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[ocypapcTBeHHasa ¢apMaKonea — raBHbIN CTaHAAPT KavyecTBa
NeKapCTBEHHbIX CPeACTB U U3Ae/IMM MeAULMHCKOro HasHaYeHus
B Pecnybnuke KasaxcraH

C. P. Mycunos, A. Y. TyrerenoBa

Pecny0mKaHCKO€E TOCYIapCTBEHHOE MIPEAIIPUSATIE Ha TIPaBe XO3SIMCTBEHHOTO BEIECHUS
«HarnmoHanbHbBINM LIEHTP 9KCIEPTU3BI IEKAPCTBEHHBIX CPEICTB Y U3AETUI MEAUIIMHCKOTO Ha3HAUCHUS
¥ MEAULMHCKOM TEXHUKW» MUHHUCTEPCTBA 3IpaBOOXPAHEHKS M COLIMAIbHOTO pa3Butus Pecnydnvku KasaxcraH,
050004, Anmmatsr, Pecrryonmka Kazaxcran

Cmamos nocmynuaa 12.02.2016 e. Ipunsma k newamu 08.06.2016 .

Pestome: C MomeHTa nyoOauKaiuu nepsoro uznanusi ['ocynapcrBeHHoit dhapmakornen Pecryoianku KazaxcTan mpou3onuiu cyecT-
BEHHBIE U3MEHEHHUsI KaK B TpeOOBaHUSIX (papMakoreu, Tak ¥ B TOHUMAaHUU €€ POJIM KaK IJIABHOTO CTaHIAPTa KauyecTBa JeKapCTBeH-
HBIX CPEJICTB B pecrnyosnke. Mi3MeHeHus 3aTpoHy U onpeaeieHue dhapMakornen, MPUHIMITBI ¥ MOAXOAbl K TApMOHU3ALIMY ee TPeOo-
BaHMIi ¢ OCHOBHBIMM (hapmakoresimu Mupa (EBporneiickas dhapmakoriest, bBputanckas dapmakoresi, @apmakonest CLLA), cTpykTy-
py U coaepxaHue (apMaKoIeiHbIX MOoHOorpaduii. B cratbe HalIM OTpaXkeHHE TaKue acleKThbl, KaK Muccus ['ocymapcTBeHHOM
dapmakoneu Pecriydnuku KazaxcraH, ee MecTo B cUcTeMe CTaHAaPTU3ALUU JIEKAPCTBEHHBIX CPENICTB M MEXaHU3M (DYHKIIMOHUPOBA-
HUSI, B3aUMOCBSI3b TpeboBaHMit apmakornen ¢ Hamnexamummu (apMalieBTHIeCKUMU MPaKTUKaMK, TPUOPUTETHOCTL ['ocynapct-
BeHHOI1 (hapmakornen Pecriyonnku Kazaxcran u ocHOBHBIX (hapmakorneit, opuimaibHO MpU3HAHHBIX B pecryosrke. B ¢Bsi3u ¢ BbIXO-
noMm B cBeT | Toma Broporo uznanus ['ocynapcrsenHoi papmakorneu Pecriyonnku KazaxcTan paccMOTpeHbI cTaTtyc hapMakorneu 1 ee
3HAYMMOCTb B KOHTEKCTE MPOU3OIICAIINX U3MEHEHU.

Kunrouesbie ciioBa: (hapmakoriesi; rapMOHM3allMsl; KA4eCTBO JIGKAPCTBEHHOI'O CPeCTBa; 001asi MOHOrpadusi; YacTHasi MOHOrpabus.

Bbubanorpaguyeckoe onucanue: MycuHoB CP, TynereHoa AY. 'ocynapcTtBeHHas (hapMakories — IIaBHbIN CTaHIApT KavyecTBa Jie-
KapCTBEHHBIX CPEJICTB M M3IEINI MEIUIIMHCKOTO HadHayeHus B Peciyosimke Kaszaxcran. Bemomoctu HayaHoro 1ieHTpa 3KCrepTu3sbl

CpelCTB MEAMLIMHCKOTO nnpuMenenus 2016; (2): 26—30.

B nexa6pe 2015 r. ocyuiectsieHa nyonaukaus I toma
locynapcTBeHHOI hapmakorien Pecriyonuku Kazaxcran
Broporo uznaanus (I'd PK 2.0) [1], rapMOHU3UPOBAHHO-
ro co crangaptamu EBpomneiickoit ¢apmakoneu, bpu-
taHckoi (papmakorien u Mapmakorneu CIIA [2—4]. Tpe-
6oBanus 'O PK, npumeHsiemble B cpepe oOpalleHus Jie-
KapcTBeHHBIX cpeacTB ¢ 2008 r., cTtaau HeoThbeMJIeMOk
YacThl0 HOPMATUBHOTO PeryaupoBaHMs dapmalieBTuye-
CKOTO pbIHKA peciy0auku. 3a nepuoj (pyHKIIMOHUPOBa-
Husg '® PK npousonun cyliecTBeHHbIE MI3BMEHEHUS KaK
B TpebGoBaHMSX (hapMaKoIled, TaK U B MOHUMaHWU ee
POJIM KaK TJIABHOTO CTaHAapTa KayecTBa JIEKapCTBEHHBIX
CPEJICTB B pecItydinKe. B CBS3M ¢ BBIXOIOM B CBET BTOPO-
ro n3ganuss '@ PK mpencrapisercs 1enecooObpa3HbIM
paccMoTpeHure crtatyca hapMakoren U e 3HAYMMOCTH B
KOHTEKCTE MPOU3OIIEAITNX U3MEHEHWHA.

Cosnanue ' PK ocyiiecTBisieTcst BiepBbIe 3a BCIO
MHOTOBEKOBYIO MCTOPHIO CTAHOBJEHUSI U Pa3BUTHUS Ka-
3aXCKOM rocynapcTBEHHOCTH.

B mepmon cymectBoBanus KazaxctaHa B cocTaBe
Poccun, a 3arem CCCP, rocynapcTBeHHBIII KOHTPOJb
KadvecTBa JICKAPCTBEHHBIX CPEIICTB IMTPOBOIMIICS OJlarosa-
ps cTaHAapTaM M ToJoKeHusIM ['ocymapcTBeHHON poc-
cuiickoil (papmakorien, a HaunHasg ¢ 1926 r. — Tocymap-
crBeHHo# (papmakornien CCCP (I'®d CCCP). OgHako B
HOBBIX 9KOHOMMYECKUX YCJIOBUSIX Pa3BUTHUE hapMalleB-
TUYecKkoro priHKa KazaxcraHa Kak CyBepeHHOTO Tocy-
JapcTBa MMEJIO CBOM OCOOEHHOCTH, KOTOpble HE MOTJIHU
ObITh B TOJHOW Mepe perIaMeHTHPOBAHBI MPEKHUMU
MPaBOBLIMU aKTaMM, B TOM YKCJI€ COBETCKUMHU U3TaHUSI-
mu apmakorien. CoBpeMeHHasl KOHIIETIIHS KayecTBa
JIEKapCTBEHHBIX CPEJICTB Ha TJI00aTbHOM YPOBHE, 3HAYM -
TEJIbHBIN TTPOrPecc B TEXHUKE aHATUTUIECKOTO IKCIIEPH -

MEHTa HEM30€XXHO MPUBEIU K YCTapeBAHWIO MHOTUX TO-
noxenuit F'® CCCP XI uzn.

B c/I0XXMBIINXCS UCTOPUUYECKUX YCIOBUSIX CO3/IaHNE
HaIlMOHAJbHBIX (DapMaKOIIeHbBIX CTAaHIAPTOB OTpeese-
HO TJIaBO TOCyaapcTBa KaK HaCyIIHOe TpeboBaHUe Bpe-
MEHMU B LIeJISIX OXpaHbI 3M0POBLs 001IecTBa. BriepBrie He-
obxomuMocTh cosmanuss ' PK ompeneneHa Ykazom
IIpesunenra Pecnybauku KazaxcraH, MMEIOIIUM CHITY
3aKoHa, OT 23 Hos6psa 1995 r. Ne 2655 «O nekapcTBeH-
HBIX cpencTBax». JanbHeilee pa3BuTre BOIpoca pa3pa-
OOTKM HAIMOHAJIBHBIX (hapMaKOIMEWHBIX CTaHAapTOB
Hanuio oTpaxeHue B 3akoHe Pecnyboauku Kazaxcran ot
13 auBapst 2004 . Ne 522-11 «O JeKapCTBEHHbIX CPEICT-
Bax».

BaxxHbIM 11aroM B pPa3BUTUU TOCYAApCTBEHHOTO
KOHTPOJISI KaueCTBa JIGKAPCTBEHHBIX CPEJCTB B pPeCITyO-
JIUKE B OTCYTCTBME HAI[MOHAJIbHbIX (hapMaKOTEHHBIX
CTaHIAPTOB SIBWJIOCH TMPU3HAHKWE OCHOBHBIX (hapMakKo-
neii mupa — EBpomeiickoit dpapmakomneu, bpuranckoit
dapmakoneu, @apmakoneu CIIA u Hemeikoii romeo-
natuyeckoii dapmakoneu (Ilpukaz Komurera dapma-
1uu, hapmMaleBTUIECKON U MEAULIMHCKOMN MPOMBIIIIEH-
HocTM MuHucTepcTBa 3apaBooxpaHeHust Pecriydauku
Kazaxcran ot 11 deBpansa 2004 r. Ne 21 «O nmpusHaHUMT
MEXIyHAapOIHBIX (hapmakoneil M KiaccubuKaul Je-
KapCTBEHHBIX CpelIcTB Ha Tepputopun Pecryonuku Ka-
3axXCTaH»).

Cosnanue I'd PK ocyiiecTBiaseTcst mpu rocyaapcr-
BeHHOI nmoanepxkke ¢ 2005 r. [TepBoe uznanue papmMako-
ey omyOJIMKOBAaHO B TPEeX TOMax Ha TOCyIapCTBEHHOM
(kazaxckoM) u pycckoM si3bikax [5—7]. I u Il Toma yTBep-
XKIeHsl W BBeAeHHI B meiictBue B 2008 r., III Tom —
B 2015 r. 3akonopatenbHblii ctatyc ['® PK ycraHoBieH
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locypnapcTBeHHan ¢papMaKones — raBHbI CTaHAAPT KayecTBa NeKapcTBeHHbIX cpefcTB B Pecnybnuke Kasaxcra

O6111e MoHorpabuu | | CraHgapTHbIe 06pa3m)1|

| YactHble MOHOTpaduu

I'd PK

Crieuudukaliusi Kauectna
JIEKApCTBEHHOTO CPEICTBA

HopmatuBHBIN TOKYMEHT 1O Ka4eCTBY
JIEKApPCTBEHHOTO CPE/ICTBA

KOHTpOJ'[L Ka4yeCTBa Ha BCEX oTariax
AKM3HEHHOI'O IIMKJIa JICKAPCTBEHHOI'O CPEICTBA

/

\

Perucrpanms | |

TTpousBoacTBo | |

IToTpedneHue

Puc. 1. Mexanusm ¢pyrxuyuonuposanus Iocyoapcmeennoii hapmaroneu Pecnybauku Kazaxcman

Konekcom Pecniyonuku Kazaxcran «O 310poBbe Hapoja
W CHCTEME 3[PaBOOXPAHEHMS».

Opranuszanueii-paspaborunkom ' PK gsisercs
PecnybiikaHcKoe TrocyqapCcTBEHHOE MpeArnpusTHe Ha
npaBe X03sICTBEHHOTO BeieHUsT «HallmoHanbHbII LIEHTP
9KCTEePTU3BI JIEKAPCTBEHHBIX CPEICTB M M3ACIUI MEIH-
LIMHCKOTO Ha3HAaYeHMs] U MEAUIIMHCKON TeXHUKW» MMu-
HUCTEPCTBA 3PaBOOXPAHEHUST U COLIMATBLHOTO Pa3BUTHSI
Pecniyonuku Kazaxcran. «HanmmoHanbHbBIH EHTP» TIpeI-
crapisier '@ PK B ¢apMakomeiHbIX U PETyISITOPHBIX
opraHax Ha rjao6aibHoM ypoBHe. C 1eblo pa3BUTUS Ha-
LIMOHAIBHBIX (DapMaKOIIEeHBIX CTAHIAPTOB U UX TapMO-
Hu3auuu B pamkax EADC B ee cTpyKType obOpa3oBaH
Lentp paszpaborku u cosepiueHcTBoBaHust D PK u
®apmaxornien EADC. B cocraBe 1ieHTpa (PyHKIIMOHUPYET
dapmakorieitHass KOMUCCHSI, TIpeIHa3HauYeHHAsT IJIsT pac-
CMOTpPEHUSI M ONOOpPEeHMSI MPOEKTOB (apMaKOIIeHHBIX
MoHorpaduii, a TakXKe pPelIeHMsI JII0ObIX BOIIPOCOB B 00-
Jlactu hapMaKoONEeHOM cTaHAAPTU3AIINH.

IToMmumo HayyHoOro KoJiiekTMBa «HarmoHanbHOTO
LIEHTPa 9KCTIEPTU3bI JIEKAPCTBEHHBIX CPEACTB W UBIETUI
MEIUIIMHCKOTO Ha3HAUYEHUST U MEIULIMHCKOM TEXHUKU» B
pabote Haxa ['ocynapcTBenHoit Mapmakorneeir Pecryom-
ku KazaxcraH yyacTBOBaJIM COTPYAHUKHN HAyYHO-UCCIIE-
JIOBaTeJbCKMX MHCTUTYTOB M JlabopaTopuii Poccuiickoit
Denepanuy, YKpauHbl, PecryOJIMKAHCKUX BEIOMCTB,
OTEYECTBEHHbBIX TPEATNPUATUIN (hapMalleBTUUECKON TPO-
MBIIIJIEHHOCTH [5].

DOyHKIMOHUpPOBaHME apMakorneid BO BCEM MUPE
onpenensieTcss ux Muccueit. Paznuune ee popMyanpoBok
BO BCEX CJIydasix HE OTpaXkaeTcsl Ha CyTH, KOTopasi, B OC-
HOBHOM, CBOJUTCSI K OMHOMY — OXpaHe 3I0POBbsI O0IIIe-
CTBa MyTeM CO3[IaHUSI TOCYJaPCTBEHHBIX CTAHIAPTOB Ka-
yecTBa JIEKAPCTBEHHBIX CPEACTB, CIOCOOCTBYIOIINX
obecrieyeHno HaceJeHus Oe3onacHbIMU, 9 GhEKTUBHBI-
MM Y Ka4eCTBEHHBIMM JIEKAapCTBEHHBIMU CPEICTBAMMU.
Tor ke cmbici 3an0xeH B muccuio ' PK, npunasas ee
LIeJISIM TTOJITMHHO TYMaHHBIN XapakTep.

Tpe6oBanus I'd PK, xak m mMHOrux dapmakorneit
MUPa, pACIPOCTPAHSIOTCS HE TOJBKO Ha JIEKAaPCTBEHHbBIE
Cpe/CTBa, HO U Ha U3IEIUsI MEAUIIMHCKOTO Ha3HAYEHMSI.
B cBa3u ¢ a1iM, niepBoHavaibHoe onpeaeneHue 'O PK
HBIHE TIpETepIiesio U3MeHeHNe, BKIIIoUalolee yKazaHHYIO

KaTeropuio CpeacTB, TPUMEHSIEMbIX B MEIUIIMHCKOI
npaktuke. Takum obpazom, I'® PK npeacrasiaser codoii
CBOJ] TOCY/IAPCTBEHHBIX CTAHAAPTOB U MOJIOKEHUiA, HOPMH-
PYIOIIMX KA4eCTBO JEKAPCTBEHHbIX CPEICTB M U3/ Me-
JUIUHCKOTO HA3HAYEHHUS.

['® PK 3aHmMaeT IeHTpaIbHOE MECTO B CUCTEME
CTaHAapTU3ALNN JIEKAPCTBEHHBIX cpencTB. Dapmakorrest
YCTAaHABJIMBAET MpPeneSbHbIN JIOMYCTUMBIN YPOBEHb Ka-
YecTBa JIEKapCTBEHHBIX CPENCTB, TapaHTUPYEMBIN TOCY-
JNapCTBOM. YPOBEHb KauecTBa, perJaMeHTUPYEMBbIii CIie-
nudUKauMsIMU  TIPOU3BOAUTENEH, IOMKEH ObIThb He
HUXe, HO Jaxe xectuye hapMakomneiHHbIX TpeOOBaHUIA.
Ha ocHoBanuu cneuudukanvu nNpou3BOIUTENS MO CO-
IJIACOBAHUIO C YIIOJJHOMOYEHHBIM OPTaHOM COCTaBJISIeT-
Csl HOpPMaTUBHBIN TOKYMEHT IO KaueCTBY JIEKAPCTBEHHO-
To CpeNncTBa, MpeJHa3HauYeHHBIN IS KOHTPOJISI KauecTBa
Ha BCeX CTaJusX ero >KM3HEHHOro 1ukiaa. Takum obpa-
30M, TpeboBaHUsl (hbapMakoIneud OXBAaTbIBAIOT TOJHbIN
JKM3HEHHBIN 1IUMKJ JIEKAPCTBEHHBIX cpencTB. [1ogoOHbIiI
MexaHu3M  (YHKIIMOHUPOBAHUS  OMpenessieT  poJib
T'®d PK kaxk riaBHOro MHCTPYMEHTA FOCYAapCTBEHHOIO pe-
TYJMPOBaHMs KauecTBa JJeKapCTBEHHbBIX CPEACTB (puc. 1).

dapmakoriest Hepa3pblBHO cBsizaHa ¢ Hapnexammumu
dapmaneruueckumu npaktukamu (GxP). Hapiexanue
¢hapMalieBTMUECKME TTPAKTUKU TIPU3BaHbI 00eCTIeYnBaTh
COOTBETCTBUE TpeOOBaHUSAM (hapMaKOIlen OT CEPUHU K Ce-
puM UIST KaXOol eOWHMIbI JIeKapCTBEHHON (DOpPMBEIL.
C npyroil CTOpoHbI, HEOOXOAMMOCTD BBIMOJTHEHUS Tpe-
O0oBaHUil (hapMakornen CTUMYJUPYET BHEApPEHUE U MO-
crossHHOe TmomiepxuBaHue GxP B cdepe obpaieHust
JiekapcTBeHHbIX cpenctB. Hapsiny ¢ Hapnexammmu dap-
maueBTnyeckumu npakrukamu I'd PK gsisiercss Bax-
HelmuM ¢pakTopoM obecreyeHusi KOHKYPEHTOCIIOCO0-
HOCTU M DKCIMOPTOOPUEHTUPOBAHHOCTU OTEUECTBEHHO
dapmaneBTrueckoit nponykuunu. B onpenensonieit cre-
MeHu 3ToMy criocobcTByeT n TapmoHm3anust ['® PK ¢ oc-
HOBHBIMU (hapMaKoIMesiMi MUpA.

T'apMoHM3anms co craHaapTaMu OCHOBHBIX (hapMma-
KoTel Mupa sIBAseTCs TJIaBHBIM MPUHIIMIIOM, TOJIOXEH-
HbIM B ocHOBY co3nanus I'dd PK. Jlns npuobpereHus
oInbITa pa3paboOTKU HAUMOHAJIBHBIX (hapMaKOMNeHHbIX
CTAHIAPTOB PECHyOIUKON OCYIIECTBIEH pPsii BaXKHbIX
1IaroB 10 BCTYIJICHUIO B Beaylue apMakoreiiHble Op-
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C. P. MycuHos, A. Y. TynereHosa

KA3AKCT,
PECITYBAHK

I yposens. ['ocynapcrBeHHast hapmakorest
Pecmy6nuku Kazaxcran (I'® PK)

111 yposens. bpurarckast papmakoriest (BP) u ®@apmaxomnes CILIA (USP)

European
Pharmacopoeia

*
* %

Puc. 2. IIpuopumemnocmo hapmaroneii 6 Pecnybauxe Kazaxcman

raHu3aluu Mupa, Haripumep, B EBporneiickyto hapmako-
neiinyio komuccuio Coseta EBpombl B KauyecTBe cTpa-
Hbl-Habmonarenss (wioHb 2006 1.), B PapMaKOIEHYIO
kouBeHumio CIIIA cHayajma B KauecTBe CTpaHBI-HAOIIO-
narens (nwonb 2009 r.), a 3aTeM MOJHOINPABHOTO 4ieHa
(Hos16pb 2010 1.). CraTtyc cTpaHbI-HaOIOOATENST WA
YyjieHa B BeAyluX (hapMakomneiHbIX OpraHu3alnsIx Mupa,
MOMMMO OIIbITa (papMaKoOIeHON CTaHAAPTU3aLUU, T10-
3BOJISIET pellaTh CAeNyIOlIne 3a1a4un:

— omnpeleieHre HAMOHAJIbHBIX MOAXON0B U MyTei
pa3BUTHS B JaHHOW 00J1acTH;

— BO3MOXHOCTb TapMOHM3allMM C TpeOOBAaHUSIMU
OCHOBHBIX (papMaKoIleil Mupa;

— TIpUBJIeYeHUE K paboTe SKCIePTHBIX TPYIIIT,

— ydJacTue B 00pa30oBaTeIbHBIX MW HAYYHBIX TTPO-
rpammax;

— aKKpeIuTalMsl UCIBITAaTeJIbHBIX JabopaTopuil u
BCTyIIeHUE uX B EnuHy10 ceTh ouiragbHbIX JabopaTo-
pUif KOHTPOJIST KayecTBa JJeKapCTBEHHBIX cpenctB CoBera
EBponbsl (OMCL GEON);

— BKJIIOYEHUE B IJI00AIbHYIO (hapMaKOIIeHYIO Iesi-
TeJIbHOCTh (Hampumep, cozganue IobanbHOro apma-
KOIEHHOTO MHJEKCA, y4acThe B TIOATOTOBKE PYKOBO-
nctBa BO3 «Hamnexainasi ¢papmakomneiiHass mpakTUKa»
(GPP) u np.);

— no3unuoHupoBanue I'A PK kak HaluumoHalbHOM
¢hapMakormien He3aBUCUMOTO TOCYapCTBa.

O0s13aTeIbHBIM YCIOBUEM TapMOHU3ALMU C OCHOB-
HBIMU (pbapMaKomesIMu MUpa SIBISIETCS COOMIOASHUE aB-

TOPCKUX TIpaB MX TMpaBooOJsiagaresieil, 4to Tpedyer
ohuLMaJIbHOrO pa3pelleHus Ha TapMOHuU3a11io hapMma-
KOTENWHBIX TEKCTOB. B COOTBETCTBUM € JAHHBIM YCJIOBU-
eM noJlydyeHo paspeuieHue EBpomneiickoro nupekropara
MO KOHTPOJIIO KauecTBa JieKapcTBeHHbIX cpeacTB CoBeTta
EBponsl (EDQM) B 2007 1., 3aK/II0YEHBI COTJIAIICHUS C
®apmaxkorneitnoit kouseHimeit CIIA (USP) B 2010 1. u
AreHTcTBOoM BenukoOpuUTaHUM 1O PEryaMpoBaHUIO 00-
palieHUsl JJeKapCTBEHHBIX CPEJCTB U MPOAYKTOB 31paBO-
oxpaHeHuss (MHRA) B 2014 r. Takum oOpa3zom, B Ha-
crosiiee Bpemsi ' PK rapmoHusupoBaHa ¢ Tpems
OCHOBHbIMU (apmakornesiMu Mupa — EBpomnelickoit
dapmaxkoneeii, bputanckoii ¢papmakoneeit u Papmako-
neeit CIIIA [2—4].

IIpuMeHeHUEe CTaHIAPTOB IEWCTBYIOIINX B pecryo-
JuKe dapMakorieil oCylIecTBsIETCs M0 MPUHIUITY HX
NpUOPUTETHOCTU. [lepBBIii ypOBEHb MPUOPUTETHOCTH
otBonutcs I'® PK kak rmaBHOMY HAallMOHAJIBHOMY CTaH-
JapTy KadyecTBa JIEKapCTBEHHBIX CpeAcTB. [Ipu oTcyTCT-
BUU B HEW OTHENbHBIX MOHOrpaduii miad B ciydae MX
MO3MHEeN aKTyaJn3ally TPUMEHSIOTCS COOTBETCTBYIO-
1mue MoHorpadum Apyrux ¢dapmMaxkorieil, ¢ KOTOPbIMU
rapmonusupoBana I'd PK (puc. 2).

B Hacrosiiee Bpemsi T'® PK Bkitouaer 191 obmmit
pasmen, 24 ob6mux tekcta u 90 oOmmx MoHorpaduit
(puc. 3). M3noxeHHble B HUX 00IIMe TpeOOBaHUS pac-
MPOCTPAHSIOTCSl HA UCTIBITAHUSI U METOJbI UCIIBITAHUIA,
pEaKTUBBI, YITAaKOBOUYHBIE MaTepualibl U KOHTEWHEPHI,
cyocTaHLIMM WISl (papMaleBTUUYECKOro IIPUMEHEeHMs, Jie-
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rOCWJ,apCTBeHHaH d)apMaKOFIEFl — INaBHbINA CTaHOapT KavyecTBa JieKapCTBeHHbIX CpeaCcTB B Pecnyﬁnm(e KasaxcraH

E O0mue pasaesbl

2 % @ O611e TEKCTh

4 Oomue
MoHorpaduu

# YacTtHble
MoHoTpahumn

Puc. 3. Cmpyxmypa Tocydapcmeennoii papmaxoneu Pecnybauxu
Kazaxcman

CyOcTaHumm ISt
® (bapMaleBTUYECKOrO
TPUMEHEHUST

# JlekapcTBEHHOE
PaCTUTEILHOE ChIPbE

u JlekapcTBeHHbIE
npenaparsl

# PamnodapmarnieBT-
YyecKue Tpernaparhbl

Puc. 4. HYacmuvie monoepagpuu Tocyoapcmeennoii hapmakoneu
Pecnybauxu Kazaxcman Ha nekapcmeennble cpedcmea (pacnpedene-
Hue no eudam)

KapCcTBeHHbIE (DOpPMbI, JIEKApCTBEHHBIE TIperaparbl, B
TOM YHCJIe TOMeOoIaTUYeCKue Mpernaparhl, paarnodapma-
LIeBTUYECKME TpernapaTbl, OMOJOTUYECKUE TPOAYKTHI,
JIEKApCTBEHHbIE PACTUTEJbHbIE CPEACTBA, MOPGHOIOTHU-
YeCKUe IPYMITbl JIEKAPCTBEHHOTO PACTUTEILHOTO CBhIPhS,
U3AEMS MEAUIIMHCKOTO Ha3HAaYeHU s (KaTeTepbl BHYTPU-
COCYIIMCThIE, IIIOBHBIC MaTepUabl).

Hapsany ¢ o6mmmu moHorpadpusmu I'dd PK conep-
XUT 646 YacTHBIX MOHOTrpacduii, PerIaMEHTHUPYIOIINX
TpeOOBaHUS K TOKa3aTessiM KadyecTBa, METOIMKAM HC-
MOBITAHUI U KpUTEPUSIM UX IpuemiieMoctu (puc. 4). Ya-
CTHbIE MOHOTpahUU PaCIIPOCTPAHSIIOTCS Ha CyOCTaHIIMN
1151 (hapMaleBTUYECKOTO MPUMEHEHUS, B TOM YUCJIE aK-
TUBHBIE CYOCTaHIIMU W BCIIOMOTaTeJbHbIE BEIEeCTBa, Jie-
KapCTBEHHbIE MpenapaTrbl B pas3IMUHbIX JEKAPCTBEHHbIX
dopmax, JIeKapCTBEHHOE PACTUTEIbHOE ChIPbE U JIeKap-

0b ABTOPAX

CTBEHHBIE pacTUTEJIbHBIE MpernapaThl, pagrodapMaleB-
TUYECKUE TipenapaTbl W HWCXOIHbIE MaTepuasbl JUIs
panuodapMalleBTUUECKUX MpernapaTtoB, MEIUIIMHCKUE
WUMMYHOOMOJIOTUYECKHUE TIpernapaThl (BaKUMHbBI, UMMY-
HOIJIOOYJIMHBI).

OCHOBHBIMU TOJIb30BaTENSIMU (hapMaKoIien SIBJIsI-
IOTCSI pa3pabOTYMKU, TPOU3BOAUTEIN U TUCTPUOBIOTOPHI
JIEKapCTBEHHBIX CPEJICTB, alITeUHbIE OPTaHn3alluu, 1a00-
paToOpUU KOHTPOJISI KAYECTBA, PETYJISITOPHBIE U DKCHEPT-
HbIE OpTaHbl, HAYYHbIC M 00pa30BaTe/IbHbIE YUPEKACHUSI.

TpeboBanuss I'D PK o6si3aTebHBI UTS BCeX Mpe-
npusaTthii u opranusanuii Pecnyonuku Kazaxcran, 3aHu-
MalolMnXcs MPOU3BOACTBOM, U3TOTOBJIEHUEM, pean3a-
LUEN, XpaHEHUEM, BKCIEPTU30M, perucrpaluei, KOH-
TPOJIEM U IPUMEHEHUEM JIEKAPCTBEHHbBIX CPEJCTB.

Cospanue ' PK umeer BaxkHOE COLMAIBHOE, 9KO-
HOMUYECKOE U HAyYHOE 3HayeHHue, TaKk Kak Oyaromaps
YCTAaHOBJICHHBIM CTaHIapTaM, (hapMaKoTiest SIBJISIETCSI:

— MJIaBHBIM MHCTPYMEHTOM TOCYIAapCTBEHHOTO pe-
TYJMPOBAaHUS KayecTBa JIEKAPCTBEHHBIX CPEJCTB U U3JIE-
JINI METUUIMHCKOTO Ha3HAYEHUS HA PBIHKE PECITyOJIUKM;

— OCHOBOW B3KCHEPTU3bl U KOHTPOJISI KayecTBa Jie-
KapCTBEHHBIX CPEICTB U U3IETNIN MEIULIMHCKOTO Ha3Ha-
YEHUS JUIS1 PETYJISITOPHBIX U OKCIIEPTHBIX OPTaHOB;

— (bakTopom, omnpenensaonMM KOHKYPEHTOCITOCO0-
HOCTb U 3KCIIOPTOOPUEHTUPOBAHHOCTh OTEYECTBEHHOI
apManeBTUUECKON NPOAYKIINY;

— 9(hGEKTUBHBIM UHCTPYMEHTOM 3aLIUTHI PhIHKA OT
HenoOpoKavyecTBeHHON U (balbCU(GUIIMPOBAHHONW TMPO-
AYKINK;

— akToOpOM, CTUMYJIUPYIOIIUM Pa3BUTHE HAYYHBIX
HCCIIeI0BaHUI TTO pa3paboTKe JIEeKapCTBEHHBIX CPEICTB U
U3 MEIULIMHCKOTO HAa3HAYEHUS;

— Y4eOHBIM U CIPABOYHBIM MOCOOMEM TIPU MOATO-
TOBKe (hapMalleBTOB U XMMHUKOB B BBICHIMX U CPEIHUX
CcreMaTbHbIX yYeOHbBIX 3aBEICHUSIX.

Cosnanune I'® PK sBnsieTcsl BaXKHBIM JOCTHKEHUEM
He3zaBucuMoro KaszaxcraHa, rposiBjieHueM 3a00ThI TOCY-
JlapCcTBa O 3I0POBbE OOIIIECTRA.
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C. P. MycuHos, A. Y. TynereHosa

THE STATE PHARMACOPOEIA — MAIN STANDARD OF QUALITY OF MEDICINES
AND MEDICAL DEVICES IN THE REPUBLIC OF KAZAKHSTAN

S. R. Musinov, A. U. Tulegenova

RSE «National center of expertise of medicines, medical devices and equipment» of the Ministry of Health and Social development
of the Republic of Kazakhastan, 050004, Almaty, Republic of Kazakhstan

Abstract: Since the publication of the first edition of the Republic’s of Kazakhstan State Pharmacopoeia (RKSP) there have been sig-
nificant changes in the requirements for the pharmacopoeia, and in the understanding of its role as the main standard of quality for
medicines circulating in the country. The changes affected the Pharmacopoeia’s definition, principles of and approaches to harmoniza-
tion of its requirements with the leading world pharmacopoeias (European Pharmacopoeia, British Pharmacopoeia, United States
Pharmacopoeia), as well as the structure and content of pharmacopoeial monographs. The article dwells upon such aspects as the
RKSP mission, its place in the drugs standardization system and functioning mechanism, the interrelation with the requirements of the
good practices (GXP), ranking of the RKSP and the leading pharmacopoeias officially recognized in the country. In connection with
the publication of Volume I of the RKSP 2.0 the article discusses the status of the Pharmacopoeia and its significance in the context of
recent changes.

Key words: pharmacopoeia; harmonization; quality of medicines and medical devices; general monograph; specific (individual) mono-
graph.

For citation: Musinov SR, Tulegenova AU. The State Pharmacopoeia — main standard of quality of medicines and medical devices in
the Republic of Kazakhstan. The Bulletin of the Scientific Centre for Expert Evaluation of Medicinal Products 2016; (2): 26—30.
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