECTHPOBAHUS WUIIU
nepeayu yrnpapiieHus MacTep-(paiioM cucTeMbl papMakoHaA30pa.

7) HAIM4YWA U3MEHEHUH B OPraHU3alMOHHOM CTPYKTYpE AepiKaTeisl perucTpallMOHHOIO
YAOCTOBEpEHHUs (TaKhe KaK CIWSHHS U TOTJIOMICHHS ), a TaK)Ke U3MEHEHUs B JIOTOBOPHBIX
OTHOILICHUSX C MOCTABIIUKAMU YCIYT MO (hapMaKOHAI30Py UM MECT BBITIOTHEHUS (QYHKITUN
o papMaKoHaaA30pY;

8) ocymiecTBIeHUs AEATEIbHOCTH MO (apMakOHAI30py OJHOW WM HECKOJbKHUMHU
CyOmOpSITHBIMUA OPTAHHU3ANUSAMHE, a TAKXKE MPU HATWYAU Y JEPKATEIsT PErUCTPAIMOHHOTO
yAOCTOBEpEHUsI Oojiee 5 JIEKapCTBEHHBIX CPEJICTB, OOpalAIOIINXCS Ha TEPPUTOPUU
PecnyOnuku Kazaxcrawn;

9) ecnu nepxaTeNb peruCTPALIMOHHOTO YAOCTOBEPEHUS, HUKOT/Ia HE MOIBEPraJics OIEHKE
cucTeMmbl (apMakoHaa30pa, a TakKXKe HECOOIIOJCHHUS CPOKOB BO BHEIPEHUM WU
HEHaJJIeKallee BBINOJIHEHHE KOPPEKTUPYIOMIMX M MPEayNpPEIUTENbHbIX ACUCTBUM IO
pe3ysbTaTaM OLEHKH CUCTEMbI (hapMaKOHaI30pa.

DKcrepTHasl OpraHu3alys HalpaBsieT AEPKATEN0 PErUCTPALIMOHHOTO YI0CTOBEPEHUS
JIEKapCTBEHHOTO CpEJICTBA YBeAOMIIEHHE (B MPOU3BOJIBLHON Qopme) o MpeacTosiuen
WHCTICKIIMU CUCTEeMBbI (dapMakoHam3opa He MeHee yeM 3a 30 KaJleHAapHBIX JHEU 10
IPEANoJIaraéMon JaThl IPOBEACHUS NHCIIEKIIUH.

Pacxonpl, cBsi3aHHBIE C OpraHu3alMed U MPOBEJACHUEM HWHCIEKIIUU CHUCTEMBI
(dhapmakoHa30pa, HECET JAeprKaTelb PETUCTPAIIMOHHOTO YI0CTOBEPEHHUS.

57. Pe3ynbTaThl MHCHIEKIIMU CUCTEMBI (hapMaKOHa30pa JIepKaTeNsl PEruCTPallMOHHOTO
yaoctoBepeHus: ohopMisitoTcs B Buae OTdyeta O pe3ysbTaTaxX HWHCIEKIHMH CHUCTEMBI
(dbapmakoHaa30pa epKaTeNe perucTpaluOHHOTO yIOCTOBEPEHUS JIEKAPCTBEHHBIX CPE/ICTB
o ¢opMe coTaacHO MpuiIokeHuto 12 x HactosimmM [IpaBumam.

58. DkcnepTHas opraHu3anus B LENAX CHUKEHUS PUCKA PAa3BUTHUSA HEKEIIATEIbHBIX
MOCJIEICTBUNA TPUMEHEHUS JIEKAPCTBEHHBIX CPEACTB OCYIIECTBIISIET:

1) unpopmMupoBaHre MEAUIMHCKUX U (apMalleBTHUYECKUX PAOOTHUKOB, HACEJICHUS O
(dbapmakoHaa30pe IMyTeM PEryIspHOro OnyOJUKOBaHHUS Ha OQUIMATBHOM pecypce
HKCIEPTHOW OpraHu3allid WM B CPEACTBaAX MAacCOBOW HWH(OpMAINUMU CBEASCHUM 10
0€30MacHOCTH JIEKaPCTBEHHBIX CPE/ICTB;

2) BHeIpeHWE Mep MO0 MHHHUMHU3AIMU PHCKA, CBSI3aHHBIX C OE30MaCHOCTHIO
JIEKapCTBEHHBIX CPENICTB, IPEAYCMOTPEHHBIX MYHKTOM 59 HacTosmumx [IpaBun.

Cuocka. [Tynkr 58 - B penakunu npukaza Munnctpa 3apaBooxpanenusa PK ot 02.06.2023
Ne 99 (BBoAMTCS B ACHCTBUE 110 UCTECUCHUH JIECATH KaJICHAPHBIX JHEU MOCIIE THS €ro
MEepPBOro O(PUIIMATHEHOTO OMYyOJIMKOBAHMUS).



59. I'ocynapcTBeHHBIN OpraH Ha OCHOBaHWHU MH(GOPMAIIMU SKCIEPTHONW OpraHu3anuu (
3aKJIIOYEHHS, OTyeTa) 00 M3MEHEHHUSAX B OIEHKE COOTHOIIEHUs '"MoJib3a-puUcK"
JIEKapCTBEHHOTO CPEACTBA, a TAaK)Ke Pe3yJIbTATOB MHCIEKIIMU CUCTEeMBbI (hapMakoHaa3opa
OCYUIECTBIISIET CIIEYIOIIUE PETYIATOPHBIE MEPHI:

1) yTBEepKIaeT COOTBETCTBYIOLIME U3MEHEHUS U JOMOJIHEHUS B OOIEH XapaKTepUCTUKE
JIEKapCTBEHHOI'O MPEIAapara;

2) U3MEHSET KaTEeropuio OTIyCKa JIEKaPCTBEHHOI'O CPEJCTBA U3 allTEK, WIM MHBIX MEpax
OTPaHUYEHHUS U KOHTPOJISA OTITyCKa JIEKAPCTBEHHOI'O CPEJICTBA;

3) ocTaHaBIMBAET MPOBEICHUE KIMHUYECKUX UCCIEAOBAaHUIN JIEKapCTBEHHOIO CPENICTBA,
WM UX OTIEJNbHBIX 3TAaloOB, a TaKXe Ha3HadYaeT MNPOBEIACHUE JIOMOJHUTEIbHBIX
JTOKJIUHAYECKUX U (WJIN) KIMHUYECKUX UCCIE0BAHUM (TP HEOOXOIUMOCTH);

4) u3piMaeT 00pasIbl JEKAPCTBEHHOTO CPEACTBA y CYOBEKTOB B chepe obOpamieHus
JIEKapCTBEHHBIX CPEICTB M MEIAUUMHCKHX HU3JEIUN U1 NPOBEICHUS JOMOJHUTEIbHOU
AKCIIEPTU3bI Ha 0€30MMACHOCTh U KaY€CTBO;

5) mpuocTaHaBIMBAET ACHCTBUE WM OT3bIBAET PETUCTPALMOHHOE YJIOCTOBEPEHUE B
MOPSAKE, MPENYCMOTPEHHOM IIyHKTOM 2 ctaThu 259 Konekca.

Caocka. ITynkr 59 - B penakuuu npukaza Munuctpa 3npaBooxpanenus PK ot 02.06.2023
Ne 99 (BBoauTCS B ACCTBUE MO UCTEUEHUU AECITH KAJICHIAPHBIX AHEH MOCie AHS ero
nepBoro o(UIIMaIbHOTO OMyOJIMKOBAHUS ).

60. ['ocynapcTBeHHBI OpraH B TE€YEHHE MATU padOYMX JTHEH, CO THS MOJy4YEHUS
nHpopmaIuu (3aKIIOYEHUS, 0TYeTa) 00 M3MECHEHHSIX B OIICHKE COOTHOIIEHUS IOJIh3a-PUCK
JIEKapCTBEHHOTO CPEJCTBA M3BEIIAET OSKCIEPTHYIO OPraHU3alUi0, MECTHBIE OpPTaHbI
roCyJIapCTBEHHOI'O0 yIpPaBJIEHUs 3APABOOXPAHEHUS M JEpXKaTels pPETHCTPALMOHHOTO
YAOCTOBEPEHUS O MPEANPHUHITON MeEpe.

I'maBa 3. Ilopsimok mpoBeeHAS MOHHTOpHHTa 6€30IMacHOCTH, KadecTBa H 3P ekTHBHOCTH
MEIUIMHCKUX H3IEHii

61. MonuTopuHr 6e30MacHOCTH, KauecTBa U 3PHEKTUBHOCTH MEAUIMHCKUX WU3AeNUl (
nanee — MOHUTOPWHT) HANpaBjeH HA BBISABICHHE W TMPEIOTBpAIeHUE, HEOIArOmpUsITHBIX
COOBITUI (MHIIMJACHTOB), CBA3AHHBIX C MPUMEHEHHEM MEIUIMHCKOTO W3ACNHs U (HJIH)
BXOJSIIIETO B €70 KOMILUIEKTAIIUIO TPOrPaMMHOT0 00eCIIeUeHHUS.

Caocka. ITynkrt 61 — B penakuuu npukaza Munuctpa 31paBooxpanenus PK ot
30.12.2024 Neo 115 (BBOIUTCS B ACHCTBHE MO UCTCUCHHUH JIECSITH KaJICHIapHBIX THEH mociie
JIHS €T0 MEePBOTO O(PUITHATIBHOTO OMyOIMKOBAHMS ).

62. MOHUTOPUHT 0E€30MacCHOCTH, KauecTBa U 3((PEKTUBHOCTH MEAUIIMHCKUX HU3ACIUM
MPOBOJAUTCS CyOBEKTaMH 3APaBOOXPAHCHUS (famee — MEAUIMHCKHUE OpTaHU3aIlNM),
cyObekTaMu B cdepe oOpallleHusi JTEeKapCTBEHHBIX CPEJICTB M MEIUIIMHCKUX H3JENUH,
MPOU3BOIUTEIIIMU MEIUIIMHCKOTO U3JIeNNs, OPraHU3aIUsIMU IO CEPBUCHOMY OOCITY>KUBAHUIO
MEIULIUHCKUAX U3JIEIINMN.



63. MoHuTOpUHT BKJIIOYaeT B cels cOOp, perucrpanuio, aHainu3 uHGOpMalHu O
HEOJAronpUsATHBIX COOBITUSAX (MHIIUIEHTAX), CBS3aHHBIX C MPUMEHEHHEM MEIUIIMHCKOTO
m3aenuss U (Min) BXOMSIIEr0 B €ro KOMIUIEKTAIMIO MPOrpaMMHOr0 OOEecleueHus Ha BCex
JTamnax ero oOpalleHus U OCHOBBIBAETCS HA:

1) ananuze cooOlIeHUH, MOJIYUYEHHBIX OT MOJb30BaTeliel U (WJM) MPOU3BOJUTENCH
MEIULUHCKUX U3JIEIINN;

2) HaHHBIX MOCTPETUCTPAIMOHHOTO KIMHUYECKOTO MOHHUTOPHUHTA 0€30MacCHOCTH U
3 PEKTUBHOCTH METUIIMHCKUX WU3ICITHM.

CHocka. I[Tynkr 63 — B penakuuu npukaza Munucrpa 3apaBooxpanenus PK or
30.12.2024 Ne 115 (BBOAUTCS B JIEUCTBHUE MO UCTCUCHUH JECATH KAICHAAPHBIX JHEH MOce
JTHSI €T0 MEPBOro OHUIIUATIBHOTO OIMyOIMKOBAHUS).

64. Nudopmanust o HEOIArOMPHUATHBIX COOBITUSX (MHITUACHTAX) MPHU MPUMEHEHUU
MEJIULMHCKOTO M3JIEJIUSI HANPaBIIAETCS B TOCYJAPCTBEHHYIO DKCIIEPTHYK) OPTraHU3aIUIO B
(dhopme u3BelIeHUs: 0 HEOIAronpUATHOM COOBITUM (MHIIMACHTE), CBSI3aHHOM C MPUMEHEHUEM
MEIUITMTHCKOTO U3/IeTus o popMe corjacHo npuiioxkenuto 13 k nacrosmum [IpaBuiam.

65. M3BemeHns nepeiarTes Yepe3 HHTEPHET-PECYPC IKCIIEPTHONM OPraHU3aluH B PEKUME
OHJIAlH (J1ajee — mopTai), MoCPeACTBOM (hakca, JIIEKTPOHHOM MOYTHI WU MPEAOCTABIISIOTCS
HapOYHO B SKCIEPTHYIO OPTaHU3aLMI0 Ha OyMa>KHOM HOCHUTEJIE.

B u3Bemenun ykaspiBaeTcs JOCTOBEpHash MHGOpMaIUs, MOATBEpKAaeMas KOMUSIMU
COOTBETCTBYIOIIMX JOKYMEHTOB.

66. MeaumnuHckre opraHu3ainud HHGOPMHUPYIOT MPOU3BOIUTENS METUITMHCKIX H3ICITHA
WIH €r0 YIIOJHOMOYEHHOTO MPEACTABUTEINS O HEOIArONPUITHBIX COOBITUAX (MHLIUIIEHTAX) U
MPEIOCTABISAIOT JOCTYN K MEIUIIMHCKUM H3JIeNIUsIM, C KOTOPBIMHU CBSI3aHBl yKa3aHHbBIC
COOBITHS.

B cnmyyae oTkaza co CTOPOHBI MEIUIIMHCKON OpraHu3aiuy MPeJoCTaBUTh JOCTYI K
MEUIIMHCKOMY H3JCJIHI0, ¢ KOTOPHIM CBS3aHO HEOJarompusiTHOe COObITHE (MHIIUICHT),
MPOM3BOJIUTEIb MEIUIIMHCKUX W3JCJIUNH WM €ro yHNOJIHOMOYCHHBIH MpeJACTaBUTEIb
oOpaiiaeTcs B roCyJapCTBEHHBIM OpraH 3a COJACHCTBHEM B OCYUIECTBJIEHUM JOCTyIa K
MEIULIUHCKOMY U3JIEIUIO JI ONPEAEIICHUS CBSI3U MEAUIIMHCKOTO U3JIENUS C HEKENATEIbHBIM
COOBITUEM U COOTBETCTBUS HEXKEIATEIbHOTO COOBITHUS KPUTEPUSIM HEOIaronpusTHOTO
COOBITHS (MHIIMICHTA) B MAKCUMAIBHO KOPOTKUE CPOKH.

67. IIpon3BOIUTENh MEAUIIMHCKUX U3JICJIMN WM €T0 YIOJHOMOYEHHBIN MPEICTABUTED
HanpaBisieT B TOCYJAApCTBEHHBIM OpraH M HSKCHEPTHYKH opraHuzanuto, OT4eT o
HEOJIaronpusiTHOM COOBITUN (MHIUACHTE) IPU TPUMEHEHUU MEAUIIMHCKOTO U31eus (fanee —
otdeT 00 uHIUAEHTe) U OTYET O KOPPEKTHUPYIONIUX JEUCTBHSAX IO O€30MacHOCTH
MEJIUIUHCKOTO0 M3Jeiusl (Janee — OTYET O KOPPEKTUPYIOIIUX AEHCTBHAX) MO (hopmam
COTJIacHO IpuiokeHusaM 14 u 15 x Hactosmmm IIpaBunam.

B ciydae ecau mo OLEHKE NPOU3BOAUTENS MEAULUMHCKUX H3JACIUNA HIU €ro
YIIOJTHOMOUYEHHOTO MPEACTAaBUTEIIS HEXKENATeIbHOE COOBITHE HE YIOBIECTBOPSET KPUTEPUSIM



HEOJIaronpusATHOrO COOBITHUS (MHIIMIEHTA), TPOU3BOIUTENb MEAULIMHCKUX U3ACIUN WU €T
YIOJIHOMOYEHHBIN MPEJICTABUTENb MPEJICTABIIAET TOCYAAPCTBEHHOMY OPIraHy M SKCHEPTHYIO
OpraHmsaiiiio, 000CHOBaHHME TOTO, YTO YKa3aHHOE COOBITHE HE SBJSETCS HEOIAaronpusTHHIM
COOBITHEM (MHIIUICHTOM).

68. DkcnepTHas OpraHu3alys PErUCTPUPYET NOCTYNHUBIINKN NEPBOHAYAIBHBIA OTYET 00
UHLUHUJIEHTE, HWHQOPMUPYET NPOUZBOAUTENS MEAULUUHCKUX HU3JEIUA HUIHU  €ro
YIOJIHOMOYEHHOI'O MPEJCTABUTENS O MOJYYEHUH YKa3aHHOTO OTYETA U COIVIACOBBIBAET C HUM
CPOKH IPEJICTaBICHUS MOCIEAYIOMIEr0 WIH 3aKII0UUTENBHOIO OTUeTa 00 MHIIUJEHTE, a TaKXkKe
CPOKHM TIPEJICTaBIICHUS II€pBOHAYAJIBHOTO, MOCeayromero (mpu HEOOXOAUMOCTH) U
3aKJIFOYUTENIBHOIO OTYETOB O KOPPEKTUPYIOLIUX JEHCTBUSAX.

69. IlepBoHauaabHBIM OTYET 00 UHIMICHTE HAINIPABJISETCS B CIEAYIOIINE CPOKHU:

1) B cinyyae BO3HHUKHOBEHHS CEPbE3HOW YIpO3bl OOLIECTBEHHOMY 3J0POBBIO
He3aMeUIUTENbHO (0€3 HeolpaBJaHHBIX 3aJ€pXKEK), HO HE IMOo3JAHee 4YeM uepe3 2
KaJICHJAPHBIX JHS MOCJE TOr0, KaK MPOU3BOAUTENI0 MEAUIIMHCKUX U3/AEIIUNA CTall0 U3BECTHO
O HAJIMYUH YTPO3BI;

2) B clly4ae CMEpPTHU WM HEMPEIBUIEHHOTO CEPhE3HOI0 YXYIIEHUS! COCTOSHUS 3J0POBBS
MOJIb30BATEsl — He3aMeUIMTENbHO (0e3 HEeompaBJaHHBIX 3aJEpXKEK) IMOcie TOro, Kak
MPOU3BOJAUTENbL MEIUIMHCKUX U3JEIUNH YCTAaHOBUJ CBSI3b MEXIYy NPUMEHEHHEM
MEJIHUIMHCKOrO M3JENIHMs U IPOU30LIEAIINM COOBITUEM, HO HE IO3aHee 4yem vepe3 10
KaJICHIAPHBIX JTHEH I10CJE TOro, KaK MMPOU3BOAUTENI0 MEAUIIMHCKUX U3EIUM CTAI0O U3BECTHO
0 COOBITHH;

3) B mpouMx ciayyasx — He3aMeJINTENbHO (0€3 HEONPaBAaHHbIX 3aJEpHKEK) MOCIe TOTO,
KaK IPOU3BOAUTENb MEAUIMHCKUX HW3AENHI YCTAaHOBHJI CBSI3b MEXIY NPUMEHEHUEM
MEIUIUHCKOTO M3JeIUsl U NPOU3OLIEAIINM COObITUEM, HO HE mo3nHee yeM uyepe3 30
KaJICHJAPHBIX JHEH MOocie TOro, Kak MPOU3BOJUTENI0 MEAUIMHCKUX U3IETTUN CTal0 U3BECTHO
0 COOBITHUH.

70. B 5KCTpEHHBIX CIydasiX 3alllUThI IOJb30BaTeNIeN UM TPETHUX JIUI] OT YIPO3bl CMEPTH
WM CEPhE3HOr0 YXYAIICHHS! COCTOSIHUS 3J10POBbS MPOU3BOJUTENb MEAUIIMHCKUX H3IEIHMA
WIM €r0 YIOJIHOMOYEHHBIH IPEACTAaBUTENb BBIIIOIHACT KOPPEKTUPYIOIIME ACHCTBHS 10
HaIlpaBJIEHUs] SKCHEPTHOM OpraHu3alyy, NEPBOHAYAIBHOTO OTYETA O KOPPEKTUPYIOLIUX
NEUCTBUAX. B 3TOM cilyyae NepBOHAadalbHBIA OTYET O KOPPEKTUPYIOIIMX JEHCTBUAX
HaIpaBJIsIeTCs B AKCIIEPTHYIO OPraHU3alldI0 HE MO3/IHEE YEM Uepe3 2 KaJleHAapHbIX JTHA [OCIIe
BBIIIOJIHEHHSI TPOU3BOJUTENIEM MEIMIMHCKUX HW3AEIUA HWIM €ro YyIOJIHOMOYEHHBIM
[IPEICTABUTEIIEM KOPPEKTUPYIOIIUX JIEUCTBUM.

71. B ciydyae OTCYTCTBHUSI y NPOU3BOAUTENA MEAUIMHCKUX HU3ICIUN HIU €T0
YIOJTHOMOYEHHOTO IPEACTABUTENS BO3MOXHOCTH IPOBEACHHUS  pPaCCIEIOBAHUSA
MPOU3OILIENIEr0 HEOJaronpusITHOrO COOBITUA (MHLUMAEHTA), NPOU3BOAMUTENL 0€3
IpOMEIJIEHUS YBEIOMJIISIET 00 3TOM 3KCIEPTHYIO OpPraHU3aLHIoO.



72. B ciayuae eciu B MpoOIEcce paccieoBaHus HEOIaronpusaTHOTO COObITHS (MHITUACHTA)
3aJICTBOBAHbl HECKOJIBKO MPOU3BOAUTENEH MEAULMHCKUX H3JIEJIMH, TOCYAapCTBEHHBIN
OpraH OCYIIECTBIAET KOOPAUHALIUIO X JIEVCTBUM.

73. IlpousBoauTenb MEAUIIMHCKUX U3ACIIUNA WM €ro YIOIHOMOYEHHBIN MpeACcTaBUTEIh
cooOIIaeT B TOCYJIAapCTBEHHBIM OpraH M SKCIEPTHYIO OpraHu3amuio o0 ommoKax,
JOMYIIEHHBIX MPU UCTOJIb30BAHUU MEIULIMHCKUAX U3AENHNI, KOTOPbIE MPUBEIN K CMEPTH WU
CEPbE3HOMY YXYIIEHUIO COCTOSIHUS 3J0POBBS MOJIb30BATEIS.

74. DkcnepTHas opraHuzanus He no3gHee 30 pabouux AHEH CO JHS MOJTYYECHHUS OT
MPOU3BOAUTENS MEIUUMHCKUX H3ACIUNA WIM €ro YHOJHOMOYEHHOTO MpPEeACTAaBUTENS
3aKJIIOUUTEIIFHOTO OTYeTa 00 MHUHUJCHTE, 3aKIOYUTEBHOIO OTYETa O KOPPEKTUPYIOMIMX
JNEHCTBUAX YBEJAOMIISIET TOCYAAPCTBEHHBIM OpraH U MPOU3BOJIUTENS MEAUIIMHCKUX U3JIETUN
WM €r0 YIIOJTHOMOUYEHHOTO MPEACTaBUTENS 00 UTOTax pacCMOTPEHUS YKa3aHHBIX OTUYETOB.

75. OtueTsl 00 MHIUACHTE, OTUYETHI O KOPPEKTUPYIOIIUX JACHCTBUSAX U YBEIOMJICHUE T10
0€301aCHOCTH MEIMLMHCKOr0 M3ENHs Pa3MEIaoTCsl 3KCIEPTHOW OpraHu3aleil B eIMHON
nH(pOopMaIMOHHOM 0a3e JaHHBIX MOHUTOPUHTA OE30MAaCHOCTH, KauyecTBa U d(PPEeKTUBHOCTH
MEIUIIMHCKUX U3JICITUH.

76. OTyeThl 00 MHUUJEHTAX HE MPEACTABISIOTCS B HKCIEPTHYIO OPraHHU3alUI0 B
CJIEIYIOLIUX CIyYasX:

1) no xaxxJ1oMy OTJAEIbHOMY HEOJIArONpUsITHOMY COOBITHIO (MHIUJICHTY) U3 TE€X, YTO
OMKCaHbl B YBEJIOMJICHUSAX MO 0€30MACHOCTH MEIUIMHCKOTO M3JENUs U MPOU30ILIN MOCHe
paccieloBaHusl HEOIaronpUsTHBIX COOBITUN (MHIMACHTOB) M PACCHUIKKM MPOU3BOJAUTEIEM
MEIULIUHCKUX U3JIEIIUNA WU €r0 YIIOJIHOMOYEHHBIM MPEICTABUTEIEM TaKUX YBEJOMIIEHUN U
IIPOBEJCHNS KOPPEKTUPYIOLIUX IEUCTBUN;

2) 10 KaXXJ0My OTJEIbHOMY HEOJIarompusTHOMY COOBITHIO (MHIIMACHTY) U3 4YHCIIa
3aJJOKYMEHTUPOBAHHBIX HEOJIATONMPUATHBIX COOBITUN (MHIIUJEHTOB) U O0O3HAUYEHHBIX B
KaueCTBE TAKOBBIX B aHAJIN3€ PUCKOB, CBI3AHHBIX C MEIUIIMHCKUM U3JIETTUEM;

3) 0 HeOIaronpUATHBIX COOBITUAX (MHIMACHTAX ), CBA3aHHBIX C OUCBUIHBIMU Je(DEKTaMU
MEIULUHCKUX H3JEIUN, KOTOPBIE IOJb30BATENb BBISBISAET HEMOCPEICTBEHHO NEpes
UCITOJIb30BAHUEM MEIULIMHCKOTO U3EIUS;

4) 0 HeOIAaronmpUsATHBIX COOBITUAX (MHIUIEHTAX), HE MPUBEAIINX K CEPHE3HOMY
YXYJIIEHUIO COCTOSIHHUS 3JI0POBbSI HJIM CMEPTH U3-32 OCOOCHHOCTEW KOHCTPYKIIHH,
3aIIMINAIONIEH OT BO3HHUKHOBEHHMS YIPO3bl BCJIEACTBUE HEUCIPABHOCTH MEIUIIMHCKOIO
W3JIETHS;

5) 06 oxugaeMbIX M MPEABUIUMBIX HEOJArompUsITHBIX COOBITUSX (MHIIUIEHTAX),
YAOBJIETBOPSIIOIIUX OJJHOBPEMEHHO BCEM IEPEUNCICHHBIM HUXKE KPUTEPHSIM:

HeOnaronpusTHeie COOBITHS (MHIMACHTHI) MPEAYCMOTPEHBI B CONMPOBOIUTEIbHON
uH(pOpMaInH (JOKyMEHTAllMK) Ha MEIUIIMHCKOE U3/IENNE;

HEeOJIaronpusTHbIE COOBITHS (MHIIMAECHTHI) XOPOIIO U3BECTHBI B KIIMHUYECKOU MPAKTHUKE;



HeONaronpusITHbIE COOBITHS (MHIMACHTHI) MPEAYCMOTPEHBI B TEXHUYECKOU
JOKYMEHTAallMM Ha MEAMIMHCKOE H3/eIMe C COOTBETCTBYIOIIEH OILIEHKON pPHCKOB,
MPOBEICHHOM 710 HACTYTUICHHS HEOIArOMPHUSTHOTO COOBITHS (MHIIMICHTA);

HEOJJaronpUsATHBIC COOBITHS (MHIIUICHTHI) KIMHUYECKHU JIOMYCTUMBI C TOYKH 3PEHUS
M0JIb3bl METULIUHCKOTO U3AENIHS ISl KaXK0TO OTAEIBHOIO MMalUEHTa;

6) eciM PHUCK CMEPTU WIHU CEPhE3HOTO YXYAIICHUS COCTOSHHS 3J0POBbs ObLI
OXapaKkTEepU30BaH KakK JOIYCTUMBII B oT4eTe 00 aHAJIN3€ PUCKOB, IPEICTABIIEMOM B COCTaBE
PETUCTPALMOHHOTO JOChE IPU PETUCTPALIMU MEAULIUMHCKOTO U3/IEIIHUS.

77. 1lo pe3ynbTaTaM KOPPEKTUPYIOMIUX TEUCTBUM MO 0€30MaCHOCTH MEIUIIMHCKOTO
U3/1ENIHS IPOU3BOAUTENb MEIUIIMHCKUX U3/IENIUA WM €ro yIOJIHOMOYEHHbBIA PEeICTaBUTEIb
BBIITYCKAIOT YBEIOMJIEHUE MO 0€30MaCHOCTH MEIULMHCKOTO M3JeNus Mo (popMe COriacHoO
npuiioxkennto 16 k nHactosmuMm [lpaBunam u oOecmeunBarOT WHPpOpMUpPOBaHUE
II0JIb30BATEIICH.

78. 11 MEIUIMHCKHAX W3AEIUM Kilacca 3, a TakkKe UMIUIAHTUPYEMBIX B OPTaHU3M
YyeJioBeKa MEAUIIMHCKUX U3JIeTui Kiacca 20, MPOU3BOIUTENb MEAUIIMHCKUX U3IEIUI I €T0
YIOJTHOMOYEHHBII MPEACTABUTENb MNPOBOAUT MOCTPETUCTPAUMOHHBIA KIMHUYECKUI
MOHUTOPHUHT Oe30macHOCTH U A()PPEeKTUBHOCTH MEIUIMHCKUX U3JAeIud (nanee —
MOCTPErUCTPALIMOHHBIN KIMHUYECKUI MOHUTOPUHI) MU €XEroJHO, B TEYeHHe 3 IIEeT,
NPEICTABISAET B DJKCHEPTHYIO OPraHU3alMI0 OTYETHl MO MOCTPErUCTPALMOHHOMY
KJIIMHUYECKOMY MOHUTOPHUHIY JJIsSI IPOBENCHUS OLIEHKH COOTHOLIEHUS ''MOJIb3a-pUCK .

IlepBOHaYanbHbBIN, TOCAEAYIOMMNN U 3aKITIOUYUTEIBHBIA OTYETHI O TOCTPErUCTPALTUOHHOM
KJIIMHUYECKOM MOHUTOPHUHIE MPEACTABISAIOTCS MPOU3BOAUTEIEM MEAUIMHCKUX U3AEIUI WU
€ro yIOJHOMOUYEHHBIM IIPEICTaBUTENIEM B SKCIIEPTHYIO OpraHU3aluIo He no3aHee 1 despans
KAJICHJAPHOI'0 I0/1a, CIEAYIOLIEro 3a 010M IOJIyYEHHUS! PETUCTPALMOHHOIO YA0CTOBEPEHUS.

CHocka. ITynkr 78 - B penakuun npukaza Munucrpa 3apaooxpanenus PK or 02.06.2023
Ne 99 (BBoauTCS B IEHICTBUE IO UCTEUEHUHN JECATH KaJEHAAPHBIX JHEU MOCIE AHS €ro
NEepPBOro O(PUIIMAIBHOTO ONyOJIUKOBAHMUS).

79. IlocTperucTpaliluOHHbIA KIMHUYECKUA MOHUTOPUHT TPOBOJIUTCS B COOTBETCTBUU C
miaHoM cOopa M aHanu3a JaHHBIX MO 0e30MacHOCTU M 3QPEKTUBHOCTH MEAUIMHCKOTO
U3JIeNUs B IOCTPETUCTPALMOHHOM MEPUOJIE, IPEACTABISIEMOrO B COCTABE PETUCTPALMOHHOIO
JOChE TIPU PETUCTPALIMN MEAUIIUHCKOTO U3/IEIIHS.

80. I1man noCTperncTpaMOHHOTO KIMHUYECKOTO MOHUTOPUHTA COJEPHKUT:

1) uenu m 3aga4m MOCTPETUCTPAMOHHOTO KIMHUYECKOIO MOHUTOPHHIA C YUYETOM
MMEIOIINUXCS KIMHUYECKUX JaHHBIX, CHEHU(PUUECKUX OCOOEHHOCTEH U (haKTOPOB PHCKA,
CBSI3aHHBIX C MEUIIMHCKUM U3JCIIHEM;

2) cxeMy MOCTPETHUCTPAlMOHHOTO KIMHUYECKOr0 MOHHUTOPHUHIA, B TOM YHCJE
000CHOBaHHUE METO/OB (CIIOCOOOB) MOTYUYCHUS UM CTATHCTHYECKOTO aHAIN3a KIMHUYECKUX



JTAHHBIX, BBIOOpA HCCIEAYEMOW TMOMyJSLHUH, KPUTEPUEB BKIIOUCHHS (MCKIIOUCHHS) U
MHUHHUMAJbHOTO KOJIMYECTBA CYyOBEKTOB B TIpPYINE MCCIEAOBaHUA U, TZI€ MPUMEHUMO,
HEO0OXOMMOCTb BKJIFOUCHHS B UCCIICIOBAHUE TPYIIT CPABHEHUSI.

81. OTyeT 0 MOCTPETrUCTPALIMOHHOM KJIMHUYECKOM MOHUTOPHUHIEe 0€30MaCHOCTHU U
3¢ (HEKTUBHOCTH MEAUITUMHCKOTO W3AEIHUS MPEAOCTABIACTCS MPONU3BOIUTEICM MEIUIIMHCKUAX
U3JIENIUA WM €r0 YIOJIHOMOYEHHBIM MPEACTABUTENIEM B AKCIEPTHYIO OpPraHU3alUIo MO
(dhopme cornacHo npusoxeHuto 17 xk Hactosmum [IpaBunam.

82. DkcnepTHas opranu3anus He no3anee 20 pabounx aHEN co AHS MOIYYSHHS OTYETa O
MOCTPETUCTPAIMOHHOM KJIMHUYECKOM MOHMTOPHHIE HANpaBisieT B TOCYJapCTBEHHBIN OpraH
3aKJIIOUYEHHE O BO3MOXKHOCTH (HEBO3MOXKHOCTH) 3aBEPLIEHUS NOCTPETMCTPALMOHHOTO
KJIIMHUYE€CKOI'0O MOHUTOPHHTA.

83. DkcnepTHas oOpraHu3aius Ha OCHOBAaHUU CBEICHHUH, TMOJYUYEHHBIX U3
MEXIYHAPOJHBIX UCTOYHUKOB M PE3YJIbTATOB MOHUTOPUHIA O€30MaCHOCTH MEIUIIMHCKOTO
W3Jenusl U3BellaeT uepe3 HH(OpMAIMOHHBIE Pecypchl MPOU3BOAUTENEH U (WIH) HX
YIOJHOMOYEHHBIX MPEJICTABUTENICH 0 HEOOXOAMMOCTH B TE€UCHHE JIEBSHOCTA KaJeHIApHBIX
JHEW BHECEHUS COOTBETCTBYIOIIUX HW3MEHEHUH B HHCTPYKIMIO IO MEIUIIUMHCKOMY
MPUMEHEHUIO WJIM SKCIUTyaTallMOHHBINM JTOKYMEHT MEIUIMHCKOTO H3JIENIHs MOCPEICTBOM
BHECEHMS U3MEHEHUH B PErHCTPALIMOHHOE TOChE MEIULIUHCKOTO U3/eNIUsS B COOTBETCTBUH C
MOPSIAKOM, ITPEAYCMOTPEHHBIM MYHKTOM 4 ctaThu 23 Konekca.

84. Ilpu HEBBINOJHEHUU YCIOBHUS, YKa3aHHOro B MyHKTe 84 Hactosmux [IpaBun
AKCIIEPTHAs OpraHU3alys YBEAOMISET (B IPOU3BOJIBHON (pOpME) rOCYIapCTBEHHBII OpraH o
HEOOXOIMMOCTH IPUOCTAHOBJICHUS ACHCTBUS PETUCTPAIMOHHOTO YAOCTOBEPEHUSI.

85. Ha ocHOBaHMM 3aKJIIOYECHUS DKCIEPTHOM OpPraHU3alMU MO PE3yJIbTaTaM OLEHKHU
COOTHOILIEHHS "MOJb3a-pUCK' MEAUIMHCKOTO U3JENINS TOCYyIapCTBEHHBIA OpraH MPUHUMAET
OJIHO M3 CJIEAYIOIINX PEIIEeHUN:

1) 0 3aBepiLIeHNN TOCTPETUCTPALIMOHHOTO KJIMHUYECKOTO MOHUTOPHHTA;

2) 0 IpOJJIEHUH MOCTPETUCTPALUOHHOTO KIMHUYECKOTO MOHMTOPUHIA C yYKa3aHUEM
JOTIOJIHUTEIBHOTO CPOKA, €CJIU MOJYyYEHHBIX JAHHBIX HEJOCTATOYHO JJIsi MOATBEPIKICHUS
6e3onacHOCTU U 3PHEKTUBHOCTH MEAUIIMHCKOTO U3JIETHUS WU TPOU3BOAUTENb METUIIMHCKUX
M3JeIUid HE MPEANPUHST HEOOXOIUMBIX KOPPEKTUPYIOMMX JACHCTBUA HA OCHOBAHUMU
MOJIyYCHHBIX TAHHBIX;

3) BHECEHHE U3MEHEHHI B MHCTPYKIIMIO 10 TPUMEHEHHUIO;

4) 0 MPOJJIEHUH MOCTPETUCTPAIMOHHOIO KIMHUYECKOTO MOHUTOPHUHTA C YKa3aHUEM
JOTIOTHUTENIBHOTO CPOKa;

5) 0 MPUOCTaHOBJICHUH, 3AMPEIICHUHN WA U3BSITUU U3 oOpaIrieHus JIub0o orpaHuYCHUN
NPUMEHEHUS] MEAUIIMHCKUX U3IETH.

86. I'ocynapcTBeHHbI oprad He mo3aHee 10 pabouux gHEH CO JHS NPUHITUS UM B
COOTBETCTBUU C MyHKTOM 85 Hacrosuux [IpaBui pemienust yBeaomiseT (B IPOU3BOIHHOM
(opmMe) IKCTIEPTHYIO OPraHU3ALMIO U IPOU3BOIUTENS MEAULIMHCKUAX U3IEIHM.



87. I'ocy1apCTBEHHBIN OpraH MPUHUMAET PEUICHUE, MPETYCMOTPEHHOE MOAIYHKTOM 3
nyHkTa 85 Hacrosmux [IpaBui B cneayromux cinydasx:

1) He mnpenocTaBiIE€HUS NPOU3BOIUTEINEM MEIMIUHCKUX H3IEIUN WU €ro
YIOJHOMOYEHHBIM IIpeICTaBUTeNIeM HHPOpPMALIUK O HEOJIAronpusaTHOM COOBITUN (MHIUIACHTE
) UIU HApyIIEHHE CPOKOB IMPEAOCTaBICHUS MHPOPMALMK O HEOIArompusTHOM COOBITUU (
MHIIUJIEHTE), IPOU30LIeIeM Ha TeppuTopun Pecyonuku Kazaxcran u (Miam) Jpyrux CTpaH;

2) He mNpeaoCTaBlI€HUS NPOU3BOAMTEIEM MEIULUMHCKUX H3JICIHN WIH €ro
YIOOJTHOMOYEHHBIM MpPEJACTaBUTENIEM OT4YeTa 00 MHUUJEHTe M (WJIH) OTYeTa O
KOPPEKTUPYIOIIUX JACUCTBUSX;

3) He mnpeaoCTaBICHUS NPOU3BOAUTEIEM MEIMIMHCKUX HW3IEIUN WU €ro
YIIOJJHOMOYEHHBIM TPEACTABUTEIIEM OTYETOB O IOCTPETUCTPALMOHHOM KIMHUYECKOM
MOHUTOPHUHI€ MEJULIMHCKOTO U3EIIHS.

ITpunoxenwne 1 x [IpaBunam
MPOBEACHUS (hapMaKOHA30pa U
MOHUTOPHUHTa OE30MaCHOCTH,
KadyecTBa ¥ 3P HEKTUBHOCTH
MEIUIMHCKUX H3/IeITHiA

dopma
Kapra-cooOmenne 0 HexxelaTeIbHBIX PEaKIHAX JIEKapCTBEHHOI'0 IIpernapara

[Ipu nomo3peHnH Ha HEXKENATENbHYIO PEAKLIUI0, B TOM YHCIIE CO CMEPTEIbHBIM HCXOA0M
WM YTPO30M 1 JKU3HU, [EPEelO3UPOBKY, 3JI0YNOTpEOIEHUE WU OTCYTCTBUE
3¢ PEeKTUBHOCTH, NMPUMEHEHUE Y OEpEMEHHBIX M KOPMSIIMX, Nepeaady HHPEKIHOHHOTO
areHTa MocpeiCTBOM JIEKAPCTBEHHOTO CPEJICTBA, a TAaKKe OCOOEHHOCTSIX B3aUMOJAECUCTBUS C
OJIHUM WJU OoJiee JEKapCTBEHHBIM MpenapaToM (BaKI[MHOI) MpochOa 3amoJHUTh AaHHYIO
KapTy-COOOILIEHHUE.

[ToxanyiicTa, 3aMOJTHUTE MAKCUMAJIBHO TIOJIHO BCE pa3jieibl (CUHEH (YepHOM) IIapuKOBOM
PYUYKOM WJIM HAa KOMIBIOTEPE, KIMKHUTE MO CEPOMY MO0 JUis 3anoiaHeHus). CBeleHus: o
MAIMEHTE U JIUIIE, TPEAOCTABUBIIEM OTYET, OCTAHYTCSI KOHPUACHITNATbHBIMHU.

HaumeHoBaHHE OpraHU3aLiH:
Anpec:

Tenedon (dakc):

Email:

BryTpenHniit HoMep KapThI-COOOIICHHS:

Howmep (MeaummuHCKON KapThl aMOYJIATOPHOTO HIIM CTAIIHOHAPHOTO TALUEHTA):
Tum cooOieHns:

CIIOHTaHHBIN

JTUTEpaTypHOE

KJIMHUYECKOE MCCIICIOBAHUE

MMOCTMAPKETUHTOBOE UCCIIEIOBAHNE

HauansHoe cooOmieHue:

n

Jara nonxydenus: " T.




Iocnenyromee coobienue:
[Jara mocnenytomero HabmoneHus: "

Wudopmanus o marmeHTe:

n

Wanmmaner*: Hata poxxmeHmst™: " T.

Bospacr*: (ytet, Mec., HeJl., JTHEH, 9acoB)
[Mom*: Myxkckoii

Kenckuit

HewuspecTtHo

Pocr: cM Bec: KT

HannoHanbHOCTB:

azmar

azuaT (BOCTOUHAs a3Us)

eBpoIeeIl

npyras (ykazaTh)

Kuamueckuii quarHo3* (3amoiHseTcs TOIbKO COTPYAHUKAMU 31PaBOOXPAHCHHUS )
OCHOBHO¥:

ConyTCTBYIOLIMIA:

HNudopmanms o 6epeMeHHOCTH
Bepemennocts: /la Her HeussectHo
Ecnu [a: lata nocinenHeld MEHCTpyaLyu:

[Ipennonaraemas gata pomoB:

KonuaectBo mnonos

3avaryie HopMaJIbHOE (BKIIIOYast IpHeM JiekapcT) Invitro

Hcxon GepemenHoCTH:

OepeMEeHHOCTh MPOI0IKACTCS

JKHBOI1 T10]1 €3 BPOXKICHHOW TTaTOJIOTUHU

MKHUBOH IJI0J] C BPOXKIEHHOM MaToJoOrHen

npepbiBaHie 0e3 BUIUMOI BPOXKICHHOH MaTOJIOTHH

NpepbIBaHie C BPOXKJICHHOMN MaTOJIOTHEH

CHOHTaHHBIH a00pT 6€3 BUANMOI BPOXKJCHHOH maTonoruu (<22 HeJemb)
CIIOHTaHHBIN a0OPT C BPOXKACHHON MAaTONOTHEH(<22 Henelb)
MEPTBBIN TUI07] 6€3 BUIMMOU BPOXKIEHHOM MAaTOIOTHH (>22 Helemb)
MEPTBBIH IO/ C BPOXKIACHHOW MaTonorueit (>22 Hemenp)
BHEMAaTo4YHasi OepeMEeHHOCTh

Iy3bIPHBINA 3aHOC

JanbpHeiIee Ha0IoeHIEe HEBO3MOXKHO

HEHU3BECTHO

Ecnu 6epeMeHHOCTS yrke 3aBepmimiack: Jlara pomos:

IecranmoHHbII CPOK MPH POKICHUN (HEBBIHAIIIMBAHUY, IPCPHIBAHUH):
Tun ponos:

HOpPMaJIbHBIA BarMHAJIbHBIH

KecapeBO CeueHUe

MaTOJIOTUYECKUE BarMHAJIbHBIE (UL, BAKYYM 3KCTPAKIINA)

Bec pebenka: rp. Poct cM [Ton: Myxkckoit YKeHckuii
[Mkana Anap: 1 MmunyTa , 5 MuHyTa, 10 munyTa
JononuurensHast nHGopManus:

ITono3peBaemblii

mpemnapar (

IBakmHa)*(

xox MKB-10):



HenarenroBanno Jlata
€ W TOpProBOE IpHEMa
Ha3BaHUE)

Hayajia

[peanpuHsaTHIE MEPHI
[penapar oTMeHeH
Kypc ocranosnen
Jlo3a cHmxeHa

be3 uzmenenuit

Jo3a yBenuueHa

HarTa
3aBepuieHus
mpremMa

IlyTe BBeneHwus,

YacToTa nmpueMa CpOK roAHOCTHU

HeussectHO

Hpyroe

ITono3peBaemblii

mpemapar (

I BakmuHa) ( Mara wavama Jlata 3aBepurenus Ilyte BBeaenms, Cepus/maptus Ne,

HenarenToBaHHO mnpuema
€ U TOpProBoe
HAa3BaHUC)

[pennpuHATHIE MEPHI
[Ipemapar otmMmeHEeH
Kypc ocranosnen
Jlo3a cHmxeHa

be3 uzmenenuit

Jo3a yBenuueHa
Hewussectno

Hpyroe

npuema

JacToTa mpueMa CpOK rogHOCTU

HesxemarenpHas *
N JlaTta Hayana
peaxmus

Jara oxonuanus Hcxon

Be13ioposnenue
[Iponomxaercs
INocniuranuszanus
Bp.anomanuu
Hetpynocmocobrocts
CmepThb

VYayumenue
VYxynmenue

Be13ioposnenue
[Iponomxaercs
lNocniuranusanus
Bp.anomanuu
Hetpynocmocobrocts
CmepThb

VYayumenue
VYxynmenue

Be13iopoBnenue
[Iponomxaercs
lNocniuranuzanus
Bp.anomanuu
Hetpynocmocobrocts
CmepThb

Cepust/maptus Ne, TTokazanus

IToxazanns

Cas3b ¢ JIC

[

BepositHas

Ed

He cBsasano

[

Bo3morkHas

[

BepostHas

Ed

He cBsasano

[

Bo3morknHas

[

BepostHas

Ed

He cBsasano



Vyumenue El

Vxyauienne Bo3Mosknas

* Ecnu momo3peBaeMblid Tipermapar - BakI[iHa, BBEUTE HOMEp 103b1. Ecim HOMep 10361
HeusBecTeH, HanumuTe 1 A nepBuyHOM BakuuHauuu u b — aia 6ycrepHoit 10361
[ToxanyiicTa, ykaxuTe, €ClIu Kakue-I1u00 BaKIIMHbI ObUTH BBEJICHBI B OJTHOM IIITPUIIE.

3. PaccmarpuBaeTte i Bbl 9Ty HexxenaTenbHY0 PEakiiio Kak Cepbe3Hyro?

Ha
Her
Ecmu Jla, moxaiyiicta, yKakuTe, IIo4eMy 3TO SBJICHHE pacCMaTpPHBAETCS, KaK Cepbe3HOe (IIOMEThTE BCE, UTO

MPUMEHHUMO):

BBIpa)KeHHaSI niin

MOCTOSIHHAs
Yrpoxaer TpeOyer uim yaIHuHAET TOCTINTATH3aHI0?
HHBAJINIHOCTD
KU3HU O
Bpoxnenn
Hmeer  BaxHOE
Bl €
MEIHUIIMHCKOE 3HaUYCHHE
aHoManuu? [TanmenT ymep

OmnucaHne HeXEeNaTeIbHON PeaKIiy JEKapCTBEHHOTO CPEICTBA AJIsl KOPPEKINH, JOMONHUTENbHAs HHPOPMAIIHS:
Ecnu marnueHT ymep, 4To SBUIOCH MPUUNHON cMepTH?

IIpemocraBpTe pe3yabTaThl AyTOTICHH, €CIIH BO3MOKHO

Bbut i mojo3peBaeMblii ipenapat WK Kypc BaKIIMHALIMA OTMEHEH?

Ja
Her

Conyrcrsyroree JIC 1
YICTBEY ( OOmas
3a uckimogernem JIC
cyrounas [Jlara
ISt KOppeKIuu JlekapcTBeHHast popma Jara 3aBepuieHus

. mo3a (myTh Hadvaia [Tokazauuns
nobouHoro neictBust) ( (HoMep cepun) npuema

Ha3Ha4YeHH TIpHeMa
HenarentoBanHoe u

I, CTOpPOHA)
TOPrOBOC Ha3BAHMUC)

[IpennpuHATHIE MEPHI
[Ipemapar oTMeHEeH
Kypc ocranosieH
Jlo3a cHIkeHa
be3 uzmenenuit
Jlo3a yBenuueHna
HewusectHO

Jpyroe

ConyTcTBY

omee JIC Hata 3aBepmeHus

2 (3a npuemMa

UCKITFOUEH

uem JIC

oIS Jlexapctse

KOppeKIuy HHas O6mas cyrounas no3a ( larta

mobounoro ¢opma ( mMyTh Ha3HaueHHWsA, HadJaia TToxazanus
JeiictBusi) HOMED CTOpPOHA) npuema

( cepuu)




Hemnarento
BaHHOE H
TOPTroBOE
Ha3BaHUE)

ConyTcTBY
romiee JIC
3 (3a
WCKITIOYCH
nem JIC
i
KOPPEKITUH
MOOOYHOTO
neiicTus)
(
Hemarento
BaHHOE U
TOProBOe
Ha3BaHUE)

Jlexapctae

Has Oo6mas cyrounas no3a ( lata
Jlata 3aBepuieHUs

dopma ( myTh Ha3HayYeHWs, Hadala [Moka3zanus
npuema
HOMED CTOpOHA) npremMa P

cepun)

3HayuMbIE  JAHHEIE
aHaMHe3a,
COMYTCTBYIOMIUE

3HaunMble JaHHbIE aHAMHE3a, COILYTCTBYIOLIME 3a00JIeBaHUs,
3aboseBanust, ameprus IIpomomkaercs

ajuteprus (BKJIIOYask KypeHHUe U yIIoTpeOJIeHHE aIKoToJIs
* (BKJTIOYAst KypeHue u priv ( P yHotp )

ynoTpeOyieHune
AJIKOTOJIST)

Nwms*:
KonrakrHele nanaeie*®
* [lpumedanue:
noJisi o0si3aTeNbHble JUIs 3anoiHeHus (MHdopmanus, Tpedyemas I yCTaHOBJIEHUS
OLIEHKH NPUYUHHO-CIEICTBEHHON CBS3U MEXKJY pPAa3BUTHUEM HEKENATEIbHBIX pPEaKIIHii
JIEKapCTBEHHOT'O CPEJICTBA:
uH(popMaIus O MalKUeHTEe: BO3PACT, MOJI;
uHpopMaIUsl O HEXENaTeNbHBIX peaknusax (IehHcTBUAX) M (MJIM) OTCYTCTBUH
3¢ (HEeKTUBHOCTH: BpeMs Havasla, TEUYEHHE U UCXO]l PEaKLUu;
uH(popMaIusg O MOAO3PEBAEMOM JIEKAPCTBEHHOM CpPEJICTBE: TOProBOE Ha3BaHUE,
MEXIYHApOJAHOE HEMaTeHTOBAaHHOE Ha3BaHUE, JO3UPOBKA, CIIOCOO BBEACHMS, JaTa Hayana u
OKOHYAHHUs NpUEMa, NOKA3aHMsI K TPUMEHEHUIO, HOMED CEPUHU;
uHpopMaIug O pernopTepe, HANpPaBUBIIEr0 COOONIEHHME O BO3HUKHOBEHHUU
HEXeNaTeNbHBIX peakiuil (neiicTBuii) u (wim) orcyTcTBUM dddexTuBHOCTH (MHBOPMAITUS
ABJISIETCS] KOHPUIACHIIUAIBHON U UCTIONIB3YETCs TOIBKO IS POBEPKHU U JOTOTHEHUS JaHHBIX,
a TakkKe JIUHAMUYecKoro HaOmroaeHusd). Ecaum penopTep He JKelaeT MNpencTaBiATh
KOHTaKTHbIE JJaHHBIE, COOOILEHUE O HEXKEeJIaTeJIbHONW peaklUMM SBISETCS BAJIUIHBIM IpPU
YCJIOBUH, YTO OpraHu3anus, NpouH(GOpMUpOBaHHAs O Cilyyae, ClIoCOOHA MOJITBEPIUThH €ro
HaIPSMYIO C PEIOPTEPOM.



IIpunoxenue 2 x [IpaBunam
npoBeaeHus papMakoHan3opa u
MOHHUTOpHHTA 0€3011acHOCTH,
KadecTBa U 3 HeKTHBHOCTH
MCIUIIMHCKHX PI3}1€HI/Iﬁ

dopma
HaunmenoBanne ®apmanieBTHYECKOW KOMIIAHUU

Jlepatesib peruCTPallMOHHOTO Y0CTOBEPECHUS

Ortuer o ciTydasx cepbe3HOM HEMPEABHICHHON HEXEIATEIbHON peakyH JIEKapCTBEHHOT'O
CpencTBa, BEIBIECHHOM BHE TeppuTopun Pecry6mmku Kazaxcran

ToproBoe HaMMEHOBAaHHE JIEKAPCTBEHHOI'O ITpenapara

MHH

[Ipon3BoauTENH KOMIIAHUH 110 BCEMY MUDPY

Mecst:
OTBETCTBEHHOE JIUIIO:

Jlara otuera:

CepbesHble Cepbe3Hble
HETpeBUICHHBIC. ( HempeaBUACHHBIC. (
OO0miee  KOJIHYECTBO
Tum Otuera HEOIMCaHHbIE) MOOOYHBIE HEONHCAaHHBIC) MTOOOYHEIE

. N . COO00IIEeHNT
JEHCTBHUS CO CMEPTENBHBIM IEHCTBHS C YIpO30M st

HCXO0JIOM KHU3HU
CrioHTaHHbBIE COODIIEHHS

JlokanesHBIE COOOIIEHUS

3apyOexHbIe COOOIICHUS

KnuHnueckue UCIbITaHus

JloxanbHbIE COOOIIIEHHS

3apyOexHBIC COOOIICHUS

IlocTmMapkeTHHTOBBIE
ucciaeq0BaHus,
JIUTEepaTypHbIe CIyuau,
Jipyroe

JlokansHBIE COOOIIIEHUS

3apyOeKHBIC COOOIICHUS

YnomroMoueHHOE JuIo 110 hapmakoHaa3opy B PecrryOnmke Kazaxcran

Iloanuce, nara

IIpunoxenue 3 x [IpaBunam
npoBeeHus papMakoHan3opa u
MOHHUTOpPHHTa OE30TIaCHOCTH,
KadecTBa U 3 HeKTHBHOCTH
MEIUIMHCKUX U3JeITHH

®dopma



OkcnepTHOe 3aKI0YeHHE N0 OeHKE IPHIWHHO-CIIEICTBEHHOM CBA3H MEXIy HexXelaTelIbHOU
peaxmueit ¥ MPUMEHEHUEM JICKaPCTBEHHOT'O CPEICTBA

Toprosoe Ha3BaHHE:
IIpousBoauTens:
Howmep peructpaunu B Pecniyonuke Kazaxcran:

1. Hcxonnas uapopmarus:
1 Jara mocTymuieHust cOoOoOLIeHHs B
9KCTIEPTHYIO OPraHU3aIHNIO;
2) [TonospeBaemsiit JIC:
3) Wudopmanus o manueHTe:
4) Junarnos:
Omnucanne HeXenaTelnbHOH peaKIiu
5)
(HP):
6) Onenka cepbe3noctn HP JIC (kak

yKa3aHO B COOOIIEHUH)

Bamunmanus  cooOmeHuit B
COOTBETCTBUU CO CTaHIApPTaMU
HajuIexamux (apManeBTHIECKUX
MPaKTUK, YTBEPKIaCMbIMH B
MOPsIJIKE MPEAYCMOTPEHHOM TONYH
2. ktoM 9) crateu 10 Konekca
Pecniyonuku Kazaxcran ot 07 urons
2020 roma "O 3mopoBBE HapOIA H
CHCTEMe 3IPaBOOXPAHECHUS
MuHuMarbHas Tpebyemas
nH(pOpMaNHs BKIIOYACT:

Penoprep: unentudunupyercs no
MMEHU WM WHHULUAJIaM, aJipecy WK
KBaTU(UKAINH (B YaCTHOCTH, Bpad,
MPOBU30p, (apMameBT, Ipyroi
MEIUIMHCKUN CIIEIUaINCT, MaIUEeHT
(moTpebuTenb) WK Apyroe JIMIo, He
SBJISIIONIEECS]  CHEIUATHCTOM

1) CHCTEMBI 3/IPaBOOXPAHEHUS]).
Penmoprep CUUTAETCS
nAeHTHQUIUPYEMBIM B Ciydae
HAIWYUS KOHTAKTHBIX JIAHHBIX,
00ecreunBalONuX BO3MOXKHOCTD
MOJTBEPKACHUSI COOOLICHUS WIN
BBITIOJTHUTD nocieaypolee
HaOroIeHne, TIPH HEOOXOAMMOCTH

[MameHT: UOCHTUPUINPYEMBIA C
yKa3zaHHEM WHUIIHAJOB,
UACHTU()UKAIMOHHOTO  HOMEpa

2) ManueHTa, JAaThl POXKAEHUS,
BO3pacTa WM BO3PACTHOW TPYIIIBL,
moma. Mubopmanus o manumeHTte
SIBJIIETCS MaKCUMAJIbHOM;



3)

4)

3)

ITomo3peBaeMblii  J1€KapCTBEHHBII
Tperapar: Mo MEHBIIeH Mepe, OJIH
MOJ03PEBAEMBIN  JIEKAPCTBEHHBIN
mpemnapaTt IODKEH OBITH yKa3aH B
coobmeHnn (TOProBoe Ha3BaHUE
nwm MHH);

1) Iloka3zaHue K TPHUMEHEHHUIO
nopo3peBaemoro JIII, ykazanHoro B
coobmeHnn*

2) [TyTs BBenEeHUS U NO3BI*

3) lara nayana Beeaenus JIIT u nata
otMmensl JIII wnM QIUTEIBHOCTH
WCIIONTb30BAHMA TIpeTapara, eclid
JaThl Hadajla M OKOHYAaHHS HE
yKazaHbI™*

4) JlekapCTBeHHas HCTOPHUSI
narenTa*®

5) ’Kano6a na kauectso JIII (1a (Her
); ecnu "ma", To onucaTh KaIo0y Kak
YKa3aHO B COOOIIEHUM) *

Omnmcanue HeXeNaTeTFHON peaKIui:
o MeHbUIEH Mepe, OJHa
rmojo3peBaemMasi HeXelaTeabHas
peaKumI JOJIKHA 6]>ITI> yKa3aHa B
COOOIIIEHHUH.

He Banumaoe cooOmenne:
CoobmieHne ompenpenseTcss Kak He
BANMAHOE  HWHIWBUAYaITbHOE
coobmieHne O HeXelaTeIbHON
peaKnuu, eCiau B COOOIICHUU HET
MOJIHOM TpeOyeMol MHHUMalbHOMN
nHpOpMaIHH.

HNudopmanus 0 COMyTCTBYIOIIMX
nekapcTBeHHBIX cpeacTBax (JIC)

1) latel Ha3Ha4YCHHS W OTMCHBI
comyTcTBytomux JIC

2) CpaBHHTH 3TH CBEICHHUS C TATOU
Ha3Ha4YeHUs u OTMEHBI
nono3pesaemoro JIII, Hauanom
pazsutus HP

Wndopmanms o HexemaTeIbHON
peakuun

Jara Hacrynnenus. Pe3ynbTaThl
nabopaTOPHBIX TECTOB, €CIHU
AMEIOTCS, C yKa3aHHEeM eIUMHUIL
u3Mepenus. Mcxon HexenaTeabHOI
peaxyu (SBICHIS): BRI3JOPOBICHHE
, TIPOJIOIKAETCS, TOCTIUTAIN3ANUA (
VJUTMHEHHWE) TOCHUTaInu3alliH,
HHBAJIUIHOCTD (
HETPYIOCTIOCOOHOCTD), BPOXKICHHAS
aHOMaJHs, Yrpo3a JXU3HU, CMEPTh,



MEJIUIMHCKA 3HauuMmble [laTta
Havana pazsutust HP JIIT Ouenka
CEpbE3HOCTU  HEXKEJAaTEeNbHOU
peaxuu: Kak yKa3aHo B COOOLICHUN
OIICHKA JKCIepTa: TMOATBEPKICHHE (
HenoATBep:kJIeHue) cepbesHoct HP
, ommcaHHoe (Heomucannoe HP,
u3BecTHOe, HemsBecTHoe HP),
JNEHCTBHE WM HEXeNaTelbHOe
sirieHue [IpuHATEIE MEpHI: IIpemapar
OTMEHEH KypC OCTaHOBJIEH J03a
CHI)KEeHa 0e3 H3MEeHEeHMH m03a
yBEJIIMYEHAa HEU3BECTHO OddeKT
mocyie MPHUHATBIX Mep: OddexT
MMOBTOPHOTO HazHaYCHUS
JIEKapCTBEHHOTO  Ipemapara:
NpUBEJO CHOBA K pa3Butuio HP He
MIPUBENIO K IOBTOPHOMY Pa3BHUTHIO
HP wHeusBecten B ciuyuae
conytcrBytomux JIC win ykazaHuu
6oiiee ogHoro mojo3pesaemoro JIC,
CIeAyeT OICHUTh BO3MOXHOCTH
JIEKapPCTBEHHOT'O B3aUMOJCHCTBUS B
paszsutun HP (HST)

JlexapcTBeHHBIE mpemapaThl IS
koppekuuu HP JIIT

JononauTtenbHas HHGOpMAaIus
3HauMMble JaHHbIE aHaMHeE3a,
CONyTCTBYIOIIME 3a0oieBaHus,
aJeprus

Ilepeuens u OIl€HKA
JOTIOTHUTENBHBIX MaTEPUaIOB

PesynpraTel  1a00paTOPHBIX

UCTIBITAaHUH (B CIy4asx Cephe3HBIX
HP JIII wumm otcyrctBuU (
HEAOCTaTO4HOH) 3¢dexkTnBHOCTH B
COOTBETCTBMH C  HACTOSIIHUM

[Ipuxazom)

OueHka NPUYMHHO CJEICTBEHHOM
cBsa3u Mexay HP u npumenenuem
JITT

O11eHKa B3aMOCBSI3H:

1) Hactynmmno nmu sBieHHE A0 TOTO,
KaK TMalWeHT Hadajdl NPUHUMATh
JIEKapCTBEHHOE CPENICTBO?

2) SBnsercs nM BpeMs 0
HaCTYIUICHHUS SIBIIEHHS
MIPaBIOTIOTOOHBIM (BEPOSTHBIM)?

3) Hactynwio nu siBieHue mocie
Hayaja TpHeMa KaKoro-imoo
JpyToro J1eKapcTBEHHOro cpeacTna’?



10.

11.

Ecnu sBnenue HacTynmuiao BCKope
Iocjie Hayaja IpueMa Apyroro
JIEKAPCTBEHHOTO CPEACTBA, B TAKOM
clydae Hago0 MMETh B BHIY JBE
BO3MOKHOCTH: SIBJIeHIE€ MOTJIO OBIThH
BBI3BAHO HOBBIM JIEKAPCTBEHHBIM
cpeacTBoM. MoOrjio MMETh MECTO
B3aUMOJICHCTBUEC MCEKIY IBYMS
JIEKapCTBCHHBIMA  CPEICTBaMH,
KOTOPOE ¥ BEI3BAJIO SIBIICHHE.

4) Hactynuno nu sBIEHHE MOCIE
MOSIBJIGHUSI KAKOro-TO HOBOTO
3aboneBaHus?

5) CyulecTByeT Iu Kakas-iu0o
Ipyras BO3MOJXKHasi MPUYUHA
HACTYIUICHUS SIBIICHHS?

Bo3MokHO, sIBIIEHUE OOYCIIOBJICHO
3a00JIcBaHUEM, B CBS3H C KOTOPBIM
MAIUEHT MOJTyJYaeT JieueHue?
Bo3MokHO, sBIIeHHE OOYCIOBICHO
HEKHUM JPYTUM COMYTCTBYIOIHM
3a0oneBanreM?

Bo3MoXxHO, sBICHHE OOYCIOBICHO
MPUEMOM KaKOTO-TH00 JApYyroro
JIEKapCTBEHHOTO CpelcTBa,
HA3HAYaeMOT0 MapaIeIbHO?

6) KakoBa peakmus Ha OTMEHY
JeKapcTBeHHOTO cpeactra? [lamuent
Beuteunics? CocTosiHHE IalfeHTa
ynyuirmiock? CocrosiHue  0e3
n3MeHeHui? CocTosTHUE MalueHTa
yxyamumiocsk? Peakuus Ha oTMEHY
HeuszBecTHa? B TakoM ciyuae
HE00X0IMMO 00s3aTENBFHO 3aIINCaTh
"HEM3BECTHO".

7) KakoBa peaxuus Ha TOBTOPHOE
Ha3HauYeHHWE  JIEKapCTBEHHOTO
cpenctea? (Ecnm mpuMeHHMO)

Kareropuu B3aumocss3u:

HJocTtoBepHasd
MIPUYHHHO-CIICICTBCHHASs]  CBS3b
KJIMHHUYECKHE MPOSBICHUS
CUMIITOMOB  HEXXeJIaTeIbHOU
PEaKIiy, BKIIOYAs HEXKETATEIbHBIC
H3MEHEHHUS nabopaTOPHBIX
IOKa3aTelIeH:

CBSI3aHBI TI0 BPEMCHH C TIpUEMOM (
MPUMEHEHUS) JICKapCTBEHHOTO
CpEeICTBa;

HE MOTYT OBITh OOBSCHEHEI
HaJn4ueM COMYTCTBYIOIIUX
3a007€BaHU WM OJHOBPEMEHHO



NpUHHUMACMbIMHU ApyrumMmun
JICKAPCTBCHHBIMU CPEACTBAMMU,
OTMCHa nmoao3peBacMoro
JICKAPCTBCHHOT' O npcemnapara,
TIO3BOJIIET TOYHO OIIPEACITUTH
B3aNMMOCBA3b HeXeaaTelbHON
pe€aKkuouun C npueMom
JICKapCTBCHHOT'O ITperiapaTa

Bo3smMoxuas
MIPUYMHHO-CJIEICTBCHHAS CBSI3b™**:
KJIMHHUYECKHE MPOSBICHUS
CUMIITOMOB  HEXXeJIaTeIbHOU
peaKuI/m, BKJIKOYasa HCXKEIATCJIbHBIC
W3MEHEHHUS nabopaTOPHBIX
MTOKa3aTeNe, CBA3aHbI IO BPEMCHU C
MIPUEMOM JIEKapCTBEHHOTO CPEICTBA;
MOTYT OBITh OOBSICHEHBI HATHYHUEM
COITYTCTBYIOUINX 3a00JIEBaHUH K
OHOBPEMEHHO N PHHUMAaEMBIMHU
JIEKapCTBEHHBIMU CPENICTBAMHU;
nHQOpMAIUsI O pe3yibTarax
MpeKpanieHus npueMa
JICKapCTBEHHOTO cpencTBa
OTCYTCTBYET JINOO HETOCTOBEPHA

BeposiTHasi npUYMHHO-CIIEACTBEHHAS
CBS3B**:

KJIMHUYECKHE MPOSIBIICHUS
CUMIITOMOB  HE¥XeJaTeJIbHOU
peakuuy, BKIOYash HeXKellaTeIbHbIe
HU3MEHEHUS 1abopaTopHBIX
TIOKa3aTesiel, CBSI3aHbl 110 BPEMEHH C
pueMOM (mpuMeHeHH)
JIEKApCTBEHHOT'O CPE/ICTBA;

HE MOTYT OBITh OOBSCHEHHI
HaJU4UeM  COINYTCTBYIOIIMUX
3a00JIeBaHUN WJIM OJTHOBPEMEHHO
MPUHUMAEMBIMH JpYyTUMU
JIEKapCTBEHHBIMH CPEJICTBAMH;
perpeccupyIoT Hocie MpeKpaIieHust
npuema (mpuMeHeHus)
JIEKapCTBEHHOT'O CPE/ICTBA;
mpenapar HOBTOPHO HE Ha3zHAJaJICs
WM pe3yIbTaT HEM3BECTCH.

CoMHUTENBbHAS
MIPUYNHHO-CIIEACTBEHHAs CBSI3b!
KJIMHUYECKHE MPOSIBJICHUS
CHMIITOMOB  HE)KeJlaTeJIbHOH
peakuy, BKIIOYas HeKelaTelbHbIC
W3MCHEHUS nab0paTOPHBIX
IOKa3aTesei, He CBSI3aHBl SBHO IO
BPEMEHHU C MIpUEeMOM (TIPUMEHEHUEM
) IEKapCTBEHHOTO CPEJICTBA;



12.

MOTYT OBITh OOBSICHEHBI HATHYHUEM
COMYTCTBYIONINX 3a00JICBAaHHUI FITH
OJHOBPEMEHHO TPHHUMAaCMBIMHU
JIpYTUMHU JIEKapCTBEHHBIMHU
CpeicTBaMu;

VYcioBHasI MPUYHUHHO-CIICICTBCHHAS
CBSI3b:

Tpebyer MOJy4YeHHUs
JOTIOTHUTEITFHOW HH(POPMAIMH O
MOOOYHOM JEWCTBUU M (HWIH) O
ManueHTe, MPUHUMABIIEM 3TO
JIEKapCTBEHHOE CPENICTBO;

nubo aHanu3z HWHPOPMAIUH
BBISIBICHHON  HEXEJIaTeIbHOM
peaknuu He OKOHYECH Ha MOMEHT
OIICHKU TMPUYUHHO-CJICICTBEHHOM
CBSI3M MKy TOOOYHBIM JICHCTBHEM
U TPHEMOM JIEKapCTBEHHOTO
CpEeICTBa;

He nopnarommuecs xnaccudukanuu
MIPUYUHHO-CIICZICTBEHHAsI  CBSI3b
COOOLICHHS O MO0J03PEBAEMBIX
NOOOYHBIX PpEaKUHAX HEeIb3s
OLICHUTb, TaK KaK HET JJOCTaTOYHOMH
HHpOpPMALMU WIU K€ OHa
MIPOTUBOPEYHBA

OtcyTcTBHE apdexTa (
3¢ $EeKTUBHOCTH)
OrcyrcTBUE 0XHUJaeMOu

3¢ QeKTUBHOCTH BCeraa CIeayeT
3alUChIBATh KAk  sIBJICHHE.

Heobxonumo MPaBIIBHO
HCIIONB30BAaTh TEPMHHBI IS
ONMHUCaHUSA SIBJICHUN "

HEAPPEKTUBHOCTH JICKAPCTBCHHOTO
cpencrsa" " "CHH)KEHHE
3¢ PeKTUBHOCTH JieKapcTBa'.
[Ipuyunbt HEJAO0CTaTOYHONI
3((HEeKTHBHOCTH MOTYT BKIIOYATh
ciemyromee:  JIEKapCTBEHHOE
CPEACTBO HE COXpaHseTci B
OpraHu3Me 1o MPUYUHE PBOTHI UK
CWJIBHOW JTMapew; HeloCTaTOYHas
MPUBEPKEHHOCTh  TAI[MeHTa
Ha3HAYCHHOH cXeMe JIeUCHUS;
HeaJieKBaTHasl 7103a;

HU3KOE KadecTBO JIEKApCTBEHHOTO
CpeACTBa;
¢danscupunupoBaHHOE
JIEKapCTBEHHOE CPE/ICTBO;

HEBEPHO MTOCTABJICHHBIN THArHO3;



B3aUMOJEIICTBUE, CHUXKAIOIIEe
YpOBEHb IIpernapara B KpOBH;
JIEKapCTBEHHAsA yCTOWYMBOCTD

Pe3ynpTaT OLIEHKH B3aUMOCBSI3H
ITocne BBINONHEHHS OICHKH
B3aMMOCBSI3U HEOOXOIUMO yKa3aTb
OJIMH U3 CIEIYIOIUX IIYHKTOB:
peakuus (HexenaTeIbHas peakiys):
SIBIE€HUS, IS  KOTOPBIX
MPUYUHHO-CIEJCTBEHHAs]  CBS3b
ompenenseTci Ha  YpOBHE
JIOCTOBEPHOM, BEPOSITHOW WM
BO3MOXHOH M KOTOpHIE B
COBOKYNHOCTH OTHOCAT K 4uciay "
peakiuil", MOCKOJBKY ISl HHUX
MpeAIoaaraeTcsa BepOSITHOCTb
Halu4uus  B3aUMOCBS3H  C
Ha3HAYCHHEM JICKapCTBEHHOTO
cpencTsa (CpeacTs).

HexenarenbsHoe SIBJICHUE:
CnyyJaifHbIC SBJICHUSA: SIBICHUS, JJIS
KOTOPBIX TPUYNHHO-CIICICTBCHHAS
B3aUMOCBSI3b OIIPENENIeTCS Kak
COMHUTENbHAA, IOCKONBKY UX
COBMAJICHWE C Ha3HAYCHUEM
JIEKapCTBEHHOTO CpeAcTBa
pacueHuBaercs Kak ciayyaiiHoe. Ux
CIIeyeT OTHOCUTHh B OTAEJIbHYIO
TPYIIy, TOCKOIBKY OHH MOTYT
MPEeACTaBIATh  3HAYUTEIBHYIO
LIEHHOCTh B BBISIBJICHUU CHUTHAJA.
SIBneHus1, KOTOPBIE KOOUPYIOTCS KaK
HeolleHNBaeMble, He0OX0IuMo OyeT
MIPOAHATU3UPOBATh JTOTIOJHUTENIHHO,
U HUX CleayeT HCKJIIYUTh U3
aHamu3a. SIBIEHHS, KOTOpHIC
KOAUPYIOTCS Kak
HeKJIaccu(UIIpPyeMbIe, OTHOCATCS K
MIPOMEXKYTOUHON KATETOPUH, U UX
OIIEHKY CIIeAyeT MOBTOPHUTH, KOTa
MMOSIBUTCS JIOTIOJIHUTEIbHAS

nHpopManys
13. 3aKIIrOuYE€HHE U BBIBOIBI:
14. PexomMmenmamuu:

[Ipumeyanue:
* Eciim madopManus 10CTyIHa
**B ciyyae cMEpTH NPUYUMHHO-CIEICTBEHHYIO CBS3b HENb3sl PACIEHHUBATh KakK
BEPOSATHYIO, TaK KaK B 3TOM CJIy4yae HEBO3MOXXHO YBUAETb 3PPEKT OTMEHBI JIEKAPCTBEHHOT'O



cpeactBa. OaHako, TpU HAIUYUM TPUEMIEMON BPEMEHHOW B3aMMOCBSI3H MEXKITY
NPUMEHEHUEM  JICKApCTBEHHOTO  Tpemapara W JIeTalbHBIM  HCXOJOM,
MIPUYUHHO-CJICICTBEHHYIO CBSI3b MOYKHO PACIIEHUBATh KaK BO3MOKHYIO.

®.1.0. (mpu HATUYUH), PyKOBOJAMTEIS CTPYKTYPHOTO

IOIpa3AeIICHUs [Tonnuce

@®.1.0. (npu HAIMYKHM ), SKCTIEPTA [Toanuck

IIpunoxenue 4
K MIpaBHUJIaM TPOBEACHUS
(hapmakoHa130pa 1 MOHUTOPHHTA
0€301IaCHOCTH, KaYeCTBa U
3 GeKTHBHOCTH MEAUITMHCKUX
W3AEIni

®dopma
NpeIHa3HaueHHas ajs coopa
AIMUHHUCTPATUBHBIX JaHHBIX

Cnocka. [Ipunoxenue 4 - B penakuuu npukaza Munuctpa 3apaBooxpanenus PK ot
26.11.2025 Ne 153 (BBOAMTCS B JIEMCTBUE MO UCTEUCHUU JECITH KaJCHIAPHBIX JHEU MOCIIe
JTHSI €r0 MEPBOro OPUIIUATIBHOTO OMyOIMKOBAHUS).

[IpencraBnsiercs: B roCy1apCTBEHHBIM OpPraH.

dopma, npegHa3HAYEHHAS JIJIs1 COOpa aIMUHUCTPATUBHBIX JaHHBIXHA 0€3BO3ME3THOM
OCHOBE pa3MeIlleHa Ha MHTEPHET — pecypce: https:// www.gov.kz/memleket/entities/kmfk;

HaumenoBanue anMuHUCTpaTUBHOU (opMbl: OTUET O MOCTYMUBIINX KapTaX-COOOIICHUIX

WNunexc Gpopmbl, npeaHazHavyeHHOM 7151 cOOpa aAMUHUCTPATUBHBIX JIAaHHBIX Ha
0e3B03Me3JHOI OCHOBE (KpaTkoe OyKBEHHO-UM(POBOE BbIpaXKEHHE HAUMEHOBAaHUS (DOPMBI):
1-0O;

[leproanIHOCTD: eXKEeMeCsUHas;

OTueTHBIN EepUOoI; 20  rona;

Kpyr opranuzamuii, mpeactaBistomux Gopmy, npeaHa3HaueHHYO 1)1 cOopa
aJIMUHUCTPATUBHBIX JaHHBIX Ha 0€3BO3ME3/IHOIM OCHOBE: SKCIIEPTHAsI OpraHU3alus

Cpoxk npencrapieHus Gopmbl, IpeHaA3HAYSHHON JIsl cOOpa aIMUHUCTPATUBHBIX JTAHHBIX

Ha 0e3BO3ME3HON OCHOBE: K | uncily Mecsa, CIeIyIOIIEro 3a OTYETHBIM.
b1H

Meton npeacrasieHus (Ha 0yMa)>KHOM HOCHUTENIE, B 3JIEKTPOHHOM BU/JE, TIOCPEICTBOM
KOMIIbIOTEPU3UPOBAHHON CUCTEMBI TEJIE(OHHOTO OMIpOca, IIPH JUYHOM OIPOCe
MHTEPBBIOEPOM
C MCTIOJIb30BaHUEM OYMa)KHOTO HOCHUTEJS, IPU JIMYHOM OIPOCE UHTEPBBIOEPOM C



HCIIOJIb30BAHUEM
MEePCOHATBHOTO BHIYUCIUTEIHLHOTO YCTPOMCTBA): B SJIEKTPOHHOM BH/IC.

Wndopmanns o cepre3HOi
HEXKeJIaTeIbHON peakiuu
HOEeUCTBUU C MCXOJ0M

nUs HHUX B

n.n

. cMepTh", "yrposa xu3Hu",
Bcero  cmoHTaHHBIX rOCy/IapCTBEHHBIN OpraH " OTEVTCTBHE
KapT-cooOIleHnit  3a oTnpaBieHHbIe nuckMa (0 IIpuHSTHIE MEpbI Y " "
. . . spdexTuBHOCTH",
OTYETHBIH TIEPHO. Cephe3HOI HEXKeNaTeTbHOM \
nmepeno3upoBka’, Tmpu
peakium)
NpUMCHEHUH
MOJI03pEeBAEMOTO
npenapara
1 2 3 4
HaumenoBanue Anpec
Tenedon
aapec SHGKTPOHHOfI IMOYTHI
Hcnonaurens

(dbaMumus, UMSL ¥ OTYECTBO (TIPY €ro HAJTUYHUH) TTOANKCH
PYKOBOJUTENb WIH JIULO, UCTIOIHSIOLIEE €ro 00I3aHHOCTH

(dbamMumnus, UMl ¥ OTYECTBO (TPU €ro HAJTUYHUH) MOANKCH
Mecro s neyatu
(32 MCKJIFOUEHHUEM JIULL, SIBJISIIOIIMXCS CyOBEKTaMHU YaCTHOTO MPEANPUHUMATEILCTBA)

(ITeyaTs)

[Tpunoxenune x Gpopme,
MpeIHa3HauYeHHOM TSt cOopa
AIMUHHUCTPATUBHBIX TaHHBIX

[Tosicuenue 1o 3amoaHeHUIo0 GOPMBI, MPETHASHAUYCHHON JIJIsl cOOpa aAMUHUCTPATHUBHBIX
JTAHHBIX Ha 0€3B03Me3THOM OCHOBE "OTUeT 0 MOCTYMHUBIINX KapTax-COOOMIeHUAX"
(Uupnekc: 1-0, exxemecsiuyHas)

I'masa 1. OO1IMe OI0KEHUSA

1. HacTosimiee nosicHeHue onpeaenseT eauHble TpeOOBaHUS MO 3aMOJHEHUI0 (OPMBI,

peaHa3HAYeHHOM 11 cOopa aAMUHHUCTPATUBHBIX JAHHBIX Ha Oe3Bo3Me3aHOM ocHOBe "OTUer
0 MOCTYIHUBIINX KapTax-coobmieHusx" (nanee — ®opma).

2. @opma pEACTABISAETCS €KEMECIYHO K | 4HCITy Mecsa, CIEAYIOMErO 32 OTYETHBIM.

3. ®opma MOJNUCHIBACTCS UCIIOJHUTEIEM U PYKOBOJIUTENIEM WUJIU JIMIIOM, UCTIOJHSIOIUM
€ro 00s13aHHOCTH, C YKa3aHUEM ero (paMuiiii U UHUITMAJIOB, a TAKXKE JaThl 3aM10THEHUS.

4. ®opma 3amoIHAETCS Ha Ka3aXCKOM M PYCCKOM SI3bIKaX.

5. TepMuHBI U OIIPEACIICHUS, UCTIOJIB3yEMbIE B POpME aIMUHUCTPATUBHBIX JAHHBIX:



1) nepeno3upoBKa — NpUMEHEHHE JIEKAPCTBEHHOTO MpernapaTa 3a OJUH MpueM Ju0o B
TEUEHHE JIHS B KOJHMYECTBE, KOTOPOE IMPEBBIIMIAET PEKOMEHIYEMYIO MAaKCHUMAaIbHYIO
CYTOYHYIO 103y B COOTBETCTBUHU C OJOOpPEHHON 0OIIel XapaKTepUCTHUKOMN JIEKAPCTBEHHOTO
CPEIICTBA U MHCTPYKIMEHN IO METUIIMHCKOMY TPUMEHEHUIO;

2) rocynapCTBEHHBIM opraH B cdepe oOpalieHUs JIEKapCTBEHHBIX CPEACTB U
MEJUIIMHCKUX H3AENHI (fanee — rocylIapCTBEHHBIN OpraH) — roCyJapCTBEHHBIH Opra,
OCYILECTBIISIOIIUA PYKOBOJACTBO B cdepe oOpalleHus JEeKapCTBEHHBIX CPEACTB U
MEJUIIMHCKHUX WU3/IeNTUH, KOHTPOJIb 32 O0pallleHueM JIEKApCTBEHHBIX CPEJICTB U MEIUIIMHCKUX
U3ACIINN;

3) orcytcTBHE 3PHEKTUBHOCTH JIEKAPCTBEHHOTO CPEJICTBA — OTCYTCTBUE OIaronpusiTHOTO
JUArHOCTUYECKOr0, JI€YEeOHOTro WM MNPO(PUIAKTUYECKOTO JEUCTBUS JIEKapCTBEHHOIO
CpeacTBa Il YCTaHOBJICHHS XapakTepa 3a00JIeBaHUs, €r0 TEUEHHs, JUIMTEIbHOCTH WU
KOPPEKIMU COCTOSIHUA, WU (usnosiornyeckux (YHKUMM oOpraHu3Ma 4YejloBeKa B
COOTBETCTBHHM C MOKA3aHUSIMH K IPUMEHEHHUIO, YKA3aHHBIX B MHCTPYKLHMH 111 METULUHCKOTO
IPUMEHEHHS;

4) cepbe3Has HexeJlaTeabHask peaKius — HeXxenaTellbHas peakuus, KOTopas MPUBOJIUT K
CMEPTH, MPEJACTABISAET Yrpo3y Ul KU3HU, TpeOyeT roCHUTaIM3alUy IMallueHTa WIN €€
NpOAJIEHUS, NPUBOJUT K CTOHKOM JIMOO BBIPAXKEHHOW HETPYJIOCIOCOOHOCTH WU
MHBAJIUIHOCTH, K BPOKJICHHBIM aHOMAJIUSIM WM MTOPOKaM Pa3BUTHS, TPEOYET MEIULIUMHCKOTO
BMeEIIATENBCTBA IS IPEOTBPAILICHUS Pa3BUTHUS IEPEUUCIICHHBIX COCTOSIHUM, a TakxkKe Jro0as
HEMpeJaHAMEpEeHHasl IMoJo3peBaemMas Ilepelada 4Yepe3 JEKapCTBEHHBIM Ipernapar
MH(EKIIMOHHOTO areHTa;

5) MHAUMBUAYaJIbHOE COOOIIEHUE O HEXKEIATEIbHOM peakuuu — HHPOpMaLus,
neperaBaeMasi B COOTBETCTBUU C YCTAHOBJICHHBIMU (POPMOM U coiepKaHUEM, 00 OJHOMN WU
HECKOJIBKMX MOJ03PEBAEMbIX HEKENATEIbHBIX pPEaKUMsIX Ha JIEKapCTBEHHBIM mpemnapar,
BO3ZHMKAIOIIUX Y OTAEJIBHOTO NAMEHTA B ONPEAEICHHBIA MOMEHT BPEMEHU.

['naBa 2. [TosgcHenue mo 3anoaHeHno Popmsl

B rpade 1 yka3zpiBaetcs oOmiee KOJTUIECTBO CIIOHTAHHBIX KapT-COOOIICHUI 32 OTYCTHBIN
NEPHUOT;

B rpade 2 yka3piBaeTcsi HOMEpPA U 1aTa MUCbMa O CEPbE3HON HEXENATeIbHOM PEAKINH C
yKa3aHUEM HOMEpa PEruCTPAlMOHHOTO YAOCTOBEPEHUS B TOCOpPTaH OT 3KCH Opral,
HAaMMEHOBaHUs, JJEKapCTBEHHON ()OPMBI, TO3UPOBKHU U MPOU3BOJUTENS;

B rpade 3 ykaspiBaeTcsi MpUHSTBIE MEPHI 1O CEPHE3HOM HEXKENaTeNbHOW peakiuu (
OCYILIECTBIIAETCA COOp JAOMOJHUTENbHOW HH(MOpPMAIUMK, CiIy4dail 3aKpbIT, MpPHUKa3 O
IIPUOCTAHOBJICHUU U APYTHE);

B rpade 4 ykazpiBaercs uHboOpManus O BUJIE CEPbE3HON HEXeIaTeIbHON peakiuu u
ucxone (aHaWIAKTHYECKHH MIOK, OTCYTCTBHE d(PdeKTa, YXyIIIEHHE COCTOSHUE;
rOCIUTATU3ALINS, CMEPTh, YIyUIlIEHUE U APYTHE).



IIpunoxenue 5 x [IpaBunam
npoBeaeHus papMakoHan3opa u
MOHHUTOpHHTA 0€3011acHOCTH,
KadecTBa U 3 HeKTHBHOCTH
MCIUIIMHCKHX PI3II€.]'II/II71

dopma
C'rpyKrypa NECPHOANICCKOTO 00HOBIIIEMOT0 0TYETa MO 6€30MaCHOCTH

1. TUTYNBHBIN JIUCT, BKIIIOYAs YIOCTOBEPSIOINIYIO MOAMHCH;
2. KpaTKOe U3JIOKEHUE OCHOBHOTO COJICPKAHUS:
1) Tabnuiia copepKaHusi OTUETA:
2) BBEJ/ICHHE;
3) perucTpalMoOHHBII CTaTyC B MUPE;
3. Mepbl, IPUHSATHIC 32 OTYETHBINA MEPHO/I, B CBA3U C IAaHHBIMU 110 0€30IMaCHOCTH;
4. M3MEHEHUs, BHECEHHbIE B CIPABOYHYIO HHpOpMalUi0 N0 Oe30MacHOCTH
JIEKapCTBEHHOTO Tpenapara;
5. OlleHKa KOJIMYECTBA MAllMEHTOB, MOABEPTIINXCS BO3JACHCTBUIO JIEKAPCTBEHHOIO
npenapara:
1) obmiee KOIMYECTBO MAIUEHTOB, MOJBEPTIIMXCS BO3JCHCTBUIO B KJIMHUYECKHUX
HCCJICIOBAHUSX;
2) o0111ee KOJTMYECTBO MALIMEHTOB, MOABEPTIINXCS BO3EHCTBUIO IO TJAHHBIM TPUMEHEHUS
Ha PBIHKE.
6. 000011IeHHBIE TAOJIMYHBIE TaHHBIE:
1) cipaBouHast HUH(pOpMaLus;
2) o0o6meHHass HHGOPMAITUS 110 CePbEe3HBIM HEXKeNaTeIbHBIM PEaKIUsIM, BBISIBICHHBIM B
X0J1€ KIIMHUYECKUX HUCCIIEIOBAHUIM;
3) 06o6menHast tHGpOpMaIUs MO0 JAHHBIM MTOCTPETUCTPAIIMOHHOTO TPUMEHEHU .
7. pe3toMe BaXXHBIX JIaHHBIX, MOJYYEHHBIX B XOJ€ KJIMHUYECKUX HCCIICTOBAHUM 3a
OTYETHBIN MTEPUOL;
1) 3aBepilieHHbIE KIMHUYECKUE UCCIICIOBAHUS;
2) NPOJOJIKAIOIINECS KIMHUYECKUE UCCIICIOBAHUS;
3) IIMTENBHBIN TOCIICTYIOMUA MOHUTOPHHT
4) UHOE TepaneBTUYECKOE MPUMEHEHUE JIEKAapCTBEHHOTO Mpernapara;
5) HOBBIE JaHHBIE MO OE30MACHOCTH B OTHOIICHWW Ha3HAYCHHS (DUKCHPOBAHHBIX
KOMOMHAIUH.
8. TaHHBIC HEMHTEPBEHIITMOHHBIX UCCIICIOBAHU;
9. naHHbIE IPYTUX KIMHUYECKUX UCCIEAOBAHUM U U3 IPYTUX UCTOUYHUKOB;
10. maHHBIC JOKIMHUYECKUX HUCCIICIOBAHUM;
11. nureparypa,;
12. npyrue nepuoguyecKue OTYETHI;



13. HegocraroyHasi TepaneBTUYecKas dPPEKTUBHOCTh B KOHTPOIUPYEMBIX KITUHUYECKUX
UCCJIEI0BAHUSX;
14. Baxxnas nadopmarus, moJydeHHas rnocie 3aBepiieHus noarorosku [10b;
15. 0030p cUrHaIOB: HOBBIE, pacCCMaTPUBAEMbBIE U 3aBEPILICHHBIE;
16. curHanel ¥ OLIEHKA PUCKA:
1) o6o0marontas naopMalus Mo npoodiemam OE30MaCHOCTH;
2) OlIeHKa CUTHAaJa;
3) o1leHKa PUCKOB U HOBOM MH(OPMAIINK;
4) xapakTepUCTHKA PUCKOB;
5) 3bHeKTUBHOCTH MEP MUHUMH3AIINN PUCKA (€CIIH TPUMEHNMO).
17. olleHKa MOJIL3EI:
1) BaxxHas 6aszucHas nHGopManwmst Mo 3H(HEKTUBHOCTH B XOJI€ KITMHUICCKUX UCTIBITAHUN 1
NPUMEHEHUS B MEUIIMHCKON MTPAKTHUKE;
2) HOBas BbIsIBIEHHAs H(popMalus no 3PPEeKTUBHOCTH B XO€ KIMHUYECKUX UCTIBITAHUM
Y IPUMEHEHHS B MEAUIIMHCKON TIPAKTUKE;
3) XxapaKTepUCTUKA MOJIb3HI.
18. uHTErpUpPOBAHHBIN aHATN3 COOTHOIICHUS TOJb3a-PUCK MO 0JI0OPEHHBIM TOKA3aHUSIM:
1) KOHTEKCT COOTHOILIEHHS MOJIb3a-PUCK — MEIUIMUHCKAsE MOTPEOHOCTh M BayKHbIE
AbTEPHATUBBHIL;
2) olleHKa MpOoLIeIypbl aHAIM3a COOTHOIIEHHUS TOJIb3a-PUCK.
19. 3akimroueHue U ACUCTBUS;
20. npunoxenus k [10b.
[1Ob BKIIOYAET caeayromue MPUI0KEHU:
1. cipaBOoYHast UH(PpOpPMAIIUS;
2. KyMyJIATHBHBIE 000011at0Ie TabJIUYHbIE TaHHbIE M0 CEPHE3HBIM HEXKEIATEIbHBIM
SIBJICHUSIM, BBISIBJICHHBIM B X0/1€ KIIMHUYECKUX UCCIEIOBAHNN (MCTIBITAHUN );
3. KyMyJIATUBHBIE M UHTEPBaJIbHbIE 0000IIAONINE TAOIHYHbBIE JAHHBIE M0 CEPHE3HBIM U
HECEPbE3HBIM HEXEIATEIbHBIM PEAKIMIM MO JAHHBIM MOCTPETUCTPALIMOHHOTO MPUMEHEHNS,
4. TabnMYHbBIE JaHHBIC IO CUTHAJIAM;
5. OLIEHKA CUTHAJIOB, €CIIA PUMEHUMO;
6. IepeveHb BCEX MOCTPETUCTPAIIMOHHBIX UCCIEOBAaHUHN MO0 0€30MaCHOCTH.

ITpunoxenue 6 k IlpaBunam
npoBeeHus papMakoHan3opa u
MOHHUTOpPHHTA O€30TI1aCHOCTH,
KadecTBa U 3 ekTuBHOCTH
MEIUIMHCKUX U3EIHH

®opma

OKCIepTHOE 3aKII09YEHHE TI0 OEHKE IEPHOIHIECKOr0 OOHOBIIIEMOr0 OTIETa IO 0€30MacHOCTH
JIEKapCTBEHHOT'O CPEACTBA



(Yka3zaTh Ha3BaHUE JIEKAPCTBEHHOTO CPECTBA) (IJ1s1 BCEX JICKAPCTBEHHBIX CPEACTB, KpOME
BaKI[MH 1 OMOTEXHOJOTUYECKUX TIPETapaToB)

Howmep nepuoanueckoro o0HOBIsIeMOro otuera o 6e3omnacuoctu (naiee - [I00B) B
Peectpe ITOOB:

Howmep I1OODb, npucBoennslii JIPY:

[Tpouiemypa (BEIOpaTh HYKHOE U3 HIDKECIEAYIOIIETO):

CTaHAapTHAs IMEPUOIUYHOCTh

ocobast mepruoJUIHOCTH (110 crucky pedepenTtHsix nat EC)

10 3aIPOCy YIOJTHOMOYEHHOM OpraHu3aIiim)

AxTuBHOE(bIE) BElIECTBO(a):

[Tepuon, oxBaueHHsl gaHHbIM [IOOb: ¢ o 20 T

JUL.MM.TTTT. JIJT.MM.TTTT.
1. CnpaBouHast uHbopMaIms

TOpFOBoe Ha3BaHHC

MHH unu Ha3BaHUe 1EHCTBYIOIIETO
BEIIECTBA MJM COCTaB JUIA
KOMOWHHUPOBAHHBIX IIpENapaToB

MexyHapoHas 1aTa perucTpanny,
CTpaHa; HOMEpP PErHCTPAIIOHHOTO

ynoctoBepenus PK, nara
perucrpanyu

dapmakoTepaneBTH4ecKas rpymma (
kon ATX)

[Toka3aHus K IPUMEHEHHUIO, CIIOCO0
MIPUMCHCHUSA

JlekapcTBeHHBIE  (QOPMBI W
JO3UPOBKH

2. OcHoBHas uHboOpMaIUs

Kpatkoe uznoxenue ganusix [100b
Paznensr [IOOb U TIpelBapUTEIbHBIC KOMMEHTAPHH
JKCIIepTa

OmnucaHue akTUBHOTO BEIIECTBA, €T0
(hapMaxoTepaneBTHIECKOe AeiCTBIE

HN3menennss B uHPOpPMAIIUU O

JIEKapCTBEHHOM CpelcTBe,
npennoxennsie JIPY B pamkax
storo IIOOb

PeructpanuonHbii cTatyc

JICKapCTBCHHOT'O CPEICTBA

Mepbl, TOpUHATHIE B TCYCHUE
OTYETHOTO MEPUOJA MO MPUIMHAM
06e30macHOCTH



5. WN3MeHeHHss B  CIPaBOYHOH
nHpOpMaKHU 10 0€30IaCHOCTH

OreHKa 3KCIO3UINN: KyMYJISITHBHOE
WM WHTEpPBaJbHOE KOJHUYECTBO
6. nanueHToB, nonyuusmux JIC npu
KIIHHUYECKUX HCIOBITAHUAX U B
MIOCTPETUCTPALTMOHHBIN TIEPHOT

KpaTtkuii KOMMeHTapHil 0 uToram
7. PacCMOTpPEHHUS TaHHBIX B CBOJHBIX
Tabaumax

Pesrome BaXXHBIX JaHHBIX
8. KIUHAYECKUX HCCIEeIOBaHUN B
TEYCHHE OTUCTHOI'O I€puoaa

HaHHHe HCUHTCPBCHIMOHHBIX

9. .
HCCIIeIOBAaHUN
JlaHHble JPYruX KIMHHYECKHUX
10. HCCIeAOBaHUN M U3 JpYyTHUX
HCTOYHHUKOB
1 JlaHHBIC JOKJIMHUYECKHUX
’ HcCleIoBaHmi
12 JIuteparypa
13 Baxxnast mH(bopManus mocie AaThl
' 3aKkpeITUs 0a3bl qaHHbIX [I00b
OmeHKa CUTHAJIOB: HOBBIE, TEKYIIHE
14. WJIM 3aKpBIThIE B TEUEHNUE UHTEpBAIa
OTYETHOCTH
15 OueHka PpUCKOB UM HOBOH
’ uHbOpMAIIH
16. XapaKTepuCTHKA PUCKOB
17. OreHka MoJb3bl
18 OneHka aHanW3a COOTHOIICHUS

TOJB3BI (PHUCKOB).

Or1eHKa UHTETPUPOBAHHOTO aHAJH3a
19. MOJIb3bI M  PHUCKOB  JIA
YTBEPIKACHHBIX MOKA3aHUM

20. 3akiroueHmne

3. BeiBOaBI

COOTHOINIEHHWE TMOoJib3a (PUCK)  COXpaHseTcs
OMarompuATHBIM HM HET HeoOXOJAMMOCTH B
PCKOMEHTAITUY TIPUHSTHUS PETYJIATOPHBIX MEp

COOTHOIICHHE ToJb3a (PUCK) CcOXpaHsieTcs

OIaronpusATHEIM, HO TpeOyeTcsl BHECEHIE N3MEHEHHUH B
00IyI0 XapaKTepUCTHUKY M HHCTPYKLIHIO IO

MEIUIIMHCKOMY MPHUMEHEHUI0 (JIMCTOK-BKJIAJBII)
JIEKapCTBEHHOTO CpEJCTBA MJIM BHEAPEHHE IIIaHa
YIIpaBJICHUS] PUCKAMU C LIENBIO YIIPABICHUSI PUCKaMH U
X MUHUMH3ALIH



COOTHOIIEHHWE ToJIb3a (PUCK) CcOXpaHsAeTCs
OJlaronmpusTHEIM, HO TpeOyeTcss TNpOBEACHHE
MOCTPETUCTPALMOHHBIX HCCIIEA0BaHNI 0€3011acHOCTH ¢
HEeNbI0 OLIGHKM HOBBIX JaHHBIX, BIHUAIOMIMX Ha
COOTHOIIICHHE TTOJTB3a (PHCK)

ImoJib3a HC NpeBLIIIACT PUCKHU, Tpe6yeTca
MPUOCTAHOBUTL MWJIM OTO3BATh PCETUCTPAIMOHHOC
YAOCTOBEPCHUC JICKAPCTBEHHOI'O CPEACTBA

4. PexoMeHaauu
BwiBoJIbI M OCHOBaHUS MJis BHECEHHSI U3MEHEHHH B OOIIYI0 XapaKTEPUCTUKY U
MHCTPYKIIUIO 110 MEAUIIMHCKOMY MPUMEHEHUIO (JIMCTOK-BKJIA/bIII) JIEKAPCTBEHHOTO CPEJICTBA
, BHEIpPEHUs IUJIaHA YIPaBJICHUS PUCKAMHU C LEJIbI0 YIPABICHHUS PUCKAMH U UX
MHHUMM3ALUUAWIA IPOBEACHUS TOCTPETUCTPALIMOHHBIX UCCIIEIOBAHUI
®.1.0. (mpu HAIUYUK), PyKOBOAUTEISI CTPYKTYPHOTO
IOIpa3AeJICHUs [Toanuce

®.1.0. (mpu HaTM4YMM), SKCTIepTa [Toanuce

ITpunoxenue 7 x IlpaBunam
npoBeeHus papMakoHan3opa u
MOHHUTOpPHHTa OE30TI1aCHOCTH,
KadecTBa U 3 ekTuBHOCTH
MEIUIMHCKUX U3IETTHH

®opma
Crpykrypa u conepxanue ITYP*

[TYP Bxirovaet B ce0st 7 mHGOPMAIIMOHHBIX YaCTEH:

qacTh | - 0030pHas nHpOpMAITUS 110 JICKAPCTBEHHOMY IMpernapary;

4acTh 2 - cnenuduKams mo 6e30MacHOCTH:

MoxyJib CI - ann1eMroIorust MOKa3aHu 1Mo HEJIEBbIM MOMYISLUSIM;

Moaynb CII - TOKIIMHUYECKas 4acTh;

moxyJib CIII - Bo3meicTBrE TEKapCTBEHHOIO Mpenapara B X0A€ KIMHUYECKUX
HUCCIIeOBAHMM;

Moyib CIV - monynsiiiuu, He U3y4YeHHBIE B X0JI€ KIMHUYECKUX MCCIIeT0BAHUM;
MoayJib CV - TOCTPETrUCTPAIMOHHBINA OTBIT TPUMEHEHHUS;

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

moxayJib CVIII - 06001ennas nadopmanus no npoodiemam mo 6€30nacHOCTY;
4acTh 3 - IJIaH 1o (papMaKoOHAA30pY;

4acTh 4 - MJIaH MOCTPETUCTPAIMOHHBIX HCClieT0BaHU 3 (PEKTUBHOCTH;

4acTh 5- MEphI 10 MUHUMU3AIMK PUCKOB (BKJIFOYAs OLIEHKY d()DPEKTUBHOCTH MEp
MUHUMU3AIUU PUCKOB);

yacTsb 6 - pestome [IVP;



4acTh / - MPUIOKECHUS.

Ecnu ITYP cocraBisiercss Ha HECKOJIBKO JIEKAPCTBEHHBIX PENAapaToB, I KaXXI0I0 U3

JIEKAPCTBEHHBIX MPENApaTOB MPEIyCMATPUBACTCS OTACIIbHAS YaCTh.

[TYP conepxut creayromuye NpuiloKeHUs:

npuioxenue Ne 1 k [TYP: Tekymas (vim npennaraeMasi, €CJiv JISKAPCTBEHHBIN Mpenapar
HE

3apeructpuponan) Bepcus OXJIIT u UMII (JIB);

npuinoxerne Ne 2 k [TYP: Kpatkuit 0030p BBIMOTHAEMBIX U 3aBEPIIEHHBIX TPOTpaMM

KJIINHUYECKUX UCCIEN0BAHUN;

npunoxerne Ne 3 k [TYP: Kparkuit 0030p BBIMOTHAEMBIX U 3aBEPIICHHBIX MPOTPaMM

(bapMako’TUAEMUOIOTUYECKUX UCCIIEI0BAHNIA;

npuioxkenue Ne 4 k ITYP: [IpoTokonsl npeaiaraeMbiX U MPOBOAUMBIX HCCIIEIOBAHUN 1O

yactu 3 [1VP;

npuioxkenue Ne 5 k [TYP: Cneunanbasie popMbl TOCIEAYIOMIETO HAOIIOICHUS 32

HEXKEJIATEJIbHBIMU PEAKLIUSAMU;

npunoxenue Ne 6 k [IYP: [IpoTokonsl npeanaraeMeiX U MpOBOAUMBIX HCCIIETOBAHUM 110

yactu 4 I1YP;

npuiioxenue Ne 7 k [TYP: Hosble qocTtynHbie 0T4ETHl 00 UCCIEI0BAHMSIX;

npuioxerne Ne 8 k [TYP: [Togpo6uas uabopmarius o npeayioKeHHBIX JOMOJTHATEIbHBIX

MEPOIPHUATUAX IO MUHUMH3ALIUK PUCKOB (€CJIU IPUMEHUMO);

npwioxenue Ne 9 k I[TYP: /Ipyrue BcriomoratenbHble JaHHbIE (BKIHOYask CChLIIOYHBIN

Marepuan).

[Ipnmeuanue

* ITYP nmpenocTaBisieTcsi B SKCIEPTHYIO OPTraHU3AIMIO B DJIEKTPOHHOM BUJIE, C

CONMPOBOAMTENLHBIM TUCEMOM, 00pa30BaTeIbHbIE MaTEpUAIbl, IPEIHA3HAYECHHbIE 15

CyOBEKTOB 3paBOOXPAHEHUS, TAIIMEHTOB MPEJOCTABISIOTCS C IIEPEBOIOM Ha PYCCKHI U

FOCYJapCTBEHHBIN SI3BIK.

ITpunoxenue 8 x IlpaBunam
npoBesieHus (hapMaKOHA30pa U
MOHHUTOpPHUHTa OE301I1aCHOCTH,
KadecTBa U 3 hekTHBHOCTH
MEIUIMHCKUX H3IETTHH

®opma

OKcmepTHOE 3aKM09eHMe 10 SKcrepTu3e [lnana ympasieHus puckaMy IIpY MIPAMEHEHAN
JIEKapCTBEHHOTO CPEACTBA

1. Homep ITYP, npucBoennsiit JIPY

2. HIDJIC/JIC/ITY P/3/xxxx/rrrrmM (penoctasienue IIYP no 3anpocy skcnepTHoOn
opranuzanuu, ooHosnenue [1YP)

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



4. ToproBoe Ha3BaHHUE

5. JlekapctBenHast popma(bl) U KOHIICHTPALIUS

6. AKkTUBHOE(bIE) BELIECTBO(a):

7. MHH (unm oG1iee Ha3BaHUE) NEHCTBYIOIIETO BellecTBa (BEIIECTB ]| —
®dapmako-tepaneBruyeckas rpynmna (ATX-kox)
8. JlepxaTenb perucTpaliuoOHHOTO YIOCTOBEPEHUSI UK 3asiBUTEb:

9. Uncno nekapCTBEHHBIX CPENCTB, K KOTOPBIM OTHOCUTCA naHHbld [IYP:

(JiekapCTBEHHBIE CPEJCTBA, COAEPKAIIHME OJTHO U TO K€ JIEUCTBYIOLIEE BEIIECTBO U
MpUHAJJISKAIINE OJTHOMY U TOMY K€ BJIQJICNIbIy PETUCTPAIMOHHOTO YAOCTOBEPEHHUS,
MOTYT UMeTh oiuH [TYP)

Hata oxonuaHusi paedcTBusi nepBoro IIVYP,

Bepcusa nome
oxBaTbIBaeMoro gaHHeIM [1YP p p

Jlata oxoH4aHus nedcTBus mnociegnero IIYP,
oxBaTbhIBaeMoro gaHHbIM [TYP

10. OCHOBHBIE CBEJIEHU A
10.1 Yacts [ "O630p mpomykra

ToproBoe Ha3zBaHue(s)

Bepcus nomep

IIpouenypa perucrpanuu
HOMep(a) PETUCTPALIMOHHOTO YIOCTOBEPEHHUS

Kpatkoe onucanue nponykra, BKIIOYas: XUMUUECKUI
KJIacC, KpaTKoe M3II0KEHHE MeXaHW3Ma IeHCTBUS,
BaAXHYI0O HH(poOpManui o0 cocTaBe (Hampumep,
IPOUCXOXKJEHUE  JEHCTBYIONEr0  BEIIECTBa
OuomnpenaparoB, CBS3aHHBIX BCIIOMOTATEJIbHBIX
BEILIECTB WJIM PAJUKAJIOB JUIsl BAaKIIHH)

[Toxa3zanwue(s): [eiicTByromee (€CIu MPIMEHUMO)
[Ipemmaraemoe (eciu MPUMEHUMO)

Jo3uposka JleficTByromas (€ciiu IpUMEHUMO)
IIpennaraemas (eciu MPUMEHUMO)

JlekapcrBenHas opma(bl) U KOHIIEHTPALUH
JeiicTByromue (€ciu NpUMEHUMO)

IIpennaraemple (eciau MPUMEHNMO)

Crpana u gata Bel1auu neporo PY
Crpana v narta nociieIHEro BhITyCKa HA PHIHOK

11. Yacts I "Cneundukanuu no 6e3omacHoctu"
Tonbko mocne peructpanuu [ToaIeKUT i MPOAYKT JOTIOTHUTETHHOMY MOHUTOPUHTY
(BBIOpaTh HY>KHOE)

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

MOAyJ1b CI - SIMMUACMHOJIOTUA IMOKa3aHUH 110 HCJICBBIM IMMOITYJIALUAM

Moayib CII - moknuMHUYECKas: 9acTh



monynb CIII - Bo3aeicTBHE JEKAapCTBEHHOIO Mpenapara B XOA€ KIMHHUYECKUX
HUCCIIeN0OBaHUI

Moaynb CIV - momynsnuu, He u3ydeHHbIC B X0Je KIIMHUYECKUX UCCIIeI0OBaHUN
Moystb CV - MOCTpEerncTpanvoHHbIH OIBIT IPUMEHEHUS
Moxyns CVI - nononHuTENRHBIE TPEOOBAHMS K CIIENH(UKAIIH IT0 OE30MIaCHOCTH
mozayns CVII - unenTudunupoBaHHbie ¥ NOTEHIUAIBHBIE PUCKH
moxyns CVIII - o600menHas nHpOpManus Mo mpodieMam 1Mo 0e30macHOCTH

1) Pe3tome yrpo3 6e3omacHOCTH

Tabnuna: Pe3tome yrpo3 6e30macHoOCTH

Pesrome yrpo3 6e30macHoCTH

Baxable naeHTH(OUITIPOBAHHBIC PUCKA <> Ilepeuncnutb
BaxHbie noTeHIIMaIbHBIE PUCKU <>Ilepeuncnuts
OTcyTCTBYIOIIas HHPOPMALIUS <>Ilepeyncauthb

2) BeiBogwI 110 cierudukanmsam 6€30macHOCTH

12. Yacts I "Tlnan papmakonagzopa"

Meponpusitue/

HazBaHue Jata npencrasneHus

HCCIIeOBaHMA (THUI MIPOMEXKYTOUHBIX HIIH
PaccmarpuBaemble CTaTyc

MEpOIpPHUSITHUS, 3aKJTFOYNTEIBHBIX

Henu yrpo3ssl 3annaHuPOBaHHOE,

Ha3BaHHeE OTYETOB (
0e30MacHOCTH Hayvaroe,

HCCIIeIOBaHUS 3aMIaHupOBaHHAS

[ecnu M3BECTHO] i GakTuaeckas)

kateropus 1-3)*

1) Pe3toMe mnaHUpyEMBIX TOMOJTHUTEIBHBIX MEPOIIPUATHM O (papMaKkoHAI30py
(ecyii MPUMEHUMO)
2) OO1ue BBIBOIBI O TUIaHY (papMakoHaI30pa

13. Yacts IV "Innansbl 10 TpoOBEAEHUIO NOCIEPErUCTPAIMOHHBIX UCCIIEI0BAHUI
s pexTuBHOCTH"

PestoMe nocneperucTpallMOHHOTO I1aHa pa3BUTUS U3yYeHUs 3P(HEKTUBHOCTH




Tabnuua: Pe3toMe nmocieperucTpallMOHHOTO TIaHa pa3BUTUS U3yYeHUs 3P(HEKTUBHOCTH

Crartyc ( Hdara mpexncraBieHus

IUTaHUpYyeMoe MPOMEKYTOUHBIX HIIH
UccnenoBanue (Tun PaccmatpuBaemele by ’ P Y

Ha4dyaTocC, 3aKJIHOYNUTCIbHbBIX
u HOMEDp Hemn mpoOIeMBI

3aBEpPLICHHOE, OTYETOB (
HCCIICIOBAHHMS) 3¢ EKTHBHOCTH

pe3ynbTaThl 3aIUTaHUPOBAHHAS

TIPeJICTaBIICHEI) nn (HaKTHIECKas)

14. Yactp V "Mepsl 10 MUHUMHU3ALUU PUCKOB"
Tabnuna: [Ipemnoxenus ot [IPY B oTHOmIEHNN Mep O MUHUMH3AIUN PUCKOB

OOLIyHBIE MEpBI IO MUHUMMU3AIIUA ,Z[OHOJ'IHI/ITCJ'IBHLIC MEPbI 10

Yrpo3za 6e30macHOCTH
PHUCKOB MUHUMH3AIHUU PUCKOB

BBIBOIIBI B OTHOILICHUH MCP IO MUHHUMH3AIUU PUCKOB

15. Hacts VI "Pe3roMe MeponpusiTHii B IUIAHE YIIPABJICHUS PUCKAMU JJISI JIEKAPCTBEHHOTO
cpeacrsa"

OO61re BBIBOJBI 110 OOLIEAOCTYITHOMY PEIOME

16. 3akmrouenue 3Kcnepra

ITYP sBnsgercs nprueMaeMbIM

I[IYP sBnsercs mpueMIeMBIM C HEOOXOIMMOCTBHIO
BHECCHMs HE3HAUUTEJIbHBIX U3MEHEHUI B CIEeAyIOIEM
OOHOBIICHHU

I[IYP wmoxer OBITh NpHEMIIEMBIM TIPH YCIOBUU
npenacTaBieHuss ~ oOHoBiIeHHOro  [IYP u
YAOBIETBOPUTEIHHBIX OTBETOB Ha: IIepedeHb BOIPOCOB,
nepeyeHb CIOPHBIX BONPOCOB, 3allPOC Ha IMOJyUYEeHUE
JIOTIOJTHUTEIBHON MH(OpMALH

IIYP sBnsiercst He mpueMIIeMbIM

1) 3akiroueHue sKcIepTa nociie MoayuYeHus: OTBETOB Ha 3apoc
O

ITYP sBnsieTcst npueMieMbIM

I[IYP sBnsercs mpueMiIeMBIM C HEOOXOIMMOCTEHIO
BHECCHHS HE3HAUMTEIIbHBIX H3MCHEHUH B CIEAYIONEM
OOHOBJIEHHU

ITYP MoXeT OBITh MpUEMIIEMBIM NpU ycioBunm [ ]
npencTapieHust 00HoBIeHHOTO [TYP

3

ITYP sBnsercs He MpUEMIIEMbIM

@®.1.0. (mpu HANMYKK ), PYyKOBOJUTENSL CTPYKTYPHOTO



MoApa3AeICHUs IHonnuce

®.1.0. (mpu HaMMYUM), SKCIepTa

IHoamuce

IIpunoxenue 9
K [IpaBunam nposeneHus
(hapmMakoHa130pa 1 MOHUTOPHHTA
0e30I1acCHOCTH, KaYueCcTBa U
3(h(HEeKTUBHOCTH MEAUIIUMHCKUX
n3aenuit

dopma

OkcnepTHOE 3aKiI0OYeHHe 0 oneHKe Mactep-¢aiina cucreMsl papmakonamasopa (MOCD)

JlepxkaTens perucTPariOHHOrO YAOCTOBSPEHHS

Homep M® C® B Peectpe MOCO® PI'TI "HIIDJIC 1 MU": Homep Bepcun MOCO,
npucBoeHHbIl JIPY: Ha3Banue nexkapcTBEHHOT0 cpe/icTBa: H/ AKTUBHOE(bIE) BEUIECTBO(A): H
/m Ilpouenypa: BeiOpath Hy>kHOe U3 HikecnenyoimeroHI[DJIC/JIC/MOCO/CT/xXxXX/TTTTMM

(ctrammaptHas mpoueaypa npeaoctaBieHus MOCD, mo

3anpocy) Jlepxarenn

perucTpaumoHHoOro yaocrosepenus: [lara noctymnenus MOCO:

[JaTa Hauana nmpouenypsl

I[aTa HanMCaHug NpE€ABAPUTCIIBHOTO OTUCTA 00 OLICHKEC

OCHOBHbLIE CBEJAEHU A

Jlepxartens perucTpalliOHHOTO yI0CTOBEPEHHUS
Anpec Jlepxarenst perucTpaioHHOTO YAOCTOBEPEHUS

Anpec HaxoxneHuss Mactep Paiima cuUCTEMBI
(hapmakoHa30pa

KontaktHOEe nmio JlepkaTenss perucTpanmoHHOTO
ynoctoBepenus B Pecnybimke Kazaxcran

Anpec  koHTakTHoro  jumna  Jlepxarend
PEeTHUCTPaOHHOTO yAocTOBepeHus: B PecmyOnnke

Kazaxcran

YnosHoMOYeHHOE JHIO 10  (apMakoHAI30py

Jlepxarens perucTpalliOHHOTO yI0CTOBEPEHHUS

KoHTakTHas HHPOPMALYS IO YHOJIHOMOYCHHOMY JIHILY
mo QapMakoHaI30py: (amIuAs, TOYTOBBIA ajapec,
HOMep Tenedona, akca, 3JIEKTPOHHAS TTOYTa, paboUni
ajipec 1 pe3toMe (KBaIM(pHUKALus)

HepequL ,uepn(aTenei/'I PETUCTPAUOHHOTO
YAOCTOBCPCHHUSA, HCHOJb3YHOUIUX HpeZ[CTaB.HCHHHﬁ

M®CO (ecnu umeeTcs)
OLEHKA OcHoBHast uHGopmMaInus

Onucanne

I. CTPYKTYPHI
(dapmakoHag3opa

OpFaHHBaHHOHHOﬁ
CUCTEMBI



11.

12.

13.

14.

15.

MecTopacnonoxeHue o KOTOpoMy
OCYILECTBIISIETCSl ACATENBHOCTD 110
(apmaxkoHaa30py

JlenerupoBaHHasi JEATENBHOCTD  (
HaJIMYUe KOMHUH, TOAIMMCAHHBIX

COINIAlleHUH Ha JeJIerHpoBaHUE
3HAYMMOW  JIESATENBHOCTH IO

(dhapMakoHaI30py)

€T

Kpatkoe pe3romMe yImoJTHOMOYEHHOTO
suia mo hapMakoHaa30py

KBammdukaims yrnosHOMOYEHHOTO
muIa mo (apMakoHaI30py

OnucaHue KOMITBIOTEPHBIX CHCTEM H
0a3 JaHHBIX 10 0€30I1aCHOCTH

Cnucok JOKYMEHTAIbHO
0o(OpMIICHHBIX MpOLENYyp H
MIPOLIECCOB

OOyuenne nepcoHasna (OnrcaHue)

Ayt cucteMsl GapmakoHaazopa (
OTHCAHUE)

[punoxenuss k Macrep-dainy (
BKJIFOYAs IIEPEUCHb JICKapCTBEHHBIX
IIpenaparos, KOHTPaKTHBIX
JIOTOBOPEHHOCTEMH, JIeernpoBaHue
(YHKUMI YIOJIHOMOYEHHOTO JIHIA
no ¢apMakoHaa30py, CIIHCOK
3aBEpIICHHBIX  ayAUTOB  3a
niocieaaue 10-er)

dopmar NPEIOCTABICHUS
Macrep-datina CHCTEMBI
(dapmakoHai3opa (dJIEKTPOHHAs
(dopma, IeuaTHAs KOTIHS)

CooTBercTBHE CHCTEMBI
dbapmakoHagzopa APy
JICHCTBYIOIIMM  TpeOOBaHHIM
3aKOHOAATENLCTBA PecmyOnuku
Kazaxcran (Cranmapty GVP)

BrisBiienHbIe HEOOCTAaTKHU CUCTECMbI
(dapmakoHaa30pa/ HECOOIIOCHHE
TpeGoBaHUH JEeUCTBYIOIUX
MPUKA30B

3aKIIFOUYEHNE U BBIBOI

®.1.0. (nmpu HAIMYKK ), PyKOBOJIUTENSI CTPYKTYPHOTO

MoJIpa3aesICHUs

®.1.0. (npu HAIMYUM ), SKCTIEPTA [Toamuck

IToamuce

[Ipunoxenne 10
k [IpaBunam npoBeaeHus
(hapmakoHa30pa 1 MOHUTOPHHTA



0e30MacHOCTH, KauecTBa U
3((HEeKTUBHOCTH MEAUIIMHCKUX
U3OETIUN

®opma

Caenerus o mpoduie 6€30IaCHOCTH JIEKaPCTBEHHBIX CPECTB, HIMEIOMUX 0eCCPOIHYIO
PETHECTPAIHIO

KOMIIAaHUU 3a mepuog " " 20 - 20

IT.

I. Toprosoe HazBanue JIC

2. Hara peructpanun u Homep PY B PK

3 ®opma Brimycka JIC (tab, p-p,
KarICyJIbl, Ma3b)

4 dapmakoTepaneBTHUeCcKas TpyImna
MHH JIC, ATX xon

5. Hepxarenb PY 1 KOHTaKThI

6. [MpousBoantens PY n koHTakTHI ™

7. 3assurens JIC B PK n xoHTaKTHI™
JlaHHBIE O  CYNIECTBEHHBIX

2. WU3MEHEHHSX NMpo¢uiIs 0€3011aCHOCTH

(mata, cyTh H3MEHEHHH), CBSI3aHHbIC
c:

MMPEBLIIICHUEM O)KH[laeMOﬁ YaCTOThI

CEepbE3HBIX  HeXeIaTeIbHBIX

peaxuuii;

CEPbE3HBIMHM  HEXKEJATEIbHBIMU
peakiusaIMus;

TpeOOBaHUAM 10 BHECECHHIO
CYLIECTBCHHBIX H3MCHCHHHA B
HHCTPYKLUIO B APYTUX CTpaHax, HO
HE BHECECHHBIX B KpaTKYIo
xapakrepuctuky JIC(Sm PC);

poOJieMaMH, BEISIBIICHHBIMH B XOJI€
HE HHTEPBEHIHOHHOTO
HOCTPErUCTPALUOHHOTO
UCCIICJOBAHMS;

W3MEHEHHUSIMH B  KpaTKoi
xapakrepuctuke JIC (Sm PC);

JpYrUMU PUYMHAMHU

OrpaHudeHust B paclpoCTpaHECHUN
JIC nnmm mpuocranoBka neiicteus PY
9. [0 TpPUYMHAM, CBS3AaHHBIM C
0€301acHOCThIO U 3((HEKTUBHOCTHIO,
nHurmupoBanHslie YO wiu JIPY JIC

3akmodeHne o  mpoduie

10.
0 6e3omnacuoctu JIC

HpI/IMe‘IaHI/IC: * IMpY BHCCCHUHN U3MCHCHHBIX TAHHBIX OTMCTUTD KCITHIM (I)OHOM



PykoBoaurens opranuzanuu

NOANMUCH @®.1.0. ( mpu HAIUYUN)
Hata" " 20 T.

IIpunoxenue 11
K [IpaBunam nposeneHus
(hapmMakoHa130pa 1 MOHUTOPHHTA
0e30I1acCHOCTH, KaYueCcTBa U
3(h(HEeKTUBHOCTH MEAUIIUMHCKUX
n3aenuit

dopma
3Kcnepmoe 3aKIIIOYCHUC O COOTHOIICHHH ITOJIB3a-pHCK JICKaPpCTBCHHOI'O IIpCIIapaTra

OCHOBHEBIE CBEICHUS
Toprosoe Ha3BaHUE
MHH (unu o01iee Ha3BaHUE) ACUCTBYIOMIETO BEIIECTBA
®dapmaxko-Tepaneprudeckas rpymma (ATX-kom)
JlekapcrBenHas hopma(bl) U KOHIIEHTpaLHUsI(1)

[IpousBoaurens/ JlepkaTenb perucTpanroOHHOTO
yIOCTOBEPEHHMS

Howmep peructpaiinoHHOTO yI0CTOBEPEHUS

Ha3Banme wu anxpec 3asgBUTENs Ha IOJydeHHUE
PETHCTPAIIMOHHOTO YAOCTOBEPEHHS

JlexapcTBeHHBIH MpenapaT cpaBHEHHUs (€CIH eCTh)
MesxmyHapomHas 1ata poKICHUS
[ara nepsoii peructpauun B Pecriyonuke Kazaxcran
@®.1.0. (mpu HATHMYUH) IKCTIEPTa

O11eHKa COOTHOIICHHUS MOJIB3EI U puckKa

1. Mactep-aiin cuctembl apMakoHaa30pa
®dopmar u coepkaHue

VYHoIHOMOYEHHOE JUIO 3a (apMakoHaA30p Ha
teppuropuu PK

Ananus BBIITOJHEHUS 0053aTEIbBCTB 1o
(hapMakoHaI30py B TOM, 4TO CHCTeMa (apMaKoHaa30pa
BHEJIPEHA COTJIaCHO TPEeOOBaHUIM 3aKOHOIATEIbCTBA U
HaJIICKAIICH MPaKTHKH (papMakoHaa30pa

3aKII0YEHNE U BEIBOIBI
2. [lepuonnueckuii o6HOBIsIEMBI 0TYeT 10 O6e3omacHocTu (ITOOB)
dopMaT U cofepKaHue

Ananu3 nadopmanmu no 6e3onacuoct JIC (1aHHBIX O
IIP, O3 JIC, momy4yeHHBIX H3 BCEX JOCTYIHBIX
JIETUTUMHBIX HCTOYHHKOB)

OO6HapyXeHHE CUTHAJIOB U UX OICHKA

3aKIroueHne U JeHCTBUSA

3. [1nan ynpasnenus puckamu (ITYP)



®dopmar u conepkanne
O0630pHas HHPOPMAIIKS 110 JIEKapCTBEHHOMY IpenapaTy

Wnentudukanus BaXXHbIX PUCKOB M OTCYTCTBYIOIIEH
nHpopmannmu

AxtuBHoctH 1o ®H
AKTHBHOCTH 110 MHHUMH3AIMHA PUCKOB

Onenka 2(Q(PEKTUBHOCTH MEpPONPUATHH IO
MHHHMH3aLIH PUCKOB

3aKiIroueHue u BbIBO/JIbI

4. Onenka o6HOBIICHHON MHBOpMariuii o 6e3omacHoctr JIC B peryiIsTOPHBIX OpraHax
IpYTUX CTpaH U U HayyHO-MenuuuHckou murepatypsl JIC (caiiTel perynaropasix ctpad ICH
u CHI', nayuHnoii npeccel, myonukanuii BO3)

AHanu3 KayecTBa HalJIeHHOH HH(pOpMaIUn

3aKIoYeHNE U BBIBO/JIbI

5. MonuTopuHr 06€30MacHOCTH IpenapaToB 1o nporpamme pdls u Ha moptane ndda.kz
Hannuune cooOlieHnit, KOJIUYECTBO
Cepbe3HOCTh
Okcnosunus (u3 [10B, ITYP)

3aKII0YEHNE U BEIBOIbI

6. OueHka o01ieit xapakTepucTiuky B cpaBHeHuu ¢ SPC opurnHanbpHOro npemnapara
dopMaT U cofepKaHue
CootserctBue SPC
3aKIoYeHue 1 BbIBO/JbI

7. 3aKIII0ueHus FKCIepTa

CooTHollIeHHe T0JIb3a (PUCK) COXpaHSAETCs OJaronpusITHBIM U HET HEOOXOJIUMOCTH B

PEKOMEHAAIUU PETYIATOPHBIX MEP.

CooTHomleHrue mosb3a (PUCK) COXpaHseTCs OJaronpusTHBIM, HO PEKOMEHyeTCs
BHECEHUE W3MEHEHUN B MHCTPYKIUIO 1O MeIUIMHCKOMY npuMmeHeHuto JIC uinu BHenpeHus
IJiaHa yIpaBJIeHUsI PUCKAMU C LEJIbIO YIIPABICHHS PUCKAMHU U UX MUHUMU3ALUU.

CooTHouleHrne mosb3a (PUCK) COXpaHseTCd OJaronpusTHBIM, HO PEKOMEHIyeTCs
MPOBEJCHUE MOCTPETUCTPAIIMOHHBIX HCCIIEIOBAHUM 0€30MaCHOCTH C IEIbI0 OIEHKH HOBBIX
JAHHBIX, BIUSIONIMX Ha COOTHOIIEHHE MoJyib3a (puck). Ilonb3a He MpeBbIIAET PUCKH,
PEKOMEHAYEeTCsl MPUOCTAHOBUTH WIJIM OTO3BaTh PETUCTPALIMOHHOE YJAOCTOBEPEHUE
JIEKapCTBEHHOI'O CPEJICTBA.

Okcnepr
[Toanuce ®.1.0. (nmpu HAIMYUH )
PykoBoguTeNnb CTpyKTYpHOTO MOApa3AeieHUs

[Tonnuce ®.1.0. (mpu HATMYKH )

IIpunoxenue 12



k [IpaBunam mpoBeaeHUs
(hapmakoHa[30pa U MOHUTOPUHTA
0e30IacCHOCTH, Ka4eCTBa U
3¢ (HeKTHBHOCTH MEAUIIMHCKIX
H3JICTUN

dopma

OTYET o pe3yibTaTax HHCTIEKIIHH CHCTEMBI CITy>KORI (hapMaKkOHaI30pa JepKarenei
PErHCTPaliMiOHHOIO YAOCTOBEPEHHS JICKAPCTBEHHBIX CPEIICTB

(HaMMEHOBAaHUE OPTraHU3ALUU-TTPOU3BOAUTEIIS U(HUIIH) JEpKaTENs] pETUCTPALIMOHHOTO
yI0CTOBEPEHHS)

(HauMEHOBaHUE JICKApCTBEHHOTO CPEJICTBA)
1. Pe3rome

HaumenoBanme, anpec, pEKBU3HUTH JAeprKaTeNsd
PETUCTPAIIIOHHOTO YJIOCTOBEPEHUS

Howmep(a) perucTpaiioHHOTO YI0CTOBEPEHUS

Pestome pesrensHOCTH JACPpKaATEId pETUCTPALITMOHHOI'O
YAOCTOBEPCHUA

Harta(pl) TpOBeACHHS HWHCICKIUH  CUCTEMBbI
(apmakoHag3opa IepkaTenell perucTpandoOHHOTO
YIOCTOBEPEHHUS JIEKAPCTBEHHBIX CPEICTB

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

Howmepa nuiieH31H Ha MIPOU3BOICTBO, CEPTU(PHUKATOB O
COOTBETCTBHM OOBCKTOB HajJexkalleld MPaKTUKH
(dhapmakonanzopa GVP (ecinu mpuMeHHMO)

I[OKyMeHTLI, TIOCHYXXUBIIUE OCHOBAHHUEM  UIA
HWHCIICKIINU

2. BBognas undopmarus

Kpartkoe ommcaHue OpraHu3anuyl - MPOU3BOIAMTENS (
€CJIH IPUMEHHMO)

OcHoBaHue AJid OpOBCACHUA HHCHCKIMU CUCTEMBI
(I)apMaKOHaﬂ?;Opa ,uepxcaTeneﬁ PEruCcTpauoOHHOr o
YAOCTOBEPCHUS JICKAPCTBECHHBIX CPEIACTB

[Tepconan OpraHu3aluu-TIPOU3BOAUTENA,
Y4acTBYIOIIUN B TMPOBEIEHUU HHCIEKIUU CHUCTEMbI
(hapmakoHa30pa

JLOKYMEHTHI, moJZaHHBIE
OpTaHU3alUeH-TPOU3BOAUTENIEM 70 TMPOBEACHHS
WHCIIEKIINU CHCTEMbI (hapMaKoHaI30pa

3. HaGnrogeHus u pe3ybTaThl

OTBETCTBEHHOE  YIOJHOMOYEHHOE JIUIO IO
(dapmakoHaa30py, KBaupuKanus (perome)



OpraHu3zanuoHHas CTPYKTypa  Jep)KaTeJs
PETUCTPAIIIOHHOTO YJOCTOBEPEHNUS

Cucrema KauecTBa JACpKATCIIA PETUCTPALMOHHOTO
YAOCTOBEPCHUA

CrpykTypa cucreMbl (apMakoHam30pa IepKaTems
PETHCTPAIIMOHHOTO YAOCTOBEPEHUS,

Ornenka (GYHKIITMOHUPOBAHUS CHUCTEMBI
(apmaxonazopa JIC

M cToynnKy JaHHBIX 110 0€301aCHOCTH
KoMnbroTepu3upoBaHHbBIC CUCTEMBI U 0a3a TaHHBIX

[Ipoumeccsl  ¢dapmakoHaa30pa WM  IPOIECCH
MOHHUTOPHHIA HEXKEIATEIbHBIX PEaKInil

Pasnoe

4. IlepeyeHb HECOOTBETCTBUI*
Kpurnueckue
Cy1ecTBeHHBIE
HecymecTBeHnHble

5. 3akiroueHue
BriBOABI M peKOMEHAALMH

[Ipumeyanue

* "KpuTndeckoe HeCOOTBETCTBUE" - MPUHIMITHAIHHBIA HEIOCTATOK (HECOOTBETCTBHUE)

OJTHOTO MWJIM HECKOJBKHUX TPOIECCOB WU BBIMOJHAEMBIX MPOIEAYP CUCTEMBI
(hapmakoHan30pa, OTPUIIATEILHO BIMSIONIMN Ha BCIO cCUCTeMy (apMakoHaa30pa U (UJIH)
nmpaBa, 6€30MacHOCTh M OJaronoiayyre MalrueHTOB, U (WJIH) MPEACTABISET MOTCHIIMAIBHYIO
yIpo3y 370pOBBI0 HaceJIeHUs U (WIM) MPEACTaBIseT CEPhE3HOE HApYILICHHUE ACHCTBYIOIIUX
TpeboBaHmii 3akoHOMaTeNnbCcTBAa PecmyOnuku Kazaxcrasn;

"Cy1iecTBEHHOE€ HECOOTBETCTBHE" - 3HAYUTEJbHBIM HEIOCTaTOK (HECOOTBETCTBUE)
OJHOTO WJM HECKOJBbKUX TMPOLECCOB WU BBINOJIHIEMBIX MOPOUEAYP CHUCTEMBI
dbapMakoHaa30pa, WM NPUHIUIHAAIBHBIA HEJOCTATOK KaKOW-TMOO 4YacTH OJHOrO WU
HECKOJIbKUX MPOLIECCOB UJIM BBIMOJIHIEMBIX MpoNeayp hapMakoHaa30pa, YTO OTPULIATEIHLHO
CKa3blBa€TCsl Ha BCEM Ipolecce M (WJIM) MOTEHIMAIbHO CKa3bIBA€TCs Ha IIpaBax,
O0e3omacHOCT W OJIaronojy4yuyd MNalUEeHTOB, W (WJU) MOpPEACTaBisieT MOTEHIIMAIbHYIO
OTMAaCHOCTb [JiA 370pOBbSl HaceleHus MU (WJIM) HapyliaeT JeWCTBYIOIHE TpeOoBaHUS
3akoHoAaTenscTBa PecmyOnuku Kazaxcran no papmakoHan3opy, HE CUMTAIONIUECS OJTHAKO
CEPbE3HBIMU;

"HecymiecTBeHHOE HECOOTBETCTBUE" - HENOCTATOK (HECOOTBETCTBUE) KAaKOTO-THOO
KOMIIOHEHTa OJIHOTO WJIM HECKOJBKHUX IMPOIECCOB MJU BBIMOJHSIEMBIX MPOLIEAYP CUCTEMBbI
(dhapmakoHa30pa, HE CKa3bIBAIOIIMXCS OTPULIATETILHO Ha BCel cucteMe (hapMakoHaa30pa 1iu
npoiiecce u (Win) npaax, 0€30MaCHOCTH U 0JIArONOJIyYuH MalueHTOB.

Unensr Komuccnu:




MOAIUCH @®.1.0 (npu Hanuuun)

MOJITUCH ®.1.0 (ipu HANTMYKH )
MOJITHACH @®.1.0 (mpu HANTM4YKH)
n " 20 T.

[punoxenne 13
k [IpaBunam nposeneHus
(hapmakoHa130pa 1 MOHUTOPHHTA
0e30MacHOCTH, KauecTBa U
3((HEeKTUBHOCTH MEAUIIMHCKIX
U3EIIUN

®opma

H3Bemenue 0 HEOIArompusITHOM COOBITHY (MHIMICHTE), CBA3AHHOM C IIPAMECHEHHAEM
MEIHUITHHCKOTO H3IEIAI

1) manmeHoBanue nuna (cyonekra
oOpalieHus MeTUIMHCKUX U3JEIHi),
HATIPABJISFOIIETO H3BCICHHUE

1. 2) ®.M.0. (upn HATWYUHN) JHIA
HAIPaBIISIONIETO U3BEICHNE

3) ampec
4) KOHTaKTHBIN TenedoH, (akc

1) @®.1U.0. (upu HaIU4uM)

MIOCTPa/IaBILIETO
MY>KCKOM
2) mon .
KEHCKUH
3) Bo3pact
2. 4) nuar"Ho3 mepen HacTyIIICHHEM
HeOmaronpuaTHoro  coOvitus  (
WHIUJCHTA)
5) cocrosiHUE Tepe]l HACTYIICHUEM
HeOyaronpusaTHoTo  coObITUA  (
HMHIIAICHTA)
NIepBOHAYAILHOE
rocieaytolee
KOMOMHHPOBAHHOE
3. Bug coobmenus p
(mepBoHavYalbHOE u
3aKJIIOYUTETHHOE)
3aKJIFOUUTENBHOE

1) HaAaMMCHOBAHUEC MCIUIITMHCKOI'O
n3acius

2) MozIeTh
3) cepuiiHblii HOMEp

4) HOMEp TIaPTHH WK CEPUH



10.

11.

12.

5) HOMEp pEerucTpanroHHOTO
Y0CTOBEPEHUS

1 — MeauIMHCKUE U3EIUS C HU3KOM
CTCTIECHBIO PUCKA
2a — MEIULMHCKHE W3JCIHUS CO
CpeqHeN CTEeNeHbI0 pUCKa
6) KITacc pucKa H3IeIHs
20 — MEIUIMHCKHE HU3IEIHS C
MOBBIIIICHHON CTEMICHBIO PUCKA
3 — MEIWIHMHCKHE W3AEIHUA C
BBICOKOW CTEIICHBIO PUCKa

1) HanMeHOBaHNE IPOU3BOAUTEIIS
2) axgpec (mpu  HaIU4YUHU
nHpOpMAaINH)

1) HauMeHOBaHME MOCTABIINKA (TIpU
HaJMuuu uHQGopmanum)

2) KOHTaKTHI (anpec, TenedoH)

Jlata TIpOM3BOACTBA MEIHUIIHHCKOTO
u3aenus (IeHb/MeCAIYTO)

Jlata oKOHYaHHS CPOKa TOTHOCTH (
IeHb/MecAn/rox) (MpU HATUIAH
nH(pOpMAINN)

JlaTa OKOHYAHWS TapaHTUIHOTO

CpOKa H CpOKa »JKCIUTyaTallHH,

YCTaHOBJIICHHOTO MPOU3BOAUTEIEM (
IeHb/MecAn/Tox) (MpHU  HATUIAH

nHpOpMAaINN)

Jlarta nposiBiIeHUsI Cepbe3HBIX U (MK
) HENmpeABUACHHBIX MOOOYHBIX

peakiuii, TOOOYHBIX SBIICHH,

HEJOCTaTKOB, HEUCIIPABHOCTEH MIIN
HECOOTBETCTBHI (JI€HB/MECSI/TO)

Kareropust HeGmaronpusTHOro coObITHs (MHIMICHTA), CBSI3aHHOTO C
MIPUMEHEHHEM MEIUIIMHCKOTO U3/eius (BbIOPATh HYKHOE):

cephe3HOe W (WIIM) HEMpEeIBHICHHOEC HEOIArompusaTHOE COOBITHE (
HHIUACHT), HE YKa3aHHOE B HHCTPYKIUH IO MPUMEHEHUIO WU
PYKOBOJICTBE IO 3KCILUTyaTallud MEAUIIMHCKOTO H3IEIUs
HEOIarompusATHOE cOObITHE (MHIIUACHT) MIPH IPUMEHEHHH MEIUITHHCKOTO
U3JIeTHS

0COOEHHOCTH B3aMMOACHCTBISI MEAUIIMHCKIX M3AEIHA MEX Iy COO0H
HEeHa/IJIekKAIIee KauecTBO MEIUIIMHCKOTO U3CIHs

00CTOSTENbCTBA, CO3JAMOIINE YIPO3y JKU3HU U 370POBBIO HACEICHUS U
MEJUIIMHCKUX pPAOOTHUKOB TPU TPHUMEHEHHH M OIKCILTyaTaluu
MEIMIUHCKUX U3CTHI

WHBIE CTy4Yau HEOIaromprusTHOTO COOBITHS (MHIIUIECHTA)
Onucanue HEOIATOMPUATHOTO COOBITHS (MHITUICHTA)

MIEPBUYHOE UCIIOJIb30BAHUE
MOBTOPHOE  TPHUMEHEHHUE
0JTHOPA30BOT0 M3AEITHS
MIOBTOPHOE NPUMEHEHHUE H3ICIUS
JUTS. TOBTOPHOTO TIPUMEHEHHUS



13. HaHHLIe O MPUMCHCHHUU H3ACIUA mocje MOBTOPHOIO CepBI/ICH/
MEIUIMHCKOT'O U3ACIINA BOCCTAaHOBJICHHOC

Apyroe
npobiemMa BBISIBWIACH IIEpen
UCTIONB30BaHUEM

cMepTh
yrpoXKalolee >KM3HU MOPaKeHUE
HEYCTPaHUMBIH Bpe]] 3J0POBBIO
TpeOyeTcsl BMEIaTeIbCTBO

14. [IpuunHEeHHBIH Bpeq HEOOXOANMOCTh TOCITUTAIA3AINHA
HapyIIeHNe IeecocoOHOCTH
HapyIlIeHUE IJI0/1a, CMEPTh II0Aa
nHoe (yKa3aTh)

OTCYTCTBYET
[IpunATBIE mONB30BaTENEM HIH
15 MEIMIIMHCKOW OpraHu3aiueil Mepbl
' 10 YCTPaHEHHUIO HeOIaronpusTHOrO
COOBITHS (MHIIMACHTA)
CMepTh
yTpaTa TPyAOCIIOCOOHOCTH
BBI3/IOPOBJICHHE C MOCIEACTBHIMHI
cocTostHAE 0€3 M3MEHEHUI
16. Ucxon YIAYULIEHUE COCTOSTHUS
BBI3/IOPOBIICHHE 0€3 MOCIeICTBHI
HE IPUMEHUMO
HEU3BECTHO
nHoe (yKa3aTb)
17. [Ipumeuanue

[Ipunoxenue: KoUK JOKYMEHTOB, CBUIETEIBCTBYIOLIUX O HEOIArONpUITHOM COOBITUU
(MHIIUEHTE), HA 1. B 1 sk3emusipe.
JIuno, HampaBIAOIIee U3BEIICHUE:

(momwxHOCTH) (moanuck) ®.MN.0. (mpu Hanmu4Inm)
M.IL " " 20 T

[Ipunoxenue 14
k [IpaBunam mpoBeaeHUs
(hapmakoHa130pa 1 MOHUTOPHHTA
0e30IMaCHOCTH, Ka4eCcTBa U
3¢ (HeKTHBHOCTH MEAUIIMHCKIX
U30eIIUH
®dopma

OTt4er 0 He6IarompuATHOM COORITHH (MHOAACHTE) MPH MPAMEHEHHH MEAUIIMHCKOTO H3IeIIHA

1. AnMuauCTpaTHBHAS HHOOPMALIHS

MecTo 111 OTMETKH TIOCYIapCTBEHHOTO
Tl'ocynapcTBennslii opran <1>, <2>, <3> opraHa (BXoJsmiast 1aTa, perucTpalMOHHbBINH
HOMED)



Anpec rocy1apcTBEHHOr0 oprana <1>, <2> <3>

Tumn otuera <1>, <2>, <3>:
[TepBOoHAYANBbHBIN OTYET
[Mocnenyromuii oTuer
3aKII0YNTENbHBIN OTYCT

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

PeructpanoHHbIi HOMEp HEOJIAroNnpUsATHOTO COOBbITHA (MHIMIeHTa) (TIPHCBaUBAeTCs ITpou3BoAnTeNeM) <1>, <2
> <3>

PerucrpannoHHbIi HOMEp HEOIArONPHUATHOTO COOBITHS (MHITUACHTA) (TIPICBANBACTCS SKCIIEPTHON OpTraHu3aIien
) <2>, <3>

[IpencraBnsier HEOMArONMPUATHOE COOBITHE (MHIIUIEHT) CEPhE3HYIO YTPOo3y 00IIEeCTBEHHOMY 3I0POBBI0? <1>, <2>
<3>

)
Ja
Her

Knaccudukanus uaimaenta <1>, <2>, <3>:
CMmepTh
HenpenpuneHnoe cepbe3HOe YXYAIICHUE COCTOSHHUS 3I0POBbS
Hpyrue kpurepuu

2. JlaHHBIE O JIMIIE, TOAAIOIIEM OTUET

Craryc nuna, nogaromiero otuer <I1>, <2>, <3>:
[IpousBonurenn
YH0IHOMOYEHHBIH MPEACTABUTENH

3. JlaHHBIE O TIPOU3BOIHTEINE
HaumenoBanue npousBoautens <1>, <2>, <3>
OaMuvst, UM, 0TIECTBO (IIPY HAJIMYWH ) KOHTAKTHOTO JHna <>, <2> <3>

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

Hupekc <1>, <2>, <3> Topon <1>, <2>, <3>
Tenedon <1>, <2>, <3> ®axc (mpu HamHuumM) <1>, <2> <3>
E-mail <1>, <2>, <3> Crpana <1>, <2>, <3>

4. laHHBIE YTIOIHOMOYEHHOTO TIPEACTaBUTENS (IPY HAJTUYNH )
HaumeHnoBaHMe yIOJTHOMOUEHHOTO MpeAcTaBUTENs <1>, <2> <3>
OaMuvst, UM, 0TIECTBO (TIPY HAJIMYWH ) KOHTAKTHOTO JHna <>, <2> <3>

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

Hupekc <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>

5. JlaHHBIC 0 METUITUHCKOM HU3ISTIUU

Kracc moTeHnmansHOro prucka npuMeHEeHHst METUIIMHCKOT0 u3enus <1>, <2> <3>:
3
20
2a



1

Kon BHIa MEIUIIMHCKOTO M3/ENHS B COOTBETCTBMM ¢ HOMEHKIATypoil MeTUIMHCKUX u3nenuii PecmyOnuku
Kazaxcran <2>, <3>

Yaukanpaeiid ko Menunuackoro m3nenus (Unique device identifier (UDI) (mpu mammamnm) <2>, <3>
HaunMeHoBaHKe MEIUIIMHCKOTO M3aeausd <1>, <2> <3>

Monens (eciu mpuMeHHMO) <2>, <3

S KaranoxHsiii HOMep (eciu npuMeHuMo) <2>, <3>

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

) <2>, <3>

Bepcust mporpammHOro odecniedeHus (eciau MPUMEHUMO) <2>, <3>

Jara Beimycka <2>, <3> Jlata OKOHUaHHMSI CPOKaA TOJJHOCTH (€CIH MPUMEHUMO) <2>, <3>

Jara wMmIutanTanuy (TOJIBKO JUIS

Jara skcrmanTanuu (TOJXBKO JJIs HMIDIAHTATOB) <2>, <3>
HMITIAaHTATOB) <2>, <3>

JmuTenpHOCTh MMIUTAHTALMK (3AIIOJIHACTCS B CIydae, €CIM U3BECTHA TOYHas Jara MMIUIAHTAIMH WM Hadaja
9KCIUTyaTaun) <2>, <3>

[IpuranmexHOCTH M (MIIN) COBMECTHO MCTIONb3YeMble MEUIIMHCKIE H3AETHA (€CTIH MPUMEHUMO) <2>, <3>

Homep peructpanmoHHoro ynoctoBepeHus B [ocygapCcTBEHHOM pEecTpe JIEKapCTBEHHBIX CPEACTB U
MEIUIUHCKUX U3ACTUH (IpH HATHIum) <2>, <3>

6. Jlanubre 0 HeOIATOMPUATHOM COOBITHH (MHINUICHTE)

Jara, xoria mpou30IIUI0 HeOIAronpUsITHOE COOBITHE (MHIUACHT) <2>, <3>

Onmcanne HEOMATONPUATHOTO COOBITHS (MHITUACHTA) <1>, <2> <3>

Homep oTueTa MeTUITMHCKOMN OpraHU3aIuU-TI0Ib30BaTeNs (€CIIH IPUMEHUMO) <2>, <3>

Jara, xoraa TMPOU3BOIUTEID IOy I/IH(bopMauI/Ho 0 He6nar0r[pm{THOM COOBITHN (I/IH].[I/I,Z[CHTC) <I>, <2>, <3>

KomuuecTtBo BOBJICUEHHBIX .

KonmdecTBo BOBIICUCHHBIX METUITMHCKUX M3ACITUH (€CITH U3BECTHO) <2>, <
MalMeHTOB (ECIM U3BECTHO) <2>, <3 3>
>

MecTo HaxOXKACHHS METUITMHCKOTO M3EUs B JAHHBIH MOMEHT (eCTM M3BECTHO) <1>, <2>, <3>

KTo ucnons30Ball MEIUITUHCKOE M3/ICTHE B MOMEHT HEOJIArOMPUATHOTO COOBITHS (MHIMICHTA) (BEIOpATh OJIHO) <
2> <3>:

MenunuHcKui nepcoHan
ITamenT
HApyroe

Vcrnionp30BaHue MEAMIIMHCKOTO U3CTHUS (BBIOPATh OHO) <2>, <3>:
MEePBUYHOE MPUMEHEHUE
MOBTOPHOE MPUMEHEHUE MEAUIIMHCKOTO U3JIEHs OJHOKPATHOTO MPUMEHEHHSI
MIOBTOPHOE MPUMEHEHHE MEAULIMHCKOTO U3/1ETNsI MHOTOKPATHOTO MPUMEHEHHS
MEIHUIITHCKOE M3/IeIHe TI0CIe TEXHUUECKOTO 00CITy)KUBaHNS WJIH PEMOHTA
Zpyroe
npo0Gyiema Oblia BISBIECHA 10 TIPUMEHEHUS

7. JlaHHBIE O TIAITUEHTE

Omnucanue nMpoOIIeMbI ManueHTa <2>, <3>



Kon v TepMuH npoOiieMbl NalMeHTa B CBSI3M C HEOJIArONPHUATHBIM COOBITHEM (MHLUIEHTOM) B COOTBETCTBHH C
MexayHapoaHOH CTaTHCTHUECKON Kiaccudukanuei OonesHeld n mpobieM, CBA3aHHBIX CO 340poBbeM, 10-ro
nepecmotpa (MKB-10) <3>

JeiicTBUS B TOMOIIB, OKa3aHHAs MEIUIIMHCKOW OpraHU3aIiel NanueHTy <2>, <3>

ITon (ecau mpuMeHUMO) <2>,

My:xckoi Kenckuii
<3>:

Bospact mnaunumenra (eciu

JIeT MECSLIEB JHeH
MIPAMEHUMO) <2>, <3>:

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

8. JlaHHBIE 0 METUIIMHCKOM OpraHn3aIuy (€CIIN IPUMEHNMO)

HaunmeHnoBanue MeIMIMHCKON opranuzanuu <1>, <2>, <3>

DaMuiust, UM, 0TYECTBO (IIPY HATMYWH ) KOHTAKTHOTO JIMIIA MEITUITMHCKOM opraHn3anuy <2>, <3>

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

Wnnekc <2>, <3> Topox <1>, <2>, <3>
Tenedon <2>, <3> dakc (npu HaMyuK) <2>, <3>
E-mail <2>, <3> Crpana <1>, <2>, <3>

9. IIpenBapuTtenbHOE 3aKIIOYECHIE IPOU3BOIUTENS (JUIs IEPBOHAYAIBEHOTO/TIOCIEIYIOIIET0 0TYeTa)
IIpenBapuTenbHbI aHATN3, IPOBEACHHBIN NPOU3BOAUTENEM <]>, <2>

Tum HebnaronpusiTHOT0 COOBITHS (MHIMACHTA) (Koa U TepMuH ypoBH: 1 - [SO/TS 19218-1) <2>, <3>
Tun HeOmaronpusTHOro coobITUs (MHIUAEHTA) (Koa 1 TepMuH ypoBHs 2 - ISO/TS 19218-1) <2>, <3>
HauanbHble KOPPEKTUPYIOLIUE NEHCTBUS, BBIIIOJIHEHHBIE IPOU3BOAUTENEM <]>, <2>
[Ipenmnonaraemas nata clieayroomero oruyera <1>, <2>

10. Pe3yapTaThl 3aKIIOYUTENBEHOTO PACCICAOBAHNS TPOM3BOANUTENS (IS 3aKIFOUUTEIEHOTO OTYETa)
PesynbTaThl aHaNN3a, TPOBEIEHHOTO MPOU3BOAUTENEM <3>

OneHka HeOIaronpusATHOTO cOOBITHS (MHIMIeHTa) (Kox ¥ TepMuH ypoBHs 1 - ISO/TS 19218-2)
Orerka HEOIAroMPHUATHOTO COOBITHS (MHIHIEHTA) (KOA U TepMuH ypoBHA 2 - ISO/TS 19218-2)
Koppekrupyromue neiicTBrs o 6€301acHOCTH Ha MecTax <3>

Cpoku peanm3anny yKa3aHHBIX MEPOTPUATHH <3>

3aKIII0YUTENbHbIE KOMMEHTapUH MPOU3BOAUTEIIS

W3BeCTHO JM MPOU3BOIUTENIO O MOJAOOHBIX HEOIATONPUSITHBIX COOBITHAX (MHIUAEHTAX) C TAKAM XK€ TUIIOM
MEIUIIMHCKOTO MU3IETHUs ¢ TOJOOHOH JKe TITaBHOM MpHYNHOMN? <3>

Ha Her
Ecnu fa, ykakuTe B KaKMX CTPAaHaX U YKQKUTE HOMEpa HeOIaronpusTHBIX COOBITHH (MHIMICHTOB)
KonngecTBo 1mo100HBIX HEOJArONMPHSTHBIX COOBITHI (MHITUACHTOB) <3>

MemunuHcKoe n3zenre ObIII0 pacipoCcTpaHEeHO B CIEYIONINX TOCYAapCTBax (pH HATMYWH) <3>:
PecrryOnuka ApmeHus
Pecmry6nuka benapych
Pecrry6nuka Kazaxcran
Keipreizckas Pecrny0inka
Poccuiickas ®enepauus

Jpyrue rocynapcra (ykas3atb)



[Ipumeyanue:

<1> O0s3aTenbHOE TOJIE JUIsl 3aII0JIHEHUS MTPU IEPBOHAYATIBHOM OTYETE.

<2> O06s3aTeNbHOE TOJIC JTSI 3aMOJIHCHUS TIPY TTOCIICTYIOIIEM OTUYETE.

<3> O0s3arenbHOE NOJIE JJIs 3aNI0JIHEHUS TP 3aKJIIOYUTENHHOM OTYETE.

JIaHHBIN OTYET HE SIBISETCS MPU3HAHUEM OTBETCTBEHHOCTH MPOU3BOJUTENS UIU €TI0
YIOJHOMOYEHHOTO MIPEICTaBUTENIA 3a MPOU3OIIE/IIee HeOIaronpusTHOEe COObITHE (MHITUACHT
)u
€ro MOCIICJICTBUSA, COJIEPKAIINECS B HEM CBEJACHUS MOTYT ObITh HEMOJHBIMU U HETOYHBIMH.
JlaHHBIN OTUET TaKXKe HE SBJISICTCS MPU3HAHUEM TOTO, YTO MEAUIIMHCKOE U3EIHE,
uH(opMaIus 0 KOTOPOM MpPUBEJEHA B OTUETE, SABJUIOCH NE(PEKTHBIM U YTO METUITMHCKOE
u3zenue
MIPUBEJIO K MPENOIaraeMoMy yXyIIIEHHIO COCTOSIHUSA 3J0POBbsSI MIIM CMEPTH YEJIOBEKA WU
CIIOCOOCTBOBAJIO ATOMY.

[TonTBepxkato, 4TO MO BCEM MMEIOITUMCS Y MEHSI CBEJICHUSIM TIPEICTaBICHHAs
uH(bOopMaIKs BEpHA.

(TOJKHOCTB) (moamwuce) @®.1.0. (mpu HAIMYHH)
n n 20 r‘

[Ipunoxenue 15
k [IpaBunam nmpoBeaeHUs
(hapmMakoHa130pa 1 MOHUTOPHHTA
0€30IMaCHOCTH, KauecTBa U
3¢ (HeKTHBHOCTH MEAUIIMHCKIX
U3EIINH
®dopma

OTger 0 KOPPEKTUPYIOMMX JEHCTBHAX IO 6e30I1aCHOCTH MEIUIIMHCKOTO H3eIHA

1. AnmuHUCTpaTHBHAS HH(POPMAITHSL

Mecto ifu g OTMETKH
HaumenoBaHue rocyjapcTBEHHOro oprasna <1>, <2>, <3> roCy/IapCTBEHHOTO opraHa (Iara,
PETHCTPAIIMOHHBINA HOMEP)

Tum otuera <1>, <2>, <3>:
[TepBoHauanbHBIN OTYET
[Mocnenyromuii oTuer
3aKII0YUTENbHBIA OTUET
[Jara otyera <1>, <2>, <3>

PerucrpalinoHHbI HOMEp O0TYETa O KOPPEKTHPYIOMUX AEHCTBUAX (IIPUCBAaUBaeTCs MPOU3BOAUTENEM) <>, <2>
<3>

PerucrpannoHHEI HOMEP OTYETa O KOPPEKTUPYIOIINX EHCTBHAX (IPHUCBaUBACTCS TOCYNAPCTBEHHBIM OPTaHOM)
<2>, <3>

PerucrpanyoHHslii HOMep HeOJIAarompusTHOro coObITHs (MHIMIEHTA) (IPUCBaMBAETCS TOCYIapCTBEHHBIM
opramom) <2>, <3>



HaumeHoBaH#E KOOPIUHUPYIOMIETO TOCYIAPCTBEHHOTO OpraHa (eciiu MPHUMEHUMO)

2. JlaHHBIE O JIMIIE, TOJAOIIEM OTUET

Craryc nuna, nogaromiero otder <I1>, <2>, <3>:
[IpousBonurenn
YTIOTHOMOYCHHEIH TIPECTaBUTENh

3. JlaHHBIE O IPOU3BOIHTEINE
HaumenoBanue npousBoautens <1>, <2>, <3>
Oamuivst, UM, 0TIeCTBO (TIPY HAJIMYWH ) KOHTAKTHOTO JHna <>, <2> <3>

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

HNupexc <1>, <2>, <3> Topon <1>, <2>, <3>
Tenedon <1>, <2>, <3> ®daxkc (mpu HAMYUH) <1>, <2>, <3>
E-mail <1>, <2>, <3> Crpana <1>, <2>, <3>

4. laHHBIC YTIOIHOMOYEHHOTO TIPEACTaBUTENS (IPY HAJTUINH )
HauMenoBaHue ynoJTHOMOYEHHOTO MPENCTaBUTENS <1>, <2>, <3>
DaMuust, UM, 0TIECTBO (TIPY HAJIMYWH ) KOHTAKTHOTO JHna <>, <2> <3>

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

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

5. JlaHHBIC 0 METUITHHCKOM HU3ISTUU

Kracc moTeHnmansHOro prucka NpuMeHEeHHst METUIIMHCKOr0 u3fenus <1>, <2> <3>:
3
20
2a
1

Kox BHIa MeOMIIMHCKOTO M3JETHs B COOTBETCTBMM ¢ HoMeHKIaTypoi MeAMIMHCKUX u3fenuil PecnyOmuku
Kazaxcran <2>, <3>

Yuaukaneaeiid ko Menunuackoro m3nenus (Unique device identifier (UDI) (mpu Hammuamnm) <2>, <3>
HaunMeHoBaHMe MEIUIIMHCKOTO M3aeausd <1>, <2> <3>

Karamoxupii HOMep (eciu

Mogenp <2>, <3> (eciu NIPUMEHUMO
’ ( P ) MPUMEHUMO) <2>, <3>

Homep maptum (cepum) (ecnu

CepwuiiHbIif HOMEp (€CTIi MPUMEHUMO) <2>, <3>
p p ( p ) > MPUMEHUMO) <2>, <3>
Bepcust mporpammHOTo obecnieueHus (€CIu MPUMEHNMO) <2>, <3>

Jlata oxoHYaHHsI CpOKa TOXHOCTH (

Jara Beimmycka <2>, <3>
€CITH IPUMEHNMO) <2>, <3>
[puHanmexHOCTH M (MIIN) COBMECTHO MCTIONB3YEeMbIe METUIIMHCKIE H3ICTHA (€CTIH MPUMEHUMO) <2>, <3>

Homep peructpanimoHHOTO YJIOCTOBEpeHHST B [ OCyIapCTBEHHOM peecTpe JIeKapCTBEHHBIX CPEICTB U
MEUIUHCKIX W3AeIui (TIPU HATHINK) <2>, <3>

6. JlaHHBIE O KOPPEKTUPYIONIMX JEHCTBHUAX MO0 OE30IMaCHOCTH MEAUIITHCKOTO M3EIIUs
OO61rye cBeeHUS U MPUYNHA KOPPEKTUPYIOUINX AeHCTBUH <]>, <2> <3>

Onncanne 1 000CHOBaHNE KOPPEKTUPYIOMINX JSHCTBIH <1>, <2>, <3>



PexomMennanuum s mosib3oBateneit <1>, <2>, <3>
MeponpusaTrs U CPOKH pean3ani KOPPEKTUPYIOMHNX AeicTBri <2>, <3>

[punoxenune k otuery <1>, <2>, <3>:

VBenomiieHuEe 10 0€30IMacHOCTH
MCEAUIMHCKOI'O U3ACJI1s Ha PYCCKOM
SA3BIKC

Hpyroe
MeaunuHcKoe u3fienne ObIJI0 PacIpOCTPAaHEHO B CIEMYIONINX TOCyIapcTBax <1>, <2>, <3>:
PecnyOnuka ApmeHus
Pecnyonuka benapych
Pecnybnmka Kazaxcran
Keipreizckas PecryOmika
Poccuiickas @enepanus
Jpyrue rocynapcrsa (yka3aTh)
7. KommenTapuu

[Ipnmeuanue:

<1> O0s3aTenbHOE TI0JIE /ISl 3aII0JIHEHUS MPU TIEPBOHAYATILHOM OTYETE.

<2> O0s13aTenbpHOE MOJIE JJIs 3aIT0JTHCHUS IIpH IOCJIICOAYIOMIEM OTUCTE.

<3> O0s3aTeNbHOE TI0JIE /TSI 3aTIOJIHEHUS NP 3aKIIOYUTEIIEHOM OTUYETE.

I[aHHBII\/’I OTYCT HC ABJIACTCA NPU3HAHHUEM OTBETCTBCHHOCTH ITPOU3SBOAUTCEIIA WU €T0
YHOOJIHOMOYCHHOTO IIPCACTABUTCIIA 3a IIPOU30IICAIICE H€6J'IaFOHpI/I$ITHOG coOnITHE (I/IHHI/II[CHT
)u
€TI0 MOCJICACTBUS, COACPKAIUECCA B HCM CBCACHHA MOT'YT OBITH HEMMOJIHBIMHA U HETOYHBIMU.
I[aHHLIﬁ OTYCT TaKXC HC ABJIACTCA IPU3HAHHUEM TOI'O, YTO MCIAUIMHCKOC H3JCIIHC,
uH(popmarus o
KOTOPOM IIPHUBCACHA B OTUYCTC, ABJIAIOCH I[e(beKTHI;-IM N 9TO MCOAUIHNHCKOC U3CIINC IIPUBCIIO K
nmpeamnojaracMoMy YXYIAIMICHHIO COCTOAHHA 3J0pOBbA HWIM CMCPTH 4YCIOBCKa WU
CIIOCOOCTBOBAJIO
3TOMY.

Ho,uTBepm[an, 4TO I10 BCEM MMCHOMIUMCA Y MCHA CBCACHUAM IMPCACTABJICHHAA

HH(l)OpMaHI/IH BCpHaA.

(IOIKHOCTB) (moamuce) @®.1.0. (mpu HAIMYHH)
" " 20_ r‘

[Ipunoxenue 16
k [IpaBunam mpoBeaeHUs
(hapmakoHa130pa 1 MOHHTOPUHTA
0€30IMaCHOCTH, KauecTBa U
3¢ (HeKTHBHOCTH MEAUIIMHCKIX
U30eIIUH

¢dbopma



VBemomieHre Mo 6€30IacHOCTH MEIHIIMHCKOTO H3AEIIHA

Ne Jara:

Bun xoppektupyromero AeUcTBU:

HpI/IOCTaHOBJ'IeHI/Ie HCIIOJIb30BaHUA
MCIHUITUHCKOI'O U30CITUA

3amMeHa MEIMIMHCKOIO0 W3IEIus
MpPOU3BOAUTENIEM  HWIH  €ro
YIOJHOMOYEHHBIM MPEICTaBUTENEM

BO3BpaT MCIUIIMHCKOT'O H3ACIHA
MNpOU3BOAUTEIIIO NN €ro
YIOOJIHOMOYCHHOMY MPEACTABUTCIIIO

MopepHu3amuss MeIUIIMTHCKOTO
31 Ha MECTE

yHI/I‘ITO)KeHI/Ie MCECOAUIIUHCKOTO
M3 eI

W3MeHeHne UMHCTPYKUMH 1O
MIPUMEHEHHUIO WM PYKOBOJCTBA IIO
9KCINTyaTallid  MEIHUIUHCKOTO
W3AETINs

O0OHOBJIEHHE  TPOrPAMMHOI0O
obecrieueHus

HApyroe
HanmMeHoBaHME MEANUIIMHCKOTO M3/1ENNS:
BapuaHT ucmionHeHU/MOICIT/CepUHHBI HOMEP/KAaTAIOKHBI HOMEp (TI0 IPUMEHUMOCTH):
Homep perucrpainoHHOrO yI0CTOBEPEHHUS:
Onucanue npoOaeMbl:
Onucanue JeCTBUMN, BBIMOIHIEMbIE MTOJIb30BATEIEM MEAUIIMHCKOTO H3IEIHU:

VYkazanue o HeoOXOJAMMOCTH IEpeJaud YBEJAOMIICHHs JIHMIaM, KOTOpbIE H3BELICHbI O Mpobieme W (WIiIN)
BBINOJTHSIONINE KOPPEKTUPYIOIINE ASHCTBUS:

VYkazaHnue 0 HEOOXOMUMOCTH TNPEIACTABICHHUS MPOU3BOJUTENIO (YIIOJTHOMOUYEHHOMY TPEACTABUTEIIO
MIPOM3BOAUTENS) CBEICHUH O MEJMIIUHCKUX U3/CIIHAX, HAMTPABICHHBIX B IPyTHUe OPraHU3alUK, U IEPeAadn ITUM
OpraHU3aIIM yBeIOMIICHHS (TIPU HATHYHH):

KonrakTHas napopmanus
Oamust, UM, 0TYECTBO (IIPY HATMYWH ) JIMIIA, HAITPABUBIIECTO yBEIOMIICHHE <|>, <2> <3>

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

Hunekc <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>

[ToaTBep:knato, 4YTO TOCYJAPCTBEHHBIN OpraH MpoOMH(GOPMUPOBAH O JaHHOU IpobiieMe U O
HACTOSIIEM YBEIOMJICHUH 110 0€30IIaCHOCTU MEAULIMHCKOTO U3




(momkHOCTE)  (TIOJITHUCH)
n n 20_ r‘

@®.1.0. (mpu HAIMYHH)

[Ipunoxenue 17
k [IpaBunam npoBeaeHUs
(hapmakoHa130pa 1 MOHUTOPHHTA
0€e30IMaCHOCTH, KauecTBa 1
3¢ (HeKTHBHOCTH MEAUIIMHCKIX
U3EIINI

®dopma

OTger 0 HOCTPeruCTPaHOHHOM KIIMHHIECKOM MOHHTOPHHTE 6€30macHOCTH U () (eKTHBHOCTH

MCIHUITNHCKOI'O U334 CIINA

1. AqMuHUCTpaTHBHAS HH(pOPMAIHS

T'ocynapcTBeHHBIN Opran

Anpec rocy1apcTBEHHOTO OpraHa

Twum oTueTa:

Hata otuera

PeructpannoHHBI HOMEp 0T4eTa (IPHCBANBACTCS MTPOU3BOIUTEIIEM)

Mecto JUTSE OTMETKHU
roCyIapCTBEHHOTO opraHa (nara,
PETHCTPAIOHHBIA HOMED)

IlepBOoHaUanbHbBINA OTYET
[Tocnenyrommii oTueT

3aKIIOYNTENLHBIN OTYET

PeFI/ICTpaIII/IOHHHﬁ HOMCEp OT4HETa (HpI/ICBaI/IBaeTCH ToCy1apCTBECHHBIM OpFaHOM)

2. JlaHHBIE O JIMIIE, TOAAIOIIEM OTUET

CTaTyC JMga, mogaromero OT4YeT:

3. laHHBIE O IPOU3BOIUTEIIE

HaumenoBanue MIPOU3BOAUTEIIA

Damunust, UM, 0T4eCTBO (TP HAMYMK) KOHTAKTHOTO JIAIA
Anpec

Wnupexc

Tenedon

E-mail

4. laHHBIC YTIOIIHOMOYEHHOTO TIPEACTaBUTENS (TIPY HAJTMINH )
HanmeHoBaHUE yIIOJTHOMOYEHHOTO TPEICTABUTEIIS
Damunust, UM, 0T4eCTBO (IPH HATMYMN) KOHTAKTHOTO JINIA
Anpec

Wnupexc

Tenedon

E-mail

[IpousBonurenn

V1o1HOMOYEHHEIN npeACTaBUTCIIb

Topon
®Daxc (Ipy HATUYNH)

Crpana

T'opon
®daxc (py HATUIUH )

Crpana



5. JlaHHBIE O MEAUITUHCKOM H3/ICITUH

Kiacc moTeHIansHoro prucka NpruMeHEHHSI MEIUIITHCKOTO U3ETIHS:
3, HEUMITJIAaHTHPYEMOE
3, UMITAaHTHPYEMOe
20, IMIUTAHTHPYEMOE

Kon Buma MeTUIIMHCKOTO H3ACTUS B COOTBETCTBHHM ¢ HOMEHKIATypoil MEOWIMHCKHX W3aeiwii PecmyOnuku
Kazaxcran

HanmeHnoBaHne MeIUIIMHCKOTO U3AETHS
BapuanTs! nucnonaeHUs (MOIUGUKAIINN) METUIIHHCKOTO U3/ISITAS
6. [lepeueHs uaeHTH(OUITUPOBAHHBIX OCTATOYHBIX PUCKOB, CBSI3aHHBIX C MEIUIIMHCKAM H3ICTIHEM

7. HGJ'II/I " 3aJa4u MOCTPETUCTPANMOHHOTO KIMHHUYECKOTO MOHUTOPHHIA 0e30MMacHOCTH U 3(1)(1)3KTI/IBHOCTI/I
MCIUIIMHCKOT'O U3ACINUA

8. Cxema MoCTperucTpalioHHOr0 KIIMHUYECKOr0 MOHUTOPHHTA 6€30MacHOCTH M 3G (GEKTUBHOCTH METUIIMHCKOTO
U3JeTUs

9. KilnHnyeckue 1aHHbIe, OJyUYEHHBIE 32 OTYETHBIM MEpHoL
10. OrneHka KJIMHAYECKUX JaHHBIX, TOJYYCHHBIX 32 OTUETHBII TepHo.

11. OHGHKa BCCX KIIMHUYCCKUX JAHHBIX, IMOJYYCHHBIX B HNCPUOA IMOCTPETUCTPALMOHHOI'O KIMHHUYCCKOI'O
MOHUTOPHUHIA 0€30IMaCHOCTH U 3(1)(1)6KTI/IBHOCTI/I MEIUITMHCKOI'O U3ACIINA

12. 3aknroueHHe O HE0OXO0AMMOCTH (OTCYTCTBHM HEOOXOAMMOCTH) KOPPEKTHPOBKHM IUIaHa
MOCTPETUCTPALIOHHOTO KIMHUYECKOTO MOHUTOPHHIAa 0€301MacHOCTH U 3P (HEKTHBHOCTH MEIUIIMHCKOTO H3IEITHS

13. 3akroueHne 0 He0OXOIUMOCTH (OTCYTCTBUH HEOOXOJMMOCTH) BHIIOIHEHHST KOPPEKTHPYIOIINX ACHCTBUII IO
6€301acHOCTH MEAUIIMHCKOTO M3/1ENNs

14. Onucanue KOPPEKTUPYIOMIUX JCHCTBUM 110 0€30MaCHOCTH MEIUIIMHCKOTO U3/IeNUs (TIPH HATAIHHI )
15. 3axmroueHne (000CHOBaHNE) O KIMHAYECKOH 0€301MacHOCTH U APPEKTHBHOCTHA METUIITHCKOTO M3 ICIHS

16. 3akaroueHne 0 HEOOXOAUMOCTH (OTCYTCTBUH HEOOXOTUMOCTH) MPOAJICHHS LHKIA MOCTPEruCcTPalliOHHOTO
KJIMHUYECKOTO MOHUTOPHHIA 0e30macHOCTH U 3()(EKTHBHOCTH MEAUIIMHCKOTO M3JEIHsI (ISl 3aKITFOYMTENEHOTO
oTyeTa)

17. KommerTapun
ITonTBep:xaro, 4TO MO BCEM UMEIOIIMMCS Y MEHSI CBEICHUSAM IIPEICTaBICHHAs
uHpopMaIus BEpHa.

(TOIKHOCTH) (moAmuCh) @®.1.0. (mpu HAIMYKH )
MIL" " 20 1.

© 2012. PT'TI na I[TXB «MHCTUTYT 3aKOHOAATENbCTBA U NTpaBoBoil nHGopMaruu Pecriybnmku Kazaxcram»
MunucrepcrBa roctunun Pecnyonmku Kazaxcran



