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I'ocyaapcTBeHHbIe NPUHIUNBI M M0J10KEHUSL, PerJaMeHTHPYIoHue KadecTBO
JIeKapCTBeHHbIX cpeacTB B PecnyOiiuke Kazaxcran. KoHTpoJbHO-pa3pemmrTenbHasi
cucrema B Pecnyosmke Ka3zaxeran

Hexab: chopMupoBarh y CTYACHTOB 3HaHUS O TOCYAApPCTBEHHBIX IMPHUHIHUIAX U
HOJIOKEHUAX, PpEerjJaMEHTUPYIOIIUX KadeCTBO  JIEKAPCTBEHHBIX CPEACTB,  KOHTPOJIBHO-
pa3pemuTenbHoi cucteme B Pecnyonnke KazaxcraH.

Te3uchpl JeKIIUU
Ilnaun:
e ['OCynapCTBEHHbIC TPUHLUIIBI U TIOJOXKEHUS, PErIAMEHTUPYIOHINE KAUueCTBO
JeKapCcTBeHHbBIX cpenicTB B PecnyOnmke Kasaxcran
e CTpyKTypa U pYHKLHUH KOHTPOJIBHO-Pa3pELIUTEIbHON CHCTEMBI
o  Komurer dapmammu M3 PK, ocHoBrble 3amaun KomuTeTa, cTpyKTypa
Komutera papmanmu M3 PK
o Oynuknuu Komurera papmanuu M3 PK
o PecnyOnukanckoe TOCYIapCTBEHHOE Ipeanpusitie «HaurnoHanbHbIN 1IEHTP
9KCIIEPTU3BI JIEKAPCTBEHHBIX CPEICTB, N3ACINI METULUHCKOFO Ha3HAUYECHUS U
meaunuHckoi  Texuukmw»y - (HLDJIC) M3 PK, ocHoBHBIE ~HampaBieHUS
HEATEIBHOCTH, CIPYKTYpa
o dapmakosornyeckuil 1LeHTp U DPapMaKONEHHBIM LEHTP, CTPYKTypa, LEiH,
3a/1a4u

Cmpykmypa u pyHKyuu KOHMpOIbHO-PA3PEUUMENbHOU CUCTEMbL

KoHTponpHO-pa3pemuTensHas  cucTeMa — OXBaThiBaeT BCE OTalbl OOpAIllleHUS H
KoHTpousst kayectBa JIC  OT co3pmaHus 110 -peanu3aliuy, - BKIItouYas CTaauK pa3padoTKH,
JOKIMHUYECKUX M KIMHHYecKuX uccaenoBanuii JIC, mpou3BoACTBa U SKCTEMIIOPATHHOTO
M3TOTOBJICHUS, Pa3pabOTKy HOPMAaTHUBHOM TOKYMEHTALNH, IPEIyCMaTPUBAIOILYIO YIIaKOBKY,
MapKUPOBKY M XpaHEHHE, TPAHCIOPTUPOBKY, a TaKXkKe cepTUUKaINio, pealn3aluio U
umnopt JIC.

IToctanosnennem IlpaBnurensctBa Pecnyonuku Kasaxcran ot 29 okrsa6pst 2004 rona
N 1124 co3man Komwurer dapmaiiuu MuHucTepcTBa  3apaBoOxXpaHeHus - PecrmyOonnku
KazaxcraH.

Komutet  dapmanuun MuHnuctepcTBa 3apaBooxpanenus  Pecmyonukn Kazaxcran
ABIISIETCS  BEAOMCTBOM  MuHHCTEpCcTBa ~3ApaBooxpanenus — Pecnyonukm Kasaxcraw,
OCYIIECTBIISIOLIUM B IIpeAenax KomnereHnn MuHucTepcTBa 31paBooxpanenus Pecriyommku
Kazaxcran KOHTPOJILHO-HA30pHbBIE U peaTn3alliOHHbIe PYHKIIMH, a TAKKE MEKOTPACIEBYIO
KOOpAMHAILIHNIO B chepe oOpamieHus JIeKapCTBEHHBIX CPEACTB.

OcHoBHBIMU 33/1TadamMu KoMHTeTa ABIIOTCS peann3aius rocy1apCcTBEHHON MOMUTUKH
B c(hepe oOpalieHus TeKapCTBEHHBIX CPENCTB, 0OecTieueHne 6€30macHocTh, YHPEeKTUBHOCTH
M KavyecTBa JICKAPCTBEHHBIX CPEACTB  (BKIOUAs MEIUIMHCKYIO = TEXHUKY W H3JeIUs
MEAMLIMHCKOTO HA3HA4YeHMsI), HMCIIOIb30BaHUE JOCTH)KCHUN HAyKH, TE€XHUKH W MHUPOBOTO
OTbITa B chepe 0OpaleHus JICKapCTBEHHBIX CPEJICTB.

B crpykrypy Komurera dapmanun MunucTepcTBa 31paBooxpanenus Pecmyonnku
Kazaxcran = BXoIaT: ympasieHHe (apMaleBTHUECKOT0 KOHTPOJISA, COCTOSALICE M3 OTAea
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KOHTpOJS M Hax3opa 3a. (papManeBTUUYECKON NeATEeIbHOCThIO W OTAeNa KOHTPOJA HaJ
kayecTBoM - JIC; ~opraHM3allMOHHO- AHAJIMTUYECKOE YHPaBIEHUE, HMEIOLIEE ~CBOJHO-
AQHAJIUTUYECKUI OTAENl W OTAell MOHUTOpUHra. ucnonb3zoBanus JIC. Komuter B cBoei
CTPYKTYpE HMEET TeppPUTOpHUaIbHBIC OpraHbl — 16 ympaBieHUl QapMaleBTHYECKOro
KOHTpPOJIA TI0 ob1acTsiMu ropoaaM PecriyOnukn Kazaxcras.

Komuter B  COOTBETCTBHHM C  3aKOHOIATENbCTBOM Pecmybnuku - Kaszaxcran
OCYILECTBIISCT: - KOHTPOJIbHO-HAA30pHbIE (YHKUMKA 33 peanu3alied rocyIapCcTBEHHON
HOJIMTUKH B cepe 00paIieHus JIeKapCTBEHHBIX CPEIICTB TIO:

» o0ecneyeHHIo ~ KOHTPOJsS 332 ~0e30HacHOCTBIO, ~3((EeKTUBHOCTBIO U KauyecTBOM
JIEKaPCTBEHHBIX CPEJICTB;

* oOecreueHHUIO  KOHTPOJS M Haa30pa 3a . (hapMaleBTHUECKON  1eATe/IbHOCThIO
IOPUIMYECKHX U PU3NIECKUX JIAI B cepe 0OpaleHus JICKapCTBEHHBIX CPEIICTB;

» obecreueHUIo KOHTPOJS M HaJa30pa 3a BHEAPEHUEM MEXKIYHAapPOIHbIX CTaHIapTOB
anTeYyHOH, MPOM3BOACTBEHHOW M IPYruX TIPaKTHK B cepe 0OpalieHus JIeKapCTBEHHBIX
CPEJICTB;

* OCYILUECTBJICHHIO B  IpEJenax CBOEH KOMIETEHUUU ACSITEHOCTH, CBS3aHHOM C
BBIJIAYCH  JIMLIEH3UI ~ Ha BUIBl AEATEIbHOCTH,  HOMJIEKAIUE JIMICH3UPOBAHUIO, U
00€CneUyeHNI0  TroCYIapCTBEHHOIO0 ~ KOHTPOJISL — 3a COOIIOACHHMEM - JIMLIEH3HAaTaMu
3akoHoJarenbcTBa Pecyonuku Kazaxcras;

* 00ecneueHHIo  KOHTPOJIS = 32 MPOBEACHHEM TEXHHYCCKUX = HCHBITAHUH HOBOH
MEAUIMHCKOW TEXHUKMA W~ W3ACIMH ~ MEIUIMHCKOIO ~ Ha3HA4YeHMs, BBHIYCKAEMBIX
OpraHU3aUAMU-TIPOU3BOAUTEISIMU HA TeppuTopun Pecniyonuku Kazaxcran;

» 00ecHeueHNI0 KOHTPOJS 32  palMOHAJIBHBIM - HCHOJb30BAHUEM . JIEKAPCTBEHHBIX
CPEJICTB HA BCEX YPOBHIX OKa3aHMSI MEAUIIMHCKON MOMOILLY;

» HPOBEACHUIO C  YIOJHOMOYEHHBIM TOCYIApCTBEHHBIM . opraHoMm PecrnyOmauku
Kazaxcran, ocCymniecTBISIOIINM - KOHTPOJIb ~HaJl - 000OpPOTOM ' HAPKOTUYECKHX . CPEICTB,
IICUXOTPOIHBIX BEHIECTB M TPEKYpPCOPOB, KOHTPOJS 3a COONIIOJEHMEM HpaBUI 000poTa
YKa3aHHBIX CPEJICTB;

* MIPOBEAEHHUIO C - YIIOJHOMOYEHHBIM TOCYJapCTBEHHBIM = OpraHoM PecmyOnmnku
Kazaxcran, ocyliecTBiIsSONMM KOHTPOJIb HaJl 000POTOM aJIKOT0JIbHON MPOTYKIIUHN, KOHTPOJIS
32 000pOTOM JIEKApPCTBEHHBIX CPEJCTB, COACPIKALIMX CIIUPT ITHIIOBBIH.

KomurteTt ocyniectBisieT QyHKINU B 00JIaCTU pean3aluy rocyJapCTBEHHOMN MONUTHUKH
B chepe 0OpallieHus JIeKapCTBEHHBIX CPEJICTB I10:

* . OCYILUECTBJIEHUIO -~ TOCYNAapCTBEHHOM perucTpaluy, IMepeperucTpanuy - 1 OT3bIBa
PELICHNUs 0 TOCYAAPCTBEHHON pErncTpalyy JE€KapCTBEHHBIX CPEJACTB, BblAaue paspelIeHH
Ha NpUMEHEHHE B MEAMIMHCKOW MPAKTHKE JIEKAPCTBEHHBIX CPEICTB, @ TaKXkKe BEICHUIO
['ocyiapCTBEHHOTO peecTpa JIEKaPCTBEHHBIX CPENICTB;

* BBIHECEHUIO PEUICHUS O NPHU3HAHUM OTJEIbHBIX CTaHIApTOB MexIyHapoIHbIX
dapmakomneil, a Takke (apMaKONEHHBIX cTareil M APYruX HOPMATUBHO-TEXHUYECKHUX
JOKYMEHTOB Ha JIEKapCTBEHHBIE CPEJCTBA MHOCTPAaHHBIX FOCY1apCTB;

*  BBlJAY€e pa3pelIeHUI Ha peKiaMy JIEKapCTBEHHBIX CPEJCTB;

* . IPUCBOCHUIO BBICHICH M MEPBOY KBATHU(PUKAITMOHHON KaTeropun (papMarieBTUIECKUM
pabOTHUKAM;

* OCYILECTBJIICHUIO - COTJIACOBAHMS BBO3a W BBIBO3A = JIEKAPCTBEHHBIX - CPEICTB,
MEAMLIMHCKON TeXHUKH U U3JENNA MEIUHUHCKOTO Ha3HAUCHUS;

* QCYIIECTBJICHHIO AKKpPEAUTAIIMHA CYOBEKTOB B cdepe oOpameHus: JIeKapcTBEHHBIX
CPEACTB, a TaKKe AaKKpPeIUTAUWH (U3UYECKUX U IOPUIUYECKUX JIHIL. Ui HPOBEIEHUS
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HE3aBUCHMOM  9KCIEPTHOM OLIEHKU . COOTBETCTBUS CYOBEKTOB B  cepe ©0OpameHus
JICKapCTBEHHBIX  CPEICTB KBANU(DUKAIMOHHOMY YPOBHIO TIPH - JIMIICH3UPOBAHUU ~BUIOB
(hapMaLeBTUYECKOMH IEATEIbHOCTH;

= MPOBEACHUIO  IIEPUOANYECKON AaTTecTalluy, CHEHHATHCTOB (papMaleBTUIECKOM
OTpaciM, a TakKe MNPOBEACHUE AaTTECTallUM Ha Mpo(ecCUOHAIBHYI0 KOMIIETEHTHOCTb
PYKOBOJUTENCH pecTIyOIMKaHCKIX OpTraHu3aluid (hapMareBTHUECKON OTPaciiu;

* QCYIISCTBJICHUIO cOOpa M 0000IECHUsI JAaHHBIX MOHUTOPUHTOB B chepe oOpaiieHus
JEKapCTBEHHBIX CPEICTB;

* [PEJCTABJICHHIO Ha YTBEpXJAeHUE MUHUCTEpCTBa 3ApaBooxpaHeHus PecrnyOmuku
Kazaxcran I'ocygapcteHHO# (hapmakonen Pecnybnuku Kazaxcran;

* KOOpAMHAIMM - pabOT MO JOKIMHUYECKHM, KIMHUYECKUM U . JaOOpaTOPHBIM
HCIBITaHUSM JIEKapCTBEHHBIX CPEJICTB;

*  OCYILIECTBIJICHHIO B IpeJiesiax CBOSH KOMIETEHLINU MEXYHApPOIHOT0 COTPYAHNYECTBA
B c(hepe oOparieHus JIeKapCTBEHHbBIX CPECTB.

Peanuzanuio = ykazaHHbIX (GyHKIHH KomHuTeT ~OCyIIECTBISE€T C IOMOIIBIO
Pecny0nnkaHCKOTO TOCYJApCTBECHHOTO TIpeInpusiTusl «HalnnoHaapHBINH LEHTP 9KCIEePTU3HI
JIeKapCTBEHHBIX CPEJICTB, U3LACIUI MEIUIMHCKOrO HA3HAUYEHUS U MEAMIMHCKON TEXHUKH»
(HIIDJIC)  MunuctepctBa 3apaBooxpaHenus  Pecnybnukm Kaszaxcram co3maHHOTO
nocranoBienueM [IpaBurenscrBa PecnyOmnku Kazaxcran ot 2 okTs16ps 2002 roga Ne 1081
nyTeM TpeoOpa3oBaHus PecmyOanKaHCKOTo  [OCYJapCTBEHHOIO Ka3eHHOT'O IMPEApUSTHS
«enTp nekapcrBeHHbIX cpencTs "Hapi-Lapmex'».

OcHOBHbIMM ‘HanpaBneHuamm geatenbHoctn PIMN- «HIDJIC» M3 PK saBasrores:
[IPOM3BOJICTBEHHO-XO35IIICTBEHHAsT  JIEATENBHOCTh 110 obecreueHuro.  0e30MacHOCTH,
3(pPEKTUBHOCTH M KayecTBA JICKAPCTBEHHBIX CPEACTB; HAyUHbIE MCCIENOBAHUS B 00JIACTH
pa3paboOTKH HOBBIX ' OPUTMHANBHBIX JIEKAPCTBEHHBIX CPENCTB, (hapmaruu, (papMaKoIOTHH.
PI'TI «HLBJIC» M3 PK nmpoBoguT: 3kcnepTH3y JIEKapCTBEHHBIX CPEACTB Ha NpPEAMET UX
Oe3omacHocTH, O(Q(GEKTUBHOCTH M KadyecTBa; - AHAIMTUYECKYIO ~ BKCHEPTU3Y U
CTaHJAPTH3AMI0;  CePTHU(UKALMIO  JEKApCTBEHHBIX - CPEACTB;  MpeUIMLIEH3UOHHYIO
JKCIIEPTU3Y - 00bEKTa ~ JIMLEH3UPOBaHUS 1O~ (PapMaUEBTUUYECKOH  NEATEIbHOCTH;
UH(POPMALMOHHO-U3/IaTENbCKYI0 «  JIeATeNbHOCTD; ~ H3JaHue  >KypHana - «Papmarus
Kasaxcranay; oKcriepTH3y peKJIaMHbIX MaTepHalIOB Ha JIEKapCTBEHHBIE CPEJCTBA; Pa3paboOTKy
[IPOEKTOB. HOPMAaTUBHBIX IIPABOBBIX AaKTOB, I'OCYIapPCTBEHHBIX CTaHJAPTOB, TEXHUYECKHX
PETIaMeHTOB, IIPaBUIT cepTU(UKAIINY JICKaPCTBEHHBIX CPE/CTB.

Ctpyktypa PITl-«HaunMoHanbHbI LEHTP 3KCNEepPTM3bl NeKAPCTBEHHbIX CPEACTB»
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CocTaBHOM 4aCThIO KOHTPOJIBHO-Pa3pEMINTENbHON CUCTEMBI SIBIITFOTCSI HAXOISLIUECS]
B Benennu PTTT «HIDJIC» M3 PK ®apmakonornyeckuit neHTp 1 PapmakoneiHblii HEHT:
Oba 11eHTpa ABIAI0TCS SKCHepTHRIMU opraHamyu M3 PK.

PapMaKoIOrMYeCKUI HEHTP - DKCIEPTHBIM OpraH, KOTOPBIA IPOBOJIUT HAYYHYIO
CHEeNHUATU3UPOBAHHYIO SKCTIEPTU3Y 6€300aCHOCTH, 3P HEKTUBHOCTH JIEKAPCTBEHHBIX CPEJICTB,
OLICHKY ~TOKCUYHOCTH, BIIMSHHUS Ha PENPOIYKTHUBHYIO (QYHKIHIO, (3MOPHOTOKCHYHOCTD,
TEPATOr€HHOCTD, - MyTareéHHOCTb), KAaHIIEPOTEHHOCTU 110 pe3ylbTaraM JOKIMHUYECKUX
UCIBITAHUH, KIMHUYECKUX HUCCIICOBAHUNA W JIPYIMX HCHBITAHHM, a TaKkKe JIOCTOBEPHOCTU
CBEJCHMI, yKa3aHHBIX B MHCTPYKLHH 110 IPUMEHEHUIO JIEKapCTBEHHOI'O CPEACTBa s
CHEIHUAJINCTOB U B UHCTPYKILINH 110 TTIPUMEHEHHUIO JIEKAPCTBEHHOTO CpeACTBa IS MOTpeOuTeNs
(aHHOTAIUA-BKIJIA IBIII).

B cocrap ®apMakosornyeckoro MeHTpa BXOAUT 2 OTAeINa: OTAST SKCIEPTHBIX paboT
P TOCYJAPCTBEHHOM pEerucTpaluy JEKapCTBEHHBIX CPENCTB M. OTAE] MOHUTOPHHIA WU
pa3pabOTKH WHCTPYKIUU. [ 71aBHOM 3amadeit IMEHTpa  ABISIETCS O0BEKTHBHAS OIEHKA
COOTHOIIEHHUS TOJIb3a/PUCK MO KAXAOMY JIEKAPCTBEHHOMY  CPEICTBY M MEAMIUHCKOMY
U3JIENNIO, 3asIBJIEHHOMY Ha FOCYJapCTBEHHYIO PETUCTPALIUIO.

B oraene akcnepTHBIX pabOT (YHKIMOHMPYIOT KOMHUCCHM IO JICKAPCTBEHHBIM
CPEACTBAM M 10 U3JEINAM MEAUIMHCKOIO HA3HAYEHHsI U MEAUIIMHCKON TeXHUKHU. OCHOBHOMI
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ero (yHKIHMEH SBISICTCS CICHHAIM3UPOBaHHAs OlCHKa 0e30macHOCTH M 3 (PEKTUBHOCTH
JIEKaPCTBEHHBIX CPEJCTB, U3AEINNA MEIUIUHCKOIO Ha3HAUYEHUS U MEIMLUHCKON TEXHUKH [IPH
['ocynapcTBeHHOM « peructpanuu/nepeperucrpanu. B Pecnyonuke Ka3zaxcran ¢ yderom
nokasarenst - 'monp3a/puck”. Ilpu 3TOM - aHanm3upyercs  QapMakoJoruveckas,
TOKCUKOJIOTHYECKAs U KIMHAYECKas JOKyMEHTaUusl, [IPEICTaBICHHAs B PErUCTPALlMOHHbIX
JI0OCbE Ha JIEKApCTBEHHbIE CPEJCTBA, @ UMEHHO OLICHMBAIOTCS: NPABUILHOCTH MPOBEACHUS
JOKJIMHAYECKUX M KIMHUYECKUX MCCICAOBAHUN U YPOBEHBb JOKA3aTEIBHOCTH IOJYUYEHHBIX
pe3yabTaToOB; 0E30MaCHOCTD M -3(PPEKTUBHOCTD JICKAPCTBEHHBIX CPEICTB MO pPe3ylbTaTaM
JOKJIMHUYECKUX W - KIMHUYECKUX HCCICNOBAaHUM, a B cClydasX BOCIPOU3BEACHHBIX
JIEKApCTBEHHBIX CPEICTB - I10 JaHHBIM MCCIIEIOBAHNN Ha OMOIKBUBAIICHTHOCTD.

Ocoboe BHUMaHKE MPU SKCIEPTU3E JIEKAPCTBEHHBIX CPEICTB YACHACTCS HHCTPYKLUAM
[10 IPUMEHEHHIO JIEKAPCTBEHHOTO CPEJCTBA ISl CIELIUAJIMCTOB U NOoTpeduTesel (aHHOTaIMs-
BKJIQJIBIIL) ~ C . [€JbI0 = OOCCTIEUYEHHUs  PALMOHAIBHOIO M MPABUIIBHOIO - TPUMEHEHUS
JICKapCTBEHHOI'O CPEJICTBA.  DKCIEPTHYIO = OLEHKY HWH(pOpMaluy, MPEACTABICHHON B
UHCTPYKLUAX IIOMHUMO - OTJEJa  IKCHEPTHBIX padoT, MPOBOAUT. OTIAEN MOHUTOPHMHIA M
pa3paboTku -~ wHCTpykiuit. [lpu  aHanu3e  NPEHCTaBICHHBIX MHCTPYKUUN  BKCIEPTHI
@DapMaKkoJI0ru4ecKoro HEeHTpa IPOBOASAT IPOBEPKY. HA: COOTBETCTBUE ICUCTBYIOLIEMY
3aKOHOAATeNbCTBY - PeciyOiinku Ka3zaxcrtaH; HOJHOTY NpPEACTaBIEHHON  MHpOpMauuu |
COOTBETCTBUE TEKCTa MHCTPYKLUH 10 IPUMEHEHHIO JIGKAPCTBEHHOIO CPEACTBA Pe3yibTaTaM
JOKIIMHUYECKUX U KIIMHUYECKUX UCCIEI0BaHUH U IIyOIHMKALUSAM B COBPEMEHHOM CIIPaBOYHOM
JUTEpaType, a B CIy4ae BOCHPOU3BEIACHHBIX JICKAPCTBEHHBIX CPEICTB - HH(pOpMaIuH,
coJieprkauieiicsi B MHCTPYKIUHM Ha OpUTHHANIbHBIN Iperapar; IOJTHOTY OTPaKeHUsI yKa3aHHBIX
B MHCTPYKLUSX [MOOOYHBIX JIeMCTBUN HA OCHOBE aHalIM3a U 3KCIEPTH3bl OTUETOB 1O
6e3omacHOCTH M 3((DEKTUBHOCTH JIEKAPCTBEHHOT'O CPEACTBA W CBEICHHWU 0a3 JaHHBIX IO
IIOOOYHBIM ' IEHCTBHSM; ayT€HTHYHOCTH - M.  aleKBaTHOCTh TEKCTa - MHCTPYKLUMN ~ Ha
roCy/1apCTBEHHOM U PYCCKOM SI3bIKax.

dapMaKkoNenHblld IIEHTP - 9SKCIEPTHBIN OpraH, KOTOPBIM IPOBOAMUT HAyYHYIO
CHEIMAIM3UPOBAHHYIO - DKCIIEPTU3Y KAauecTBa JIEKAPCTBEHHBIX - CPEICTB  Ha _TpeaAMeT
UJIEHTHYHOCTH, COAEp)KaHus, YHUCTOTHl, OAKTEPHMOIOIMYECKOW YHCTOTHI, MHUPOr€HHOCTH,
SHAOTOKCHUYHOCTH, @  TakKe = XUMHYECKOH, (apMalleBTUYECKOH,  OUOJIOrMYecKOn
IKBUBAJIEHTHOCTU BOCIIPOM3BEIEHHBIX JIEKAPCTBEHHBIX CPEJCTB, COOTBETCTBHS IIOKa3aTeien
KayecTBa = HOPMAaTHBHO-TEXHMYECKOTO JAOKYMEHTa IO - KOHTPOJIIO 32 KayecTBOM WU
0€30MaCHOCTBbIO  JICKAPCTBCHHBIX  CPEACTB  3aBOJA-M3TOTOBUTENS  MEXIYHAPOIHBIM
CTaHAapTaM KauyecTBa, MapKUPOBKU M YMAKOBKM Ha MPEAMET HX JOCTATOYHOCTH MJisi
o0ecreyeHns COXpaHeHHs KauecTBa JIEKApCTBEHHOTO CPEACTBA.

B ctpykTypy @apmakonelHOTO HEHTpa BXOIAT ABa MOAPA3AEICHUs: OTIEI
CTaHJapTU3AIUN JEKAPCTBEHHBIX CPEACTB; OT/CI IKCIEepPTU3bl U pa3padboTku dapmakonen
PK.

OCHOBHBIMU 3aJjauaMH OT/I€/1a CTAHAAPTU3ALNN JIEKAPCTBEHHBIX CPEACTB SIBISIOTCS:

e OpraHu3auus ¥ NpoBeJAeHHE PadoT MO CTaHIapTH3ALMH JeKapCTBEHHBIX CPEACTB B
PT'TI "HarmoHanpHBIM HEHTP SKCIEPTU3EL JIEKAPCTBEHHBIX CPEACTB, U3AEINNA MEAULIMHCKOTO
HA3HAYCHUS] U METUIIMHCKON TEXHUKHU;

e OIICHKA KauecTBa HOpMaTUBHO-TeXHUYecKOi pokymenTaumun (HT/I), koppekrnpoBka
HT/I v oTueToB; nepenava nx B @apmMakoneiHbIil HEHTP;

o pazpaborka HT/I amist mpeanpusiTiii, OCBAaBAIOIIUX BBITYCK JICKAPCTBEHHBIX CPEACTB
C yueToM TpeOOBaHMH, 3aJ0KECHHBIX B HOPMATUBHYIO JIOKYMEHTALIHIO, pa3pabOTKa HOBBIX
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HAYYHO -~ OOOCHOBAHHBIX =~ METONIOB . KOHTpPOJISA - KadeCTBa - JICKAPCTBEHHBIX —~ CPEICTB,
COBEPIIICHCTBOBAHNE U YHU(DUKAIHS CYIIECTBYIONIINX METOIOB KOHTPOJISE
e OKa3aHHUC MPAKTUYECKOH TMOMOIIN PaOOTHUKAM HCIBITATEIBHBIX JIA0OPATOPH TIO
pa3paboTKe aHATUTUYSCKON HOPMATHBHOW JOKYMEHTAIIUU U 0(QOPMIICHHAIO OTYETOB MyTEM
BBIC3/1a B 00JIACTHBIE UCTIBITATEIbHBIC TA00PATOPHH;
¢ KOHCYJbTAI[UU MO OCHAIIEHHUIO ~HCIBITATCIIBHBIX ~JIA00PATOPUH aHATUTHUECKUM
000pyI0BaHUEM, PEAKTHBAMH, CTAHIAPTHBIMU 00pa3ilaMu, HOPMAaTHBHBIMI JTOKYMEHTAMHU;
o pa3paboTKa 1 OIEHKA CTAHJAPTHBIX 00Pa3IOB JIEKAPCTBEHHBIX BEILECTB;
e (opmupoBaHue, BeneHUE, aKTyanu3anus GoH1a HOPMATUBHOM TOKYMEHTAIUH.
Omoen sxcnepmussl u paspabomxu 20cy0apcmseHHou papmaxoneu
Ha peruonanbHOM  ypoBHE KOHTPOJIbHO-Pa3pEIIMTENbHAS CHCTEMa MpecTaBieHa
HCTIBITATSIFHBIMU JIA0OPATOPHUSAMHE 110 001acTsM, ux 1o Kaszaxcrany 14.
CucreMa rocy1apcTBEHHOTO KOHTPOJISI KQUecTBa JIEKAPCTBEHHBIX CPEICTB BKIIIOYAET B ceOsl:
e  0o1eHKY >(QQEKTHBHOCTH, 0€30MaCHOCTH M YTBEPKJACHUE CTAHIAPTOB KadecTBa Ha
JICKapPCTBCHHBIC CPEACTBA IPU PErUCTPAIUH;
®  OIEHKY KayecTBa BIIEPBbIC MPOU3BOAUMEIX U BIIEPBBIE BBO3HMBIX JIEKAPCTBEHHBIX
CPEICTB TpHU JOMYCKE B OOpallleHUE;
® OKCIIEPTU3Y KayecTBa JICKAPCTBEHHBIX ~CPEACTB, HAXOMISIMIUXCS B OOpalleHHUH
(BBIOOPOHHO);
® MOHUTOPHUHI' KauecTBa, 3(P(HEeKTUBHOCTH U O€30MACHOCTHU JIEKAPCTBEHHBIX CPE/CTB,
HAXOJAIIUXCS B 00pallleHUH;
® HHCICKIHOHHBIA KOHTPOJIb.

NirocrpaTuBHBIA MaTepHaJl:
npesenTtaist Microsoft Power Point.

JIutepatypa

OCHOBHaSI:

Ha PYCCKOM S3BIKE:

1. ApsictanoBa T.A. ®apmanieBTuueckas XuMus: yueOHUK, ToM l. (2-oe m3nanue).
«Sky Systems», 2021. -640 c.

2. ApsictanoBa T.A. @apmarieBTuueckas xumus: yaeOHuk, ToM Il. (2-oe uznanue).
«Sky Systems», 2021. -572 c.

3. ApsictanoBa T.A. dapmaneBruueckas Xumus: y4eOHUK, ToMm I: - Amnmarsl:
«OBepoy, 2015.-640 c.

4. ApsictanoBa T.A. @apmarneBruyeckas XuMmus: ydeOHuUk, Tom [l:- Anmartsn
«3IBepoy, 2015.-572 c.

5. TocynapctBennas gpapmakornes Pecriyommku Kazaxcran.-Anmarsl:«OKnOek oby,
2008.-Tom 1.- 592c.

6. TocymapctBennas dapmakoness PecmyOnnku Kazaxcran.- Anmartsl:«Kubek
Koiel», 2009.-Tom 2.- 804c.

7. TocynaperBennas gpapmakones Pecriyommku Kazaxcran.-Anmatsl:«OKuOek sk0bDy,
2014.-Tom 3.-729c.

8. Kontposp kauectBa W cranpapruzanus JIC: Metoauueckoe nmocodue / moja pei.
Pamenckou I'. B., Opna6aepoii C. K.-M: 1 MI'MYV; - lllemvkenT: FOKT'®@A, 2015. - 248 c.

9. OpnabaeBa C.K.. "AHann3 JIeKapcTBEHHBIX - HPENAPATOB,  IPOU3BOIHBIX
apOMATHYCCKHUX COeqMHEHUM: yaeOHoe nocooue.-llIpiMkenT: «9aem», 2015.-249 c.
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10. Pamenckas ~I'.B. ~®apmaneBtnyeckas xumus: ydeOHHUK.-M.: . BMHOM.
Jlabopatopust 3nanuit, 2015.-467 c.

11. PykoBoncTBO K J1aOOPaTOPHBIM 3aHATHIM MO (HapMaleBTHUYCCKOW XUMHUU HOJ
penaxuu-eit I'.B. Pamenckoii.-M.: Humnor, 2016.-352 c.

12. ®apmaxonies EADC. —Mocksa, 2021.- 566 c.

13, Xamumymnmus, @, A. NHDpakpacHas cmekTpockonusi B (papMareBTUICCKOM
aHaim3se: yueOnoe nocodue / - M.: I'DOTAP-Menua, 2017.- 160 ¢

14. MaxoBa E.I'. «llonydyenne u cranaapTu3aliys IpOU3BOIHBIX TIIMLIHPPU3UHOBOM
KHCJIO-THI C TyOepKyaoCcTaTHYeCkor akTUBHOCThION, [lIbiMkenT, FOKI'®A,20.06.2013

15. < Hamgmpoa  C.H. = «®apManeBTHUCCKUI ~ aHAIU3 . JICKAPCTBEHHBIX ~ (OpM
MerpoHuaaszona», Llsivkent, FOKI'®A,17.06.2015

16. CaOpipxan A.A. «Pa3pabotka cnenudukanuii KadecTBa M CTaHAapTHIAIMS
TIMIMPPU-3UHOBOM KHCIIOTEIY, [IIsiMkenT, KOKMA, 18.06.2020

17. AmuxomxkaeBa b. b. Anamurnaeckas xumus . : ydebHoe mocobue / b. b.
Anuxomkaesa, P. A. PyctambekoBa. - Anmatsl : OCIIU, 2023. - 220c

Ha Ka3aXCKOM S3bIKeE:

1. ApsictanoBa T.A. ®apmaneBTukaiblk xumust: OkymbIK. ToM 1. (2-11i GackIbIM).
«Sky Systems», 2021. -604 c.

2. ApeicranoBa T.A. @apmaneBTukanblk xumus: OKynbik. Tom II. (2-1mi 6ackiibiM).
«Sky Systems», 2021. -544 c.

3. ApsictanoBa T.9. dapmaneBTUKANBIK XUMUs: OKyJbIK. T.1-AJMaThl: «OBepoy,
2015.-592 6.

4. ApsictanoBa T.O. dapmaneBTHKaIBIK XUMUSA: OKYJIbIK. T.2-AJMaThl: «OBEPOY,
2015.-6026.

5. Kazakcran PecnyOnukackiHbiH MemiiekeTTiK (apmaxomnesichl.-AsMatel: «Kidek
oy, 2008.-1 T.-5920.

6. Kazakcran PecnyOnukacslHbIH MemirekeTTiK (apmakonesichl.-Aamarhl: <«OKioex
*kobl», 2009.-2 T.-8040.

7. Kazakcran PecnyOaukackiHblH MeMiekeTTiK (apmMakoneschl.-AyMathl:. «Ki0ek
*Koubl», 2014.-3 T.-7090.

8. Opnabaesa C.K., Kapakynosa A.lll. dapManeBTUKATBIK XUMHUS: apOMATThIK
KOCBUTBI-CTap.~-OKyIbIK, Fhut.keHec OekiT. (mpot Nell, 27.04.2016).-302 6.

9. KpacuoB, E. A. ®apManusiiblK XUMUS CYpaKTap MeH kKayanTap TYPiHAC : OKY
Kypaibl = DapmaineBTuyeckas XHMHUS B BOMNpOCax U OTBeTax: yyebHoe mocobue. - M.:
'S0TAP-Menua, 2016.-704'¢

10. Opna6aeBa  C.K. © I'muuuppusuH - KBIIKBUIBI  TYHABUIAPBIHBIH. - JOPLIIK
mpenapaTTapbIiHbIH - OlpbIHFAJIaHFaH  CalachlH 0aKpIIAy O/IiCTEeMENEpiH jKacay: FhUIBIMHU-
anicremenik Hyckay.-IIpMkeHT: «Onem».- 2013.-92 c.

I1. Kapakynosa “A.ILl  « [ JTMIIUPPU3UH ~KBIIIKBUIBI . TYBIHABUIAPBIH TaJI/Iay  KOHE
CTaHHapT-Tayaa (pU3MKA-XUMISUIBIK 9iCTepAl KeuleHai Koagany», emvkert, FOKI'DA,
20.06.2013.

12. HoypenoekoB K. H. Anamutukansik xumus : oKy Kypaisl / K. H. loypen6exos, JI.
A. Jlunmpmabexona, XK. K. PeiceimberoBa. - AnmmMarsr : DCIIN, 2023. - 268 6eT. ¢

JOIIOJIHUTCIIBHO!
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1. ApsictanoBa ~ T.A.,  ApsictanoB JK.M. -HMHHOBalMOHHBIC TEXHOJIOTUU B
(dapmaiieBTUUYe-CKOM 00pa30BaHUH: 00yIeHNE M KOHTPOIIb. Y4eO0HO-METOAUYECKOE MOCOOHE.
— IIemMrenT, 2012.- 175¢.

2. KpacnoB, E. A. @apmaneBTuyeckas XHUMHS B BOIPOCAX M OTBETaX: yueOHOE
nocobue. - M.: "Jlurreppa", 2016. - 352 c.

3. Oppnabaesa -~ C.K., ~Hamuposa =~ C.H. YuubunupoBaHHble =~ METOIUKH
XpoMaTorpauuceKkoro - aHanuza JIEKApCTBEHHBIX (HOpM ~ METPOHMIA30MA: HAY4HO-
MeToaudeckue pekomeHaanuu. -1lIpiMkent: «9nem», 2015. — 84 c.

4. TypcybekoBa, b. W. bellopraHukanslK ApUIIK 3aTTapbl Tajigay: OKY Kypaubl.-
Anmartsl: «9Bepo», 2016. - 120 6er. C

5. KoHTpoip kauecTBa U cTaHIapTU3ALMS JIEKAPCTBEHHBIX CPEACTB MO PEIAKIHEH
[''B. Pamenckoit u C.K. OppabaeBoil.-YueOHO-METOANUYECKOE MOCOOME Ha AHTIMICKOM
a3bIKe.-YTB. Yu. coBeToM (mipoT Ne 11 ot 29.03.2018).-336¢

6. OppmabacBa C.K. ®apmaneBruyeckas XuMHsi. ApPOMATHYECCKHE COCIUHCHUS. -
ydeOHOe 10-coOMe Ha aHTJIMHCKOM si3bIKe.-YTB.Yu coBeroM (mpoT Nel4 ot 27.06.2018).-
320c.

7. Hanununa Al «Pa3paboTka METOOMK CTaHAAPTU3ALMU JIEKAPCTBEHHBIX
IperapaToB MaKJIIOph! opanxkeBoity, LlIsiMmkent, FOKI'®A; 20.06.2017

8. Kapabaea A.H. «AHanu3 HOBOro OHOJOIHYECKU aKTUBHOTO MPOM3BOAHOLO
nmugazonay, Ileimkent, FOKI'®A, 20.06.2017

9. AteipxanoBa  K.K. «Jlopinmik mnpenaparrapiablH - OipblHFaiiIaHFaH - Tajgjaay
omicremenepin xkacayy, [lsiMkent, FOKMA, 19.06.2018

10. bunaii6ex P.H. «Kana Ouonorusibsik OesiceH i MypUH TYBIHABICHIH Tajaay,
IIemMrent, KOKMA, 21.06.2019

11. Taeykaboin JI. «Kana popinik cyocranuus perinae 2,4,5-ymopoMUMUIa30511bI
3eprrey», llsMkent, FOKMA, 19.06.2021

12. English for the pharmaceutical industry: textbook / M. Bucheler [and etc.]. - New
York: Oxford University Press, 2014. - 96 p. +au. ont. auck (CD-ROM).

13. Cairns, D. Essentials of pharmaceutical chemistry: textbook / D. Cairns. - 4th ed.
- Lon-don: [s. n.], 2013. - 308 p

14. Georgiyants V.A., Bezugly P.O., Burian G.O., Abu Sharkh A.l., Taran K.A.
Pharmaceuti-cal chemistry. Lectures for Endlish-speaking students:Ph24 the study guide for
students of higher schools — Kharkiv: NUPh; Original, 2013. — 527 p.

15. Method validation in pharmaceutical analisis: a guide to best practice / editors dfr.
Joachim Ermer. - 2nd ed. - Germany: Wiley-VCH, 2015. - 418 p.

16. Watson, David G. Pharmaceutical analysis: a textboor for pharmacy students and
pharma-ceutical chemists / David G. Watson. - 4th ed. - Philadelphia: Elsevier, 2017. - 459 p.

KonTpoJibHbIe BONPOCHI

1. CrpykTypa U QyHKLUUN KOHTPOJIBHO-PA3PEIUTENBHON CUCTEMBI;

2. Komurer ¢papmanun M3 PK, ‘ocHoBHbIe 3ai1aun Komureta, crpykrypa Komurera
dbapmarun M3 PK;

3. @ynxun Komutera papmaruu M3 PK;

4. PecnyOJMKaHCKOE FOCyAapcTBeHHOe - npeanpustue «HalmoHanbHbI LEHTP
9KCIEPTU3BI JIEKAPCTBEHHBIX CPEICTB, M3JEIMM MEINLMHCKOIO Ha3HAUCHUs U
Meauiackont - texaukny  (HUDJIC) M3 PK, ' ocHOBHbIE = HampaBJICHUs
JeSITEAbHOCTH, CTPYKTYPA;
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5. dapMakoJgoruyeckuii HeHTp u PapmMakonenHbIN LEHTP, CTPYKTYPA, LENH, 3a1a4u.

Jeknus 2
[MpaBnia pa3padoTKu HOPMATHBHBIX JOKYMEHTOB HO KOHTPOJIIO 32 Ka4eCTBOM
1 0€30MACHOCTHI0 JIEKAPCTBEHHBIX CPEICTB

Heab: chopMupoBath y CTYISHTOB 3HAHMS O HpaBHIIaX pa3pabOTKU HOPMATHBHO-
TEXHUUYECKUX JOKYMEHTOB TI0O KOHTPOJIIO 32 KaueCTBOM M 0€30MaCHOCTHIO JICKAPCTBEHHBIX

Cpe/CTB

Te3uckb! Jeknuu

IMaan:
. Topsiook cocmasnenust, paspabomru u opopmnenus AH/ (BAH/T)
o HQ JIeKapCMBEeHHYI0 cyOCMaHyuro,
° Tlopsiook cocmasnenus, paspabomru u opopmnenuss AH/ (BAH/I)
o Ha JIeKapCmeeHHblLU npenapam;
. THopsook cocmasnenus, paspabomru u opopmienus AH/ (BAH/)
) HA JIeKapCMEEHHoe pACmumenlbHoe Colpbe;,
. Tlopsiook ~mpeocmasnenus npoexkmos AHJ[ (BAHH) wua sxcnepmusy u
ymeepaicoenue;
. Iepeuenv ocnoenvix pazoenoe AH/ (BAH/) na nexapcmeenmnvie cpedcmaa:

- JlekapcTBeHHas cyOcTaHLINS

- Kunkue gexapcTBeHHbIE POPMBI ISl TAPEHTEPATLHOTO BBEICHHS

- Cyxue GopMbI TSl TAPCHTEPATHHOTO TPHUMEHEHUS

- . I'ma3znble kamim

- XKuakue nexapcrBeHHbie (OPMBI JJII BHYTPEHHETO W HAPYKHOTO
MPUMEHECHUSI

- Aspo3zonu

- Tabnetku

- Kancynsr

- Cynnoznropnu

- Msrkue nekapcTBeHHBIC (DOPMBI

- Hacroiiku

- DKCTpPAaKTHI

- JlekapCTBEHHOE PACTUTEILHOE ChIPhE

Tlopaook cocmasnenus, paspabomku u opopmnenus AH/ (BAH/)
HA 1IeKAPCMBEHHYIO CYOCMAHYUIO

AHJI Ha nexkapCTBEHHYIO CYOCTAaHIIMIO W HOBBIE JIEKApCTBEHHBIE Ipemapathl,
coJiepxale ee, pa3padaTbIBalOTCS OTHOBPEMEHHO.

Cuenudukamnus KadecTBa JICKAPCTBEHHON CyOCTaHIIUU OMpenensercs ee (Uu3uKo-
XUMHUYECKUMH CBOWCTBAMHU M Tpupojoi. HaumeHoBaHue cyOCTaHIUU - MUIIETCS HA
JATMHCKOM, TOCYIapCTBEHHOM M PYCCKOM S3bIKaX, a MEXIYHApOJHOE HEMaTeHTOBAHHOE
HauMeEHOBaHUE (TIPU HATUYWY ) Ha aHTITUICKOM WU PYCCKOM SI3BIKE.
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XUMHUYECKOe Ha3BaHHE M CTPYKTYpHas ~(opmyia NHUIIETCS B COOTBETCTBHM C
npaBwiaMu MexIyHapoIHOTO COr03a 110 TeopeThuyecKoi u ripukiaanoi xumun (MIOIHAK).

B paznene «OnucaHue» ycTaHaBIMBAOTCA MT0Ka3aTeI BHEIIHEro Buaa ((pu3ndeckoe
COCTOSTHUE, I1[BET, 3allax), BO3MOXKHbIE M3MEHEHUS IIPU XPAaHEHMH Ha BO3IyXe, HA CBETY
(YKazaHU€ Ha T'MIPOCKOIIMYHOCTH, OTHOIIEHME K JIEHCTBMIO CBETa M BO3/yXa) M TOMY
nogobHoe. He crmexyer BKiIOUaTh ONMCAHME - BKyCa, a TaloKe 3allaxa Juis siIOB U
CHJIBHOJICHCTBYIOIIMX BELIECTB.

L[BeT ompeAemsioT BU3YaJIbHO WIIK C MOMOILBIO IpUOOpPOB. i onpeneneHus 1Beta
HE clielyeT NPUMEHSATh ONpEeeNeHUs: Ja3ypHbId, SMYHBIA M TOMY H0oA00HOe. OCHOBHOM
OTTEHOK 1[BE€Ta CTABUTCS B KOHIIE OIIPE/IETIeHUS.

Hanpumep: kpacHoBaTo-0ypslii (Oypblii IBET € JIETKUM KPAaCHBIM OTTEHKOM), KPacHO-
Oypblii (Oypblii ¢ IBHO BBEIPAXKEHHBIM KPACHBIM OTTEHKOM) M TOMY ITOI00HOE.

B pasgene «PacTBOpMMOCTB»  YKa3bIBaIOT ' MOKA3aTeIl  PacTBOPUMOCTH
JeKapCTBEHHOM CYOCTaHLMM B Ppa3IMYHBIX IO HOJSPHOCTH pacCTBOPUTENAX: B BOJE
OYHILEHHOH, CIUpTE ITHI0BOM 96%;, x1opodopme. [Tprn He0OXOAUMOCTH YKa3bIBAIOT APYyrue
PacTBOPUTEIIH. He pPEKOMEHAYETCS HCII0JIb30BaHUE JIETKOKHITSIINUX u
JIETKOBOCIUIAMEHSAIOIIUXCS  (Hanpumep, - 3Gup - TUITUIOBbIM) WIM CHIBHO = TOKCUYHBIX
(manpuMmep,  OeH30i1) pacTBopHUTenei. Ecimu ycTaHOBJIEHO 3HaYeHHE  KOdPPHUIHEHTA
PacTBOPUMOCTH JIEKapCTBEHHOM CyOCTaHIIMY, OHO TIPUBOJIUTCS B BUJI€ COOTHOILICHHSI MAacChl
PacTBOPEHHOTO BELECTBA M 00bEMa PACTBOPUTENS IIPU JAHHBIX YCIOBUSX.

B paznene «Mnentudukanusy yka3blBaloT XapaKTepPUCTUKH YIbTPaduOIETOBOTO M
MH(PaKPACHOTO CIIEKTPOB MIOTJIOMEHUS, TPU HEOOXOIMMOCTH PUBOJIAT 2 —3 KaueCTBEHHbIE
peakuuy HanOojiee cHEUM(PUUHBIC JUIs - aKTUBHOTO- BellecTBa.. Clenyer yKas3blBaTh
(GyHKIIMOHAIBHBIE TPYIIbL WK  COSAMHEHUsT JUIsl OOHapyKeHUs KOTOPBIX NpUBEIEHBI
pEaKLyu.

TemnepaTypa KuneHuss WU TEMIIEpaTypHbIH Npeses IHEeperoHKH, TeMIeparypa
IJIABJICHUS, 3aTBEPACBaHMS, OTHOCUTEIBHAS TIIOTHOCTD, YAEIBHOE ONTHYECKOE BpalLICHUE,
yIEIbHBIN - MTOKa3aTeb MOMIOMICHNS, TI0Ka3aTeNlb [IPEJIOMIICHUsT U Apyrue - pusndeckue
KOHCTAaHTBhI TIPUBOJAATCS B BUJE OTAEIBHBIX Pa3AeioB, B KOTOPHIX YKa3bIBAlOTCS. BEPXHUU U
HUKHUM Hpeniesbl OTKJIOHEHHS 1T0Ka3aTeel B COOTBETCTBYIOUINX eIMHUIAX U3MEPEHHUS.

B paspenax  «lIpo3paunocte» n  «lIBETHOCTH» NOKa3aTeNM YKa3bIBAOT IS
ONpeeIeHHON KOHIEHTpallui pacTBOPOB. B cilyuae oOkpallleHHBIX pPacTBOPOB IPUBOIAT
HOMEp - OTaJIOHa IBETHOCTH U OYKBBI -IIKajJbl WJIH COOTBETCTBYIOIIUE  XapaKTEPUCTHUKU
CIIEKTPOB  MOIVIOIEHUS -~ 9TUX PpacTBOPOB; €CIM JOINYCKAETCS OMNpeAelCHHas CTEHCHb
MYTHOCTH, TO YKa3bIBatOT 3TAJIOH MYTHOCTH.

B pasmene «KHCIOTHOCTH WM  INEIOYHOCTH» - HOPMHPOBAHHE .  MOKa3aTels
OCYILIECTBIIIETCS C MIOMOILBIO PACTBOPOB KUCIIOT WM 11€104€el ¢ KoHUeHTpauueid ot 0,01M
a0 0,1M B mpucyrcTBUM MHAMKATOPOB. B pasnene pH onpeaenenme BOOHOrO MokKa3aresis
IIPOBOAUTCS MOTEHIIHOMETPUUECKUM METOOM.

B pasnene  «MexaHn4eckue BKIKOHYEHUS» HMPUBOANUTCS OINUCAHUE METOIUKU M
JIOTIYCTHUMBIE HOPMBI  MEXAaHWYECKUX BKIIOYEHUH. Pa3gesn BBOOUTCS 1Sl CTEPHIIBHBIX
cyOcTaHIUH, = MCHOJB3YEMBIX IS - IMPUTOTOBJACHMS ~ MAPEHTEPATbHBIX M = IJIA3HBIX
JeKapCTBEHHBIX IpenaparoB. [IpoBepKy OCyIIECTBISAIOT OOBIYHO B TOW MaKCHMaIbHOMN
KOHIIEHTPALUH, KOTOPYIO UCIIOJIB3YIOT B COOTBETCTBYIOIINX JIEKAPCTBEHHBIX TIpenaparax.

B pasmene «PonacTBeHHBIE TpHMECH» TPUBOIUTCS METOAMKA ONPEICIICHUS U
JOIYCTUMBIE HOPMBI. COJEPKaHUSA IPUMECEH TEXHOJIOTHYECKOI0 XapaKTepa Uiy IpUMeECei,
o0Opa3yromuxcs B npouecce XxpaHeHus. HopMUpOBaHUIO MOUIEKUT COIEPKAHUE eAUHUIHON
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UACHTUPUIHUPYEMOIT TPUMECH, COAepKaHNe eAMHUYHOW HeUIEHTUDUIUPYEMO TPUMECcH U
obuiee conmepkanme mpumeced. B Tekcre pasmena JOMHKHBI ObITh  YKa3aHbI ATAIOHBI
[BETHOCTH, TPUMEHSEMbIE JJ5 HOPMHUPOBAHMS JOIYCTUMOIO KOJUYECTBA ~TPUMECEH,
MOIPOOHO OMHUCAHBI COBPEMEHHBIS METOMKH, UCTIOIL3YeMble B JAHHBIX TEISIX, HAPUMED,
OCHOBaHHBIE HA TOHKOCIIOMHOM MIIM KHUJIKOCTHOU XpoMmaTorpaduu.

Pazgen «OcraTouyHple OpraHUYECKUE - PAaCTBOPHTIEIM - BBOAMTCS - B - Cilydyae
UCIIONIb30BAHUSA  TOKCHUYHBIX . PACTBOPUTENICH Ha  MOCIEOHEH CTaAuu  TPOU3BOACTBA
JICKapCTBEHHON CyOCTaHIIHH.

B paznenax- «Xnopuap», «Cynbdarb» . yKa3bIBAlOTCA JOMYCTHMbIC ~TPEICIbI,
COJCpKAHNE XJIOPUIOB M Cyib(aTOB, CBS3aHHBIX C TEXHOJOTHEW NPOU3BOCTBA, WU
TpeOOBaHUS K X OTCYTCTBUIO.

B pasgene «CynbdaTHas 3072 W THKEIbIE  METaIbDy  YKa3bIBACTCS HABECKA
JICKapCTBEHHON CYOCTaHIIMM M JOMYCTHMBIC TIPEISabl HMpuMeced Cylb}aTHOl 30IbI U
TSKETIBIX METAJLIOB.

B paznene «MbIHIbSK)» YKa3bIBAIOTCS AOMYCTUMBIEC MIPEAEIIbl COJAEPKAHMS TPUMECEH
MBIIIBAKA WU TPEOOBAHUS K €0 OTCYTCTBHIO.

B paznenax «lloTeps B Macce mpH BhICYIHUBAHUN» U «Bo/a» yka3bIBalOTCsl HaBeCKa
JIEKApCTBEHHOM CyOCTaHUMM, CCBUIKA Ha METOAUKY ONpENeICHUs KOHLA TUTPOBAHHS TIO
Kapny ®uinepy, ycnoBus CyIIKH W HOPMBI TIOTEPU B Macce NpU BBICYIIUBAHUM WIH
COJCpKaHUE BIIATH.

Pazmen «Mukpobuonorndeckasi —HHCTOTa»  BBOIUTCS . IS HECTEPHUIBHBIX
JICKapCTBCHHBIX - CyOCTaHIMA. -~ B . pasmene . yKa3blBaeTcs - METOJ OIPENeICHUS
MUKPOOPTaHHU3MOB U JIOMYCTUMbIC Hpeaesbl UX coaep)KaHus. Eciau B METONMKY BBEICHBI
U3MEHEHUS, B OTOM CITydae ONMUCAHNE TIPUBOIUTCS MOTHOCTHIO.

B paznenax  «[luporeHsr», «AHOMaNbHAs TOKCHUYHOCTHY, «COIep>KaHUE BEIIECCTB
TUCTAMHHOITIOIO0HOTO - ICHCTBUS» - YKa3bIBAIOTCS  TECT-I03bI, BHJIBI JKUBOTHBIX,  CIIOCOO
BBEJICHUS 1 CPOK HAOTIOACHUSI.

Paznen «bakrepuanbHbIe YHIOTOKCHHBI) MOJKET BBOJAUTHCS BMECTO WIIH ITapajlIeIbHO
¢ paznenoMm «[Tuporensny. B paznene ykaspiBaeTcs MpeaeibHOE COJIEpPKaHNe U MPUBOIUTCS
METOJIMKA X ONMPEACICHUS WIN YKa3bIBACTCS CChUIKA Ha COOTBETCTBYIOMINY HOPMATHBHBIN
nokyMmeHT PecnyOnuku Kazaxcran.

Paznien «CrepusibHOCTHY BBOJMUTCS TSI CYOCTAHITU, UCTIONB3YEMBIX B IIPOU3BOICTBE
CTepUJIBHBIX JICKAPCTBCHHBIX MPEMapaToB, HE MOABEPTAOIINXCS TIPOLEAYPE CTEPUITH3ALINU.
B pazaene o0s3aTenpHO YKa3aHWE O HAJMYUU WA OTCYTCTBAM aHTHOAKTEpHaTbHOTO
JEUCTBUS JIEKAPCTBEHHOM CyOCTaHITUY,

B paznene  «KonmdecTBEHHOE OIpeNeNieHUe) TIPUBOIUTCS ONMUCAHNE METOIMKH
KOJIMYECTBEHHOI'O ~ ONpeleNeHuss  JeWCTBYIOIIEro - BEIIeCTBa, - COAepKalierocs = B
JeKapCTBCHHON  cyOcraniuu. - [Ipemensl ~ comep>kaHusi - ICWCTBYIONIETO BEHICCTBA = B
JIEKapCTBEHHOW CYOCTAHIIMH BBIPAKAIOTCA B €OUHUIE MAcCOBOM JONH (B MPOIEHTAX) WU
AKTUBHOCTH B ¢IMHUIIAX AeHCTBUS HA MuimuTrpavm (EJI/mr).

B pa3nene «YmakoBKay yKa3bIBarOT:

- CIOoCOOBI YHNAKOBKH B 3aBUCHMOCTH OT KOJMYECTBA TIPOAYKIUH B CIUHHIIC
YIaKOBKY (TIEpBUYHAS, BTOPUYHAS, TPAHCIIOPTHAS );

= cHOCO0BI YKYHOPKH (BUIBL M CHOCOOBI YKYNOPKH, T€pMETHU3ALIUN);

- TpeOOBaHUS K IEPBUYHOM, BTOPUYHOU ¥ TPAHCIIOPTHOW YIAKOBKES U MaTEepHaIbI,
MPUMEHSIEMbIC 115 YITaKOBKH;
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= BUJ Tapbl (CTEKISIHHAS, KAPTOHHO-OyMaXkHasl, TUIACTMACCOBast, METAIUTMYECKAS 1
Jpyroe);

- Mapka, COpPT yIIaKOBOYHOI'0 MaTepHaia CO CCBUIKOW Ha HOPMATHBHBIN JJOKYMEHT
Pecniyomuxn Kazaxcras;

= CHOCOOBI HAaHECEHUS HaANNCe (CaMOKIESIIINEeCcs: ITUKETKN, KpacKon U IIpoyee);

- TIepeuYeHb JOKYMEHTOB, BKJIAJbIBAEMBIX B YIIAKOBKY.

Ha rpynmoByro ¥ TpaHCHOPTHYIO - Tapy ~JIONYCKaeTcs YyKa3plBaThb CCBUIKM Ha
COOTBETCTBYIOIIUY HOPMATUBHBIN JOKYMEHT. Y IaKOBKa JOJKHA 00eCIeunBaTh COXPaHHOCTh
Ka4yeCTBa JIEKapCTBEHHOrO CPEACTBA B TEUECHUE YCTAHOBIEHHOTO CPOKA XPaHECHUS.

B pasnene «MapkupoBKa» yKa3bIBatOTCS:

- MeCTO HaHECEHWs MApKUPOBKH (Ha OMpKax, Tape, STUKETKaxX, Mavykax U TOMY
noao0Hoe);

- cojep)KaHUe MapKUPOBKU B cOOTBeTCTBHH ¢ TpedoBanusamu I'® PK u apyrux
HOPMAaTUBHBIX JOKyMeHTOB Pecriybniku Kazaxcran;

- crienuaibHble TpeOoBaHMs 0€30aCHOCTU (OrHe- M B3PHIBOOHACHOCTH U IPYIo€) U
Mepbl MPEIOCTOPOKHOCTH MPU TPAHCIIOPTUPOBAHUHU,; XPAHEHUU U MPUMEHEHUU B Cilydyae
HeoOXoauMOCTH (MIPeAYNPEAUTENbHbIE HAAMUCH <«Sm», «OrHeomacHo», «He 6pocarby
«3amopaxxMBaHUe HE JOMYCKAETCs» U TOMY TIOJOOHOE).

B pazgene  «TpaHCOPTHPOBAHUEY» —~ MPUBOJMUTCSA CChUIKA Ha  JACHCTBYIOUIMU
FOCYJAPCTBEHHBIM CTAHAAPT WM YKa3bIBaIOTCA HHBIE YCIOBUS TPAHCHOPTUPOBAHUS U, B
ciiydyae HeoOXOIUMOCTH, TpeOOBaHUA K OCOOCHHOCTSAM HOI'PY3KM U BBITPY3KH, a Takke K
00palleHnIo ¢ MPOAYKUHUEH Mocjae TPaHCHOPTUPOBAHUS (HAIPUMEP, BBIIEPKUBAHUM TIPH
KOMHATHOW TemIlepaType B TEUEHHE OMPEJECICHHOIO BPEMEHU T0CiEe TPaHCHOPTUPOBAHUS
[IpY OTPHULIATENIBHBIX TeMIIepaTypax) U TOMY HOJ00HOE.

B pasgene  «XpaHeHHe»  yKa3bIBAIOTCS — YCJIOBMS . XPaHEHHMs — NPOAYKIIUHU,
o0ecreunBarolue COXpaHHOCTh €€ KaueCTBa M TOBAPHOT'O BU/IA, TPU HEOOXOAUMOCTH MECTO
XpaHEeHus, TpeOOBaHusl 110 3aIUTEe OT BIMSHUS BHELIHEH cpesibl (Blaru, COJIHEYHOrO CBETa,
BO3/1yXa, MOBBIIIEHHON WM HU3KOI TeMiepaTypbl 1 Jpyroe).

JlaHHBIN pa3aesn W31aracTcs B CIEAYIOUIEH MOCIEA0BATENLHOCTH: MECTO XPAHCHUS,
YCJIOBUS -~ XpaHEHUs, CHelHalbHble TpeOOBaHMSA K ~XPaHEHHUIO ~ OTAEIbHBIX TIPYIN
JICKapCTBEHHBIX CPE/ICTB MPU HEOOXOANMOCTH.

ITpu ykazaHum TeMIepaTypHOro peKuMa XpaHEeHUs He UCIOIb3YIOTCS BhIpaxkeHus «B
npoxJyiagHoM  Mectey, «lIpu KOMHaTHOI Temmepartype» M TOMY TOAOOHOE, a cledayer
YKa3bIBaTh KOHKPETHBIE TEMIIEpATypHBIE MpeAeibl, Hanpumep, «IIpu Temneparype He Bbliile
30%C, «IIpu Temmeparype ot 15 1025 °Cx, «IIpu Temrieparype ot 2 10 8°C», n mpodee.

B paznene «Cpok xpanenus/Ilepuon mepeKoHTPOIS» YKa3bIBAaeTCs MEPHO BpeMEHU
10 JaThl CACAYIOUIETO KOHTPOJS, B TEUEHHE KOTOPOTO JIEKapCTBEHHAs CyOCTaHIMS IMpHU
Ha/UJIeKAIIUX YCIOBUAX XpaHeHust cooTBeTcTBYeT Tpebosanusim AH/ (BAH/I).

B  pazgene  «®apmakoJOTHYECKOE - JACHCTBUE» = TMPHUBOJAUTCA .~ OCHOBHOE
(bapmakosoruueckoe JAeicTBre JeKapCTBEHHOM CyOCTaHIIMM, TIPH 9TOM Ha3BaHHE pa3Jiena He
Ha3bIBAETCS.

Tlopsiook cocmasnenus, pazpabomku u ogpopmnenus AH (BAHI])
Ha JleKapCmeeHHbIL npenapam
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Jliia nipenapaToB U3 JIEKaPCTBEHHOTO PACTUTEIBHOTO ChIPbs (HACTOMKU, IKCTPAKTHI)
YKa3bIBAIOT PYCCKOE U JIATUHCKOE Ha3BaHUE PACTUTEILHOTO CHIPbS, [IPOU3BOASAILEE PACTCHHE
1 CEMENCTBO.

B HanmeHnoBaHKU JIEKAPCTBEHHOTO IIpenapara IpUBOASATCS TOProBOE HAaMMEHOBAHHE
B MMEHUTENbHOM naaexe, MHH, a npu ero orcyrcTBum - cOCTaB ACHCTBYIOLIUX BELUECTB
JICKapCTBEHHOTO  IIpenapaTa, 3aTeéM Ha3BaHHME JIEKApCTBEHHOH (OPMBL, - JT03UPOBKA
(xoHueHTpauus). Jlo3upoBka (KOHIICHTpAIs) YKa3bIBaeTCs Ui JICKapCTBEHHOT O Tpenapara
C OJHUM JEHCTBYIOIIUM BEIIECTBOM, TOPIOBOE HAUMEHOBAHUE KOTOPOTO COBMATACT C
MEXTyHapOAHbIM HeNaTeHTOBaHHBIM HauMeHoBaHueM. Hanpumep: Tpuxono:, Tadnerkaniap;
Tpuxomomn, Tabnerkn; MHH: Metrponniazon.

Coenuduxanus  KadecTBa  JEKapCTBEHHOro  Ipemapara, - B. TOM = YHCIE
[OMEONAaTHYECKOTr0, H0JKHA ONPEAeAThcs (PU3UKO-XUMUYECKMMHI CBOMCTBAMU U TIPUPOI0I
BXOJISIINX B HEr'O BEIIECTB.

KosnuecTBo AEMCTBYIOMIETO BEIIECTBA PUBOJIUTCS U3 pacyeTa:

- 1151 HACTOECK, *KMJIKUX AKCTPAKTOB, CUPOIOB, paCTBOPOB, apOMATHBIX BOJ,
cnuptoB B rpammax Ha 100 muuminurpos, 100 rpamMmos, 1 nutp win 1 kuiorpamw;

- JUI TAaOJETOK, Karcys, CYNIO3UTOPHEB U IPYTruX TBEPIBIX J03MPOBAHHBIX
JeKapCTBeHHBIX (opM B TpamMmax (MWUIMTPaMMax) Ha eIWHUILY JIEKApCTBCHHOH (OPMBI
(onHy TabneTKy, OJHY KaICyily, OAUH CYIIHO3UTOPUI U Jpyroe);

- JUIsL Karelp - B rpaMMax (Muianrpammax) Ha 100 MIIIminuTpos;

- JUJIst paCTBOPOB JUISL HHBEKLIUH - B IpaMMax (MIJUIMIpaMMax) Ha | MUJUTUIIUTD
WA Ha 00beM €IMHULBI (PACOBKHU.

B paznene «PacmanaeMocTby yKa3bIBaeTCsl BpeMsl MOIHOTO pacnaja TaOJIeTKu N
KarlCyJibl B JKHJIKOM Cpee.

Paznen «PacTBopeHue» BBOJUTCS JUIst TBEPABIX 103UPOBAHHBIX JIEKAPCTBEHHBIX (OPM
(TabneToK, Kamncysn U CyNmo3uTOpueB). B pazmene yka3piBaeTCs CChIIKA Ha OOUIYIO CTAThHIO
I'® PK, B cooTBETCTBUY ¢ KOTOPOU MPOBOIUTCS OHPEACICHUE, a TAKAKE YCIOBHSI BBITIOIHEHUS
VCHBITaHUSA:

- THUIl HCIOJB3yeMOro Ipubopa (B ciyyae NMPUMEHEHHS NpHOopa C MPOTOYHOM
KIOBETOM, JIOJKEH ObITh YKa3aH TUIT TPOTOYHOM KIOBETHI);

- COCTaB, 00bEM U TeMIIepaTypa cpebl pACTBOPEHHUS;

- CKOpPOCTb BpallleHUs WK CKOPOCTh IPOTEKaHUs Cpedbl PACTBOPEHMUS;

- BpeMst M METOJ1 0TOOpa Ip0o0, 06beM MPOOBL WK YCIOBHS HEHPEPHIBHOTO KOHTPOJIS;

- METO/IMKa aHaJu3a;

- CKOpOCTh PACTBOPEHHUSA (KOJIMYECTBO JICHCTBYIOIIETO BEILECTBA, Mepelleanee B
pacTBOpP U3 €AUHHUILIBI JIEKapCTBEHHON (OPMBI 32 YKa3aHHOE BPEMsI).

Paznen «Bpemst pacTBOpeHMs» BBOAUTCA IS CyXHMX JIEKapCTBEHHBIX MpPENapaToB
HapeHTEepaIbHOTO NPUMEHEHHS B BUE PACTBOPOB.

B pazpenax «Cyxoii ocrtaTok», «CoaepxaHue cuupray, «CopepiKaHHe BEIIECTB
TUCTAMUHOMIOI00HOTO JeHCTBUMY, «Temmneparypa kumeHusy, «llmotHocTh», «llokazarens
MPEIIOMIIEHU»,  «YTOJ BpalleHus», «Bsazkoctey,  «Bomay, - «Tsxenble  MeTaisDy 1
«Mexannueckre BKJITIOUYECHUS YKa3bIBalOT BEPXHUN M HIDKHUUA HMpenesbl OTKJIOHEHHS B
COOTBETCTBYIOIINX €INHUIAX U3MEPEHUS.

Jl711 roMeonaTnyeckux NpenapaToB, JIEKApCTBEHHBIX MPENapaToB, U3TOTOBJICHHBIX U3
JIEKaPCTBEHHOI'O' ChIPhSl MIPUPOJHOIO MPOUCXO0XKIEHUS, BUTAMUHOB paszien «PoacTBeHHbIS
OpUMECH» HE BBOJUTCS.
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B pasnene «/3Bnexaembiii 06beM» AJI MAPEHTEPATIbHBIX JIEKAPCTBEHHBIX CPEACTB
yKa3bIBae€TCs HOMUHAIBHBIA O0bEM 3amOJHEHHS TEPBUYHON YHNAKOBKM CO CCBUIKOW ~Ha
obmryro cratsto '@ PK.

B paznene «OnHOPOAHOCTH COJEPKaHUA» YCTAHABIUBAIOTCS MPEAEIbl OTKIOHEHHUS
COJCpkKaHUs JACHCTBYIOLIETO BELIECTBA B €AMHHUIE J103UPOBAHHOIO Mpenapata (TalleTke,
KarcyJe, CyHio3uTOpUU U APYrue).

B pazpene «KonnyecTBEHHOE OIpeneacHNE» INPUBOAUTCS  ONHCAHUE ~METOAUKU
KOJIMYECTBEHHOT O  ONPEACIICHUS JICUCTBYIOIIEN0 BELIECTBA M - HOPM OTKJIOHEHMSI €ro
CoJiepKaHus B JIEKapCTBEHHOM Ipenapare. HopMbl OTKIOHEHUS COAEpKaHUs JEHCTBYIOLLErO
BEIIECTBA BBIPAYKAIOTCA B €AMHULIAX MAacChl (IpaMMbl, MWJIJIUIPAMMbL, - MHKPOTPaMMBbI),
MaccOBOM - 10y (IIPOLCHTHI) WJIM AKTUBHOCTH (€IMHUILIBI JCHCTBUSA) HAa EAMHULY MAacChl
JeiictByromero BeniecTBa. HOpMbI  OTKIOHEHUS PAacCUMTBIBAIOTCA [UIsl J1I03UPOBAHHbIX
JIEKapCTBEHHBIX IIPENapaToB Ha Maccy €AMHUIbI JEKapCTBEeHHOM (GOpMBI U ISl paCTBOPOB
napeHTepanpHoro npuMeHenns Ha | musumummtp (1 utp) wim enuHuny GacoBKH.

THopsiook cocmasnenus, paspabomku u opopmnenusi AHI (BAH/I)
Ha IeKapcmeeHHoe pacmumenbHOe Colpbe

Creundukaiys kayecTBa JEKapCTBEHHOIO PACTUTEIBHOTO CHIPhS OMPEeIIeTCs €e
(hUBUKO-XUMHUYECKUMHU CBOMCTBAMU U IPUPOLIOI.

HasBanue Ha JIaTMHCKOM, FOCYIapCTBEHHOM U PYCCKOM A3BIKAX MPHUBOJMUTCS BO
MHOKECTBEHHOM UHUCII€ (JIMCThS, KOPHU, KOpHEBHILA, ceMeHa). Hampumep: JIpHa moceBHOTO
ceMeHa; MAThI IepeUYHOM JTUCThSI.

B nazBaHum = (acoBaHHOrO JIEKAPCTBEHHOTO ~PACTUTEIBHOTO CBIPhS TEPBBIM
YKa3bIBACTCSl Ha3BaHUE MPOU3BOMSILETO ~ PACTEHUS B POAUTEILHOM - MAlEKE, - 3aTEM
JIeKapCcTBEHHAsl (opMa B WMEHUTEITHHOM majaexe (TpaBa, cOop, Opuxer). Hampuwmep:
Pomariiky anteqHoi 1IBETKOB OpUKET.

Creunguxkanys KayecTBa JIEKapCTBEHHOT0 PACTUTEIBHOIO ChIPbsl OMPECIIIETCS €€
bU3HYECKUMU, XUMUYECKUMU CBOMCTBAMU U TIPUPOJIOH.

B paznene «Buemnne mnpu3HaKW) MPUBOIUTCA KPATKOE OMHCAHHUE  XapaKTEPHBIX
MOP(HOIOrHUECKUX MPU3HAKOB IETFHOTO M H3MENbUEHHOTO CHIPBS: IIBET, 3amax, BKYC U
npyroe. Jliast chIpbs, COIepKALIEro SA0BUThIE BEIECTBA, BKYC HE ONpeeseTcs.

Jist  U3MEIBYEHHOTO  ChIPhSl  HMPUBOMASTCS  pa3Mepbl YacTUIl ChIpbS ~ W~ IpHU
HE0OXOMMOCTH €r0 XapaKTepUCTHKA.

B pazgene  «MHKpPOCKONUS» —~ YCTAHABIMBAIOTCS JUAarHOCTUYECKHUE  MPU3HAKU
AQHATOMUYECKOTO  CTPOEHUS ~ChIpbS, WUIOCTPUPOBAHHOTO MHKpOodoTOrpadusaMu - WU
PUCYHKAMH.

B pazaene «MneaTudukanus» OpuBOIATCS METOIUKN BBIIOTHEHNS PEeaKIUil, B TOM
YHclie MEKPOXUMHUYECKHUX, THCTOXUMUYECKIX PEAKIUil (He MeHee 2 peakiuii Wik npoo), a
TaKKe IPyrue METOANKHU UCTIBITAaHUH (XpoMaTorpaduieckue).

B paznenax, cBsizaHHBIX ¢ ONPEACICHUEM YUCIOBBIX 110KA3aTEIEH yCTaHABIUBAIOTCS
HOPMBI:

- conepkaHusi (PapMaKkoOIOrHUeCKd AKTUBHBIX BEUIECTB W JKCTPAKTHUBHBIX
BEIIECTB TIPOIIEHTAX WM OMoJIoTHUecKor akTuBHOCTH B enuaUIax aevcteus (JIEJ, KEJ u
Jpyroe);
- BII&KHOCTH (TIOTEPSl B Macce MPU BLICYILIMBAHUN);
- 304161 0011IEH U HepacTBOpUMOU B 10 % KHcI0Te XJI0OPOBOIOPOIHOM;
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- IONYCTUMBIX NpUMecel (OpraHnYeCKUX U MUHEPAJIbHBIX);

- YaCTULl CHIPbs, YTPATUBIINX €CTECTBEHHYIO OKPACKY, a TaKXke 4acTel pacTCHUs, HE
MOJIeXKANTNX COOpY;

- U3MEJBLYCHHOCTH (CUTOBOM aHaIN3).

B pazgene  «PacnanaeMOCTh»  yKa3blBacTCs BpeMs IIOJHOIO pacHaza . pe3aHo -
NpeccOBaHHOW U (ACOBAHHOM MPOIYKIINU B OpHKeTax B XKHUAKOH cpere.

B paszupene «OIHOPOAHOCTH MACChD) YKa3bIBAIOTCA IPEICIIbI OTKIOHEHHH MAacChl
COJIEP’KMMOI'0 KaX/10 YIITAKOBKH U UCIIBITYEMOI'O KOJIMYECTBA YIIAKOBOK.

B  pazgene - «YmakoBka» yKa3bIBAaKOTCSA . BUIBI ~ YIIAKOBKM ISl . LIEJIBHOTO U
M3MEIIBYCHHOTO ChIPbs, (hacCOBaHHOW NPOAYKHUH (LEJBHOTO — MCIIKH, TIOKH H TOMY
nog00HOE, U3MEIbYEHHOr0 — TaYyKu, KOPOOKU U TOMY TI0JJ00HOE; (hacOBaHHON TIPOAYKIIMH —
[AYKH, TAKeThl, OPUKETHI, PHIBTP-TIAKETHI U TOMY M0I00HOE).

Llopsadoxk npedcmasnenusn npoekmos AH/] (BAH/]) na saxcnepmu3zy u ymeepaoicoeniie

[Ipoext  AHJ{ - (BAHJ), mnoamnucaHHbIi ~ 3asBUTENEM _ MPEACTABIAETCS B
PErucTpaliOHHOM JIOChE€ B COOTBETCTBUU C TpaBUIAMH -~ FOCYapCTBEHHOW PErUCTpaLiy,
repeperucTpaluy JIeKapCTBEHHBIX cpeAcTB B Pecnybnuke KazaxcraH, yTBepKAeHHBIMU
MunuctepcTBoM 3apaBooxpanenus PecnyOnuku Kazaxcran.

[Ipoext AHJ] (BAH/I) compoBoxaaeTcs MosiCHUTENbHOM 3anuckoil. [logcHurenbHas
3amnMcKa 10JKHA COAepKaTh:

1) ' Ha3BaHHE MPEANPUSTUA-IIPOU3BOIUTEIS U Pa3paboTUnKa (TIPU HEOOXOAUMOCTH)
JIEKapCTBEHHOI'O CPEJCTBA;

2)  HaMMEHOBAaHUE M COCTAaB JICKAPCTBEHHOT'O CPE/ICTBA;

3)  CTPYKTYpHYIO M SMIHPHUECKYIO (hOpMyITy IeHCTBYIOIIETr0(MX ) BEIIECCTBA(B) U €10
(MX) OTHOCUTEIBHYIO MOJICKYJISIPHYIO Maccy;

4) “kparkoe ONHCaHHe CHHTEe3a W TeXHOJIOTUH TIOJLy4CHHUs ICKAPCTBEHHOTO CPEJICTBA,
KOHTPOJIb B HPOLIECCE TIPON3BOLICTBA;

5) -mompobHOe  000CHOBaHWE MPHUBEACHHBIX B . MPOEKTE METOIUK - MCHBITAHUS,
noKasaresieil KauecTBa M HOPM UX OTKJIOHCHHS,

6) CBeOEHUS O KOJHMYECTBE ~ OOpas3llOB M - TEXHOJOIWYIECKOW JTOKyMEHTAIHH,
UCIOJIb3YEMBIX /ISl IPOEKTA;

7) . obocHOBaHME OTKIIOHEHHH OT 001X TpedoBanuid I'® PK (npu Hanmunm);

8) ykasaHue O HOBH3HE M OPUTHHATIBHOCTU Pa3padaThiBAEMOro. JEKapCTBEHHOTO
CpEICTBA; B CIy4yae €ro OTCYTCTBHUS CpPaBHEHMs MO Ka4yecTBY C aHajoraMu Ha OCHOBaHHUM
COOTBETCTBYIOLIMX MOHOTpaduii Beaymux (Gapmaxorei;

9) ~obocHOBaHME CPOKA U YCJIOBUN XPaHCHHUs JICKAPCTBEHHOTO CPENCTBA B AaHHON
YIaKOBKE, C MPEACTABICHNUEM OTYEeTa 00 MCIIBITAHUAX CTaOMIbHOCTH;

10) pe3yspTaThl BATHAAIIMN METOAUK HUCITBITAHHIA,

11) nmepeveHp UCNOAB30BAHHOM JIUTEPATYPHI.

[osicHuTenbHAs 3alMcKa MOAMUCHIBACTCS 3asiBUTENIEM JIEKAPCTBEHHOTO. CPEJCTBA. U
3aBepPAETCS NEYATHIO.

Oxcneptu3a npoekta AHJ[ (BAHJI) mpoBoauTcsi opraHm3aiiueid, omnpeaeieHHOn
MunucrepcTBoM 31paBooxpanenus Pecriyonuku Kasaxcran. Ilo pe3ynbratam npoBeneHHON
skcneprn3sl npoekT AH[ (BAH/I) mosxeT ObITh BO3BpallieH Ha TOpaboTKy.

IIpn- sxcneptuze mnpoexta AHJ (BAHJ/l) TnpoBoaurtes OLieHKa €ro  Hay4HO-
TEXHUYECKOTO YPOBHS M COOTBETCTBHUS COBPEMEHHBIM TPEOOBAHUSM, MPEABSIBISIEMbIM K
KaueCTBY JIEKapCTBEHHOI'O CPEZCTBA, B TOM UHUCIIC:




ONTUSTIK-QAZAGSTAN SOUTH KAZAKHSTAN
MEDISINA MEDICAL
AKADEMIASY ACADEMY
«OHTYCTIK KazakcTaH MeamuvHa akaaemuscot» AK, AQ «HOxHo-KazaxcTaHcKash MeAULIMHCKAS aKagemms»
Kadenpa dapmaneBTraeckoii 1 TOKCHKOJIOTHIECKON XIUMUAN 55/11-2025
Komruteke nexmmii 36 Gerrin 18 Geri

1) cooTBeTCcTBUA IOKa3aTeNel KauecTBa U HOPM MX OTKJIOHEHHS, @ TaKKe YIIaKOBKU
tpeboBanmsam ['® PK u apyrux HopMmaTtuBHBIX 10KyMeHTOB Pecry0Oianku Kazaxcran;

2) OIHO3HAYHOCTh YHNOTPEOSIEMBbIX  TEPMHUHOB U ONpPENEICHUH,  KOPPEKTHOCTH
NPUMCHEHHUSI XUMHYECKOM HOMEHKJIATYphl BEINECTB W EAUHHIL M3MepeHHs (HDU3NIECKUX
BEJIVYHMH.

ITocne nmposenenus sxeneptussl npoekt AHJL (BAH/I) nepenaerca Ha yTBep:KIeHUE
B Komuter papmanun Munucrepcrpa 3apaBooxpanerus Pecyonuku Kazaxcra.

AHJL (BAHJ) yrBepxmaercst mpukazom Komwurera ¢apmanuu MmunHCTEpcTBa
3apaBooxpaHenus PecryOnuku - Kazaxcran, = perucTpupyercs U BHOCHTCA B - Peectp
HOPMATHBHO-TEXHUYECKON TOKYMEHTAllMH B IOPSAKE MOCJIEI0BaTebHON HyMepauuu Ha
AIIEKTPOHHBIX (OyMa)KHBIX ) HOCUTEISX.

O6o3nauenne AHJ] (BAH/I) cocrout n3 abbpeBUaTypbl HOPMATUBHO-TEXHUYECKOTO
nokymenta (AHJl, BAH/), wunnexca MunucrepcTBa 3apaBooxpaHeHus PecmyOnuku
Kaszaxcran, HOMepa, IPUCBOCHHOIO JOKYMEHTY MpU €ro PErucTpalyy U HOCIEIHUX ABYX
udp roaa yrBEep:KACHUS, pa3ieeHHbIX MexX Iy coboil nedpucom. Hampumep: AHI PK 42-
0352-06, roe:

AHJI - a66peBuatrypa HOpMAaTUBHO-TEXHUYECKOTO JOKYMEHTA;
PK 42 — unnexc MunucrepcerBa 31paBooxpaHeHust Peciyonnku
Kazaxcran;
0352 — perucrpanuonHsiii HoMep no Peectpy;
06 — 1Be mocieHue HU(DPHI o1 YTBEPAKASHUS HOPMAaTUBHO-
TEXHUUYECKOT0 T0KYMEHTA.

Hepxartenem nommuaauMkoB AHJl (BAH)  ssmstores Komwurter ¢dapmanuun
MunuctepcrBa - 3apaBooxpaHenust PecnyOnukuy - Kazaxcran = win - opraHuzanys, - UM
YIIOJIHOMOYEHHAs, a TaKKe NPeANpUATHE-TIPOM3BOIUTENH (Pa3pabOTUHK).

Odununanshaas - uHpopmaums o6 yrBepxaeHun AHJl (BAHJ) wu  xomus
YTBEPKACHHOIO DK3EMILISIPA HANpaBisieTcsi B KOMUTET 10 TEXHMUECKOMY PETyJIHPOBAHUIO U
MeTposioru MuHUCTEpCTBa UHAYCTpUU U ToproBiu Pecnybnuku Kazaxcras.

Ilepeuens ocnosuwix paszoenos AHH (BAHJ]) na aexapcmeennsie cpedcmsd

1. Jlexapcmeennas cyocmanyusi

o

n/n | HaumenoBanme pasiena

Onucanue

PactBopnmMocTh

Unentndukanus

TemmnepaTypa niaBiIeHUsI ™

TeMnepaTypa KHIICHUA WA TEMIICPATYPHBIC ITPCACIIBL neperomcn*

Temnepatypa 3aTBepeBaHUsI ™

OTHOCHUTEIbHAS INIOTHOCTH ™

VY neapHO€ ONTHYECKOE BpaleHne™

XN R Wi -

Y nenbHBIN TOKa3aTeilb HOI‘J'IOH_[eHI/I}I*

2

[lokazaTenp mpemoMIeHHs ™

[N
[EEN

Bsiskocte*

-
Ny

[TokazaTenu kauecTBa pacTBOpa:
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- IPO3PAYHOCTH

- IIBETHOCTE *

- KHCJIOTHOCTD, IIETOYHOCTH
- pH*

13. °| MexaHH4YeCKHUE BKIFOYEHUS

14. | PoacTBeHHBIC IPUMECH:

- UACHTUUIMPYEMBIE IPUMECH

- HeMIEHTH QUM PYEMbIE IPUMECH
- cymMMa IpuMecei

15. | OcraTo4HbIe KOJIHMYECTBA OpTaHNYCCKUX paCTBOpI/ITeHeﬁ*

16. | JlerkooOyrnuBaronuecs BEmecTra™

17. MI/IKp06I/IOHOFI/I‘ICCKaH YUCTOTA UJIN CTCPUJIIBHOCTDH

18. | Heopranuyeckue aHMOHBI (XJIOPHIIBL, CYIIb(aThl, HUTPATHI U TaK Janee)™

19. | Heopraumueckue KaTHOHBI (3keJI€30 U Apyrue)™

20. | Horeps B Macce npu BHICYITUBAHUU I BOJA*

21. | IluporeHs! nam OakTepHalibHbIE SHIOTOKCUHBI®

22. | AHOMajbpHasA TOKCUYHOCTH™

23. | Mpiuipsak™*

24. | Tsxensle MeTaLIbL®

25. | Coneprxanme BEMIECTB TMCTAMUHOIIOI00HOTO ACHCTBUST™

26. | OOuias 30512 WM cyjb(arHas 30ja*

27. | KonmnaecTBEeHHOE OITPEICIICHIE

28. | YmakoBka

29. | MapkupoBKa

30. | TpancmopTupoBaHue

31. | XpaHeHue

32. | Cpoxk xpanenus/[Iepro mepeKoHTPOIIS

33. | OcHoBHOE (hapMakoIornyeckoe JeicTere

34. | Mepsl IpetoCTOPOKHOCTH™

[Tprmeuanue. Paznenbl, OTMEUYEHHBIE - «*)» BKIIOYAIOT B 3aBUCHUMOCTH OT TNPUPOABl U
Ha3zHaueHUs cyOcTaHuuy. JJomyckaercs BBeieHUE IpYTHUX pa3/esioB

2. >KI/II[KI/IC JICKApCTBCHHBIC (I)OpMBI JJI TIAPEHTCPAJIbHOI'O BBCACHU AL

z

Hanmenosanue paznena

Omnucanue

Nnentudukanus (B TOM 4uCiie aHTHMUAKPOOHBIX KOCEPBAHTOB)

IIpo3pauynocTs

IBeTHOCTH™

Bpewmst pacTBOopenns

KI/ICHOTHOCTB, MICJI0YHOCTD NN pH

MexaandecKkue BKITFOUCHUS

OTHOCHUTEIbHAS INIOTHOCTh *

©0 NSO B WIN =

BsiskocTe*

[N
©

PoncrBenHbie IMPUMCCH:
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- UaEHTUPUIPYEMbIE TIPUMECH
- HeUJCHTU(PHIUPYEMbIC IIPUMECH
- CyMMa IpuMeceil

11. | l3BnekaeMblit 00beM
12. |'ITuporensl win GakTepUATbHBIC YHIOTOKCHHBI*
13. | AHoManbHas TOKCHYHOCThL*
14. | ConeprkaHUE BEIIECTB TUCTAMUHOIIOJOOHOTO TeHCTBUS ™
15. | CtepuiabHOCTH
16. | AHTHMUKPOOHBIE KOHCEPBAHTHI
17. | KonnuecTBeHHOE ONpe/eieHe
18. | YnakoBka
19. | MapkupoBka
20. | TpancuoptupoBaHue
21.. | Xpanenue
22. | Cpok xpaHeHus
23. | OcHOBHOE (hapMaKOJIOTHUECKOE ICHCTBHE
24. | Mepsl mpe1ocTopoxkHOCTH ™
[Ipumeuanue. Pasgensl, - oTMEUEHHBIC «*» BKIIOYAIOT B 3aBHUCUMOCTH OT  IPUPOIBI
JIeKapCTBEHHOTO BelecTBa. Bkimtouenue 13 u 14 paznenos 00s13aTeNbHO 1151 HH(Y3MOHHBIX
pacTBopoB.JlomyckaeTcs BBeIGHNE IPYTUX Pa3/ICIoB.
3. Cyxue hopMbl JJIsl TAPEHTEPATHLHOTO TPUMEHEHUS
n/ | HaumeHoBaHue pa3zaena
II
1. | Onucanue
2. | Unentudukanms
1 | OngHOPOAHOCTH MACCHI
3. | Bpems pactBopeHust
4. | Tloka3aTenm KaueCTBa PACTBOPA:
- IPO3PavHOCTH
- IIBETHOCTH
- KUCIIOTHOCTb, IEJI0YHOCTh Wi pH
5. | Mexanndeckue BKIIOUEHHS
6. PoscTBeHHbIE TIpUMECH
- HASHTUQHUIHpYyeMble TPUMECH
- HeUJeHTU(PUIUPyEeMbIE TIPUMECH
- CyMMa IIpuMecei
7. | lloTepst B Macce TIpy BRICYHIINBAHUU WK BOJQ
8. | IluporeHs! mim OaKTepUAIbHBIC YHIOTOKCUHBI
9. | AnoMaipbHasg TOKCHYHOCTH ¥
10. | Conepskanue BemeCTB THCTAMUHONOMOOHOTO NeUCTBUSA™
11. | CtepunbHOCTH
12. | OMHOPOAHOCTH COACPKAHUS*
13. | KonuvyecTBEHHOS ONIPEACIICHIE
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14. | YnakoBka

15. | MapkupoBka

16. | TpancnopTupoBaHue

17.°| XpaneHue

18. | Cpok xpaHeHHS

19. | OcHoBHOE hapMaKOIOrHIECKOe ISHCTBUE
20. | MepsI MpeioCTOPOKHOCTH ™

HpI/IMe‘IaHI/Ie. P a3/CJibl, OTMCYCHHBIC «*» BKJIIOYAIOT - B° 3aBHCHMOCTH .~ OT IIPUPOIbL
JICKApCTBCHHOT'O BEHICCTBA. I[OHyCKaeTCFI BBCJACHUC APYTIUX PA3aCJI0B

4. I'mazuple Karmm

=

=
=

Haunmenosanne pasaciia

Onucanne

Wnearuduxanys (B TOM YUCIIe aHTUMUKPOOHBIX KOHCEPBAHTOB)

IIpo3padHocTh

IIBeTHOCTH

KucnorHocTs, 1menounoctsh wim pH

Mexaandeckne BKITFOUSHHUS

Bsskocth (B CJIydae IpUCyTCTBUA BCIICCTB O6YCJ'IOBJ'II/IBEIIOH_[I/IX B5[3KOCTL)

OcMOJISIPHOCTH (OCMOJISTBHOCTD)

© 0N o O IN I  H

PoncrBenHbie ipuMecH:

- UACHTUUIMPYEMbIE TIPUMECH

- HEUJCHTUQUIUPYEMbIE IPUMECHU
- CyMMa IpuMecen

10.

O0beM 3anoNHEeHNs] YITAaKOBKU

11.

CTepuiIbHOCTh

12.

KonnuecTBeHHOE OnpeaeneHue

13.

VmakoBka

14.

MapxupoBka

15.

TpaHcHopTHpPOBaHHUE

16.

XpaHeHue

17.

Cpoxk xpaHeHUs

18.

OcHoBHOE (hapMaKOJIOTHIECKOe JeiicTBHE

HpI/IMe'-IaHI/Ie. Pa3)1em,1, OTMEYEHHBIE  «*»  BKJIIOYAIOT . B . 3aBUCHMOCTH OT ITPpUPOIbL
JICKApCTBCHHOT' O BCLICCTBA. I[OHyCKaCTC}I BBCIACHHUEC NPpYTIUX pPa3acjiOB

5. Knakue nexapcTBeHHbIE (POPMBI
JUIsl BHYTPEHHETO M HApy>KHOTO ITPUMEHECHHUS

Haumenoranue pasnena

Onucague
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Wnentudukanus (B TOM 4rciie aHTUMUKPOOHBIX KOHCEPBAHTOB)

KHCJIOTHOCTb, IEJIOYHOCTh Wi pH™

OTHOCHUTENBHAS TNIOTHOCTh

Bsskocts

SRS E R A

Poxcrsenubie npumvecu:

- MICHTUUIUPYEMbIE TTPUMECH

- HeMICHTHPHUIHPYEMBIE TIPUMECH
- CymMMma TIpuMeceil

OO0beM 3aM0NHEHUS YIIAKOBKU

7
8. | MukpoOunosoruueckas 4ucrora
9 KonngecTBeHHOE OITpeeieHIe

10. | YoakoBska

11. | MapkupoBka

12. | TpancnoptupoBaHue

13. | Xpanenue

14. | Cpok XxpaHEHHUS

15. | OcHoBHOE apMaKOIOTHUECKOE ACHCTBHE

[Ipumeuanue. Pasgensl, - OTMEUEHHBIE «*» BKIIOYAIOT B 3aBUCUMOCTH OT MPUPOJbI
JIEKapCTBEHHOT O BelecTBa. 11 roMeonaTnyeckux MpenapaToB, a TaKXkKe JIEKapCTBEHHBIX
[IPEnapaToB, M3rOTOBJICHHBIX M3 JIEKAPCTBEHHOIO CHIPbS IPUPOJAHOTO IIPOUCXOXKICHUS U
BUTaMHUHOB pa3zei «POJCTBEHHbIE TIPUMECH» HE BBOAUTCS. JlommycKkaeTesl BBEACHHE IPYTUX

pasnenos.

6. Aspo3zonu

=)

=
=
=

HaumenoBanue pa3aciia

Omucanue

Wnentudukanus

ITpoBepka gaBneHns

[TpoBepka repMEeTHYIHOCTH OasIOHA

VicnpiTanre BEHTWIBHOTO YCTPONCTBA

Macca fo3er*

KonnaecTBo 103 B yrakoBke (UIst JO3UPOBAHHBIX a3p0o30Jieit)*

BpIxo/ conepKuMoro ynakoBKu

S ISR E I

Pazmep wactuiy aspozoist (cycrneHn3un)*

=
s

Boma

[N
=

PoncTBennble npumecu:

- HACHTUPHUITUPYEMBIE TTPUMECH

- HEeUJASHTUPUIHPYEMBIE TIPUMECH
- cymMMa puMecei

12. | MukpoOuomornyeckasl Y4ucToTa

13." | OmHOPOIHOCTE ConepykaHus B 103e™

14. | KoanuecTBEHHOE ONPEETICHUE

15. | YnakoBka

16. | MapkupoBka




ONTUSTIK-QAZAQSTAN

MEDISINA

AKADEMIASY

«OHTyCTiK KazakcTaH MenuuyvHa akaaemuschly AK

SOUTH KAZAKHSTAN

MEDICAL

ACADEMY

AO «KOxHo-KasaxcTaHcKash MeAULIMHCKAS aKaneMums»

Kadenpa dapmaneBTraeckoii 1 TOKCHKOJIOTHIECKON XIUMUAN

55/11-2025

Kommekce nexuni

36 6erTiH 23 6eTi

17. | TpancnoptupoBaHue

18. | Xpanenne

19. | Cpok xpaneHus

20. | OcHoBHOE (hapMaKOJOTUHECKOE NCICTBIE

[Tpumeuanue. Pa3nesnsl, oTMEUEHHBIE «*)» BKIIOYAIOT B 3aBUCUMOCTH OT HPHPOJbI
JIEKapCTBEHHOIO BemiecTsa. JlonyckaeTcst BBEACHUE JPYTUX pa3/ieioB

7. TabmeTku

=)

Haumenoanue pasnena

=
~
=

Omcanue

Wnentuduxanus (B TOM 4ucie KpacuTesen)

Cpenssisi Macca 1 OJJHOPOJIHOCTh MACChI

HOTepfl B MAacCCC IIpHU BblcyHIHBaHI/II/I*

Tanbk, aspocun™

Pacmramaemoctsn

PacTBopenue

O INO |01 AW

PoncrBenHble mpumecu:

- UIeHTUULIpPYEMBIE TIPUMECH

- HeUJICHTHPHUIHPYEMBIC TIPUMECH
- CyMMa IpuMece

9. | Mctupaemoctn*

10. | Tepnoctp™

11. | CtreneHb aucneprupoBaHus™®
12. | MukpoOuonornyeckas 4yucToTa
13. | OmHOPOOHOCTH COJIEepKaHus
14. | KosinuecTBEHHOE OnpeieIeHne
15. | YnakoBka

16. | MapkupoBka

17. | TpancnoprupoBaHue

18. | XpaHeHue

19. | Cpok xpaHeHus

20. | OcHoBHOE (hapMaKOIOTUYECKOE NCHCTBUE

HpI/IMe‘IaHI/Ie. Pa3)I€J'II)I, OTMEYEHHBIE '« «*» ' BKJIIOYAIOT ~B 3aBHCHMOCTH OT IpHUPOabI
JICKApCTBCHHOT O BCHICCTBA. I[OHyCKaeTCSI BBEACHUC NPYTUX Ppa3acCiiOB

8. Karicysl
Ne
o HanmenoBanue paznena
i
1. | Onucanne Kancysbl U COAEPKUMOTO
2. | Unenrudukauus (B TOM 4ucie KpacuTesneil)
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w

CpeI[HHH MacCa 1 OJHOPOJHOCTH MaCChI

&

Pacniamaemoctp*

5. | PactBopenue

PoncTBennble npumMecH:

- WACHTUDUITHPYEMBIE TIPUMECH

- HeMICHTU(PULIIPYEMbIE TIPUMECU
- CyMMa IIpUMECcEn

MukpoOuosiornyecKkasi YuCToTa

7
8. | OmHOPOAHOCTH COJIECPIKAHHS
9. | KonnyecTBeHHOE ONpEIEICHUE

10.| YmakoBka

11.| MapkupoBka

12.| TpancnoprupoBaHue

13.} Xpanenue

14.| Cpox xpaHeHust

15.| OcHoBHOE (hapMaKOIOrHYECKOe ICHCTBIE

ITpumeuanue. Pa3pgensl, OTMEUEHHBIE «*» BKJIIOHAIOT B 3aBUCHUMOCTH OT IPHUPOJIbI

JICKApCTBECHHOT'O-BEIICCTBA. HOHyCKaCTCH BBCIACHHUE APYTUX pas3aciioB.

9. Cynnosuropun

- UACHTUULMPYEMBbIE TIPUMECH
- HeWJACHTUQULUPYEMbIE IPUMECH
- CyMMa IpuMecen

Ne HaumeHnoBanue pazzaena

/T

1. Omnrcanue

2. Unentuduxamms

3. CpeHsisi Macca ¥ OJJHOPOJTHOCTH MaCChI

4, Temnepatypa IIaBICHUS WK BPpeMsi IOJTHOW AeopMaliiy Ul pacraiaeMOoCTH
5. Poacreennsie npumecu:™®

PactBopenue™

MI/IKp06I/IO.IIOF NMYCCKada 4YnuCTOoTa

6

7

8. OOHOPOHOCTD COlepIKaHUs ™
9 KonuyecTBeHHOE onpesieiieHne

10. VYnakoBka

11. | MapkupoBka

12. | TpancnopTupoBaHue

13. | Xpanenue

14. | Cpok XpaHeHus

15. | OcHOoBHOE (hapMaKOIOTHUECKOE JIEHCTBUE

HpI/IMe‘—IaHI/Ie. Pa3z[em,1, OTMEYEHHBIE «*» BKIIIOYAIOT B- 3aBHCHMOCTH OT IMpHUPOAbL

JICKAPpCTBCHHOT O BCIICCTBA. I[OHyCKaeTCH BBCIACHUC APYTHUX PA3ICITIOB.

10. Msirkue nexapcTBEHHbIE (POPMBI
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Ne HaumenoBanue pazueina
/T

Ormucanue

Wnentudukanys

Macca COACPIKUMOT'0 YITAKOBKH

pH*

Pazmep vactum™

SRR

Poncreennsie mpumecu: *

- UACHTUOULMPYEMBIE TPUMECH

-~ HEMICHTU QUL PYEMBIE TIPUMECH
- cCymMMa IpUMecen

7 MukpoOuosiornueckas Y4ucToTa Uil CTEPUIbHOCTh
8. KonuuecrBenHoe onpegenenne

9. YrakoBka

10. | MapkupoBka

11. | TpancnopTupoBaHHE

12. | Xpanenue

13. | Cpok xpaneHus

14, OcHoBHOE (hapMaKOJOTHIECKOE JCHCTBHE

HpI/IMe‘{aHI/IC. Pa3I[eJ'ILI, OTMEUECHHBIC = «*)» BKIIOYAIOT B 3aBUCHMOCTH OT mpupoabl. 1

Ha3zHayeHus cyOctannuu. Jlonyckaercs BBeeHUE IPYrUX pa3aesioB

11. Hacrotiku

©

0 HaumenoBanue pasjiena
/1

Omnucanue

Unentudrkanus

Coz[epxcaHI/Ie 9TaHOJIa UJIM OTHOCHUTCIbHAs IMIIOTHOCTh

Cyxoii 0cTaToK

Tsoxenple MeTauIbl

OOBeM 3aroIHEHNs YITAKOBKH

KonmuecTBeHHOE onpenenenmne

YoakoBka

QXN || W =

MapkupoBka

[EEY
©

TpancnopTupoBanue

[N
-

XpaHeHue

=
N

CpOoK XxpaHeHus

OcHoBHOE (hapMaKOJIOTHIECKOE ACHCTBHE

12. OkcTpakTsl

/11 HaummenoBanue pazaena
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Onucanue

TlommmHHOCTE

OTHOCHTENbHAS MIIOTHOCTD WU COACPKAHHUEC dDTAaHOJIa ()KI/I,Z[KI/IG SKCTpaKTLI)

Cyxoit ocraToK (KUAKUE IKCTPAKTHI)

IToTeps B Macce pH BRICYIIMBAHUH (TYCTBIE U CYXHE 3KCTPAKTBHI)

Tsoxensie MeTauIbl

O06beM 3aMoIHECHUS YITAKOBKY (SKUKHE YKCTPAKTHI)

Cpennsisg Macca (103UpOBaHHBIC IKCTPAKTHI)™*

©00| N0~ N =

I'panynomeTpudeckiii cocTaB (CyXHue SKCTPAKTHI)

[EY
©

MUKpOOHOIIOTHYECKAsl YUCTOTA

_
=

KomnyecrBenHnoe OIIPCACIICHUC

(I
N

Ynakoska

-
&

MapkupoBka

[EN
=

TpancnoprtupoBanue

o
2

XpaHeHue

=
e

Cpok XpaHeHHUs

[
Y.

OcHOBHOE (hapMaKOJIOTHIECKOe ICHCTBIE

13. JIexapcTBEHHOE paCTUTEIBLHOE CHIPHE

HaunmenoBanue paznena

Mukpoekonust

I/IILGHTI/I(l)I/IKaIII/ISI, B TOM YHUCJIC KAYECTBCHHBIC PCAKITUU

UncnoBble HoKa3aTean yisl eIbHOTO U U3METbUYEHHOTO ChIPbs

1) mpolieHTHOE conepxanue PpapMaKkoJIOrHUeCKH AKTUBHBIX BELICCTB WM WX
OHOJIOTHYeCKasi aKTUBHOCTH;

2) BIQXHOCTh (IIOTEPsI B Macce MMPH BHICYILIMBAHUH);

3) 301a 061Iast;

4) 3oma HepactBopuMasi B 10% KHCI0TE XJI0POBOIOPOIHOM;

5) momycTHMbIe TPUMECH (OpTaHMYECKHAE ¥ MUHEPAJIBHBIC);

6) M3MEITPYEHHOCTD (CUTOBON aHaN3)

KonanuecTBeHHOE OIIPCACIICHUC

MI/IKpO6I/IOJ'IOFI/I‘-IeCKa}I HYUCTOTAa

PacnagaemocTs (OpHKeThl U pe3aHo-TIpecCOBaHHast IPOIYKIUS)

OnHOPOAHOCTH MacChl (OPUKETHI U PE3aHO-MTPECCOBAHHAS TIPOTYKIIHS)

YnakoBka

MapkupoBka

XpaHeHue

Cpok xpaHeHuUsI

TpancnoptupoBanue

OcHoBHOE (hapMaKoIOTHUYECKOE JACHCTBIE
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NinrocTpaTuBHBIM MaTepuali:
- npeseHtarus Microsoft Power Point.

Jutepatrypa

OCHOBHASI:

HA PYCCKOM S3bIKE:
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«Sky Systemsy, 2021. -640 c.

2. ApsicranoBa T.A. @apmaneBTrueckas xumus: yueOHuUK, ToMm L. (2-oe u3manue).
«Sky Systems», 2021. -572 c.
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2008.-Tom 1.- 592c¢.
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1. ApsicranoBa T.A. ®apmaneBtukaiblk xuMust: OKynbIK. Tom L. (2-1m1 6acbutbiM).
«Sky Systems», 2021. -604 c.
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9. KpacHos, E. A. ®apmallMsulbIK XUMESI CYpaKTap MEH jKayanTap TYPIHIC : OKY
Kypanel = @apMalleBTudeckass XUMHs B BOHNpOCAaX M OTBETax: ydeOHoe mocolue. - M.:
I'DOTAP-Menma, 2016. - 704 ¢

10. . Opna6aeBa  C.K. =~ I'mumuppu3uH  KBIIIKBUIBI ~ TYHABUIAPBIHBIH = JTOPLIIK
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11. Kapakynosa A.ll. «'THIAPPHU3NH  KBIIIKBUIBI TYBIHABUIAPBIH Tajzay >KoHE
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20.06.2013.
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— IemmkenT, 2012.- 175¢.

2. Kpacnos, E. A. dapmaneBruyeckas XUMHsS B BONpoOcax U OTBETax: yueOHOe
nocodue. - M.: "JIutreppa", 2016. - 352 c.
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MeToandeckue pexomenaauu.-IsiMkenT: «Onemy», 2015. — 84 ¢.

4. TypcyOekoBa, b. U. beliopranukaibik, JopUTiK 3aTTapAbl Taaday: OKY KYypasbl.-
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8. KapabaeBa A.H. «AHanm3 HOBOrO OHOJOTHYECKH aKTUBHOLO TIPOU3BOIHOIO
nmugaszonay, llsivmkent, FOKI'®A, 20.06.2017
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KoHTpoabHbIe BONIPOCHI
[Mopsimox coctaBnenus, pa3padorku u opopmienus AHIL (BAH/);
Ha JICKapCTBEHHYIO CYOCTaHIUIO;
IHopsnok cocraBienus, pazpadorku u opopmuerust AH (BAH);
Ha JIEKApCTBEHHBIN IIpernapar;
[Topsinok cocraBienus, paspadborku u opopmuenust AH (BAHI);
Ha JIEKAPCTBEHHOE PACTUTEIILHOE CHIPBE;
[opsinok npenacrasnenus rnpoextoB AHJ (BAH/I) Ha sxcnepTH3y u yTBEpKACHHE;
Hepeuens ocHoBHBIX - pazmenoB AHJI (BAH/I) Ha nekapcTBeHHBIE CpeacTBa:
cyOcTaHIM, )KU/IKHE JIEKapCTBEHHBIE (POPMBI ISl TAPEHTEPATIbHOTO BBE/ICHUS, CyXUe
(bOpMBI 17151 TAPEHTEPATBHOTO IPUMEHEHUS T. 1.
Jlexuus 3
AHau3 Noka3aresiel KayecTa Ta0JIeTOK, Kancy.r B coorsercreuu ¢ H/{

O o Ok Wy =

Lesb: chopMupoBaTh y CTYIEHTOB 3HAHUS O aHATM3E IMOKA3aTeNei KauecTBa
Ta0JIETOK, Karcyl B cooTBeTCTBHE ¢ HJ] 110 KOHTPOJIIO 32 KauecTBOM M O€30MaCHOCTHIO
JIEKapCTBEHHBIX CPEICTB

Te3ucekl Jeknuu
IMaan:
- Tabremxu
- Bcnomozamenvhvie ewecmea
- Ucmupanue
- Pacmeopenue
- Pacnaoaemocmo
- CpeoHsas macca maoiemox

K tBeppIM IekapcTBEHHBIM (hOpMaM OTHOCSTCS TaOJICTKH, APaKe, TPAHYIIBL,
MOPOLIKH, cOOPBI, KarCyJibl, KapaHAAIIH JICKapCTBEHHBIE.
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Taoaerku (Tabulettae) - no3upoBanHas jekapcTBeHHas (hopma, moaydaemast
npeccoBaHneM (Win (POPMOBAHUEM) JTIEKAPCTBEHHBIX CPEICTB MM MX CMECH U
BCIIOMOIaTeJIbHbIX BELIECTB.

Jpaike (Dragee) - no3npoBanHas JiekapcTBeHHast popma okpyrioi GpopMmsl,
roJjiydyaeMasi IlyTeM MHOTOKPATHOIO HAC/IauBaHuUs (IpaXKUpOBaHUS ) JeKapCTBEHHBIX

CPE/CTB 1 BCIIOMOTaTEIbHBIX BEILECTB HA FPaHYJIbL.

I'panynbl (Granulae) - 0fHOpOAHBIE YACTHIIBI (KPYITUHKH, 3EPHBILIKH )
JIEKaPCTBEHHBIX CPEICTB OKPYTIOH, IMIMHAPUIECKON MM HEMPABUIBHON (POPMBI
pazmepom 0,2—0,3 mMm.

IMopomxu (Pulveres) - mekapcTBeHHas popma, 00J1aJaroast ChITy4ecThio.
Pa3znnyaroT mopouku mpocThie (OAHOKOMIIOHEHTHEIE), CIIOKHBIC (U3 IBYX U 0ojee
KOMIIOHEHTOB), pa3/IeJIEHHbIE Ha OT/JEJIbHbIE 103bl U HEpa3/AeeHHbIE.

Coopnl (Species) - cMeCh HECKOIBKUX BU0B U3PE3aHHOTO UM UCTOJYEHHOTO B
KPYNHBII MOPOILIOK WK LEJIbHOI0 JIEKAPCTBEHHOI'O ChIPbsl, UHOTJa ¢ J00aBICHUEM
JIPYrUX JIEKapCTBEHHBIX CPEJICTB.

KamneyJibl - 103upoBaHHbIC TOPOIIKOOOPA3HbIE, TPAHYIMPOBAHHBIE, PEKE KUAKUE
JIEKapCTBEHHBIE CPEACTBA, 3AKITIOYEHHbIE B 000I0UYKY U3 JKeJJaTHHA — KarCyJibl
KEIaTUHOBBIC, KpaxMaJa - Karcylsl KpaxManbHbie 00natku (Capsulae amylaceae, s.
Oblatae unn nnoro 6uonomumepa. CriaHCybl - Kancysa, B K-poil COAepKUMBIM
SIBJIIETCS OIIPEEIIEHHOE KOJIMYECTBO TPAHYIT NI MUKPOKAIICYIL.

Kapaﬂzlaum JIEKAPCTBECHHBIC, NJIW MCIUIIUHCKUEC, - TUITAHAPHUYCCKUC MMAJIOUYKN
TOJ'IH_[I/IHOI‘/JI 4-8 MM 1 HHHHOﬁ a0 10cM ¢ 3a0CTPCHHBIM NJIU 3aKPYIJICHHBIM KOHLIOM.

K TBepbIM JlekapcTBEHHBIM (pOpMaM OTHOCSTCS MVIEHKH
JIeKapCTBEHHbIE - JIEKApCTBEHHbIE ()OPMBI B BU/IE MTOJIMMEPHON TUIEHKH, IUICHKU
IUIa3HBIC, 3aMEHAIOILNE TIIA3HbIC KaIlIH.

IIpenmyuiecTBa Ta0JIeTOK KaK JJeKAPCTBEHHOH (DOPMBI:
-[IOPTaTUBHOCTH Ta0IETOK. DTO BiIEYET 3a COO0H ya0OCTBO /ISl OTIYCKa, XpaHEHUS
U TPAHCTIOPTUPOBKH
-JUTUTENBHASI COXPAaHHOCTh TAOJETOK B CIIPECCOBAHHOM BHUJIE
~BO3MOXXHOCTH HAaHECEHUsI 3alIUTHBIX 000JI0YEK JIIsl HEAOCTATOUHO YCTOMUNBBIX
BEIIECTB
-BO3MOKHOCTh MAaCKMPOBKH HEIPUATHBIX: BKYCa, 3a11axa, 9To JOCTUTAETCS MyTeM
HaHECEHHUSI TOKPBITUI
-coueTaHue B Ta0JeTKax JIeKapCTBEHHBIX BEIIECTB, HECOBMECTUMbIX B JPYTUX
JIeKapCTBEHHBIX (hopMax
-JIOKaJIN3a1ysl AeHCTBUS JIEGKAPCTBEHHOTO BEUIECTBA B ONIPEICICHHOM OTAeNe
KEIyJOUHO-KUIIEYHOTO TPaKTa, 4T JOCTUIaeTCsl IyTeM HaHECEHHst 000JI0UEK,
PacTBOPUMBIX B KHCIION WM ILEIOYHOM cpe/e
-IIPOJIOHTMPOBAHME ICHCTBHUS JICKAPCTBEHHBIX BEIECTB B TAOJIETKAX, 4TO
JOCTUTAETCS ITyTEM HaHECEHUs ITOKPBITUH, a TaK)Ke UCTI0JIb30BaHHEM CIIEIHATbHBIX
TEXHOJIOTUH U cocTaBa TabJIETOK-A1ep
-peryIupoBaHKe MOCIESI0BATEIBHOTO BCAChIBAHNS HECKOIBKUX JIEKAPCTBEHHBIX
BEIIIECTB M3 TA0JIETKN B OPraHU3M B OIpPEACICHHbIC TPOMEKYTKA BPeMEHU
(MHOTOCTOWHBIE TAOJIETKH)
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~MIPEAYIIPCIKACHUC oIn0oK IIpH OTIIYCKE WU IIPUEME JICKAPCTB, YTO AJOCTHUTACTCA
HaHECCHUCM Ha MOBCPXHOCTH TabJICTOK COOTBCTCTBYIOIIHX HAJIINCEH.

OaHako Ta0JeTKH HMEIOT H HEKOTOPbI€ HETOCTATKH:

-JICHCTBUE JICKAPCTBEHHBIX BEIIECTB B TA0JETKAX PAa3BUBACTCS OTHOCHTEIBHO
MEJIEHHO, ITO3TOMY TaOJIETKH HE MOTYT CIIY)KHTh CPEICTBOM 3KCTPECHHOU MTOMOIIN
-TabJIeTKN HEBO3MOYKHO BBECTH B OPTaHHM3M TIPHU PBOTE U 0€CCO3HATEIEHOM
COCTOAHNN

-B COCTaB Ta0JIETOK MOTYT BXOAUTH BCIIOMOIaTeNIbHbIE BEIIECTBA, HE HMEIOIIUE
TepaHeBTH‘IGCKOﬁ IIECHHOCTH, a UHOI'Ja BBI3bIBAKOIIIHC HGKOTOpLIC HO60'—IHI>IC SIBJICHUSA
(Hampumep, TAIbK pa3IpaykacT CIU3UCTYIO0 000JIOUKY KellyaKa)

-HpI/I XpaHeHI/II/I Ta6IIeTKI/I MOr yT HCMCHTHpOBaTBCH, HpI/I 3TOM yBeJII/I‘-II/IBaeTCﬂ BpeMH
pacnaiaeMoCTH

-OT/IEJIbHBIC JIEKApCTBEHHBIC MPETapaThl (HalpuMep, HATPUS WITH Kaytusi GpoMuT)
00pa3yloT B 30HE PACTBOPEHHUS BBICOKOKOHIIEHTPUPOBAHHBIC PACTBOPHI, KOTOPHIE
MOTYT BBI3BIBATH CHUIBHOC PA3IPAKESHUE CIU3UCTHIX 000JI0YEK, DTOT HETOCTATOK
yCTpaHsEeTCs IyTeM PacTBOPEHHUs TAOIETOK B OLPEIECICHHOM KOJIMYECTBE BOJIBI

-He Bce 00JIbHBIC, OCOOCHHO JIETH, MOT'YT CBOOOIHO MPOTIIATHIBATH TAOICTKH.

Buabl TadjaeTox

e COOCTBEHHO Ta0JIETKH (IIPECCOBAHHBIE)

e TabJeTKH TPUTYpaAMOHHbIE ((POPMOBAHHBIE; MUKPOTA0JIETKN)
e HEIOKPBITHIE, TOKPBITHIE 000I0UKOM

e . HIMITyYHE

o JKEIYAOYHO-PE3NCTEHTHBIC (KUILIEYHOPACTBOPHMBIE)

e - ¢ MOAM(DUINPOBAHHBIM BHICBOOOKACHUEM

e JUIs UCTIONIb30BaHUS B IOJIOCTH pTa

e JUI HPUTOTOBIICHUS PACTBOPA MU CYCTIEH3UU U JIp.

Tabnetkn - no3WpoBaHHAsl JieKapcTBEHHas (opMa, MolydaeMas MPEecCOBAHUEM
JIEKApCTBEHHbIX, ~WJIM =~ CMECH | JIEKapCTBEHHBIX M - BCIIOMOTATEIIbHBIX  BEIIECTB,
npeHa3HaueHHas! Julsi BHYTPEHHETO, HapyXHOIo, CYOJMHIBAIBHOIO, WMILIAHTALOHHOTO
WM~ MIapeHTEPaIbHOTO - MpUMEHEeHHs. ~ TaOJeTkH, MOKpPHITHIC 00OJOYKOM,  MONyyaroT
HapaluBaHueM - WIn -fpeccoBanneM.  OeHKy BHEIIHEro BHAa Ta0JIETOK MPOU3BOIAT Ha
OCHOBAHMU OCMOTpa HEBOOPY)KEHHBbIM Iy1azom 20 Tabnerok. TabGmeTkn NOIHKHBI MMETh
KPYIIIYIO - UJIM  MHYIO. (OpMy, € IUIOCKMMH  WIIN = JBOSIKOBBITYKJIBIMUA MOBEPXHOCTIMH,
LENBbHBIMU KPasiMU.

Eciin B 4aCTHBIX CTAThSIX HET IPYIHUX YKa3aHUM, TOBEPXHOCTh TAOJETKHU JOJIKHA OBITh
[JIAAKOW, OJHOPOJAHON, Ha TOBEPXHOCTH MOTYT OBITh HAANUCH KU 0003HAUCHHUS, TAOJETKU
JuaMeTpoM 9 MM U GoJiee TOJKHBI MMETh PUCKY (Haceuky). BricoTa TabaeTOK JOMKHA OBITH
B npeaenax 30-40% ot auamerpa. TabGneTku Ui MapeHTEPaTbHOrO MPUMEHEHUS TOIKHbI
MOJIHOCTBIO® PacTBOPATHCA M OTBEYATh TPeOOBaHUSAM CTEPUIHLHOCTU. B 3aBHCHMMOCTH OT
(U3NKO-XIMUYECKIX CBOMCTB JIEKAPCTBEHHBIX BEHIECTB, UX JO3UPOBKU U METO/1A MOTyYEHHS
IPUMEHSIOT CBA3YIOIIME ~ BELIECTBA, — pa30aBUTENM, Pa3pbIXJMTENM, CKOJNb3SILUE U
CMa3bIBAIOLINE  BEIIECTBA, KPACUTEIH, KOPPUI'CHTHI M JPYTHE TPYIIbl BCIIOMOTATEIbHBIX
BEILIECTB, pa3pelieHHbIe K MEAUIIMHCKOMY TPUMEHEHHIO.
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BcenomorartenbHblie  BemniecTBa. - CBsi3ylonide  BellecTBa - MPUMEHSIIOT IS
TpaHyJSIAM U 00ecTiedeHNs He0OX0AUMOM MPOYHOCTH TAOIETOK TpH MpeccoBaHUH. s
obecneueHnsi HeOOXOAMMOM MacChl TabJETOK, €ClIi B MX COCTaB BXOMAT Majble KOJIMYCCTBA
JICKapCTBEHHBIX BEIECTB, MPUMEHSIOT pa30aBUTEIH,

C menpr0 yaydmeHus ~OMOJOCTYIHOCTH . TPYAHOPACTBOPUMBIX H - TUAPO(HOOHBIX
JICKaPCTBEHHBIX BEIIECTB IMPUMEHSIOT B OCHOBHOM -BOJAOPACTBOpPHMbIE pa30aBHTEJIH.
Pa3puIxJiMTesIu TPUMEHSIOT I o0eciiedeHrsT He0OXOAMMON paciagacMOCTH TaOJICTOK HIIH
PacTBOpPEHUS JICKAPCTBEHHBIX BEIICCTB.

Ckoab3silye U cMa3bIBaIOIUe BelleCTBA MPUMEHSIOT IS yIYULICHHUS TeKy4eCTH
TA0JICTUPYEMBIX ~CMECeH W  YMEHBINCHHS 74 NPUIUANAHUS TaOJIETOK K TPECCYHONIHM
MTOBEPXHOCTSIM.

B  d4acTHBIX  CTAThsIX | JOJKHBI .= OBITH TIPUBEACHBI TIEPEUYCHB IPUMEHSIECMBIX
BCITOMOTATEJbHBIX BEMIECTB M - CpPEAHsSsL —Macca Tabnetku. OO1ee  KOJIAYECTBO
BCIIOMOTATEJbHBIX BEIIECTB HE J0MKHO TipeBbiiath 20 % OT Macchl JIEKapCTBEHHBIX
BeniecTB. VICKIIIOUEHUS! OT HOPMBI YKa3aHbI B COOTBETCTBYIONIUX YACTHBIX CTATHSX.

KonmuecTBo TBHHA - 80, CTEaPUHOBOM KHCJIOTHI, KaIbIUs WIA Maraus creapara He
JIOJDKHO mpeBblmiath 1%, Tampka - 3 %, a’pocuna - 10 % or maccel TabJIeTKH, 3a
UCKITIOYCHUEM OTACJBHBIX CITyJYacB, YKa3aHHBIX B YACTHBIX CTaThsX. ONpeencHe Talbka U
a’pocuiIa MPOBOJIAT COTTACHO MPUIIOKCHHIO 1.

Monyuyenne. Tabnerku, mokpsiThie obonmoukamu (Tabulettae obductae), momy4aroT
Hapall[iBaHUEM WM TpeccoBaHueM. [l MOKpBITHs TabIETOK 000J0YKaMu MPUMEHSIOT:
caxap, MOJIOUHBIN caxap, ACKCTPUH, KpaxMall, MyKy MIICHUYHYIO, KapOOHAT MarHus, Macia
pacTutenbHbIC, « Kakao, BOCK, KpacKh M = JIaKd  [UIIEBBIE, . alleTUIIEIUTIONO03Y,
KapOOKCHUMETHIIIICIITION03Y, alleTHI() TaTHIILEIUTION03Y, ITHIICIUTION03Y, METHIIIELTIONI03Y,
cTeapaTt KaiblHs, CTCapHHOBYIO KUCHOTY.

Pa3HOBHITHOCTEIO TA0JIETOK, MOKPBITBIX O0O0JIOUYKOW, SBISIFOTCS TaK Ha3bIBAEMbIC
KUIIIEYHO-PACTBOPUMBIE TAOJIETKH, TOKPHITHIE CTIeIIMaTbHOW 000I0UKOH 1 IpeAHA3HAUYCHHBIE
JUUIST BCAChIBAHMS B TIOJIOCTH KUlleuHHKa. Macca TabiieTKu, TOKPHITON 000JI0UYKOH, HE TOJKHA
MPEBBIIIATH YABOCHHOMN Macchl TabneTku 0e3 o6onouyku. Macca TabneTtkn 0e3 000I0YKH
yKa3aHa B OTJICHBHBIX CTAThAX (IIPOBEPSETCS TOIHKO 3aBOIOM-H3TOTOBUTEIIEM ).

Hcrupanmne.  TalOneTku = M0KHBL 007adaTh - JOCTATOYHOM MPOYHOCTHIO . TPH
MEXaHWUYECKUX BO3JIEUCTBUSAX B TIPOIECCE YITAKOBKH, TPAHCHOPTHPOBKA W XPAHCHHUS.
[IpoyHOCTH, Ha HCTHpAHHE MOJDKHA OBITH HE MeHee 97 % TpU UCHBITAHUH - COTIIACHO
npwiokeHuto. Jlnsg TabimeTok, MOKPHITBIX OOOJIOYKOHM, IPOYHOCTH Ha HCTUPAHUE HE
MPOBEPSIETCS.

TabmeTku, npeaHa3HauYeHHBIC ISl BHYTPEHHET0 MPUMEHEHUs, JOHKHBI PaciaaaThCs
WIA PACTBOPATHCS B KEIyIOYHO-KUIIEUHOM Tpakrte. OOmme TpeOOBaHUS K. KAYECTBY
tabnerok 1o ['® PK BriarowaroT ompeneneHue pacnagacMOCTH, TIPOBEACHHE  TecTa
«PacTBOpeHmey, OmpeAclieHne cpelHeld Macchl TabIETOK, YCTAaHOBIEHHE MOMTUHHOCTH U
KOJUYCCTBEHHOTO CO/IEPKAHUSA ACHCTBYIOIINX BEIICCTB B TA0JIETKAX.

Pacnagaemoctb. Bpems pacmagaeMocTi TOMKHO OBITh B YaCTHBIX CTaThbsX. LlpH
OTCYTCTBHH JITHX yKa3aHWW TaOJCTKH JIOJDKHBI pacmlajaThCs B TeueHue He Oonee 15 MuH.,
Ta0JIETKH, TIOKPBIThIE 0000uKOol — He Oonee 30 muH. Kunieuno-pacTBopuMbIe TaOJIETKH HE
JIOJDKHBI pacrazaThCs B TeueHne 1 qaca B pacTBOpe KUCIOTHI XJI0poBoaopoaHOM (0,1 MOmk/m)
1 TI0CJIC TIPOMBIBAHUS BOIOH JIOJDKHBI pacliaiaThCsl B pacTBOPE HATpHs ruapokapoonata (pH
o1 7,5 no 8,0) B Teuenue He Oonee 1 yaca, eciid HET APYIUX YKa3aHUI B YaCTHOM CTaThe.
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PacTrBopenmne. KonnuecTBO pPacTBOPEHHOrO 3a 45 MUH B BOJAE JIEKApCTBEHHOTO
BELIECTBA JOJKHO ObITh HE MeHee 75%, eCili HET ApYruX yKa3aHWH B YaCTHBIX CTATHAX.

Cpennsisi macca Taduaerok. Onpenenstot B3BermmBanueM 20 TablIeToK ¢ TOYHOCTHIO
10 0,001 r. Maccy oTAelnbHBIX TaOJIETOK ONMPECSISIIOT B3BeMIMBaHUEM MOPo3Hb 20 TabieTok
¢ ‘touHocThio 70 0,001 1. OTKIOHEHHE B Macce OTICIbHBIX TaOJETOK (328 MCKIFOYCHUEM
Ta0JIETOK, - OKPBITHIX  O0OJOYKOHN - METOJIOM HApAIMBAHMS) JONYCKACTCS B CIEAYIOIIUX
npeaenax: o aisg rabaetok mMaccoit 0,1 ru meHee = 10 %; o maccoit 6onee 0,1 T u menee 0,3
r+ 7,5 %; o maccoii 0,3 T u Oonee £5 % oT cpenHel Macchl TaOIETOK.

HNnroeTpaTHBHBIN MaTepuas:

- npesentauus Microsoft Power Point.
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KonTposabsHbIe BONIPOCHI
- Tabnemxu
- BcnomozamenvHuie geujecmea
- HUcmupanue
-~ Pacmeopenue
- Pacnaoaemocmo
- cpedHss macca mabnemox

Jlexkuus 4
AHa/Iu3 noKa3aTesiel Ka4ecTBa JIEKapCTBEHHBIX CPEACTB Il MAPEHTEePAJIbHOI0
npuMmeneHus B coorsercTBuM u ¢ HJ (mabexknuonnsbie JIC, mopomox mis
NPHUTroTOBJIeHUsI MHbeKIMOHHBbIX JIC)

Heanb: chopmupoBaTh y CTYIEHTOB 3HAHHMS O aHaIM3 TIOKa3aTelled KadyecTBa
JIEKAPCTBEHHBIX - CPEACTB JJIsi MapeHTEPATLHOIO MPUMEHEHUs B cooTBeTcTBUM U ¢ HJI
(nabekronHble JIC, MOpoImoK il IPUroTOBICHNS UHBEeKUHOHHBIX JIC) 0 KOHTPOJIIO 3a
KaueCTBOM U 0OE30MaCHOCTHIO JIEKAPCTBEHHBIX CPEICTB

Te3ucol Jekuun
ILnan:
- unvexkyuonHwvie JIC, nopowok 0ns npuzomogierus UHveKyuoHuovix JIC
- npeumyujecmea u Hedocmamku napeHmepaibHO20 NYmu 66e0eHsl
- Ilokazamenu xauecmea
- - Ucnvimanue na usgnekaemvlii 00veM napenmepanbHulx npenapamos
- O0HOPOOHOCIb COOEPIHCAHUSA
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O®C I'd PK. JEKAPCTBEHHBIE CPEJICTBA
JAJSITTIAPEHTEPAJIBHOI'O ITPUMEHEHUA
Parenteralia

JlexapCTBEHHBIE - CPEACTBA - IS MAPEHTEPAITLHOIO [PUMEHEHUS - CTEPHJIbHBIE
JIEKapCTBEHHBIE CPEJICTBA, IPEIHAZHAYECHHBIE Ul BBEICHUS ITyTEM MHBEKIMN, HHPY3UA Uil
UMIUIAHTAIMA B OPraHu3M Y€JIOBEKA WU KUBOTHOTO.

Jliist  M3TOTOBJICHUS - JIEKAPCTBEHHBIX = CPEIACTB - MApEHTEPAIBHOTO  IPUMEHEHUS
MCIIOJIb3YIOT BCIIOMOIaTeNbHbIE BEIIECTBA!

+  ofecreynBaroOmue - M30TOHUYHOCTh -~ IIPENAparoB OTHOCHTENHHO. KPOBH,
perynupyroume pH,
' yAYHYINAIONINE PACTBOPMMOCTD JICHCTBYIOUIMX BELIECTB, MPEAOTBPANIAIOIINE HX
pasiiokKeHuE,
* 00ecreynBaroIINe COOTBETCTBYIOLIME aHTUMUKPOOHBIE CBOMCTBA Mperapara.
JlexapcTBEHHBIE CPEACTBA /IS NAPEHTEPATLHOIO IPUMEHEHUS KIACCUDUILUPYIOT:
v VHBEKIHOHHBIE TIEKAPCTBEHHEIE CPEICTBA
v KoHUEHTpaTsl IS HWHBEKIMOHHLIX WM BHYTPUBEHHBIX  MH(PY3HOHHBIX
JIEKAPCTBEHHBIX CPEACTB
v’ ‘BuyrprBeHHble HH(Y3UOHHEIE JIEKAPCTBEHHBIE CPEICTBA
v Tlopomiku ~ il HMHBEKIHOHHBIX WIW BHYTPUBEHHBIX  HH(Y3HOH-HBIX
JIEKApCTBEHHBIX CPEJICTB
v/ IMILTaHTATHI

IIpenmyniecTBa 1 HEOCTATKH MAPEHTEPAIbHOI0 MyTH BBeeHUS
* OpicTpoe AeiictBue u 100% Onosiornyeckas JOCTYHMHOCTh JIEKAPCTBEHHOTO BEILECTBA;
* TOYHOCTh ¥ Y100CTBO JO3UPOBAHUS;
*BO3MOKHOCTD - (BBCACHUSA  JICKAPCTBCHHOTO. =~ BCIIECTBA 6OJ'II)HOMy HaxoJdgmemMycCsa B
Oecco3HaTeIbHOM COCTOSIHMM, MJIM KOT/1a JIEKAPCTBO HEJIb3sl BBOJUTH Yepe3 poT;
*OTCYTCTBUE BO3/EUCTBUSA - MUILIEBAPUTEABHBIX (EPMEHTOB, YTO MMEET  MECTO IpHu
HEPOPAILHOM ITPUEME JIEKAPCTB;
* BO3MOJKHOCTBH CO3JIaHWsI OOJIBIIMX 3allaCoOB CTEPUIIBHBIX  PACTBOPOB, YTO ~OOJIEr4aeT u
YCKOPSIET UX OTHYCK U3 alTek;
*OTCYTCTBUE HEOOXOIUMOCTH KOPPEKIMU BKYCa, 3amaxa, [[BE€Ta JIEKAPCTBEHHOU (HOPMBI.
HpY BBEJICHUM KUAKOCTEH uepe3 MOBPEKACHHBIN TOKPOB KOXKU B KPOBB JIETKO MOTYT IOTIACTh
HaTOreHHBIC MUKPOOPTaHU3MBI;
* BMECTE C pPaCTBOPOM JUIsl UHBEKIIUI B OPTaHU3M MOYKET ObITh BBEJICH BO3/1yX, BbI3bIBAIOIHI
SMOOJIAIO COCYIOB MIIA PACCTPOMCTBO CEPACUHOMN ACSITEIBHOCTH;
* Jaxe HE3HAYMTEJbHbIC KOJIUYECTBA ITOCTOPOHHUX MpPHUMEced MOI'YyT OKa3aTb BpEIHOE
BJIMSTHUE HAa OpraHu3M OOIbHOrO;
* TICUXO3MOLIMOHAIbHBIM AaCHeKT, CBA3aHHBIA € OOJIC3HEHHOCThIO MHBEKLUMOHHOIO ITYTH
BBEJICHUS;
* UHDBEKUHHU ~ JICKApCTB ~ MOTYT  OCYHIECTBIATHCS TOJBKO =~ KBaTU(DUUIUPOBAHHBIMH
CHeIHaIMCTaMH.

HNHbeKIHOHHbBIE JEKAPCTBCHHbLIC CPEACTBA
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CrepHribHbBIC PaCTBOPBL, IMYJIBCHN WK CyCHICH3UU. PacTBOPBI 4151 HHBEKIUH TOIIKHBI
OBITH. MTPO3PAUYHBIMU M TPAKTUUECKHA CBOOOTHBIMHU OT YaCTHIL. DMYJIbCHH JJIS MHBbEKHIUI HE
JIOJDKHBI -OOHAPY)KUBATh HPHU3HAKOB PACCIOCHMA. B CyCHEeH3MAX TS MHBEKIHMHA MOXKET
HaOJIOIAaThCS 0CAZOK, KOTOPBIM JOKEH OBICTPO AMCHEPrHpPOBATHCS MpPU B30AITHIBAHUH,
obpa3ys CYCIICH3HIO. O6pazoBaBmasics CYCTICH3US JIOJDKHA OBITH
JOCTaTOYHO CTAaOMIIBHOM IUIsl TOTO, YTOOBI 00eCTIeYuTh HEOOXOAUMYIO 103y IIPU BBEACHUU.

Pacmeopumenu, ucxoomvle u- 6cnomozamenbHule. eeujecmed, TPAMEHIEMBIC . IS
HPUTOTOBIIEHUS JIEKAPCTBCHHBIX (POPM ISl MHBEKIHUH JOJDKHBL OBITH pa3pelIeHHbIMU K
METUIIMHCKOMY - TPUMEHEHHIO - . U - COOTBETCTBOBATH =~ TPEOOBAaHMSIM HOPMATHBHOM
JTIOKYMEHTAIUH.

/Kujkue JekapcTBeHHbIE CpeICTBA /sl IAPeHTEPaIbHOI0
NPUMeHEHHsST KOHTPOJIUPYIOT IO CJ1eyI0LIUM
MOKa3aTeJsIM KavyecTBa:

OINCAHME;

uIeHTU(DUKALHS;

IPO3PAYHOCTh;

I[BETHOCTb;

pH;

POICTBEHHBIC IPUMECH;

U3BJICKaeMbIil 00bEM;

OJTHOPOTHOCTh COJ/IEPIKaHUS;

CTEPWIBHOCTb;

MUPOTEHBI WM OaKTepHATbHBIE OHIOTOKCHHBL;
aHOMAaJIbHAsl TOKCUYHOCTb;

MEXaHUICCKUE BKITFOUCHHSE;

KOJINYECTBEHHOE OMpEeNICHHE.

OCHOBHBIM - JOKYMEHTOM, HOPMHUPYIOIINM Ka4eCTBO  BBITYCKAEMBIX B ‘HAIIICH CTpaHe
aekapceTB, sBisercs I'ocynapcteennas @apmakones: B Pecnyonmke Kazaxcran codinogaercs
IPUOPUTETHOCTH (papMakoneil:

| ypoBenn —T'® PK

Il ypoBens — EBponetickast @apmaxories

Il ypoBens — bpuranckas gpapmakones

IV yposens — dapmakomnest CLLIA.

N S S N O N S N NN

Onncanue. Tlpospaunas  OecrBeTHas WIM CIErKa OKEITOBaTas  KWJIKOCTH. s
OTIpeieNICHNUs BHEIIHEro BUja, CHayaja oOparuiia BHUMAHUE Ha IENTIOCTHOCTH YIIAKOBKH,
3aTeM amIlyjy paccMOTpena BU3YalbHO, TIpU  JHEBHOM. OCBEIICHUU Ha OenoM. (¢oHe.
[Tpo3pauHast XKHAKOCTh, YTO cOOTBETCTBYET TpeboBaHmsim I'd PK.

IMpo3paunocth. (2.2.1). Ilns  umccnemoBanus wucnons3zoBaga [P - PK 1.1, 2.2.1
«Omnpenenenue IPo3payHOCTH U CTETIIEHH ONaJIECLIEHLNH KUIKOCTEH.

[Ipenapat 10KEeH OBITH MPO3PAYHBIM IO CPABHEHUIO C 8000U 0151 UHbeKyull P.

s mpoBeICHUST HCTIBITAHUI CHavyala TOTOBSIT pacTBop. S.

bepyt oauHakoBble MPOOHPKHN M3 OECHBETHOIO MPO3PAYHOTO HEHUTPaJIBHOIO CTEKIa C
IUIOCKUM JTHOM, MMEIOIIMe BHYTpEeHHUIT quamerp 1Smm. U3 mepHoro crakaHa pactBop S
BJIMUIA B IPOOUPKY € TONIIUHOM Ci1051 40MM, BO BTOPYIO IPOOHPKY BIIWIA TOW K€ TOMIIMHON
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cos Boay s uHbekuu P. CpaBHEeHHE )KUAKOCTEH NMPOBEJIa B paCCEIHHOM JTHEBHOM CBETE,
pocMaTpuBasi 00pasibl BAOIh BEPTUKAILHOM OCH MPOOUPOK Ha YepHOM (hoHE.

HcnopiTyemyto ®UIKOCTh CYUTAIOT ITPO3PAYHOM, €CIM OHa BBIACPKUBACT CPaBHEHHUE C
BOJIOW JJIs1 MHBEKLIUH P.

2.2.2. ONPEJEJIEHUE CTEINEHHA OKPACKH JKNJIKOCTEH

[{BeTHOCTH pacTBOpa. s BU3yabHOM OLUEHKH OKPACKH KUKOCTEH B 3aBUCUMOCTH OT
WHTEHCUBHOCTHU B 00J1aCTH KOPHYHEBBIX, )KEITHIX H KPACHBIX I[BETOB UCIIONB3YIOT OJIUH U3
JBYX METOJIOB, OITMCAHHBIX B CTATheE.
becuBeTHOM cuMTaeTCs JKUIKOCTD, €CJIM €€ OKpacka He OTIWYAeTCs OT BOJABL (B ciydae
pacTBOPOB — OT COOTBETCTBYIOLIETO = PACTBOPUTEINS) WM ~OHA OKpalleHa He Oosee
HHTCHCHBHO, YeM ATalIOH Bg.

CpaBHeHHE CTETIEHN OKPACKH XHUIKOCTH ¢ 3TajoHamu (B, BY, Y, GY, R)1.3 00b4HO
OPOBOMAT O METOAy 1; B cCiiydae MCIOJB30BaHus 3TaloHOB Bag, (BY, Y, GY, R)s
7 IPUMEHSIOT METON 2.

Meton 1

Wcnprtanvs pOBOMAT B OJWHAKOBBIX IPOOHMPKAX U3 OCCIBETHOIO, MPO3PAYHOrO,
HEHTPaJIbHOTO CTEeKJIa C BHYTPEHHUM JUaMEeTpOM OkoJio 12 MM, HCTOdb3ys paBHbIE 00BEMbI
= 2,0 M MCTIBITYEMOH KHUIKOCTH W BOJBI, WM PACTBOPUTEIIS, WU STATIOHA CpPaBHCHUS,
OMKMCAHHOTO B craThe, CpaBHUBAIOT OKPACKy —MpH ~ PACCESTHHOM JHEBHOM CBETE,
FOPU3OHTAJIBHO (MIEPIEHIUKYIIIPHO OCH MPOOHPOK) HA MaTOBO-0€eJIoM (hoHeE.

MeTtox 2

WcnpiTanust - MpOBOJIAT B OJAWHAKOBBIX = TIPOOMPKAxX ~ W3 OECHBETHOTO, = IPO3PAYHOTO,
HEUTPaIBHOTO CTEKJIA C BHYTPEHHUM TUaMEeTpoM 0T 15 mo 25 MM, UCHoNb3ys paBHbBIE CIOU
BBICOTOW 40 MM HUCITBITYEMOM KUKOCTH M BOJIBI, HJTU PACTBOPHTEIISI, UJTH 3TaJIOHA CPABHCHUS,
OTKCAHHOTO B cTaThe. CpaBHUBAIOT OKPACKY MPU PACCEIHHOM THEBHOM CBETE CBEPXY BIOJIb
BEPTUKAIBHON OCU TIPOOMPOK HA MaTOBO-0€10M (hOHE.

MexanuuyecKkne BKJIIOYEHHS: HEeBUIMMBbIE
qyacTuuei (2.9.19).

JlaHHOMY HCIIBITAHUIO JOJDKHBI MMOJABEPraThCs PACTBOPHI At MHPY3UH HITU
MHBEKIMOHHBIE | paCTBOPHI - B KOHTEIHEpaX ¢ HOMHUHaNbHBIM OOBeMoM Ooiee 100 wmur
WcnbiTanuio . Takke  TOJIBEPraloTcs  JICKAPCTBEHHBIE  CPEACTBA, IPUMEHSIEMbIC B
BETCPUHAPHOW MPAKTUKE U BHIMTYCKA€MbIE B KOHTCHHEPAX C HOMHUHAIBHBIM 00beMOM 00Jiee
100 My, ¥ KOT/ia colep’)KMMOe KOHTEHHEpa DKBUBAICHTHO /103¢ 0osee 1.4 Myl Ha KT Macchl
TeJa, a TAKXE PaCTBOPHI ISl MHDY3UM WM WHBEKITMOHHBIE PACTBOPHI.

Mexannuyeckne BKJIOYEHHs. (2.9.20).

VY nansioT HaKJIeEHHBIC STUKETKY C aMITYJIbl, MOIOT aMITYJIBI CHAPYKH U TTPOCYIITHBAIOT.
[InaBHO TepeBOpaYMBAIOT aMIlysry, u30eras 0Opa30BaHs - BO3AYIIHBIX MY3BIPHKOB, U
MPOCMATPUBAIOT ‘B TE€YEHHUE OKOJO 5 C ‘meper OenbiM (OHOM B THEBHOM OCBEIICHHH.
[ToBTOPSIIOT ATy TpolEnypy Tepea YepHbIM (HOHOM. BHIUMBIX YacTHII MPU TPOCMOTPE HE
O0OHApYKEHO.

I'® PK, 2.9.17. «AcnbITaHUE HA U3BJEKAEMbIii 00beM MapeHTePAJbLHBIX MPENapaToB)
e OTOMparOT OIMH KOHTEWHEP, €CIIN HOMUHAIIBbHBIN 00BbeM coctasisieT 10 M u Oosee,
* 3 xoHTeiHEpa, eCcM HOMUHAIBHBIN 00beM Oolee, yeM 3 M1 1 MeHee, yeM 10 mur,
* 5 KOHTEHHEPOB, €CIM HOMUHAIbHbIH 00BEM COCTaBISIET 3 MJI MIIM MEHEE.
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[lepeHocsaT nHAUBHAYATBHO OOIIEE COACPIKUMOE KaXKA0I'0 BRIOPAaHHOTO KOHTEHHEpa
B CyXOH IOJIKOXHBIN HINPULl BMECTUMOCTbIO, HE TPEBbILAONIEN 3-X KpaTHBINA U3MepPsAEMBbIil
00BbeM, U HaCXKUBAIOT UTJTy 21 pasmepa U He MEHEee, 4eM 2.5 cM JUTHHOM.

VY 1assroT J00bIe My3bIPHKU BO31yXa U3 IUTIPUIIA U UTJIbI, 3aTEM,
U3BJICKAIOT COACPKUMOE IIIpHIa 0e3 OMOpOKHEHUS HIJIbl B CYXOH CTaHAApTHU30BAaHHBIN
HWIMHAD (FpagyHpOBaHHBIN MPEANOYTUTEIbHES IMIHHAPA ¢ 0003HaUeHHON METKOH ).

M36biTOMHBIR OGbem (mn)

HomuHanbHbINA ans nopBMiK~ Ana BA3KMX
obbvem (mn) HbIX XXNAKOCTEN MUAKOCTEMN

0.5 0.10 0.12

1.0 0.10 0.15

2.0 0.15 0.25

5.0 0.30 0.50

10.0 0.50 0.70

20.0 0.60 0.90

30.0 0.80 120

50.0 n 6onee 2 % 3%

I'® PK (2.9.19). MexanuvecKkue BKJIIOYEHUSA: HEBUAUMMbIE YACTHIIBI

JlaHHOMY * ICTIBITAHHMIO JTOJDKHBI  TOJABEPTaThCs  PACTBOPHI uisi WHDY3WH wian
WHBCKIIMOHHBIE - PACTBOPHI B KOHTEHHEpax ¢ HOMHHAIBHBIM 00BeMoM  Oonee 100 M.
Ucnpitannioo -~ Takke  MOABEPralOTCsS  JICKAPCTBEHHBIE CPEACTBA, INPUMEHsSIEMbIE B
BETEPUHAPHON IIPAKTHKE U BBITYCKAEMbIC B KOHTEHHEpAaX ¢ HOMHHAIBLHBIM 00heMOM Ooliee
100 mit, 1 Koraa CoaepKMMOe KOHTEHHEpa SKBUBAJICHTHO /103¢ Ooyiee 1.4 MJ1 Ha KT MACChI
Tena, a TaKXe pPacTBOPHI JJs UHQY3UN WIH WHBEKIUMOHHBIC PacTBOPEL [IpOmyKTHL . ¢
yKa3aHUEM Ha SPIAbIKE, YTO MPOAYKT JOJDKEH HCIMONIh30BATHCA C - 3aKIIOYUTEIIHLHBIM
GUIBTPOM, 0CBOOOXKIEHBI OT 3TUX TPEOOBAHNUH,

MexaHnyeckne BKITIOYEHHUS -« MHBEKIIMOHHBIX - U BHYTPHUBCHHBIX ~HH(DY3MOHHBIX
pPacTBOPOB - 3TO MOCTOPOHHUE MOJBUKHBIE HEPACTBOPUMbBIE YACTHIIBI, 33 HCKIHOUYEHUEM
My3bIPBKOB Ta3a, CIy4aiiHO TIPUCYTCTBYIOUIUX B pacTBOpax.

Oo6opynosanue. /I KOHTPONS MCIOJB3YIOT NMPUOOP, OCHOBAHHBIA HA TMPUHITUIIC
CBETOOJIOKMPOBKH, KOTOPBIM aBTOMATHYECKH U3MEPSET KOTMIESCTBO W pa3Mep YacTHII.
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[IpuGop kamubpyroT, Ucronb3ys aucnepcuoHHsie B3Becu CO ['® PK cgepuueckux
yacmuy pa3mMepoM OT 5 MKM JI0 25 MKM.

[TepemeniuBaioT cojepxumMoe 00pasia, MEAJICHHO W HEMPepbIBHO I1epeBOpavnBast
KOHTeHHep nATh pa3. [Ipm HE0OXOAUMOCTH OCTOPOXKHO YAANSAIOT 3TUKETKH M KOJIAYKH.
BHelrHie ToBepXHOCTH BCKPHIBAEMOI0 KOHTEHHEpA OUYHILAIOT CTPYel 800bl, c80600HOU om
yacmuy W BCKPBIBAIOT ‘KOHTEHEp, M30eras BHECEHHs Kakoro-anbo 3arpsi3HeHus. s
YAAJICHUS Y3bIPbKOB BO3AYyXa JAOT OTCTOSATHCS PAcTBOPY B T€YEHUE 2 MUH.

OT1GupatoT YeTbIpe MpoObI, He MEHEES 5 MII KXK/asi, ¥ OIPEIeIITIOT KOJTHYECTBO YaCTHUI]
C pa3MepaMi, yKa3aHHbIE B COOTBETCTBYIOILIEM HOPMAaTUBHOM JOKymMeHTe. MckirodaroT
pe3yJIbTaT, MOJyYEHHBIH U1l HEPBOM MPOOBI, U PACCUUTHIBAIOT CPEIHEE KOIUYECTBO YACTHI]
B HCHBITYEeMOM 0Opaslie.

' PK Oanopoanocth conepskanus (2.9.6)

2.9.6. OJHOPOJHOCTD COJAEPKAHUA JEMCTBYIOIIEIO
BEIIECTBA B EJIUMHUIE - JO3UPOBAHHOI'O JIEKAPCTBEHHOI'O
CPEACTBA

Jlannoe ucnvimanue ne pacnpocmpanaenica Ha NOJIUGUMAMUHHbBIE NPEnapamol u
npenapamul, cooepicanjue MUKpoIiemeHmal.

Hcnpltanne Ha OJHOPOIHOCTH COJEP’KaHUsl IEHCTBYIOIIErO BEIIECTBA B €IUHULIE
J03UPOBAHHOTO JIEKAPCTBEHHOI'O CPEICTBA OCHOBBIBAETCS HA KOJMYECTBEHHOM ONPEIEICHUN
COJIep)KaHusl B MHAMBUAYAIbHBIX OJIHO/JI030BBIX ~©IMHULAX JIEKAPCTBEHHOTO CPEJCTBA C
LIEJIbI0. BBISICHEHUSI, HAXOJUTCS JIN 3TO COAEp KaHWE BHYTPHU NPEAECIIOB, YCTAaHOBIEHHBIX IO
OTHOLICHUIO K CPEeAHEMY COAEP’KAHUIO B UCIIBITYEMOM oOpasIe:

Hcnonb3ys moaXoasimy0 aHATUTHYECKYI0 METOJMKY, ONPENCIIOT COAEPKaHUE
JIEHCTBYIOIIETO BEIIECTBA B KaXK0M 13 10 103MpOBaHHBIX €IMHULL JIEKAPCTBEHHOTO CPEICTBA,
OTOOpaHHBIX = T0 . - CTATUCTHYECKH ~OOOCHOBAHHOM ' cxeMe. JIeKapCTBEHHOE CpEeICTBO
BbIIEP)KUBAET HCIBITAHUE, €CJIM - COACpKAHME B KaXKIAOW €ro OAHOAO030BOM . EAMHMIIE
HaxoguTcs B mpenenax 85 - 115 % or cpennero conepxanus. JlekapcTBeHHOE CPENCTBO HE
BBIJICP)KUBAET MCIBITAHHE, €CIIN Co/IepKaHue 0oJjiee 4eM B OAHON €AMHUIC BBIXOIWT 3a
BBILIICYKA3aHHbIE MPEeNbl WK €CIIU COJAepkKaHUe XOTs Obl B OJHOW €IUHHULIE BBIXOIUT 3a
npeaeinsl 75 - 125 % oT cpeaHero copaep:kanusl.

CrepniabHocTh (2.6.1).  Jlekapcmeenuvie cpeocmeéa 0 TAPEHTEPAILHOTO
MPUMEHEHHUS JJOJLKHBI BBIJIEP)KUBATH UCIIBITAHNE HAa CTEPUIIBHOCTb.

CreprJIBHOCTh - 3TO OTCYTCTBHE JKMBBIX MHUKPOOPraHM3MOB. JlJii CTEpHIIBHBIX
JICKapCTBEHHBIX (OPM HATMYHE MUKPOOPIaHU3MOB, 1a)Ke B MAJIOM KOJIUYECTBE, MOXKET CTaTh
JIeTaJIbHbIM, YYUTHIBAs OECHpErnsTCTBEHHOE TIOMNalaHue MUKPOOPTaHU3MOB B KpPOBb MJIM Ha
CIIU3UCTBIE 00O0JIQUKH OpraHu3Ma, Py YCIOBUH OC/Ia0JICHHOIO UMMYHUTETA YETOBEK.

OmnpenesieHne CTepUIIbHOCTH PACTBOPOB MPOBOJAMUTCS MYTEM IOCeBa M MHKYOAllUK Ha
CHelHalIbHBIX TecT-cpefax o0pa3loB Kaxaou cepruu npoaykuuu. [pu obHapyx)eHuu pocra
MHKPOOPraHU3MOB XOTsI Obl B OHOM MPOOMpPKE HCIBITAaHUE MOBTOPSIOT Ha TAKOM K€
KOJIMYECTBE ~COCY10B. M TOIBKO HMpH OTCYTCTBHM POCTAa IIPH MOBTOPHOM IIOCEBE  CEpUs
CUMTAETCs CTEPUIIbHOM.

OnpenieneHno CTePIIIBHOCTH  MOABEPratoT aMOyJibl Wil (IaKOHbI KaxaI0l cepuu,
OJIHOBPEMEHHO M0IBEPraBIIMECS CTEPUIIU3ALMH B OAHOM CTEPUIM3YIOIIEM annapare.

CrepnibHOCTH roTOBBIX JIC nposepsiercsi cJIeyIOIUMHU
MHKPOOHOIOTHYECKMMH METOAAMU:

METOJ IPSIMOI'O I10CEBA;

- METOJ MEMOPaHHOW (PUITBTPALIHH.
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UCIOJIB3YIOT TUTATENIbHbIE CPEJIbI:

- WUJIKAA MUOAUKOLe6ds cpeda JUTS BBISIBIICHUS aHaDPOOHBIX U a3pOOHBIX OaKTepHii;

- )KUIKas cpeJia Ha OCHOBE TUJIpoJin3aTa Ka3euHa | COeBBIX 00008 (cpeda Cabypo) nnst
BEISIBIICHHSI TPHOOB M a9pOOHBIX OaKTepuit.

[TuTaTesibHbBIE Cpeabl TOTOBITCS U3 OTACNbHBIX HHIPEINEHTOB B COOTBETCTBUU C
I'd, “a Takke M3 KOMMEPYECKOW JETMIAPATHPOBAHHOM CpeAbl B COOTBETCTBUHU . C
MpHIaraéMbIMA HHCTPYKIUSMHU.

CrepuibHOCTh  (2.6.1). Jlekapcmeennsle — cpedcmea . 0aa . TNapEHTEPATHLHOTO
MIPUMEHEHHUS JOIHKHBI BBIICPKUBATh NCIIBITAHUE HA CTEPUIIBHOCTD.

Kuzakast THOrTUKOIIEBast Cpeia IpeAHA3HAYCHA B MEPBYIO 0YEPE/Ib IS BEIPAIINBAHUS
aHa’pOOHBIX OaKTEepUH, OTHAKO MOXKET ObITh TaK e UCIOIB30BaHa JIsl BEIIETICHUS a9pOOHbBIX
OGakTepuil.

CoeBo-ka3enHoBasl cpefa MpeAHa3HAuYe€Ha B MEPBYIO O4YEpeab [UIS  BhIpAIIMBAHUS
a’pOOHBIX OaKTepUH, OTHAKO MOXKET OBITh TAKKE UCTIONB30BaHa ISl BBIIEIEHUS TPHOOB.

UCIIBITAHUE JIEKAPCTBEHHOI'O CPEJACTBA HA CTEPUWIBHOCTbD

HcribiTanue MeTo10M MEMOPaHHON (PUIIBTPALUH.

Hcnonb3yror MeMOpaHHbIe (GUABTPHI ¢ HOMHHAIBHBIM pazMepoM Top He 6onee 0.45
MKM, CIIOCOOHBIe (P PEKTUBHO 331€PKUBATh MUKPOOPTaHU3Mbl. DIIBTPBI CTEPUIU3YIOT IPU
temrieparype 121+1°C 20 muH.

VcnbiTyeMblll  IIpernapaT pacTBOPSIIOT B BOJAE IS MHBEKIMHA, (QUIBTPYIOT Hepe3
CTEpUIIBHYI0 MEMOpaHy, KOTOPYIO IIPOMBIBAIOT OT pacTBOpa 3-5 HMOPLHUAMHU paCTBOPUTEIS IO
100 mi1, pazpe3aroT cTepUIbHBIMU HOKHULIAMU Ha 2 4YacTH, OJHY U3 HUX MOMEIA0T B KOJI0Y
C THOTJIMKOJIEBOH Cpeoi, BTopyro — B cpeny Cabypo, 7 nHel HHKYOUPYIOT IIPH €KEeTHEBHOM
1pocMoTpe. Bee onepannuy NpoBOJAT B aCENTUYECKUX YCIOBHUSX.

[Ipu oTCYTCTBUM APYTUX yKa3aHUH B 4aCTHOM CTaThe TIOCEBbI UHKYOUPYIOT HE MEHEe
14 cyr npu temneparype ot 30 0C nmo 35 OC (mutarenbHblE cpelibl, MpeaHa3HAYEHHbIE
TIPENMYIIECTBEHHO JJisi BHIABIEHMS OakTepuit) m mpu Temmeparype ot 20°C mo 25°C
(mnTaTenbHBIE Cpellbl, NPEeAHA3HAYCHHbIE IPEUMYIECTBEHHO JUIsl BBISBICHUS IPHOOB).

VcnpiTaHne METOJOM MPSIMOTO MTOCEBA

Hccnenyemoe JieKapcTBEHHOE CPEACTBO BHOCAT HENOCPEACTBEHHO B MHUTATEJIbHYIO
cpely B KOJIMYECTBE, yKazaHHOM B Tabn. 2.6.1.-2. Ilpu OTCYyTCTBHM NpYIMX YyKa3aHWM B
YACTHOM CTaThe KOJIMYECTBO JIEKAPCTBEHHOT'O CPEICTBA JOJIKHO COCTABIATH He 6omee 10 %
0T 00beMa MUTATEIbHON CPEIbI.

B 1OM, ‘citydae, eciam JIEKAPCTBEHHOE CPEACTBO 00aJaeT  aHTUMUKPOOHOM
AKTUBHOCTBIO B YCIIOBHSX HCHBITAHUS, €€ HEHTPANMU3YIOT MyTeM N00aBIeHUs MOIXOIAIINX
HEUTpaIn3aTOpPOB WU YBETUYECHUS 00beMa MUTATEIbHOW CPEIbI.

JlexapcTBEHHOE CPEICTBO BBIIEPKUBACT HCIBITAHUE HA CTEPUIIBHOCTb, €CJIM IpPU
BU3YaJIbHOM y4yeTe He 0OHAPYKUBAETCS pPOCT MUKPOOPTaHH3MOB.

2.6.14. BAKTEPUAJIBHBIE DOHAOTOKCHUHBI

Ilpu mpoOBEeICHWH WCTBITAHWS Ha OakTepuanbHble SHIOoTOKCHHBI (JIAJI-Tecta)
UCTIONB3YIOT JIM3aT aMeOouToB MeuexBocTa Limulus polyphemus. Ipubasienue pacmeopa,
COZIEPIKAIIETO . DHJAOTOKCHHBI, K PAaCTBOPY JIM3aTa MPUBOJIUT K - MOSBICHUIO MYTHOCTH,
OCaXIICHHIO MK Tesieo0pa3oBanuio cMecH, CKOpOCTh peakiMy 3aBUCHT OT KOHIEHTPALUH
SHIOTOKCHHOB, pH U TeMIiepaTypsL
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DHAOTOKCHUHBI + JIN3aT KJIETOK (aMeOOIMTOB) KPOBH MEUYEXBOCTOB
{ B pesynbTare
I'enb («remp-TpoMO6 TECT»)

«+» remp-TpomO Tect «-» TeIb-TPOMO TECT

IUIaHIIEeTa [PU TIepeBOpaYMBaHUU UHIHOUPYIOT Mpolece reneo0pa3oBaHus

06pa3yeTc;1 Ircllb, HEC BBITCKAIOIIMN W3 JIYHKH IreJib HEC 06pa3yeTc;1, T.K. OHAOTOKCHHBI

[Ipeumyiiecrna:

BBICOKAs YyBCTBUTEIBHOCTH K nuporeHam (B 100 pa3);

oleHka JIB, KoTopble HeBO3MOXKHO IIPOBEPUTH HA JKUBOTHBIX;
OBICTPOTa BBHIIOIHEHHSI T MIN 0K0J0 1,54 ([Uist OJJHOTO UCTIBITAHMS);
WCTIBITAHUS IPOBOJUT O/IMH YEIOBEK.

AN SN

2.6.8. IMPOI'EHBI

Buonornueckuiit metos. MicnpiTanue Ha MUPOreHbl COCTOUT B U3MEPESHUHU TIOBBIIIICHHS
TEMIEpaTypbl Teja, BBI3BIBAEMOIrO Y KPOJIMKOB BHYTPUBEHHBIM -BBEICHHEM . CTEPUIILHOTO
PacTBOpa UCHBITYEMOTI'O JIEKAPCTBEHHOTO CPEACTBA.

Kaxxgoro  kpoiika coniepkaT B OTHENbHOI KJIETKE Ha TOJHOLIEHHOM IHUIIEBOM

paldoHe, Oorpaxjaas oOT  pa3Apa’kalolluX BO3IEUCTBHM  (aKyCTHYECKHUX, OINTHUYCCKUX W
npyrux). B momemieHusix, -TAe  HAXOAATCSA ~KUBOTHBIC ~ U ~HPOBOASTCS  HCIIBITAHMS,
MOJI/IEPKUBAIOT TOCTOSIHHYIO Temmepatypy Bo3ayxa 20 + 3 °C. Ilepen ucnpiTanueM MpOBOJST
OCMOTD KMBOTHBIX ¥ OTOMPAIOT 3/I0POBBIX KPOJIUKOB OAHOTO M0JIa, HE aIbOMHOCOB, C MacCO
tena ot 2,0 1o 3,5 Kr, KOTOpble HE TEePSAIU B Macce B TeUeHUE Mpenpiaymien Heaenu. 3a 18
4acoB JO MCHBITAHUS KPOJIHMKOB JIMIIAIOT KopMa 0e3 orpaHudeHus Bojbl. Bo Bpems ombiTa
’KUBOTHBIC HE MOJYyYal0T HU KOPMa, HU BOJIBI.
HcnbityemMoe JeKapcTBEHHOE - CPEIACTBO  BBOJSAT B VIIHYIO  BeHY - kpomuka. OO0nem
UHBELUPYEMOTO PacTBOPA IOJKEH cocTaBisITh He MeHee 0,2 mir u He Oonee 10 mir Ha 1,0 kr
Macchl Tena skuBoTHOro. Ilepes BBeneHnEeM pacTBOp MOAOTPEBAIOT 10 TemmepaTypsl 37,0 £
2°C.

W3mepenust — TemnepaTypsl - [OCJIE€  BHYTPUBEHHOTO  BBEIACHHS  HCHBITYEMOTO
JIEKapCTBEHHOTO CPEICTBA POBOJIST C HHTEpBAIOM He Oosiee 30 MUHYT Ha IPOTSHKEHUH TPEX
gacoB. Ilpu apyrux myTsax mapeHTepajgbHOro BBEICHUS ~ HA MIPOTSHKEHIH MATH YacOB.

PacTBOp « JIeKapCTBEHHOTO.  BEIIECTBA . CUUTAIOTCS  HEMUPOTEeHHBIMH, €CIIU - TOCe
BBEJICHUS HU Y OHOTO M3 TPEX MOJOMBITHBIX KPOJIMKOB HU MPU OJTHOM M3 TpeX U3MEpPCHHM
He HabTI0[aToCh TIOBHIIIIEHAE TEMIIEPaTyphl 0ojtee, uem Ha 0,6° C 1o cpaBHEHHIO ¢ HCXOJHON
TEMIIEpaTypoif, ¥ B CyMMe TIOBBIIICHHE TEMIEPATyphl ¥ 3 KpoInnKoB He npesbimano 1,4 °C.

Ecin sta cymma nipersimtaeT 2,2° C, viccneryeMbli pacTBOp TeKapCTBEHHOTO CPEICTRA
CUMTAIOT HUPOTEHHBIM.

Korna cymma moBblieHU# TemrepaTypbl Tella y TpeX KpOJIHUKOB HaXOIUTCS B
npexenax ot 1,5 10 2,2° C, ucnpitaHue MOBTOPAIOT AOMOTHATENLHO HA MATH KPOJIHKAX.

2.6.9. AHOMAJIBHASA TOKCHUYHOCTb

KonnyecTBO CIbITyeMOT0 JIGKAPCTBEHHOTO CPEACTBA, YKA3aHHOE B UaCTHOM CTAThE,
pactBopeHHOe B 0.5 MII 86000 014 uHwvekyuil P.uiu 6 cmepunvHom pacmeope 9 T/ HaTpust
XJIOpH/1a, BBOJAT BHYTPUBEHHO KaXKAOM W3 MATH 3[MOPOBBIX MbIIEH Maccoit oT 17 T 1o 22 1.
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PacTBOp BBOAST B T€UEHHE MHTEpBajia BpeMeHU OT 15 ¢ 10 30 ¢ mpm OTCYTCTBHU APYTUX
YKa3aHUN B YaCTHOU CTaThE.

OOpasell BbLIEPKUBACT HCIBITAHUE, €CJIM HH OJHA W3 MBbIIICH HE HOrudaer B
npeaenax 24 4 win B TCYCHUE BPEMEHH, YKA3aHHOIO B YaCTHOM CTaThe.

Ecnu Gosiee ueM 0J1HO )KUBOTHOE TTOTHOAET, 00pa3el] He HPOXOIUT UCTIBITAHHE.

B cnyuae rubenu 0JHOTO U3 )KUBOTHBIX HUCIIBITAHUE TTOBTOPSIOT.

O6pazel TpOXOIUT MCIIBITAHUE, €CIIM HU OJHO M3 KUBOTHBIX BO BTOPOM IpymIe He
norudaeT B Mpeenax yKa3aHHOr0 HHTEpBajia BpEMEHH.

11 nekapCTBEHHBIX CPENCTB IAPEHTEPAIBHOTO IPUMEHEHUS, B COCTaB KOTOPBIX
BXOJISAT AHTHUMHUKPOOHBIC KOHCEPBAHTHI, YIIOJHOMOYEHHOMY OpraHy - JAOJDKHBI - OBITh
MPECTaBICHBl | IaHHBIE, MOATBepkaaronIie 3(H(PEeKTUBHOCT BBIOPAaHHBIX KOHCEPBAHTOB.
Meron - omnpeneNieHuss W KPATEPUH = OLCHKH 3(PPEKTUBHOCTH KOHCEPBAHTOB JIOJDKHBI
COOTBETCTBOBATh TpeboBaHUAM pazzena «Ih(HeKTUBHOCTh aHTUMUKPOOHBIX KOHCEPBAHTOBY
(5.1.3).

(JIekapcTBEHHBIE CpENCTBA /IS [APECHTEPATBHOTO TPUMEHCHHUS M3TOTABIUBAIOT C
MCHOJIB30-BaHHEM | MaTEPHAIOB. M METOJIOB, - O00CCHEUMBAIOIIMX CTEPHJIBHOCTH - U
MIPEAOTBPALIAIOUINX 3arpsi3HEHHE JIEKAPCTBEHHBIX CPEICTB M POCT MHUKPOOPIaHU3MOB B
COOTBETCTBUU € TPEOOBaHUSIMU pazzesia «MeTo bl IPUTOTOBICHUS CTEPUIIBHBIX MPOTYKTOBY
(5.1.12).

Boga, ucnonb3yemass B IIPOM3BOJICTBE JIEKAPCTBEHHBIX = CPEICTB. ISl HAPEHTEPAIbLHOTO
MPUMEHEHUS, TOJIKHA COOTBETCTBOBATH TPEOOBAHUSIM, YKa3aHHBIM B MOHOTpaduu «Boma s
MHBEKITHI.

IHopouiky 118 NPUTrOTOBJICHUA HHBEKIMOHHBIX WX BHYTPUBEHHBIX HH)Y3MOHHBIX
JIEKAPCTBEHHBIX CPEACTB

[lopomky 1st IPUrOTOBIEHUS] UHBEKIIMOHHBIX WM BHYTPUBEHHBIX MH(Y3NOHHBIX
JIeKapCTBEHHBIX CPEJCTB IPEJCTABISAIOT ~ COOOM TBEepZble CTEpPUIIBHBIC  BEILECTBA,
NOMeEIleHHbIe B KOHTeHHep. [Ipu BCTpsIXuBaHUN ¢ yKa3aHHBIM 00BEMOM COOTBETCTBYIOIIEH
CTEPIJIBHOM KHJIKOCTH OHM OBICTPO OOpa3zyioT WJM MPO3pavyHbIi, CBOOOIHBINA OT YAaCTHUI]
pacTBOp, WIIN OJHOPOAHYIO CycneH3uto. Ilocae pacTBOpeHMs MM CyCHCHAMPOBAHHUS OHU
JOJOKHBL COOTBETCTBOBATH TPEOOBAHUSAM, NPEABABISAEMBIM K BHYTPUBEHHBIM NH(Y3HOHHBIM
WU MHBEKLIMOHHBIM JIEKAPCTBEHHBIM CPEACTBOM.
JInopunu3oBaHHbIE pENAPAThL A MapeHTEPaIbHOrO MPUMEHEHUs PacCMaTpUBAIOT KAk
NOPOUIKY Il HPUTOTOBJIEHUS ~MHBEKIMOHHBIX WM BHYTPUBEHHBIX HH()Y3HOHHBIX
JIEKapCTBEHHBIX CPEJICTB.

OnxnopoaHocTh coaep:kanus (2.9.6, A).

[Topormiku 1711 MPUTOTOBIICHUSI UHBECKITMOHHBIX WJIM BHYTPUBEHHBIX MH(Y3MOHHBIX
JIEKAPCTBEHHBIX CPEJCTB C COJIEpKAHUEM JACHCTBYIOLIETO BELIECTBA MEHEE 2 MI' UJTU MeHee 2
% oT 00mieit Macchl, WIH C MAaCCOM JTO3MPOBAHHOW C€IWHMIIBI, POBHOW 40 MT WM MeEHEE,
JIOJKHBI BBIICPKUBATH UCIIBITAHKE OJTHOPOJIHOCTH COJEP KaHUs JEHCTBYIOILEro BEIIECTBA B
eNHUIIE JI03UPOBAHHOTO JICKAPCTBEHHOTO CPEACTBA, MPHU OTCYTCTBUU JPYTUX YKa3aHWUU B
YacTHOH cTaThe. [[71s mpenapaTtoB, B COCTaB KOTOPHIX BXOAUT 00jiee OJHOTO IEHCTBYIOIIETO
BEIECTBA,  TPEeOOBaHUS  PACHPOCTPAHIIOTCS ~HA BEMIECTBA, COJEPKAHUE - KOTOPBIX
COOTBETCTBYIOT BBIIIE YKa3aHHBIM YCIIOBUSM.

OnHopoaHocTh Maccenl (2.9.5).
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VY V.V

[Topomky JUIsi IPUTOTOBIIEHUS UHBEKIIMOHHBIX WM BHYTPUBEHHBIX HH(Y3MOHHBIX
JIEKapPCTBEHHBIX  CPEICTB JIOIKHBI - BBIACP’KUBATh HUCIBITAHWE ONHOPOJHOCTH MAacChl IUIf
eIMHULIbI T03UPOBAHHOIO JIEKAPCTBEHHOIO cpe/IcTBa. VchbITanne 0HOPOAHOCTH Macchl He
TpeOyeTCsl, ~€ClAHU  WCHBITAHWE OAHOPOAHOCTHU ' COAEpKaHMs JCHCTBYIOILETO BelleCTBa
IPEAYCMOTPEHO [UIsl BCeX JEHCTBYIOLINX BEIECTB.

20 eauHUIL J03MPOBAHHOIO JIEKAPCTBEHHOTO CPEJCTBA UIIU COACPIKUMOE KAKIOro U3
20 KOHTCHHEPOB, B CIy4ae OJHOAO30BBIX JIEKAPCTBEHHBIX CPEICTB. B UHIMBUAYAJIbHBIX
KOHTEHHepax, OTOMPAIOT M0 CTaTHCTUYECKH 000CHOBAHHOH CXeMe, B3BEIINBAIOT KKIYIO 6
omoenbrocmu M PACCUUTHIBAIOT . CPEIHIOK Maccy. JlekapcTBEHHOE CpEACTBO ~CUUTAOT
BBI/IEPKABIIMM HCHBbITaHUE, €CiU He 0osiee BYX MHAUBUIYadbHBIX MAacC OTKIJIOHSIOTCS OT
CpeAHel Macchl Ha BeJIMUYHMHY, IPEBbIILIAIOIIYIO 3HaYeHue, yKazanHoe B Ta0u. 2.9.5.-1. Hpu
9TOM HM OJHAa WMHIWBHUIyalbHAs Macca HE JOJDKHA OTKIOHSTBHCS OT CpelHEH MacChl Ha
BEJIMYMHY, B IBa Pa3a MPEBbILIAIONIYIO 3HaUeHHe, yKa3anHoe B Tabu. 2.9.5.-1.

MapkupoBka

Ha smuxemxe 00noaHumenbHo yKazol8arom:
Ha3BaHUE N KOHLEHTPALMIO KaK0I'0 aHTUMUKPOOHOI0 KOHCEPBaHTAa,
- IpH HEOOXOANMOCTH HH(YOPMALIMIO O TOM, YTO PACTBOP MPOIIeT (PUIBTP TOHKOH OUHCTKH;
- IpU HEOOXOIUMOCTH, MHPOPMALUIO O TOM, YTO JIEKAPCTBEHHOE CPEACTBO CBOOOJHO OT
6aKTepI/IaJII)HLIX OHAOTOKCHHOB MJIWM alIUPOIrCHHO.

Ynarxoeka

> JlexapcTBeHHbIE YOPMBI /U1 TapEHTEPATIEHOTO IPUMEHEHNS BBIITYCKAIOT 60
¢nakonax, amnynax, WINpUWAx, KAPMPUOIHCAX WU NOTUMEPHOI YNAKOBKE.
YHakoBKH J10JKHBL ObITh M3rOTOBJECHBI U3 JOCTATOYHO MIPO3pavyHbIX MATEPUATIOB,
HO3BOJIIOIINX IPOBOJINTH BU3YaAJIbHBIN KOHTPOJIb COACPKUMOI0, 32 UCKIIOYEHUEM
YHaKOBKU /IS UIMIUIAHTATOB U APYT'HX CIy4aeB, ONMMCAHHBIX B (hapMaKOIEeHHbIX
CTaThsIX.

XpaHeHue

> B CTCPUJIBHBIX BO3AYXOHCIIPOHHUIIACMBIX KOHTeﬁHean C KOHTPOJICM IICPBOTO
BCKPEBITHA.

HNiumrocTtpaTuBHBIN MaTepHaJl:
- ipe3enrars Microsoft Power Point.

JInreparypa

OCHOBHASI;

HA PYCCKOM SI3BIKE:

1. ApsicranoBa T.A. ®@apmaneBTudeckas XuMus: ydeOHUK, Tom 1. (2-oe uzmanue).
«Sky Systems», 2021. -640 c.

2. ApsictanoBa T.A. @apmareBTuyeckas XxuMmus: yaeOHuk, ToM II. (2-oe nznanne).
«Sky Systems», 2021.-572 c.

3. ApwictanoBa T.A. @apmainieBTUYCCKas XUMHUS: y4EOHUK, TOM I: - AJMaTh:
«9Bepor, 2015.-640 c.
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KoHTpo/bHbIE BOIPOCHI
- unvexyuonHwle JIC, nopoulok 0iisi npueomosienus uHvekyuoHusix JIC
- npeumyujecmea u HedoCmamKu NApeHmepaiIbHO20 Nymu 66e0eHUs
- Tlokazamenu xauecmea
- Hcneimanue na uzenexkaemuviii 00eM napenmepaibHuIX NPenapamos
- Oonopoonocms codeparcanus
Jlekuus 5
AHa/IU3 NOKa3aTeiell KaYeCTBA MATKHUX JIEKAPCTBEHHBIX CPEJACTB JI MECTHOIO
npuMeHeHHus B cooTBeTcTBHH ¢ H]I
Heab: chopmupoBarh y CTYACHTOB 3HAHUS O aHATHM3E TIOKA3aTelIeH KaueCTBA MATKUX
JIEKAPCTBEHHBIX CPEJICTB I MECTHOTO MPUMEHEHUS B cOOTBeTcTBUM ¢ HJ[ 0 KOHTpOIIIO 32
KauyeCTBOM U 0€30ITaCHOCTHIO JICKAPCTBEHHBIX CPECTB

Te3uce! JeKnunu
ILnan:
= MACKUX IEKAPCMBEHHLIX CPEOCmE OJisl MECMHO20 NPUMEHEHUs.
- npeumyujecmea u HeOOCmMamKu
- Iloxazamenu xauecmea
- Ucnwimanue na cepmemuynocms
- O0HOpoOHOCMb COOepIHCcanHus

O®C I'® PK. MATKHUE JJEKAPCTBEHHBIE CPEJCTBA AJISI MECTHOI'O
IMPUMEHEHUA
Preparations molles ad usum dermicum

Msrkas - nexapcTBeHHas  (opMa Jjisl - HAPYKHOTO ~ IpUMEHEeHHus, oOJaaaromas
BA3KOIUIACTUYHBIMU CBOMCTBAMM (W IpejcTaBistonias co0oil coueTaHHe OJHOTO WIN
HECKOJIBKO JIB 1 OCHOBBL

Masu coctosaT U3 ogHO(]a3HONW OCHOBBI, B KOTOPOM MOTYT OBITh JUCIHEPrHPOBAHEI
TBEP/bIE UIIN KMJIKHE BELIECTBA.

110 pusuxo-xumuueckoiut Kraccugurkayuu

MA3U - »sto cBOOOAHBIC, - BCECTOPOHHE - JHUCTIEpPCHBIE ~ OechopMeHHbIE
(OeccTpyKTypHBIC) WM CTPYKTYPUPOBAHHBIE CHCTEMBI  C ~ IUIACTUYHO-YIPYTO-BS3KOU
JHACTIEPCHOM CPENION.

Kinaccupukauus:

Maszu;

Kpewmpbr;

T'emn;

MenuuuHCKUE IUIACThIPH;
[Tpunapku;
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IlacTsr.

Msirkue JIeKapCTBEHHBIC CPEACTBA /ISl MECTHOTO IPHUMEHEHUS MPEIHA3HAYCHBI IS
MOJTYYCHUS MECTHOT'O WJIM TPaHCACPMAJIBLHOIO JICHCTBUS AaKTUBHOI'O BEIICCTBA, WJIM HMX
CMSTYAIOIIEro UK 3allATHOrO IeHCTBUS.

Onu 10MKHBI OBITH OJTHOPOTHBIMH.

Msrkue JIeKapCcTBEHHBIC CPEACTBA ISl MECTHOTO MPUMEHEHUS COCTOSAT U3 MPOCTOM
WIH CIIQKHOW OCHOBBI, B KOTOPOM OOBIMHO PACTBOPEHBI MIIM JUCIIEPTUPOBAHBL OIHO  UIH
0oJiee aKTUBHBIX BEIECTB.

OCHOBBI MOTYT COCTOSITh M3 MMPUPOAHBIX WIIU CUHTETUYECKUX BEIIECTB U MOTYT ObITh
01HO(a3HBIMH HIIH MHOTO(a3HBIMHU.

B cooTBeTcTBUU C IPUPOAOH OCHOBBL, IIPEMapaT MOXKET 001a1aTh TUAPODUIBLHBIMU U
TUAPOPOOHBIMU CBOMCTBAMHE;, MOXKET COJCPKATh TIOIXOAINAE IKCIHUIHCHTHI, TaKHe KaK
aHTUOAaKTepuaIbHble = KOHCCPBAHTHI, AHTHOKCHUIAHTHI, = CTAOMIN3aTOPbI,  3MYIBFATOPBI,
CI'YCTHUTEIIM U BEIIECTBA, YCUIIMBAIOIINE POHUKHOBCHUE.

IIpenmymiecTsa Maseu:
- BO3MOXXHOCTb BBEJICHUA pa3anyHbix JIB;
- IOCTUKEHHE BBICOKOW KOHIeHTpauuu JIB B KoXe;
- MmpOoCTOTa, 0€30IaCHOCTh MPUMEHEHUS;
- ‘BKOHOMHUYHOCTB, TCXHOJIOTUIYHOCTD.

HenocraTku maseii:
- HEKOTOPBIE Ma3H OKa3bIBAIOT pa3Ipa’Karouiee JICHCTBUEC Ha KOKY;
- Ma3u Ha ruipoPoOHBIX OCHOBAaX 00YCIIaBIMBAET «ITAPHUKOBBIN» 3D (PEKT;
- OTpaHHUYEHHBIH CHEKTP (hapMaKoJIOTHYECKON aKTHBHOCTH.

I'uapogobupie Ma3u MOTYT cofiepKaTh TOJbKO HE3HAUUTEIBHOE KOJUYECTBO BO/IBL.
TUNUYHBIME OCHOBaMU JUIS. MX - (DOPMHUPOBAHUS SBISIOTCS TBEPAbIC, KHUJAKHEC W JICTKUAC
KUAKUE TapaduHbBl, PACTUTEIbHBIE MAcCia,  KHUPHI KUBOTHOTO - TIPOUCXOKICHUS,
CHHTETHUYECKHE TIHIEPHIIBI, BOCKH U KUJIKHE JTOMAATKHIICHIOKCAHBI.

Bonoamy/ibCHOHHBIE Ma3M MOTYT COAEp)KaT OOoJbILIOe BOABI M B CBA3M C. 3TUM
NPEACTaBISITh COO0M OMYIBCUH TUTIA BOJA-B-MAaclie MM MAaclio-B-BOJIC - B 3aBHCHMOCTH OT
OPHUPOJILI SMYIIEFATOPOB.

T'uapoduabHbie Ma3H Ui TIPUTOTOBICHUS THUAPOMUIBHBIX Ma3ei HCIONb3YIOT
TaKHe OCHOBBI, KOTOPBIE CMEIIUBAIOTCS ¢ BOAOH

KpeMmsbl mpencraBnsioT MHOTO(Ma3HbIE MpenapaThl, COCTOANINE W3 JIAMOQPIIFHON
¢a3bl 1 BOJHOU (a3bl.

Jlunmo¢uiabHbie KpeMbl B KAaueCTBE IOCTOSHHOW (HEMpPEphIBHOW) (asel MMEIOT
munodunsHy0 Gazy. OHU comepikaT IMYIbraToOphl THIA BOJA-B-Macie, TaKHEe KaK CIIUPTHI
MIEPCTSIHOTO JKUPA, dPUPBI COPOMTaHA U MOHOTITUIEPHIBL.

I'mapoguiabHbie KpeMbl

B KayeCTBE TIOCTOSHHOM (HempephIBHON) (ha3bl uMeroT BOAHYIO ¢da3zy. OHU coaepIKaT
OMYJBTaTOpPhI  TUIA MAaclio-B-BOJIE, TaKM€ KaK HATPHEBBIC WM TPOJIAMHUHOEHIE MbLIA,
CyTb(paTHpOBaHHBIE KUPHBIC CHUPTHI, TOTUCOPOATH ¥ KOMOWHAIIMH TTOJIMOKCHIIMIDKHAP HBIX
KUCAOT U D(PHUPOB KUPHBIX KUCIOT, TPU HEOOXOIUMOCTH, ¢ IMYJIbraTOpaMu TUIA BOJA-B-
Mmacie.
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Fenn  mpencrtaBisioT — coboH  JKUAKOCTH,  KEJIMPOBAHHBIE ~ MOAXOAALMMHU

rejieo0pa3oBaTEISIMU.

JInnoguisHble resu (0s1€0resn) sSBIAIOTCS NpernapaTaMu, OCHOBBI KOTOPBIX 00BIYHO
COCTOAT M3 HKUIKOTO MapaduHa ¢ MOJUITUICHOM WIHM XHUPHBIX Macel, >KeITHPOBAHHBIX
KPEMHHUS AMOKCUI0OM KOJUIOUTHBIM WJIM aJJFOMUHHUEBBIM MIIM IUHKOBBIM MbUIAMH.

I'uapoduibubie renu (THAPOTeNn) SBISIOTCS IperapaTaMu, OCHOBBI KOTOPBIX
OOBIYHO  COCTOSAT U3  BOJBL,  TJIMLEPHUHA = WM - HPONMJIEHTIMKOJS, - JKEIMPOBAHHBIX
HOIXOAALIMMH Teeo0pa3oBaTeNsiMi, TAaKUMH - KaK KpaxMmall, MPOW3BOIHBIC IEIUIIOIO3HI,
KapOoMepsl 1 MarHUH-aTlOMUHUEBbIE CUITMKATHI.

OPCI'®d PK
Ilokazamenu Kauecmea MAZKUX 1EKAPCMEEHHBIX CPEOCME
* ~ ONHcaHUe,
* wAeHTUHKALHS,
* _ OIHOPOJHOCTH,
* Macca COACpKUMOro KOHTelHepa,
* . MUKPOOMOJIOTHYECKas YUCTOTA,
*  KOJIMYECTBEHHOE OIPEICIICHUE.
* pa3mep uYacTHll,
*pH,
* KHCJOTHOE M IIEPEKHCHOE YHCIIO,
* . XapaKTepHbIC CBOWCTBA OCHOBHI,
*  COMNYTCTBYIOIME IPUMECH,
* I'epMEeTUYHOCTb KOHTEHHEepa.
*  CrepuibHbIE MATKUE JIEKAPCTBEHHBIE CPEIICTBA JTOJIKHBI
* - BBIICPKUBATH TECT HA CTEPHIIBHOCTB (2.6.1).
Onucanne. KOHTpOIMpyiOT BHEIIHUM BHUJA U XapaKTE€PHbIE OpPraHOJEeNTHYECKUE

CBOMCTBA. MATKHE JIEKapCTBEHHBIE CPEACTBA HE JOJDKHBI MMETH HPOTOPKJIOro 3amaxa, a
TaKXKe MPU3HAKOB (U3NYECKOM ~HecTaOMIBHOCTH (arperauus 4YacTull, - KOAIECHeHIHs,
KOAryJsiyst, pacciloeHue), €CU HeT APYTruX yKa3aHUi B 4aCTHOM CTaThbe.

Unentudukauus. [lpoBoast uaeHTHGHUKANNIO BCEX EHCTBYIOIIUX BEIIECTB U
AHTHUMUKPOOHBIX KOHCEPBAHTOB, BXOJAINMX B COCTAaB JIEKApPCTBEHHOIO cpeacTBa. Eciu
HEO0XO0IMMO, UICHTU(GUIMPYIOT BCIIOMOIaTEJIbHEIE BEIIECTBA.

OpHopoaHoCTh. Msrkue JISKapCTBEHHBIE CPE/ICTBA JIOMKHbBI OBITh OJHOPOIHBIMU.
OAHOPOAHOCTD ONPEAENSIOT [0 BHEUIHEMY BHUAY W TIO  METOAMKE, TPHUBEACHHOU B
[Tpunoxxennn 1 I'd PK.

Ecnu Heo0X0AMMO, OTHOPOAHOCTh ONPENENAIOT O KOJNUYECTBEHHOMY COIEPKaHUI0
KOMIIOHEHTOB TpU  CHELUAJbHOM  O0TOOpe . Tpo0,  TMO3BOJIAIOMIEM . KOHTPOJIHPOBATH
PABHOMEPHOCTD UX PACHPEIEICHUS.

IIpuaoxenne 1 OPC I'd PK

MeToaunka onpee/ieHUs OTHOPOIHOCTH

Bepyr 4 npoOsbl JekapcTBeHHOTO cpeactsa mo 20-30 T kaxast, MOMEWaroT 1o 1B
npoObl Ha MPEIMETHOE CTEKIJIO, HAKPBIBAIOT BTOPHIM HPEIMETHBIM CTEKJIOM M IUIOTHO
NPKUMAIOT 10 00pa3oBaHMs MATEH JUAMETPOM OKOJIO 2 CM.

IIpu paccMoTpeHMH MOJyYEHHBIX NMPOO HEBOOPYKEHHBIM IJ1a30M (HA PACCTOSHHUU
oko070 30 cM OT TJ1a3) BO BCEX YEThIpeX Mpodax He MOHKHO OOHAPYKMBATHCS BHUAUMBIX
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YaCTHUIl, TOCTOPOHHUX BKJIOUEHUN M, €clii HeT JpYyIMX yKa3aHUW B YaCTHOW CTaThe,
NPU3HAKOB (PU3HIECKOH HECTAOMILHOCTH: arperaluy 1 KOalleCIICHLIMU YaCTULl, KOAT YUY,

Ecnu oana u3 mpod HE BbIACPKHUBACT HCIBITAHUE, ONPEICICHHUE IMPOBOIST
JIOMIOJIHUTEIBHO €llle Ha BOCbMU 1pobax. [Ipu 5ToM BoceMb JONOTHUTETBHBIX HPOO AOIKHBI
BBIICP)KUBATh UCIIBITAHUE.

Pa3zmep yacTuu. B MATKHX JIeKapCTBEHHBIX CPEICTBAX, CONEPKAIINX KOMIIOHEHTHI B
BU/JIE TBEPAON WIIH KUAKOK AUCTIEPCHON (da3bl, KOHTPOIUPYIOT pa3Mep YaCTHII, €CJId OT HETO
3aBUCAT OMONOCTYNHOCTB, TeparneBTudeckas 3p(eKTUBHOCTh ¥ 0€3BPEIHOCTh MU JIaHHBII
MoKa3aTellb periaMeHTHPYETCs Ha3HauYeHUEeM JIEKapCTBEHHOI'O CPEICTBA.

TpeGoBanusi, TPENBABISIEMBIC K pa3Mepy YAaCTHIl, METOIUKH ONPEACTICHUS W
KPUTEPUH OIICHKH MPUBOJSIT B YAaCTHOW CTaThe. PagMep yacTHI[ B MATKUX JIEKapCTBEHHBIX
CpeICTBa ONIPEIEISIIOT METOAOM MHUKPOCKOITHH.

O®C I'® PK U3zBaexkaemas Mmacca wiim oobem (2.9.28).

MsrKie JeKapCTBeHHBIE CPEICTBA JUIL MECTHOIO IMPUMEHEHHS B OJHOJ030BBIX
KOHTEIHepaXx JTOJIKHBI COOTBETCTBOBATH TPCOOBAHUSAM HCTIHITAHUSL.

OTtOuparot 10 3amonHEHHBIX YHAKOBOK U YAQISIOT ATHKSTKH. TIIaTEIIbHO MPOMBIBAIOT
Y BBICYIIMBAIOT BHEUIHIOI MOBEPXHOCTH KaXJOW YIMAaKOBKM U B3BEIIMBAIOT YIIAKOBKU IO
OTJCIILHOCTH.

KonuuecTBeHHO yAaNSIOT COASPKUMOE U3 KaXK 0! yIIaKOBKHU U TPOMBIBAIOT BCE YacCTH
YNAKOBKU PACTBOPUTENEM, YKa3aHHBIM B ()apMaKoONeHHOM  cTaThe WIM HOPMATUBHOU
JOKYMEHTallui. BbICYIIMBalOT W CHOBA B3BEIIMBAIOT KaXJyl0 YIIAKOBKY BMECTE C
COOTBETCTBYIOIIUMH JCTATSIMH.

ITo pasHOCTH MacC BBIYUCIIAIOT Maccy COAEPKUMOTO YITAKOBKH.

I'epmernyHOCTL KOHTeliHepa. -~ Jlns CTEPUIBHBIX U, €ClIM HEOOXOIUMO, s

HECTCPUJILHBIX MATKUX JICKAPCTBCHHBIX CPCIACTB IMPOBOAAT OIPCACICHUEC T'CPMECTUIHOCTHU
KOHTeﬁHCpa B COOTBCTCTBHUH C MCTOHHKOﬁ, HU3II0KEHHOM B HpI/IJ'IO)KeHI/II/I 2.

OPC I'® PK Ilpuioxenue 2 - I'epMeTHYHOCTH KOHTEHHepa

Metoauka onpeneaeHus

Ot6uparot 10 TyO NeKapCTBEHHOTO CPEACTBA U TIIATEIHHO BHITUPAIOT WX HAPYKHBIC
HOBEPXHOCTH (priIbTpoBaIbHOM Oymaroi. TyObl MOMEIIAIOT B TOPU3OHTAIBHOM MOJI0KEHUT
Ha JUCT (UIHTPOBAILHON OyMaru M BBIJIEPKHMBAIOT B TepMOCTaTe TIpH Temmeparype (60 +
3)°C B TeueHue § 4.

Ha ¢unbsTpoBanbHON Oymare He JOMKHO OBITH MOATEKOB HU W3 OAHON TyObL Eciu
NOATEKH HAOIIOIAI0TCS TOIBKO U3 OJJHOM TYOBI, UCHBITAHUE IPOBOJISAT AOHOIHUTEIBHO eIl
¢ 20 tybamu. Ecnu moaTekn HaGMIOAAIOTCA OoJiee YeM U3 OAHOI TYOBl, PE3yJIbTaThl
UCIIBITaHUSI CYUTAIOT HEYIOBICTBOPUTENbHBIMH.

Pe3ynbrathl McHbITaHUST CUMTAIOT YAOBJIETBOPUTENBHBIMU, €CIIH He HalIroJaercs
MOATEKOB 13 NEPBbIX 10 TyO Min HaOMIOAaNUCh TTOATEKU TOIBKO /it 0gHOM 13 30 TYO.

pH. B 3aBucuMocTd OT THIA OCHOBBI ‘M COCTaBa - JIEKAPCTBEHHOTO ~CPEACTBA
onpenensfor  pH ‘BOTHON BBITSHKKH, BOIHOTO  PACTBOpA MM - CaAMOTO  JICKAPCTBEHHOTO
CpefcTBa.

TpeboBanusi, npexbsaBiseMbie K pH, 1 METOAMKH ONpeaeICHUs] IPUBOIAT B YACTHOM
CTaThe.

Kucaornoe umcio (2.5.1) u IlepekucHoe umcio (2.5.5). Eciim HeoOxomaumo,
KOHTPOJIMPYIOT B MATKHUX JIGKAPCTBEHHBIX CPEACTBAX, B COCTAB KOTOPBIX BXOMIST BEUICCTBA,
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CIOCOOHBIE K THAPONU3Y U OKHCIeHHIo. Pernamentupyemble TpeOOBaHUS U METOIUKU
OnpeieJICHUsl IPUBOAAT B YaCTHOM CTaThe.

CrepuiibHocThb (2.6.1).

Ecnm na aTukeTke yKa3aHO, 4YTO IIpenapar CTepujIeH, OH JOJBKEH . BBIIEPKUBATh
WCIIBITAaHUE HA CTEPUIBHOCTD.

CTepuabHOCTh — 3TO OTCYTCTBUE >KUBBIX  MHUKPOOPTaHU3MOB. JJjisi CTEpUIIbHBIX
JICKapCTBEHHBIX (OpM HAJTHMYNE MUKPOOPTAaHH3MOB, Ia)Ke€ B MAJIOM KOJIMYECTBE, MOMKET CTATh
JETallbHBIM, YUUTBIBasI OECIPENSITCTBEHHOE MONaaHue MUKPOOPTaHU3MOB B KPOBbH MU HA
CIIM3UCTBIE 00O0IOUKH OpraHUu3Ma, IPU YCIOBHH OCIA0JICHHOIO UMMYHHUTETA YEIOBEK.

Ornpesenenue CTePUILHOCTH PACTBOPOB TIPOBOAUTCS ITyTEM MOCEBA U MHKYOalMK Ha
CHEeNMAalIbHBIX TecT-cpefax 00pa3ioB Kaxaou cepuu npoaykuuu. [Ipu obHapyxeHuun pocra
MHKpPOOPTaHHU3MOB XOTSI OBl B OJHOM MPOOHPKE HCIHBITAHUE IMOBTOPSAIOT HA TAKOM K€
KOJIMYECTBE COCYZOB. M TOJNBKO TIpU OTCYTCTBUU POCTA IMPHU IOBTOPHOM IOCEBE CEPHS
CUMTAETCS CTEPUIIHLHOM.

OnpeneneHnu0 cTepiIbHOCTH MOABEPralOT aMIyJbl WU (IaKOHBI KaxI0i cepuw,
OJIHOBPEMEHHO TIOABEPraBHIMECS CTEPUIIN3AIIMK B OJTHOM CTEPWIN3YIOIIEM armapare.

CTepWJIbLHOCTH TOTOBBIX JIC 1ipoBepsieTcs cJIe Iy IO IUMHI
MHKPOOHOJIOTHYeCKUMH METOIaMU:

Meroa npsMoro 1nocesa;

- Metoa MeMOpaHHOH (PUIBTPALIUH.

MCIOJB3YIOT TUTATENbHBIEC CPEIbI:

- XKUIKAs MUO02TUKoNe8ds cpeda JUis BbISIBICHMsI aHaPOOHBIX U a3pOOHBIX OaKTepHil;

- KHUJIKas Cpela Ha OCHOBE THUJIPOJIM3aTa Ka3enHa 1 coeBbIx 00008 (cpeda Cabypo) mist
BBISIBJIEHHSI TPUOOB M a3pOOHBIX OaKTEpHIA.

[TnTarenbHbIe Cpefbl TOTOBITCS M3 OTACTHHBIX MHTPEAMEHTOB B COOTBETCTBHHU C

I'd, a Takke U3 KOMMEpPYECKOH  IeruapaTMPOBaHHOI . cpelbl B ~COOTBETCTBUH C
TIPHATIAraeMBIME WHCTPYKIHSIMU.

NCIBITAHUE JJEKAPCTBEHHOI'O CPEJICTBA HA CTEPUJIBHOCTD

HcnbiTanue MeTooM MeMOpaHHOH (uabTpanum.

Hcnonbe3yror MmemOpaHHble (PUIBTPHI C HOMUHAIBHBIM pa3mepoMm nop He 6onee 0.45
MKM, CITOCOOHBIE AP PEKTUBHO 3a1€PKUBATh MUKPOOPTaHU3MbIL. DUIIBTPbI CTEPUIU3YIOT IPU
temneparype 121+1°C 20 muH.

HcnbITyeMblii - Ipenapar. pacTBOPAIOT, QUIBTPYIOT 4Yepe3 CTEPHIIbHYIO MeMOpaHy,
KOTOPYIO MPOMBIBAIOT OT pacTBopa 3-5 mopumsimu pactBoputens mo 100 mui, pazpesaror
CTEpIIIbHBIMU HOXKHUL[AMU HA 2 4acTH, OJIHY U3 HUX IMOMEMIAIOT B KOJIOY ¢ THOTJIMKOJIEBON
cpenoit, BTopyto — B cpeay Cabypo, 7 aHel HHKYOHUPYIOT IPH €KEeIHEBHOM MPocMOTpe. Bee
olepanuy NPOBOJIAT B aCENTUUECKUX YCIOBUSX.

[Ipu OTCYTCTBUU APYTUX YKa3aHUIl B 4aCTHOM cTaThe MOCEBBI HHKYOUPYIOT HE MEHee
14 cyr npu temneparype ot 30 0C go 35 0C (murarenbHbIe Cpelbl, MpeaHa3HAYCHHbIE
NIPEeNMYIIECTBEHHO JUIS BBISBICHHs OakTepuii) ® mpu Temmeparype ot 20°C nmo 25°C
(muTaTenpHbIE CPeibl, IPeAHA3HAYCHHbIe TPEUMYILIECTBEHHO JUIst BBISABICHHS IPUOOB).

HcnbiTanue MeTOA0M HPSIMOTO 0CEeBA

Hcenenyemoe JIEKapCTBEHHOE CPEICTBO. BHOCAT HENOCPEACTBEHHO B MUTATEIBHYIO
cpedy B Koyn4ecTBe, ykazaHHOM B Tabm. 2.6.1.-2. Ilpu oTCyTCTBHM IpYIMX YyKa3aHUH B
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YaCTHOM CTaThe KOJMUECTBO JIEKAPCTBEHHOI'O CPENCTBA MOIKHO cOCTaBisITh He Oosee 10 %
0T 00BbEeMa HUTATEIBHONU CPEbI.

B tom, ciydae,  eciH  JIeKapCTBEHHOE CPEACTBO-  00JIaJaeT . aHTUMUKPOOHOM
AKTUBHOCTBIO B YCIIOBHUSX HMCHBITAHUSA, €€ HEHTPATU3YIOT MyTeM J00aBJIeHUS MOIXOIAIINX
HEUTPaIN3aTOPOB WM YBEITUUYCHUS 00beMa MUTATEIbHONW CPEIbL.

JlexapCTBEHHOE CPEACTBO BBIIEPKUBAET UCIBITAHUE HA CTEPUIIBHOCTb, €CIIH IIpU
BU3yaJbHOM y4eTe He 0OHAPYKUBAETCS POCT MUKPOOPTAaHU3MOB.

5.14. MHUKPOBUOJIOI'MYECKASA 4YUCTOTA JIEKAPCTBEHHBIX
CPEICTB

KATET'OPUA 2

['oToBBIE JIeKAPCTBEHHBIE CPE/ICTBA AJIS MECTHOTO MIPUMEHEHHUSI

U IPUMEHEHHS B PECHHPATOPHOM  TpPAKTE, 3a MCKIIOUEHUEM TE€X, K KOTOPBIM
HPEABABISIIOTCS TPEOOBAHUS 110 CTEPUIIBHOCTH, Y TPAHCIEPMAIbHbIE [IIACTBIPH.

- O0uiee YuCIo )KU3HECTIOCOOHBIX a3POOHBIX MUKPOOPIraHU3MOB

(2:6.12): 1e 60stee 102 MUKPOOPraHU3MOB (a3pOOHBIX OaKTEpUil U TPUOOB CYyMMapHO)
B I'paMMe, B MUJUTHJINTPE WM Ha OJIMH TUIACTHIPh (BKIIIOYAs KIEWKHUM CJI0W K OCHOBY).
Orcyrcrre Pseudomonas aeruginosa B 1., 1 Mi1 vtk Ha 0JJHOM IUIACTBIPE (BKITIOHAS KICHKHUT
clioii ¥ ocHOBY) (2.6.13).

Otcyrerue Staphylococcus aureus B 1 r, 11 Wi Ha 0JHOM TUIACTBIPE (BKIIHOYAS KIICHKHMI
cJloii ¥ ocHOBY) (2.6.13).

Konu4gecrBennoe onpenesenne. [IpoBOIAT KOIMYECTBEHHOE OINPEAEIECHUE BCEX
JefCcTBYIOIIMX BellecTB. JlonmycTuMoe OTKIIOHEHHE COJEPKaHUS IEHCTBYIOIIMX BEIECTB IIPH
nx no3uposke Meree 10 % momkHbl coctaisth (+ 10 %), npu no3uposke 10 % u Gonee - (+
5 %) OT cojiepxkaHusl, yKazaHHOTO B pazjene «CocTaBy, €Ciii HET APYTUX YKa3aHUil B YaCTHON
CTaTbe.

KosnnuecTBeHHOE conepKaHUE - ONPEACNIIEMbIX BEIIECTB BbIPaKalOT B I'PAMMax,
MIULIMrpaMMax uian enununax gecrsus (EJl) B 1 T 1eKapcTBEHHOTO CpPeACTBA, €CIIM HET
JpYruX yKa3aHWW B 4aCTHOM CTaThe.

JU11 KOHCEpPBAHTOB PETJIAMEHTUPYIOT U KOHTPOJIUPYIOT BEPXHUN M HUKHUU TIPEIEIIbI
coziepkanus. Jjist [pyrux BCIOMOIaTeabHbIX BELIECTB, CIOCOOHBIX OTPULIATEIBHO BIUATH Ha
¢busnogornuecKkue  (yHKUUH, KOHTPOJIUPYIOT .« U PpErJaMeHTUPYIOT BEpXHHH mpenen
coJiepykaHusl. Eciu BcrmoMorareabHOe BEIIeCTBO BIMSET HAa ONOAOCTYITHOCTD JIEHCTBYIOIIETO
BEUIECTBA, PErTIAMEHTUPYIOT BEPXHUM W HIDKHMH TIPEAEIbl COACpKaHUS U MPOBOJAT €ro
KOJIMYECTBEHHOE ONpe/ICiICHUE.

YnakoBKa ist MATKUX JICKapCTBEHHBIX CPEICTB JOIKHA ObITh MHAU(p(HEepeHTHOM! 110
OTHOHICHMIO K JIEKAPCTBEHHOMY CPEJACTBY; IUIOTHO YKYIOPHBATBCS ISl MPEI0TBpPALLCHHS
KOHTAKTa COJEPKUMOI0 C OKpY’KaloIIeH cpenoif; eciu HeoOXOAUMO, OHA JOJKHA OBITh
FEPMETUYHOM U CBETOHENPOHUIIAEMOM.

[IpeanodYTUTENbHO UCIOIb30BAHUE METANTMYECKUX HEOOPaTUMO CXKMMAEMBIX TYO C
BHYTPEHHUM JIaKOBBIM MOKPBITUEM, 3aITUTHON MEMOpaHO! U JIATEKCHBIM KOJIBLIOM.

MoryT ObITh MCHOJIB30BaHbI IpyTUe BUAbI IEPBUYHON YITAKOBKH, COOTBETCTBYIOIUE
BBIILICMIEPEUUCICHHBIM  TpeboBaHusAM. -~ KoHTelHep = €O CTEPWIBHBIMH = MATKAMU
JIeKapCTBEHHBIMH CPEJCTBAMU JOJKEH OBITh T€PMETMUYHBIM U UMETh MPUCIIOCOOJIeHNE I
KOHTPOJISI IEPBOTO BCKPBITHS, HANPUMED, 3alUTHYIO MEMOpaHy.

KoHTeliHep 115 Ha3albHBIX, YIIHBIX, [Ja3HBIX, PEKTAIBHBIX U BATMHAIBHBIX MSTKUX
JEKapCTBEHHBIX CPEACTB AOJDKEH OBITH CHA0KEH COOTBETCTBYIOUIMMY aNIINKATOPaMU.
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Xpanenue. [pu remneparype He Boile + 25 C, ecii HET ApyruX yKa3aHU B 4aCTHOMN
CTaThe; HE JOIYCKAETCs 3aMOPAKUBAHUE.

MapkupoBka. Ha 3TukeTke yka3bIBaroT:

- Ha3BaHWC U KOMMUYECTBEHHOE COJIEPIKaHNE BCEX aHTUMUKPOOHBIX KOHCEPBAHTOB;

- Ha3BaHME BCEX BCIIOMOTATEIbHBIX BEIIECTB;

- «J1711 MECTHOTO TIPUMEHEHHUSY;

- €CJIM HE0OXOIUMO, CPOK XpaHCHHUSI TOCIIe NEPBOTO BCKPBITHS;

- 1L CTEPUIbHBIX JIEKAPCTBEHHBIX CPEICTB YKA3aHUE O CTEPUIILHOCTH.

HNinocTpaTuBHbIM MaTepuaJl:
- mpesendTars Microsoft Power Point.
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KonTposbHbIe BONPOCHI

- MASKUX JIeKaAPCMEEHHbIX CPeOCcme OJisk MECIHO20 NPUMEHEHs]
= npeumywecmea u Hedocmamiu

- Ilokaszamenu kavecmea

= HUcnoimanue na cePpMenuUUHoCcnlb

- Q0HopoOHoCmb codepircanus

Jleknus 6

AHaJIN3 MoKa3aTelieil KauecTBa JJeKapCTBEHHBIX CPEICTB ISl PeKTAJILHOI0
npuMeHnenusi B coorsercTBuu ¢ HJL

Heaw: chopmupoBaTh y CTYISHTOB 3HAHUS O aHaIM3€ MOKa3areneil kadecTBa
JICKApCTBCHHBIX CPEACTB JJIS PEKTAIBHOTO IPUMEHEHHs B cooTBeTcTBHU ¢ HJI Mo KoHTpoITt0
3a KaueCTBOM U 0€30MaCHOCTHIO JISKAPCTBEHHBIX CPEIICTB

Te3ucnl JJeKIUU
Ilixan:
- 1eKapcmeeHHbiX cpedCins 0 PeKMAIbHO20 NPUMEHEHUS
- mpeumywjecmea u HedoCmamxu
- Iloxazamenu xauecmsa
- M3zenexaemas macca uiu 06vem
- O0HOpOOHOCb COOePIHCAHUS
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O®C I'® PK JlekapcTBeHHbIE CPEACTBA ISl PEKTAJIBLHOIO IPUMEH eHu s
Rectalia

JlexapCTBEHHBIE ~ CpEICTBA - il  PEKTaJIbHOIO —~ IPHUMEHEHHS . (pEeKTaJbHbIE
JIEKapCTBEHHbIE CPEACTBA) INpPEAHA3HAYCHBI JUIA BBEAEHUS B IPAMYIO KHLIKY C IeJIbI0
HOJYYEHUSI CUCTEMHOTO MJIM MECTHOTO JCHCTBHS, I OHU MOTYT OBITh UCTIOIb30BAHBI JIJIS
JUArHOCTUYECKUX LEJIeH.

Buposoe cBoiicTBO:

TBepaocThb - MpeooeHUE CONPOTUBIIEHUS COUHKTEPOB U TKaHEH;

Msrkocts - paBHOMEpHOE pacupeaerneHue JIB mo cim3ucTon.

Knaccupurkauus:

- CYIIIO3UTOPUH;

=~ PCKTAJIbHBIC KalICYJIbI;

- PEKTaJIbHbIE PACTBOPHI, IMYJIbCUU U CYyCIIEH3UH;

- IIOPOLIKH 1 TaOJIETKN JJI IPUTOTOBJICHUSA PCKTAJIBHBIX
PacTBOPOB U CYCHECH3UM;

- MATKUC JICKAPCTBCHHLIC CPCACTBA 1JIs1 PCKTAJIbHOI'O MPUMCHCHN A
- peKTanbHbIC TICHbI;

= PCKTAJIbHBIC TAMIIOHBI.

Cynno3uropum - TBEPbIC OTHOI030BbIC JISKAPCTBEHHBIE cpencTBa. DopMma, 00BeEM U
KOHCHUCTEHLIMS CYIIIO3UTOPUEB AOJIKHBI COOTBETCTBOBATH PEKTAILHOMY HPUMEHEHUIO.

Cynmo3uropuu  coaepxkar  OAHO - Wik  Oonee - JICUCTBYIOIIMX - BEIIECTB,
JVCIIEPrUPOBAHHBIX WJIM PACTBOPEHHBIX - B IMOJAXOSALICH OCHOBE, . KOTOpPasl ~MOXKET
PacTBOPATHCS WU AUCHEPTHPOBATHCS B BOJIE HIIM IUIABUTHCS TIPU TEMITEpaType Tena.

B coctaB cymmo3utopueB npu He0OXOTUMOCTH MOTYT BXOAHMTH BCIIOMOraTENIbHBIE
BEINECTBA, TAKHE KaK pa30aBUTeENN, aICOPOEHTHI, TOBEPXHOCTHO-aKTHUBHBIC M CMA3bIBAIOIINE
BEIIECTBA, aHTUMUKPOOHbBIE KOHCEPBAaHTBI M KPAcHTENH, pa3pelIeHHbIe K METUIITHCKOMY
MIPUMEHEHUIO.

Cynmno3utopuu MOTYT UIMETh MaKCUMaJIbHBIN JraMeTp He Oonee 1,5 cMm.

Macca ogHOTO CYNIO3UTOPHUST OOBIMHO HAXOAUTCS B IIpenenax oT 1 r mo 4 1, 1uist neteit
-or 0,5t 0 1,5T.

IIpeumyecTBa Cynmo3uTopuen

1. JdosupoBanHas JI®, uTo MO3BOJSET Ha3HAUaTh B cynmosutopusx JIB cruckoB A, b,
HapKOTHYECKUE;

2. B cocraB cymnmo3uTopueB MOKHO BBECTH JIB pa3HBIX arperaTHbIX COCTOSHUHN U
KOHCUCTEHITHH; BEIIECTBA, HECOBMECTUMBIC B TIOPOIIIKAX, MHKCTYPaX;

3. Bi cynmosutopuu MOkKHO BBOAUTH JIB pa3muuHbiX (HapMaKoIOTHUECKUX - TPy,
obecneunBaTh MOATOTOBKY BO3ACHCTBUS 0fiHOTO JIB mpyrum; B BUC CyNMO3UTOPHER
3¢ (EeKTUBHO ~ MPUMEHEHUE CHOTBOPHBIX - BEIIECTB, - AMYPETUKOB, CEPACYHBIX
TJIMKO3UJI0B U JIp.

4, Cymnmno3utopuu yIoOHBI 17 MPUMEHEHUS B IEAUATPUH U TePUATPUU.

IIpermyuiecTBa peKkTajJbLHOro nyTu Beeaenust JIB o cpasuenuio:
C nepopanbHbIM IyTeM BBEICHUS
1.  BeicTpoTa HACTYIUIEHHUS TepareBTUUYECKOTo 3¢ dekra
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2. B03MOXHOCTh NPHMEHEHHUs  CYNIIO3UTOPUEB  TXKEIOOOJBHBIM ~ MALMEHTaM B
0ecco3HATeNbHOM  COCTOSIHWM, = TpPU - CEPICYHO-COCYAMCTBIX . 3a00JEBAHUAX,
3abosneBanusax JKKT, medeHu u KemdeBBIBOASILIUX IMYTEH, [IPU. HApYIIEHUU aKTa
[JIOTaHMS, PBOTE, TOKCUKO3aX;

3. IlpenorBpamenue wuHakTuBanmu JIB mumieBapurensHbiMu -pepmentamu. XKKT u
NeYeHN (aHTUOMOTUKH, BUTAMUHBEI, (epMeHTHI); OTCYyTCTBHE MTOOOYHOTO ACHCTBUS B
BUJIE TOLUIHOTBI, PBOTHI, TOPEYH, U3KOTU;

4. Bo3MoxHOCTbh Ha3HaueHHs JIB, HEeNpUATHBIX Ha BKYC U arpeCCUBHBIX 110 OTHOIUEHUIO
K cim3ucton obonouke XKKT;

5. Ot1cyTcTBHE AJUIEPIUUECKUX peakuuil Ha BBeneHHoe JIB, yMeHbleHne uin MoJIHOE
OTCYTCTBHUE [T0OOYHOTO JACHCTBUS;

6. Ycunenue mpomecca BcachiBaHHs HEKOTOphIX . JIB - (Hampumep, BuTamuHa B2,
KOTOPBIH IJI0X0 BCAchIBaeTCs IMpU MPUEME PEr 0S)

C NMHbEKNVOHHBIM IIYTEM BBE/ICHUSA:

* . Bricokas ckopocts BcacbiBanust JIB, OvicTpast noctaBka JIB, B citydasx, yrpoxaromumx
KHU3HU (CHATHE FUIEPTOHMYECKUX KPU30B, CIIa3M KOPOHAPHBIX COCYH0B, OPOHXOB,
OBICTPO€ BOCCTAHOBJIEHME HAPYLIEHHOIO ~CEPACYHOI0 pUTMAa U pacCcTpOMCTBa
JILIXaHHS);

» Tlpu comoctaBumoii 6picTpoTe aeiictust JIIT He Tpebyeres:

— . CIIeLUAJIbHBIX HHCTPYMEHTOB U 00Y4EHHOTO MEAMIIMHCKOTO MepCcoHaa

— BBEJIEHHUE CYNIO3UTOpHUEB 0€300JI€3HEHHO

— UCKJIIOYEeHA OMAacHOCTh UH(PHUINPOBAHUS

JlekapCTBEHHBIE CPEACTBA IS PEKTAJBHOr0 MPUMEHEHUsS] KOHTPOJHUPYIOT IO
CJIeAYIOIIUM NMOKAa3aTeJsiM KayecTBa:
*  OIHCAHHE;
*  WISHTH(HUKAIWSA;
*  cpemHsisE Macca ¥ OJHOPOTHOCTH MACCHI (JIJIS CYIITO3UTOPHEB
* U PEKTANbHBIX Karcys, TabNeTOK ISl MPUTOTOBICHUS PEKTAIbHBIX PAcTBOPOB U
CYCII@H3U, a TaKXkKe sl pEKTATBHBIX PACTBOPOB U CYCIIEH3HI);
*  pacmazaeMocTh (ISl CYMNHO3UTOPUEB U - PEKTAIBHBIX  Karcyjd, TaOJIeToOK st
IIPUTOTOBJICHHS PEKTATBHBIX PACTBOPOB M CYCTICH3UH );
* - OJHOPOIHOCTH COJICPIKAHUS;
* TeMIeparypa IUIaBIeHUs WK BpEMS TIOTHOU e opMallui;
* ' pacTBOpEHHE;
*  POJICTBCHHBIEC IPUMECH;
*  MHKPOOHOIOTHYECKAs YUCTOTA;
*  KOJHMYECTBEHHOE ONpE/eIICHNE.
B nexapcTBEHHBIX CpEACTBAX s (PEKTAILHOTO TPUMEHEHHsS MPH HEOOXOAUMOCTH
JIOTIOTHATEITFHO KOHTPOIMPYIOT KHCIOTHOE M IIEPOKCHTHOE YHCITa, a TAKKE pa3Mep YaCTHIIL.
Onucanue. BusyalbHO TPHUBOIAT oOMHcaHUe ~ (QOpPMBL, 1IBETa CYMIO3UTOPUEB.
Cynmno3uTopuy JOJDKHBl MMETh OJHOPOJHYIO Maccy, OAMHAKOBYIO (OpMy U 00Ja7aTh
TBEPAOCTHIO, 00eCTeunBaoIeil y100CTBO. MPUMEHEHUSL.
OIHOPOIHOCTH ONPEICIISIOT BU3YaIbHO Ha MPOJAOTBHOM CpPe3¢ IO OTCYTCTBHIO
BKparuieHuii. Ha cpese pomyckaercss Hannuue BO3AYIITHOTO CTEPIKHS WK BOPOHKOOOPA3HOTO
YTITyOJICHHUS.
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B oTenbHbIX ci1ydasx J0MyCKaeTcs HaJIMuue BKPaIIeHUH, YTO JOJKHO OBITh YKa3aHO
B (hapMaKONEWHOM CTaThe I HOPMATUBHON JOKYMEHTAIIUY.
Nnentupukanus. J[n1 ycTaHOBIECHUS TOAIMHHOCTHU KaIICyJl UCIIOJIB3YIOT COUETaHHE

(U3NKO-XIMHYECKIX U XUMHWYECKUX METO/0B: HK-cnexkrpockonnu, YO-
cnektpodoromerpur, xpomaroradpum (TCX, BIXKX) u KaueCTBEHHBIX XHMHUUYECKHX
peaKuuu.

Cpennsin  macca . (2.9.5). Omnpenejienne - cpeaHeid Maccol. - IIpoBomsar - as
CYIIIOBUTOPUEB =M PEKTAIBHBIX = Karcysl,  Ta0JIETOK - JUIsl. TPUTOTOBJIECHUS ~PEKTAIbHBIX
pPacTBOPOB U CYCIICH3HIA.

OTk/IOHEHHE OT CpemHel Macchl, yka3aHHO B pasmene «CocTaB», HE IOJKHO
npeBbImaTh + 5 % TpU OTCYTCTBHU APYTHMX YKa3aHWH B 4YacCTHOH crathe. OmnpenciieHuce
CpPEeIHEN MacChl MPOBOMAT KAaK yKa3aHO B paszjeine «JOHOPOOHOCMb Maccobl 018 eOUHUYbL
003UPOBAHHO20. JICKAPCMBEHHO20 CPEOCIBO .

20 eaMHUI JO3UPOBAHHOI'O JIGKAPCTBEHHOTO CPEICTBA WIIH COJCPKIUMOE KaXI0TO U3
20 KOHTEWHEpOB, B CiIy4ae OJHOJO30BBIX JICKAPCTBEHHBIX CPEJICTB. B~ MWHIAUBUIYAIbHBIX
KOHTeHHepax, OTOMPAIOT TI0 CTATUCTUYCCKH OOOCHOBAaHHOM CXeMe, B3BEIIMBAIOT KAKAYIO B
OTJICIILHOCTH M PACCUHMTHI-BAIOT CPEIHIOK) MacCy.

JIekapCTBEHHOE CPEICTBO CUMTAIOT BBIZCPIKABIIMM HCIIBITAHUE, ecli He Ooliee ABYX
WH/INBUYAIbHBIX MacC OTKJIOHSIOTCS OT CPEIHEH MAacchl Ha BEIMYHMHY, MPEBBIIIAIONLYIO
3HaveHHe, ykazanHoe B Tabma. 2.9.5.-1.

[Ipu sToM HU OIHAa WHAMBHUAyalbHas Macca HE TOJIKHA OTKIOHATHCS OT CpeaHei
Macchl Ha BEJIMUMHY, B JIBa pa3a MPEBBILIAIOINIYIO 3HAYCHHUE, YKkazaHHoe B Tabm. 2.9.5.-1.

Temmneparypa miaBJienus. [t Cynno3uTopreB, U3TOTOBICHHBIX HA TUNO(DUIBHOM
OCHOBE, OIPEACISAIOT TeMIepaTypy IUIaBiaeHUs 1o Meroay (2.2.15), koTopas He NOJbKHA
nipeBbiaTh 37°C Npy OTCYTCTBHY JPYTUX YKA3aHUil B YaCTHOII CTaThe.

2.9.2. PacnagaemMocCTh CYIITIO3UTOPHUEB U MIECCAPUEB

Ecnu pexranbHbIE KamncCylnel HE  TIpeAHAa3HAYEHBl Ui - MOAU(PUIUPOBAHHOTO
BBICBOOOKICHUS WJIH MECTHOTO TIPOJIOHTUPOBAHHOTO JCHCTBYSI, OHU AOJDKHEI BBIJICPKUBATH
UCIBITaHUE PACTIaAaeMOCTH CYNIIO3UTOPHEB

u neccapueB. CocTosiHUE KalcCyll uccaeAyoT yepe3 30 MUH 1Ipu OTCYTCTBUM JAPYTHX
yKa3aHHUH B YaCTHOM CTaThe.

OO6pa3ibl CYUTAIOT PACHABIIUMHUCS, €CITU:

a) HaOJII01aeTCsl MOIHOE PACTBOPEHHE;

b) KOMITOHEHTHI CYMIO3UTOPHS PA3ICIMINACE: PACTUIABICHHBIC )KHPOBbIE BEHICCTBA
coOpanch Ha MOBEPXHOCTH KUAKOCTH, HEPACTBOPUMBIE ITOPOLIKOOOPA3HBIE BELIIECTBA OCEITH
Ha JTHO, @ PaCTBOPUMBIC KOMITOHEHTHI PAaCTBOPUIIHCH;

B 3068UCUMOCHU OT COCTaBa M CHOCO0A NMPUIOTOBICHUS KOMIIOHEHTHI MOTYT OBITh
pacripesielieHbl I0 OJTHOMY WJTH HECKOJBbKUAM U3 BBIICYKa3aHHBIX ITyTEH;

B) pasMmsirueHue oOpaslia CONPOBOXKIACTCA 3aMETHBIM HM3MeHeHHeM (opMel 0e3
MOJTHOTO pa3IeIeHNs] KOMIIOHEHTOB;

pa3MATYCHUEM  CUMTAETCS  TAKXKE OTCYTCTBUE Y CYIIO3UTOPHUS TBEPIOrO SApa,
OKAa3BIBAIOIIETO CONMPOTUBJICHNE IABICHUIO CTCKISIHHOM TAIOYKH;

d) ' ‘HaOmromaeTcs paspbiB KEIATUHOBON OOOJIOUKU PEKTAIBHOM HIIM BarHHAIHHOMN
KarCyJIbl, TO3BOJISIONIHI BEICBOOOKIATHCS €€ COACPKUMOMY;

€) - -Ha 1uephopupOBAHHOM HMCKE HE OCTAJOCh OCaJKa WM OCTaBIIMUCS OCAIOK
COCTOUT TOJBKO M3 MAIKOW WM TEHOOOPA3HOW Macchl, HE UMEIOIEei TBEpAoro spa,
OKAa3bIBAIOIIETO COMPOTUBIICHNE IaBJICHUIO CTCKIIIHHOW MTAJIOUKH (BarnHATBLHBIC TAONETKH).
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WcnbiTanus TpoBOIAT, MCIONB3YS TpU ‘TakUX IMpuOopa, KaxIbli M3 KOTOPBIX
COICPXKHT - OTACHbHBIM oOpaszen. Kaxnasiii npubop  moMmema-ior B = CTakaH .~ C
TEPMOCTATHUPYIOIUM yCTPONCTBOM, BMECTUMOCTbIO HEe MeHee 4 JI, 3all0JIHEHHBIA BOZOH C
temueparypoit ot .36 0C o 37 °C, 11pu OTCYTCTBUM IPYTUX yKa3aHUU B YaCTHOM CTaThe.

Tpu npubGopa MOryT ObITh TaK)X€e TIOMEIEHbI BMECTE B OJIUH COCY/l BMECTUMOCTBIO HE
MmeHee 12 7.

MeTtoaunka. VICTIBITBIBAIOT TPU CYNIIO3UTOPHSE WM HIECCAPUSL.

[Ipemapat BeIACPKUBACT UCTIBITAHME, €CJIM BCE TAOJSTKH WM KaIlCyJIbl PaclaiucCh.

Bpems nosaHoii aedopmanmm. (IIpmioxenuel.) [lomyckaercs  HCHONIb30BaHNE
Apyrux npubopoBs.

Bpewmst nosiHoi#i e opmanyu 101KHO ObITh HE Ooiiee 15 MUH pu OTCYTCTBUU IPYTUX
yKa3aHuU B YaCTHOU CTaThe.

OnnopoanocTs conep:xkanms (2.9.6). [Ipu oTCyTCTBUYM APYrUX yKa3aHUil B YaCTHOM
CTaThe, TBEP/bIC JO3UPOBAHHBIC JICKAPCTBEHHBIC CPE/ICTBA C CONEPIKAHUEM JCHCTBYIOUIETO
BEIIECTBA MEHeE 2 MI Win MeHee 2 % OT 0OLIel Macchl 10JKHbI BbIIEPKUBATh UCIIBITAHUE
OJTHOPOJHOCTH COJACP)KAHUs  JIEHCTBYIOIIErO BELIECTBA B EAWHUIEC J03UPOBAHHOTO
JIEKapCTBEHHOT 0. CpeAcTBa TecT A (TabieTku) win TecT B (cynmno3uTopuu, peKTalbHbIe
KamCYyJIbl).

Ecnun nexapcTBeHHOE CPeACTBO COAEPKUT 00Jiee OAHOTO JIEHCTBYIOIIETO BEllECTBa,
TPeOOBaHMSI PACHPOCTPAHSIIOTCA TOJIBKO ~Ha T BELIeCTBa, COJACPKAHUE  KOTOPBIX
COOTBETCTBYET BBILIECYKA3aHHBIM yCIOBUAM.

TECT B

Kancyssl, HOpoIIKY He /715l TapeHTEPATbHOTO IPUMEHEHHS, TPaHYJIbl, CYNIIO3UTOPHUH,
MIeCCapHH.

JlexapcTBEHHOE CPE/CTBO BBUIEPKMBACT UCTIBITAHNE, €CIIN COZIEpkaHue He bosee ueM
B OJIHOM €JMHMIIE BBIXOJUT 3a mpenesbl 85 - 115 % u HU B OJJHOM eIuHUIIe HE BBIXOJUT 3a
npenensl 75-125 % ot cpeaHero coJep:KaHus B JIKAPCTBEHHOM CPEICTBE.

JlekapcTBEHHOE CPEACTBO HE BBICPKUBACT UCTIHITAHNE, €CITN COZICPIKaHIe Ooee uemM
B TpeX €JMHMLIAX BBIXOAUT 3a npenensl 85 - 115 % o1 cpenHero conepskaHus I €CIH XOTS
OBl B OJTHOM €TUHHUIIE BBIXOJUT 3a npeaeinst 75 - 125 % 0T cpeHero coiepKaHns.

N3Biexaemasi macca wim oobem /2.9.28). Xuakue winu MSITKHAE PEKTaIbHbIC
JICKApCTBEHHBIE. CPEICTBA B OJHOMO30BBIX KOHTCHHEpaxX JOJDKHBL < COOTBETCTBOBATH
TpeOOBaAHUSM.

PacrBopenne (2.9.3). Jlns moaTBepKACHUS COOTBETCTBYIOIIETO BBICBOOOMKICHHS
JeMCTBYIOIIETO BELIeCTBA UM BEIIECTB U3 TBEPIBIX JO3UPOBAHHBIX JIEKapCTBEHHBIX CPEICTB
UCTIBITAHAE MOXXET OBITH IIPOBENIECHO, OJTHUM 3 CIOCOOOB, OMMMCAHHBIX IS CYTIINO3UTOPHEB U
MSTKHX Karcyil.

Ecmu - mpoBoOmsT  mMcmbITaHME [0  TOKasarenmo. - «PacTBopeHHe», - MCIBITaHHE
«Pacnanaemoctb» He TpeOyercs.

JIaHHBIN TECT WCIONB3YIOT. Ui OIPEACIICHUsT CKOPOCTH PACTBOPECHHUSI aKTUBHBIX
MHTPEIMEHTOB  TBEPABIX JAO3UPOBAaHHBIX (OpM - (Hampumep, - TaOJIETKH,  KaNCyibl 1
CYMTO3UTOPUH).

MiiiocTpaTuBHBIN MaTepuasi:
- nmpeseHrarus Microsoft Power Point.

JIutepatypa
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KOHTpOJ’IbHLIe BOIIPOCHI
- NEeKAPCMEEHHbBLX Cp@@CWlG ons PEKMANbHO20 NPUMEHEHUA
- npeumywecmea u HeOOCmamKu
; Tokazamenu kauecmea
- Hzenexaemas macca unu oovem
- OQOHOpoOHOCMb COOepIHCcanUisL

Jexknus 7
AHanu3 noka3aTeliei KadyecTBa HaCTOEK, SKCTPAKTOB B COOTBeTCTBHM ¢ H]J
Henab: chopmMupoBaTh y CTYACHTOB 3HAHHS O aHAJIN3E [TOKa3aTeseil KauecTBa HACTOEK,
OKCTPAKTOB B COOTBETCTBUHM ¢ HJ[ 1Mo KOHTpOIO 32 KayecTBOM U  OC30MacHOCTHIO
JICKapPCTBEHHBIX CPE/ICTB

Te3uchl JJeKIMHN

IL1an:

- uaeHTUUKALS;

- COJIEpKaHKE ITAHOJIA WJIM OTHOCHTENIbHAS IUIOTHOCTD;
- CyXOl OCTaTOK;

- TSHKEIIBIC METAJIIIbL;

- 00beM COJIEP>)KUMOTO KOHTEHHEPa;

- KOJTUYECTBEHHOE ONPEICICHHUE.

O®PCTI'®PK Hacroiiku Tincturae

HacTtoiiku - )xuKue JeKapcTBEHHbIE CPEICTBA, OOBITHO IMOJTydaeMbIe U3 OJTHOM YaCTH
PACTUTEIBHOTO - WU - )KUBOTHOTO. Chipbsi M 10 4acrel SKcTpareHTa WM OAHOW YacTu
PacCTUTEIHHOTO WJIH KUBOTHOI'O CHIPBS U IISITH YacTel 9KCTpareHTa.

Hosayyenne. HacToilku HW3roTOBIMBAIOT METOAOM Mall€palii WM NEPKOJISAIUY,
UCIIONB3YS IS SKCTPAKIUU PACTUTENBHOIO MM KUBOTHOTO CHIPbSt TOJILKO CIUPT 3TUIIOBbII
COOTBETCTBYIONIEN KOHIEHTPALMU WM PACTBOPEHUEM TFYCTHIX HWIIM CYXHUX SKCTPAKTOB B
CIIUPTE ATHIIOBOM COOTBETCTBYIOIIEH KOHLIEHTPAIIHH.

Tincturae npeacraBisiioT Cco0OW - OKpAIICHHBIC OKUJKHE CHOUPTOBBIE  HIIH
BOJHOCHUPTOBBIE M3BJICYEHUSI U3 JIEKAPCTBEHHOTO PACTUTENILHOTO ChIPbs, MMOJIydaeMble 0e3
HarpeBaHus U yJlaJeHUs SKCTpareHTa.

HacToiiku KOHTPOJIUPYIOT O CJIeAYIOIIHMM NMoKA3aTeNAM KauecTBa:

- UASHTUUKAIKS;

- COZIepKaHMUE ATAHOJIA WM OTHOCUTEIIbHAS MIIOTHOCTD;

- CyXOH OCTaTOK;
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- TSDKEJIbIE METAJLIBI,
- 00bEM CONIEP’)KUMOTO KOHTEHHEPA;
- KOJIMYECTBEHHOE OTIPEICICHHE.
OTHocHuTeIbHASE TUIOTHOCTH (2.2.5).
OTHOCUTENBHYIO INTOTHOCTH H3MEPSIOT C MOMOIIBIO:

* . TIMKHOMeETpa (TBEP/IbIE BEIIECTBA U YKUIKOCTH),

*  TUIPOCTATHYECKUX BECOB (TBEp/IbIC BELICCTBA),

* _apeomerpa (3KUJIKOCTH),

*  u(poOBOro ACHCUTOMETPA € OCHMIIIOrpaGUIECKIM AATIMKOM (KHJIKOCTH M Ta3bl) C
TOYHOCTBIO /IO TPETHETO JCCITUUHOr0 3HaKa B COOTBETCTBUU € YKa3aHHUSIMU B YaCTHOU
CTaThE.

[TorpenmiHocTh U3MEPEHN HA JEHCUTOMETPE JIEKHUT B Hpeaenax or 1 x 10%cm 10 1 x
10 r/cm, a ioBTopsiemMocTs - 0T 1x 1074 r/em o 1 x 107 r/em.

Metoa 1 Onpenesienne MJIOTHOCTH ¢ MOMOIIBIO IIUKHOMeETPa

[IpUMEHAIOT B CITydae ONpedeNeHUs IIOTHOCTH (T, CM°) KHIKOCTEH ¢ TOUYHOCTHIO 10

103,
[rrr, = om0 SRT703
:j 2ol - e EE—— T E—— E—— e e 5 G e TTEY T 1- El-DEIrEI
L R
Metoa 2. Onpenesnenne MJIOTHOCTH ¢ IOMOUILIO apeoMeTpa
ITpuMeHSI0T B Cllydae OHpeaeNeHHs MIOTHOCTH (T, CM°) KMAKOCTeH ¢ TOYHOCTHIO JI0
0.01.

Oranoa (2.9.10). ComepkaHue 35TaHOJA IOJDKHO  COOTBETCTBOBATH. IIPEACIIaM,
YKa3aHHBIM B YaCTHOM cTaThe.

Meton A MeTton QUCTUILIAIIAN

Meroa B Meton mapoda3zHoi ra3oBoil xpomarorpapuu

Metox C Metoa razosoii xpomatorpadpun (2.2.28)

Meranoa u 2-nponano (2.9.11).  Jlomyckaercs He 6onee 0.05 % meranona v He
6omee 0.05 % 2-npomnanoa.

Meton A. WcneiTanue mpoBOAST MeTOAOM mapoda3Hol ra3oBoil xpoMaTtorpaduu
(2.2.28).
Meroa B. icnibitanre IpoBOAsST METOIOM T'a30B0i xpomarorpaduu (2.2.28).
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Bpewmst yaep:kuBaHMS IUKA 3TAHOJNA COCTABISACT OKOJO 5.3 MHH. OTHOCHUTEIBHBIC
BpEMEHA yIepKUBaHUS IIMKOB JJOJLKHBI ObITh: MeTaHOI — 0K0JI0 0.8, 2-niponanoa — okoiio 1.2,
1-nponaHoin — oxoJio 1.6.

Cyxoii ocrarok (2.8.19). 5,0 w1 HacTOWKH NOMENIAIOT B IIPEIBAPUTEIIHLHO
BeICyIIeHHYIO nipu Temriepatype 100 - 105 °C 10 mocTossHHOW Macchl U TOYHO B3BELICHHYIO
dapdopoByr0 HaIIKy AMAMETPOM S5 CM WU OIOKC, B3BELIEHHBIA ¢ TOYHOCTHIO J0 0,0001 T,
BBIIAPUBAIOT HA BOJSHOW OaHe J0cyxa, CyllaT B CYMIMIbHOM HIKady B TeUeHHUE 2 U MpH
temneparype (102,5 + 2.5) °C, oxnaxIaioT B 3KCUKaTope (Ha OC3BOJAHBIM CHIIMKAreneMm,
KaJbIMUs XJIOPUAOM OE3BOJHBIM WM APYTUM IMOAXOIAIINM OCyIIUTeNeM) B TedyeHue 30 MuH
U B3BemMBarOT. Pe3ynpraT BhIpaxkaoT B npolieHTax. Cojep:kaHue CyXoro 0ocTtaTka IOJKHO
COOTBETCTBOBATH WpECiaM, YKa3aHHBIM B (papMakKONeidHOW CTaThe WU HOPMaTHBHON
JOKYMEHTAIUH.

Tsskenbie MeTaLIb1 (2.4.8, A). He 6onee 10 % (10 mian-1) Ipy 0TCYTCTBUM APYIUX
YKa3aHUN B YaCTHOM CTAThE.

5.0 M HacTOWKHM BBINAPUBAIOT JOCYyXa, TMPHOABIAIOT | MII KHCIOTBI CEPHOM,
OCTOPO’KHO - CKUI'AlOT M IpoKaiuBaroT. K HOXy4eHHOMY OCTaTKy HpUOaBIAIOT HpU
HArpeBaHnyu 5 MJI pacTBOpa aMMOHUS anerarta, (puiabTpyroT uepe3 0e330JbHBIN (QUIbTP,
IPOMBIBAIOT 5 MJI BOJIBL U IOBOJAT 00beM (puiibTpaTa BOa0M 10 50 mil.

12 M1 HOJTYy4EeHHOTO PacTBOpPA JOJLKHBI BbLACPKUBATH WCHBITAHUE HA TSDKEIIbIE
METAJLIBL.

PacTBOp cpaBHEHMsI FOTOBAT C MCIOIb30BAaHUEM CTAaHAAPTHOTO pacTBopa cBUHIA (1
muH * Pb*?).

IKCTPAKTHI - KOHUEHTPUPOBAHHBIE = MpENnapathl >KUIKOH, TBEPAOW WU TycTON
KOHCUCTEHIMH, OOBIYHO MOJyYaeMble U3 BBICYIIEHHOIO PACTUTENBLHOrO WK YKHBOTHOTO
CBIPBS.

ITony4yenue:

Mauepauus,

HEPKOJIALIUS

WIK JIPYTUM TIOAXOASIIIUM  BaIUAUPOBAHHBIM METOAOM, HCIOJb3YS 3TAHON WJIH  JAPYrou
HOJXOIAIINM PaCTBOPUTED.

[Tocne - sKCTparupoBaHUs  HEHYXKHBIE - MaTe€pHajbl IPU HEOOXOIUMOCTH
YAAJISIOD.

XKuzaxue 3KCTpakThI 3TO Ipenaparhl, B KOTOPBIX, OJJHA YaCTh 110 MACCE UM 10 00bEMY
HKBMBAJIEHTHA OJHOM YaCTH IO MAacCe HCXOIHOIO BBICYIIEHHOTO JEKAapCTBEHHOI'O CBIPbs
(1:1).

Kunkue dSKeTpakThl CTaHAAPTU3UPYIOT  TaKUM 00pa3oM, 4YTOObI - OHH
COOTBETCTBOBAJIM TPEOOBAHUSIM 110 COAEPIKAHUIO PACTBOPUTEIS, AEHCTBYIOIINX BEILECTB WU
CyXOro OCTaTKa.

[Tonyyenwue:

*  Mauepanus,
*  TEpKOJALHA,
* WM JOPYrUM TOAXOAAIIUM  BAIMJUPOBAHHBIM METOIIOM, HCHOJB3YS 3TAHOJ MM

IPYro¥ MOAXOIALIUN PACTBOPUTEIID:

*  DTaHOJI ONpEACICHHON KOHIEHTPALUN BOJIBI
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* TIOCPEICTBOM pACTBOPEHHUSI TYCTOTO HJIHM CYXOro JKCTPAKTOB B KaKOM-IHOO U3
yKa3aHHBIX PaCTBOPUTENIEH U ITPH HEOOXOAMMOCTH € MOCIEAYIOINM (DUIBTPOBAHUEM.

[Tpu xpaHeHUn BO3MOXKHO 00pa3zoBaHUE HEOOJBIIOTO OCAAKA, YTO JOMYyCKaeTCs HpH
YCIIOBUU OTCYTCTBHUS CYIIIECTBEHHOI'O M3MEHEHH S COCTaBa.

B kujikue  3KCTPAKTbl  MOTYT OBbITH BBEJACHBL MOJAXOMSIINE AHTUMUKPOOHEIE
KOHCEPBAHTHI.

OTHOcHTeNbHAS TIOTHOCTD (2.2.5). 3naueHue omHoCUumenbHoU TIIOTHOCTH KUAKOTO
9KCTpAKTa JOJIKHO COOTBETCTBOBATH IpE/EaM, yKa3aHHbIM B HaCTHOM CTaThe.

Copepxanue- dtanona  (2.9.10). /[nsa cnupmcodepiicamyux - KUAKAX IKCTPAKTOB
IIPOBOZST - ONPENENECHUE colep)kaHus dTaHoja. ~ Colep’kaHue HSTaHONA  JOJIKHO
COOTBETCTBOBATH IpEjieiiaM, YKa3aHHBIM B 4aCTHOM CTaThe:

Mertanon u 2-mpoma”on (2.9.11). B cnupmcodepocaliiX KUOKUX SKCTPAKTAX
nonyckaercs cogepxxkanue He 6oiee 0.05 % memanona u ne 6onee 0.05 % 2-nponarnona npu
omcymcmeuu. Opy2ux yKa3aHui B 4aCTHOM cTaThe.

Cyxoii _ocraTtok. CojepxaHHe CyXOro OCTaTKa >KUAKOTO SKCTPaKTa  JIOJIKHO
COOTBETCTBOBATH IIpPE/ieIaM, YKa3aHHbIM B HaCTHOM CTaThe.

2.00 v win 2.00 M1 3KCTpaKTa MOMEIIAIOT B IIOCKOJOHHYIO YalllKy WM OIOKC
quameTpom okosio 50 MM U BbicoToi okoi10 30 MM. BrinaprBaroT 1ocyxa Ha BOJSIHOM OaHe U
cymar B CymuibHOM. Hikody TpH Temmeparype ot 100°C mo 105°C B rteuenue 3. u.
OxyaxaaroT B 9KCUKATOPE HAZl (hocdhopa oKCUOOM U 636eUUBAIOM.

I'yerbiMu 3KCTPaKTAMHU SIBISIIOTCA TIpenapaThl MPOMEXYTOYHONW KOHCHUCTEHLIUHU
MEXIY KUIKAMHU U CyXHUMH OKCTPAKTAMHU.

[Tonyyenue. OHUM TPOU3BOIATCS IIyT€M YacCTUYHOLO YHapUBaHHUS HCIOIb3YEMOTrO
pactBopuTens. [IpuMEHsIIOT TOIBKO 3TaHOJ COOTBETCTBYIOLIEH KOHIIEHTPAIIUHU WU BOJLY.

I'ycTble 5KCTpakThl 00BIYHO UMEIOT CyX0it ocTaToK He MeHee 70 % (1o macce).

B HuX MOryT OBITH BBEACHBI TTOAXO/ISAINNE AHTUMUKPOOHBIC KOHCEPBAHTHI

Cyxoit ocraTtok. I'ycToii JIKCTpPaKT 1O COAEPKAHMI0 CYXOro OCTaTka JOJKEH
COOTBETCTBOBATH IIpejiesaM; YKa3aHHbIM B COOTBETCTBYIOILEH YaCTHOM cTaThe.

2.00 r 3KcTpaKTa MOMEHIAIOT B MIIOCKOJOHHYIO YalIKy WIH OIOKC THAMETPOM OKOJIO
50 MM # BBICOTOI 0K0J10 30 MM.

BbimapuBaroT 1ocyxa Ha BOAsSHOM 0aHe W cyllaT (B CYHIMJIbHOM HIKady MHpH
temneparype ot 100°C mo 105°C B Teuenme 3 u.

OxnaxnarT B 9KCUKATope Hal pocghopa/V/ oxcudom P u 836ewusarom.

Pe3ynomam BeIpaxaroT B BECOBBIX MPOLIEHTAX.

Ha sTukeTKe yKa3bIBaroT:

- KaKO€ ChIpb€ UCIOJIb30BaHO - PACTUTEIHHOE WIH KUBOTHOE;

- T1I€ HE00XO0AUMO, UTO HCIIOJIB30BAIOCH CBEKEE PACTUTENBLHOE M KUBOTHOE CHIPhHE;

- Ha3BaHME U KOHLEHTPAlMIO  3TaHojJa - B MPOLEHTAX & pacmeopumen,
UCNONB308AHHO20 Ol NPULOIMOBTeHUs YKCTPAKTA,;

- cofiepaHue NeHCTBYIONINX BEIIECTB U/MIHM COOTHOIIEHNE NCXOAHOI0 MaTepHaa K
MOJIYYEHHOMY I'yCTOMY SKCTPAKTY;

- Ha3BaHHUe U KOHINEHTPALNIO KaKI0T0 aHTUMUKPOOHOr0 KOHCEPBAHTA.

Cyxue IKCTPaKThI - MPENapatel, MoJIy4aeMble yJalleHUeM HCIOIb3ye-MOT0 sl UX
IPUTOTOBJIEHUS PACTBOPUTEISL.

Cyxue 3KCTpaKThl 00BIYHO COMIEepKAT He MeHee 95 % cyxoro ocrarka 1o Macce.

B Hux Moryt 100aBIsTECS MOIXOASIINE BCITOMOTaTE/IbHBIC BEIIECTBA.

IloTepst B Macce npu BhICYLIMBAHUH.
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3HaueHME TMOTEpU B  Macce TMPH BBICYIIMBAHWU CYXOTO O3KCTPAaKTa JOJKHO
COOTBETCTBOBATH MpE/eiiaM, YKa3aHHbIM B YaCTHOM cTaThe.

0.50 r U3MeNBUYEHHOIO0 B TOHKHMM MOPOIIOK 3KCTPAKTA MOMEIIAOT B INIOCKOJOHHYIO
YalKy WK OI0KC JHaMeTpoM 0Koso 50 MM 1 BbICOTOH 0K010 30 MM M CYHIAT B CYIIUIBHOM
mkady mpu temieparype ot 100°C 1o 105°C B TeueHue 3 u.

OxutaxmaT B 3KCUKaTope Han (GochopoM OKCHIOM U B3BEHIMBAIOT. Pe3ynbrar
BBIPXXAIOT B BECOBBIX MPOICHTAX.

Xpanenune. B BO31yXOHENPOHULAEMBIX KOHTEHHEpaX, B 3alIMIICHHOM OT CBETa
MecTe.

Ha sTukerke yka3bIBaroT:

*  Ha3BaHME U KOJIMYECTBO KaXKJIOTO BCIIOMOTaTeIbHOTO

*  BEIECTBA;

*  KaKoe ChIpbe MCIOJIB30BaHO - PACTUTEIBHOE WJIH KHUBOTHOE;

* e HEOOXOMMMO, YKa3bIBAIOT, 4YTO HWCHOIB30BAJIOCH CBEKEE PACTUTEIBHOE WIIH

KUBOTHOE CHIPHE;

* Ha3BaHUC M KOHIEHTPALHIO 3TaHOIA B TIPOUEHTAX  (00/06) 6 pacmeopumere,

UCNONb3YeMOM Oisl NPUSOMOBIEeHUs SKCTPAKTA;

* coaepaHue NCHCTBYIOMIMUX BEHIECTB M/WIW COOTHOILISHHE MCXOIHOTO MaTepHalia K

MOJIYUEHHOMY CYyXOMY 9KCTPAaKTY.

NnirocTpaTruBHBIN MaTepua:
- mpesenraisi Microsoft Power Point.

Jlurepatypa

OCHOBHaSI:

Ha PYCCKOM SI3BIKE:

1. ApsictanoBa T.A. ®apmaneBTHYECKash XUMHUS: yueOHUK, ToM 1. (2-oe u3manue).
«Sky Systems», 2021.-640 c.

2. ApsicranoBa T.A. @apmaneBTuueckas Xumus: yueOHuk, Tom lI. (2-oe u3nanue).
«Sky Systemsy, 2021. -572 c.

3. ApsicranoBa T.A. dapmaneBTuueckas XuMus: y4deOHUK, Tom [: - Anmarsr:
«9Bepor, 2015.-640 c.

4. ApsictanoBa T.A. @apmarneBruyeckas XuMmus: y4deOHuk, Tom II:-- Anmmatsr:
«3IBepoy, 2015.-572 c.

5. 'ocynapcrBennas papmakones Peciryonmuku Kasaxcran.-Anmatel:«OKuOeK sxobD»,
2008.-Tom 1.- 592¢.

6. TocymapcrBennas dapmakones PecrmyOmmku - Kazaxcran.- Anmatsl:«Kubek
skoutely, 2009.-Tom 2.- 804c.

7.TocynapctBennas papmakones Pecnyonukn Kazaxcran.-Anmatsr:«OKn0Oek sx0Is»,
2014.-Tom 3.-729c.

8. Kontpone kauectBa u cranpapruzanus JIC: meronudeckoe nocobue /- moj pen.
Pamenckoii I'. B., Opmabaeoii C. K.-M: [ MI'MVY; - lIemmkent: FOKT'®A, 2015. - 248 ¢.

9. OppabaeBa C.K. Amnanu3 1nekapcTBEHHBIX  IPENaparoB, - MPOM3BOIHBIX
apoOMaTHYECKUX coequHeHn: yaeOHoe nocooue.-llIpMkeHT: «Qnemy, 2015.-249 c.

10. -Pamenckas [.B. @apmainieBTuueckas xumus: ~ydeOHuk.-M.: BMHOM.
Jlaboparopust 3nanuit, 2015.-467 c.
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11. PykoBoJIcTBO K J1Ta0OPAaTOPHBIM 3aHATHIM 110 (HhapMalleBTHUYECKOW XUMHUH MO
penakuu-ei I'.B. Pamenckoii.-M.: [Tunot, 2016.-352 ¢,

12. ®apmakones EADC. —Mocksa, 2021.- 566 c.

13. Xamaymmun, ®. A. HWHpakpacHas cCrHeKTpockomusi B (papMaleBTHICCKOM
aHanmuse; yueonoe mocodue / - M.: TDOTAP-Menua, 2017. - 160 ¢

14. MaxoBa E.I'. «lloiyyennue u cranaapTu3alus OIPOU3BOIHBIX TIULUPPU3NHOBOM
KHCJIO-THI C TyOepKyaocTaTudeckoil akTuBHOCTION, 1lbiMkenT, FOKI'®A,20.06.2013

15.  HammpoBa ~C.H. «®apMaleBTHUCCKUI =~ aHAIU3  JICKAPCTBEHHBIX - (POpM
Metponunazonay, Lsmvkent, FOKI'®A,17.06.2015

16. CaObipxan A.A. «Pa3paboTka cnenudukanuii KadecTBa M CTaHIApTHIAIMSI
MIALPPU-3UHOBON KUCIIOThDY, [IbiMKkeHT, FOKMA, 18.06.2020

17. AmuxomkaeBa b. b. Anamurnyeckas xumus -  ydeOnoe mocobme / b. b.
AnnxomkaeBa, P. A. PyctambekoBa. - Anmmarsl : DCIIH, 2023. - 220c

Ha Ka3aXCKOM SI3bIKE:

1. ApsictanoBa T.A. ®apmaneBTukaiblk xumust: Okynbik. Tom 1. (2-mi GaceuibiM).
«Sky Systems», 2021. -604 c.

2. ApricranoBa T.A. ®apmaneBTukanbik XxuMust: OKynbIK. Tom 11 (2-1mi Gaceuibm).
«Sky Systems», 2021. -544 c.

3. ApsictanoBa T.O. dapmaneBTUKAIBIK XUMUS: OKyJBIK. T.l-AJIMaThl: «OBEpoO»,
2015.-592 6.

4. ApsictanoBa T.O. dapmaneBTUKaIbIK XUMUs: OKYyJIbIK. T.2-AJIMaThl: «OBEpO»,
2015.-6026.

5. Kazakcran PecnybaukachiHblH MewmiekeTTik (apmakomnesichl.-Anmatel: <« Kibek
k0w, 2008.-1 T.-5920.

6. Kazakcran PecnyOnukackiHbiH MemiiekeTTiK (apmaxomnesichl.-AsMathl: «Kidek
oy, 2009.-2 T.-8040.

7. Kazakcran PecnyOnukacslHbIH MemirekeTTiK (apmakonesichl.-Aamarhl: <«OKioex
*kombl», 2014.-3 T.-7090.

8. Opnabaesa C.K., Kapakynosa A.ILl. dapManeBTHUKaAbIK XUMHS: apOMATTHIK
KOCBUTBI-CTap.-OKyIbIK, Fhul.keHec 6ekiT. (mpot Nell, 27.04.2016).-302 6.

9. Kpacnos, E. A. ®apmanusuiblK XUMUS CypaKTap MeH jKayamnrap TYpPIHIE @ OKY
Kypanbl = @apMmaleBTHUYECKas XHMUsS B BOMpOcax W OTBeTax: yyeOHoe mocobue. - M.:
I'D0TAP-Menua, 2016. - 704 ¢

10. Opnabaea C.K.  I'mauuppus3uH ' KbIIKBUIBL | TYHABUIAPBIHBIH ~ JOPLTIK
penapaTTapbIHbIH - O1pbIHFAMIAHFaH CalachiH  0aKplIdy OMICTEMENCPIH jKacay: FHUIBIMHU-
onicremenik Hyckay.-lIpiMkeHT: «Oaem».- 2013.-92 c.

11. Kapakynosa A.Il.  «[ MHIUPPU3UH KBIIIKBUIB TYBIHABUIAPBIH TAJIAY  KOHE
CTaHJapT-Taya (U3UKA-XUMISUIBIK 9MICTepAl KeumeH i Koiaaany», [Hemvkent, FOKI'DA,
20.06.2013.

12. Noypentekos K. H. Aranutukansik xumus : oKy Kypaisl / K. H. Jloypenoekos, JI.
A. JlunpmabexoBa, XK. K. PeiceimOeToBa. - Anvarsr: DCIIN, 2023. - 268 6eT. ¢

JIOTIOTHUTENBHO:

1. ~ApeicranoBa T.A., ApsictanoB. JK.M. VHHOBallMOHHBIE TEXHOJIOTUU & B
dapmaneBTUYS-CKOM 00pa30BaHUM: OOYICHHUE I KOHTPOJIb. Y 4€0HO-METOAUYECKOE TTOCOOHE.
— [emmMkent, 2012.- 175¢.
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2. Kpacnos, E. A. ®dapmaneBrrueckass XMMHUs B BOMPOCax M OTBETaX: ydeOHOE
nocobue. - M.: "Jlutreppa", 2016. - 352 ¢.

3. OpnpabaeBa ~ C.K., HamupoBa - C.H.  VYHudunupoBaHHBIC ~ METOIUKH
Xpomarorpauycekoro - aHajgmn3a  JIEKApCTBEHHBIX  (GopM  METpOHMIA30ja:  HAyYHO-
MeToandeckue pekomeHaanuu. -LIsimkeHT: «Qnem», 2015, — 84 ¢.

4. TypcybekoBa, b. U. beiiopranukanblK IopUTIK 3aTTapAbl TAIAAY: OKY KYPaJbL.-
Anmartser: «9Bepo», 2016. - 120 Ger. C

5. KoHTposbe KadecTBa M CTaHAAPTU3ALMUS JIEKAPCTBEHHBIX CPEICTB IOJ peAaKLIuen
I'.B. Pamenckoit u C.K. OpnabaeBoii.-Y4ueOHO-METOAMUECCKOE TTOCOOME Ha aHTIMHCKOM
s3bIKe.-Y TB. Yu. coBeToM (mpoT Ne 11 ot 29.03.2018). -336¢

6. Oppabaesa C.K. ®dapmaneBruueckas XUMHSL. -ApOMATHUYECKHE COEIUHEHUS.-
yaeOHOe T10-cobue Ha aHrauickoM s3bike.-YTB.Yu coBerom (Tipot Nel4 ot 27.06.2018).-
320c.

7. Hanmnmaa A.Sl.  «Pa3paboTka METONMK CTaHIAPTU3ALUH - JIEKAPCTBEHHBIX
[IpenapaToB MAKIIOPbI opaHxkeBoit», LlsiMkent, FOKI'®A, 20.06.2017

8. KapabaeBa A.H. «AHanu3 HOBOro OHOJOFMYECKH AKTUBHOI'O MPOU3BOAHOIO
nmugazonay, lleimkent, FOKI'®A, 20.06.2017

9. AtsipxanoBa  K.K. ' «/lopinmik  mpenaparrapnbiH - OipblHFaiTaHFaH — Tajiay.
onicteMenepiH xacayy, Hlemmkent, OKMA, 19.06.2018

10. bumaiidex P.H. «Kana OuONOTHsUIBIK OCICEH/I IypHH TYBIHIBICHIH Tajuay»,
HIemvkent, KOKMA, 21.06.2019

11. Tneyka0sut /1. «XKana gopuiik cyocTaHius periae 2,4,5-ymopoMIUMUAa301IbI
3eprrey», LsiMkenT, FOKMA, 19.06.2021

12. English for the pharmaceutical industry: textbook / M. Bucheler [and etc.]. - New
York: Oxford University Press, 2014. - 96 p. +a1. onT. auck (CD-ROM).

13. Cairns, D. Essentials of pharmaceutical chemistry: textbook /'D. Cairns. - 4th ed.
- Lon-don: [s. n.], 2013. - 308 p

14. Georgiyants V.A., Bezugly P.O., Burian G.O., Abu Sharkh A.l., Taran K.A.
Pharmaceuti-cal chemistry. Lectures for Endlish-speaking students:Ph24 the study guide for
students of higher schools — Kharkiv: NUPh; Original, 2013. — 527 p.

15. Method validation in pharmaceutical analisis: a guide to best practice / editors dr.
Joachim Ermer. - 2nd ed. - Germany: Wiley-VCH, 2015. - 418 p.

16. Watson, David G. Pharmaceutical analysis: a textboor for pharmacy students and
pharma-ceutical chemists/ David G. Watson. - 4th ed. - Philadelphia: Elsevier; 2017. - 459 p.

KoHTposibHbIe BONPOCHI

- HIACHTU(PUKALINS;

- COJIep)KaHNe dTaHOJIa U OTHOCUTENbHAS INTIOTHOCTD;

- CyXOH OCTaTOK;

- TSDKEJIbIE METaILbI;

- 00beM COJIEP’)KUMOTO KOHTEHHEpa;

- KOJINYECTBEHHOE OTIpeieTIeHHUE.

Jlexuus 8
Konnenmus Hamnexammx ¢dapmaneBtuueckux  mpaktnk (GXP) uw ux pois B
o0ecreyeHn! KauecTBa Ha Beex dTanax xu3HeHHoro mnukia JIC. HopmatusHo-1ipaBoBas 0a3a
obecneuenus kadectBa JIC B Kazaxcrane u Eppomneiickom Coroze. Perucrpauust JIC 1o
enuubiM npasuiam EADC
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Leab: chopmupoBath 'y cryAaeHTOB 3HaHMS o  Kouuenuuu Hauiexammux
dapmaneBtuueckux npakTuk (GXP) u ux pojib B 00ECIICUeHNH KadyecTBa HA BCEX AdTamax
)ku3HeHHoro - uukna - JIC. HopmatuBHO-TIpaBoBasi 06a3a obOecrneveHus kadectBa JIC B
Kazaxcrane u EBponeiickom. Peruerpauust JIC nio equnsiM npaswiam EASC.

Te3ucol JJeKuUU

an:

- Cucrema GxP (Good ... Practice, Hapnexamas ... mpakTHKa);

- IIpaBuna GLP (Good Laboratory Practice, Hannexaias taGopaTtopHasi IpakTHKA),

- GCP (Good Clinical Practice, Hapiexainast KIIMHUYECKast IIPAKTUKA);

- GMP (Good Manufacturing Practice, Hagnexaiasi npou3BoCTBEHHAs MIPAKTUKA) -
MEKIyHapOAHbIN CTaHIAPT;

- BbIrosibl OT BHEAPEHHSI U CEPTUDHKAIIHAN.

- Peructpanus nexapCcTBEHHBIX CPEIICTB IO €MHBIM IIPAaBHIIAM

- 3aKIIIOYCHHE AUCTPUOBIOTOPCKHUX JIOTOBOPOB B HOBBIX PEATHSIX

- IlpaBuiia KOHKYpeHIIMH Ha OOIEM PBIHKE JICKAPCTBCHHBIX CPE/ICTB

GxP (Good. ... Practice, Hamrexamas ... mpakTuka) - NpU3HAHHAS BO BCEM MHpE
cucrema obecredeHus KauecTBa JIeKapcTBEHHBIX cpelcTB. Cuctema GxXP oxBaTbiBaeT Bce
ATamNbl KU3HEHHOTO LHKJIA JEKAPCTBEHHOTO CPEICTBA, OT (hapMaleBTHUECKON pa3padoTKHy,
UCTIBITAHUH, W3TOTOBJICHHS, XPaHEHUS [0 MCIOJIb30BAHUS KOHEUHBIM IOTpeduTeneM, a
UMEHHO:

» JloknuHuYeckue  (J1abopaTOpHBIE)  HCCIENOBaHMsA,  KOTOpbIE. PErYIUPYIOTCS
npasmwiamMu GLP (Good Laboratory Practice, Hannexaras 1abopaTtopHasi paKTHKa);
* . Knunuueckue uctsiTaHus, kotopsle perynupyrorces npasunaamu GCP (Good Clinical

Practice, Haanexamas kInHU4ecKast MpakTUKa);

» ~ HpouzsonacrBo, kotopoe perynupyercs npasuitamu GMP  (Good Manufacturing

Practice, Hamnesxamias npon3BoACTBEHHAs IPAKTHKA);

* XpaHenue, koropoe perymupyercs mnpaBuiamu GSP (Good  Service Practice,

Hamexaias npaktuka oOCTyKUBaHUSI, XpaHEHUS);

* OnToBas TOproBis, koropas perynupyercs npasuwiamu GDP (Good Distribution

Practice, Hannesxanias npakTvka ONTOBOM MPOJAXKK);

» Posnuunas Toprosisi, Koropas peryiaupyercs npasuiaMu GPP (Good Participatory

Practice, Hannexxamas nmpakTrka poO3HUYHOM MPOTAXKHU).

GLP. Hannexamasi iabopaTropHasi NPaKTHKa

GLP  (Good Laboratory Practice, Hannexamasi nadoparopHasi [IpakTHKa) — cHCTEMa
Ka4yecTBa, OXBATHIBAIOLIAS  OPTaHU3AIMOHHBINA ~ TIPOIECC W  YCIOBHSA, IpPHA KOTOPBIX
BBINOJIHSIOTCS  HEKIIMHUYECKHE - UCCIICA0BAHMs JIEKAPCTBEHHBIX CPEJCTB, - CBSI3aHHBIE - CO
3I0POBBEM U OKOJIOTHUYECKOH OE30IaCHOCTBIO.

[Ipasuna GLP Briiouaior B ceds:

e . TpeOOBaHUS K OpraHU3alNU HCIBITAHUI;

e TpeOOBaHMS K IMYHOMY COCTaBY HCCIIEA0BATEICH;

e TpeOOBaHUS K IMOMEIICHHUAM, B KOTOPBIX IPOBOJITCSA HMCHOBITAHUS M - COACPIKATCS

’KHBOTHBIE;
e TpeOOBAaHUS K KaUEeCTBY )KMBOTHBIX, K YCIOBUSAM MX COACPKaHUS U KOPMIICHHUS;
e TpeOOBaHUS K JIAOOPATOPHOMY 0OOPYIOBAHUIO U K €0 KaJIMOpPOBKE;
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e TpeOOBaHUS K UCHBITYEMOMY H KOHTPOJIHLHOMY BEIIECTBY;
e TpeOOBaHUS K COCTABJICHHUIO U MPOBEACHUIO MOAPOOHON CTaHAApTHOM METOIUKH
AKCIIEPUMEHTANBLHBIX Pa0OT U K MOPSAIKY MPOBEACHUS UCTIBITAHUI;

e TpeOOBaHHUS K PErUCTPALUH JAHHBIX U 0()OPMIICHHUIO OTUETA;

e TpeboBaHUS K CITYKOE KOHTPOJIS 32 KAYECTBOM UCTIBITAHUI;

e cTaHJapTHbIE METOJIMUKH SKCIIEPUMEHTAIBHBIX Pa0OT.
Hanuonaneueim  aHamorom GLP B P® - saBmgercs  crangapt  ['OCT 33044-2014
MeXrocynapCcTBeHHBIHN - cTaHmapT  «[IpuHIUIEL  HaJIekKalleld J1abopaTOPHOM - TIPAKTUKUY,
TEKCT KoToporo uaeHtudeH GLP.,

GCP. Hapnexamas KIMHAYECKAs MPAKTHKA

GCP ' (Good Clinical Practice, Hamnmexamas - KIWHHYECKas MPAKTHKA) -
MEXIYHAPOAHBIM AITHUECKHNW M~ HAay4HBII . CTaHIAPT IUIAHUPOBAHMUS U TPOBEACHUS
MCCIICTIOBAaHMMA C y4JaCTHEM YEJIOBEKa B KAaueCTBE CYOBEKTa, a TAKXKE JOKYMCHTAIBHOTO
0o(pOpMIICHHS W TIPEICTABICHUS PE3YIbTATOB TAKUX MCCIICIOBAHUMN.

[IpaBmwiia GCP mpusBaHbl 00eCneYNTh JOCTOBEPHOCTH PE3YJIHTATOB KIIMHUYECKUX
UCHBITAaHUH, a Takxke OE30MaCHOCTh W OXpaHy IpaB U 3[0POBbs JOIEH, MPUHUMAIOIIUX
yJacTHe B JIAHHBIX UCIIBITAHUSIX B KAYECTBE CYOBEKTOB.

Hanmonansueim - anaiorom GCP B P® sBnsercs crangapt ['OCT P 52379-2005
«Hamnexanias KTHHAYECKAs MIPAKTHKAY, TEKCT KoToporo naeHrudeH GCP.

GMP. Hapgiexkamas npou3BoACTBEHHAs MPAKTHKA

GMP (Good Manufacturing Practice, Haanexariasi Ipon3BoACTBEHHAs! MPaKTHKa) -
MEXIYHAPOJHBIM CTaHIApT, KOTOPBIM - yCTAaHABIMBACT - TPEOOBAaHUS K MPOU3BOJICTBY U
KOHTPOJIIO . KauecTBa JIEKApCTBEHHbIX CPEACTB  JIsi YENOBEKAa M KUBOTHBIX, & TaKKe
criennajabHble TPeOOBAaHUSI K TPOMU3BOJCTBY AKTHBHBIX (hapMalleBTHYECKUX CYOCTAaHIMHA U
OTJIeNIBHBIX BUJIOB JIeKapCTBEHHBIX cpeAcTB. Cranaapt GMP perymupyer n oleHHBaeT
napameTpbl IPOU3BOJICTBA U JTA00OPATOPHON MPOBEPKH.

Harnmonaneubiv ananorom GMP B P® sBusercs cranmapr ['OCT P.52249-2009
«[IpaBusa MpoM3BOACTBA M KOHTPOJISL KA4eCTBa JIEKAPCTBEHHBIX CPEICTBY», TEKCT KOTOPOTO
uneHrnueH GMP.

Buiroan! or BHegpeHus M cepTuGUKALHU

e TOBBIIICHUE KauecTBa M  JIOKA3aTEIbHOCTH = JOKIMHUYECKUX U  KIMHHYECKUX
WCCJICIOBAHMM MPHU pa3pabOTKe HOBBIX aKTUBHBIX (apMAaIleBTUYCCKUX CYOCTaHIIUU
(ADC) u nekapctBeHHBIX cpencts (JIC);

e obecrieueHue KauecTBa, 0€30macCHOCTH U 3((HEKTUBHOCTH JIEKAPCTBEHHBIX CPENICTB
(JIC) u aktuBHBIX papmaneBTHUYecKnx cyocTanimii (ADC) npu ux Mpon3BOJICTBE;

® [OBBIIIEHUE ~ UMHJKA  OpraHU3alUH, -~ JIEMOHCTPUPYIOIIEH . MPUBEPKEHHOCTH
TpeOOBaHUSAM MEXKIYHAPOIHBIX CTaHAAPTOB, . JYYIIAM HPAKTUKaM M KauyeCTBY
MPOIYKIIH, & TAKXKe COOJIOICHHE TPUMEHUMBIX 3aKOHOAATEIBHBIX U PETYITHPYIOTITIX
TpeOoBaHuUM;

e olecricueHHEe HKOHOMHYECKOW  YCTOWYMBOCTH OpPTaHU3AIMHU  HA ' CYNIECTBYIOIIEM
PBIHKE TIPOM3BOIUTENIEH MEAUIIMHCKUX U3JEIUH U BO3MOYKHOCTh BbIXOJla Ha HOBEIC
PBIHKH COBITA;
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® TOBBIIIEHUE KOMMEPYECKOW IEHHOCTH MPOIYKUUU C TOYKU 3PEHUsS - OOJIbIIECTO
JIOBEpUs CO CTOPOHBI HOTPEOUTENEH U KaK CIIEACTBHE YBEIUYECHHE 00bEMa MIPOIAK;

® CHOCOOCTBYET YCHEIIHOMY YYaCTHIO B TeHAEpPaX, KOHKYpPCaX Ha MOCTaBKY MPOAYKITUI
OpraHu3alnu;

® UETKOE ~ BbICTpauBaHHWE  OHM3HEC-NPOILIECCOB ~ OpraHu3anud,  3(pQPexTuBHOE
pacipenesneHne BHyTPEHHUX PECYPCOB, OTBETCTBEHHOCTH U TIOJJHOMOYMH IIEpCOHAJIa
B PaMKaX CYLIECTBYIOIIECH CUCTEMbI MEHEKMEHTA;

® BO3MOXHOCTb JKCIIOPTAa MHOTHUX BUJOB JIEKAPCTBEHHBIX CpelncTB B cTpanbl EADC u
EBpocoro3a.

B Kazaxcrane c 1 suBaps 2016 roxa QpyHKIHOHUpPYET OOLIMI PHIHOK JIEKAPCTBEHHBIX
CpEeACTB, COOTBETCTBYIOLIMX CTaHAapTaM HaJUIeKaluX (papmaleBTudeckux npaktuk (GMP),
yTo - ompenencHo JloroBopom o  EBpasmiickoM 3KOHOMHYECKOM COIO3€, KOTOPBIA ObLI
noanucan ['maBamu rocynapcts B Mae 2014 roaa.

K sTomy nepuony A0KHBI OBITH CO3AAaHBI €OUHBIC YCIOBHS U €IMHBIC TPEeOOBaHMS
oOpallieHus1 JIeKapeTBEHHBIX cpeacTB Ha Tepputopun EADC, nyrem pa3paOOTKU U IPUHSITUS
HOPMATUBHBIX IIPABOBBIX aKTOB, B T. 4. [IpaBwil Hagrexanux GapMalneBTHUECKUX MPaKTUK,
TapMOHU3MPOBAHHBIX C EBPONEHCKUMU TPEOOBaHHUSIMH.

C mowmenTa pacnaga CCCP Hagancst mepHoj CaMOCTOSTENBHOIO Pa3BUTHS ObIBILINX
COIO3HBIX pecnyOJiMK. BmecTe ¢ TeM, COBpEMEHHbIE TEHACHLMU B MEXKIYHAPOIHBIX
OTHOWICHHSIX M B3aMMO3aBUCHUMOCTb MOCTCOBETCKUX IKOHOMMK, OBIBIIMX MPEXJE HacCTbIO
€AMHOIO U LEHTPAIU30BAHHOTO HApOJHOXO3SMMCTBEHHOIO KOMILIEKCa, TPeOOBAIM MOMCKA
MyTel JaJbHEHNIEr0 COTPYAHMUYECTBA W HMHTErPALlUU 110 PACIIUPEHHUIO 3KOHOMHYECKOIO
COTPYJIHUYECTBA.

Ceppe3Hble  MHTETPALMOHHBIC ' MPOLECCHl IO PACIIUPEHUIO ~ HKOHOMUYECKOTO
COTPYIHHYECTBA  Hayajly  OCYWECTBIAThCS ¢ 2009 ~ roma, ~korga . ObLIO
HOJIHCAHO COIIAlIEHUE 10 CO3/1aHHUIO Ha
teppuropun benopycenn, Kazaxcrana u Pocenn €AMHOrO TaMOMKEHHOTO MPOCTPAHCTBA.
JorosopenHocty 0 co3nanuu TaM0KEHHOIo cor3a BCTyNnuiau B cuily B vrosie 2010 roza, a B
Jekabpe Toro ke rojga Ha cammute EBpA3DC ObUI0 JOCTUTHYTO COLJIAMICHUE O CO3JIaHHUH
EBpazuiickoro skoHoMuueckoro-coro3a (naiee - «KEAIC» niu «Cor3») Ha 6a3ze EnuHoro
SKOHOMUYECKOTr0o mnpocTpancTBa bemnopyccun, Kazaxcrana u Poccuun. Croycts mapy Jier
BBIIIICYKA3aHHOE COTJIalleHte ObUTO Pean30BaHO M TPEXCTOPOHHNI JoroBop 0 EBpasuiickom
HKOHOMHUYECKOM COro3e ObuT moanucan 29 mas 2014 roga Ha cammute B ActaHe (manee -
«loroBop»). Jloroop Bcrymwi B cuity. 1 ssHBaps 2015 roxa.

OmuuM U3 MEpBBIX OOMMX  PHIHKOB B  pamkax (Coro3a  CTaHET OOWINI  PHIHOK
JIEKapCTBEHHBIX CPENICTB, KOTOPBIN NOJDKEH 3apaborath yxke ¢ 1 sHBaps 2016 roga. Crarbs
30 HoroBopa TOBOPHUT O TOM, YTO TOCYAAPCTBA-YIEHBI CcO3Mat0T B pamkax Coroza oO0mmii
PBIHOK = JIEKAPCTBEHHBIX - CPEACTB, ~ COOTBETCTBYIOIIMM - CTaHAApTaM  HaJleXallnx
(dapMalleBTUYECKUX TMPAKTUK M OCHOBAHHBIN HA €AMHBIX TpuHIunax. [IpuHuMas BO
BHUMaHME, YTO JAHHbBIM PBHIHOK JIOJDKEH HadaTh (PYHKUHOHMPOBATH B caMoOe Oimkaiimiee
BpeMsi, OJTHUM U3 MEPBBIX MOAMMCAHHBIX COrNIAIICHU B pamKax JloroBopa COOTBETCTBEHHO
6buto Coraienue o €IUHBIX TPUHIUNAX U IPaBUIIaX OOPAICHUS JeKapCTBEHHBIX CPEICTB
B pamkax EBpa3zuiickoro 3KOHOMHYECKOTO  coro3a or 23 nekabps 2014 roma (mamee -
«Cornamenuey). Cornamenue ObL10 patuduIupoBaHO B COOTBETCTBUE
¢ 3akonom Pecny6nuku Kazaxceran ot 12 oktsiops 2015 rona.
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Cornamenye yCTaHaBIMBACT €IMHbIE IPUHLIUIIBL M TPABUIIA OOpALICHUS JIEKAPCTBEHHBIX
CPEACTB B PaMKax c03/1aBaeMOoro o0mero ppiika. O1HaKO Kak 3TO BCE OyJIeT OCYIECTBAATHCS
HAa IpaKTHKE, BBI3BIBAGT MHOTO BOIPOCOB. - bonee  Toro,  yuurbiBas, 4YTr0 MHOTHE
¢dapmanieBTHUeCKHE KOMIAHMKA paboTalOT HA * TEPPUTOPHU TOCYIAPCTB-UICHOB YeEpes3
JTUCTPUOBIOTOPOB, B 9TOM CEKTOPES TAKXKE MOTYT BO3HHUKATh BOIIPOCHI, B YACTHOCTH CBSI3aHHbIE
C KOOpAMHANYEH Y9KOHOMHUYECKON JEATEIBHOCTH XO3SMCTBYIOLNX CYOBEKTOB.

OTnenbHO  XOTeNoCch . Obl  OTMETHUTh, YTO B ¢BA3M .C BcrymiuenueM Kaszaxcrana B
BTOM Kasaxcran npuHsn Ha cebs 00A3aTEIbCTBA, COIIACHO KOTOPHIM ' IPH  BBO3E
OIPENIeIEHHBIX ~TOBApOB (MHOpsiAka 1/3  TOBapHBIX MO3ULMMH, BKIIOYAs  JICKAPCTBEHHBIC
cpeactBa) Ha Tepputopuio Kaszaxcrana jmsi oOpamieHus Ha BHYTPEHHEM pBIHKE OYyayT
OpUMEHATbCs - 0ojiee  HU3KME TaMOXCHHbIE ~Tapu(dbl 1O CpaBHEHMIO. ¢ Tapudamy,
yeraHoBieHHbIMI B~ pamkax EAOC. Ilnanupyercs, 4ro uisl yperyiupoBaHUS JaHHOTO
BOIIpoca OyayT BBEAEHBI COOTBETCTBYIOUIME aJIMUHUCTPATUBHBIC MEXaHU3MbI, KOTOpbIE
[IO03BOJIAT NPUMEHATH TaMOkeHHbIe Tapudsl EADC npu niepeMelieHun JaHHbIX TOBapOB Ha
TEePPUTOPHUIO APYrUX rocyaapcts - uieHoB EADC (¢ tepputopun Kazaxcrana).

Hacrosimiast ctaTesi paccMaTpuBaeT BONPOCH! JAOCTYyNA U peaU3aliy JIEKAPCTBEHHBIX
CPEACTB B YCIOBUAX (DYHKIIMOHMPOBAHUSA OOLIETO PhIHKA JIEKAPCTBEHHBIX cpeAcTB Coro3a, a
TaKke 00IIMe KOHKYPEHTHBIE MTPaBUJIa, KOTOPbIE OYAET HEOOX0AMMO COOJIIOAATh CYOBEKTOM
¢apMarieBTUIECKOro phIHKa.

HocTynm Ha 001U PBIHOK JIEKAPCTBEHHBIX cpeacTB B pamkax Coro3a
Pecynuposanue obwezo pouinka iekapcmeenHvlx cpeocme

Kak Obuto oTMeueHo Bellie, ¢ Hauana 2016 roma perynupoBaHHe OOLIETO pBIHKA
JIEKApCTBEHHBIX CpeAcTB B pamkax ~Coro3a OyJAeT OCYIIECTIBISATHCA B COOTBETCTBUE
¢ JlorosopoM u Cornamenuem. B nensix peannszanuu CornameHns, B KOTOPOM 3aJI0KEHBI
OCHOBHBIC - [TpaBUjIa ~00palleHNs JIeKapCTBEHHBIX CpeAcTB B pamkax (Coro3a, Takxke
NpeIoyaracTcs NPUHIATHE PsAfa akToB EBpasuilcKol 3KOHOMHYECKON KOMHCCHEH, «UTO
NpUBEIET K CYIIECTBEHHOH TrapMOHM3AllMU = CUCTEM pPEryJMpOBaHUs JIEKApCTBEHHBIX
CpelacTB». B YacTHOCTH, MpEeAyCMOTPEHO HPHUHATUE €IMHBIX NPaBUI PEruCTpalul u
SKCHEPTU3bI JIEKAPCTBEHHBIX CPEACTB, €AUHBIX TPEOOBAHUH K MapKUPOBKE JIEKAPCTBEHHbIX
CPEJICTB M K HHCTPYKLUU [0 MEAUIIMHCKOMY TIPUMEHEHUIO JIEKaPCTBEHHBIX CPEACTB, a TAKKE
Jpyrux JOKyMeHTOB. - [locpencTBOM MpUHATHSA ~ MOAOOHBIX  JOKYMEHTOB  OyIeT
o0ecreynBaTbCs €IUHCTBO 00s3aTEIbHBIX  TpeOOBaHUI K ~0€30HaCHOCTH M KayecTBY
JICKapCTBEHHBIX CpencTB Ha TeppuTopru Coro3a.

C ToukH 3peHMSI IPAKTUYECKOHN peain3anuy nonoxxeHui Corjamnenus, BaKHO OTMETUTD,
yto CornameHueMm TpeayCMOTpeH MepexOmHbIid mnepuon - o 31 aexadbps 2025 roxa, B
TE4YEeHUE KOTOPOTro JIEKAPCTBEHHBIE CPEJICTBA, KOTOPBIE OBLIM 3apErUCTPUPOBAHEI 10 1 sTHBaps
2016 Toma Ha TeppuTOpUHM TOCymapcTB - uieHOB (Coro3a, MOJDKHBI OBITH TIPUBEIICHBI B
COOTBeTCTBUE ¢ TpeOoBanusMu = 1 . mpaBwiamu ~ Coro3za. Kpome - Toro,  Coriamienue
MpeyCMaTPUBAET,  YTO - 10 ~ UCTEUEHHUS PErucCTPAllMOHHBIX YAOCTOBEPEHUHN TaKue
JIEKapCTBEHHBIE CPEACTBA MOI'YT PEAJIN30BBIBATHCS HA TEPPUTOPUM TEX TOCYJAPCTB - WICHOB
Coro3a, rne OblTU BBIIAHBI COOTBETCTBYIOIINE PETUCTPALMOHHBIE YAOCTOBEpeHus. B arToii
CBSI3U, MPEICTABISAETCS, YTO ¢ Ha4aJIoM (YHKLIMOHUPOBAHUS OOILETrO phIHKA JIEKAPCTBEHHBIX
cpenctB Coro3a HallMOHAJIBHBIE PHIHKU JIEKAPCTBEHHBIX CPEACTB IOCYAapCTB - uieHoB Coro3a
MPOJOKAT (PYHKIMOHHPOBAHHE IO HCTEYEHHUS [IEPEXOAHOIO Ieproa.
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Takum 00pa3oM, HECMOTps Ha MPAKTUYECKYH = CIO0KHOCTb peaau3aluy 3aj1ad
IIOCTaBJIEHHBIX B pamkax [loroBopa, mpeamnosaraercs, 4ro ¢ Hadana 2016 roga peannzauus
JEKapCTBEHHBIX CPEACTB Ha TEPPUTOPUU TOCyAapCTB - wieHOB Coro3a OyleT NpoUuCXOANTh
CJIEAYIOIIUM 00pa3oMm:

1) Peanuzayus jexapCmeeHHblx cpeocme Ha. 00wem polHKe 1eKaApCMEeHHbIX CPeOCmE
Coroza

JlekapCTBEHHbIE CpPEACTBA, 3aperUCTPUPOBAHHBIE B. COOTBETCTBHUE - C IPOLETYpOH,
ycTaHoBieHHOM EBpasuiickoil akoHoMHueckoil koMuccuei (gaiee - «EJK»), u BHeCeHHBIE B
€/IMHBIN peecTp 3aperucTpUPOBAHHBIX JIeKapcTBeHHBIX cpencTB Coroza (nanee - «ExmHbIi
peecTp»), MOT'YT PEaJu30BbIBATHCS CBOOOJHO Ha TEPPUTOPUHM BCEX I'OCYNApCTB - YJICHOB
Coro3a.

2) Peanuzayus nexapcmeenHuix cpedcns Ha HAYUOHATLHBIX PbIHKAX 20CYOapCme - HIeHO8
Corwsa

Cornanienue He IpeaycMaTpuBaeT aBTOMAaTHYECKOTO BKIIOUEHHs B EnuHbI peectp
JIeKapCTBEHHBIX CPE/CTB, 3apErUCTPUPOBAHHBIX HA TEPPUTOPUN TOCYAapCTB - wieHoB Coro3a
101 suBaps 2016 rona. [TosromMy Takue JeKapCTBEHHBIE CPEACTBA MOTYT PEeaIU30BbIBATHCS
JMLIb HA COOTBETCTBYIOIMX HAIMOHAIBHBIX PBIHKAX JIEKapCTBEHHBIX CPEJCTB, BIUIOTH 0
HCTEUEHUS IEPEXOAHOTO NEPHOa.

BMmecTte ¢ TeM, OTKPBITBIM OCTAETCsl BOIIPOC O TEX JIEKAPCTBEHHBIX CPEJCTBAX, KOTOpPhIE
Hukorna pasnee (T.e. o 1 sHBaps 2016 roxa) He ObUIM 3apErUCTPUPOBAHBL HA TEPPUTOPUN
Kakoro-nmmoo rocynapcersa - uiaeHa Coro3a. CorjiameHue 4eTKO He YKa3bIBaeT, UTO TaKue
JIEKapCTBEHHBIC CPEICTBA JTOJDKHBI OYIYyT MPOXOAUTH PETHUCTPAIHIO M0 eINHBIM TIpaBUJIaM
Coroza. B to xe BpeMs1, Kak 0TMe4asoch Bhlie, CornauieHue mpeaycMaTpuBaeT mepexo bl
NepuoJl, B TEYCHHWE KOTOPOTO HApSTy C OOMIMM PBIHKOM MPOAOIDKAT (PYHKIIMOHHPOBATH
HallMOHAJIbHbIE PBIHKU JIEKAPCTBEHHBIX cpeIcTB. CyIlecTBYeT MHEHUE O TOM, UTO C | sHBaps
2016 ronma moaOOHBIE «HOBBIE JIEKapcTBa» JOKHBI OYyIyT MNPOXOAWUTh PETUCTpalvio B
COOTBETCTBHUE C €AMHBIMHU MpaBuiiaMu. OJHaKO Kak OyZeT pelleH BOIpocC Ha MpaKTHKeE, MOKa
OCTaEeTCs HE SICHBIM.

3a  paMKaMu. ~OOILIEro peryjaMpoOBaHUS OCTAKOTCS, =~ CPEAM - MPOYEro, . BONPOCHI
JULEH3UPOBAaHUA CYOBEKTOB (papMalleBTUYECKON /EATEIbHOCTH, PEKIaMbl JIEKAPCTBEHHBIX
CPE/CTB, a TaKXKe JACATEIBHOCTH anTeK. YKa3aHHbIe BOOPOCHI, a TakKe WHBIE BOMPOCHI, HE
yperynupoBaHHble CorlialeHueM, OyayT HOAUYHHATHCS HAHUOHAIBHOMY PETYIMPOBAHUIO B
COOTBETCTBUE C 3aKOHOAATENBLCTBOM KaKJ10I'0- OTAEIBHOIO rocyapcrsa - ujaeHa Corosa.

Pezucmpauu;z JeKapcmeennovlx cpedcme no eouHbviM npaesujiam

CornanieHue He npeaycMaTpUBaeT CO3AaHUS KaKoro-1u0o HaJHALMOHAILHOTO OpraHa,
KOTOPBIH ObI OCYIIECTBIIST PETUCTPALIUIO JIEKAPCTBEHHBIX CPECTB, MPEAHAZHAYCHHBIX IS
oOpailieHusi Ha OOLIEM pBIHKE JIEKAapCTBEHHBIX CcpeAcTB. [Ipearnonaraerces, 4yTo 3asBUTEIH
CMOKET 00paTUThCs 3a PETUCTpAllE JTEKApPCTBEHHBIX CPEICTB HA TEPPUTOPUU OAHOTO M3
rocynapcTs - wieHoB Coro3a (T.€. pepepeHTHOE TOCYIaPCTRO).

Perucrparus - nekapCTBEHHBIX CPEACTB OYIET OCYIICCTBIATHCS B COOTBETICTBUE C
OpaBUJIaMU  PETUCTPAIlMH U  OKCIIEPTH3BI  JIGKAPCTBEHHBIX  CPEJCTB, YTBEPKIAeMBIMU
pemennem EDK.8 Ha macrosmmii MomeHT pa3paGotan mpoekt Ilpasun pezucmpayuu i
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KCNepmu3vl J1eKapCmeEeHHbIX Cpeocms sl Meouyuncko2o npumenenus (ganee - «Ilpoekt
IIpaBui perucTpanuy JeKapcTBEHHbIX CPEACTB») M 3aBEPILICHO €ro 00CYK/CHHE.

Kak cneayer n3 Ilpoexra [IpaBuin perucrpaiuu jekapcTBeHHbIX cpeacts (Paszmen I10),
perucTpanus JIEKapCTBEHHBIX CPEICTB OyIEeT OCYIIECTBIATHCA - IO - MOCIEI0BATEIbHOM
npoueaype (mpouexypa B3aUMHOTO - MPU3HAHUSA) WM OJHOBPEMEHHON  mpolenype
(meneHTpajgu3oBaHHas Mpoueaypa peructpanun). Huxe Mbl NPUBOIUM KpaTKuid 0030p
BBIIICYKA3aHHBIX MPOLEAYp PErucTpaliu JIeKapCTBEHHBIX CPEJICTB B COOTBETCTBHUE C
ITpoexrom IlpaBui, 1ocTyHBIM Ha 3JEKTPOHHOM IpaBoBoM roprajie EADC.

Ilpoyedypa - 63aumHo20- npusHanus TIPEANOTAraeT ~PETUCTPALMIO JIEKAPCTBEHHOIO
CpeJCTBA B JiBa dTana:

) HanMoHaNbHAS POLEAYPa PETUCTPALUU - pePEePEHTHOE TOCYIAPCTBO OCYIIECTBISCT
perucTpanyio s Hellel HaXOKACHUS JICKApCTBEHHOTO CPEICTBA HA PBIHKE JaHHOTO
rocymapcTBa;

2) mpoueaypa B3aUMHOTO IPA3HAHUSA - 10 JKEJIAHUIO 3asIBUTEINS JIEKAPCTBEHHOE CPEACTBO
MOJKET OBITh MPHU3HAHO B IPYI'HX TOCyaapcTBax - wieHax Coro3a (rocyaapcTBax MpU3HaHU).

Ha mepBoM 3Tame ymoJHOMOYEHHBINH OpraH pedepeHTHOro ToCydapcTBa  MPOBOIUT
SKCMEPTU3Y JIEKAPCTBEHHOI'O ~ CPEACTBA U B ~Cllydae [MOJIOKHUTEILHOTO PEHIeHHs - TI0
pe3yapTaTaM IKCIEPTU3BI BBIJACT 3agBUTEII0 PErHCTPAMOHHOE CBHACTENBCTBO, a TAKXKe
pa3MeniaeT CBeJeHMs O JiekapcTBEHHOM cpenicTBe B Exqunom peectpe.

Ha BTOpoM »stame, mocie perucrpanuu JEKapCTBEHHOIO  CPEACTBA ‘B peepeHTHOM
rocyfaapcTse (T.e. B ciiydyae, KOI/ia YK€ MMEETCsl perucTpanus B KakOM-JI100 rocyiaperse -
yieHne Coro3e), 3aBUTENb BIIPaBe 00paTUTHCS B YIIOJHOMOYEHHbIE OPraHbl MU IKCIIEPTHBIE
OpraHM3alMi  IpyruX TOCYZapCTB - wieHoB Coro3a C 3asBIEHHEM  Ha PErucTpaiuio
JICKapCTBEHHOTO  CpPEACTBA IO MPOHEeAype = B3aMMHOTO - TMPU3HAHUA. ~ OKCIepTU3a
JICKapCTBEHHBIX CPEJICTB B rOCYAApCTBAX MPU3HAHUS OCYIIECTBIISAECTCS MTyTeM PaCCMOTPEHHS
3asBICHUS M JOKYMEHTOB 3asiBUTEIISI, a TAK)KE DKCIIEPTHOTO OTYETA 10 OIIEHKE pehepeHTHOTO
rocynapcTa. B ciydae nmpusHaHMA ToCyAapCTBOM MPU3HAHUS HKCHEPTHOrO OTYeTa 110
OLIEHKE peepEeHTHOTO TOCYAaPCTBA H BBIHECEHUS TTOIOKUTEIBHOTO PEIICHUS O PETHCTPALAN
JIEKapCTBEHHOTO CPE/ACTBA, TOCYAApCTBO MPHU3HAHUS BBIIAET 3asSBUTEIIO PETUCTPAILIMOHHOE
CBUCTENBCTBO, Ha ~OCHOBAHWHU KOTOPOTO - JIEKAPCTBEHHOE CPEACTBO JIONMYyCKAaeTCs K
00palIeHnIo Ha TEPPUTOPUH COOTBETCTBYIOIIET0 FOCY1apCcTBA TIPU3HAHUS.

B ciayyae Henmpu3HaHUs SKCIEPTHOIO OTYETa IO OLIEHKE pe)epeHTHOro ToCyAapCcTBa,
JOKYMEHTBI IepelaroTcs B OKCIEpTHBIH KOMHUTET MO JIEKapCTBEHHBIM CpEACTBaM INpH
Komnernn - EDK' s yperyiupoBanus - pazHornacui. [lo pesynpraram  mpoueaypbl
YpPEeryJupoOBaHUsl  pa3HOIIACHH, ~ YHOJHOMOYEHHBIM OpraH  TOCYAapCTBa - IPHU3HAHUA
IPUHUMAET pEUICHHE O PErucTpalud Wik 00 OTKa3ze B PErucTpanuu JeKapCTBEHHOIO
CpEICTBa.

Takum 00pa3om, Mo pe3yjabTaTaM MPOLEAyphl B3AUMHOTO NMPU3HAHUS JIEKapCTBEHHOE
CPEACTBO MOXKET OBITh JOIYIIEHO K 0OpAaIeHUIO Ha TEPPUTOPUHU PePEPEHTHOTO TOCYAAPCTBRA,
a TakKe TeX TOoCYNapCTB MpPU3HAHUS, TAe ObUIO HPUHSTO  MOJIOKUTEIBHOE  PEIICHUE O
peructpaiuu (T.e. B pedepeHTHOM ToCyIapcTBE W B OFHOM WK -0ojee rocyaapcTBax
MIPU3HAHMS).

Heyenmpanuzoeannas npoyedypa pecucmpayuu TIPENNOJIaraet, 4YTro PperucTpanus
JIEKapCTBEHHOIO CPe/ICTBA Oy1eT OCYHIECTBIATHCA HECKOJIbKUMU rOCy1apcTBaMH - WiEHAMU
Coroza. IIpu 3TOM 3asBUTENH CAMOCTOSITEIBHO BBHIOMpAET pedepeHTHOE TOCYAAPCTBO MPHU
nojaue 3asBICHHUS HA PETUCTPALNIO JIEKApCTBEHHOTO CpelCTBa (T.€. B ciydae, KOTJa HET
PETUCTPAallMKi HA B OJTHOM rocynapcTse - wieHe Corose).
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Perucrpanys JIeKapcTBEHHOTO CPEICTBA IO ‘ACLCHTPAIM30BAHHOM MPOLIEAYPE TAKXKE
OCYLIECTBIISICTCA B 1BA TAIld, IIPOBOJAUMBIX OJJTHOBPEMEHHO:

1) perucrpaius B pe)epeHTHOM rocy1apCTBe;

2) Ipu3HaAHUE SKCIIEPTHOIO OTYETA 10 OLIEHKE B FOCYAapCTBaxX MPU3HAHUS.

B mensx mpoBeleHHUs BBIIEYKa3aHHOM INPOLENYpHl PETHCTPALMK, YIOIHOMOYEHHBIC
Opranbl pe)epeHTHOTO TOCYAAPCTBA U TOCY1apPCTB IIPU3HAHUSA TPOBOIAT COBMECTHYIO paboTy
M0 DKCIEPTHU3€ JIEKAPCTBEHHOIO CpeAcCTBa. B pesynbrare - MOJOXKATEIBHOrO  PEILICHUS
YIIOJIHOMOYCHHBIX - OPTaHOB. - pe()epeHTHOr0 TOCYJapcTBa . M TOCYAAPCTB ~ NPHU3HAHMA,
3asiBUTEJIO BBIAIOTCS COOTBETCTBYIOIIME PETUCTPALIMOHHBIE YIOCTOBEPEHUS.

B cnyuae npunsATUS pewieHus 00 OTKa3e B perucrpalMy YHOJHOMOYEHHBIN OpraH
pedepeHTHOro roCy1apCTBO U3BELIAET 3asBUTENIS O IPUHATOM PEUICHUH.

Takum oOpazom, nucxoas usz Ipoexra [IpaBus peructpannu JIeKapCTBEHHBIX CPEICTB, 110
pe3yspTaTaM JCLCHTPAIM30BAHHON IIPOLEAYPbl PErucTpalyy  JIEKapCTBEHHOE CPEeACTBO
MOYET  OBITh = 3aPETUCTPUPOBAHO B - PEPEPCHTHOM TOCYHAPCTBE U COOTBETCTBYIOIIHNX
rocygapcTBax npu3HaHus. BMecte ¢ Tem; HE COBCEM SICHO KaKoe pellieHue 0yaeT IpUuHATO 110
3asBKE€ Ha INPAKTUKE, B CJIy4yac €CIU COXPAHIATCS PA3HOIVIACHS MEXKIY TOCYNapCTBAMH,
paccMaTpUBalOIMMU 3asBKY (K NPUMEPY, J1BAa/TpU TOCYHApCTBa JAAYyT IMOJO0KUTEIbHBIN
OTBET, a OJTHO MJI JIBa OTPULIATENIbHBIIT).

B cBere BBIIECU3I0KEHHOT0, [IPOU3BOJUTENN JIGKAPCTBEHHBIX CPEJCTB OYyAyT HMETh
BO3MOKHOCTH ‘BBIOOpa peepeHTHOro TOCyAapcTBa s MOJauM 3asBKH Ha PETHUCTPAIHIO
JIEKapCTBEHHBIX CPEACTB, a TakKe BBIOOpa TPOLEAYPH! < PETUCTPALMH JIeKapCTBEHHBIX
CPEICTB, IpeIHa3HAUYEHHBIX JUIsl OOpalleHus Ha OOIIeM pPbIHKE JIEKApCTBEHHBIX - CPE/ICTB
Coroza. Ilpu »>TOM, HECMOTpst Ha CO3JaHUE OOILEro pbIHKA JEKAPCTBEHHBIX CPEJCTB,
COXPaHACTCS UHAMBUAYAIBHBIN TOAXO K BOIPOCY O PETUCTPAlMH JIEKAPCTBEHHBIX CPEICTB
Ka)KI0ro rocynapcrsa - dieHa Coroza.

B nononnenue, obOpairaeM BHUMaHHE Ha TO, 4TO B CoriamieHuu HpelycMaTpUBalOTCS
KaTeropuu JIEKapCTBEHHBIX CPEACTB, KOTOPBIE HE T0UIEKAT perucrpanuu B pamkax Corosa.

IIpaBuiia KOHKYpPEHIH HA 001IeM pPBhIHKe JIEKAPCTBEHHBIX CPE/ICTB

Kak 06p110 OTMEUeHO BbIlIe, HaunHas ¢ 2016 roma, MpPOU3BOAMUTENN JIEKAPCTBEHHBIX
CPEICTB, = HE JIOKUIASCh ~ OKOHYAHUS — ICHCTBUS  HAMOHAIBHBIX | PETHCTPAIMOHHBIX
YIOCTOBEPEHUH, MOTYT IIPOUTH PETHCTPAIINIO 10 OOIIUM TipaBUiiaM B 0iHOM U3 ctpan EADC
M TMOJIYYUTH OCTYI Ha 00uMi phiHOK. C 3TOr0 MOMEHTA MPOU3BOAUTENIN JAOJKHBI OyIyT
YUUTHIBATh BO3MOKHOCTh BO3HMKHOBEHHS TPAHCTPAHUYHOTO PHIHKA, €CIIH JICKApCTBEHHBIC
cpemcTBa OyayT pealin30BBIBATHCS HA TEPPUTOPUH JIBYX U OoJiee rocynapcts - wieHoB Coro3a,
a 3HAYUT MPUMEHUMOCTH OOIIUX MPUHUIKUIIOB U MpaBHI KOHKypeHun Coro3a.

Obwue npaguia KOHKYpeHyuu
B cootBeTcTBHM ¢ 00IIMMU NpaBHIIaMH KOHKYPEHLIUH, IPEAYCMOTPEHHBIMU B JloroBope:

1) 3ampemtarorcs JeiictBus (6e3neiicTBrE) 3aHUMAIOLIECTO TOMUHUPYIOIIEe MOJ0XKEeHNE
(T.e. IPU MHIUBUAYAJILHOM JTOMUHUPOBAaHUH He MeHee 35%, MpH KOJIEKTHBHOM HE MEHee
50% mmmu70%) Xo03scTBYIONIErO  CyOBbeKTa (CyOBbeKTa pbIHKA), PE3YJIbTaTOM KOTOPBIX
ABJISIIOTCS MJIM MOTYT SIBJIITHCSI HEJIOMYILEHIE, OTPAHNYECHUE, YCTPAaHEHNE KOHKYPCHLIUU 1
(11i) yiuemirenue nuTepecos apyrux it
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2) He JolycKaeTcss HEH0OPOCOBECTHAS KOHKYPEHIIMS,;

3) 3ampemaroTcsl ‘COTJIALICHUS MEXAY XO3SHMCTBYIOIMUMH CyObeKTaMu (CyObeKTaMu
pPBIHKA) TOCYJApCTB-WICHOB, SBJISIIOIMMUCS KOHKYpPEHTaMH, JACHCTBYIOLUIMMH Ha OJHOM
TOBapHOM PBIHKE, KOTOPbIE IPUBOAAT WJIK MOT'YT IIPUBECTH K ONPEIECIICHHBIM IIOCIEACTBUSM;

4) 3anperiatoTes «BePTUKAIbHbBIC) COTTALICHUS MEXY XO3ANUCTBYIOIIMMHU CYOBEKTaMU
(cyOBeKTaMH pBIHKA), 3a HCKIIOUEHHEM «BEPTHKAIBHBIX)  COTJIALICHUH, KOTOpbIC
HPU3HAKOTCS AOMYCTUMBIMUA B COOTBETCTBUH ¢ KPUTEPUSIMU JOIMYCTUMOCTH;

5) 3anpenarTCs MHbIE COTTAMLICHHS MEXKAY X03IHCTBYIOUIMMU CYOBEKTaMH (CyOBEKTaMU
PBIHKA), 33 - UCKJIIOYCHHEM = «BEPTUKAJIbHBIX» - COTJIAIICHUHA, KOTOpBIE MPU3HAKTCS
JIOITYCTUMBIMU B COOTBETCTBUM C KPUTEPUSAMHU JTOMYCTUMOCTH, B CIy4ae €CJIM yCTaHOBJIEHO,
YTO TaKU€ COIJIAIICHUs IPUBOJAT WIM MOTYT IPUBECTH K OTPAHUYCHUIO KOHKYPEHIINY;

6) ~ ®uznyeckuM JUIAM, KOMMEpPYECKUM - OpraHu3alusM U  HEKOMMEPUYECKUM
OpraHu3alUsIM 3allpelaeTcsl OCYIECTBIATh KOOPIMHAIIMIO SIKOHOMHYECKON IEATEIbHOCTH
XO3SUCTBYIOIIMX . CYOBEKTOB = (CyOBEKTOB -~ PbIHKA) TOCYAAPCTB-WICHOB, €CIM Takas
KOOPJAMHAIMS TPUBOANT WM MOXKET IPUBECTH K JIIOOOMY M3 YKAa3aHHBIX B YHKTaX «iii» H
«iv» TOCIEICTBUNA, KOTOPBIE HE MOTYT OBITH NMPHU3HAHBL AOMYCTHMBIMH B COOTBETCTBHH C
KPUTEPHUSIMH JOINYCTUMOCTH;

Baxnouenue 0ucmpu6biom0p07<ux 602060p06 6 HOBblX pealusix

Kak cnenyer u3 npakTHKH, MHOTHE (hapMalieBTHUECKIEe KOMITAHUH Ha CerOAHSAIIHHIA 1eHb
paboTaroT yepe3 TMCTPUOBIOTOPOB U 3aKIIIOYAIOT OTENbHBIC JUCTPUOBIOTOPCKIE JOTOBOPHI,
pazzaessist 00b14HO - pelHOK EADC Ha TeppUTOpHUU  FOCYAApPCTB-WIEHOB. B03MOXHO, y
NPOM3BOUTENEH €CTh Ha 3TO  ONpeIesieHHbIE ~KOMMEpUYECKHe mpuuuHbBl. (OIHAKO
IOPUJINYECKON TOYKU 3pEHUs, 9TO TaKKe OOBIACHACTCS TEM, 4TO JO CEFONHSMIHEro JHS B
Ka)XIOM rocynapctse - wieHe Coro3a CyIIecTBOBAIM pa3iMUHbIe TPEOOBaHUS M TpaBHIIA
oOpalleHus J1eKapCTBEHHBIX CPE/CTB, a TakXe HpaBWia KOHKYPEHIMH Ha HallMOHAJIEHOM
YPOBHE.

Hauunas ¢ 2016 rona, hapmareBTHUECKNE KOMIAHUN U IUCTPUOBIOTOPBI JOKHBI Oy1yT
TaKXKe COO0ATh OOIIMe MpaBiiia KOHKYPCHIUN TTPH PeaTN3alliy JIEKapCTBEHHBIX CPE/ICTB
HOJYYMBIIUX AOCTYI Ha 00muil peiHok Coro3a. Tak, eciu JeKkapecTBEHHOE CPEICTBO BHECEHO
B EauHbI peecTp U TakuM 00pa3oM JIONOYLIEHO K OOpalleHHIO Ha 00IleM  pbIHKE
JeKapCTBCHHbIX cpeAacTB - Cot03a, TO 3aKIIOUEHHE  TUCTPHUOBIOTOPCKOrO IOTOBODA,
IpeyCMaTPHBAIOHETr0 TEPPUTOPUATFHOE OrpaHIYCHIE PeTH3aIIMH TAKOTO JIEKAPCTBEHHOTFO
cpezncTBa (K mpuMepy, Ha TEPPUTOPUH TOIBKO OJHOTO TocyaapcTBa - wieHa Coro3a), MOXeT
OPOTHBOPEYUTH OOIIMM MpaBwiIaM KOHKYPEHIIUH, MpeaycMoTpeHHbIM JloroBopom. Takue
HOPMBI JAUCTPUOBIOTOPCKHUX JOTOBOPOB, B YACTHOCTH, MOTYT OBITh KBaJIU(HUIIMPOBAHBL KaK
KKOOPOUHAYUSL  KOMMEPUECKUMU - OPAHUAYUAM - IKOHOMUYECKOU - OesdmenbHOCmU
X03aUCmByIowux  cyobeKmos (CyObeKmos pulHKa) 2o0CcyO0apCme-uieHos» W KaK UHble
«BEPMUKATIbHBLEY CO2NIAUEHUS], KOMOPble He NPUSHAIOMCA OONYCIMUMBIMU 8 COOMEEMCM UL
C Kpumepusamu  OONYCMUMOCU, U NPUBOOSM ULU MO2YM . APUBECU K - OCPAHUYEHUIO
KOHKYPEHYUUY.

Bonee ' Toro, 3ampemaercs - WHas - KOOPJMHALUS - 9KOHOMUYECKOH - NeATEIbHOCTH
XO3AUCTBYIOIMUX CYOBEKTOB (CyOBEKTOB pPHIHKA) TOCYIAapCTB-WICHOB . (BKJIIOUas - Uepe3
JTUCTPUOBIOTOPCKUE JIOTOBOPA), €CIIM TaKas KOOPAWHAIMS MPUBOAUT HIIH MOXKET IPUBECTH K
AH000My U3 HUKEYKa3aHHBIX  IIOCJIEACTBUN, KOTOpblE HE MOLYT OBITh HPU3HAHBI
JOITYCTUMBIMHU B COOTBETCTBHHU C KPUTEPUSIMH JOITYCTHUMOCTH:
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COCNLAMWEHUSL MeHCOY XO3AUCMBYIOWUMU CYObEKMAMU (CYObeKmamu PolHKa) 20Cy0apCcme-
YNEHOB, ABIAOWUMUCS KOHKYPEHMAMU, OelUCmEYIWUMI HA 00OHOM MOBAPHOM DbIHKE,
KOmMopble NPUBOOS UL MO2YI NPUBECU K

© YCMAHOBNEHUIO. U NOOOEPIUCAHUIO YeH (mapugos), cKUOOK, HaA0basok - (Ooniam,),
HAaYeHoK;

* NOBBIUEHUIO, CHUICCHUIO WU NOOOEPICAHUIO YEH HA MOP2ax;

- pazoeny mosapHo20 PblHKA NO MePPUMOPUAIbHOMY NPUHYURY, 00BeMYy NPoOaNcy Uil
NOKYNKU MO08aAPO8, ACCOPMUMEHNLY Deaiu3yemblx mosapos 1ubo cocmagy. Rpooasyos. wiu
noxynamenetl (3akazuurKos);

* COKPAWEHUIO WL NPEKPAUeHUI) NPOU3BOOCMEA MOBAPOS, Uil

OmKa3y Om 3aKAIUEHUs: C- ONpedeneHHbIMU.  NPoO0asyamu.  1ubo- NoKYNameisimu
(3axazuuxamu,).

«BEPMUKALHBIEY CO2NAUIEHUS. MeNCOY XO3AUCMBYIOWUMU._ CYObeKmamu. (Cyovexmami
PbIHKA),  3a - UCKIIOUEHUEM  «BePIMUKANIbHBIXY  CONAUWIEHUN, KOMOopble NPUSHAIOMCS
OONYCMUMbBIMU, 8 CTIYUAe ecliu:

makue  CoenauieHuss NPugooam. Ui Mo2ym Npueecmu K - yCmaHo61eHUIo - yeHbl
Hepenpooadicy mosapa, 3a UCKIIOYeHUeM Cryyds, Koz20a npoodesey YCmaHaeiusaem s
NOKYNamens MaKCUMAanoHyIo yemy nepenpooadcu mosapa;

* MAKUMU COAAUEHUAMY NPEQYCMOmMPeno 00513amenbcnigo NOKYnamens He npooasamsy
mosap xo3aicmeyoueco cybvekma (cyovekma polHKa), KOmopwlil sA6as1emcs KOHKYPEeHnoM
npooasya.  Taxoil - 3anpem -He pacnpocmpaHsemcs Ha CO1auenus 06 0peaHu3ayuu
noKynamesuem. - RpoOaxicu -mogapo8 noo mMoeapHblM 3HAKOM ~JUOO - UHBIM CPeOCmEOM
UHOUBUOYANUZAYUU NPOOABYA UL NPOUZEO00UMEIL.

dapMareBTHYeCKUE KOMIIAHUN W/WIH UX JUCTPUOBIOTOPHI MOT'YT TaKKe HAPYIIUTh U
MHBIEe 00LIME MpaBuiIa KOHKYPEHLIMH MTPE1yCMOTPEHHbIE BBIIIE.

BMmecre ¢ Tem, ecnu papMaiieBTUYECKHE KOMIIAHUU KEINA0T COXPAHUTH HAOHAIBHBIE
pErUCTpalvy, TO Ha MEepPUOoJA JEHCTBUS IMePEeXOaHOTo Teprosa (T.€. 10 koHma 2025 roxa)
JICKapCTBEHHBIE CPEICTBA MOTYT CBOOOAHO 00pAIIATHCS HA TEPPHUTOPUH TEX CTPAH, T1e OBLIO
BBIJIAHO HAITMOHAIBHOE PETHCTPAIIMOHHOS YI0cTOBepeHUe. [Ipn TakoM Toxo/e, Ha IEPUOJ
JOEUCTBHUS TEPEXOHOrO TeproAa, (apmareBTHUECKUe KOMIAHUH, CKOPEE BCEro, CMOTYT
3aKJIIOUATh TUCTPHOBIOTOPCKHUE JOTOBOPHI, pazaesnss oOumii peiHOK EADC (Hanpumep, Ha
TEPPUTOPUHU TOCYTAPCTB-UICHOB).

CripaBe/UTMBOCTH Paayl HAJO OTMETHTh, YTO CyOBEKTHI (hapMAIlEBTUYECKOTO PHIHKA B
TH000M - ciy4ae  MOJBKHBI  cOOMOIaTh  TPeOOBaHMS HANMOHAIBHOIO 3aKOHOATEIHCTBA
rocynapct-wieHoB Coro3a.

HamomuuMm, yto meperoBopsl o BerymieHnn Kazaxcrana B BTO Obliu 3aBepiiieHbI B
cepeuae 2015 roxa. B mawane okrsaopsa 2015 roma Cenar Ilapmamenta Kazaxcrana
patudunmpoBan Ilpotokon o  mpucoenuHenuu Kazaxcranma =~k - Mappakernickomy
coranieHnio 00 yupexaeHuu BcemupHoit ToproBoit opranuzamun ot 15 anpens 1994 rona.
[Tocne 3aBepmieHus Bcex HeoOx0auMbIX nporeayp Kazaxcran craner 162-m wienom BTO.

B coorsercrBre ¢ CornailieHus, IpeAnoiaracTcs, YTo Npu OCYIIECTBICHUHN IPOLEAYpPbI
pErucTpauu U 3KCIepTU3bl JEKapCTBEHHBIX CPEICTB rocyaapcTna - uieHsl Corsa OyayT
B3aUMHO NPU3HABATh PE3YJIbTAThl JOKINHUYECKNX (HEKJIMHUYECKHX ), KIMHUYECKUX U MHBIX
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HCCIIeI0BaHMM ~ (MCTBITAHUI)  JIEKApPCTBEHHBIX CPEICTB, PE3YJbTaThl - MHCIEKTUPOBAHUS
MPOU3BOJICTBA, ' JIOKIMHUYECKUX  (HEKIMHUYECKHX), ~ KIMHUYCCKHUX . UCCICJOBaHUM
(MCTIBITaHMIT ) IEKaPCTBEHHBIX CPEJICTB, CUCTEM (hapMaKOHa30pa Ha COOTBETCTBUE MTpaBIHiIaM
HaTeXKAIUX GapMaIeBTHIeCKIX HPAKTHK, a Takke TpeOoBaHMsIM, yTBepKaaembiM EDK

B cootBercTBHM ¢ myHKTOM Pemenust Beictiero EBpazniickoro 3KOHOMHYECKOI'O COBETa
or 19 nexkabps 2012 r. Ne 29: «... pwIHOK -OMHOCUMCS K MPAHCCPAHUYHOMY, eCiu
2eozpaghuueckue epaHuybl MOoBAPHO2O PLIHKA O0X8AMbIBAIOM MEPPUMOPUL. 08YX U DoJiee
CMOPOHY.

B coorBetrcruu ¢ Hpunosxenuem Ne 19 k JloroBopy, coriameHus MOT'yT ObITh IPHU3HAHbI
JIOTTYCTUMBIMH, €CJIM OHU HE HAKJIabIBAIOT HA XO3SMCTBYIONIME CYOBEKThI (CYObEKTHI PhIHKA)
OTpaHHYEHUS, HE SBJISIFOIIUECS HeOOXOAUMBIMU JUTsI JOCTUKESHHS LENIel 9TUX COTTAIlICHUH, U
HE CO3JaI0T BO3MOXKHOCTH /Il yCTPAHCHUS KOHKYPEHIIMH Ha COOTBETCTBYIOIIIEM TOBAPHOM
pPBIHKE U €CIIU  XO3AUCTBYIONINE CYObEKTHI (CYOBEKTHI PBHIHKA) IOKAXKYT, YTO TaKHe
COTJIAIIEHUSI UMEIOT WK MOTYT UMETh CBOUM PE3YJIbTATOM:

1) coBeplIeHCTBOBaHHWE MPOM3BOJCTBA (peanu3alii) TOBAPOB WU CTUMYIUPOBAHHUE
TEXHUYECKOTO - (3KOHOMHYECKOTr0) Iporpecca b0 MOBBIIICHHE KOHKYPEHTOCIOCOOHOCTH
TOBapOB IIPOU3BOJICTBA FOCYAAPCTB-YICHOB HA MUPOBOM TOBAPHOM PBIHKE;

2) MOy4€HUeE IOTPEeOUTENsIMU COPAa3MEPHON YacTH TPEUMYILECTB (BBITOM), KOTOpHIE
HPUOOPETAIOTCS 'COOTBETCTBYIOIIMMHU JIMIIAMU. OT COBEPIIEHUS TaKUX  JeicTBHil. B cBOIO
ouepeib AOMYCKAITCS «BEPTHKAJIbHBIC) COTIAICHUS, €CIIH: | ) TaK1E COTJIAIICHUS ABJISIFOTCS
JIOTOBOpPaMH - KOMMEPUYECKOW KOHIECCHM; 2) AONS KaKIOr0 XO3SICTBYIOIIETO CyObeKTa
(cyObekTa phIHKA), SBISIONIETOCS YYaCTHHKOM TaKOTO COIIAIICHUS, Ha TOBAPHOM DPBIHKE
TOBapa, SABJISIIOUIETOCS ~IPEAMETOM «BEPTHKAIBHOTO»  COTJAlIeHUs, He mpeBbimaer 20
MPOIICHTOB.

NumiocTpaTuBHBIN MaTepuadl:
- npesedTtaist Microsoft Power Point.

JInreparypa

OCHOBHaSI:

Ha PYCCKOM SI3BIKE:

1. ApsictanoBa T.A. ®apmaneBTHyUecKas XMMuUsA: yueOHUK, ToM 1. (2-oe n3maHue).
«Sky Systems», 2021. -640 c.

2. ApsicranoBa T.A. @apmareBTHueckas Xumus: yueOHukK, Tom 1L (2-oe u3nanue).
«Sky Systemsy», 2021. -572 c.

3. ApsicranoBa T.A. dapmaueBTHUecKas XUMHUA: y4eOHUK, ToMm I: - Ammatsr:
«OBepon, 2015.-640 c.

4. ApsictanoBa T.A. ®apmaneBruyeckas Xumus: y4eOHuK, ToMm II:- Anmatsr:
«DBepon, 2015.-572 c.

5.TocynapctBennas papmakones Pecryonuku Kazaxcran.-Anmatsr:«OKu0Oek sxosb»,
2008.-Tom 1.- 592c¢.

6. TocymapctBenHas dapmakomnes Pecnybmauku Kazaxcran.- Anmarsi:i«Kubek
»onbly, 2009.-Tom 2.- 804c¢.

7. TocynapcTBennas gpapmakones Pecrryoiuku Kazaxcran.-Anmatsl:«QKnOek 0Dy,
2014.-Towm 3.-729c.

8. Kontpons kauectBa u crannapruzauus JIC: MeToauueckoe mocoOue / 1moja pei.
Pamenckoii I'. B., Opnabaesoii C. K.-M: I MI'MY; - llIeimkent: KOKI'®DA, 2015. - 248 c.
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9. Oppnabaesa < C.K. ~AHamu3 ' JIGKapCTBEHHBIX  MpENapaToB, MPONU3BOJHBIX
apOMaTUYECKUX COeMHEHMIt: yueOHoe nocooue.-1lIpvmKkenT: «Onem», 2015.-249 c.

10. Pamenckas I'.B.  dapmaneBtudeckas xXumwus: ydeOHuk.-M.:  BMTHOM.
Jlabopatopust 3nanuit, 2015.-467 c.

11. PykoBoaCTBO K J1aOOpaTOPHBIM 3aHATHAM IO (apMaleBTUYECKON XUMHUU O]
penakiu-ei I'.B. Pamenckoii.-M.: [lusnot, 2016.-352 c.

12. ®apmaxornies EADC. — Mocksa, 2021.- 566 c.

13.  Xamuymnus, D, A. WHpakpacHas crnekTpockonusi B (PapMaleBTHICCKOM
aHanuze: yueonoe nocodue /- M.: I'DOTAP-Menua, 2017. - 160 ¢

14. MaxoBa E.I'. «llony4ueHue u cranaapTu3alis MIpOU3BOIHBIX TITUIUPPU3UHOBON
KHUCIO-THI € TyOepKyaocTaTnyeckoit aktuBHOCTHION, [biMkeHT, KOKI'®DA,20.06.2013

15. Hamupoa  C.H. = «®apMaueBTHUECKUI  aHAJIU3 _JIEKAPCTBEHHBIX . (opM
MeTrpoHusazonay, Llsimkent, FOKI'®A,17.06.2015

16. Cabpipxan A.A. «Pa3palotka crnenudukanuii KadecTBa W CTaHAAPTH3AIMI
TIULIUPPU-3UHOBOM KHCHOTh», [lbiMkenT, KOKMA, 18.06.2020

17. ApmmxomkaeBa b. Bb. AHamutudeckas xumus : ydeOHoe mocobue / b. b.
Anuxomkaesa, P. A. Pycrambekosa. - Anmatsl : 9CIIH, 2023. - 220c¢

Ha Ka3aXCKOM s3bIKeE:

1. ApsicranoBa T.A. ®apmaneBrukanblk xumus: OKynbik. Tom 1. (2-1i 6ackuIbIM).
«Sky Systems», 2021. -604 c.

2. ApwicranoBa T.A. ®apMmaneBtukaiblk Xumusi: OKyabIK. Tom 1. (2-m11 6achuibiM).
«Sky Systems», 2021. -544 c.

3. ApsicTanoBa T.O. dapmaneBTHKANBIK XUMUS: OKyJbIK. T.1-AJIMaThl: «OBEpo»,
2015.-592 6.

4. ApsicranoBa T.O. dapmaneBTHKaIbIK XUMUs: OKyJIBIK. T.2-AnMartbl: «OBEpoy,
2015.-6026.

5. Kazakcran PecnyOnukacsiHbIH MemirekeTTiK (apmakonesichl.-Aamatel: <«OKioex
)kombl», 2008.-1 T.-5920.

6. Kazakcran PecnybaukackiHblH MemiekeTTiK (apmakonesichl.-AyMaThl:. «Ki0ek
*Konbl», 2009.-2 T.-8040.

7. Ka3zakcran PecnyOnukachiHbIH MeMitekeTTiK (apmakomnesichl.-AnmMarhsl: «Kidek
KoJbI», 2014.-3 T.-7090.

8. Opnabaea C.K., Kapakynosa A.lll.- ®apManeBTUKAIBIK XUMUS: apOMATThIK
KOCBUTBI-CTap.-OKybIK, Fein.keHec O6ekiT. (mpotT Nell, 27.04.2016).-302 6.

9. Kpacuos, E. A. ®apMauysiiblKk XUMHUS CYpaKTap MeH Kayantap TYPIHAE : OKY
Kypaibl = @DapmaneBTuieckas XUMHUS B BOMpOcax W OTBeTax: yueOHoe mocobume. - M.:
['0TAP-Menua, 2016. - 704 c

10.  Opnabaesa ~CXK. I'miouppusuH  KBIIKBUIBL - TYHABUIAPBIHBIH - JTOPLIIK
npenapaTTapbIiHbIH  OIpbIHFAIAHFAH CalmachlH 0aKplIay o[iCTeMENepiH jKacay. FHUIBIMHU-
onictemenik Hyckay.-IlIbiMKeHT: «Onem».- 2013.-92 c.

11. Kapaxymosa A.ll. « munuppu3uH - KbIIIKBIIBl TYBIHABIIAPHIH Talay KOHE
CTaHJapT-Tay/a (U3UKA-XUMUSUIBIK 9HicTepAl KemeHai kongany», LbivMkent, KOKI'DA,
20.06.2013.

12 oypentekoB K. H. Ananutukaisik xumus : oKy kypansl / K. H. [loypenoekos, JI.
A. lunbnabekoBa, XK. K. PeicbiMOeTOBA. - AsiMaThl : DCIIH, 2023. - 268 6eT. ¢
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JOTIOIHUTEIBHO;

1. ApsicranoBa T.A., ApsicranoB X.M. VHHOBalMOHHBIE TEXHOJOTUU B
dapmaneBTHYE-CKOM 00pa30BaHUM: 00YHEHUES U KOHTPOJIb. Y 4eOHO-METOHMYCCKOE ITocooue.
— IIpmmkenT, 2012.- 175¢.

2. KpacHog, E. A. ®dapmaneBTruecKkass XHMHUs B BOMNPOCAX W OTBETAX:. ydyeOHOE
nocobue. - M.: "Jlutreppa", 2016. - 352 c.

3. OpnmabaeBa - C.K., Hammpopa C.H. - YHudunmpoBaHHble - METOIUKH
Xpomarorpauyucekoro ~ -aHajau3a - JIGKAPCTBEHHBIX ~ (GopM.  MeTpOoHMIA30Ja: HAYyYHO-
MeToaudeckue pekomeHaanun.-l1lsiMkent: «Quem», 2015. — 84 c.

4. TypcyOekoBa, b. U. beiiopraHuKablK JOpUTIK 3aTTapbl TaIIay: OKY Kypaibl.-
Anmartsl: «9Bepoy, 2016. - 120 Get. C

S. KoHTposip kKauecTBa W CTaHAAPTU3AIMUS JEKAPCTBEHHBIX CPEICTB MO PeAaKIUei
I'.B. Pamenckoit u C.K. OpnabaeBoii.-YueOHO-METOAMYECKOS  ITOCOOHME Ha aHTTMHCKOM
si3b1ke.-YTB. Y. coBetom (tipor Ne 11 ot 29.03.2018). -336¢

6. OpnabaeBa C.K. ®apmainieBTuueckas Xumus. ApoMaTHUYECKHE  COCITUHEHUS.-
ydeOHOe M0-cO0Me Ha aHFIUHCKOM si3bIke.-YTB.Yu coBeroM (1ipot Nel4 ot 27.06.2018).-
320c.

7. Hammnmuna AJSl. «Pa3zpaboTka  METOMMK - CTaHIAPTU3AIUH - JIEKAPCTBEHHBIX
fpernapaToB MakiItopbl opanxkeBoity, HIsimkent, FOKI'®OA, 20.06.2017

8. 'KapabaeBa A.H. «AHanu3 HOBOIO OMOJOIMYECKH  AKTHUBHOTO IPOM3BOIAHOIO
nmugazonay, Iemmkent, FOKI'®A; 20.06.2017

9. AtbipxanoBa K. K. " «/lopimik mpenapartapibsiH  OlpbIHFaWJIaHFaH - Tajlaay
onicremenepin xacayy, llIsivkent, KOKMA, 19.06.2018

10. bunaiibex P.H. «OKana Ononorusuiblk OelCeHIl ILypUH TYbIHABICHIH Talgay»,
IIemvrent, KOKMA,; 21.06.2019

L1. Tneykabbur JI. «OKana mopimik cydctanuus periaae 2,4,5-ymopoMIMuIa3011bl
3eprrey», LLsiMkenT, FOKMA, 19.06.2021

12. English for the pharmaceutical industry: textbook / M. Bucheler [and etc.]. - New
York: Oxford University Press, 2014. - 96 p. +a:1. onT. auck (CD-ROM).

13. Cairns, D. Essentials of pharmaceutical chemistry: textbook / D. Cairns. - 4th ed.
- Lon-don: [s. n.], 2013. - 308 p

14, Georgiyants V.A., Bezugly P.O., Burian G.O., Abu Sharkh A.l.; Taran K.A.
Pharmaceuti-cal chemistry. Lectures for Endlish-speaking students:Ph24 the study guide for
students of higher schools — Kharkiv: NUPh; Original, 2013, — 527 p.

15. Method validation in pharmaceutical analisis: a guide to best practice / editors dr.
Joachim Ermer. - 2nd ed. - Germany: Wiley-VCH, 2015. - 418 p.

16. Watson, David G. Pharmaceutical analysis: a textboor for pharmacy students and
pharma-ceutical chemists / David G. Watson. - 4th ed. - Philadelphia: Elsevier, 2017. - 459 p.

KonTpoJibHbIe BONPOCHI

- Cucrema GxP (Good ... Practice, Hagnexamas ... mpakTuka);

- ITpaBumna GLP (Good Laboratory Practice, Hannexaias taGopaTtopHasi IpakTHKa);

- GCP (Good Clinical Practice, Hagnexxanias kiuHUYecKasi IpakTUKA);

- GMP (Good Manufacturing Practice, Hannexaniast mpon3BoACTBEHHAS TIPAKTUKA);

- Boiroap! OT BHEAPEHMS U CepTUPHUKALIH-

- Peructparivs nekapcTBEHHBIX CPEJCTB IO SAMHBIM TIPaBUIIaM

- 3aKITI09CHHE TUCTPUOBIOTOPCKHUX JOTOBOPOB B HOBBIX PEATHSIX

- [IpaBuiia KOHKYpEHIIMH Ha 0OIIEM PHIHKE JIEKaPCTBEHHBIX CPE/ICTB
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Jleknus 9

Konnenmus = rapmoHu3aiimu (apMakorei TrocyJapcTB - WICHOB - EBpasmiickoro
HKOHOMUYECKOT0 COI034.

Henb:  chopmupoBaTh 'y CTyIeHTOB  3HaHUS o  KoHuenuuu Hamiexammnx
dapmanerrnueckux npakTuk (GXP) u ux poib B 00eCTICUEHUHU KadyecTBa Ha BCEX dTammax
xknzHeHHoro ~1mukia  JIC. HopmaTtuBHO-mpaBoBas -0a3a . oOecneuenus kadecrBa JIC B
Kaszaxcrane u EBporerickoM.

Te3uchl JIeKIUU

Iliaan:

- O EBpa3uiickoM 3KOHOMHYECKOM COI03€;

- EBpasuiickas skonomuueckas komuccus (E9K);

- [lenu n 3agaun EBpazuiicKoro 53KOHOMHUYECKOT O CO03a;

- Konuenus rapmonnsanuu papmakoneit rocyaapcTs - uieHoB EBpasuiickoro
SKOHOMHUYECKOT0 COI03a.

O EBpa3uiickoM 3KOHOMHYECKOM CO03¢

B coorBerctBuu ¢ [loroBopom ot 29 mas 2014 roma PecmyOimka Bemapycs,
Pecniyonuka Kazaxcran uw Poccuiickas denepanusi coznanu EBpasuiickuii 2KOHOMUYESCKUI
coro3. 1 auBaps 2015 roxa Jlorosop o co3nanuu EADC BeTynui B cuiy.

2 auBaps 2015 roga Apmenus opunpansHo Berynmia B EASC.

12 aBrycra 2015 roga Bcrynui B cuiy JloroBop o npucoenunenuu Keiprozckon Pecriy0nnku
K Jlorosopy o EBpazniickoM 3xoHOMUYECKOM coro3e (EADC).

Crateu 30 u 31 /loroBopa nocsdmieHs! npuHnunaM GopMHUpOBaHUs OOLIEro pbIHKA
EADC nexkapCTBEHHBIX CPEACTB, HU3IENINN MEIUIHUHCKOIO HAa3HAYEHUS M MEAWLIMHCKON
TEXHUKHU.

OYHKUMOHUPOBAHKE OOHIErO phIHKA JIEKAPCTBEHHBIX < CPEACTB, M3ACIMH MEIUIMHCKOrO
Ha3HAYeHUs] W MEAUIMHCKOW TEXHUKU OYAET OCYIIECTBIATHCA B COOTBETCTBHM  C
MEXIYHAPOAHBIMU I0TOBOPAMH:

CoraiieHueM 0 €AMHbIX IPUHIMIIAX W TpaBuUiiax oOpallleHusi JIGKapCTBEHHBIX CPEJCTB B
pamkax EBpazuilcKOro 5KOHOMUYECKOIO COHO34.

CornamieHueM o eIMHbIX MPUHIUIAaX U [IpaBuIax oOpallleHus MENULIMHCKNUX U3J1eTHit
(M3enuii MEUHUHCKOTO HAa3HAYeHHs. U MEIMIIMHCKONW TeXHUKH) B pamkax EBpasuiickoro
HSKOHOMUYECKOTO COI03a.

23 nexabpst 2014 rona noanucansl Cornamenus no JIC u mo MU. Dto nepsbie
noanucanHeie Cornamedns B pamkax Jforosopa o EBpasuiickom sxoHoMrYeckoM Coro3e.
Jns peanuzanuu Cornamenunit npeacrout paszpadorars 25 HITA no JIC u 15 HITA no MU.
Bceero 40 HITA, 370 He HcCUeplBIBAIOLINI TEPEYEHD, TAK KaK BO3HHKAIOT HOBBIC BOMPOCHI,
KOTOpbIe HEOOXOAMMO pelaTh 3aKOHOAATENbHO /IS cO31anms 001ero prinka Corosa.

EBpa3uiickas skoHomuueckasi komuccusi (EJK)

EBpasmiickas »skoHoMuueckas - komuccusi (EQK) - mocTtossHHO ~ neicTByrouuit
perynupyomuil opran EBpa3uiickoro 3KoHOMUIECKOT0 COr03a, QYHKIIMOHUPYET € 2 (heBpasis
2012 rona.



http://www.eurasiancommission.org/
http://www.eurasiancommission.org/
https://www.ndda.kz/upload/images/tomojenii/dogovor_eaes.zip
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EDK umeer craTyC HaIHAHMOHAIIBHOI'O OpPraHa yIIPaBJICHUS U B CBOEH 1€ATEIbHOCTH

PYKOBOJICTBYETCSL  MHTEPECAMU CTPaH-y4aCTHHUI] MPOEKTa  €BPA3UHUCKON JKOHOMUYECKOM
UHTETpalK - B 1I€JI0M, ‘HE MOTHUBHPYS ' CBOW  PEIICHUS HHTEPECOM .  KaKoro-inbo - u3
HallMOHAIBHBIX ~HpaBuTenbCTB. PemieHus Komuccun o0si3atenbHbl JJisf UCIOJHEHUs Ha
TeppuTopuu crpan-ygactaui EADC.
Baxxnueiimast ocobeHHOCT, KoMUCCHY 3aKIII0UaETCs B TOM, YTO BCE MPUHAMAEMBIC PEIICHUS
OCHOBaHbI Ha KoJuleruanbHoM ocHoBe. Kosnerus EBpazniickol 3KOHOMHYECKOW KOMUCCUU
coctouT u3 15 unenos (o 3 Ynena Komrerun Komuecuu oT Kax1oil cTpaHbl-y4aCTHHIIbL),
oanH U3 KoTophix asisercs Hpencenarenem Komiernn Komuccun.

[Ipencenarens Komnerun n Ynensl Koiseruu Ha3HauaroTcs CpokoMm Ha 4 rozaa
penienuem Briciiero EBpa3zniickoro 5JKOHOMUYECKOI'O COBETa Ha YPOBHE IUIAB FOCYAApCTB €
BO3MOKHBIM . MPOJJICHUEM ToMHOMO4MH. Koiieruss mnpuHUMAeT PEIICHUs . IyTeM
rOJIOCOBAHUS.

Ha nannsnii MomeHT B ctpykType EDK dynkumnonupytor 23 nenapramenTa. [Ipu HuX co3maHbl
18 KoHCynpTaTUBHBIX KOMHUTETOB C LENbIO BIPAOOTKM TipeaioxkeHuit A Komiernu EDK n
MIPOBEICHUS KOHCYIbTAIIMK C MIPEACTABUTEISIMU HAIIMOHAIBHBIX OPTaHOB I'OCYIapCTBEHHON
Biactu. [lpeacenarensiMu KOMUTETOB ABISIIOTCA Unensl Kosiernu cornacHo HalpaBieHUSIM
WX JIeSITCIbHOCTH.

OcHoBHBIMI  TIpO(hecCHOHANBHBIME ~ TpUHLMIAMH  aestensHocTd - EDK - sBastorcs
HEMOJUTH3aIs, OaaHCc HHTEPECOB, 3P PEKTUBHOCTE U TPO3PAYHOCTE.

Lesm u 3agauyn EBpasuiickoro 3K0HOMHYECKOro €o03a

Hens EADC - obGecnieueHue ycHOBUH A CTaOMIBLHOTO pPAa3BUTHUSA SKOHOMHK
rOCyJapCTB-WICHOB B HMHTEpecax IOBBIIICHUS IKU3HCHHOTO = YPOBHS WX HaCEJCHHUS,
BCECTOPOHHSISI MOJICPHM3ALMs, KOONEpalHs M. MOBBIIIEHUE KOHKYPEHTOCIOCOOHOCTH
HAIMOHAJIFHBIX SKOHOMUK B YCIIOBHSIX TII00AIbHONW AIKOHOMHKH.

OcHoBHbIME 3a1auamMu’ EADC apistitoTesi: popMupoBaHue o01ero (GpuHaHCOBOTO
PBIHKA, YCTaHOBIICHHE OOIIMX MPaBUJI TOPTOBJIM TOBapaMH W YCIIyTaMH W HMX JOCTyIa Ha
BHYTPEHHUE PbIHKH, COACUCTBUE 00ECIEUEHNI0 MOTPEOHOCTH SKOHOMUKHU B paboueil cuie
ctpad EADC, cozmanue obuiel yHU(UIIUPOBAHHON CHCTEMbI TAMOXXEHHOTO PEryINPOBaHUS,
CO3/1aHHME PAaBHBIX YCIOBUM JUISL IPOU3BOICTBEHHOM M IPEATIPUHUMATEIILCKOH AEATENbHOCTH,
¢dopmupoBaHne O0IIETO PHIHKA TPAHCIIOPTHBIX YCIIYT, CO3/IaHUe OOIIET0 YHEPreTHUSCKOro
OPOCTPAHCTBA, (POPMHUPOBAHUE  CUCTEMbI KOJUIEKTMBHOM 0€30MacHOCTH, MOJEepHU3ALINY,
MHHOBAI[IOHHOM ' Pa3BUTHH W TOBBIIICHUN - KOHKYPEHTOCTIOCOOHOCTH €€  OTpaclieid,
o0ecrieyeHne cBOOOTHOTO MepeaBibkeHus rpaxkaan rocynapcts EADC BayTpn CoolriecTBa

u 1p.

Pemenne Konnernn EBpasuiickoil skoHOMUYECKOI Komuccui 0T 22 ceHTsiopst 2015 roga Ne 119
KOHUEMNUWA rapmoHusaumnu papmakonen rocyaapcTs —4ieHoB EBpPa3nincKkoro sKoHOMMYECKoro
coro3a

I. Beenenue

["apmonu3anust Tpe6oBaHUM K JIEKaPCTBEHHBIM CPEJICTBAM SIBIISIETCS HEOOXO0IUMBIM
IIPOIECCOM B YCIOBUSIX (DYHKITMOHHPOBAHHS OOIIET0 PHIHKA JICKAPCTBEHHBIX CPEICTB B
paMkax EBpasuiickoro 3xoHoMHUYeCKOro corosa (jmanee - Corw3s). Ha coBpemMenHOM dTame
pETYIMPOBaHUSI OOIIETO PHIHKA TAPMOHHM3AIUS SIBISICTCSI OJJHUM U3 CIIOCOO0OB Pa3BUTHS
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¢dapmakoleiHbIX CTaHIaPTOB rocyaapeTs — wieHoB Coro3a (ajee - rocylapcTBa-ujieHbl).

Hacrosimias Konuennus pazpadorana B cOOTBETCTBUU €O cTatheil 30 /loroBopa o
EBpazuiickoM 3KOHOMHUYECKOM cot03€ OT 29 Mas 2014 roza, cratbeit 5 CornameHus o
€AMHBIX NIPUHIIMIIAX U [IpaBUIax 0OpalleHUsl IEKapCTBEHHbBIX CPEICTB B paMKax
EBpasuiickoro skoHOMH4YECKOro coro3a ot 23 nexabps 2014 romga u Pemenuem Bricuiero
EBpaszniickoro 3xoHOMHYECKOro coBeTa oT 23 aekadps 2014 r. Ne 108 «O peanuzauun
CornanieHus 0 €IUHBIX OPUHIHUIAX U IpaBUIIax oOpalleHus JEKapCTBEHHbBIX CPEICTB B
paMKax EBpazuiicKoro 3KOHOMUYECKOT0 COI03a».

Hacrosmas Konnenuus onpenenser MoAens ¥ NpUHIUIbL pa3paboTku dapmakonen
EBpazuiickoro skoHoMU4eCcKOro corw3sa (nanee - @apmaxones Coro3a) Ha OCHOBE
(dapmakoreil rocy1apCTB-UICHOB M OCHOBHBIX (papMakomnei, oqoopenus PapMakoneiiHbIM
KomuTeToM EBpasuiickoro sKOHOMHYECKOTO coro3a (Aaiee - @apmakoneiHblii KOMATET
Co103a) rapMOHM3UPOBAHHBIX (papMaKONCHHBIX cTaTell (MoHOorpaduiit) @apmakonen
Coroza, npencrapisomux codoit hapmakoneiHbie cTaTbi (MOHOTpadun),
HOJATOTOBJICHHBIE COBMECTHO CHELHMATINCTAMK FOCYAAPCTB-UWICHOB U O00pEHHBIE B
yCTaHOBJICHHOM Topsake DapmakoneiHpiM komuTeToM Cor03a, U yTBEPKICHUS
®apmakoneu Coroza Komerneir EBpazuiickoil 5SKOHOMHUYECKONH KOMUCCHUU C 11EJIbIO
YCTaHOBJICHHS MPO3PAYHOCTH BCEX MPOLEAYD B 3TOH cdepe, a TakKe 00ecr eUeHHS
HEIPEPBIBHOCTH TIPOIIECca Pa3padOTKH HOBBIX TapPMOHU3HPOBAHHBIX (hapMaKOTIEHHbIX
crateit (MoHOTrpadwmif).

KoHuenmus oxBaThIBaeT BOIPOCH FapMOHU3AIMU (hapMaKoIeH ToCy1apCTB-4JICHOB
KaK B YaCTH JICKAPCTBEHHBIX CPE/ICTB IS MEUIIMHCKOI'O MPUMEHEHH, TAK U B YaCTH
BETEPUHAPHBIX JICKAPCTBEHHBIX MPENapaToB.

B uenax ocyuiecTBieHus Hajuiexanieil pa3paOb0oTKy, BHECCHHS] M3MEHEHU,
OOHOBJICHUS U 0JI00pPEHHs FApMOHU3NPOBAHHBIX (hapMaKoNelHbIX cTatelt (MOHOTpaduii)
Hacrosamas Konnenuus onpeaenseT NpuHLIMIBI B3auMoaeicTBUs PapMakoneHHOTIO
komutera Coro3a U yHOJTHOMOYEHHBIX OPraHOB I'OCY/IapCTB-UJIEHOB B chepe oOpalieHus
JIEKapCTBEHHBIX CPEIICTB B YacTU co3aanus eauHon ®apmakoneu Corosa.

Hacrosamas Konuenius HampaBieHa Ha peain3aluio CIeIyIONMX 3a1ay:

(dbopMupoBaHUE MOJIENIM FApMOHU3AIMY (hapMaKoINel rocydapCcTB-4JIEHOB;

BbIOOpP OCHOBHBIX (papMaKoIriel, ¢ y4eToM TpeOOBaHUN KOTOPBIX TOJIKHA
OCYULIECTBIATHCSA rapMOHU3aIus (hapMakoIel Tocy1apCTB-4IEHOB, ONpeIeIeHUE YPOBHS
UX IPUOPUTETHOCTH;

obecrieueHre MPUMEHEHUS €UHOTO TIOPSAAKa MPOBEACHUS TapMOHU3aun (papMakonen
rocyapcTB-UJeHOB;

o0ecrieueHre eANHCTRA MPUHIUIIOB pa3paboTKN (hapMaKoreHHbIX cTaTel
(MoHorpaduit) ®apmakoneun Corosa.

II. CoBpemeHHbIe TTOJIX0AbI K TapMOHM3aLNN (apMaKoIleil Tocy1apCTB-UIEHOB

Hauano rapmMoHM3aimu MeXAyHapOIHBIX GapMakornieil Oblto mosoxeHo B 1948 roxuy,
korga CexkperapuatoM BcemupHoii opranmnzamuu 3apaBooxpanetus (BO3) Obu1 monydueH
COOTBETCTBYIOLIUI Manzar. [lepBelil ToM IepBOroO UsgaHus MexyHapOaHOU
dapmakorien O6bu1 0y0sIMKOBaH B 1951 rony ¢ 1enpio rapMOHU3aUN TPEOOBAHUH K
KavyecTBY (apMaIleBTUUCCKUX CYOCTaHIINI BO BCEM MHpE.

Haunnas ¢ 2012 roga 1u1st OcyuiecTB/IeHNs: TApMOHMU3AINH Ha TTI00aIbHOM YPOBHE MO
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aruoil DkcrneptHoro komurera BO3 o cnenudukamusaM 1eKapcTBEHHBIX CPEACTB
OCYIIECTBISETCS aKTUBHAs pa3padoTka cranaapra BO3 «Hannexamas papmakoneitnas
npakTuka» (GPhP).

OcHoBHbIMH 3a1avamu ctangapTa BO3 «Hamnexamas GpapmakorneiHas npakTHKa
(GPhP) sBstroTes:

o0ecrnieyeHre KauecTBa JICKaPCTBEHHbIX CPEICTB Ha II100aJbHOM YpOBHE ITyTeM
NPHUHATHA (papMaKONEeHHbIX CTaHAAPTOB;

COJICHCTBIE MPU3HAHUIO TNIO0ATBHON (hapMaKOTIEHHON e TeTbHOCTH;

IIOBBINICHUE JOBEPUS PEryIATOPHBIX OPraHOB K (apMaKoNelHbIM CTaHAApTaM
KauecTBa JIEKAPCTBEHHbBIX CPEJCTB Ha INI00AIbHOM YPOBHE;

YKPEIIEHHE COTPYIHUYECTBA MEXY BCEMU 3aMHTEPECOBAaHHBIMU JULIAMU
(HaUMOHAJILHBIMU U PECHOHAIBHBIMU (hapMaKONEHHBIMI KOMUTETAMHU U HHBIMU
OpTraHMU3ALMAMHE, PETYJIATOPHBIMH OpraHaMH, NPeICTaBUTEISIME (apMarieBTHIECKOM
[IPOMBIIIUIEHHOCTH) U COKpAIlEHNE PACXO0B, CBSA3aHHBIX C pa3zpaboTKoi hapmakoneHbIX
CTaHIapTOB Ka4yeCTBa JICKapCTBEHHBIX CPEIICTB;

yOpoUIeHHE IPOLEAypbl TAPMOHU3ALMK U IPU3HAHUS (papMaKONEHHBIX CTaHAapTOB
KauyecTBa IEKapCTBEHHBIX CPEACTB Ha I1100ajabHOM YpPOBHE;

OKazaHue GapMaKOMEHHBIM KOMUTETaM FOCY1apCTB-WICHOB MOICPKKH B X padoTe
10 CO3/IaHUI0 TAPMOHU3UPOBAHHBIX (PapMaKOIIEHHBIX CTaHIaPTOB KayecTBa
JeKapCTBEHHBIX CPEJICTB.

Crannapt BO3 «Hannexamas gapmakoneitnas npaktuka» (GPhP) nomxken crats
PYKOBOJICTBOM J1JIsl HAI[MOHAJIBHBIX M PETHOHAIBHBIX (hapMaKoNeHHbIX KOMUTETOB ¥ MHBIX
OpraHu3aiuii mo pazpaboTke, NyOIMKaHUM U PacIpoCcTpaHeHUIO (papMaKomeHHbIX
TpeboBaHuil. M310KeHHbIE B HEM MPUHIUIIBI U TOAXOABI K pa3paboTke apMakonenHbIX
ctatell (MoHorpaguil) pacupoCTpaHsAIOTCs Ha:

bapmareBTHYeCKUE CyOCTaHITNY;

JIEKapCTBEHHOE ChIPbE MPUPOJHOTO MPOUCXOKIACHUS (PAaCTUTEABHOE, )KUBOTHOE);

JIEKapCTBEHHBIE TIPENAPaThI;

Oronornyeckue rnpenaparsl;

HKCTEMIIOPAJIbHBIE JIEKAPCTBEHHBIE TIPENapaThl;

CTaHJIapTHbIE 00Pa3Iibl, UCII0JIb3YeMbl€ /I UCTIBITAHNH JIEKApPCTBEHHBIX CPECTB.

[Ipumepamn 3¢ heKTUBHBIX yCUIIUHN 110 TapMOHU3aLKUHU (papMaKomen SBISIIOTCS
PapmakoneitHas nuckyccuonnas rpymnmna (PDG), I'pynmna o rapmonusauuu FOsxHo-
Amepukanckoro oomero peiaka (MEPKOCYP) u ap. ®apmaxorneiiHast THCKYCCHOHHAS
rpynna (PDG) HemocpencTBEeHHO OCYIIECTBISET FrapMOHU3AUI0 TPeOOBaHUH
EBpomneiickoit papmakoneu, @apmaxorien CLIA u Anonckoii papmakoneu. B pamkax
Fpynmst o rapmonuzanuu FOsxao-Amepukanckoro obmiero peinka (MEPKOCYP)
OCYIIECTBISETCS rapMOHU3alus (hapMaKONEeHHbIX CTaH1apTOB JaTHHOAMEPUKAHCKUX
cTpan — Aprentussl, bpasunnu, I1aparsas u Ypyraas.

Takum 00pa3om, OMBIT rapMOHU3AUK (papMaKoIiel Ha TI00ATHFHOM U PETHOHATHHOM
YPOBHSX 1L1€JI€CO00pa3HO UCIIONB30BaTh B paMKax Mpollecca FrapMOHM3aluu (papmakorei
rocyJapcTB-4j€HOB.
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[II. ®apmakornen rocyaapCTB-4JICHOB

B Poccuiickoit umnepuu, a 3atem B CCCP rocynapcTBEHHBIN KOHTPOJIb Ka4eCTBa
JICKapCTBEHHBIX CPEJICTB IPOBOAMIICS 110 CTaHIApPTaM U MOJI0KEHUsIM ['ocyrapcTBeHH O
pycckoi papmakomnen (6 u3ganuii), a ¢ 1925 rona - mo crangapTam M MOJIOKESHUSIM
TFocynapcreennoii papmakomen CCCP. [Tocnennue uznanus ['ocygapcTBEHHOM
dbapmaxonien CCCP - X uznanue (1969 rox) n XI uznanue (1987 rox - 1-ii Beimyck, 1990
FOJI - 2-11 BBIITYCK) - COXPAHUJIM CBOW HOPMATHUBHBIN XapakTep 10 HACTOSIIEr0 BPEMEHH,
XOTsI U B OTPAHUYCHHON CTETCHU.

J1a nproOpeTeHus OMbITa B pazpaboTke papMaKomeHHbIX CTaHapTOB
YIIOJTHOMOYEHHBIE OpTaHbl TOCYapPCTB-WICHOB B c(hepe 00paIieHns JeKapcTBEHHbBIX
CPEICTB cTayy opuunaIbHBIMU HabmoaatensMu EBporeiickoil papMakoneitHon
komuccun Coseta EBponsl. @apMakoneitHble KOMUTETHI CO3/1aHbl U (YHKIMOHUPYIOT B
PecriyOnuke benapycs, Pecrry6mmke Kazaxcran u Poccuiickoi @enepani.

dapmakonen Pecniyonuku benapycs n Pecnyonnkn Kasaxcran npaktuyecku
[I0JIHOCTBIO FapMOHN3UpoBaHkl ¢ EBporielickoil papmakoneeil. CTpykTypa O0JIbIINHCTBA
ux (papmakoneineix craTeil (MoHorpagduii) BKiIto4aeT B ce0s 0011yI0 HaCTh, OCHOBAHHYIO
Ha TpeOoBaHusix EBponeiickoil (hapmakoren, 1 HAMOHAIBbHYIO YaCTh, OCHOBAaHHYIO Ha
TpeboBarmsax ['ocynaperBennon gpapmakornen CCCP 1 3akoHOAATEIECTBA COOTBETCTBEHHO
Pecniyonuku benapyceh u Pecniy6iinku Kazaxcras.

O6mas yacth (hapMakoneHHbIX cTaTel (MOHOrpaduil) rocy1apCTB-4WIEHOB COACPKUT
TpeOOBaHMS K Ka4eCTBY JIEKAPCTBEHHBIX CPEJCTB, MPOU3BEACHHBIX B COOTBETCTBUU C
[TpaBunamu HaasIexXale NPOU3BOACTBEHHOM MPAKTHKU.

HanuonanbHast yacTh GpapMakoneiHbIx crateit (MoHorpaduit) papmakoreit
rOCyIapCTB-UICHOB OTPa)kaeT 0COOCHHOCTH MOIX0I0B K KA4eCTBY JIeKapCTBEHHBIX
CPENCTB B rocyaapcrBax-uieHax. OHa BKIOYAeT aibTepHATUBHbIE METOUKH,
JIOTIOJTHATEIbHBIE HHPOPMAITHOHHBIE MaTEepHAIIBI. 3a4acTyI0 TpeOOBaHHS HALMOHAIBHOM
4yacTu (papMakonenHbIX cTaTell (MOHOrpaduil) mpeacTaBasoTCs 0osee )KeCTKUMU, YeM
TpeOoBaHMS eBponeiickux GapmakoneHbIX cTaTei (MoHOrpaduit).

Pecniyoninka Kazaxcran

HeoOxomumocts co3nanus ['ocynapctBenHoil papmakonen Pecriyonuku Kazaxcran
obl1a onpenenena YkasoM Ipesunenta Pecniyonuku Kazaxcran ot 23 HosiOpst 1995 1. Ne
2655 «O nexapCTBEHHBIX CPEICTBAX», UMEIONNM CHITY 3aKOoHa. [lambHeliee pa3BUTHE
BoOIIpoca onpenensioch 3akonom Pecrybnukn Kazaxcran ot 13 stuBapst 2004 r. No 522-11
«O 5eKapCcTBEHHBIX CPENCTBAX». B yCnoBUAX OTCYTCTBHS HAIMOHAIbHBIX
bapmakonenHbIX TPEOOBaHMH BaXKHBIM L1aTrOM B Pa3BUTHU TOCYAAPCTBEHHOTO KOHTPOJIS
KayecTBa JIEKapCTBEHHBIX cpeicTB B PecniyOinke Kazaxcran sBHIIOCH IpU3HAHUE
Benymux dapmakonei (EBponetickoit hapmakonen, @apmakonen CIIA, bpuranckoii
dapmaxornen n1 Hemenkoit romeonarudeckoi hapmaxoren) npukazom Komurera
dapmannn MunuctepcTBa 3apaBooxpanenus Pecnyonuku Kazaxcran ot 11 ¢espans 2004
r. Ne 21.

locynapctBennas apmaxones Pecrrybnukn Kazaxcran Obuta co3mana omarogaps
rocyaapcTBeHHoM mogaepxkke B 2005 — 2008 rogax, yrBep:k/ieHa U BBe/I€HA B ICHCTBUE B
2008 romy. Tlonoxkenust, 3aKpernsonue cTaTyc I ocyaapcTBeHHOM GapMaKkomnen
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Pecnyonuku Kazaxcran, B HacTOsee Bpemst yctaHoBIeHbI B Konekce PecmyOmuku
Kazaxcran ot 18 cents0ps 2009 r. Ne 193-1V «O 310poBb€ Hapoaa U cucTeMe
3/1paBOOXPaHEHUSY.

[IpumeneHue crannapToB nercTRymnX B Pecnybnuke Kazaxeran ¢papmakoneit
OCYUIECTBJISIETCS B COOTBETCTBUH C IPUHATHIM YPOBHEM NpuopuTeTHOCTU. [1epBhiii
YpOBEHb MPUOPUTETHOCTU OTBoaUTCs ['ocynapcTBeHHOM Gapmakonee PecnyOiauku
KazaxcTan, mpi OTCYTCTBUM B HEil COOTBETCTBYIOMNX (hapMaKONeHHbIX MOHOTrpaduit
npuMmensercs EBponeiickas ¢apmaxones (BTOpoi ypOBEHb IPUOPUTETHOCTH).
®apmaxones: CIIIA u bputanckas papmakoriest UMEIOT TPETHI YPOBEHb IIPUOPUTETHOCTH.

INocymaperBennas dapmakones PecmyOmmku Kazaxcran [ muznanus Obina
omyonukoBana B 2008 — 2009 rozax B 2 ToMax Ha Ka3aXCKOM W PYCCKOM si3bIkax. B
MEPBOM TOME COJAeprKaTcs obmine hapmakolieliHble MOHOTpa(puu, BO BTOPO TOM
BkIitoueHs! 300 papmakoneitHpIX MOHOTpaduii Ha papManeBTUYECKUE CyOCTaHIHU, 26
dbapmakoneiiHpIX MOHOTpad Uil Ha JTEKapCTBECHHOE PACTUTEIBHOE ChIpbe, 77
dapmakoneiHbIx MoHOTpad Uil Ha JIeKapCTBEHHBIE mpenapaThl, 15 GapMakomneitHbIx
MOHoOrpaguil Ha BaKIIMHbI /ISl IPUMEHEHHS! Y YeJIOBEKA U YeJIOBEYECKUE
UMMYHOIJIOOy/IHHBL. B 10omoMHEeHne K TapMOHU3UPOBAHHBIM TeKCTaM B [ ocyapcTBEHHYIO
dapmaxomneto Pecniyonuku Kasaxcran Biitouensl 100 HalMoHAIBHBIX (PapMakoOmeHHbIX
MoHorpaduil Ha JIEKapCTBEHHOE PaCTUTEIbHOE ChIPbE, JIEKAPCTBEHHbIE NIpernapathl.

OdunuansHoE pa3pelieHre Ha 3auMCTBOBaHUE TeKcTOB EBporneiickoil papmakonen
OBII0 IPEIOCTABIICHO €€ NaTeHToo0nasareneM - EBponeiickum JUpeKTOpaToM 1o
KOHTPOJIIO Ka4yeCcTBa JIEKapCTBEHHBIX CPENCTB U 3paBooxpaHeHnto CoseTa EBpoOIIbI
(EDQM).

B uenax rapmonuzauuu ['ocynapcrsenHoit papmaxonen Pecnydnuku Kazaxceran ¢
tpeboBanusamu dapmaxonen CILIA B urone 2009 r. Pecny6nnka Kazaxcran crana
obunuaNbHEIM Ha0IO1aTeNeM, a B HOsiOpe 2010 1. - wieHom dapmMakoneitHON KOHBEHIIUN
CIIIA (USP) c npaBom pemaroriero rosioca. B okrs6pe 2010 r. noanucano cornameHue o
rapMoHu3aiuu ['ocynapctBeHHoON dapmaxornen Pecriyonnku Kazaxcran co crangapTamu
®dapmakonen CIIA, mo3Bosiioniee NpoBOIUTh 3aUMCTBOBAHNE €€ TEKCTOB IS MX
BKJIFOUEHHS B HAIMOHAJIbHBIE (papMakomneiiHbie MOHOTpaduu MO TOJTHOMY M CEJIEKTUBHOMY
mexanuzmam. C 3To ke 1enpio B anpene 2014 r. 6110 MOAMICAHO COTJIAIIICHUE C
bpuTaHCKIM areHTCTBOM M0 PEeryJnpOBaHUIO 00palieHUs JTeKapCTBEHHBIX CPEACTB
(MHRA), npenycmaTtpuBaroiiee BO3MOKHOCTh FapMOHU3anuu I ocy1apcTBeHHOM
dhapmaxonen Pecniyonuku Kazaxcran co cranmpapramu bpuranckoi hapmakorneu.

HanwHetimee pa3Butue [ ocymapetBennon papmakornen Pecryonuku Kazaxcran
onpezaeneHo ['ocynapeTBeHHON MporpaMMoii pa3BUTHUS 3[IpaBooxpaHeHus PecryOanku
Kazaxcran «Camamattel Kazaxcran» Ha 2011 - 2015 romsr,
yTBepkacHHON Ykazom [Ipesunenta Pecyonuku Kazaxcran ot 29 Host6pst 2010 . Ne
1113.

B HacTosmiee BpeMst oCcymiecTBIIeHA MyOIUKans TpeThero ToMa ['ocynapcTBeHHOM
¢dapmaxoneun Peciyonuku Kazaxcran, rapMOHU3HPOBAHHOTO € TPEOOBAHUAMU
EBpomneiickoit papmakoneun (EP 8.0 - 8.2), ®apmakoneun CILIA (USP 37) u Bpuranckoii
dapmaxoneun (BP 2014). Mznanne comepkut 304 HOBBIC OONINE M YACTHBIE
dapmakorreiinsie MoHOTpaduu Ha (papMaleBTHUECKHE CYOCTaHIIUM, ICKaPCTBEHHOE
PACTUTENBHOE ChIPbE, IEKAPCTBEHHbIE TIpemapathl, paguodapmaleBTHUeCKHe Ipenaparsl U
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HCXOAHBIE MaTepualbl JUisl paarodapMaleBTUUECKUX TPenapaToB, FOMEONaTHUECKUX
penapaToB, MEAUIIUHCKUX U3ACIIHH.

Wcnpiranus, npeaycMaTpuBaeMble IpU pa3padboTke (hapmakoneHbx MoHOrpadui,
BBITIOJTHSIIOTCS B JlabopaTopusix, akkpenutoBaHHbeIX Ha coorBeTcTBUEe CT PK MCO/MBK
17025-2007 «O6mue TpeOoBaHUA K KOMIIETEHTHOCTH UCHBITATENbHBIX U KaTHOPOBOYHBIX
naboparopuit». B HacTosiIee BpeMs aKTHBHO ITPOBOASATCS. paOOTHI 110 BCTYIUIEHUIO 9THX
nadoparopuii B CeTb opuUHaIBHBIX MEIUIMHCKUX KOHTPOJIbHBIX JJaboparopuii CoBeTa
EBponsl (OMCL GEON).

HNnirocrpaTuBHBIA MaTepHal:
- mpesenrarst Microsoft Power Point.
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KontpoJjbHbie BOHPOCHI

- O EBpa3suiickoM SdKOHOMHYECKOM COIO3E;

- EBpasuiickas skonomuueckas komuccus (EDK);

- Lenu n 3amaun EBpa3zuiickoro 3KOHOMHYECKOTO COK03a;

- Konuenuus rapMonu3anuu Gpapmakonei rocyaapcets - uieHoB EBpazniickoro

SKOHOMHUYECKOI'0 COI03a.

Jlexuns 10
Tpebosannst nokymertoB ICH cepun «Q» k kauectBy JIC
Ilean: chopmMHUpoBaTh y CTYACHTOB 3HaHUS O (apMaleBTUYeCKOH pa3paboTKu
JIEKapCTBEHHBIX ITpenapaToB B pamkax Tpedosanuii ICH Q8.

Te3uce! JJeKunu

Ilran:

- MexxnyHapoIHbIN COBET MO MrapMOHU3ALNH;

- XenbCUHKCKasl IeKJapalins;

- GapmaneBTraeckas chepa EBponeitckoit Komuccuu;
- Paznens! pykoBoacrea ICH

Me:xnynapoaHblii coBeT o rapmonm3zanuu (auri. International Councilon
Harmonisation) - MmesxayHapoaHast OpraHu3aliis, 3aHUMArOIIasCcs BeIPaOOTKOM
peKOMEHAaIMii IO CO3TAHUIO M TECTUPOBAHUIO JCKAPCTBEHHBIX IpenapaToB. Vctopus
OpraHu3aIyyu Havajgack ¢ mpooauMon ¢ 1990 roma Korndepennu mo rapMoHu3aIim, a ¢
2015 roga Coset 3apeructpupoBat B llIBelilapnn kak accortuanus.



https://ru.wikipedia.org/wiki/%D0%A5%D0%B5%D0%BB%D1%8C%D1%81%D0%B8%D0%BD%D0%BA%D1%81%D0%BA%D0%B0%D1%8F_%D0%B4%D0%B5%D0%BA%D0%BB%D0%B0%D1%80%D0%B0%D1%86%D0%B8%D1%8F
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B Coer BX0AT NpeaCTaBUTEIU PETYIUPYIOLIUX OPraHU3alUuN U acCOLMaNU
MIPOM3BOIUTENICH METUKAMEHTOB, COBMECTHO BBIpaOaThIBatOIe TPECOOBAHMUS
TAIA Ha/UIeXKAUIeH KIMHUYECKON MPAaKTHKW, UHTErPUPOBAHHBIE B 3aKOHOJATEILCTBO
MHOT'HX CTPaH.

ICH ~ nnunmaTtuBa, 00bEINHSIOIIAL

v/ paBHONPABHBIX MMAPTHEPOB,
v/ peryyiaTopHbIe OPraHsl,
v’ (dapMaleBTUYECKYIO TPOMBIILIEHHOCTE,

B HAYYHOM M TEXHUYECKON IUCKYCCHU O MpOoLEeAypax TECTHPOBAHUS, HEOOXOAUMBIX
JUTSL TOCTHYKEHUST 0€30MacHOCTH, KadecTBa U 3P ()EKTHBHOCTH JIEKAPCTBECHHBIX MMPETIAPATOB.

ICH xoHueHTpUpyeTCs Ha TEXHUUYECKUX TPEOOBAHUAX K Pa3pabOTKe JIEKAPCTBEHHBIX
[pernapaTos.

ITpeanoceiikamu k co3nanuio CoBeTa ObUIUM MECTHBIE 3aKOHBL, PETYINPYIOMUE COCTAB
1 0€301aCHOCTH JICKAPCTBEHHBIX CPEACTB; a TAKKE MEXKTYHAPOIHBIC MHUIIUATHABEI IT0-OXpaHe
[paB - JIIOJEed, 3a/JelCTBOBAHHBIX ' 'B MEIMIMHCKUX 3KcrnepuMeHntax  -B 1949 " rony
nosiBuiICs - HropHOEprckuid Kozeke, 3alpeniaBIidil - METUIIMHCKHE OKCTIEPUMEHTHI  0e3
COIVIaCHsl YYAaCTHUKOB M ' IIPOBEIEHUE OKCIICPUMEHTOB JTIOAbMH, HE MMEIOIIUMU HYMKHOU
KBaJTM(pHUKAIMM, . a ~TakkKe ~0e3 MEeIMIUHCKON . HeobxomumocTtH; B 1964 romy
HpUHATA X eIbCUHKCKAs AeKIIapaliis, 3aKpenBIIas TpeOOBaHUs K UCCIAE10BATEIbCKON STHKE
U DKCITepUMeHTax Ha Jitosix. B 1980-x B KpyIHBIX LIEHTpax HPOU3BOJICTBA MEANKAMEHTOB -
EC, CIIA, SlnoHun M Opyrux. - ye UMeNUch COOCTBEHHBIC CUCTeMbl (papMKOHTPOJIS, U
Ha3peBaia He0OXOAMMOCTh CHHXPOHHU3ALUM 3THX TPeOOBaHMIA.

W nes o cokpauieHuy IOBTOPHOTO TECTUPOBAHNS JIEKapeTB Ul BHIBO/IA HA PHIHKA
HOBBIX CTpaH TOSBUJIACH HE TOJHKO KaK OTBET Ha O€CUEIOBEUHBIEC IKCIIEPUMEHTHI Ha/l HE
OHMMAOIINMU TTPOUCXOASIHEr O JIFOABMHU, €€ TAKXKE AKTUBHO IIPOBUTAIN KOMMEPUYECKUE
IIPOU3BOIUTEINH JIEKAPCTB, JKEIaBIIME YBEIUUUTE OXBAT PhIHKA CBOCH MPOAYKIIUEH.

B 1990 rony B Bproccene npouuia neppas MexyHapogHast KOHGEpeHIHs [0
rapMOHHM3alMN TEXHUYECKNX TPeOOBAHUM K perucTpaiuy JeKapCTBEHHbIX IPEnapaToB sl
npuMenerus Ha moaax (anrit. International Conference on Harmonisation of Technical
Requirements for Registration of Pharmaceuticals for Human Use), B koTopoii ipuHsitu
yuacrue peneranuu u3 EC, CIIA u Snonnu. Cnycts 6 et Bbllen nepBblid JOKyMeHT, E6
(R1) «PykoBOoACTBO MO HayIeKAIIEH KIMHUIECKON MPAKTIKE, OCTAIOIIECECS 30JI0THIM
CTaHIAPTOM TUIAHUPOBAHUS, IIPOBEICHHS, COOPa U MyOAMKAIMK JAHHBIX 110 KIMHUYECKUM
ucciaenoBanusiM v B 2022 roay: B 2011 rony MexayHapoaHas OpraHu3anus 1o
CTaHapTU3aluy IPUHSIIA aHATOTMUHBIN CTaHAAPT IS MEAULIHUHCKHUX yeTporceTs (ISO
14155), ocHoBaHHBII Ha pykoBOICTBE E6.

B 2015 rony opranuzaropsl Kongepenuun 3aperucrpuponanu e€ B L1IBeitapun kak
«accolualuoy» U nepenMeHoBaIu B « MeKIyHapoJHbIH COBET 10 TAPMOHU3ALNN, @ TAKkKe
HIPHUHSUIN TIPEACTAaBUTENEH PEryisTOpoB U mponssoautesen lselinapun u Kanans! B
MOCTOSTHHBIE WICHBI.

VY4acTHUKY - pEryAUpYIOLUE OPTaHbl ¥ IPOMBIIITIEHHOCTb:

Esponetickuii Coro3
CIITA

Snonus

BO3 (rabnromarens)



https://ru.wikipedia.org/wiki/%D0%9D%D0%B0%D0%B4%D0%BB%D0%B5%D0%B6%D0%B0%D1%89%D0%B0%D1%8F_%D0%BA%D0%BB%D0%B8%D0%BD%D0%B8%D1%87%D0%B5%D1%81%D0%BA%D0%B0%D1%8F_%D0%BF%D1%80%D0%B0%D0%BA%D1%82%D0%B8%D0%BA%D0%B0
https://ru.wikipedia.org/wiki/%D0%9D%D1%8E%D1%80%D0%BD%D0%B1%D0%B5%D1%80%D0%B3%D1%81%D0%BA%D0%B8%D0%B9_%D0%BA%D0%BE%D0%B4%D0%B5%D0%BA%D1%81
https://ru.wikipedia.org/wiki/%D0%A5%D0%B5%D0%BB%D1%8C%D1%81%D0%B8%D0%BD%D0%BA%D1%81%D0%BA%D0%B0%D1%8F_%D0%B4%D0%B5%D0%BA%D0%BB%D0%B0%D1%80%D0%B0%D1%86%D0%B8%D1%8F
https://ru.wikipedia.org/wiki/%D0%90%D0%BD%D0%B3%D0%BB%D0%B8%D0%B9%D1%81%D0%BA%D0%B8%D0%B9_%D1%8F%D0%B7%D1%8B%D0%BA
https://ru.wikipedia.org/wiki/%D0%9D%D0%B0%D0%B4%D0%BB%D0%B5%D0%B6%D0%B0%D1%89%D0%B0%D1%8F_%D0%BA%D0%BB%D0%B8%D0%BD%D0%B8%D1%87%D0%B5%D1%81%D0%BA%D0%B0%D1%8F_%D0%BF%D1%80%D0%B0%D0%BA%D1%82%D0%B8%D0%BA%D0%B0
https://ru.wikipedia.org/wiki/%D0%9A%D0%BB%D0%B8%D0%BD%D0%B8%D1%87%D0%B5%D1%81%D0%BA%D0%BE%D0%B5_%D0%B8%D1%81%D1%81%D0%BB%D0%B5%D0%B4%D0%BE%D0%B2%D0%B0%D0%BD%D0%B8%D0%B5
https://ru.wikipedia.org/wiki/%D0%9A%D0%BB%D0%B8%D0%BD%D0%B8%D1%87%D0%B5%D1%81%D0%BA%D0%BE%D0%B5_%D0%B8%D1%81%D1%81%D0%BB%D0%B5%D0%B4%D0%BE%D0%B2%D0%B0%D0%BD%D0%B8%D0%B5
https://ru.wikipedia.org/wiki/%D0%9C%D0%B5%D0%B6%D0%B4%D1%83%D0%BD%D0%B0%D1%80%D0%BE%D0%B4%D0%BD%D0%B0%D1%8F_%D0%BE%D1%80%D0%B3%D0%B0%D0%BD%D0%B8%D0%B7%D0%B0%D1%86%D0%B8%D1%8F_%D0%BF%D0%BE_%D1%81%D1%82%D0%B0%D0%BD%D0%B4%D0%B0%D1%80%D1%82%D0%B8%D0%B7%D0%B0%D1%86%D0%B8%D0%B8
https://ru.wikipedia.org/wiki/%D0%9C%D0%B5%D0%B6%D0%B4%D1%83%D0%BD%D0%B0%D1%80%D0%BE%D0%B4%D0%BD%D0%B0%D1%8F_%D0%BE%D1%80%D0%B3%D0%B0%D0%BD%D0%B8%D0%B7%D0%B0%D1%86%D0%B8%D1%8F_%D0%BF%D0%BE_%D1%81%D1%82%D0%B0%D0%BD%D0%B4%D0%B0%D1%80%D1%82%D0%B8%D0%B7%D0%B0%D1%86%D0%B8%D0%B8
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Lens ICH - PazpaboTka emuHbIX TpeOOBaHMH K CTaHIAPTU3ALMH, KOHTPOIIO
Ka4yecTBa, 3P(PEKTUBHOCTH, ©€300aCHOCTH, MPOU3BOACTBY M PETUCTPALMH JICKAPCTBEHHBIX
CPEJICTB.

ICH coctout u3:

1. lects BoBneyeHHbIx cropon — (ICH Parties).

2. Habmromareneii - (Observers).

3. IFPMA - MexayHapoaHoii deaepanuu — papMaleBTUYECKUX MPOU3BOAUTEICH U
accoIalui.

EBponeiickas komuccus npeacraBisiet 25 uaenoB EBponeiickoro corosa.

European Medicines Agency (EMEA) Esporneiickoe areHTCTBO JeKapCTBEHHBIX
npenapatoB Obulo ocHOBaHO EBpomeiickoi - komuccued. TEXHUYECKYIO - U HAY4YHYIO
noguepky nesteabHocta ICH ocymectsisier Committee for Medicinal Products for Human
Use (CHMP) - noapasnencane EMEA. EMEA pacnosioxeHo B JIoH0HE.

EMEA

EBporeiickas koMmuccus

dapmarneBTrucckas chepa EBporeiickoii komuceun

EFPIA (EBponeiickasi ®@enepanus (papMaueBTHYeCKON NPOMBIILIEHHOCTH U
accomMamnuid) = cocTout M3 29 HAIMOHAJBHBIX ~ accouua-imii wu 45 ' Beaymux
dapmarnieBTUYECKUX KOMITaHHIA, BOBJICUYEHHBIX B TPOIECCHI MCCIEI0BaHM, paspabOTKU U
IIPOU3BOJCTBA  JIEKAPCTBEHHBIX - TpenapatoB B EBpome. Pabora EFPIA cBs3zana ¢
nestenbHOCThI0 EBponeiickoit komuccun 1 EMEA. Pacnionoxkena B bproccene.

Ilupokast ceThb SKCHEPTOB M HAIMOHAJIBHBIX KOOPIMHATOPOB, NECHCTBYS uepe3
Accoyuayuro. yuacmnurxos (Member Associations) obecrnieunBaer B3risaasl EFPIA BHyTpH
ICH, BrIpaxast nHTEpech EBponeiickoil IpoMbIIIIEHHOCTH.

EFPIA

MHLW (MuHHCTEpCTBO  310POBbs, TPYyAa M COUHMAJBLHOIO 00ecmeveHust.
Sinonmst) OTBeuyaeT 3a OICHKY W - ono0peHue K rmpumeHenuto JIII,  MeaUIIMHCKOrO
000py10BaHMUs U KOCMETHUKH.

Texuuueckas 1 HayuHas roagepskka gestenbHoc-Tu ICH obecneunBaercs:

Pharmaceutical and Medical Devices Agency (PMDA) -ArentcteoM hapMareBTHKH

U MEIUIIMHCKOTO 000pYA0BaHUS;

» National Institute of Health Sciences (NIHS) - HanuoHansHbIM ~ HHCTUTYTOM

METUUIUHCKUX HAYK; U IPYTUMHU SKCIIePTaMU aKaJeMHH.

Bce padorsl ICH neasitest Ha 4 KaTeropmu:

*  @opmansabie mporeaypsl ICH mo pa3paboTke HOBBIX PYKOBOJICTB

» Ilpouenypsl mo  coznaHuio mHepeyHs «BompocoB # OTBETOB» JJs  OOJETYeHUS
WCII0JIb30BaHUs JEHCTBYIOHIUX PYKOBOZACTB

» Ilpomnenypsl nepecMoTpa UK BHECEHUS] U3MEHEHHNH B JEHCTBYIOLINE PYKOBOACTBA

» Ilpouenypsl = akTyanu3aluu, T.€. [I00aBIEHUS - CTaHIAPTOB B CYILIECTBYIOIIHE
PYKOBOJCTBA U/UIU PEKOMEHIAINH.

Pa3neanl pykoBoactea ICH

Quality -~ «KadecTBO» - TEMbl, HMEIOIINC OTHONICHHE K XUMHYECKAM U
(dapManeBTHYECKUM METOJaM TapaHTUd KadecTBa (TeCT Ha CTaOWIHHOCTH, TECTHI Ha
mpuMecH)

Safety - «be3onmacHOCTB' - TEMbI, HMCHOIIUC OTHONICHHE K JOKIMHUYCCKUM

uccIle0Ba-HUAM(TECThl Ha KaHIIEPOT€HHOCTh U T'elaTOKCUYHOCTh)
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Efficiency - «9¢ddexTuBHOCTE» - TEMBbI, UMEIOIINE OTHOMICHHE K KIMHUYECKUM
UCCIICIOBAHMSM Ha YeJOBEKE (MCCiIenoBaHusl 3aBHCUMOCTH n03a-3ddexr, Good Clinical
Practices, etc.)

The multidisciplinary - «Myasruaucupmmuaapasiey» (MedDRA, CTD).

Q - Quality: xagecTBO

Q1 - UccnenoBanue cTaOMIBHOCTH JIGKAPCTBEHHBIX CPEACTB

Q2 - Banunanus hapMaKomeHbIX METOAUK

Q3 - IlpuMecu B JIeKapCTBEHHBIX CpeACTBaX (CyOCTaHIIMK U TIperaparhl)

Q4 - ®apmakomneiiHasi rapMOHHU3ALHS

Q5 - KauecTBO 6HMOTEXHOIOrMUECKUX MPOTYKTOB

Q6 - Crienmdukanuy Ha IeKapCTBEHHBIE CPeICTBA (CyOCTaHINY M TIPETIapaThl)

Q7 - Hapnexxamas mpaktuka npousBojactsa (GMP)

Q8 - PazpaboTka JIeKapCTBEHHBIX CPEJCTB

Q9 - Ypasnenue puckamu

Q10 - Cuctema papMalieBTHUECKOTO Ka4eCTBa

ICH Ha ¢oHE MHPOBOrO  pa3BHTHUS JICKAPCTBEHHBIX  CPEICTB CTPEMUTCS | K
MEXKIYHAPOJAHONH TapMOHHU3allMM Ha Ojaro  yiayduleHwsl - 3I0pPOBbs  UEIOBEYECTBA,
KOHTPOJMPYS = M3TOTOBJICHUE  Oe30macHbIX, ~ 3)(QEKTUBHBIX M BBICOKOKAYECTBEHHBIX
JICKapPCTBEHHBIX CPEJICTB.
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- npesenTaist Microsoft Power Point.
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