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06 yTBepkneHIH IpaBWI (POpMHUPOBaHKA NepedHa opdaHHEIX 3a00IeBaHMUit 1
JIEKApCTBEHHEIX CPEACTB YIS UX JICICHUA

[Ipuka3z Munuctpa 3npaBooxpanenus Pecnyonuku Kazaxcran ot 16 okta6ps 2020 roga Ne
KP ICM-135/2020. 3apeructpupoBan B Munuctepctse tocturnu Pecyonuku Kazaxcran 19
okTs0pst 2020 roya Ne 21454,

B cootBetrcTBUU ¢ myHKTOM 4 ctatbu 177 Konekca Pecnybnuku Kazaxcran ot 7 urons
2020 roga "O 3mopoBbe Hapoaa u cucteme 3apaBooxpanenus’ [IPUKA3BIBAIO:

1. YrBepautrs mnpaBuia (QopMUpOBaHUS MepedHs Op(paHHBIX 3a00J€BaHUN U
JIEKapCTBEHHBIX CPEACTB JUIS UX JIEYEHUS COIIaCHO MPUIIOKEHUIO K HACTOALLEMY IPUKA3y.

2. lenapTaMeHTy OpraHU3ali MEAUIIMHCKON oMo MUHUCTEPCTBA 3APaBOOXPaHEHUS
Pecny6nuku Ka3zaxcran B yCTaHOBJIEHHOM 3aKOHOJATEIbCTBOM Topsake PecmyOnuku
Kazaxcran obecrnieunTs:

1) rocy1apcTBEHHYIO PETHCTPALIMIO0 HACTOSLIErO MpHKaza B MUHUCTEPCTBE FOCTULIMH
Pecnybnuku Kazaxcrawn;
2) pa3MelleHHE HACTOAIIEro MpHUKa3a Ha HHTEpHET-pecypce MuHHCTepcTBa
3npaBooxpaHeHus Pecnyonuku Kazaxcran mmocie ero opuimaibHOro omyOJInKOBaHNUS,

3) B TeueHue aecATu pabouMX JHEW Mociie rocy1apCTBEHHON PErucTpaliii HACTOSIIErO
npukaza B MuHuctepcTtBe toctunmu PecnyOmmku Kazaxcran mnpenocrtaBieHHE B
KOpunuueckuit genaprameHT MuHucTtepcTBa 31paBooxpaneHus PecnyOnuku Kaszaxcran
CBEJICHUN 00 HCHOJHEHWH MEPONPHUITUNA, NMPETyCMOTPEHHBIX MOANYHKTaMU 1) u 2)
HACTOSIILIETO ITyHKTA.

3. KoHTpoap 32 MCNOJHEHHEM HACTOSILIEro MPUKa3a BO3JOKHUTh Ha KYypHPYIOIIETrO
BHUIIe-MUHHUCTpA 37paBooxpanenus Pecnyonuku KazaxcraH.

4. Hacrodmuii npuka3 BBOAUTCS B JICMCTBUE MO UCTEYECHUM JIECATU KAJIECHIAPHBIX JHEU

MOCJIE JTHS €r0 IEPBOTO OPHUITMATBHOTO Oy OJTUKOBAHMS.

Mpunwnctp 31paBooxpaHeHHA A. Ioit
Pecrry6nkn Kazaxcran
[Ipunoxenue Kk npukazy
MuHucTpa 31paBOOXpaHEHUS
Pecniy6nuku Kazaxcran
ot 16 okts16ps 2020 roaa

Ne KP ICM-135/2020

ITpaBuna popmupoBanus nepedas opaHHBIX 3a00I€BaHMH U JIEKAPCTBEHHBIX
CPEACTB AJIA UX JIC9CHUS

I'maBa 1. O0mme noioxeHus



1. Hacrosimue IlpaBuna dopmupoBanusi mepedHss op@aHHBIX 3a00J€BaHUM U
JIEKapCTBEHHBIX CPEJCTB I UX JieueHus (nanee — [IpaBuna) pa3paboTaHbl B COOTBETCTBHUH C
nyHkToM 4 crateu 177 Konekca Pecy6nmku Kazaxcran ot 7 utons 2020 roxa "O 310poBbe
HapoJa W cucteme 3apaBooxpaHeHus" (mamee — Koaekc) W OmpeaensiioT MOpsI0K
dbopmupoBaHus nepedHs ophaHHBIX 3a00J€BaHNUNA U JIEKAPCTBEHHBIX CPEACTB IS UX JICUCHUS

2. B Hacrosmux IIpaBuimax ucronb3yroTcs CIEAYIONIUE TOHATHSA:

1) Hay4Hast opraHu3aius B 00J1acTH 3paBOOXPAHECHUS — HAIIMOHAIBHBINA LIEHTP, HAYYHBIH
IEHTP WM HAyYHO-UCCIEIOBATEIbCKUNA HWHCTUTYT, OCYIIECTBISAIONIUE HAYYHYIO,
HAayYHO-TEXHUYECKYI0 M WHHOBAIIMOHHYIO JICSITEIHHOCTh B OOJIACTH 37paBOOXPAHCHHUS, a
TaKke METUIIUHCKYIO0, (papMalrieBTUUecKyto U (Miiu) oOpa3oBaTeIbHYIO JeATeIbHOCTD;

2) yImOJIHOMOYEHHBIN OpraH B 00JIaCTH 3/[paBOOXPAHCHHUS (J1ajiee — YIOJTHOMOYEHHBIN
OpraH) — UEHTPAJIbHBIM HCHOJHUTEIbHBIA OpraH, OCYIIECTBISIOMMN PYKOBOACTBO U
MEXOTPACIEBYI0 KOOPAMHAIIMIO B OOJIACTH OXpaHbl 3/I0pOBbsl rpaxkaaH PecnyOnuku
Kazaxcran, wenuiMHCckod W  (QapMaleBTUYECKOW HAyKH, MEIUIIMHCKOTO W
(hapmaneBTUYeCKOTO 00pa30BaHUs, CAHUTAPHO-AIUJIEMUOJIOTUYECKOr0 OJaromnoayydus
HaceJIeHHs, OOpalleHusl JICKAPCTBEHHBIX CPEJACTB M MEIMIIMHCKUX W3JENINi, KadecTBa
OKa3aHUs MEIUIIMHCKUX YCIYT (MTOMOIIIN);

3) opdannbie (peakue) 3a00JeBaHUS — PEAKHEC TSKEIbIC 00JIC3HH, YTPOXKAIOIINE KU3HU
YeJIoBeKa WM MPUBOJISAIINE K MHBAIMIHOCTH, YaCTOTa KOTOPHIX HE MPEBBIIIAET OPUIIUATHHO
OMPEICICHHOTO YPOBHS;

I'masa 2. ITopsmox ¢popMupoBanus nepedrs oppaHHBIX 3a00meBaHmMiA

3. Jlns BKIrOUeHHs 3a0o0JieBaHUSA B NepedyeHb op(aHHBIX 3a007€BaHHUI CyOBEKTaMU
3IpaBOOXPAHEHUS, MPEACTABUTEIISIMU AacCOIMalMil U OOIIECTBEHHBIX OObEIMHEHUH,
(GU3UUECKUMU U IOPUIUYECKUMH JIMIIAMU TOAAI0TCS MNPEJIOKEHUS B YMOJHOMOYECHHBIN
OpraH.

4. TlpensioxxeHus C MOMEHTA MOCTYIICHHS B TeUeHUue 3 pabouux JHEW HampaBistOTCS
YIIOJJHOMOYEHHBIM OpPraHOM B Hay4HbIE OpraHu3ald B OOJACTH 3paBOOXPAHECHUS IO
npoduiIto 3a001eBaHUs.

5. B Hay4HO# opraHuzanuu mno npoduito 3a00IeBaHUS MPEITOKEHUS O BKIIOUYCHUH
3a00sieBaHus B TIepeueHb Op(aHbIX 3a00JI€BaHUI pacCMaTPUBAIOTCS KOMUCCHUEH.

Komuccus co3gaercs nmpuka3oM pyKOBOAMTENS HAayYHOM OpraHu3alud B 00JIACTH
3IpaBOOXPAHEHUS, B COCTaB KOTOPOW BXOIAT MpeACEAaTeNb, YICHbl KOMUCCUU (HE MEHEE
Tpex NPOPUIbHBIX CIEIUATUCTOB, B TOM YHWCJI€ BHEIITATHBIC CHEIUAJUCTBI B 00JaCTH
3IpaBOOXPAHEHUSI) U CEKPETAPh.

[Ipencenarens n3dupaercs U3 4KMcia YWICHOB KOMUCCUU ITyTEM T'OJI0COBAHUS.



6. Komuccus mo mpejaraeMbiM 3a00J€BaHUSM MPOBOJUT aHAIU3, BKIIOYAIONTUAN

CIEAYIONIYI0 HH(POpMALIHIO:
1) oGmiee onmcanue 0OJIC3HU UITA COCTOSHUS,
2) Ko/ B COOTBETCTBUM ¢ MexmyHapoaHou kinaccudukanueit 6onezneit (nanee - MKB);
3) onucaHue 3THOJIOTUU U CUMIITOMATHUKHY;

4) pacrnpocTpaHeHHOCTh Op(aHHOTO 3a00J€BaHMS, pacCUMTaHHAs HAa OCHOBAHUHU
CTaTUCTUUYECKUX AaHHbIX PecnyOonuku Kazaxcran v (Win) MEXITyHAPOAHBIX CTATUCTUYECKUX
JAHHBIX;

5) oOocHOBaHME TSKECTH WJIM WHBAIUIU3UPYIOLIErO Xapakrepa 3a0oJieBaHus,
OCHOBAHHOE Ha OOBEKTUBHOM M KOJMYECTBEHHON MEIUIIMHCKON WIIH DIUAEMHUOJIOTHYECKON
uHpopmanuu;

6) 000CHOBAaHHE YTPOKAIOIIETO KU3HU XapakTepa O0JIE3HU WM COCTOSHUS, OCHOBAaHHOE
Ha MTOKA3aTeNsAX CMEPTHOCTH U IIPOJIOIKUTENBHOCTH KU3HH.

7. 3akiao4yeHue KOMHUCCHM O(QOPMIISIETCS MPOTOKOJIOM, KOTOPBIA COAEPKUT
HAaMMEHOBAaHUE MEIMIMHCKOW OpraHu3alMy, [aTy MpPOBEACHUS 3acellaHus, CIUCOK
MPUCYTCTBYIOIIUX WIEHOB, IEPEUEHb 00CYXKAAEMbIX BOIIPOCOB, PELLIEHUE U €r0 000CHOBAHUE.

3aKII04YeHNE KOMUCCUY HAPABJISETCS B YIIOJTHOMOYEHHBIN OpraH Jijii pacCCMOTPEHUS Ha
3aceqanuu OO0BEIMHEHHOW KOMHMCCHUU MO KaueCTBY MEIMIIMHCKUX YCIyT, GopMUpyeMoil B
cootBeTcTBUHU cO cTatheil 15 Konekca (manee — OKK).

8. YNOJTHOMOYEHHBIM OPTaHOM pEIICHUE O BKJIIOYEHUU 3a00JIeBaHMS B MEPEUCHD
op¢aHHBIX 3200J€BaHUI MPUHUMAETCS MPU HATMYUH MON0KUTENbHON pekomeraanuit OKK u
COOTBETCTBHHM MOJIYHKTY 1) M OTHUM U3 MOJAMYHKTOB 2), 3), 4), 5) CIeAYIOIIUX KPUTEPHUEB:

1) pacnpoctpanenHnocts B Pecriyonnke Kazaxcran;

2) HeoOXOAMMOCTh B CUCTEMATHUYECKOM JICYCHHUH, VISl IPOBEIEHUS KOTOPOTO UMEIOTCS
pa3paboTaHHbIE M 3aperucTpupoBaHHble Ha Tepputopun Pecnyonuku Kazaxcran
JIEKapCTBEHHBIE Cpe/icTBa (KypaOenbHbIe MAlMeHTHI );

3) HEoOXOIUMOCTh B CUCTEMATHUYECKOM JICUEHUU C MPUMEHEHHEM JIEKaPCTBEHHBIX
CPEACTB, KOTOpbIE pa3padOTaHbl WU HMMEITCA B MHpPE, HO HE 3apErHCTPUPOBAHBI K
npuMeHeHHIo Ha TeppuTopun Pecy6nuku Kazaxcran;

4) nanuuue 3a001€BaHUM, JIs JICUEHUS KOTOPBIX B MUPE OTCYTCTBYIOT pa3paOOTaHHbIE
JIEKapCTBEHHBIE CPEACTBA;

5) HEeoO0X0AMMOCTh OKa3aHWUS MAUIMATUBHONW MEJUMUMHCKOW MOMOIIU B CBSI3U C
OTCYTCTBUEM PaJMKAIBHOU Tepanuu (MHKypaOeIbHbIC MAllUeHTHI).

PacnpoctpanenHocts B Pecnyonnike Kazaxcran He 6onee 50 cimyuyaeB Ha 100 Thicsau
HacesneHus B PecriyOnuke Kazaxcran.

9. [lepecmoTp nepeuns: opdaHHbIX 3a00JIeBaHUI TPOBOAUTCS OJIUH pa3 B TpU rojia u (Win

) IpY MOSIBJIEHUU HOBBIX JIOCTOBEPHBIX CIIY4YaeB.



I'maBa 3. Ilopsamokx (opMHpOBaHHUA EpEeTHA JIEKAPCTBEHHABIX CPEACTB A JICICHUA
opdaHHBIX 3a00IeBaHMI

10. Jlna BKIIOYEHUS JIEKaPCTBEHHBIX MPENApaToB B MepeyeHb Op(paHHbIX JIEKAPCTBEHHBIX
CPEICTB CyObeKTaMH OOpallleHus IEKapCTBEHHBIX CPEICTB, MPEACTABUTENSIMU OpraHu3alui
OpPOU3BOJMUTENEH  JIEKAPCTBEHHBIX  CPEACTB, CyOBEKTaMU  3JIpaBOOXpPaHEHUS,
NPEACTABUTENIIMU acCOIMAlUii M OOIIECTBEHHBIX OObEIUHEHUH, (U3UYECCKUMHU U
IOPUANYECKUMU JIMIIAMH TTOJJAI0TCA MPEAJIOKEHHS B YIIOJTHOMOYEHHBIN OpraH.

11. Ilpennoxxenust ¢ MOMEHTA MOCTYIUICHHS B T€YEHUE 3 pabOuuX THEW HAIpaBISIOTCS
YIOJIHOMOYEHHBIM OpraHoM B PecnyOiMKaHCKYI0 TOCyJapCTBEHHYIO OpTraHM3aLUIo,
OCYIIIECTBISAIONIYI0 OpraHu3aiuioo cbopa, oOpaOOTKH, XpaHEHUS W aHaJIU3a MEIUIIMHCKUX
CTaTUCTUYECKUX JAHHBIX O JEATEIIBHOCTH OpPraHu3alHil 3paBOOXPAHEHUs, COCTOSIHUS
3I0POBBS HACEJICHUS U JIEKapCTBEHHOM obecrieueHuu (anee — Pabouuii opran).

12. PaGouuii opran npoBOJAUT aHAJIN3 MPEAJIAraeMbIX JIEKAPCTBEHHBIX MPENapaToB C
MOJIFOTOBKOM 3aKITIOYEHUSI, BKIIFOUAIOIIETO CIICTYIONIYI0 HH(POPMAIIHIO:

1) obmiee onucanue JEKapCTBEHHOTO Mpernapara;

2) cBeIeHUSI O PErUCTpally JICKAPCTBEHHOIO IMpernapaTta Ha Tepputopuu PecryOinku
Kazaxctan co crarycom opdanHOro mpemnapara (TEXHOJOTHMH) WJIM ONUCAHWUE NPUUYUH
oTcyTcTBUA peructpainuu B Pecryonuke Kazaxcran;

3) obmee onucanue opaHHOTO 3a00J€BaHMs, BKIIOYEeHHOTO B [lepeuenn opdanHbIx
3a00yieBaHUM, yTBEPKICHHBIN B COOTBETCTBHH C MMyHKTOM 3 ctathu 177 Koaekca unu Goiee
y3KOro TIOKa3aHMs B paMKax JaHHOro op(aHHOro 3a0o0jieBaHus, IPU KOTOPOM TpeJiaraercs
IIPUMEHEHUE JIEKaPCTBEHHOr'O Mpernapara;

4) neranu peryjasTOpHOro oppaHHOro cTaryca 3a pyoexom;

5) 0030p OCHOBHBIX KIIMHUYECKUX UCCIETOBAHUIT;

6) cpaBHeHHE C Op(paHHBIMU TEXHOJOTHSMHU, 3apETUCTPUPOBAHHBIMU B PecmyOnnke
Kazaxcran ¢ moATBepKI€HUEM 3HAUMMOMN KIMHUYECKON WIIM SKOHOMUYECKOM BBITOJIbI.

13. Pe3ynbpTaThl aHanu3a B BUjE 3akitodeHusi Pabouero oprana HampaBJisSIOTCS B
YIIOJIHOMOYEHHBIN OpraH JijIsi paccMOTpeHus Ha 3acenanuu GopmysisipHoil koMuccuu (anee
— @OK), onpeienieHHO B OPsIAKE, yCTAHOBIEHHOM IMYHKTOM 2 ctaThu 264 Kojekca.

14. JlekapcTBeHHBIN mpenapar BkitoyaeTcs B [lepedueHb oppaHHBIX JTEKapCTBEHHBIX
CPEICTB MPU HAIUYUU TOJOKHUTENbHON pekoMeHgaunu @K u cOOTBETCTBHM CIEAYIOIIMM
KPUTEPUSIM:

1) nexapcTBEHHBIN MpenapaT MpelHa3HAYeH A1 AUArHOCTHKU, NPO(YUIAKTUKU HIIN
J€YEHHUs] OJHOTO WJIM HECKOJIbKUX Op(aHHBIX 3a00JIeBaHUI COTJIACHO YTBEP)KIECHHOTO
nepeydHst opgaHHbIX 3a001€BaHUM (HA MOMEHT MOIauu MPEIOKEHHUS);

2) NeKapCTBEHHBIM MpenapaT 3aperucTpUpOBaH K MPUMEHEHHUIO HA TEPPUTOPUU
Pecnybnuku Kazaxcran co crarycoMm opdanHHOro mnpemnapara (TE€XHOJOTHH) WIM He
3aperucTPUPOBaH K MPUMEHEHHIO Ha Tepputopun PecnyOmmku Kazaxcran;



3) nexapCTBEHHBII NpemnapaT NpeJHa3HauyeH JUIsl MalMeHTOB ¢ 3a0oJieBaHUEM, s
KOTOPOTO HE CYUIECTBYET YIOBJIETBOPUTEIbHBIX METOJOB JUATHOCTHKHU, MPO(UIAKTHKH,
JCYeHUs] WM TpPU HaJUYMM TaKOorO METOJa, JaHHBIN JIeKapCTBEHHBIM mMpemnapar Oyner
NPUHOCUTDH 3HAYUTETHLHO OOJBIIIYIO MMOIb3Y MallMeHTaM, CTPAJAIOUM TaKUM 3a00JI€BaHUEM.

15. Ilepecmortp Ilepeuns oppaHHBIX JEKAPCTBEHHBIX CPEACTB MPOBOAUTCS OJUH Pa3 B TPH
rojia v (WIn) Ipy NOSIBJIEHUN HOBBIX Op(QaHHbBIX JIEKAPCTBEHHBIX CPE/ICTB.
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