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KazaxcTtan Pecry6iukachiHbIH JleHcayIIbIK caKTay ITpuka3z Munucrpa MuHuCTepCcTBO 31paBooXpaHeHus PecryOauku
MHHHCTPJIIri 3apaBooxpaHeHus Pecry6mnku Kasaxcran

Kazaxcran ot 16 okts16pst 2020 rozga
Ne KP ICM-135/2020.
3aperucTpupoBan B MUHHCTEPCTBE
roctuiun Pecnyonuku Kazaxcran 19
okTsa0pst 2020 rona Ne 21454

006 yTBep:kaeHuu npaBui ¢popMupoBaHus nepevHst oppaHHbIX 3200/1eBAHUNA 1
JIEKAPCTBEHHBIX CPECTB JJIfl UX JeYeHHU s

B cootBercTBuu ¢ mynkToMm 4 crathu 177 Konekca Pecriyonuku Kazaxcran ot 7
utonst 2020 rona «O 300poBbe Hapona u cucteme 3apaBooxpanenus» IPUKA3BIBATIO

1. YTBepauTs npasuiia popMupoBanus nepeyHs ophpaHHbIX 3a00JI€BaHUN U
JICKaPCTBEHHBIX CPEJACTB JIJIS UX JICUCHUS COTIIACHO MPUIIOKEHHUIO K HACTOAIIEMY
PUKa3sy.

2. JlenapTaMeHTy OpraHu3alyd MEJULIMHCKON oMo MHUHUCTEPCTBA
3npaBooxpaHeHus Pecryonvku Kazaxcran B yCTaHOBIIEHHOM 3aKOHOJATEIbCTBOM
nopsiike PecyOnuku Kazaxcran o0ecniequTs:

1) rocy1apcTBEHHYIO PErUCTPAIMI0 HACTOSIIIETO TpruKa3a B MUHUCTEPCTBE
toctutiuu Pecry6onuku Kazaxcran;

2) pa3MelIeHrEe HACTOAIIETO IPUKa3a Ha UHTEPHET-pecypce MuHucCTepcTBa
3npaBooxpaHenus Pecnyonuku Kazaxcran nocie ero opuiuanbHOro onyOJuKoBaHuUS,

3) B TeueHue AecITH pabouuX JIHEW MoCie rocyJapcTBEHHOM perucTpaiuu
HACTOSIILIEro npuka3a B MunucrepcTse roctuunu Pecnyonnku Kazaxcran
npenocrasieHue B FOpuanueckuil aenapraMeHT MUHHACTEPCTBA 3paBOOXPAHEHUS
Pecny6nuku Ka3zaxcran cBenieHuid 00 UCTIOTHEHUU MEPONPUATHH, PEyCMOTPEHHBIX
NOAMYHKTaMH 1) ¥ 2) HACTOSIIIETO MyHKTA.
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3. KOHTpoJIb 32 HCIIOTHEHUEM HACTOSIIErO MPUKa3a BO3JIOKUThH Ha
KypHUPYIOILEro BUIle-MUHHUCTpA 3/IpaBooxpaHeHus Pecnyonuku Kazaxcran.

4. HaCTOHIIII/IfI IMpUKa3 BBOAUTCA B }IeﬁCTBHe 10 UCTCUYCHNH ACCATH KAJICHAAPHBIX

JHE 1mociie AHs ero MepBOro 0(UIHAIBHOTO OIMyOIUKOBAHUSI.

Munuctp 3a1paBooxpanenus Pecnyoinkn Kazaxcran A. Hoit
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[Ipunoxenue
K [pUKa3y
MuHuCTp 31paBOOXpaHEHUS
Pecny6nuku Kazaxcran
ot 16 oxTsa6ps 2020 rona
Ne KP JICM-135/2020

IIpaBuia popmupoBanus nepednsi opGpaHHbIX 32001eBaAHUN 1 JIEKAPCTBEHHBIX
CPeICTB ISl UX JIeYeHUs

I'maBa 1. O01ime moj0KeHus

1. Hacrosimue IlpaBuia popmupoBanus nepeynst opaHHbIX 3a00J€BaHUN U
JIEKapCTBEHHBIX CPEACTB JIs UX JiedueHus (nanee — [IpaBuna) paspaboTaHsl B
cooTBeTcTBHM ¢ MyHKTOM 4 ctatbu 177 Konekca Pecy6muku Kazaxcran ot 7 utons
2020 roga «O 310poBBE HAPOJIA U CUCTEME 3/IpaBoOOXpaHeHus» (nanee — Kojekc) u
OTIPEIEIISIIOT OPAIOK (hOpMUpPOBaHHMS TIepeyHst op(haHHBIX 3a00JIEBAHUNA U
JIEKAPCTBEHHBIX CPEJICTB JISl UX JICUCHUSI.

2.B HaCTOAIIINX HpaBI/IJIaX HNCITIOJIB3YIOTCA CIICAYIOIIUC ITOHATHA:

1) HayuyHas opraHuzanys B 00JaCTH 31paBOOXPAaHEHUS — HAIMOHAJIbHBIN LIEHTP,
HAYYHBII [IEHTP WM HAYYHO-HCCIEN0BATEIbCKUI HHCTUTYT, OCYILECTBISIOIINE
HaY4YHYI0, HAy4YHO-TEXHUUECKYIO0 U HHHOBALMOHHYIO JESITEIbHOCTh B 00JIaCTH
3IpaBOOXPaHEHUs, a TAKXKE MEIULIMHCKYIO, (hapMalleBTUYECKYIO U (WIIH)
00pa30BaTeNbHYIO 1EATEIbHOCTD;

2) yIOJIHOMOYCHHBIN OpraH B 00JaCTH 37paBOOXpaHCHUS (fanee —
YIOJHOMOYEHHBIN OpraH) — [HeHTPaJbHbIN UCTIOJHUTENbHBIA OpraH, OCYIIECTBIISIONTUN
PYKOBOJICTBO ¥ MEXKOTPACJIEBYIO0 KOOPJIUHALIMIO B 00JIACTH OXPaHbI 3J0POBbS FPAKIAH
Pecny6nuku Kazaxcran, MequiimHcKol U hapMaleBTUYeCKON HayKu, MEUIIMHCKOTO 1
dhapMalieBTHYECKOro 00pa3oBaHusl, CAHUTAPHO-ITUIEMUOIOTUUECKOTO OJIaronoayus
HaCeJICHUs, 00paIlleHUs JIEKAPCTBEHHBIX CPECTB U MEAUIIMHCKUX U3JIEIHI, KauecTBa
OKa3aHMsI MEIUIIMHCKUX YCIYT (TIOMOIIN);

3) opdannbie (peakue) 3a00aeBaHUS — PEJIKUE TSKETbIe 00JIE3HH, YTPOXKAIOIITUE
YKU3HH YE€JIOBEKA WIIM MMPUBOAIINE K MHBATHIHOCTH, YaCTOTa KOTOPHIX HE MIPEBBIMIACT
opUIUATHHO ONPENETIEHHOTO YPOBHS;
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I'nasa 2. Ilopsanoxk popMupoBanus nepedns opganHHbix 3200/ 1eBaHUN

3. Anst BritoueHus 3a00J1€BaHUs B IEpedeHb OppaHHbIX 3a00IeBaHUIN
cyOBeKTaMu 37paBOOXpaHCHHUS, TPEACTABUTEISIMU aCCOIMAIMA U OOIIECTBEHHBIX
o0ObeuHeHUH, GU3MUECKUMU U FOPUINYECKUMH JIUIIAMHU TTOAA0TCS TIPEITIOKECHUS B
YIOJTHOMOYEHHBIH OpraH.

4. IlpennoxeHus: C MOMEHTA MOCTYIJICHHSI B T€UCHHE 3 pabounX JHEH
HAIPABJISIIOTCS YTIOJTHOMOYEHHBIM OPTaHOM B HAYYHBIC OpPTaHU3AINK B 00IaCTH
3paBOOXpaHEHUs 10 MPOGUITIO 3a00JICeBaHUS.

5. B Hay4HOU opraHu3amnuu mo npoduiito 3a00aeBaHus MPEIIOKEHUS O
BKJIFOUCHHMH 3a00JI€BaHUS B IepedcHb op(aHbIX 3a00JI€BaHNUN pacCMaTPHBAIOTCS
KOMHCCHUEMN.

Komuccus cozmaercs mpuka3oM pyKOBOJUTENSI HAYYHON OpraHU3alud B 00J1acTu
3/[paBOOXPAHEHUS, B COCTaB KOTOPOH BXOSAT MpeaceaTellb, YWieHb KOMUCCHH (HE
MeHee TpeX MPO(UIBHBIX CIICIIHATMCTOB, B TOM YHCJIC BHEIITATHBIC CIICITUAINICTHI B
00J1aCTH 37IpaBOOXPAHECHHUSI) U CEKPETaAPh.

Hpencez[aTenb I/I36I/IpaeTC$I N3 9HCJIa YICHOB KOMHUCCHH ITYyTCM I'OJIOCOBAHU .

6. Komuccust mo mpeayiaraeMbiM 3a0071€BaHUSAM MPOBOIUT aHATN3, BKIIFOYAFOIIIHIA
CIEAYIONTYI0 HH(POPMAIIHIO:
1) obmiee onmucanue OOJIC3HU WIIH COCTOSHHUS;

2) Ko B COOTBETCTBUM ¢ MexayHapoaHoM Kiaccudukanueit 6one3Hent (anee -
MKB);

3) onucaHue YTHOJOTUM U CHUMIITOMATHUKH,

4) pacnipocTpaHEHHOCTb OphaHHOIO 3a00JIEBaHNUs, PACCUMTAHHASI HA OCHOBaHUU
cTaTUCTHYeCKuX NaHHbIX PecyOnuku Kazaxcran u (wiim) MeKIyHApOIHBIX
CTaTUCTHUYECKUX JTAHHBIX;

5) 060cHOBaHUE TSHKECTH WM UHBATUAUZUPYIOIIETO XapakTepa 3a00j1eBaHusl,
OCHOBAHHOE Ha OOBEKTUBHOU U KOJIMYECTBEHHON MEIUIIMHCKON WU
SMUIEMHUOJIOTHYECKON nH(popMaIny;

6) 000CHOBaHME YTPOKAIOIIETO KU3HU XapaKkTepa O0JE3HU WU COCTOSHUSA,
OCHOBAHHOE Ha MOKA3aTeNsAX CMEPTHOCTH U MPOIOTKUTETLHOCTH KU3HH.
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7. 3aKiIIOueHUE KOMUCCHUA O(POPMIISIETCS TPOTOKOJIOM, KOTOPBIHA COJNECPIKUT
HAUMEHOBAaHUE MEIUITMHCKON OpraHU3alliy, JaTy MPOBEACHMS 3aceIaHus, CITUCOK
HNPUCYTCTBYIONIUX YWICHOB, MIEPEUYCHb 00CYKIAEMBIX BOIPOCOB, PEIICHUE U €TI0
000CHOBaHHE.

3aKTroYeHue KOMUCCUHU HATIPABIISIETCS B YIIOJTHOMOYEHHBIN OpraH Jyist
paccMmoTpenus Ha 3aceqannu OO0beTMHEHHOW KOMUCCUH 110 Ka4eCTBY MEAMIIMHCKIX
ycayr, hopmupyemoil B coorBeTcTBHM co cTatheil 15 Konekca (nanee — OKK).

8. YIOJTHOMOYEHHBIM OPraHOM PEIICHUE O BKIIOUEHUH 3a00JI€BaHUs B IEPEUYEHb
ophanHbIX 3a00JI€BaHNI TPUHUMAETCS TIPU HATUYUH TIOJIOKUTEIIBHON PEKOMEHIAIIHi
OKK u cooTBeTcTBUM MOAMYHKTY 1) M OJHUM U3 MOAMYHKTOB 2), 3), 4), 5) ciieayronmx
KPUTEPHEB:

1) pacnpoctpanenHocts B Peciy6nmke Kazaxcran;

2) HeOOXOAMMOCTh B CHCTEMATHUYECKOM JICYCHUH, JIJISI TIPOBEICHUST KOTOPOTO
UMEIOTCSI pa3pabOTaHHbIE U 3aPETHUCTPUPOBAHHBIC HA Tepputopun PecnyOmuku
Kazaxcran nekapcTBeHHbIE CpeCcTBA (KypaOeabHbIE MAlUEeHTHI);

3) HeOOXOAMMOCTh B CUCTEMATUYECKOM JICUEHHH C IPUMEHEHUEM
JIEKapCTBEHHBIX CPEJICTB, KOTOPbIE pa3paboTaHbl U UMEIOTCSI B MUPE, HO HE
3aperuCTPUPOBAHBI K MPUMEHEHUIO Ha TeppuTopun Pecyonuku Kazaxcraw;

4) Haninuue 3a00JIeBaHUM, ISl JICUSHUS] KOTOPHIX B MUPE OTCYTCTBYIOT
pa3paboTaHHbIE JICKAPCTBEHHBIE CPEJICTRA;

5) He0OXOIMMOCTh OKa3aHWS MATHATUBHON MEIUITMHCKON TTOMOIITH B CBSI3U C
OTCYTCTBUEM PaJANKAIHLHON Tepanuu (MHKypaOeIbHbIE MAllUeHTHI).

Pacnpocrpanennocts B Pecriy6nuke Kazaxcran He 6omee 50 cmyqaes Ha 100
ThICsIY HacesneHus B PecriyOonuke Kazaxcras.

9. Ilepecmotp niepeunst opdaHHbIX 3a00JI€BaHUM POBOIUTCS OJUH pa3 B TpU
roja v (Wian) Ipy NOSIBJIEHUU HOBBIX JOCTOBEPHBIX CIIYy4YaeB.

I'nasa 3. Ilopsaaok popMupoBaHus nepeyHs JeKAPCTBEHHbIX CPeACTB s
JieueHusi Op(paHHBIX 32a00/1€BAHN I

10. [l BKJIFOYEHMS JIEKAPCTBEHHBIX MPEMAPATOB B IEPEUEHb Op(PaHHBIX
JIEKapCTBEHHBIX CPEJICTB CyOBbEKTaMU OOpalleHHsl IEKAPCTBEHHBIX CPE/ICTB,
IPEICTaBUTENIMA OpPraHu3aliii IPOU3BOIUTENEH JIEKAPCTBEHHBIX CPEJICTB,
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cyOBeKTaMH 37paBOOXPAaHEHHUS, IPEACTABUTEISIMU aCCOLMALIMIA U OOIIECTBEHHBIX
00beIMHEHUH, PU3NYECKUMH U IOPUANYECKUMU JIMIIAMU MTOJIAI0TCS TPEIIOKEHUS B
YIIOJTHOMOYEHHBINW OpraH.

11. Ilpennoxxenusi c MOMEHTa NOCTYIJIEHUS B TeUeHHe 3 pabouunx JHer
HaMpaBJSIOTCS YIIOTHOMOUYEHHBIM OpraHoM B PeciryOnuKkaHCKy O TOCy1apCTBEHHYIO
OpraHM3alMIo, OCYLIECTBIISIONIYIO OpraHu3aliio coopa, 00pabOTKU, XpaHEHUS U
aHaJIM3a MEAULIMHCKUX CTATUCTUYECKUX TaHHBIX O IEATEIBbHOCTH OpraHu3alun
3/IpaBOOXPAHEHUS], COCTOSIHUS 3/I0POBbSl HACEJIEHUS U JIEKAPCTBEHHOM 00€eCIIeYeHU!
(manee — PaGouwuii opran).

12. PaGouuii oprad NpoBOAUT aHATIU3 Mpe/IaraeMbIX JIEKapCTBEHHBIX
IpernapaToB ¢ MOATOTOBKOM 3aKITIOUEHUS, BKIIFOUAIOIIETO CICAYIONIYI0 HHPOPMAIIUIO:

1) obiree onvcaHue IEKAPCTBEHHOTO MpEnapara;

2) cBeJIeHUs O PETUCTPALINH JICKAPCTBEHHOT0 IIpenapara Ha TEPPUTOPUU
Pecny6muku Kazaxcran co crarycom opdanHOro npenapara (TEXHOJIOTHUHN) W
OMKCaHWe MPUYUH OTCYTCTBUA peructpauuu B Pecryonuke Kazaxcran;

3) obmuiee onucanue oppaHHOro 3aboieBaHusl, BKIIOUEHHOTO B [lepeueHn
ophanHbBIX 3a00JI€BaHU, YTBEPKICHHBIN B COOTBETCTBHUH C IMMyHKTOM 3 ctatbu 177
Konekca nnu 60see y3Koro nokasaHusi B paMKax JIaHHOTo opaHHOro 3a00eBaHus,
IpU KOTOPOM IPEIaraeTcsi IpUMEHEHUE JIEKAPCTBEHHOrO Mperapara;

4) netanu peryasTopHOro opdaHHOTO cTaTtyca 3a pyoexom;
5) 0030p OCHOBHBIX KIMHUYECKUX UCCIICIOBAHUIA;

6) cpaBHEHUE ¢ Op(haHHBIMU TEXHOJOTUSAMH, 3apETUCTPUPOBAHHBIMU B
PecniyOnuke KazaxcTan ¢ moaTBep kK IeHUEM 3HAUUMOMN KIMHUYECKON UITn
SKOHOMMYECKOH BBITOJIBI.

13. Pe3ynbTaThl aHanIu3a B BUJIE 3aKiIt0ueHUs: Pabouero oprana HanmpaBJsitOTCS B
YIIOJTHOMOYEHHBIN OpraH JiJIs pacCCMOTPEHHUS Ha 3aceaHni POpMyISIPHON KOMUCCUU
(manee — ®K), onpeesieHHOM B OPSIIKE, YCTAHOBICHHOM ITyHKTOM 2 cTaThu 264
Konekca.

14. JlexkapcTBeHHBII Npenapar BKiItoyaeTcs B [lepedenb oppaHHbIX
JIEKaPCTBEHHBIX CPEACTB MPU HAJMYMHU MOJIOKUTENBHOM pekomeHnanuu OK u
COOTBETCTBHHU CJIEYIOIINM KPUTEPHUSIM:



Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 16.10.2020

; . aKTiIEepAiH ATanoH/bl 6aKpLIay 6GaHKi Caxray KyHi 22.10.2020

* ey [ DTaJIOHHBII KOHTPOJIBHBIH 6aHK HOPMATHUBHBIX TIPAaBOBBIX aKTOB Jlata peaakiuu 16.10.2020
PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE

JlaTa ckauMBaHHS 22.10.2020

1) nekapcTBEHHBIN TIpenapaT nNpeAHa3HAueH JIJIsl JUAarHOCTUKH, MPO(UIAKTUKH
WIH JISYCHUS OJTHOTO WIJIM HECKOJIbKUX Op(aHHBIX 3a00JI€BaHUM COTIacHO
YTBEPKIAECHHOTO MepeyuHs ophaHHbIX 3a001€BaHUM (HA MOMEHT MOIauu MPEJJI0KECHUS );

2) nexkapCTBEHHBIN MpenapaT 3aperucTpUpoBaH K MPUMEHEHUIO HAa TEPPUTOPUHU
Pecny6nuku Kazaxcran co crarycom opdaHHoro npenapara (TEXHOJIOTHUHN) WIH HE
3aperucTpUpOBaH K MPUMEHEHHUI0 Ha Tepputopun PecnyOnuku Kazaxcran;

3) JAeKapCTBEHHBIN MperapaT NpeIHa3HauYCH ISl MAIIMEHTOB ¢ 3a00J1CBaHUEM, IS
KOTOPOTO HE CYIIECTBYET YIOBICTBOPUTEIHHBIX METOIOB TUATHOCTHKH,
npoPUIAKTHKY, JICUCHUS WU TIPU HAJTUIMH TaKOT0 METO/1a, TAHHBIN JIEKapCTBEHHBIN
npenapar OyJIeT IPHHOCHUTD 3HAYUTEIHLHO OOJBIIIYIO MTOJIH3Y MAaIlMeHTaM, CTPAJa0IuM
TaKUM 3200JI€BaHUEM.

15. Tlepecmortp Ilepeuns oppaHHBIX JTEKAPCTBEHHBIX CPEACTB MPOBOAUTCS OJUH
pa3 B Tpu rojia v (UiIu) MpHY MOSBICHUU HOBBIX Op(DaHHBIX JIEKAPCTBEHHBIX CPEJICTB.



