Tun j0KymMeHTa AJI'OPUTM CTp;:PZua '
Becws menumuackuii 1 ammuaucTpatuBHEI epconan TOO «B.B.NURA» B PecniyOmke ’
Ha3znauenue
Kazaxcran
Kon BBH-VI111/01 Homep ‘ MEI-I'1/1 Pepaxuus ‘ 001 ‘
Haspanne MOJIOKEHHME O ®OPMYJISIPHOM KOMACCHU ~EBHNURA
JpEeKTOp 1O ONEPaHOHHO- ;L
PaspaGoTano HAECKOH HeATENEHOCTH Konmpatsena O.0. Ve, Ve f 1R %
CoracoBano MeIUIUHCKUIA UPEKTOP Ay6axupos M.E. ;Q/ ‘ﬁ %—_ N
Hoanucano I'enepanbHbIN AUPEKTOD Oprezep M.O. (‘\ ! KX LTV Y
VTBepxk1eHo [Ipukazom I'enepanbhoro nupexkropa TOO «B.B.NURA» Ne 45 ot 13.09.2017 r.
K BHeapenuo ¢ 13.09.2017 r.

enn:

a)
b)

c)
d)

obecrieueHne MalyueHTOB Ka4eCTBEHHOW MEIMIIMHCKOM IOMOINBIO HA OCHOBE IIPHHIIMIIOB J0Ka3aTeIbHOM
M€ IMINHEI,

CO3/IaHuE €IMHOTO Topsaka GopmupoBaHus llepeuHell HaUMEHOBaHUH JICKAPCTBEHHBIX CPEJICTB, yTBEP-
JKnaeMbIx 1t ucronb3oBadusd B TOO «B.B.NURAY

Pa3BHUTHE CHCTEMbI PAIIMOHAIBLHOTO JICKAPCTBEHHOI0 00eCIeYEeHN,

paIMoHAIBHOE HCIOJb30BaHUe (PMHAHCOBBIX CPEJICTB MPH IJIAHUPOBAHUU 3aKYIIOK JICKAPCTBEHHBIX Ipera-
paToB.

TepMuHbI U onpeeeHNns :

JlexapcTBeHHblii GopMyasip — MepeUeHb JIEKAPCTBEHHBIX CPEICTB, HAINYHME KOTOPBIX 0053aTENBHO B J10-
CTaTOYHBIX KOJNUYECTBaX, CHOOPMUPOBAHHBIN IJIsI OKa3aHUS APAaHTUPOBAHHOTO 00bEeMa OECIIaTHOM Meau-

a. . o
LMHCKON IOMOILIM € Y4eTOM HpOoQuis OpPraHU3alXu 3APaBOOXPAHEHHS, YTBEP)KICHHBIH PYKOBOAMTEIIEM
OpraHM3alliy 3I[paBOOXPAHEHUS B MOPSIJIKE, ONPEAETISIEMOM YITOJIHOMOYEHHBIM OpPraHOM.
Kazaxcranckuili HALMOHAJIBHBIH JIEKAPCTBEHHbIH (OPMYJsIp — NEPEUYCHb JIEKAPCTBEHHBIX CPEACTB C
JIOKa3aHHOW KIIMHUYECKOU d(h(hEeKTHBHOCTHIO U 0€30MacCHOCTHIO, C(HOPMUPOBAHHBIN IIJIsI OKA3aHUS TapaHTH-
b. | poBanHOrO 0OBEMa OECIIIATHOI MEIUIIMHCKOI MOMOIIHM C YKa3aHUEM MPENeNIbHbIX 1IeH H SBISIOMINIiCS 005-
3aTeNIbHOW OCHOBOW JUIsl pa3pabOTKU M YTBEP)KICHHUS JIEKAPCTBEHHBIX (POPMYIISIPOB B OpPraHM3alUsaX 31pa-
BOOXPaHEHHUS;
@opmyJIsipHasi KOMHCCHUSI - KOHCYJIbTaTUBHO-COBELIATENbHBIA OPraH, OCHOBHOM LIENIBI0 KOTOPOT'O SABJISIET-
c csl BHEJIpEHHE U TMOJAepKaHue (POPMYIISIPHOM CUCTEMBI i PALIMOHAIBHOIO MCIIONB30BAHUS JIEKAPCTBEHHBIX
' CPEJICTB B COOTBETCTBYIOIIEH METUIIMHCKOW OpraHM3allii, HA OCHOBE MPHUHSATHIX YIOJIHOMOYEHHBIM Opra-
HOM HOPM M CTaHJIapTOB.
d. | ®K — dpopmyssipHas KOMUCCHSI
e. | JIC —nekapcTBEHHOE CPEACTBO
Ne Ionoxenns
1. | Cocra ®K yrBepxaaercs [Ipukazom I'enepansaoro aupexropa TOO «B.B.NURAY.
2. O®K cocrourt u3:
e Tpeacenarend,
e  cekperaps,
®  YJICHOB KOMUCCHUH (Bpaueii-CreIHaIuCTOB, CIICIHAINCTOB (hapMaleBTUIECKOMN CITy>KObI U 1p.).
Ha nomxnocts npeacenarens ®K naznagaeTcs MmeaunmHCKu# aupektop Kommanum.
3. | OcHoBHbIMHU pyHKIHsAMU DK siBIASIIOTCS !

a. cocrasnenue Jlekapcteerroro popmymsipa TOO «B.B.NURAY,

b. mnposenenue apmako-5KOHOMHUYECKOTO aHANIM3a MPUMEHEHHS JICKAPCTBEHHBIX CPEICTB COMVIACHO
YCTaHOBJICHHBIM TPeOOBaHHSIM;

C. paccMOTpEHHE TPEIIOKCHUN O BKIIIOUCHHH JICKAPCTBEHHBIX CPe/ICTB B llepeuHu JieKapCTBEHHBIX
cpenctB TOO «B.B.NURAY nnu 00 uCKIFOUeHNHN U3 HUX.

d. dopmupoBaHue cucTeMbl HHGOPMAIMH O BEIOOPY JEKAPCTBEHHBIX CPEJCTB, PEXKHUMY UX TO3UPOBA-
HUS, B3aUMOJICHCTBHIO, MPOTHO3UPYEMBIM OOOYHBIM 3 deKTaM, TEPaNeBTHUCCKON U SKOHOMHYE-
CKO¥ 11e71eco00pa3HOCTH pa3IMYHON JIEKapCTBEHHON Tepamuy;

€. aHanu3 HeOJIArONMPHUATHBIX TOOOYHBIX PEaKIUil W MPOBEJCHUE aHAIN3a BO3HUKIINX MOOOYHBIX (-
(EKTOB JICKAPCTBEHHBIX CPEJICTB, & TAKIKE OCYIISCTBIEHUE KOHTPOJIS Hall CBOEBPEMEHHBIM HH(OP-
MHPOBAaHHUEM B YCTAaHOBJICHHOM IIOPS/KE IIEHTPOB M0 PETHCTPALMU HEOJArOMPHUATHBIX MOOOYHBIX
peaxiuii 0 3aperucTPUPOBAHHBIX MOOOYHBIX (P PEeKTaxX JIEKAPCTBEHHBIX CPEJICTB;
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f. opranuzanus KoH(pEpPEHIMH BHYTPU OpPraHU3AIMKM IO BOIMPOCAM MNPUMEHEHHs JICKapCTBEHHBIX|
CPEICTB, UX TO00YHBIM 3(D()EKTaM U JICKAPCTBEHHOMY B3aUMO/ICHCTBHIO,

0. BzaumogeiicTBue ¢ opraHamMu rOCYAapCTBCHHOHN BJIACTH IO BOINPOCaM OE30MAaCHOCTH HACEICHUS
TIpH MTPOBeJeHNH (hapMaKOTEPaITHH.

4. N
IIpaBa @opMyJISIPHOH KOMUCCHU
Dopmynapuan Komuccua umeem npago:

e I BBIMOJHEHUS MMOCTaBIEHHBIX 3a/1a4 (POPMHUPOBATH O MEpe HEOOXOJMUMOCTH SKCIEPTHBIE TPYII-
1161 DOpMyIIIPHON KOMUCCHHY;

e paccmaTpwBaTh BOMNpochl 10 (opmupoBanmio Ilepeuneit nexapcTBeHHBIX cpencts TOO
«B.B.NURAY, B COOTBETCTBHH C pecIyOJMKaHCKIMH CTaHJAPTAMU METUIIMHCKON ITOMOIIU U HOP-
MaTHBHBIMU TIPAaBOBBIMH aKTaMHU.

Ynenvt @opmyasapHoll KOMUCCUU UMEIOM NPABO:

® BHOCHTH NPEUIOKEHUS B periiaMeHT paboTsl OopMyIsIpHON KOMUCCHH,

® BHOCHTH MPEAJIOKEHHS TI0 COCTaBY CHEIMAUCTOB (IKCIEPTOB), YIaCTBYIOIMUX B padbore dopmy-
JIIPHOM KOMUCCHH, SKCIIEPTHBIX Ipynn OopMyIsipHOH KOMUCCHUU.

5. N

SI3AHHOCTH MYJISIPHOH KOMHMCCHUH:
Oo6s13anH0CcTH DO 0ii KOMHCCHM:
o paccMaTpuBaTh MPEAJIOKCHUA O BKIIFOYCHUU JICKAPCTBCHHBIX CPCIACTB B Hepe‘lHI/I JICKaApCTBCHHBIX
cpeacts TOO «B.B.NURA» nnu 00 UCKIIIOYCHUH U3 HUX OT 3asiBUTENICH, KOTOPHIMH MOTYT OBIThH
meaunmHackue pabotauku TOO «B.B.NURA) crapiiero u cpeqHero 3BeHa;
e CoONIONaTh YCTAaHOBJIICHHBIN peraMeHT padoTsl GopMynsipHO KOMHUCCHH.
6. | Ynennt DopMYISIPHON KOMICCHH 3aTIOTHSIOT ACKIAPAINI0 O PACKPHITUN MMOTEHIMATBHOTO KOH(DIMKTA WHTeEA
pecoB uieHa (MpUraleHHoro skcnepTa) @opmyssipHOi KOMUCCHU.
7. | Ipu nammann y wiena GopMyIISPHOH KOMHCCHH ITOTCHIHATBHOTO KOH(GIMKTA HHTEPECOB B OTHOIICHHH
OTIpeJIeIEHHON KOMIIAHWH, OH OTCTPaHSIETCs OT MPOoIiecca pacCMOTPEHUs], 00CYKIECHHS U YIaCTHs B TOJIOCO-
BaHHHU IIPU PACCMOTPEHUU BOIIPOCOB OTHOCUTEIILHO JTAHHOM KOMIIaHUHU.
8. | JlexapctBeHHsI hopMymsip pazpadateiBaeTcss OopMynapHON KOMUCCHEH C YIETOM CIEAYIONINX KPUTEPHEB
0T0OOpa JICKAPCTBEHHBIX CPEIICTB:
1) Hannume B Ka3axcTaHCKOM HallMOHAJILHOM JICKApCTBEHHOM (hOpMYJIspe,
2) Hanmyrie 000CHOBaHHOW MOTPEOHOCTH B UCTIOIH30BAHUH TIPEIIaraeéMoro JIEKAPCTBEHHOTO CPEJICTBA C
Y4eTOM JaHHBIX 110 3a00JIeBAEMOCTH,

3) n0Ka3aHHOM KIMHUYECKON 3(PPEKTUBHOCTH M OE30MACHOCTH Ha IpeijiaracMoe JICKapCTBEHHOE Cpe/l-
CTBO;

4) BBIOOD JIEKApCTBEHHOT'O CPEICTBA MPHU HAJTMYNH MPEUMYIIIECTB TT0 CPABHEHHIO C UMEIOIIIUMCS aHAJIO-
T'OM B JIEKQpPCTBEHHOM (opMyJisipe. 3aMeHa penapaToB JUis JICUYCHHUS MAlUEeHTOB ¢ XPOHHYECKUMHU Qopma-
MU 3a00JI€BaHMI OCYIIECTRISIETCS 110 MEJMIIMHCKUM TTOKa3aHUSIM.

9. JlekapcTBeHHBIH (HOpMYJISIp YTBEPKAAETCS TEPBbIM PYKOBOJIUTEIEM MEIUIIMHCKONW OpraHM3alliy 110 cOTJia-
COBAHHIO C YTIpaBICHHEM 3[paBOOXPaHEHUs 00IacTeil, ropojoB AcTaHa U AJIMaTHI.

10. | JlexapcrBenHbIi GOpMYIISp MPEACTABISETCS B YIOMTHOMOYEHHBI OpPraH Ha COTNIACOBAHHE B JBYX DK3EM-
wsIpax Ha OyMa)KHOM M AJIEKTPOHHOM HOCHTEISIX He Mo3JHee 25 nexaldpst rojia, MpeiecTBYIOIIEro cieay-
ro1eMy (PMHAHCOBOMY TOY.

11. | Brirouenue, UCKTIOYEHKE, 3aMeHA JIEKAPCTBEHHOro npenaparta B JlekapcTenHoM (Gopmynspe Kommanuu
OCYILIECTBIISIETCS. COTJIACHO MPEIOKEHHOMY 00OCHOBAaHUIO BKIIOUEHHS (MCKIIIOUYEHUS), BHECEHUS] U3MEHE-
HUH Wiu fonoidHeHni B JlekapcTBeHHBIH GopMyITsp.

12.| 3acenanns KOMHCCHH TPOBOIATCS MO Mepe HEOOXOAMMOCTH PEIICHHS BOIPOCOB, BXOAMINX B KOMIIETCH-
uto @K, Ho He pexe 1 pa3a B 6 MecsIies.

Pemenune ®K odopmiiseTcst poOTOKOIOM KOMUCCHH.

13.

[Ipencenarens ®K mo uroram pa®oThI 3a TEKYUIHI T0Jl IPEACTABISET PYKOBOJUTENIO OPTaHU3AINH MHUCH-
MEHHBIH OTYET 0 pabOTEe KOMHUCCHH.
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CocTaBJIeHO HA OCHOBAHHM:

1. Tlpwka3 Munnctpa 3apaBooxpanenus Pecrrybnukn Kazaxcran ot 23 Hos6ps 2009 romga Ne 762 «O6 yTBep-
xaeaun [IpaBun pa3pabOTKU U COTJIACOBAHUS JICKAPCTBEHHBIX (OPMYJISPOB OpPraHU3alMi 37paBOOXpaHe-
HUS.

CBsi3aHHBIE JOKYMEHTBI:

Ne THII Ha3BaHHUe
MEJI-T'1 PyKOBOJCTEO JlekapcTBEeHHBIE CPENICTBA U M3ENNS METUIIMHCKOTO Ha3HAYCHHS: 0TOOD
JUIs 3aKyma
VP Dopma Hexnapamust o PACKpLITHH MOTEHLMATLHOTO KOH(JIMKTa HHTEPECOB
ysieHa POpMYIISIPHON KOMHUCCHH
. XoIaTalcTBO O BKIIOUYCHUN/ HCKIIOUEHHUH JIEKAPCTBEHHOT'O CPECTBA U3
ME/-T'1/1-a ®opma (oHNIalH o
A pva ( ) ITepeuneii mekapctBeHHBIX cpeacTB TOO «B.B.NURAY.
ME/-T'1/1-6 ®opma JlexapctBenHsiii popmymsip TOO «B.B.NURA»_IITABJIOH
CHnuCOK M3MEeHEeHHIi:
Ne Ne .
aaTta nepevyeHb N3AMCHCHU U
pea. NpUKa3a
001 | 13.09.2017 45 Aunroputm MEJI-I'1/1 «Ilonoxenue o hopMyIsIpHOIT KOMHCCHIY BBEJICH BIICPBBIC.
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