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YYEBHO-YYETHAS KAPTA

Crynenra

TPYIIIbI

(DUO)

Tema J1a00paTOPHOTO 3aHATHS

Onenka

IHoanuck
npenojgaBaTes

CTaHI[apTI/BaIII/Iﬂ KaK OCHOBa q)OpMI/IpOBaHI/Iﬂ CUCTEM
obecrieueHus u KOHTPOJIA Ka4CCTBa

CucteMa rocy1apCcTBEHHBIX YUPEKACHUI, o0ecrieunBa-
IOLIMX KOHTPOJIb KauecTBa JICKAPCTBEHHBIX CPEJICTB B
Pecrry6nmke benapycs

KOHTpOJ'II) Ka4YCCTBa JICKAPCTBCHHLIX CPEACTB B aKKPEAU-
TOBAHHBIX HUCIIBITATCIIBHBIX na6opaTop1/mx

OO0ecrieyeHre U KOHTPOJIb KaueCTBa JIEKAPCTBEHHBIX
CPEICTB B COOTBETCTBUU C TpeOoBaHusIMU Haanmexariei
TUCTPUOBIOTOPCKON TIPAKTUKH

OO0ecrieyeHHe U KOHTPOJIb KaueCTBa JIEKAPCTBEHHBIX
CPEICTB B COOTBETCTBUU C TpeOoBaHusIMu Haamexarei
anTEeYHOU MPAKTUKH

BryTpuanTedHblil KOHTPOJIb Ka4eCTBA JIEKAPCTBEHHBIX
CPEICTB

CDapMaHCBTI/I‘IeCKOe HWHCICKTUPOBAHUC

HUtorosoe 3ansarue

© || O

Mertoposnorus pa3paboTKi OpUTHHAIIBHBIX U BOCTIPOU3-
BEJICHHBIX JICKAPCTBEHHBIX MIPENapaToB

Mojienu o1ieHKH 0e30macHOCTH U 3()(HEKTUBHOCTH Jie-
KapCTBEHHBIX CPEJIICTB Ha ATAre JOKINHUICCKUX
(HEKTHHUYIECKUX ) UCCIICTOBAaHNI

11

COBpeMeHHBIe MOoAXO0AbI K IPOBEACHNUIO KIIMHUYCCKUX
HUCIIBITaHUI (HCCHQHOBaHHﬁ) 1 OIICHKC 3KBHBAJICHTHOCTHU
JICKApCTBCHHBIX MIPCTIapaToOB

12

Paspaborka (hapmMakorneiHbIX cTaTeil 1 HOPMaTHBHBIX
JIOKYMEHTOB I10 KaYECTBY

13

Pa3zpaboTka 1 Bamumanus aHaTUTHIECKUX METOIUK

14

[opsiiok perucTpanyu JIeKapCTBEHHBIX CPEJICTB
B PeciyOimnke benapycs

15

@OpMHpOBaHI/Ie PETrUCTPALIMOHHOTO JOCHE HA JICKap-
CTBCHHOC CPCACTBO

16

Obecrieuenre U KOHTPOJIb KaueCTBa JIEKAPCTBEHHBIX
CpEACTB B COOTBETCTBUM ¢ TpeOoBanusmMu Hanmexamei
[IPOU3BOACTBEHHOU NTPAKTHKHU

17

KOHTpOJ'IB Ka4YCCTBa JICKAPCTBCHHBIX CPCACTB IPOMBIII-
JICHHOTI'O IIPpOMU3BOACTBA

18

Cratuctuueckas 00padoTKa pe3yabTaTOB XUMUYECKOTO
AKCIIEPUMEHTA

19

3auer




INPEANCJIOBHE

[TpakTHKyM SIBISIETCS IPUMEPOM TUAAKTHYECKOTO IMOAX0a K OpraHU3aluy J1abopaTopHOTrO
3aHSATHS 110 CTAHJAPTU3AIMH JICKAPCTBEHHBIX CPEICTB, TaK KaK ONTUMH3UPYET PadOTy MO KOHTPO-
JIEM TPETNOaBaTelNsl U YBEITUYUBACT MPOAYKTUBHOCTh M3yYEHUSI HACKHIIIEHHOTO 00beMa MaTepualia
0 BOMpPOCaM 0OecrieueHus, KOHTPOJISI U YIPABICHHs Ka4eCTBOM JICKAPCTBEHHBIX CPEJICTB HA BCEX
JTamnax ux oOpaIIeHus COTIacHO TPEOOBAHHUSIM HOPMATHUBHBIX MTPABOBBIX aKTOB, B TOM YHUCJIC HaJIJIe-
KAaIX MPaKTHK.

Lenv npakmuxkyma: 06IETYUTh U YCKOPUTH YCBOCHUE CTYICHTaMU MaTepraia o CTaHJapTH-
3aluu, 00ECTICUCHUIO M KOHTPOJIIIO Ka4eCTBa JIEKAPCTBEHHBIX CPEJICTB.

B mpaktukyme ykazaHbl TEMbI 1a0OpaTOPHBIX 3aHATUH, a TaKKe TPeOOBaHUS, MPEIAbSBIIsC-
MbIe Kadenpoii, 1 TexHuKa 0€30MMacHOCTH.

B npakTtukyme mpuBOJSATCS: 1IENb 3aHATHS, TPEOOBAaHUS K UCXOJHOMY YPOBHIO 3HaHUH, KOH-
TPOJIBHBIE BOIIPOCHI 110 TEMAM 3aHITHI, AITOPUTM BBITTOJITHEHUS JTAOOPATOPHOM pabOThI, 3a1aHuUs IS
CaMOCTOSITEIILHOM PaOOTHI CTY/ICHTOB, TICPEYHH JINTEPATYPHI K KaXKIOMY 3aHSATHIO, & TAKIKE IIPUMEPHI
peleHus 33134 ¥ UX nepeuHu. M cronb3ys IpakTUKyM, CTYIEHTBI COKPATAT BpeMsi 0(OpMIICHUS TIPO-
TOKOJIOB, YTO JAaCT BO3MOXKHOCTH YJICIUTH OOJIbIIIC BHUMAHUS U3YUYCHUIO TCOPETHUECKOTO MAaTePH-
aJia, a TaK)Ke MO3BOJIMT COXPAaHUTh 3aIMCH, KACAIOIINECs OCHOBHBIX MOMEHTOB U3y4aeMOI'0 MaTepH-
ana. JlaHHbIC 3aITUCH HEOOXOAUMBI TIPU MIOATOTOBKE K MPOMEKYTOUHOH (3a4eTy), UTOrOBOH (TOC. IK-
3aMEHY) aTTECTAIlMH, IPU CAaue KBATU(PUKANMOHHOTO YK3aMEHA IO CIICIUAITBHOCTH HHTEPHATYPHI
«Dapmarysi» 1 JUIsl aTTeCTAllMK Ha MPUCBOCHUE (TOATBEPIKACHUE) KBATH(DUKAIIMOHHOW KaTeTOPUH
MIPOBU30paAM-CIICIIHATTUCTAM.

B KoHI1Ie 3aHATHS TIPENoaBaTelb MOAMKUCHIBACT MPAKTUKYM U IPOBOIUT BBIXOJHON KOHTPOJIb
3HAHWUW CTYJCHTOB, HA OCHOBAHUH YET0 BHICTABIISCTCS OTMETKA 32 3aHATHE.

AJITOPUTM NPOBEJEHUS 3AHATUSA

OO0uree Bpemsi 3ausaTuss — 4 yaca.

B nauvane 3aHsATHS pa30UparOT BOMPOCHI, BHI3BABIIME 3aTPyJHEHUE Y CTYICHTOB MPH CaMo-
MOArOTOBKE IO Teme 3aHATus. Jlanee cieayeT ycTHOE OOCYXAEHHE CO CTYAEHTAMH KOHTPOJBHBIX
BOMNPOCOB 1o Teme 3aHsaTusl. [locie mepepriBa co CTyIeHTaMH pa30UparOT X0/1 BHITIOTHEHHs Tabopa-
TOPHOM pabOThI, U 3aT€M OHH MPHUCTYMAIOT K €€ BBHIMOJIHEHHUIO 101 PYKOBOJCTBOM IperoaBaTes.
[Tocne moaBeneHUs UTOTOB J1a0OPATOPHOI pabOTHI CIEAyeT BBIXOIHOM KOHTPOIb 3HaHu#. [Ipu HEoO-
XOUMOCTH CTYACHTAM MpeAIaractcs NMCbMCHHOC UJIM TECTOBOC 3a1aHUC (B TOM 4YHCJIC JaTh ITHUCh-
MEHHO€ OIpe/IeTIeHNe OCHOBHBIX TepMUHOB). [IoBOS UTOTH 3aHATHS, TPOBOAUTCS pa3zd0p BOIMPO-
COB, KOTOPBIE BBI3BAJIN 3aTPYJHEHHUs y CTYIECHTOB IIPHU KOHTpoOJIE. B KOHIE 3aHATHS HYKHO MPOBE-
PUTH U NOANKCATH MPAKTUKYM U BBICTABUTH OTMETKHU B KypHaJ.

XpoHokapTa 3aHATHS:

Ne Koan4decTBO BEITEIEH-
Ilepeyenn y4eOHBIX BONIPOCOB
n/n HOI'0 BpEMEHH, MMH
1 | BerynurenbHoe cioBo npemnojaasareis. OTMETKa OTCYTCTBY- 5
IOIIHMX CTYJIEHTOB
2 | OTBeTHl Ha BOIPOCH CTYJEHTOB, BO3HUKIIHE TIPH IOJTO- 10
TOBKE K 3aHSTHIO
3 | O6cyx1eHre KOHTPOJIBHBIX BOITPOCOB 110 TEME 3aHSITHS 60
4 | TlepepniB 15
5 | Pa3bop xona BeImogHEeHUs 1a00paTOPHOI pabOTHI 10
6 | BemonHeHnue 1abopaTopHON pabOThI CTY/IEHTaMH 60
7 | [IpoBepka MpaKTUKYMOB U MTOJIBEJICHUE UTOTOB 3aHsTHS. BbI- 20
CTaBJICHHE OTMETOK




_ TPEBOBAHUSL, ITIPEAbSIB/ISIEMbIE
KA®EJAPOU PAPMAINEBTUYECKOU XUMHUHU C KYPCOM IIKull K CTYJAEHTAM

1. CobnronaTh mpaBUiIa TEXHUKH O€30MACHOCTH B ayJUTOPUsIX KadeApbl (MHCTPYKTaX IO
TEXHUKE OE€30MacHOCTH IPOBEEH), BBIMONHITH IMPaBWJIa BHYTPEHHETO TPYIOBOTO PACIOPSIKA
YO «bI'MVY». CTyneHTbl AOKHBI BBIMOJIHATE MOpPaATbHO-ITUYECKUNA KOJIEKC OOYdYaroIierocsi B
yUpexaeHuu 00pazoBaHus «benopycckuil rocy1apcTBEHHBI MEIUIIMHCKHI YHUBEPCUTET», B TOM
YHClie OCHOBHBIE MTPaBUJIa APecc-KoAa CTyICHTa.

2. Ha nmaGopaTopHbIe 3aHSITHS IPUXOAUTH 0€3 OM03/IaHui, COTNIacHO pacnucanuio. Omo3nas-
M€ CTYIEHTHI K 3aHATHIO HE IOMYCKAIOTCA.

3. Ha maGopaTopHbIX 3aHATUSX CTYACHTHI JOJDKHBI HMETh XalaThl, MATOYKH, OaXUJiIbl, TIPaK-
TUKYMBI 1711 oopMiIeHHUs 1a00paTOPHBIX paboOT W 3aJaHUN ISl caMOCTOsTeNbHOM padoThl. CTy-
JICHTHI 0€3 XaIaToB U MPAKTUKYMOB K 3aHSATHIO HE JOMYCKAIOTCS.

4. Bo Bpems paOOThl B ayTUTOpUU Kadeapsl HEOOXOAUMO COOII0AAaTh NUCHUIUIMHY U MOPS-
JIOK, 32 MOIep>KaHne KOTOPBIX OTBEYACT CTAPOCTA IPYIIIBI U HA3HAYCHHBIA UM JICKYPHBIH.

5. 3anpeniaercs MPUHOCUTH B ayTUTOPUH Kadeapbl BEPXHIO OJCKIY, MUIIEBbIE POAYKTHI,
HAMUTKU, Ta0AYHBIE U3/CIUs, a TAKXKE YIOTPEOIATh MHIILY, TUTh HAITUTKY, KYPHTh.

6. [To m06BIM BOIIpOCaM, BO3HUKIIUM 1O TEXHHUKE 0€30MacHOCTH, ClIeyeT 00paTUThCS K Jia-
OOpaHTy WJIM TIPETIOAABATEIIIO.

7. bepexHO U aKKypaTHO OTHOCHUTHCSI K UMYIIECTBY Kadenpsl (MHBEHTapIO, y4eOHBIM MOCO-
OwsiM, KHUTaM, IpuOopaM | T. 1), 3alpemiaercs 0e3 pa3penieHus AJIMUHUCTPAIIMA YHUBEPCUTETA
BBIHOCUTH MIPEIMETHI U Pa3InyHOE 000pyI0BaHUE U3 YUECOHBIX ayAUTOPU.

8. Coluro1aTh TIpaBwiia MEUIIMHCKON STHKHU M JICOHTOJIOTHH, OOIIEPUHSTEIC HOPMBI dTHKH
Y MOpAJIH.

TPEBOBAHUSA MMOKAPHOM BE3ONACHOCTH

Kaxaplil cTyIeHT JOJKEH 3HATH, TJIe HaXOISATCS CPEJICTBA IMOKAPOTYIICHHSI, 1 YMETh ITOJTb-
30BaThCS UMHU.

B cnydae B3pbiBa, mokapa Ui IpYruxX aBapUUHBIX CUTYAIlui HEOOXOAUMO OTKIIOYHTH AJIEK-
TpOOOOPYIOBaHUE U DIIEKTPOANIIAPATYPY OT AJIEKTPOCETH M COOOIIUTH PYKOBOIUTEIIO CTPYKTYp-
HOTO IOJIpa3/IeeHusl.

Bo Bpems morkapa Helb3s OTKPHIBATh OKHA U JIBEPH, a Takke pa3omBarh crekia. [Tokumas
MOMEIIIEHUE, HA/I0 3aKPhITh 32 COOOW BCE JIBEPU U OKHA, TaK KaK MPUTOK CBEKETO BO3AyXa CIOCo0-
CTBYET OBICTPOMY PacIpOCTPAHEHUIO OTHSI.

B cnyuae BO3HUKHOBEHUS MOKapa BBI3BATh TOOPOBOJIBHYIO MOXKAPHYIO APYKUHY U IPUHATH
MEpHI 110 TYIICHUIO TIokapa. [Ipu He0OX0IUMOCTH BBI3BATH MOXKAPHYIO CIIyx)0y 1o Tenedony 101.

B nensix exxeHeBHOM MPO(UIAKTHKY BO3JICHCTBUS BPETHBIX BEIIECTB CTYACHTHI, HMEIOIIHE
KOHTAKT C HUMH, 00SI3aHbI:

1. I1o oxoH4aHuU pabOTHI U pabOYETO THS MBITh PYKH C MBLIOM.

2. He mocemiath B crieliofie’kie CTOJIOBYIO, OydeT, kKoHpepeHI[-3a1, OnOIMoTeKy | T. 1.

3. Crienoiex 1y XpaHUTh OTACITHFHO OT BEPXHEH OJICHKIBI.

C tpeboBanusiMu Kadeapbl 03HaKOMIICH(a) 202 . (monmuck)



3ausatue Ne 1

CTAHIAPTU3AIUA KAK OCHOBA ®OPMUPOBAHUSA CUCTEM OBECIHEYEHUA
N KOHTPOJIA KAYECTBA

eab 3aHATHA:

— O3HAKOMHUTH CTYJEHTOB C y4eOHOW aucHuIuimHOW «CTaHIapTH3anus JEKapCTBEHHBIX
CPEICTBY», €€ MEJbI0, 33/1a4aMu U PoJIbI0 B chepe oOpalieHus JICKapCTBEHHBIX CPEICTB, OCHOB-
HBIMH CTaHJapTaMH B (papManieBTHUECKOW OTPACH, MPUHLIUIIAMHU X U3JI0KECHUS U TPUMECHECHHUS;

— c¢(hOpMHUPOBATH Y CTYACHTOB MPEJICTABICHUS O JEKAPCTBEHHOM CPEICTBE KaK TOBApe M €ro
OCHOBHBIX CBOMCTBAaX M XapaKTEPUCTUKAX, O CHCTEMax KOHTPOJIs, 00CCIICUCHHS U YIIPABJICHHS Kave-
CTBOM JICKAPCTBCHHLIX CPCACTB.

TpeOoBaHusi K MCXOAHOMY YPOBHIO 3HAHMIi: IOBTOPUTH OCHOBHBIE IIOJIOKEHHUS 3aKOHOB
«O06 oOpalleHuM JIEKapCTBEHHBIX CPEACTB» U «O TEXHUYECKOM HOPMUPOBAHUU U CTAHIAPTH3ALIUN.

KoHTpo/IbHBbIE BONIPOCHI 110 TeMe 3aHATHUS .

1. OcHoBHBIE TEPMUHBI U UX OIpPENEICHHE: JIEKApCTBEHHOE CPEJCTBO, JIEKAPCTBEHHBIN Mpe-
napar, JekapcTBeHHas ¢popMa, hapmaleBTHUEcKas CyOCTaHIMsl, BCIOMOTaTeIbHOE BEIIECTBO, Kaye-
CTBO TOBapa (paboThl, ycIIyru), 6€30MacHOCTh JICKAPCTBEHHOTO Mpenapara, 3p(EeKTHBHOCTh JICKap-
CTBEHHOT0 IIperapara, KauecTBO JIEKAPCTBEHHOTI'0 Cpe/CTBa ((hapMalieBTUUECKOE KaueCTBO), HOpMa-
THUBHBIN JIOKYMEHT IO KaueCTBY, HEKaUECTBEHHOE JIEKAPCTBEHHOE CPEICTBO, KAUECTBEHHOE JIEKap-
CTBEHHOE CPEJ/ICTBO, CyOCTaHIapTHOE JIEKAPCTBEHHOE CPEJICTBO, (hanbcuUIUPOBAHHOE JIEKAPCTBEH-
HOE CpE/CTBO, MTOKAa3aTeIb KayecTBa JIEKAPCTBEHHOIO CPEJCTBA, aHAJIIMTUYECKasi METOJUKA, METO-
JIMKa UCHBITaHUs, JOCTYIHOCTh JIEKApCTBEHHOTO CPEACTBA, CUCTEMA YIPABJIECHUS KauyecTBOM (CH-
CTEMa KauyecTBa), CUCTEMa 00eCeueHusl KauecTBa, CUCTEMA KOHTPOJISl KaueCcTBa, HOPMaTUBHBIN J10-
KYMEHT 110 Ka4eCTBY.

2. YuebHas auctumuinHa «CTaHgapTH3aIMs JIGKAPCTBEHHBIX CPEICTBY», €€ IeNlb U 3ajadH,
CBSI3b C JIPYTMMHU Y4eOHBIMU JAUCHUILITHHAMU.

3. O0BeKTHI cTanmapTH3auu. JIekapcTBEHHOE CPEJICTBO M MPOIECCH €ro oOpaleHus Kak
O0BEKTHI CTaHAApTU3alUMU. [IpUHIMIBI CTaHAAPTU3ALUKN JIEKApCTBEHHBIX cpeAcTB. OpraHbl, ocy-
LIECTBIISAIONINE TOCYJAPCTBEHHOE PETYJINPOBAHHUE U YIIPaBJICHHUE B 00JIACTH TEXHUYECKOTO HOPMHU-
pOBaHMSI U CTAaHAAPTU3ALUH.

4. CTanmapT Kak TeXHMYECKUH HOPMATUBHBINA NMPaBOBOW akT. Bubl, OCHOBHBIE 3JIEMEHTHI
CTaHJApTOB U TpeOOBaHUs, IPEAbABIAEMbIC K HUM. BapruaHThl MprMeHEeHHs MeXTyHapOAHbIX CTaH-
JapTOB.

5. Benymme mupoBble cTan1apThl B (papmanieBTuueckoii orpaciau. Ctannaptsl MexxayHapo1-
HOM opranu3zanuu rno cranaaptusanuu (MCO) u Hagnexamas npousoacteeHHas npaktuka (HIIIT).
OcnoBubie omnuust cranaaproB MCO (ISO) u HIIII (GMP). [IpeumyiectBa u HEAOCTATKU CTaH-
naptoB MCO. Crannapter UCO, neiictByromnue B Pecriyonuke benapycs.

6. ['pynmoBble Mmoka3aTenu KauecTBa JIEKapCTBEHHBIX cpeAcTB. [loHsATHE 0 Ge30macHOCTH U
3¢ (HEeKTUBHOCTH JIEKAPCTBEHHBIX MPENapaToB.

7. Cucrema oOecrieuyeHHs KauecTBa JEKapCTBEHHbBIX CpeAcTB. CucTeMa KOHTPOJS KauyecTBa
JIEKapCTBEHHBIX CPEACTB. B3auMOOTHOIIEHUSI MEXTy CHCTEMaMH yIIpaBJIeHUs], 00ecTieueHus! U KOH-
TPOJIL KayecTBa JIEKApCTBEHHBIX cpelcTB. OCHOBHbBIE HAINpaBlIeHUs! (PYHKIMOHUPOBAHUS CHCTEMBI
yIpaBieHUs Ka4eCTBOM JIEKapCTBEHHBIX CPEJICTB.

8. Cucrema HaJuIeKaluX NpakTUK. Buael Haanexxamux (apManeBTHUECKUX MpPaKTUK, Jeii-
cTByomux B Pecyonuke benapyck u EBpasuiickoMm 5KOHOMHUYECKOM COIO3E.



3AJAHMS 1151 CAMOCTOSATEJBLHOM PABOTHI CTYJIEHTA

3aganue Ne 1. Ykaxkure ocHOBHbIe pa3iuuus cranaaptos 1SO u GMP.

ISO GMP

Otpacinb

PazBuTune npousBojicTBa

O03aTeNbHOCTD
[IPUMEHEHUS

JleTaIpHOCTh U3JI0KEHUS

3ananue Ne 2. Ucnoab3ys TekeThl cTanaapToB Hajnexkaineii npon3BoAcTBEHHOM Npak-
TuKH PecnyOsiuku besapych u EBpa3niickoro 3k0HOMHYECKOro cor3a B ¢gopme TadJAMUbI OT-
Pa3uThb CTPYKTYPY 000MX JOKYMEHTOB.

HIIII Pb HIIIT EA3C

TUTynBHBIA JIUCT

IIpenucnosue

Bsenenue

O6nacTe IpUMEHEHHUS

TepMuHsbI U onpeaeneHust

OcHoBHOe cozepkanne™

bubnmorpaduyeckmii
CIIHCOK

[Tpunoxenus*

* [IpuBOAMTCS TIEpEUCHD pa3/IeIOB CTaHIAPTA.

B rpadax tabnuiel (3a uckaoderneM rpadsl « OCHOBHOE COZEpKaAHUE» 3HAKOM «TLTFOC) WU
«MHHYC» YKa3bIBACTCSI HAIMUNE WU OTCYTCTBHE CTPYKTYPHOTO JJIEMEHTA B CTaHIapTe).

B 3axitroueHuu nNpoBeCTH CPAaBHUTENBHBIN aHAIH3 CTPYKTYPHI 000MX JOKYMEHTOB, OTMETHUB
CXOJICTBA U Pa3IUYHsI.

3akioueHne:




AJITOPUTM BBINOJTHEHHS JJA00PATOPHOM padoThI
«IKenpecc-aHAIN3 IKCTEMIIOPATbHBIX JIeKAPCTBEHHBIX MIPENapaToBy

Llenv: chopMuUpoBaTh y CTYJCHTOB HAaBBIK IPOBEAECHUS PEPPAKTOMETPUUYECKOIO aHAJIN3A Ha
pUMepe pacTBOpPOB Honuaa Kanus 5%, Maraus cynbdara 5%, xaopuna xansius 10%.

Xoo pabompwi:

I. 1. Ilpennoxure METOABI OLEHKU MOUIMHHOCTH (MACHTU(PHUKAIMH) U KOJHMYECTBEHHOTO
OIIpeIeJIEHUs JUIsl SKCIIPECC-aHaIu3a IKCTEMIIOPATIbHOIO JIEKAPCTBEHHOI'O Ipernapara ¢ IpuBese-
HUEM ypaBHEHHUH COOTBETCTBYIOLIMX XUMHUECKUX PEAKLIUN C yKa3aHUEM aHaIUTU4YecKoro 3¢ddekra:

Rp.: Solutionis Kalii iodide 5 % — 50 ml

D.S. Ilo 1 cr. . 3 pasa B n1eHb

2. BbImomHUTE KOJWYECTBEHHOE OMNpEAeNieHHE MO METOAy 2 C HUCIHOJIb30BAaHHUEM CTAaTbH
«DKcTpecc-aHallu3 HKCTEMITOPATbHBIX JICKAPCTBEHHBIX CPEACTB» l'ocymapcTBeHHOU (apmakorien
Pecniy6nuku benapych.

3. IlpoBeaute pacy€T OTKIOHEHUS B Macce HaBecku (papmarneBTudeckoi cyocranuuu. Che-
JaiTe 3aKJII0YSHHE O TOM, YIOBJIETBOPUTEILHO JIM PUTOTOBJICHA JIeKapcTBeHHas popma. Odopmute
pe3ynbTaThl KOHTpoIIs B «OKypHase perucrpanuu pe3yabTaToB XMMHUUECKOT0 KOHTPOJIS JIEKapCTBEH-
HBIX CPEJICTB, U3TOTOBJIEHHBIX B anTeke» (Mpuioxkenue 1).

Il. 1. Ilpenyoxure METONbl OLIEHKU MOMJIMHHOCTU (MISHTU(PUKALNN) U KOJIUYECTBEHHOIO
OTIpeAENIEHUs ISl DKCIpPECc-aHaJIn3a SKCTEMIIOPAIbHOTO JIEKAPCTBEHHOI'O Ipenapara ¢ IMpHUBENe-
HUEM YpaBHEHHI COOTBETCTBYIOIIMX XUMUYECKUX PEAKIUI C yKa3aHWEM aHAJIMTH4Yeckoro ¢ dekra:

Rp.: Solutionis Calcii chloridi 10% — 50 ml

D.S.Ilo 1 cr. 1. 3 pa3a B JicHb




2. BpINonHUTE KOJIMYECTBEHHOE OIpeieJeHHe pePpakTOMETPUIECKUM METOJOM C UCIIOJIb30-
BAaHHMEM CTaThbU «IJKCIIPECC-aHAIN3 IKCTEMITOPAIbHBIX JIEKAPCTBEHHBIX CpelicTB» ['ocynapcTBeHHOM
dhapmakorien Peciy6nuku bemapyce.

3. IIpoBeuTte pacy€r OTKIOHEHHUS B Macce HaBecKH (hapmareBTHUecKoi cyocranmuu. Cre-
naiiTe 3aKIII0YEHUE O TOM, YIOBJIETBOPUTENILHO JIM IIPUTOTOBJICHA JiekapcTBeHHas opma. Odopmure
pe3yabTaThl KOHTPOJIA B «OKypHase perucTpaiuy pe3yibTaToB XUMHUYECKOTO0 KOHTPOJIS JIEKapCTBEH-
HBIX CPEJICTB, M3TOTOBJIEHHBIX B anTeke» (mpuioxxeHue 1).

I11. 1. TIpeyioxkure METOABI OLIEHKH MOJIMHHOCTH (MAECHTU(PUKALMN) U KOJIUYECTBEHHOIO
OIIpeJIeJIEHUs JUIsl SKCIIPECcCc-aHalu3a YKCTEMIIOPATIbHOIO JIEKAPCTBEHHOI'O Ipernapara ¢ IpuBese-
HUEM ypaBHEHHI COOTBETCTBYIOUINX XUMHUECKUX PEAKLUH C yKa3aHHEM aHaIuTU4YecKoro 3¢ dekra:

Rp.: Solutionis Magnii sulfatis 5% — 50 ml

D.S.Ilo 1 cr. 1. 3 pa3a B AcHB

2. BBINOIHUTE KOJIMYECTBEHHOE OTpesiesieHNue pehpakTOMETPUUECKUM METOJIOM C HCIIO0Ib30-
BAaHUEM CTaTbH «JKCIPECC-aHAIN3 IKCTEMIIOPAJIBHBIX JIEKAPCTBEHHBIX CPEACTB» ['ocynapcTBEHHOM
¢dapmaxoneu Pecriy0nnku benapycs.

3. [IpoBeauTe pacuéT OTKIIOHEHUS B Macce HaBeCcKU (apmarneBTudeckoil cyocranuuu. Cue-
JaiTe 3aKJII0YEHHE O TOM, yIOBIETBOPUTEIBHO JIM IPUTOTOBIIEHA JJeKapcTBeHHas popma. Opopmure
pe3ysIbTaThl KOHTPOIIs B «OKypHane perucrpanuy pe3yabTaToB XMMHUUECKOTO KOHTPOJIS JIEKApCTBEH-
HBIX CPEJICTB, U3TOTOBJIEHHBIX B anTeke» (mpuioxeHue 1).

IMepeyenb auTEPATYPHI:

1. Jlexyuonnwiti 1 TEOPETHUECKUI MaTEpHUab.

2. 06 obpawenuu neKapCTBEHHBIX cpelcTB: 3akoH Pecmybmuku bemapycs ot 20.06.2006 r.
Ne 161-3 (c u3M. u jo1L.).

3. Cmanoapmu3zayusi ¥ KOHTPOJIb KaYECTBA JICKAPCTBEHHBIX CPeACTB : yueb. mocooue / H. A. TrokaB-
kuHa (W ap.]; moxm pen. H. A. TrokaBkuHoil. MeaunuHckoe WHQOpManMoHHOE areHtcTBo, 2008.
C. 70-145, 190-225.

4. O mexnuueckom HOPMHPOBAHWM W CTaHmapTH3amuu . 3akoH PecrnyOnuku bemapycs ot
05.01.2004 r. Ne 262-3 (¢ u3M. H JI011.).


https://etest.bsmu.by/pluginfile.php/287980/mod_resource/content/1/%D0%9B1%20%D0%A1%D0%A2%D0%9B%D0%A1%20%D0%BE%D1%87%D0%BD%D0%BE%D0%B5%202021%20%D1%81%D0%B0%D0%B9%D1%82.pdf
https://etest.bsmu.by/pluginfile.php/248176/mod_resource/content/5/%D0%A1%D0%A2%D0%9B%D0%A1%201%20%D1%81%D0%B0%D0%B9%D1%82%20%28%D0%B0%D0%B2%D0%B3%D1%83%D1%81%D1%82%202021%29.pdf
https://etest.bsmu.by/pluginfile.php/187342/mod_resource/content/3/%D0%97%D0%B0%D0%BA%D0%BE%D0%BD%20%D0%A0%D0%91%20%D0%BE%D1%82%2020.07.2006%20%E2%84%96%20161-3%20%D0%BE%D0%B1%20%D0%BE%D0%B1%D1%80%D0%B0%D1%89%D0%B5%D0%BD%D0%B8%D0%B8%20%D0%9B%D0%A1%20%28%D1%80%D0%B5%D0%B4.%202020%2013-%D0%97%29.pdf
https://etest.bsmu.by/pluginfile.php/248177/mod_resource/content/1/%D0%97%D0%B0%D0%BA%D0%BE%D0%BD%20%D0%A0%D0%91%20%D0%BE%D1%82%2005.01.2004%20%E2%84%96%20262-%D0%97%20%D0%BE%20%D1%82%D0%B5%D1%85%D0%BD%20%D0%BD%D0%BE%D1%80%D0%BC%D0%B8%D1%80%D0%BE%D0%B2%D0%B0%D0%BD%D0%B8%D0%B8%20%D0%B8%20%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%20%28%D1%80%D0%B5%D0%B4.%202019%29.pdf

3ansarue Ne 2

CUCTEMA I'OCYJAPCTBEHHBIX YYPEK/JIEHUM,
OBECIIEYUBAIOIINX KOHTPOJIb KAYECTBA JIEKAPCTBEHHbBIX
CPEICTB B PECIIYBJIUKE BEJIAPYCb

eab 3aHATHA.

— O3HAaKOMHTb CTYIEHTOB C CHCTEMOW rOCY/IapCTBEHHBIX YUPEXKIACHUH, 00eCTIeYMBAIOIINX
KOHTPOJIb Ka4eCTBa JICKApCTBEHHBIX cpeacTB B Pecnybmuke bemapych, a Takke ¢ peryasTOpHBIMUA
opraHaMu Ipyrux CTpaH;

— chopMupoBaTh y CTYJIEHTOB NpeACTaBICHUI 0 poiu U 3HaueHuu Y11 «lleHTp skcrnepTus
Y UCTIBITAHUH B 37paBOOXPAHCHUN» B c(pepe KOHTPOJISI KauecTBa JICKAPCTBEHHBIX CPEJICTB.

TpeGoBaHus K MCXOTHOMY YPOBHIO 3HAHMIA: IOBTOPUTH OCHOBBI 0OecrieueHus 3P HeKTuB-
HOCTH, 0€30MMaCHOCTH M Ka4eCTBa JIEKAPCTBEHHBIX cpelcTB B Pecriybnuke benapyce.

KoHTpo/bHBIE BONIPOCHI 110 TeMe 3aHATHUS:

1. Uepapxus cucteMbl rocyAapCTBEHHBIX YUPEXKJEHUM, 00ECIeUnBaIOIIUX KOHTPOJIb Kaye-
CTBa JIEKapCTBEHHBIX cpeAcTB B Pecnybnuke benapycs.

2. MuHHCTEpCTBO 3/1paBooxpaneHus Pecnyoimku bemapych: dynkuuu, noapasaencaus. Ko-
MUCCHS 10 JIEKAPCTBEHHBIM CPEJICTBAM.

3. locynapctBenHoe yupexaeHue «I ocynapcTBeHHbIH (hapManeBTHUECKUI HAI30p B cdepe
oOpallleHus JIeKapCTBEHHBIX cpelcTB «I ochapMHanzop».

4. LleHTp SKCIEPTH3 U MCIIBITAHUH B 3[paBOOXPaHEHUN: ()YHKIIUH, TOIPA3ICICHUS U X POJIb
B 00ecreyeHnr KayecTBa.

5. Benymue MUpOBBIE OpraHU3alyy B 00JAaCTH 00ECIeUYeHUs] M KOHTPOJIS KayecTBa JIeKap-
ctBeHHBIX cpeacTB: BO3, EMA, EDQM, FDA, ICH, PIC/S.

6. XonauHr ¢apmaleBTHUECKOM npombliieHHoCcTH «bendapmmpom».

3AJTAHUSA JJI1 CAMOCTOSATEJBHOM PABOTHI CTYJIEHTA

3aganue Ne 1. JlajiTe KpaTHYI0 XapaKTePUCTUKY OCHOBHBIX MHPOBBIX OPraHU3aluii, Ko-
TOpPbIE 3AHUMAIOTCSI BOIIPOCAMH KOHTPOJIsSI U 00ecneYeHnsl Ka4eCTBA JIEKAPCTBEHHBIX CPEeICTB.

OcHoBHBIE HanpaBJCHUSA

CtpykTypa QyHKuHMH
PYKTYp YHKIL JeSITETLHOCTH M H3IAHUS

BO3

EMA

EDQM

FDA

ICH

PIC/S
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3ananue Ne 2. CooTHecuTe CTpyKTypHbIe noapasaesieHus YII «lleHTp s3xkcnepTus u uc-
NBITAHUI B 3APABOOXPAHEHU» C COOTBETCTBYIOIIMMH (PyHKIIUAMM.

PKAJL A) Beenne I'ocymapcTBEHHOTO peecTpa JIeKapCTBEHHBIX cpencTB Pec-
nyonuku benapych

TIPDA bB) cnienmanu3upoBaHHasK SKCIIEPTU3a PETUCTPALIHOHHOTO JOChE
(xuMuKO0-(hapMaIeBTHIECKast YacTh)

PK®I B) cnenmanu3npoBaHHas SKCIIEPTH3a PETHCTPANMOHHOTO T0CHE
(KIMHUKO-(QapMaKoIOTHIecKas 4acTh)

VIIC I') KOHTpONB KauecTBa cepuii (MapTHii) JEeKapCTBEHHBIX CPEACTB, 3aper-
cTpupoBaHHBIX B Pectiybnmke benapych

VMU J1) mpenBapuTeNbHBIE TEXHIYECKHE PAOOTHI TIPH PETUCTPAIIMHA OMOMETH-
IIUHCKOTO KJIIETOYHOT'O MPOAYKTa

AJITOPUTM BBINIOJTHEHHS J1A00PATOPHOM PadoThI
«IKcnpecc-aHAIN3 IKCTEMIOPATbHBIX JIEKAPCTBEHHBIX NPenapaToB»

I. Ieaw: chopMupoBaTh y CTYJACHTOB HaBbIK MPOBEJICHUS TUTPUMETPUYCCKOTO aHAIIN3a pac-
TBOpa OOPHOM KHCIIOTHI.

Xoo pabomul:

1. ITpemokuTe METOIBI OIICHKHU TOUTMHHOCTH (MICHTU(UKAIIMH) U KOJTMIECTBEHHOTO OIpe-
JENCHHsI JUTsl SKCIIPEeCC-aHali3a 3KCTEMIIOPAIbHOTO JICKAPCTBEHHOTO Tpernapara ¢ MpUBEICHUEM
YPaBHEHHI COOTBETCTBYIOIIMX XUMUYCECKUX PEAKIIUH C YKa3aHHEM aHATMTHIECKOTO 3 deKra:

Rp.: Sol. Acidi borici 3% — 50 ml

D.S. Jlist moltockaHui.

2. BBINOTHUTE KOJMYECTBEHHOE ONPEEIICHNE C HCIIOJIB30BAHUEM CTaThbU « DKCIIPECC-aHAIN3
9KCTEMIOpAIbHBIX JIEKAPCTBEHHBIX CcpeAcTB» l'ocynapcTBeHHOl gapmakornien Pecnybnuku bena-
pYCh.

3. IIpoBenute pacuét OTKIOHEHMsI B Macce HaBeCKu (apmareBTudeckoi cyocraniuu. Cre-
JaiTe 3aKJII0YSHHE O TOM, YIOBJIETBOPUTEIBHO JIM IPUTOTOBJIEHA JekapcTBeHHas popma. Odopmure
pe3ynbTaThl KOHTpOIIs B «OKypHase perucrpanuu pe3yabTaToB XMMHUUECKOTO KOHTPOJIS JIEKapCTBEH-
HBIX CPEJICTB, U3TOTOBJIEHHBIX B anTeke» (Mpuioxenue 1).

Il. L]ens: chopMupoBaTh y CTYI€HTOB HaBBIK MPOBEACHNUS TUTPUMETPHUUECKOTO aHAJIN3a pac-
TBOPOB LIMHKA CyJib(haTa U MarHus cynbdara.

Xoo pabompbi:

1. Ilpensnoxkute METOAbI OLIEHKH MOJUTMHHOCTH (MACHTU(HUKAIIMN) U KOJIMYECTBEHHOT'O OIIpe-
JeNIeHusl JUIsl SKCIpecc-aHalln3a 3KCTEMIIOPAJIbHOTO JIEKAPCTBEHHOTO IMpenapara ¢ MpUBEACHHEM
YpaBHEHHUI COOTBETCTBYIOIIUX XMMUYECKUX PEAKIMH ¢ yKa3aHUEM aHaIUTUYeCKOoro 3dexra:

Rp.: Solutionis Magnesii sulfatis 5% — 50 ml

D.S.Ilo 1 cr. 1. 2 pa3a B ACHb.
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2. BbIIOIHHUTE KOJIHUYECTBEHHOE OIpPCACIICHUC MCTOIO0M 1 ¢ HUCHOIB30BaHUEM CTAaTbU
«DKcIpecc-aHalTu3 YKCTEMITOPAIbHBIX JICKAPCTBEHHBIX CPEICTB» [ '0CymapCTBEHHOM (apmakorien
Pecniy6nuku benapyce.

3. [IpoBeaute pacy€r OTKIOHEHHS B Macce HaBeckH (hapmareBTrueckoil cyocraniuu. Cre-
JaiTe 3aKIII0YSHHE O TOM, YIOBICTBOPUTEIHHO JIM PUTOTOBJICHA JieKapcTBeHHas: popma. Odopmute
pe3yabTaThl KOHTPOJIS B «OKypHalie perucTpaiiu pe3yibTaToB XMMUYECKOTO KOHTPOJIS JICKAPCTBEH-
HBIX CPEJICTB, U3TOTOBJICHHBIX B aNITeKey (MpuiIoxKeHue 1).

4. IlpemoxuTe METO bl OLCHKH TOAJIMHHOCTH (MICHTU(QHUKALINK) U KOJTMYECTBEHHOTO OITpe-
JEJEHHs ISl SKCIIPecc-aHalIn3a SKCTEMIIOPAIbHOTO JIEKApCTBEHHOIO TIperiapara ¢ MpUBEICHUEM
YpPaBHEHHI COOTBETCTBYIOIIMX XUMHYECKUX PEAKIMH C YKa3aHHEM aHAIUTHYECKOTo Y QeKra:

Rp.: Solutionis Zinci sulfatis 2 % — 50 ml

D.S. lns anextpodopesa

5. BbIOIHUTE HUCIBITAHUE MOAJIMHHOCTH U KOJHUYCCTBCHHOC OMNPEACICHUC C HCII0JIb30Ba-
HUEM CTaTbU «DKCIpecc-aHalIu3 HKCTEMITOPAIBbHBIX JIEKAPCTBEHHBIX CPEACTB» | ocymapcTBeHHON
¢dapmaxoneu Pecriy0Onnku benapyce.

6. [IpoBeauTe pacuéT OTKIIOHEHUS B Macce HaBeCKU (papmareBTudeckoil cyocranuuu. Cue-
JalTe 3aKII0YCHUE O TOM, yYJOBJIETBOPHUTEIBHO JIM IIPUTOTOBIICHA JJeKapcTBeHHAs (hopma. OdopmuTte
pe3ysbTaThl KOHTpOIIs B «OKypHazne perucrpauuy pe3yabTaToB XMMHUECKOTO KOHTPOJIS JIEKAPCTBEH-
HBIX CPE/CTB, N3TOTOBJICHHBIX B anTeKke» (MpuiIokeHue 1).
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Ilepeyennb JauTepaTypshl:

1. Jlexyuonnwiti 1 TEOPETHUECKHUI MaTEpPHUAbI.

2. 06 obpawenuu IeKapcTBEHHBIX cpeacTB: Yka3 Ilpesunenta PecnyOmmuku benapycs ot
31.12.2019 r. Ne 499 (¢ u3M. u fo11.).

3. 06 ymsepoicoenuu IlonoxxeHnss 0 KOMHCCHUH IO JIEKapPCTBEHHBIM CPEACTBAM : IIOCTAHOBIICHHE
Munuctepcta 3apaBooxpanenus Pecyoiuku benapycs ot 17.11.2020 r. Ne 97 (¢ u3m. u gor.).

4. O nposedenuu KOHTPOIS KAadecTBa JICKAPCTBEHHBIX CPENICTB JO IMOCTYIUICHUS B peaU3aluio,
a TaKXKe JICKAPCTBEHHBIX CPEJICTB, HAXOMAIINXCS B oOpamieHn Ha Tepputopun Pecnyommuku bemapycs : no-
cTaHoBJIeHHEe MUHUCTEPCTBA 3ipaBooxpanenus Pecriyoaku benapycs ot 01.03.2010 1. Ne 20 (¢ u3m. u Ao1L.).

3ausaTue Ne 3

KOHTPOJIb KAYECTBA JIEKAPCTBEHHbBIX CPEACTB
B AKKPEIUTOBAHHBIX UCITIBITATEJIBHBIX TIABOPATOPUAX

ean 3aHATHA.

— O3HAKOMHUTH CTYJCHTOB C OCHOBHBIMH (DYHKIUSIMU, IEPCOHAIIOM, TOMEIIEHUSIMHU U 000-
PYIOBaHUEM UCIIBITATEIbHBIX J1a00paTOPUH;

— copMupoBaTh y CTYIEHTOB MPEACTABICHUS O MTPOBEPKE JIEKAPCTBEHHBIX CPEJICTB JI0 MO~
CTYIUICHHSI B pEaJIU3aIINI0  HaXOsAIIMXCcsl B oOpaiieHuu Ha Tepputopun Pecniybnunku benapyce;

— O3HAKOMHTH CTYACHTOB ¢ (PYHKIHMSIMH JTA0OPATOPUU MO CHAOKEHHIO aNTeK peaKTUBaAMHU,
B T. 4. TATPOBAaHHBIMHU PACTBOPAMH, U 110 KOHTPOJIIO KaueCTBa BOJIbI OUMILIEHHOM (1J11 MHBEKIUIN).

TpeGoBanus K HCXOAHOMY YPOBHIO 3HAHMI: TOBTOPUTH HOPMaTHUBHBIE IPABOBBIE AKTHI, Pe-
IJIAMEHTUPYIOIINME KOHTPOJIb KauyecTBa JIEKAPCTBEHHBIX cpeicTB B PecriyOnuke benapyce.

Bonpoch! /151 caMOCTOSATEILHOM MOATOTOBKH

1. UcnbiTaTenbHble 1a00paTOpuu, aKKpPEIWTOBAaHHBIE JUISI HCHBITAHUN JIEKAaPCTBEHHBIX
CpPEACTB.

2. Poiib 1 MECTO KOHTPOJIbHO-aHATMTHYECKHUX JIA00PATOPUH B CHCTEME KOHTPOJIS KauecTBa
JIeKapCTBEHHBIX cpeAcTB. [loMemenus, nepconasn, o0opyroBanue 1adopaTopuii.

3. [Mopsamok u mpoleaypa akKKpeAWTAlUUA HUCIBITATeIbHBIX JTa00paTOpUi AJs MPOBEICHUS
KOHTPOJIS] Ka4eCTBa JIEKApPCTBEHHBIX CPEJICTB.

4. KoHTpOoh KayecTBa JICKAPCTBEHHBIX cpeACcTB B Pecyonmke benapycek.

5. TpeboBaHUs K KOHTPOJIO Ka4yecTBa 3aperUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPECTB.

6. KoHTposb kauecTBa IeKapCTBEHHBIX CPEJICTB JI0 MOCTYIJICHHS B peaTU3aIlHIo.

7. KoHTpoJsb KauecTBa JIEKApCTBEHHBIX CPEJICTB, HAXOALINXCSA B 0OpallleHUH.

8. [IpoBeneHue U JOKYMEHTAIIbHOE 0(hOpMITEHUE TIPOIEAYPHI 0TOOpa 00pa3IoB JEKapCTBEH-
HBIX CPEJICTB JJIsl IPOBECHHS KOHTPOJIS Ka4ecTBa.

9. OcoOGeHHOCTH KOHTPOJIS Ka4eCTBA BOIBI OUUIICHHOW W BOJIBI JIJI1 HHBEKIIUN B UCTIBITATEITb-
HOMU J1abopaTopumu.

10. [IpuroToBrneHue peakTUBOB, B T. 4. TUTPOBAHHBIX PACTBOPOB, MO 3asBKAM-TPEOOBAHUSIM
anTexK.

11. YVder u XpaHeHHE PEaKTHBOB, B T. 4. THTPOBAHHBIX PACTBOPOB, B J1aOOpaTOPHUH.
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https://etest.bsmu.by/pluginfile.php/196250/mod_resource/content/3/%D0%9B2%20%D1%87.2%20%D0%A1%D0%A2%D0%9B%D0%A1%20%2820.09.2021%29.pdf
https://etest.bsmu.by/pluginfile.php/194821/mod_resource/content/4/%D0%A1%D0%A2%D0%9B%D0%A1%205%20%D1%81%D0%B0%D0%B9%D1%82%20%28%D1%81%D0%B5%D0%BD%D1%82%D1%8F%D0%B1%D1%80%D1%8C%202021%29.pdf
https://etest.bsmu.by/mod/resource/view.php?id=155278
https://etest.bsmu.by/mod/resource/view.php?id=174952
https://etest.bsmu.by/mod/resource/view.php?id=190711
https://etest.bsmu.by/mod/resource/view.php?id=190711

3AJAHUS 111 CAMOCTOSATEJBHOM PABOTHI CTYJIEHTA

3aganue Ne 1. CocraBbTe 3a46Ky-mpedosanue Ha cieAy0lHe PeaKTUBbI:

Hampus cuopokcuoa pacmeop P 20 mu,
Cepebpa numpama pacmeop Pz 30 mi;
Denongpmaneuna pacmsop 10 mi;
Xnopucmosooopoonas kucioma pazeedennas P 15 mu,
Xenesa (IIl) xnopuoa pacmeop P1 20 mi.
TpebGoarme Ne
B KOHTPOJIbHO-aHAIMTHYIeCKO# Taboparopun TII PYII «bendapmarnmsi»
ot anrtexku Ne 101 TIT PYII «bendapmarusi»
OT «__» 20 T
Ha CIIEYIOILIHE PEaKTHBBI:

Ne HauMeHnoBaHue En. uam. | 3aTpeb. koi-Bo | OTnyul. KoJ-Bo Aara Ipumeu.
n/n NMPUTroT.
3arpeOoBai: 3aB. alTeKOM / /
[IpoBH30Op-aHAUTHK aNITEKH / /
OTtmyctu: MPOBU30P-aHATUTHK KOHTPOJIbHO-aHATTUTHYECKOM nabopaTtopuun
TII PYII «bendapmariusi»

3ananue Ne 2. Ucnonb3yst UHCTPYKIHIO 0 MOPSAKE H YCIOBUSIX MPOBEACHUS] KOHTPOJIS
KA4eCTBA JIEKAPCTBEHHBIX CPEACTB 10 MOCTYIUICHHS B Pean3aluio, a TAKKe JeKapCTBEeHHBIX
Cpe/CTB, HAXOASIMXCSl B oOpameHnu Ha Tepputopuu Pecnydiankn besnapych, opopmuts AKT
0oT0Opa 00pa3LoOB JIEKAPCTBEHHBIX CPEICTB.

Ha ananu3 cotpynaukamu bpectckoit 001acTHONM KOHTPOIbHO-aHAIUTHYECKOM TabopaTopun
Bbpectckoro TII PYII «®apmarius» oTorpaeTcs JekapcTBeHHbIHN npenapat «Acnupul Kapanoy (Tab-
JIETKH, TOKPBIThIE KUIIEYHOPACTBOPUMOM 000JIOUKOH € COIep>KaHUEM alleTUIICATTUIIMIOBOM KUCIOTHI
B ofHO# Tabnetke 100 Mr, B KapTOHHOW KOpoOKe /1Ba OnucTepa no 14 TabieTok B KaXa0M, Cepust
0234567 ot 04.05.2018 r.) npousBoactea Bayer AG, ['epmanus (fopuauyuecKoe JIMIO: MPEICTaBU-
TEIBCTBO akIMoHepHoro obmectBa «Bayer Pharma Aktiengesellschafty B Pecniybnuke bemnapych)
JUIsl IPOBEICHUSI KOHTPOJISI KayecTBa 110 nokasatento «Onucanuey. [l anann3a oToOpaHbl IBE yIia-
koBKHU. Pa3zmep cepun: 12 000 ynakoBok. CTOMMOCTb 0/1HOM yrmakoBkH § pyOieii 12 koneek. @opma
aKTa Ipusaraercs.
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AKT
0oT00pa 00pa3LoOB JIeKAPCTBEHHBIX CPEICTB
oT . No

[Tepuox oT6opa —
(maTa u Bpemst Hayana) (maTa 1 BpeMsi OKOHYaHUS])

OT60p 00pa3IIOB JIEKAPCTBEHHBIX MpenapaToB ((hapMalneBTHIECKUX CyOCTaHIIHIA) TSl IPOBEACHNS KOH-
TPOJIsl KaYeCcTBa

(noxa3aTem/I KOHTPOJISI Ka4€CTBa

JICKapCTBEHHBIX TpenapaToB ((papMamneBTHIECKUX CyOCTaHITHIT)
B UCTIBITATENEHOM JTabopaTopuu

(HanMeHOBaHME UCIBITaTENbHOM JabopaTopuy,

BKJIFOYCHHOU B IIEpEUEHb)
Ha OCHOBAaHUH

(I[aTa nu HOMCp ,I[OI(yMeHTa, SaﬂBHeHI/Iﬂ)
MIPOM3BEJICH B

(00BekT (MecTo 0TOOpa), MECTOHAXOXICHHE MECTa 0TOOPa)

JIuno, ocymecTBuBIIee 0To0p

(OMKHOCTD CITY’KaIlero) (MHUIMATE] (MHUATHAT
COOCTBEHHOT'O MMEHH), (haMHIIHs)
B IPUCYTCTBUU KOMHUCCHUH IOPUIMUECKOTO JIMIA WU NPEACTAaBUTENS MHIUBUAYAJIIBHOTO IPEATIPUHUMATENSA

(IOMMKHOCTD CITY’KaIlIero) (MHUIMAITB (MHUITAT
COOCTBEHHOT'O UMEHH), (haMHIIHs)

(IOMKHOCTD CITY’KaIlero) (MHUIIMATE] (MHAITHAT
COOCTBEHHOTO UMEHH), (DaMUITHS)

(IOMMKHOCTD CITY’KaIlero) (MHUIMAITB (MHUIAT
COOCTBEHHOTO UMEHH), (haMHIIHs)

HanmeHoBaHue 10pHIMUECKOTO JIHIIA UM GaMHIIHs, COOCTBEHHOE MMsI, OTYECTBO (€CIIH TAKOBOE HMe-
eTCs1) MHAMBUIYaJIBHOTO MIPEAIPUHUMATEIS, Y KOTOPOTO IPOU3BOAMICS OTOOP 00pa3IoB, MECTO HAXOXKICHUS
(MecTo XKUTENbCTBA)

Ot160p 00pasnoB JEKapCTBEHHBIX NpenaparoB ((papManeBTHUECKUX CyOCTaHIMI) IS TIPOBEAECHHUS KOHTPOIIS
Ka4yecTBa MPOU3BEEH B COOTBETCTBUH ¢ TpeboBaHusiMu ['ocynapcrennoii ¢papmaxonen (I'® P 11, #1.7), Unctpykiun
0 MOpAAKE U YCIOBUSIX MPOBEJCHHSA KOHTPOJIS KaueCcTBa JIEKAPCTBEHHBIX CPEACTB A0 MX MOCTYILICHHS B pealn3alulo,
a TaroKe JISKapCTBEHHBIX CPEJCTB, HAXOIAIIMXCS B 0OpameHnu Ha Tepputopun Pecrry6mmku benapycs, yTBepKIeHHOMH
ImocTaHoBJIeHHEM MuHHCcTepCTBa 3apaBooxpanenus Peciryonnku benapycs ot 1 mapta 2010 r. Ne 20,

(MHOM TOKYMEHT, B COOTBETCTBUH

C KOTOPBIM OCYIIECTBICH 0TOOP 00pa3IoB (MIpH HEOOXOIUMOCTH)
Ha COOTBETCTBHE TPEOOBAHUAM

(HaI/IMeHOBaHI/Ie HOPMAaTBHOT'O JOKYMCHTA

I10 KauecTBy, [ ocynapcTBeHHOM (hapmakornen)
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Haumenoanue ne- | Haumenona-
KapCTBEHHOI'O Mpe- | HUE MPOU3- Enununa us- Koaniectso Ilena oHOM €TUHUIIBI
napara, Jiekap- |Boautens je- Homep cepuu| mepenus (ymna- JICKapPCTBEHHOTO TIpe-
cTBeHHas popma, | KapcTBeH- | (TapTUH) C KOBKa, JICKAPCTBEn- napara (papmareBTu-
No | mo3a, KOMMYECTBO | HOTO Mpema- | yKa3aHWeM |TpaMMBbl, KHJIO- HOTOTPEMA- | 0 kot cyOCTaHIINN)
/Tl | /103 B yIIAKOBKE para JTATHI TIPOM3- | TPAMMBI, MHJI- pata B Jarl- (ymakoBka, TpaMMBl,
(mammeHoBanue | (dapmanes- | BOJCTBa JIVJTATPBI, Hom cepru KHJIOTPaMMBbI, MUJLTH-
(hapMaIeBTUYECKOM | TUYECKON JIUTPHI) (napTu) JIUTPHI, TUTPHI)
cyOcTaHImn) cyOCTaHIINN)
1 2 3 4 5 6 7
No OroGpanHbie KonuuecTBo 0TOOpaHHOTO CtonMocTh 00pa3ioB
JIEKApCTBEHHOTO Tpernapara JIEKapCTBEHHOTO TIpernapara
/T 00pa3sisl

(papmaneBTHUECKOM CyOCTaHIIHN) (dbapmanieBTHYECKOI CYOCTaAHITIH)

OO6paszen s
KOHTPOJISI Ka4eCTBa

KontponbHsiii 00pa-
3ell

PesynpTaThl BHEIIHETO OCMOTpA:

(HGHOCTHOCTL 1 MIPAaBUJIbHOCTb MAapKUPOBKH YIIAKOBOYHBIX CAWMHUI, HAJTTUIUC om0

(Ip1 HEOOXOIMMOCTH ), HATMYKE BUIMMBIX Ae()EKTOB)
MecTo xpaHeHus:

(kpaTkast XapaKTepHCTHKA MECTa XpaHCHHS)
Ycnosus npu otdope 06pa3uos:

(TemmepaTypa, BIaXKHOCTB)

(HaMEHOBaHME CPECTBA M3MEPEHHS IIapaMETPOB MUKPOKIINMATA, 3aBOJICKOM
HOMeEp, CPOK OKOHUYAHHS MOBEPKH (KaJTHOPOBKHU, aTTECTAIIH)

OTtoOpanHBIi JUIT KOHTPOJSI KadyecTBa oOpasel] MOMEIeH B YMakoBKy (ceid-maker), omevaTaH u
HaTpaBJIeH IS POBEICHHS UCTIBITAHUH B

(ucmeITaTenBHAS TabopaTopus)
OToOpaHHBI KOHTPOJILHBIN 00paszell MOMeEIleH B YIaKoBKY (cedd-maker), ornedaTaH U HAXOAUTCS

(MGCTO HAaXOXKXACHUA KOHTPOJIBHOI'O 06pa3ua)

Hurle cBenenus:

(ZLOJ’DKHOCTI) CJIy’Kallero Juuna,

(monnuce)
OCYILECTBHBILETO OTOOP)

(MHATMATB] (HHUAIHAT COOCTBEHHOTO
nuMenu), Gamums)
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Komuccus:

(IOMKHOCTD CITy’KaIlero) (Tmomuch) (MHUIMATB! (MHUIMAT COOCTBEHHOTO
HUMEHN), paMuIus)

(TOMMKHOCTD CITYKAIIEero) (moamuce) (MHUIMATBI (MHUIAT COOCTBEHHOTO
UMeHH), paMums)

(TOMKHOCTD CITy’KaIlero) (Tmoamuch) (MHUIHATB! (MHUIMAT COOCTBEHHOTO
UMeHH), paMums)

Axt 0T6opa COCTaBJICH B OK3CMILIApax:

(opranm3anuy, B KOTOPBIE HAIIPABILIIOTCS aKTHI 0TOOPA)

TpaHCcOPTHPOBKY OCYLIECTBUI

(HaI/IMeHOBaHI/Ie HOPUANYICCKOTO Jinlla Ui (I)aMI/IJ'II/Iﬂ, COOCTBEHHOE UM, OTYECTBO
€CJIM TaKOBO€ I/IMeeTCH) HHAWBUAYAJIbHOTO HpeZ[HpI/IHI/IMaTe.TIH)

IIepuon TpaHCTIOPTUPOBKU —
(maTa u Bpems Havama) (maTta 1 BpeMsi OKOHUAHHS)

CpencTBo U3MepeHus TeMIepaTyphbl TPAaHCIIOPTUPOBKHU:

(HauMeHOBaHHE, 3aBOJICKOH HOMEp, CPOK OKOHYAHUsI TOBEPKHU (KaIHOPOBKH)

[lepenan B ucnpITaTeNIbHYIO 1a0OPATOPHIO

(TOIKHOCTD CITyXKAIlero) (moamuce) (uHUIMANTB (MHUITTAT COOCTBEHHOTO
nMeHH), paMums)

(mara)

[Ipunsn B ucnpITaTeaIbHOM JabOpaTopun

(IOMMKHOCTD CITY’KaIlIero) (Toamuck) (MHUIHATBI (MHULMAT COOCTBEHHOTO
nMeHH), paMurms)

(mara)

3ananue Ne 3. Ucnonb3yst UHCTPYKIHIO 0 NOPSAAKE H YCIOBUSIX NPOBEAEHUS] KOHTPOJIS
KA4ecTBA JIEKAPCTBEHHBIX CPEICTB 10 MOCTYIJIEHHS B PeaIn3aliio, a TAKKe JIeKapCTBEeHHbIX
CPeACTB, HAXOASIIMXCS B o0pameHun Ha Teppuropuu Pecnnydimku Benapycs, opopmuts npo-
TOKOJI UCIIBITAHUI CepyH (IIAPTHH) JIEKAPCTBEHHOI'0 CPE/ICTBA.

Ha ananu3 nmoctynui nekapcTBeHHbIN npenapat «Acnupul Kapauo» (cm. m. 1). Hopmartus-
HbI nokymeHT nipomsBoautessi: HJ[ 4568-2015. Cratesa ['ocynapcTBenHo# ¢apmakonen Pecmy6-
ik benapycs 1.3 compepxut TpeboBaHMs K IoKa3aTento kauecTBa «Onucanuey, craths 1.7 npuso-
TuT TpeboBaHus 1o 0TOOpY Mpob. TpeboBanus mo mokazarento «OmUcaHUE»: KPYTJIbIEe TBOSIKOBHI-
MyKJIble Ta0JIETKH, TOKPBIThIE 000704YK0M Oenoro 1BeTa. @opMa MpoTOKOJIa MpUIaraeTcs.
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MI/IHI/ICTepCTBO 3ApaBOOXpaHCHUA

(HanMeHOBaHME UCTIBITATENEHON 1a00paTOpuH, BKIIOYCHHON B TIEPEUCHb )

(MecToHaxoxaeHue, TenedoH, e-mail)

3HaK aKKpPEeIUTAIIUA WIH TEKCTOBAs YTBEPXIAKO
CCBUIKA Ha aKKPEIUTALIUIO
B HanmonaneHOM cucreme (OIKHOCTD PYKOBOJIUTEIIS HCTIBITATENILHOM J1a00paTopu)

akkpenutauun Pecnyonuku benapyce

(TomuCH) (vHUIMATEI (MHUITAAT COOCTBEHHOTO
UMeHH), (haMums)

(nata

IIpoTokoJ ucubITAHUS
cepuM (MAPTHH) JIEKAPCTBEHHOI0 CPeICTBA

" (zata)

1. HanmeHoBaHME FOPUIUIESCKOTO JTUIA WX PaMIITHs, COOCTBEHHOE UM, OTYECTBO (€CIIH TAKOBOE UMEETCS)
VHAWBHUIYaJTFHOTO MPEIITPUHAMATENS (3aKa3UMKa), MECTO HaXOXKIeHHS (MECTO )KUTEIhCTBA)

2. HauMeHOBaHHMeE JIEKapCTBEHHOTO IpemnapaTta ((papManeBTHIeCKON cyOCTaHIINN )

3. HanmeHoBaHMe NPOU3BOANTENS JIEKAPCTBEHHOTO Npenapara (hapMaleBTUIECKOI cyOCTaHIN)

4. HaumeHoBaHKE I0PUIMYECKOTO JIMLA, OCYIIECTBUBILETO BBO3 JIEKAPCTBEHHOTO npenapata ((apmareBTu-
4yeckoll cyOcTanm) Ha TeppuToputo Pecrybnmku benapych

5. Cepust (maptus) O6Bem cepun (TapTHH)
6. [laTa npousBoacTBa CpoK rogHoCTH
7. Akt oTOOopaNe ot

8. OT60p 00pa3IoB NpoBeIcH

(HanMeHOBaHWE IOPUIUYECKOTO JINIA I (HaMUITHS,

COOCTBEHHOE nMs, OTYECTBO (CCHI/I TaKOBOC I/IMCCTCH) HHAWBUAYAJIbHOTO Hpe,HHpI/IHI/IMaTeJ'IH)
9. Llens oTOopa 0Opa3uoB

10. Meronuka orbopa 00pasioB

(0603HaYeHNEe HOPMATHBHOTO JOKYMEHTa

10 Ka4ecTBy, | 'ocynapcTBeHHOH (papmakoren)
11. HaumeHoBaHWE FOPUIUIECKOTO JIHIA WM (HaMIITHs, COOCTBEHHOE MMsI, OTYECTBO (ECIIM TaKOBOE MMe-
€Tcs) MHAMBUAYAJILHOTO MpeJIpuHUMaTeNs (3aKa3yrKa), MECTOHaXOKICHHE (MECTO JKHUTEJIBCTBA), Y KOTO-
poro npowusBeneH 0TOOp 00pa3IoB

12. Mecto oT60opa 006pa3mos

(HanmMeHOBaHME 00BEKTA, MECTO HAXOXKIICHUS)
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13. Jlata otOopa oOpazmoB .

14. JlaTa momydenusi 00pa3iioB UCTIHITATENIFHON TabopaTtopued .

15. OGo3HaueHNe HOPMATHUBHOTO JOKYMEHTA 0 KaueCTBY Ha JIeKapCcTBeHHBIH mpenapat (I'ocymapcTBeHHON
(hapMakornen Ui HOPMATUBHOTO TOKYMEHTA 110 KauecTBY Ha (papManeBTHUECKYI0 CyOCTaHIIHIO)

16. O6o3HaUeHNEe HOPMATHUBHOTO JOKYMEHTA 110 Ka4decTBY, | ocymapcTBeHHOH (hapMaKonen Ha METOMIbI HC-
MBITAaHUMN

17. Ilokazareny KOHTPOJIA KadyecTBa JeKapCTBEHHOTO Ipemnapara (GapManeBTHIECKON cyOCTaHITHH)

18. neHTH(pUKAITMOHHBIN HOMEp 00pasia
19. JlaTa Hayaja UCIIBITAHUN
20. J/IaTa OKOHYAHHS UCITBITAHUH .
21. HaumeHoBanue 000pyI0BaHUS, IPUMEHIEMOTO IPH MTPOBEICHUH UCTIBITAHHA, U CPOKH JICHCTBUSI €T0 I10-
BEpKH (KAIMOPOBKH, aTTECTAIINN)

22. YcnoBus IPOBEASHUS UCIIBITAaHUI:
TeMIeparypa °C, BIaKHOCTb %.
23. Pe3ynpTaThl UCTIBITAHUI:

TpebGoBaHusI HOPMAaTUBHOTO JOKYMEHTA TI0 Kayue-
cTBY, ['ocynapcTBeHHOI (hapMakoreun, perucrpa-

HanMenoBaHue nokaszaremns | IMOHHOTO JIOChE MO yNaKOBKE, MAPKUPOBKE yIia- PesynpTaThl Bioxn
(MeTOo UCTIBITAaHUI) KOBKH, UHCTPYKIIMH M0 METUITTHCKOMY TIpUMe- HCIIBITAHUS
HeHUIo (JINCTKa-BKIIAJbIIIA), JOKYMEHTA, MO/~
TBEPIKAAIOIIET0 Ka4ecTBO CepUH (ITapTHH)
1 2 3 4

24. 3aKIrO4YeHNE:

Pesynbrarhl ucnibITaHUu 00pa3lioB

(HaI/IMeHOBaHI/Ie JICKapCTBCHHOTI'O IIperapara

((papmarieBTHUECKO CYOCTAHIINH), HAUMECHOBAHHE [IPOU3BOTUTEIS)
0TOOpaHHBIX U3 CEPHH (TTAPTUH)
COOTBETCTBYIOT (HE COOTBETCTBYIOT) <*> IIoKa3aTelsiM KauecTBa

(0603HaYeHHE HOPMATHBHOTO JIOKYMEHTA [0 KaueCTBY Ha JIEKapCTBEHHbIH Ipenapar,
I'ocynapcTBeHHO# (hapMakoren WM HOPMaTHBHOTO JIOKYMEHTA M0 KauecTBY
Ha (hapMaleBTHYECKYI0 CyOCTaHIIUIO)

IO IPOBEPEHHBIM TOKA3aTENIsIM COOTBETCTBYIOT (HE COOTBETCTBYIOT) <*>;

COOTBETCTBYIOT (HE COOTBETCTBYIOT) <*> PErHCTPAI[IOHHOMY JIOCHE:

0 yIaKOBKE, MAPKUPOBKE YIIAaKOBKH;

WHCTPYKLHUH 10 MEAUIMHCKOMY MPUMEHEHHIO (JIUCTKY-BKJIABIITY);
JOKYMEHTY, IOJITBEPKIAI0NIeMY Ka4eCTBO CEpPUH JIEKAPCTBEHHOIO TIperapara.

JlexapcTBeHHBIN npenapart (papmareBTHYECKast CyOCTaHINS) TPU3HACTCS
Ka4eCTBEHHBIM (HEKaYeCTBEHHBIM) <*>.

HcnbiTanus 00pasiioB JIEKapCTBEHHOTO npenapaTa ((papMalieBTHUeCKOH cyOcTanImu) nposesi(1) 1 nan(u) 3a-
KITIOYEHUE:

(IOMMKHOCTB CITYKAILEro) (moamuck) (MHUIMATBI (MHUAT COOCTBEHHOTO MMEHHU ), (haMILITHSI)
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25. JlanHBIN TPOTOKOI OPOPMIICH Ha JIUCTax B SK3EMIULIPE U HAIIPABJICH

26. Pe3ynpTaThl UCTIBITAHUN PACIIPOCTPAHSIIOTCS TOJNBKO Ha HMCIIBITAHHBIE 00pasllbl, OTOOPaHHBIE U3 CEPUU
(maptun) (pe3ynbTaThl HCIBITAHUN PACIIPOCTPAHSIIOTCS TOIBKO Ha MCIIBITAHHBIE 00pa3Iibl, MMPEIOCTaBICHHBIE
3aKa3YMKOM) <*>,

27. IIpoTOKOJN HCIIBITAHUI HE MOXKET OBITh BOCIIPOM3BEIICH HE B ITOTHOM 00BeMe 0e3 pa3perieHus: pyKOBOIH-
TEJIsl HCIIBITATEIbHOM JTA00paTopuy.

<*> HyXHO€ MOTIEPKHYTh.

3aL[aHne Ne 4. CocraBbTe NepeIYCHb noMeleHn ROHTpOJ’ILHO-ﬂHﬁJ’IHTH‘lQCKOﬁ ﬂaﬁopaTo-
pUH ¢ YKa3aHUEM OﬁOpyI[OBaHI/IH, KOTOpPO€ B HUX PasMeIIacTCH, U BBINNOJIHACMbBIX HCIIBITAHU.

BoinosHsieMble HCIBITAHUS

THomemenue Obopynosanue (ua3Banus npusectu no I'® PB)
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3ananue Ne 5. CocTaBbTe Ta0/IHUILY ¢ IepeYHEM JIEKAPCTBEHHBIX CPEACTB, MPOBePsieMbIX
710 MOCTYIUIEHHS] B PeaJIN3alUI0 M0 BCeM, OT/IeIbHBIM N0KA3aTeJsIM Ka4eCTBa M TOJbKO IO M0~
Kazarear «Onucanme.

JIC, npoBepsieMble N0 BCeM MOKA3aTeIAM
KavyecTBa

JIC, NMpoOBEPHAECMBIC MO OTACJTBHBIM MMOKA3aTEJIAM Ka4e€CTBa

I'pynna JIC IIpoBepsieMble OKa3aTeIM Ka4ecTBa

JIC, npoBepsieMble M0 Moka3zaresiio «OnucaHue
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CuryanuonHnas 3agava 1.

Ha anteynom ckmnazne ObTH 0TOOpaHbI 00pa3Ibl HAXOAALIETOCS B 0OpaleH!H JICKapCTBEH-
HoOro npenapara «Po3yBacTaTuH, TaOJIeTKH, MOKPHIThIE MNIEHOUYHOI 000JI0UKOI, 5 MI» IPOU3BOICTBA
OAO «bopucoBckuii 3aBoJ MEAUITMHCKUX MpenapatoBy, Pecrydnuka benapycsk, cepust A175632 mst
MIPOBEJICHUSI KOHTPOJIS UX KauyecTBa COTJIACHO YTBEP)KIEHHOW mporpamme otOopa obpasmos. O0-
pasIbl JIEKAPCTBEHHBIX CPEACTB OTOOPAHBI B KOJIMUYECTBE, IOCTATOYHOM ISl IPOBEICHUS OJHOTO UC-
MBITAHUA B OHOM 3k3eMIuisipe. OTO0p 00pa3ioB JieKapCTBEHHBIX CPEACTB 0(hOpMIIEH aKTOM 0TOOpa
00pa31oB, COCTaBICHHBIM B OJTHOM 3K3eMIusape. KOHTposb kauecTBa MpOBEIEH 1O MOKa3aTeNsIM Ka-
YECTBAa HOPMATUBHOI'O JOKyMEHTa 1o KauecTBy. [1o pe3ynbraram MpoBeAEHHOTO KOHTPOJISI KauecTBa
UCTIBITATEIbHOM JJabopaTopueit oopmIiIeH IPOTOKOJ UCTIBITAHUS, KOTOPBIM Ha 4eTBEPTHIN pabounii
nenb HarnpasieH ['Y «"ochapmuanzop». Kakue ommOku ObLIH TOMYIIIEHBI?

CuryanuonHas 3a1ava 2.

B anrteke npoBenén otrbop 0Opa3oB HAXOMAIETOCS B OOpALICHUHN JIEKAPCTBEHHOTO Tpera-
para «Aktpamua® H M Ilenpumn®, pactBop ans uabekuuii 100 M E/mm» npousBoactea «Novo
Nordisk», bpaszunus cepust NK12P790 asist mpoBeneHns KOHTPOIISI Ka4eCTBA BCIISICTBUE YCTaHOBIIE-
HUS HApYIICHUN TEMIIEPAaTypHOTO PEKUMa ITPU XPAHCHHUH B aliTeKe, CTABSIINX 1T0J] COMHEHUE Kave-
cTBO. OOpa3Ilhl JIEKAPCTBEHHBIX CPEACTB OTOOPAHBI B KOJMYECTBE, TOCTATOYHOM JJIS MPOBEICHUS
OJIHOTO MCTIBITAHUS B OJTHOM dK3eMIuisipe. OTOop 00pa3ioB JIeKapCTBEHHBIX CPEACTB 0OPMIICH aK-
TOM 0TOOpa 00Pa3I0B, COCTABICHHBIM B OJIHOM dK3eMIuisipe. OOpa3iibl HallpaBiIeHbI ISl KOHTPOJIS
kadectBa B KoHTposbHO-aHanuTudeckyto gadboparopuro TII PYII «Munckas dapmanusi». [Ipose-
JICHBI UCTIBITAHUSI HA COOTBETCTBUE PETHCTPAIIMIOHHOMY JIOCKE 10 YITaKOBKE, MAPKUPOBKE YIIAaKOBKH,
WHCTPYKILHUHU 110 MEAUIIMHCKOMY MPUMEHEHHIO, 8 TAK)KE HAa COOTBETCTBUE OTAEIBHBIM MOKa3aTeNsIM
KauecTBa HOPMATHUBHOTO JIOKyMeHTa 1o kadecTBy («Ommcanuey, «[loamuHHOCTE», «AKTUBHOCTH
(«KonuuectBeHHoe ompezenenne»), «bemoky». JlekapcTBEeHHBIN Tpernapar MpU3HaH HEKaYeCTBCH-
HBIM, HCTIBITaTEeNbHAs Ja00paTOpHs HaMlpaBUIIa MPOTOKOJ UCTIBITAHUS B TeueHue 24 4acoB B «NoOvo
Nordisk Producao Farmaceutica do Brazil Ltda». Kakue ommOku 6but1 1OMyIIeHbI?
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CuryanuonHnas 3agava 3

Ha anteunslii ckiaa mocTymnuia mapTys JIEKapcTBEHHOTO npemnaparta «Pyparun 50 mr, Tad-
neTkn», npousBoautesis — AO «Onaitndapm» (JlatBus), cepust — 310124, IIpenapat BBO3UTCS B
PecniyOnuky benapyce Bnepsbie. COTpYAHUK aKKPEAUTOBAHHOM UCHBITATENILHON Jabopatopuu mo-
cie TeiaeOHHOro oOpalleHus NMpeACTaBUTENS aNTeuHOro CKJaja mpousBen oTroop oOpas3loB Ha
CKJIa/ie B IPUCYTCTBHUH KOMHUCCUU B KOJIMYECTBE 0OPa3llOB, JOCTATOYHOM JUIs IPOBE/ICHUSI HE MEHEe
nByx ucnelTaHui. [lo pesynbpraram oTbopa 00pa3noB odopmiieH akT Mepenayd JIeKapCTBEHHBIX
cpencTtB Ha aHanu3. KoHTponp kauecTBa B 1a00paTOpUu OCYLIECTBIISAETCS Ha COOTBETCTBUE PEru-
CTPallMOHHOMY J0ChE M0 YIAaKOBKE, MApKHUPOBKE YITaKOBKHU, MHCTPYKLIHUU IO MEIULIUHCKOMY TIpUMe-
HeHuIo (JIMCTKY-BKIanply). [To pedynpratam aHanmsa akKpeIUTOBAaHHAs MCIBITaTeNbHAs Jabopa-
TOpHst 0OPMIISIET TPOTOKOJ UCIIBITAHUS CEPUU JIEKapCTBEHHOTO TipenapaTa «Dyparun 50 mr, Tabd-
JETKU» B 3 DK3EMIUISIpaxX U B T€UEHUE 7 JHEH HampaBliieT €ro MpeJCTaBUTEII0 aNTeYHOro CKIIaja.
Bce i BBITIOJTHEHHBIC JIEHCTBUSI COOTBETCTBYIOT TPEOOBaHMAM 3aKOHOAATeNbCTBa PecyOmmku be-
napycb? B ciiydae BISIBJICHUSI HAPYLICHUN, TPEAJIOKHUTE MPABMIbHBIC JCHCTBUA.

CuryanuonHas 3a1ava 4.

Ha anreunslii ckilaj MOCTyNWIA NapTUs JIEKAPCTBEHHOTr 0 npenapara «Donuesas kuciora |
MT, TaOJIETKI», TIPOU3BOJUTENh — BOPHCOBCKUIA 3aBOJ] METUIIMHCKHUX TIpenapaTos, cepusi — 310724,
JlaHHBIN IpenapaT paHee yXe MOCTyNal Ha anTeuHbli ckian. Cpenn conpoBOIUTENbHBIX TOKYMEH-
TOB TOJYYEHHOW MapTHUU JIEKapCTBEHHOro npenaparta «PonueBas kuciaora | Mr, TabneTku» npea-
CTaBJICH MTPOTOKOJI UCTIHITAHUHN, MPOBEJACHHBIX UCTIBITATEHHOM JTabopaTopueii boprcoBckoro 3aBojia
MEIUIMHCKUX MTPEenapaToB.

[IpencraBuTeNb alTEYHOIO CKJIa1a HAIlpaBWJI MMCbMEHHOE 3asiBJICHUE aKKPEIUTOBAaHHOMN HC-
neiTarenabHol nabopatopuu TII PYII «MuHckas dapmanus», Ha OCHOBaHUU KOTOPOT'O COTPYIHHUK
nabopatopun oToOpan JekapcTBeHHbIN npenapar «DonueBas kuciora 1 Mr, TabIeTKHU» B KoJIWYe-
CTBE, IOCTATOUYHOM JIJIsl IPOBE/ICHUS HE MEHEE IBYX UCIBITAHUH B IBYX SK3EMILIApax, 0POPMUB aKT
otbopa o6pasuos. [lo pe3yapTaTam IpOBEJEHHOTO aHAIM3a B T€YEHHE 3 CYTOK MCIBITAaTeIbHAs J1a-
O6opaTopus HalpaBUJIa HA alITEUYHbIH CKIJIaJ] 9K3EMIUIAP IPOTOKOJIA UCTIBITAHU JIEKapCTBEHHOTO Tpe-
rapara, Ha OCHOBaHHUHM KOTOPOI'O MOYHO OCYILECTBIISATH ONTOBYIO PEATU3ALUIO UCIBITYEMOIO Mpe-
napata. Bce i BbIoHEHHBIE AEHCTBUS COOTBETCTBYIOT TpeOOBaHUAM 3aKOHOAaTeNIbCTBA Pecy0-
nuku benapycs? B citydae BbISIBIEHHS HapyLIEHUM, IPEATIOKNATE IPABUIIbHBIE JEHCTBHSL.

23



AJITOPUTM BBINOJTHEHHS JJA00PATOPHOM padoThI
«IKenpecc-aHAIN3 IKCTEMIIOPATbHBIX JIeKAPCTBEHHBIX MIPENapaToBy

L]env: chopMUpOBaTh Y CTYJICHTOB HABBIK BBIIIOJIHEHUS KOHTPOJIS KayecTBa JIEKAPCTBEHHBIX
(opM anTevyHOro N3roTOBICHUS, COACPKAIUX JUMEAPOI.

Xon paboThI:

I. 1. IlpemnoxuTe METOABl OICHKU MOJJIMHHOCTH (MISHTU(UKALNNN) U KOJIUYECTBCHHOTO
oTpesieNieHUs] AJisl dKCIpecc-aHalli3a SKCTEMITOPaIbHOrO JIEKAPCTBEHHOIO Iperapara ¢ MpHUBeae-
HUEM YpaBHEHHI COOTBETCTBYIOIIMX XUMHUYECKUX PEAKIIUH C YKa3aHUEM aHAIIMTHIeCKOro A dekra:

Rp.: Sol. Dimedroli 1,0 % — 10 ml

D.S. Ilo 1 xamuie B HOC yTpOM U BEUEPOM

2. BeimoiauTe HCIBITAaHUE TTOAJTMHHOCTH M KOJTMYECTBEHHOE ONPEIeNICHHE 10 MeToay 1 ¢ uc-
II0JIB30BAHUEM CTaTbU «IJKCIPECC-aHAIU3 SKCTEMIIOPAJIBHBIX JIEKAPCTBEHHBIX CPEeACTB» l'ocynap-
cTBeHHOM (hapmakorien Pecriyonmku benapych.

3. [IpoBeauTe pacuéT OTKIIOHEHUS B Macce HaBeCKU (apmarneBTudeckoil cyocranuuu. Cue-
JaiiTe 3aKJII0YEHUE O TOM, YI0BJIETBOPUTENILHO JIM IPUTOTOBJIEHA JiekapcTBeHHas hopma. Opopmure
pe3yJIbTaThl KOHTPOIIS B «OKypHane perucrpauuy pe3yabTaTOB XMMHUECKOTO KOHTPOJIS JIEKAPCTBEH-
HBIX CPEJICTB, U3TOTOBJIEHHBIX B anTeke» (mpuioxeHue 1).

I 1. Hpe,unoncHTe METOAbI OICHKH HNOAJIMHHOCTHU (I/I,E[CHTI/I(I)I/IKaL[I/II/I) U KOJIMYECTBCHHOI'O
OIMPECACIICHUA IJId SKCIIPECC-aHalln3a JSKCTEMIIOPAIIBHOTO JICKAPCTBECHHOI'O IIpCIiapaTta C IMPUBCIAC-
HHUEM ypaBHCHI/Iﬁ COOTBCTCTBYIOIINX XUMHUYCCKUX peaKI_II/Iﬁ C YKa3aHUCM aHAJIUTUYCCKOT'O B(I)(beKTa:

Rp.: Dimedroli 0,01

Sacchari 0,2

Misce ut fiat pulvis

Da tales doses Ne10

S. o 1 mop. 1 pa3 B cyTku
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2. BbInosHUTE KOJIMYECTBEHHOE OIpE/eleHnue MO MeToay | C HCHOJIb30BaHMEM CTaThbU
«DKcIpecc-aHallu3 KCTEMITOPAIbHBIX JIEKAPCTBEHHBIX CPECTB» l'ocyaapcTBeHHOM (apmakoren
Pecniy6mnuku benapyce.

3. [IpoBeauTre pacuér OTKIOHEHUsI B Macce HaBeckH (apMmarieBTHueckoi cyOctanuuu. Cre-
JaiTe 3aKIIF0YSHHE O TOM, YIOBIETBOPUTEIHHO JIM PUTOTOBJICHA JJeKapcTBeHHas (popma. Opopmure
pe3yabTaThl KOHTPOJIS B «OKypHaie peructpaiuu pe3yibTaToB XUMUYECKOTO KOHTPOJIS JISKapCTBEH-
HBIX CPEJICTB, U3TOTOBJIEHHBIX B anTeke» (mpuioxeHue 1).

IlepeueHb TuTepaTyphI:

1. Jlexyuonnoiii N TEOPETUUECKUN MaTEpUAIIBI.

2. I'ocyoapcmeennasn dhapmakones Pecrryonnku benapycs (I'® PB 11): B 2 1. / M-Bo 3apaBooxXpaHeHus
Pecnyonuku benapych, YII «lleHTp 3KcliepTH3 W UCHBITAHUA B 3APaBOOXPAaHEHHWW» ; TMOJ OOMI. pell.
A. A. lllepsixoBa. Mosioneuno : Tur. «[lo6ema», 2012. T. 1 : OO1iue METOABI KOHTPOJIS Ka4eCTBa JIEKAPCTBECH-
HBIX cpeacTB. 1220 c.

3. I'ocydapcmeennas dapmaxones Peciyonuku benapyce ('@ PB II) : 8 2 1. / PYII «LlenTp sxcnepTu3
Y UCHBITAaHUM B 37paBoOXpaHeHumn» ; noj ool pea. C. M. Mapuenko. Momnoneuno : Ilobena, 2016. T. 2:
Kontpons xauecTBa cyOcTaHIui 17151 hpapMarieBTHIECKOT0 UCIIONB30BaHMS 1 JIEKAPCTBEHHOTO PAaCTUTELHOTO
ceIpbst. 1368 c.

4. O nposedeHuu KOHTPOIISl KadyecTBa JIEKAPCTBEHHBIX CPEACTB /IO IOCTYIJICHUS B peaU3allHIo,
a TaKKe JICKapCTBEHHBIX CPEJICTB, HAXOSIIUXCS B oOpaieHny Ha Tepputopun Pecniyonuku benapycs : mo-
cTaHoBiieHHe MuHHCcTepCcTBa 3apaBooxpanenus Pecriyonmku benapycs ot 01.03.2010 1. Ne 20 (¢ u3M. u o).

5. 06 ymeepowcoenuy UHCTPYKIIMM O TOPSAKE M YCIOBUSAX KOHTPOJS KauyecTBa JIEKAPCTBEHHBIX
Cpe/ICTB, U3rOTOBJICHHBIX B allTeKax : MOCTaHOBJIEHHEe MUHHUCTEpCTBA 3/paBooxpaneHus PecryOiunku bena-
pychb ot 17.04.2015 r. Ne 49 (¢ u3Mm. u jom).
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3anarue Ne 4

OBECHEYEHHE U KOHTPOJIb KAYECTBA JIEKAPCTBEHHBIX CPEACTB
B COOTBETCTBHUU C TPEBOBAHUAMMU HAJVIEKAIIEN TUCTPUBBIOTOPCKOU
ITPAKTUKH

eab 3aHATHA.

— O3HAaKOMMUTBb CTYACHTOB C CUCTCMAaMU 06eCHe‘-IeHI/I$I N KOHTPOJIA Ka4CCTBA JICKAPCTBCHHBIX
CPEJICTB Ha alTEYHOM CKJIA]IE;

— chOopMHUPOBATH y CTYJICHTOB MPEICTABICHHS O pabOTe C JICKAPCTBEHHBIMH CPEJICTBAMH,
3a0pakOBaHHBIMH UCIIBITATEIFHOM J1TA00PATOPHUEH.

TpeGoBanus K HCXOTHOMY YPOBHIO 3HAHHUI: TIOBTOPUTH OCHOBHBIE [10JIOKEHHUS CTAHIApTOB
«Hapnexamas nuctpubbroTopekast npakTukay, «Haanexaias npakTiuka XxpaHeHUs» 1 0COOEHHOCTH
XpaHEHUs! HAPKOTUYECKUX CPEJICTB, ICUXOTPOIHbBIX BELLIECTB.

KoHTpo/bHBIE BONIPOCHI 110 TeMe 3aHATHUS:

1. OcHOBHbBIE TEPMUHBI U UX ONpPEJEICHUE: pealn3altsl JEKapCTBEHHbIX CPEICTB, ONTOBAs
peanu3zanus (quctpuObronus); Hapiexamas 1ucTpuObOTOpCKas MpakTHKa, TUCTPUOBIOTOp, anTed-
HBIM CKJIaJl; COXpPAaHHOCTh JIEKAPCTBEHHBIX CPEACTB, XPaHEHUE JIEKAPCTBEHHBIX CPEJCTB, IEPBUYHAS
yIaKOBKa, BTOpUYHasl (HOTpeOUTEIbCKast) yIIAaKOBKA, TEPMOIMUIPOMETP, TEPMOCYMKA (TEPMOKOHTEH-
HEp), XJIaJ0JIEMEHT.

2. TpeOoBaHus K AUCTPUOBIOIIMU JIEKapCTBEHHBIX cpelcTB B Pecniybinke benapycs. CTpyk-
Typa Hagnexameil nuctpuObloTOpCKOM mpakTUku EBpa3suiickoro sKOHOMHUYECKOro Coro3a. Jie-
MEHTBI CUCTEM 00ecIieueHHs KauecTBa Ha allTeYHOM CKJIa/le, X TapaHTUH.

3. OTBETCTBEHHOE JUIIO TUCTPUOBIOTOPA: TPeOOBaHMS, 00S3aHHOCTH.

4. Ilponecc TUCTPUOBIOLMHU: MPUHIMIIBI, KATETOPHH JIEKAPCTBEHHBIX CPEJICTB, OLIEHKA I0-
CTaBILMKOB M 3aKa34MKOB (MokynaTenei). OcylecTBIeHnEe NPUEMKHU JIEKAPCTBEHHBIX CPEJICTB Ha all-
TEYHOM CKJIaJie.

5. TpeGoBaHUs K XpaHEHMIO JIEKAPCTBEHHBIX CPEJICTB HA anTeyHOM ckiaje. OcoOeHHOCTH
XpaHEHUs OTJENIbHBIX TPYIII JIEKAPCTBEHHBIX CPEACTB.

6. Pabora ¢ nexkapCTBEHHBIMU CPEJICTBAaMH, 3a0paKOBAHHBIMHM HCHBITATENIbHOMN J1abopaTo-
pHei, 1 IeKapCTBEHHBIMH CPEICTBAMHU C UCTEKIINM CPOKOM I'OJJHOCTH.

7. OT13BIB, BO3BpAT Ha allTEYHbIHN CKJIAJ] JEKapCTBEHHbIX cpelcTB. Pabora ¢ mperensusmu. Ca-
MOMHCHEKIHS TUCTPHOBIOTOPOB.

8. TpeboBaHMs K TPaHCTIOPTUPOBKE JIEKAPCTBEHHBIX CPEJICTB.

3AJTAHUSA JJI1 CAMOCTOSATEJBHOM PABOTHI CTYJIEHTA

3aganue Ne 1. CocraBbTe cxeMy ABHKEHHS JEKAPCTBEHHBIX CPEACTB MO aNTEYHOMY
CKJIAy OT MOMEHTa HMX NPHEMKH N0 OTIPY3KH anTeKaM ¢ yKa3aHHeM INOMelleHWil W JIMI,
3a/1eficTBOBAHHBIX HA TeX WJIM HHBIX ITanax.
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3ananue Ne 2. CocTtaBbTe CXeMATHYHO MOCJI€10BATEILHOCTH NPUEMKH JIEKAPCTBEHHbBIX
CPeACTB HA aNlTEYHOM CKJIajie.

3ananue Ne 3. [IpuBeauTe NpUMepPbl U YKAKUTE MeCTAa U YCJIOBHSI XPAHEHHUS HA anTed-
HOM CKJIajIe JIEKAPCTBEHHBIX NMPENnapaToB, KOTOPbIE MOAJIeKAT NPUEMKe B EPBYIO O4Yepelb, H
JIEKAPCTBEHHBIX MPENapaToB ¢ HCTEKIIUM CPOKOM IFOJJHOCTH U 3a0PaKOBAHHBIX HCHBITATE b~
HO¥ J1abopaTopuei.

I'pynna nexapcTBeHHBIX MecTa xpaHeHus1
YcnoBus xpaHeHust
NpPenaparToB ¢ NIpuMepaMu (TpeGoBaHuUsI K MOMeIeHUIM)

JlexapcTBeHHBIE IpenapaThl, KOTOPBIE MOMIEkKAT IPUEMKE B IIEPBYIO OUepeb

JlexapcTBEeHHBIE IpeNapaThl
C UCTEKIIIUM CPOKOM TOJHOCTH

JlexapcTBeHHBIE Ipenaparsl,
3a0paKOBaHHBIC UCTIBITATEIb-
HOW abopaTopueit

3ananue Ne 4. CocraBbTe yBegoMIIeHHe 00 M3BSITUN U3 00pallleHN s JIEKAPCTBEHHOT'0 cpe/l-
CTBa.

Ha ocHoBanuu pemennss MunucrepceTBa 3apaBooxpanenus Pecriyonuku benapycs ot 27 utons
2024 r. Ne 38 u3 oOpatenus nzpiMaercst «YJIKAPUJIL, kpem 5 % B Ty6ax 10 r B ymakoBke Ne 1» (cepust
YZO0001A), mpoussenernoro Nobel Ilac Sanayii ve Ticaret A. S., Typrws.

JlexapCTBEHHBIN Mpenapar MOJUIeKHUT U3BATHIO U3 oOpamieHus nocraBumkoM PYII «Mun-
ckast @apmanms» (220039, r. Munck, yin. Ykanosa, a. 5, 208) Ha ckiaj, pacrnojIoKeHHBIN O aj-
pecy 223034, r. 3acnaBnb, ya. CoBerckas, 128.

OcHoBanue: nucekMeHHoe coobmienue ['Y «I"ochapMHan3op» 0 BRISIBICHUN HEKAY€CTBEHHOTO
nekapcTBeHHOTro npenapata ot 23 utoist 2024 r. Ne 06-05/943; mpoToKoI HCTIBITAaHUH cepuu (TTapTHH)
JIeKapCTBEHHOT o cpesicTBa oT 22 uroisd 2024 r. Ne 653/, Beiaansblil Pecriy0irikaHCKoO KOHTPOJIBHO-
aHanmuTHyeckoit aboparopueit YII «LleHTp sKcrepTH3 U UCIIBITAaHUH B 3{paBOOXPAHEHUN.

®opma yBeJOMIICHUS IIPUIIAraeTCsl.
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YBEJAOMJIEHHUE
00 U3BLATHHU U3 00pPALEHHUsI JIEKAPCTBEHHOT0 CpecTBa
oT Ne

CornacHo pemeHnto MuHHCTepCTBa 3ApaBooxpaHenus Pecyonuku benapycs 00 u3barun u3 oopa-
IIEHUS JICKAPCTBEHHOTO CPEICTBA OT 20 . No JIeKapCTBEHHBIN Tipenapar (hapma-
[IeBTUYECKast CyOCTaHIIH)

(HauMeHOBaHHUE;

JUTSL IEKApCTBEHHOTO TIpenapaTa yKa3bIBaeTcs JIeKapCTBEHHast (hopMma,

71033, KOJIMUECTBO 03 B YIIAKOBKE)
HOMEp cepuH (apTHH) ,
HaMMEHOBAHUE TPON3BOIUTEIS ,
HaMMEHOBAHHUE CTPAHBI-IPOM3BOANUTEIIS ,
SIBJISICTCSI HEKAYeCTBEHHBIM (HEKAUECTBEHHOMN ) <*> U TIOJICKUT HEMEUICHHOMY U3bSTHIO U BO3BPATY B aJipec

(HaSBaHI/IC, IOpI/I,I[PI‘I@CKI/Iﬁ aapeC OpUANYCCKOro juna,

10 KOTOPOMY CJIeTyeT BO3BPaTHTh JIeKapCTBEHHBIN npenapart (papmaneBTiHyeckyto cyOCTaHIIMIO) B CPOK HE OoJiee ABYX
MECSIIIEB C IaThl MOJIYYCHHUS HACTOSIIETO YBEIOMIICHUS WK (pambcuuiiupoBanHbiM ((anbCuGUIMPOBAHHON) <*> U MO~
JISKUT HEMEJICHHOMY M3bATHIO M YHHYTOXKCHUIO B COOTBETCTBUH C 3aKOHOATEIHCTBOM

(Ha3BaHMe, rOpUIMUECKUIT a[pec PUIUUECKOTO JULa, TI0 KOTOPOMY CJIeIyeT BO3BPATHUTh JICKApCTBEHHBIHN Tpe-
napart ((papMaleBTHICCKYIO CYOCTaHIIUIO)

WA XapaKTepU3yeTcsi HeOMaronpusITHBIM COOTHOIIEHHEM «ITOJb3a-PUCK» <*> U MOJUICKUT HEMEAJICHHOMY

U3BSTHIO U BO3BPATY B aJIpec

(Ha3BaHue,

IOPUINYECKHUI afipec IOpUANIECKOTO JUIIA,

0 KOTOPOMY CIIEAYEeT BO3BPATUTH JICKAPCTBEHHEIN MpemnapaTt ((hapMaleBTHISCKYIO CyOCTaHITHIO)
WNudopmarus 00 MMEromeMcs: KOJINYECTBE U3BATOTO JIEKAPCTBEHHOT0 npenapata (papmaneBTHIecKOn cyO-
CTaHIINN)

(HauMeHOBaHHE, KOJHMYECTBO)
JIOJDKHA OBITH HAIIPaBJIEHA HEMEJUICHHO I10 TOJTYIeHUH HACTOSIIEr0 YBEJOMIICHHS T10

tenedony (dpaxcy)
aznpecy

(Ha3BaHMe, apeC FOPUIANYECKOTO JIHIA, 0 KOTOPOMY

HE00XOIMMO BO3BPATUTH JICKAPCTBCHHBIN MpenapaT ((hapMaleBTHISCKYI0 CyOCTaHITHIO)
PykoBoAHTEINb IOPHIUIECKOTO
A (MHIUBUITYadbHBIN MPeIIpUHIMATEIb) (moarmce) (MHUIMAITBI (MHULAT

COOCTBEHHOTO UMEHH), (haMIITUI

<*> 3aMnoJIHAETCS B CIydyae MMOJIyUYEeHUsI COOTBETCTBYIOIIETO MUCbMEHHOT'O COOOIIICHHSI.
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AJITOPUTM BBINOJTHEHHS JJA00PATOPHOM padoThI
«IKenpecc-aHAIN3 IKCTEMIIOPATbHBIX JIeKAPCTBEHHBIX MIPENapaToBy

|. Ljenv: chopMHUpOBaThH y CTYICHTOB HABBIK BBITOJHEHHS KOHTPOJISI KAYECTBA JIEKAPCTBCH-
HBIX ()OPM aNTEYHOT'O U3TOTOBJICHUS, COACPIKALINX HOJI.

Xon paboThI:

1. ITpemoxuTe METOIbI OIICHKHU MOUTMHHOCTH (MICHTU(UKAIIMH) U KOJTMYECTBEHHOTO OIpe-
JENICHHsT JUTSL SKCIIPEeCcC-aHalIi3a 3KCTEMIIOPAILHOTO JICKAPCTBEHHOTO TIpernapara ¢ MpHBEICHUEM
yYpaBHEHU COOTBETCTBYIOIIUX XUMUYECKUX PEAKIIUH C YKa3aHHEM aHATHTHYECKOTO ddeKra:

Rp.: Solutionis Lugoli 25 ml

D.S. Ins cma3biBaHus 3€Ba.

2. BbInoHUTE UCTIBITAHUE MTOJIMHHOCTH M KOJIMYECTBEHHOE OIPE/IeNICHIE HOo/la C UCII0JIb30-
BaHUEM CTaThH «DKCIPECC-aHAIHN3 IKCTEMIIOPAIBHBIX JIEKAPCTBEHHBIX CPEACTBY» [ 0CcymapcTBEHHOM
dapmaxoneu PecriybOnnku benapych.

3. IIpoBenute pacu€t OTKIOHEHMSI B Macce HaBeCKU (apmarieBTudeckoi cyocraniuu. Cue-
naiiTe 3aKIII0YeHUE O TOM, YIOBIETBOPUTENBLHO JIM PUTOTOBJIEHA JiIekapcTBeHHast popma. Odopmure
pe3yNIbTaThl KOHTPOJIS B «OKypHase perucrpanuu pe3yabTaToB XHMHUECKOTO KOHTPOJIS JIEKAPCTBCH-
HBIX CPEJICTB, M3TOTOBIIEHHBIX B anTeke» (mpuioxxeHue 1).

Il. {env: chopMupoBaTh y CTYJACHTOB HaBBIK BBIITOJHEHHSI KOHTPOJIS KauecTBa JIEKapCTBEH-
HBIX (JOPM aNTEYHOT'O U3rOTOBJIEHHUS, COACPIKALIMX (YPALIUIITUH.

Xox paboTshl:

1. Ilpeanoxute METOAbI OLIEHKH MOJUIMHHOCTH (MASHTU(HUKAIIMN) U KOJIMYECTBEHHOTO OIpe-
JIeNIeHusl JUIsl SKCIpecc-aHalln3a 3KCTEMIIOPAJIBLHOTO JIEKAPCTBEHHOTO IMpernapara ¢ MpUBEACHUEM
YpaBHEHMI COOTBETCTBYIOIIUX XMMUYECKUX PEaKIMi ¢ yKa3aHUEM aHaIUTU4YecKoro sddexra:

Rp.: Sol. Furacillini 1 : 5000 — 200 mi

D.S. lng monmockanus ropia
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2. BpinonHuTe HCHBITAaHUE MOJJIMHHOCTH U KOJWYECTBEHHOE OMpPENEICHHE C HCIOJIb30Ba-
HUEM CTaTbU «IJKCIpPECC-aHAJIU3 SKCTEMIIOPAJIbHBIX JIEKAPCTBEHHBIX CpeacTB» ['ocyaapcTBeHHOM
dhapmakorien Peciy6nuku bemapyce.

3. [IpoBeute pacy€r OTKIOHEHHS B Macce HaBeckw (hapmareBTrueckoil cyocraniuu. Cre-
naiiTe 3aKIII0YEHUE O TOM, YI0BJIETBOPUTENBLHO JIM IIPUTOTOBIICHA JiekapcTBeHHast opma. Odopmure
pe3yabTaThl KOHTPOJIA B «OKypHase perucTpaiuy pe3yibTaToB XUMHUYECKOTO0 KOHTPOJIS JIEKapCTBEH-
HBIX CPEJICTB, U3TOTOBJICHHBIX B anTekey (mpuiaoxeHue 1)

IlepeueHb quTepaTyphl:

1. JlexyuonHwiii M TEOPETUIECKAN MaTEPHAITEI.

2. 06 obpawenuu NTeKapCTBEHHBIX CpeacTB : 3akoH Pecrry6mmku bemapycs ot 20.06.2006 r. Ne 161-3
(c u3Mm. u yom.).

3. 06 ymeepoicoenuu llpaBrn Haamexameil TUCTpUOBIOTOPCKON MPAaKTUKH B paMKax EBpazuiickoro
SKOHOMHUYECKOro coro3a : perienue Coseta EBpaszuiickoii skoHoMuueckoil komuccuu ot 03.11.2016 r. Ne 80
(c u3Mm. u yom.).

4. 06 ymeepoicoenuu T1010KEHUS O TIPUEMKE TOBAPOB TI0 KOJUYECTBY U KA4E€CTBY . IOCTAHOBJICHUE
Cosera MunuctpoB Pecrry6nmku bemapycs ot 03.09.2008 1. Ne 1290 (¢ u3m. u gom.).

5. 06 ymeeporcoenuu IlomoxxeHus: o MOpsAKe XpaHSHUs, TPAHCIIOPTUPOBKH, U3BATHS U3 00paIeHus,
BO3Bpara MpOU3BOJUTCIIIO WM NOCTABIIMKY, YHUUYTOXCHUA JICKAPCTBCHHBIX CPCACTB | IOCTAHOBJICHUEC Co-
Bera MuHHCTPOB 0T 22.12.2009 1. Ne 1677 (¢ u3Mm. 1 gom.).

6. 06 ymeeporcoenuu MHCTPpYKIMH 0 TIOPSIKE MPUOOPETEHNMS, XpaHEHHS, peaM3alii, OTITycKa (pac-
HpezLeneHm{) HAapKOTHYCCKUX CPCIACTB M IMCUXOTPOIHBIX BCHICCTB B MCIUIUHCKUX LCIIAX . IOCTAaHOBJICHHE
MunucTepcTsa 3apaBooxpanenus Pecrybnuku bemapych ot 28.12.2004 Ne 51 (¢ u3m. u jor.).

7. 06 ymeepacoenuu Hagnexanield TpaKTUKA XpaHEHHS JIEKAPCTBEHHBIX CPEICTB : IMOCTAHOBJIICHUE
MunuctepcTsa 3apaBooxpanenus Pecryoiuku benapycs ot 23.10.2020 r. Ne 88 (c u3wm. u o).

3ausarue Ne 5

OBECIIEYEHUE N KOHTPOJIb KAYECTBA JIEKAPCTBEHHBIX CPEJICTB
B COOTBETCTBUHU C TPEBOBAHUSIMU HAJIJIEKAIIEA AITEYHOM MMPAKTUKH

I_Ie.m) 3aHATHUA: O3BHAKOMHUTL CTYACHTOB C CUCTCMaMU obecrieyeHus 1 KOHTPOJIA KadueCTBa
JICKApCTBCHHBIX CPCIACTB B AIITCKC.

TpeOoBaHKs K HCXOJTHOMY YPOBHIO 3HAHMIA: IOBTOPUTH OCHOBHBIE IOJIOKEHUSI CTAaHAAPTA
«Hamnexaras anTeyHast IpakTHKa» U CAHUTAPHO-TUTHEHUYECKUE TPEOOBAHUS I alTEK.

KOHTpOJII)Hble BOIIPOCHI IO TEME 3aHATHUH

1. OcHOBHBIE TEPMHHBI U UX ONPEACTICHUS: peaTn3allysl JeKapCTBEHHBIX CPEJCTB, POSHUYHAS
peanursanus JICKapCTBCHHBIX CPCACTB, OTIIYCK JICKAPCTBCHHBLIX CPEACTB, Hagmemamas{ alrTcyHas
MIPaKTUKa, alTeKa, APYTrue TOBAPHI alITEYHOTO aCCOPTUMEHTA, OTBETCTBEHHOE CaMOJICUeHHE, TOTPe-
OuTENb, palMOHAIEHOE PUMEHEHHE JIEKAPCTBEHHBIX MPENapaToB, PYKOBOJICTBO MO KAYECTBY, CaMO-
WHCIEKIUsA, (papManeBTHYECKOe KOHCYIbTHPOBAHHE MEAMIIMHCKUX pPaOOTHUKOB, (papMarieBTHYE-
CKO€ KOHCYJIbTUPOBAHHE HACEJICHHUS.

2. TpeboBaHUsI K pO3HUYHOM peanu3aliy JIEKapCTBEHHBIX cpeAcTB B PecyOnuke benapycs.

3. Crpykrypa Hamnexarieit anteunoii npaktuku (HAIT). Cuctema kadecTBa B anreke.

4. TTpuemKa JIeKapCTBEHHBIX CPEJICTB B alTEKe.

5. TpeboBaHMs K XpaHEHHIO JICKAPCTBEHHBIX CPEJICTB B allTEKe.
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3AJTAHUA 151 CAMOCTOSATEJBHOM PABOTHI CTYJIEHTA

33[[3]-[1/[6 Ne 1. Ykaxkute AOKYMEHTbDI, CBA3AHHBIC C IOPAAKOM IPUEMKH JIEKAPCTBEHHBIX

CpPpeacCTB B alITCKE.

Onucanue J1OKYyMEHTA

Haspanue JoKyMeHTa

HopmaTuBHBINM IPaBOBOH aKT, perNIAMEHTUP YOI OPSI-
JIOK TIpUeMKH ToBapoB B PecniyOnmke benapych

HopmaTuBHBIN IPaBOBOH aKT, pEerNIAMEHTUP YOI OPSI-
JIOK TIPUEMKH JIEKAPCTBEHHBIX CPEJCTB B anTekax B Pec-
myonuke bemapycs

JlokyMeHT cucTeMbl 00eCTICUeHUS Ka4eCTBa, YTBEPIKICH-
HBIA PYKOBOJIUTENEM IOPUINIECKOTO JINIIA (HHIUBUIY-
AITBHBIM TPEATNPUHIMATENEM), PETTIAMEHTHPYIOIIHH 1T0-
PSAIOK TIPUEMKH JICKAPCTBEHHBIX CPEACTB B alTeKe

JIoKyMEeHT, B KOTOPOM MIPOU3BOAUTCS 3aIIUCh O PE3yJIbTa-
Tax IPUEMOYHOTO KOHTPOJIIS B allTeKe

3aganue Ne 2. [IpuBeguTe npuMepbl U YKAKUTE MeCTa U YCJIOBHS XPAHEHHUS B anTeKe
JIEKAPCTBEHHBIX MPeENnapaToB, KOTOPbIe MOAJIEKAT NPHUEMKe B NEPBYIO o4epeab, a TAKKe Jie-
KApCTBEHHbIX MPENapaToB ¢ HCTEKIIHM CPOKOM I'OIHOCTH, HeKaYeCTBEHHbIX WJIH (aiabcudu-

MUPOBAHHBIX JIECKAPCTBCHHLIX IPEIiapaToB.

I'pynna nexapcTBeHHBIX

YciaoBus xpaHeHus1
NpenaparTos ¢ NpuMepamMu

MecTta xpaHeHust
(TpedoBaHuUsI K MOMENIeHUIM)

JlexapcTBeHHBIE IpeNapaThl, KOTOPBIE MOIEXKAT IPUEMKE B IIEPBYIO OUepeab

JlekapcTBEHHBIE ITpenapaTsl ¢
UCTEKIINUM CPOKOM T'OJJHOCTH

HekauectBennsie, Gpanbcudu-
UPOBaHHbIE JIEKAPCTBEHHBIE
npenaparsl
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3ananue Ne 3. CorJiacHo TPeGOBaAHMSAM K XPAaHEHH IO PACIIOJIOKHUTE JeKAPCTBEHHbIE Mpe-
naparsl (¢ NpuMepaMu), KOTOpble OyIyT XPAHUTCS HA OJHOM MOJIKe B anTeKe, COJIACHO aHa-
TOMO-TepaneBTHYECKO-XUMUYecKkoil kiaaccupukanuu (ATX).

IIpumMepsI TOProBuIX HA3BAHMI JeKAPCTBEHHBIX MPENapaToB,

Kox ATX .
KOTOpPbIE XPAHATCS HA OJHOM MOJIKe

3aganue Ne 4. Umesi 1aHHbIe 110 TeMIIepaType U BJIA:KHOCTH, 3alI0JTHUTH KapTy (;KypHaJI)
ydyeTa TeMIepaTypbl M OTHOCHTEJILHOH BJIa’KHOCTH Bo3ayxa. @opMa npujaraercs.

YTBEPXIAIO

(MOIKHOCTD CITY’KAIEro PYKOBOJUTEIS FOPUIUUCCKOTO JIUIA, HHAUBUTY-
AIBHOTO TPEANPUHIMATEIIS

(mmomuce) (HMIMAT (MHUIHAIB COOCTBEHHOTO
HUMeHH), haMuITHsT)
20 T

KAPTA (KYPHAJI) YUETA TEMIIEPATYPbI U OTHOCHUTEJBHOM BJIAJKHOCTH BO3JIYXA

[Tomemienue (30Ha)

(Ha3BaHUE WK HOMED)
CpenctBo u3mMepeHus

(Ha3BaHUeE, HOMED, JOMYCTUMBbIE TIPEJIeNIbl U3MEPEHUH, 1aTa CIeAYIONIeH Tocyaap-
CTBCHHOM ITOBEPKH)

Jara

—— [1]2|3|4|5|6|7]8|9]|10|11|12|13|14|15|16|17(18]19|20|21|22|23|24|25|26|27|28|29(30|31
(mecs, rox)

Bpewms
Temneparypa, °C
OtHOCUTENbHAS
BIIQXKHOCTH, %
Iloanuce nuna,
OTBETCTBEHHOTO 32
BHECEHUE TaHHBIX
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AJITOPUTM BBINOJTHEHHS JJA00PATOPHOM padoThI
«IKenpecc-aHAIN3 IKCTEMIIOPATbHBIX JIeKAPCTBEHHBIX MIPENapaToBy

Llenv: chopMUpOBaTh y CTYIEHTOB HaBbIK BBIIIOJIHEHUS KOHTPOJISI KAYECTBA PACTBOPOB IUIFO-
KO3bl B YCJIIOBHSIX alITEKU.

Xon paboThI:

I. 1. Ilpennoxure METOABI OLEHKU MOUIMHHOCTH (MACHTU(PUKAIMH) U KOJIMYECTBEHHOTO
OIIpeIeJIEHUs JUIsl SKCIIPECC-aHaIu3a IKCTEMIIOPATIbHOIO JIEKAPCTBEHHOI'O Ipernapara ¢ IpuBese-
HUEM ypaBHEHHUH COOTBETCTBYIOUIMX XUMHUECKUX PEAKLUH ¢ yKa3aHUEM aHaIUTU4YecKoro 3¢ddekra:

Rp.: Solutionis Glucosi 5 % — 50 ml

D.S.Ilo 1 cr. 2. 2 pa3a B AeHb

JUis NpUroTOBJIEHUS JIEKAPCTBEHHOW (OPMBI INPOBH30P-TEXHOJIOI B alTEKe HCIOJb30Ball

[JIIOKO3bI MOHOTUIpAT (BiIaxHOCTH 10,0 %).

2. BeInosHUTE HCTIBITAHKUE TIOJTMHHOCTH ¥ KOJIMYECTBEHHOE ONPEICIICHHE 110 METOy 1 ¢ uc-
MOJIb30BAHUEM CTaThU «IJKCIPECC-aHATN3 IKCTEMITIOPAIBLHBIX JICKAPCTBECHHBIX CPEIACTB» [ ocymap-
cTBeHHOM (hapmakonen Pecniyoimku benapyce.

3. IIpoBenute pacuét OTKIOHEHUs B Macce HaBeCKU (apmarieBTudeckoi cyocraniuu. Cre-
naiiTe 3aKII0YeHUE O TOM, YIOBIETBOPUTENBLHO JIM IIPUTOTOBJICHA IekapcTBeHHas popma. Odopmure
pe3yJIbTaThl KOHTPOJIA B «OKypHane peructpaiuu pe3yibTaTOB XUMAYECKOTO KOHTPOJIS JIEKAPCTBEH-
HBIX CPEJICTB, M3TOTOBIIEHHBIX B anTeke» (mpuioxxeHue 1).

Il. 1. IIpennoxxure METOBl OLEHKH MOJIMHHOCTH (MACHTHU(PHUKAIMK) U KOJIMYECTBEHHOTO
OIIPEAETCHUS Ul KCIIPecc-aHaIM3a YKCTEMIIOPATBHOTO JIEKAPCTBEHHOTO TpenapaTa ¢ MpHBEIe-
HUEM ypaBHEHHUH COOTBETCTBYIOUIMX XUMHUECKUX PEAKLUH C yKa3aHUEM aHaJIUTH4YecKoro 3¢ dekra:

Rp.: Solutionis Glucosi 10 % — 40 ml

Kalii bromidi 0,1
Magnesii sulfatis 0,1
M.D.S.Tlo 1 crt. 1. 2 pa3a B 1eHb

Jlise IpUTOTOBJICHUS JIEKAPCTBEHHOW (OPMBI TPOBH30P-TEXHOJIOT B aNTEKe HCITOIB30BaIl

TII0OKO3bI MOHOTHApAT (BiaxxHocTh 10,0 %).
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2. BbINOMHUTE KOJIMYECTBEHHOE OIPEAEIEHUE MO0 METOAy | C MCIONb30BAaHUEM CTaTbU
«DKcInpecc-aHallu3 KCTEMIIOPaIbHBIX JICKAPCTBEHHBIX cpelncTB» ['ocynapcTBeHHOH (apMmakonen
Pecniyonuku benapyce.

3. [IpoBeauTe pacuéT OTKJIIOHEHUS B Macce HaBeCKU (apmaleBTudeckoil cyocranuuu. Cue-
JaiTe 3aKIII0YCHHE O TOM, YIOBIETBOPUTEIBHO JIM PUTOTOBJICHA JJeKapcTBeHHas popma. Opopmure
pe3yabTaThl KOHTPOJIS B «OKypHaine peructpaiuu pe3yibTaToB XUMHUYECKOT0 KOHTPOJIS JICKapCTBEH-
HBIX CPEJICTB, U3TOTOBJICHHBIX B anTeke» (mpuioxeHue 1).

IlepeueHb uTEepaTyphI:

1. Jlexyuonnoiii N TEOPETUUECKUN MaTEpUAIIBI.

2. 06 obpawenuu NeKapCTBEHHBIX CPEACTB : 3akoH Pecniyomuku benapycs ot 20.06.2006 r. Ne 161-3
(c w3M. 1 jom).

3. 06 ymeeporcoenuu Hannexanie anTedHON NMPaKTUKH : MOCTaHOBJICHHE MUHHCTEPCTBA 3/paBo-
oxpanenus ot 06.10.2025 r. Ne 138 (¢ u3m. u jom).

4. 06 ymeepoicoenuyu CaHUTapHBIX HOPM U TpaBui «CaHUTAPHO-3MINIEMHOIOTHYECKUE TPeOOBAHUS
JUISL aNTeK» U MPU3HAHUH YTPATHBLIMMH CHITy HEKOTOPBIX IIOCTAaHOBJICHNIT MHHUCTEPCTBA 3/[paBOOXPAHEHUS
Pecny6nku benapych M OT/A€IBHOTO CTPYKTYPHOTO 3JIEMEHTA MOCTaHOBIIEHHST MUHHUCTEPCTBA 3paBOOXpa-
Henus Pecybnuku benapycs ot 03.11.2011 1. Ne 111 : moctanoBienne MuHHCTEpPCTBA 3/IpaBOOXPAHEHUS
Pecny6nuku benapycs ot 01.10.2012 1. Ne 154.

5. 06 ymeepoicoenuu cienuPpUIECKUX CAaHUTAPHO-3MUAEMHUOJIOTMYECKHX TPEOOBAHMI : TOCTAHOBJIE-
Hue CoBeta Munuctpos ot 03.03.2020 1. Ne 130 (¢ u3m. u gom).

6. O6 ymseporcoenuu NHCTPYKINK O TIOpSIIIKE MPUOOPETEH s, XPaHEHHs], pealn3alit, OTITycKa (pacmpe-
JieJIeHNs) HAPKOTUYECKUX CPEJCTB M NICUXOTPOIHBIX BEIIECTB B MEIMLIMHCKHUX LIEJSX | IOCTAaHOBJICHHE MUHH-
crepcTBa 31paBooxpanenust Pecriyonmku Benapych ot 28.12.2004 r. Ne 51 (¢ u3m. u zom).

7. Ob ycmamnogénenuu epevHsi OCHOBHBIX JIEKAPCTBEHHBIX CPEZICTB : MOCTaHOBIIEHHEe MUHUCTEPCTBA 31pa-
Booxpanenusi Peciiyonuku benapyck ot 16.07.2007 r. Ne 65 (¢ u3M. u gom).

8. 06 ycmanosenenuu niepedHs NeKapCTBEHHBIX TIPETIApaTOB, pEATU3yeMBbIX Oe3 pelierTa Bpaya : [IOCTaHOB-
nenne Munuctepcrsa 3npaBooxpanenus ot 10.04.2019 r. Ne (¢ u3m. u om).

9. 06 ymeepoicoenuu Hapnexamield IpakTUKH XpaHEHHUS JIEKAPCTBEHHBIX CPEJCTB : MOCTAHOBJICHUE
MunncrepcTBa 3npaBooxpanenns Pecnyomuku benapycs ot 23.10.2020 1. Ne 88 (¢ u3m. u om).

34


https://etest.bsmu.by/pluginfile.php/188420/mod_resource/content/2/%D0%9B2%20%D1%87.1%20%D0%A1%D0%A2%D0%9B%D0%A1%20%2820.09.2021%29.pdf
https://etest.bsmu.by/pluginfile.php/187288/mod_resource/content/4/%D0%A1%D0%A2%D0%9B%D0%A1%204%20%D1%81%D0%B0%D0%B9%D1%82%20%28%D1%81%D0%B5%D0%BD%D1%82%D1%8F%D0%B1%D1%80%D1%8C%202021%29.pdf
https://etest.bsmu.by/pluginfile.php/187342/mod_resource/content/3/%D0%97%D0%B0%D0%BA%D0%BE%D0%BD%20%D0%A0%D0%91%20%D0%BE%D1%82%2020.07.2006%20%E2%84%96%20161-3%20%D0%BE%D0%B1%20%D0%BE%D0%B1%D1%80%D0%B0%D1%89%D0%B5%D0%BD%D0%B8%D0%B8%20%D0%9B%D0%A1%20%28%D1%80%D0%B5%D0%B4.%202020%2013-%D0%97%29.pdf
https://etest.bsmu.by/mod/resource/view.php?id=174903
https://etest.bsmu.by/pluginfile.php/248228/mod_resource/content/1/%D0%9F%D0%9C%D0%97%20%D0%BE%D1%82%202012%20%E2%84%96%20154%20%D1%81%D0%B0%D0%BD-%D1%8D%D0%BF%D0%B8%D0%B4%20%D1%82%D1%80%D0%B5%D0%B1%D0%BE%D0%B2%D0%B0%D0%BD%D0%B8%D1%8F%20%D0%B4%D0%BB%D1%8F%20%D0%B0%D0%BF%D1%82%D0%B5%D0%BA.pdf
https://etest.bsmu.by/pluginfile.php/248228/mod_resource/content/1/%D0%9F%D0%9C%D0%97%20%D0%BE%D1%82%202012%20%E2%84%96%20154%20%D1%81%D0%B0%D0%BD-%D1%8D%D0%BF%D0%B8%D0%B4%20%D1%82%D1%80%D0%B5%D0%B1%D0%BE%D0%B2%D0%B0%D0%BD%D0%B8%D1%8F%20%D0%B4%D0%BB%D1%8F%20%D0%B0%D0%BF%D1%82%D0%B5%D0%BA.pdf
https://etest.bsmu.by/pluginfile.php/187304/mod_resource/content/1/%D0%9F%D0%A1%D0%9C%20%D0%BE%D1%82%202020%20%E2%84%96%20130%20%D1%81%D0%BF%D0%B5%D1%86%D0%B8%D1%84%D0%B8%D1%87%D0%B5%D1%81%D0%BA%D0%B8%D0%B5%20%D1%81%D0%B0%D0%BD-%D1%8D%D0%BF%D0%B8%D0%B4%20%D1%82%D1%80%D0%B5%D0%B1%D0%BE%D0%B2%D0%B0%D0%BD%D0%B8%D1%8F.pdf
https://etest.bsmu.by/pluginfile.php/248295/mod_resource/content/1/%D0%9F%D0%9C%D0%97%20%D0%BE%D1%82%202004%20%E2%84%96%2051%20%D1%85%D1%80%D0%B0%D0%BD%D0%B5%D0%BD%D0%B8%D0%B5%20%D0%9D%D0%A1%2C%20%D0%9F%D0%92%20%28%D1%80%D0%B5%D0%B4.%202020%29.pdf
https://etest.bsmu.by/pluginfile.php/248295/mod_resource/content/1/%D0%9F%D0%9C%D0%97%20%D0%BE%D1%82%202004%20%E2%84%96%2051%20%D1%85%D1%80%D0%B0%D0%BD%D0%B5%D0%BD%D0%B8%D0%B5%20%D0%9D%D0%A1%2C%20%D0%9F%D0%92%20%28%D1%80%D0%B5%D0%B4.%202020%29.pdf

3ansaTue Ne 6
BHYTPUAINITEYHBIN KOHTPOJIb KAUECTBA JIEKAPCTBEHHBIX CPEJACTB

Mean 3aHATHSA:

— 03HAKOMHThH CTYJICHTOB C (DapMaKOMEeHHBIMH TPEOOBAHUSIMHU K IKCIIPECC-aHAIN3Y IKCTEM-
MOPAJIbHBIX JIEKAPCTBEHHBIX ()OPM, METOIaMH, NMPUMEHIEMBIMU IIPH KOHTpPOJIE KayecTBa JIEKap-
CTBEHHBIX ()OpM alTE€YHOTO U3TOTOBJICHNUS,

— chopMupoBaTh y CTYJCHTOB MPEACTABICHUS O BHYTPHANTEYHOM KOHTPOJIE KadecTBa Jie-
KapCTBCHHBIX CPEJICTB;

— O3HAKOMHTH CTYJCHTOB C OCOOCHHOCTSIMHU aHAIN3a JIEKAPCTBEHHBIX CPEJICTB AIITEYHOTO U3-
TOTOBJICHHUS B HCTIBITATEIbHBIX Ja00OPaTOPHSIX.

TpeGoBanns K HCXOJHOMY YPOBHIO 3HAHHUIi: IOBTOPUTH OCHOBHBIE IIPUHLUIIBI CTaHAAPTA
«Hannexaras anteuHast NpakTUKa» U BUAbl BHYTPUANTEYHOIO KOHTPOJISI KAYECTBA JIEKAPCTBEHHBIX
CPEACTB.

KoHTpoJibHbIe BONPOCHI 110 TeMe 3aHATHS:

1. ®apmaxorneiiHbie TPeOOBaHUS K IKCIIPECC-aHATHN3Y JEKapCTBEHHBIX CPEJCTB allTeYHOTO U3~
TOTOBJICHHUS.

2. Tutpumerpuueckue, pepakTOMETPUUECKUE U MOJIIPUMETPUUECKUE METO/IbI KaK OCHOBA
KOHTPOJIA KAYCCTBaA JICKAPCTBCHHBIX CPCACTB AlITCUHOTI'O U3TOTOBJICHUA.

3. HopMmbl OTKIIOHEHH, TOITYCTUMBIX TIPU U3TOTOBJICHUH JIEKAPCTBEHHBIX CPEJICTB B allTEKaXx.

4. BuyTpuanteyHblii KOHTPOJIb KaueCTBA JIEKAPCTBEHHBIX CPEJCTB, €TO BUJIBI.

5. OcoO6EHHOCTH KOHTPOJISI KAYECTBA B allTeKe CTEPUIIBbHBIX JIEKAPCTBEHHBIX (POPM 10 U MOCIIe
CTEepPHIIN3AIUH.

6. KonTposb kauecTBa BOJIbI OUMILEHHON U BOJBI /ISl HHBEKIIHIA B aliTeKe.

7. JOIDKHOCTHBIE 00513aHHOCTH MPOBU3Opa-aHauTHKa. O0OpyI0OBaHNEe, XUMUYECKasl TIOCyIa
U peakTUBBI Ha paboueM MecTe MPOBU30pa-aHATUTHKA.

8. JlokymeHTanpHOE 0OpMIIEHUE PEe3yIbTATOB XUMHUECKOTO KOHTPOJIS BOABI OYHIICHHOM,
BOJIbI JUIS MHBEKIUI U JIEKApCTBEHHBIX CPEACTB, U3TOTOBJICHHBIX B aIlTEKE.

9. CocTaBneHue 3assBOK Ha pEaKTUBBI B UCIIBITATENBHYIO JJAOOpaTopHio. YueT o0opoTa peax-
TUBOB B anTeke. Bo3Bpar anTekaMH OTXOJOB PEAKTUBOB, COJAEPIKAIMX JparolieHHble METasllbl,
B 1a00paTOPHUIO.

10. OcobGeHHOCTH KOHTPOJIS KaueCTBa JIEKAPCTBEHHBIX CPEACTB allTE€YHOI0 U3TOTOBJICHUS B
WCIIBITATENBHBIX JIaboparopusix. JlokyMeHTanbsHOe oopmiIeHHE O0TOOpa 00pa3IOB M PE3YJIHTATOB
KOHTPOJISl KaUeCTBa JIEKapCTBEHHBIX CPEJICTB AlITEUHOTO U3TOTOBIICHHMS.

3AJTAHUA JJI51 CAMOCTOSTEJBHOM PABOTHI CTYJIEHTA

Cornacro cratee 6.2 ['ocymapctBerHoi papmakoneu Pecriyonuku benapyces 11, 1. 1:

— MPEICTaBUTh METOABI MICHTU(DUKALUU U KOJTUYECTBEHHOTO ONpeAeTeHUs KOMIIOHEHTOB
YKa3aHHOH JIeKapCTBEHHOM (OpMBbI C MPUBEICHUEM YPaBHEHUIN XUMUYECKUX PEAKIIUN U YKa3aHHEM
UX aHAJIMTHYECKOTro Y peKTa,;

— ONHCATh €€ MOJIHBIA KAYeCTBEHHBI M KOJUYECTBEHHBIH COCTaB (C y4EeTOM HAIWYHS BCIIO-
MoraTeJIbHBIX BELIECTB);

— MPUBECTHU OIMCAHNE BHEITHETO BHJIA M CBOWCTB KOMITOHEHTOB,

— OTMETUTh XapaKTep U3MEHEHUs! OKPACKU IPU UCIOJIb30BaHUN UHIUKATOPA B THTPUMETPH-
9YeCKOM METOJIC aHaJIH3a,

— NIPU HATMYUH YKa3aTh OCOOCHHOCTH METOAMK BBITIOJTHEHUS KAUeCTBEHHbBIX PEaKLUi U TUT-
PHUMETPHUYCCKOTO OMPEAEICHHS BEIMIECTB (HoMep 3a0anus Olisl Kaxicoo20 cmyoenma evloupaem npe-
nooasamerb).
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Cnucoxk KOMOMHMPOBAHHBIX JIEKAPCTBEHHBIX (hopMm:

1. Acniupun 0,3
Kodenn-6ensoat natpus 0,1.

2. Kucnora canummiosas 1,0
Pezopuun 2,0

Crnupt 3tunossiit 96% 100,0 mi.

3. Acniupux
Harpus canuuunar no 0,3.

4. Pu6odiaBun 0,002
PactBop xanus ioauaa 3% 10,0 mt.

5. @ypanunun 0,02

PactBop natpus xmopuna 0,9% 100,0 m.

6. Kanus onun
Hatpus runpoxap6onar o 0,2
Bogma ounmennas 10,0 mo.

7. Kanust 6pomu
Kanpuus xmopun o 6,0
Boga ounmmennas mo 200,0 mi.

8. Mon 0,5
Kams iiogun 2,0
Bonaa ounmennas 20,0 mo.

9. Hatpus ruapoxapOonar 0,2
Hatpus terpabopar 0,1
Boaa ounmennas 10,0 M

10. Kamus viogun 4,0
Kanbuus xmopun 8,0
Boga ounmennas mo 200,0 M

11. Kanms vogu
Kanust 6pomun o 4,0
Boga ounmennas mo 200,0 M

12. Harpus 6pomun 2,0
Marnus cynbdat 5,0
PactBop rimroxo3sl 20% 200,0 ma

13. Hatpus trocynsdar 0,1
Kanpuus xmopug 0,3

Hatpus xnopun 5,0

Bonma gns mabsexiumit 1o 100,0 Mt

14. Kamms viogun 5,0 r
Teopumnmuna-stunenaunamuna 1,5 r
Bozaa ounmennas mo 100 mut

15. Hatpus 6pomug 6,0 T
AckopOuHoBas kuciora 8,0 r
I'mroko3a monoruapat 80 r
Boaa ounmmennas 420 mi

16. [lunka cynsdar rentaruapat 0,2 T
bopnas kucnora 0,2 r
Bona aiis unbexuit 1o 10 mi

17. Kanus vionug 0,75 ¢
[Ipokauna ruapoxiopua 4,0 r
Boga mis nabeknuii 300 Mt

18. Kanus 6pomug 0,5 T
Maruus cynbdar renraruapat 0,5 r
I'moxo3sr 10% pactop 200 mn

19. AmunokanponoBas kuciora 50,0 ¢
Hatpus xnopun 9,0 r
Boga ounmennas no 1 000 mu

20. Tudpenruapamuna rugpoxiopun 0,025 r
Harpus xnopung 0,085 ©
Boga ounennas no 10 mu
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CuryanuonHas 3aaava 1.

B GosibHUYHOI anTeke MepBOW KaTerOPHH M3TOTOBMIIM aCKOPOMHOBOM KMCIIOTHI MOPOIIOK B
BU/JIE BHYTPUANTEYHOU 3arOTOBKH.

[Tpu opraHoyieNTHYECKOM KOHTPOJE MPOBU30P-aHAIUTHK MPOBEPUIT BHEIIHUNA BHJ, 3amax
JIBYX YIAKOBOK M3TOTOBJIEHHOTO JIEKAPCTBEHHOTO cpeicTBa. PU3HUECKU KOHTPOJIb HE IIPOBOIUIICS.
[Ipu XMMHYECKOM KOHTPOJIE IPOBU30P-aHAIUTUK IIPOBEN PEAKLIUU Ha MOUIMHHOCTD U KOJIMYECTBEH-
HOE ONpeIeTICHUE METOAOM KUCIIOTHO-OCHOBHOT'O TUTPOBAHUS C HATPUS THIPOKCUIIOM JI0 MOSIBJICHHUS
SIPKO-PO30BOTr0 OKpamuBaHus GpeHondranenta. TUTpoBaHHBIA pacTBOP HATPHS THAPOKCH 1A TpEBa-
PUTEIBHO XPaHWIICS B TEUEHHE TpeX MecsaeB. [[poBu3op-aHaIUTHUK 3aperucTpupoBai pe3ysabTaThl B
YKypHaJe pErucTpaluu pe3yJbTaToB XUMMUYECKOTro KOHTPOos JIC, U3roTOBIEHHBIX B alTEKe, KOTO-
pbiii xpanutcd B anteke nosroaa u B [IIIK, xpausmemcs 2 mecsiia.

Kakue ommOku ObLIN IOMYIIEHB MTPOBU30POM-aHAIUTUKOM? 3allUIINTE YpaBHEHUE MPOTe-
Karolllel peakiuy Mpu KOJIUYECTBEHHOM OMPEICIICHUN KUCIOThl aCKOPOMHOBON METOJOM aIKaJH-
METPUYECKOTO TUTPOBAHMUS.

Curyanmonnas 3ajava 2.

B amnTeke ocymiecTBiieH KOHTPOJIb KadecTBa Mo mokasareno «KomndyecTBeHHOE orpernerne-
HHE» TATPUMETPUICCKIUM METOIOM JiekapcTBeHHO# popmbr: Sol. Dimedroli 1% - 50 ml. O6vem TuT-
paHTa, 3aTpauyeHHOTO Ha aHaynu3, coctaBuia 1,86 M. 1 M 0,02 M pactBopa cepebpa HUTpaTa COOT-
BeTCTBYeT 5,836 Mr nudenruapamuna rugpoxiaopuja. Cuenaite 3akiar0oueHUe, yI0BIETBOPUTEIHHO
JIY IPUTOTOBJIEHA JiekapcTBeHHas (opma. Hopma nonmycTuMbix oTkinoHeHUH +7%,

AJITOPHUTM BBINIOJTHEHHUSI 1a00PaTOPHOI padoThI
«KoHTpoJIb KauecTBa BObI OYMIIICHHOU U /115l HHBEKIHI B anTeKe.
IKCIpecc-aHAIU3 IKCTEMIIOPAJIbHBIX JIEKAPCTBEHHBIX NPENnapaToB)

I. L{env: chopMupoBaTh y CTYIEHTOB HaBBIK IPOBEACHUS KOHTPOJISI KAUECTBA BOJIbI OUUIIICH-
HOM ¥ BOJBI JUIsI HHBEKIUHI B YCIOBUAX AlTEKH.

1. IlpoBecTu KOHTPOJIb KAauecTBa BOJbI OUMIIEHHOM MO MOKa3zaTensaM «XJopuaby, «Cyib-
¢batb1», «Conn KanbLys U MarHus».

2. IIpoBecTu KOHTPOJIb Ka4e€CTBA BOABI AJI1 HHBEKLUMN 1O NMOKA3aTeNsaM «Xaopuabh», «Cyib-
¢batb1», «Conu Kanbluusa U Maraus», «Coiau aMMOHMsD», «BoccTaHaBIuBaroIIKe BEILECTBAY.
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3. OpopMuUTh pe3yiabTaThl KOHTPOJs (priioxkeHue 2). Caenars 3aKiI0UeHHE O KaueCTBE 1M0-
JY4eHHOTO 00pasia.

Il. I]env: ocBOGHUE HABBIKA BBIOJHEHHSI KOHTPOJISI Ka4eCcTBa JICKAPCTBEHHBIX (POPM amnTed-
HOT'O M3TOTOBIICHHSI, COJCPIKALINX THOCYIb(AT HATPHSL.

Xon paboThI:

1. ITpemoxuTe METOIbI OIICHKHU MOUTMHHOCTH (MACHTU(UKAIIMH) U KOJTMYECTBEHHOTO OIpe-
JENCHHsT JUTSL SKCIIPEecC-aHalli3a 3KCTEMIIOPAILHOTO JICKAPCTBEHHOTO TIpernapara ¢ MpHBEICHUEM
ypaBHEHU COOTBETCTBYIOIIUX XUMUYECKUX PEAKIIUH C YKa3aHHEM aHATHUTHUECKOTO ddeKra:

Rp.: Solutionis Natrii tiosulfatis 10 % — 50 ml

D.S.Ilo 1 cr. 1. 3 pa3a B AcHb

2. BBINOJIHUTE KOJMYECTBEHHOE ONPEJEIICHNE C HCIIOJIB30BAHUEM CTaThbU « DKCIIPECC-aHAIN3
HKCTEMITOPATBHBIX JIEKAPCTBEHHBIX cpencTB» l'ocymapcTBenHoi (apmakonen PecryOnmku bena-
pYCh.

3. IIpoBenute pacu€t OTKIOHEHMSI B Macce HaBeCKU (apmarieBTudeckoi cyocraniuu. Cue-
JaiTe 3aKJII0YEHHE O TOM, YIOBIETBOPUTEIBHO JIM IPUTOTOBJIEHA JeKapcTBeHHas popma. Odopmure
pe3ysibTaThl KOHTPOIIs B «OKypHane perucrpauuu pe3yabTaToB XMMHUUECKOT0 KOHTPOJIS JIEKapCTBEH-
HBIX CPEJICTB, U3TOTOBJIEHHBIX B anTeke» (Mpuioxenue 1).

Il. Ueﬂb: OCBOCHHC HABbLIKA BBITIOJIHCHUS KOHTPOJIA Ka9Y€CTBA JICKAPCTBCHHBIX (1)OpM arTcy-
HOI'0 U3TOTOBJICHUS, COAEPIKAIIUX IIEPOKCHU BOIOPOIA.

XoJ paboTh:

1. [TpeasioxuTe METOIBI OIEHKH MOUTHHHOCTH (MACHTU(UKAITNN) U KOJTUIECTBEHHOTO OTIpe-
ACJICHUA JIA OKCHPCCC-aHalln3a 3KCTCMIIOPAJIBHOTO JICKAPCTBCHHOI'O IIpCriaparta € IMPHUBCIACHHUEM
YpaBHEHUI COOTBETCTBYIOIIMX XUMUYECKUX PEAKIUH C YKa3aHHEM aHaJIUTHUYECKOTo dPdeKra:

Rp.: Solutionis Hydrogenii peroxydi 3 % — 50 ml

D.S. 15 mojiockaHui.
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2. BeIIoTHUTE UCTIBITAHHE TIO/UTMHHOCTH M KOJIMYECTBEHHOE OIPEIEIEHUE BOAOPOIA MEPOK-
CU/Ia C UCIOJB30BAHUEM CTaThU «IKCIPECC-aHAIN3 IKCTEMIIOPAIBHBIX JIEKAPCTBEHHBIX CPEICTBY»
INocynapcrBennoit papmakoneu Pecriydnuku benapycs (mpornuchk 061).

3. [IpoBeute pacy€r OTKIOHEHHS B Macce HaBeckw (hapmareBTrueckoit cyocraniuu. Cre-
JIaiTe 3aKIIFOYCHHE O TOM, YIOBJICTBOPUTEIBHO JIM PUTOTOBJICHA JIeKapcTBeHHas: popma. Opopmure
pe3yNbTaThl KOHTPOJIS B «OKypHame perucrpaiuu pe3yabTaToB XHMHUECKOTO KOHTPOJIS JIEKAPCTBEH-
HBIX CPEJICTB, U3TOTOBJICHHBIX B aNITeKey (MpuiioxkeHue 1).

Ilepeyennb auTepaTypshl:

1. Jlexyuonnwiti 1 TEOPETHUECKHUI MaTEpPHAIbI.

2. I'ocyoapcmeennas dhapmakones Pecrryonnku benapycs (I'® Pb I1): B 2 1. / M-Bo 3apaBoOXpaHeHUs
Pecrryonmmku benapych, YII «lleHTp 3KCHepTH3 W WCHBITAHWNA B 3APaBOOXPAaHEHHUM» ; TOJA OONI. pen.
A. A. lllepsixoBa. Monoaeuno : Tum. «[lo6ema», 2012. T. 1 : OOume METO bl KOHTPOJISI KAYECTBA JICKAPCTBCH-
HbIX cpencts. C. 1013-1052.

3. I'ocyoapcmeennas dpapmakones Pecniyonmku benapycs (I'® PEII) : 8 2 1./ PYII «lenTp sxcrieptu3
W WCIBITAaHUH B 3ApaBooXpaHeHHn» ; mox obm. pen. C. M. Mapuenko. Monoaeuno : I[lobena, 2016.
T. 2 : KonTpouss KauecTBa cyOcTaHIUHU i (apMalleBTUUIECKOTO UCTIONB30BAHUS H JIGKAPCTBEHHOTO PacTH-
TEJIBHOIrO ChIpbs. 1368 c.

4. Epmunoga, E. B. AHanm3 nekapcTBEHHBIX CPEICTB alTeYHOTO U 3aBOJICKOTO TIPOU3BOJICTBA : yueh-
Hoe nocobue / E. B. Epmunosa, T. B. Kagsiposa, B. B. [lyako. Tomck : Cu6I’'MY, 2010. 201 c.

5. Unnapuonosa, E. A. Merton pedpakromerpun. [Ipumenenue B papMalieBTHIECKOM aHAIH3E © y4eO-
Hoe niocobue / E. A. Unnapuonosa, U. I1. CeipoBarckuit. Upkytck : UTMYVY, 2017. 51 c.

6. Kynuxos, B. A. KOHTpOJIb Ka4ecTBa JISKApCTBEHHBIX CPEJICTB, U3rOTOBIIsIeMbIX B anTeke / B. A. Ky-
nukoB, JI. JI. AGpamenko, P. A. Pognonosa. Bure6ck : BIMY, 2012. 118 c.

7. 06 ymeeporcoenuu Hapnexarieid anTeqyHOH NPakTHKH @ NOCTaHOBJIEHHE MUHHMCTEPCTBA 3/paBo-
oxpanenus ot 06.10.2025 r. Ne 138 (¢ u3m. u jor.).

8. 06 ymeepowcoenuu VHCTPYKIIMHM O TIOPSAKE M YCIOBHSIX KOHTPOJIS KauyeCTBa JICKAPCTBEHHBIX
CpEACTB, U3rOTOBJICHHBIX B AlTEKax : MOCTaHOBJIEHWE MuHHUCTEpCTBa 3/paBooxpanenus Pecybnuku berna-
pyck ot 17.04.2015 1. Ne 49 B pea. noctanosnenus ot 14.08.2020 r. Ne 7 (¢ u3M. u z1011.).

3anarus Ne 7
DAPMAIIEBTUYECKOE HHCIIEKTUPOBAHUE

ean 3aHATHSA:

— O3HAKOMMUTDH CTYJACHTOB C NIOPAAKOM IMPOBEACHUA (bapMaHeBTI/I‘—IeCKOFO HUHCIICKTUPOBAHUA

— cOpMUPOBATH Y CTYJIEHTOB MPEICTABICHHS O CXEME MPOBEPKU COCTOSIHHSI BHYTpHANTEU-
HOI'0O KOHTPOJIA Ka4€CTBA JICKAPCTBCHHBIX CPEACTB.

TpeGoBaHus K HCXOAHOMY YPOBHIO 3HAHHII: [IOBTOPUTH OCHOBHBIE NIOJIO’KEHUSI HOPMATHB-
HBIX MIPABOBBIX aKTOB, KACAIOIIMXCS OpraHM3allMK pabOThl alTeK MO aNTEeYHOMY HU3TOTOBICHUIO U
KOHTPOJIIO KauecTBa JIEKAPCTBEHHBIX CPEJCTB; CAHUTAPHO-3MUAEMUOJIOTHUECKUE TPEeOOBaHUS IS
anTeK ¥ OCHOBBI KOHTPOJIbHOM (Haa30pHOI) nestenbHocT B PecriyOnuke benapyce.

KoHTpoJibHbIe BOPOCHI N0 TeMe 3aHATHS:

1. HopmaTtuBHBIC TPAaBOBBIC aKTHI B 00J1aCTH KOHTPOJIBHOM (HAA30pHOM) e TeILHOCTH B Pec-
nybnvke benapych.

2. VIHCTIeKTUpOBaHKE alITEYHOTO H3TOTOBJICHHUS JICKAPCTBEHHBIX CPEICTB.
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https://etest.bsmu.by/pluginfile.php/209768/mod_resource/content/5/%D0%9B4%20%D1%87.1%20%D0%A1%D0%A2%D0%9B%D0%A1%20%2818.11.2021%29.pdf
https://etest.bsmu.by/pluginfile.php/209742/mod_resource/content/2/%D0%A1%D0%A2%D0%9B%D0%A1%208%20%D1%81%D0%B0%D0%B9%D1%82%20%28%D0%BE%D0%BA%D1%82%D1%8F%D0%B1%D1%80%D1%8C%202021%29.pdf
https://etest.bsmu.by/pluginfile.php/353395/mod_resource/content/1/gosudarstvennaya_farmakopeya_respubliki_belarus_tom_i_2_e_iz.PDF
https://etest.bsmu.by/pluginfile.php/353395/mod_resource/content/1/gosudarstvennaya_farmakopeya_respubliki_belarus_tom_i_2_e_iz.PDF
https://etest.bsmu.by/pluginfile.php/353400/mod_resource/content/1/%D0%93%D0%A4%20%D0%A0%D0%91%20II%20%D1%82%D0%BE%D0%BC%202_compressed.pdf
https://etest.bsmu.by/pluginfile.php/353400/mod_resource/content/1/%D0%93%D0%A4%20%D0%A0%D0%91%20II%20%D1%82%D0%BE%D0%BC%202_compressed.pdf
https://etest.bsmu.by/mod/url/view.php?id=44961
https://mir.ismu.baikal.ru/src/downloads/829ffdfc_metod_refraktometrii.pdf
https://etest.bsmu.by/mod/url/view.php?id=44959
https://etest.bsmu.by/mod/resource/view.php?id=174903
https://etest.bsmu.by/mod/resource/view.php?id=174959
https://etest.bsmu.by/mod/resource/view.php?id=174959

3. CxeMa MpOBEPKH COCTOSIHMSI BHYTPHUANTEUHOTO KOHTPOJSI KayecTBa JIEKapCTBEHHBIX
CPEICTB.

4. IIpoBepka mpaBuJI MOJYyYEHHUS BOJIbI OUUIICHHON, BOJBI ISl UHBEKIUNA U 00pabOTKH MO-
Cy/JIbl, BCHOMOTaTEILHOTO MaTepuara.

5. [lepeuens BOIpoOCoOB, MOIISKAIINX MPOBEPKE B paMKax HaI30pa 32 YCIOBUSAMU PO3HUYHON
peanu3anuu, TPaHCIOPTUPOBKU, XPAHEHHS U CPOKAMU T'OTHOCTH JIEKAPCTBEHHBIX CPEJICTB B aIlTEKeE.

3AJTAHUA JJIS1 CAMOCTOSATEJBHOM PABOTHI CTYJIEHTA

3aganue Ne 1. B pamkax (papManeBTH4eCKOIr0 HHCIIEKTHPOBAHHUS ObLi1a OCylIeCTBJICHA
NPOBEPKAa JeSITeJIbHOCTH allTEeKH NATONH KATeropuM. Y Ka)KuTe BbisiBJCHHbIE HAPYLICHHUS 3aKO0-
HOJATe/IbCTBA U COOTBETCTBYIOIIME NYHKTHI HOPMATHBHBIX IPABOBBIX AKTOB.

AnTeka nATON KaTeropuy pacroyiokeHa B TOPrOBOM LIEHTPE U UMEET OTJENIbHBIM BXOA AJs
MOKyTIaTeIe U He UMEET OT/AENbHOI0 BX0/1a VIS IIOJIy4eHUs TOBapa. Y CTAHOBIICHO, YTO B TOPTOBOM
3aje B YTOJIKE MOKYyMarTesst OTCYTCTBYET YTBEpXKIEHHBIN rpauK MPOBEJCHHUsS CAHUTAPHBIX JTHEM.
B xozne Habmonenus 3a (papManeBTHUECKUMHI paOOTHUKAMU alTEKH YCTAHOBIJIEHO, YTO MPOBU30P-
peuenTap peasinzoBai 1 6aucrep jgekapcTBeHHOro npemnapara «Kanronpui 25 mr tabneTkuy 0e3 uH-
CTPYKIIMHU TI0 METUIIMHCKOMY IIPUMEHEHUIO 1 0e3 yKa3zaHus criocoda mpuMeHeHus. Takxke ObUIO BbI-
ABJICHO, 4TO 13 utoHs B 21.15 ¢apmaneBT-perientap anteku peaarn3oBajl JIEKapCTBEHHBIN Mpenapar
«Kanenmynsl HacToiikay. [Ipu mpoBepke coOIOICHHS YCTIOBUN XpaHEHUsT YCTAaHOBJICHO, YTO CIIEAY-
IOLIKE JICKApCTBEHHbIE MpenapaTbl XpaHUINCh coBMecTHO: «llycThlpHHKa HacToliKa, «BanepuaHnbl
HacTonka», «lInoHa yknoHsromerocs HacToWKay», «bOspBIIIHMKAa HACTOMKa», «YCIOKOUTEIbHBIC
karm»; «Cepaeunsle kamim», «Tpukapaun». Kpome toro, «Kneit B®-6» XpaHuics coBMECTHO ¢
PaHO3XUBIISIONIMMHU JIEKAPCTBEHHBIMU TIpenapaTaMy il Hapy>KHOro nmpuMeHeHus. Ha MomeHT
IIPOBEPKH B ACCOPTUMEHTE alITEKU OTCYTCTBOBAI 00s3aTeIbHbIN Ul HAINYUS JEKapCTBEHHBIH Ipe-
napat B popme tadbierok c MHH «Meroknonpamumy.

B anteke nmerorcs aBa mkada A OfeKAbl paOOTHUKOB, B OTHOM M3 KOTOPBIX XPAaHUTCS
BEPXHSISI OJIEK]IA, @ B APYTOM — CMEHHAas 0JIeXk/1a BceX paOOTHHMKOB alTeKH BMecTe (0e3 uexia).
B nByx xonoaunbHHUKax (¢ TeMnepatypHbsiMu peskumamu 2-10°C u 10-15°C), a Takke B 30He XpaHe-
HUS alTEeKH CPENICTBA M3MEPEHUH (TEPMOTUTPOMETPHI) Pa3MEIaloTCs 10 pe3yabTaTaM MpOBE/ICH-
HOT'O KapTUPOBaHMs. Y CTAaHOBJIEHO, YTO B KapTe (3KypHaJie) yyeTa TeMIepaTypbl U OTHOCUTENIbHON
BJIIAXHOCTH BO3/[yXa OTCYTCTBYIOT CBEJICHHUS O JIaTe CIEAYIONIeH NOBEPKHU TEPMOTUTPOMETPA.

BrisiB/IeHHOe HapyllleHue IIyHKT HOPpMATHBHOI0 PABOI0 AKTA
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3AJAYH IJISA CAMOCTOATEJIBHOI'O PEHHEHUA CTYAEHTOM

1. JlekapcTBeHHasi ¢opmMa NPUTOTOBJICHA B BUJC BHYTPHANTEYHOW 3aroTOBKH COTJIACHO
CHEAYIOLIEN MPOIUCH:
Rp.: Euphyllini 0,003
Saccharosi 0,2
M.f.p. D.t.d. Ne10.

1) B xone onpeneneHust Macchl OTIAENBHBIX 03 TOPOILKA OJYUMIH CIEAYIOLIUE PE3YIbTaTh
B rpammax: 0,200; 0,218; 0,195; 0,211; 0,198; 0,203; 0,209; 0,189; 0,205; 0,210; 0,204. [aiiTe 3a-
KITIOYEHHE 00 yIOBJIETBOPUTEIHLHOCTH IPUTOTOBIICHHS JICKAPCTBEHHON (POPMBI 110 pe3yibTaTam (pu-
3UUYECKOT0 KOHTPOJIS.

2) JIns KOIM4YeCcTBEHHOTO onpeesieHus 3yhuuinHa HaBecKy moporka maccoit 0,400 r pac-
TBOPSIIOT B 5 MJI BOZIbI, CBOOOJHOM OT yriepoja quokcua, 1 TuTpyrT 0,02 M pacTBOpOM KUCITOTHI
XJIOPUCTOBOJIOPOJIHOM 10 MOSIBJICHUSI PO30BOIO OKPAILIMBAHUS, HCIIONb3Yys B KAUECTBE MHJIUKATOPA
PacTBOp METHIIOBOTO OPAH>KEBOTO.

1 M1 0,02 M pacTBOpa KMCIOTHI XJIOPUCTOBO10POAHOM cooTBeTcTBYET 0,601 Mr CoHgN2; pu
nepecueTe Ha TEOQUIUIMH-ITUIICHIUAMHUH Pe3ylbTaT YMHOXKaT Ha kodddumuent 7,02 (cooTBer-
ctByeT 14,25 % sTunenanaMuHa B CyOCTaHITUH ).

Jaiite 3axmroueHre o0 YyIOBIETBOPUTEIBHOCTH MPUTOTOBICHHS JIEKAPCTBEHHOU (DOPMBL,
€CJIM Ha TUTPOBaHUE U3pacxooBaiu 1,2 M TUTpaHTa (110 pe3ysibTaTaM XUMHUYECKOTO KOHTPOJIs).

2. JlekapcTBeHHasi popMa MpUrOTOBIICHA B BUE BHYTPHAITEYHOMN 3arOTOBKH COTJIACHO ClIe-
JYIOLLEN MPOIHCH:

Rp.: Ung. Acidi salicylici 3 % — 100,0

1) B xo/1e onpeeneHnss MacChl Ma3H MOJIYYMIIH CIEAYIOmui pe3yibrar: 98,56 r. [laiite 3a-
KIIIOYEHHE 00 y/I0BJIETBOPUTEIHLHOCTH IPUTOTOBIICHHS JIEKAPCTBEHHON (POPMBI 10 pe3yibTaTam (pu-
3MYECKOTO KOHTPOJIS.

2) JIns KOJIMYECTBEHHOTO ONpeNieIeHus alleTUIICAIUIIMIIOBOM KUCIOThI K HAaBeCKe Ma3H Mac-
coii 1,0 r mpubasisitoT cnupT ATUIOBBINA 96 % 1 HarpeBaroT Ha BoJsgHOM OaHe. Tutpyror 0,1 M pac-
TBOPOM HaTpHsI THJIPOKCHIA /10 MOSIBIIEHUS] PO30BOT0 OKPAIIMBAHUS, HCIOIb3Ys B KAUeCTBE MHIUKA-
Topa pactBop ¢enondranenna. 1 mu 0,1 M pacTBopa HaTpus THAPOKCUA COOTBETCTBYET 13,81 Mr
CsHsgOa.

Jaiite 3axmtouyeHre o0 yJIOBIETBOPUTEIBLHOCTU IPUTOTOBJIEHMS JIEKAPCTBEHHOU (OPMBI,
€CIIM Ha TUTPOBAHUE U3pacxo1oBanu 2,1 Mi TUTpaHTa (10 pe3yabTaTaM XUMHUYECKOTO KOHTPOJIA).

3. JlekapcTBeHHas (popMa MPUTOTOBJIEHA COTJIACHO CJIEAYIONIEH TPOMUCH:

Rp.: Sol. Dimedroli 1 % — 100 ml
D.S. JIns uaBbeKInuii.

1) B xone onpenenenus obmiero oobeMa JeKapCTBEHHON (GOPMBI MOIYUUIIH CIEAYIONIUHN pe-
synbrat: 100,4 M. JlaiiTe 3akitoueHue 00 ya0BIETBOPUTEIBHOCTH MPUTOTOBIICHUS JIEKAPCTBEHHON
¢dopMbI IO pe3ynbraTaM (PU3MYEcKOro KOHTPOJIS.

2) JI;1sl KOIMYECTBEHHOTO ONpeNeeHUs JuMeapoia K mpode oobemom 1,0 M mpubaBIisitoT
1-2 karum pactBopa 6poM(pEeHOTIOBOr0 CHHETO, IO KAIUISIM KHCIIOTY YKCYCHYIO JI0 3€JIEHOBATO-XKEI-
Toro okpamuBanus U TUTPYIOT 0,02 M pacTtBopoM cepeOpa HUTpaTa 10 MOSBICHUS (PHUOJIIETOBOTO
okpammBanus. 1 mi 0,02 M pactBopa cepedpa HuTpara cootBercTByeT 5,836 Mr C17H21NO HCI.
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Haiite 3axmrodeHue 00 yIOBIETBOPUTEIBHOCTU TMPUTOTOBICHHUS JIEKAPCTBEHHOU (DOPMBI,
€CJIM Ha TUTPOBaHUE U3pacxofoBanu 1,7 My TUTpaHTa (110 pe3ysibTaTaM XUMUYECKOTO KOHTPOJIs).

4. JlekapcTBeHHasi (popMa NPUTrOTOBJIEHA COIVIACHO CJICAYIONICH TPOMUCH:

Rp.: Sol. Kalii iodidi 5 % — 200 ml
D.S. I'na3ubie kamim.

1) B xone onpenenenus oomero oobeMa JIeKapCTBEHHON (OPMBI MOTYYHUIIH CISAYIONUHN pe-
3ynbTaT: 202,6 mut. [laiiTe 3akimtoueHrue 00 yI0BIETBOPUTEIHHOCTH MPUTOTOBIICHUSI JICKAPCTBEHHOMN
(hopMEI 110 pe3yibTaTaM (PU3NIECKOro KOHTPOIISL.

2) J1nst KOTUYECTBEHHOTO ONPEISICHUS Kalksl HOAUa UCTIONB3YIOT METO PePPaKTOMETPUH.
Fki, 5% = 0,00130. [Toka3aTenp mpeoMIICHUS UCTIBITYEMOTO pacTBopa coctaBui 1,3396. Jlalite 3a-
KIIFOUEHHUE 00 YAOBIETBOPUTEIHHOCTH MPUTOTOBICHHUS JIEKAPCTBEHHOMN (POPMBI.

5. KoHueHTpUpOBaHHBIH PacTBOP IPUTOTOBJICH COTJIACHO CJIEIYIONIEH MTPOITHCH:
Rp.: Sol. Calcii chloridi 50 % — 100 ml
JUisl KONMMYEeCTBEHHOTO OMPEACTICHUs KaJbIHsl XJIOpUIa MCIOIB3YIOT METO pedpaKToMeT-

pun. Fcaciz, 50 = 0,00108. [Tokazarens npenomnenus coctapun 1,3872. Jlaiite 3akioueHue 06 yuo-
BJIETBOPUTEIHLHOCTH MPUTOTOBJICHUS JIEKAPCTBEHHON (DOPMBI.

6. JlekapcTBeHHasi popmMa MPUTOTOBJICHA COTJIACHO CIICAYIOMIEH MPOTIHCH:

Rp.: Sol. Furacilini 0,02 % — 1000 ml
D.S.: nns npoMbiBaHMit

JIis KOMU4ecTBEHHOTO onpeaeneHus ¢pypaunianaa 5,0 M1 HCIBITYeMOro 00pasiia IOMEIaoT
B K00y co numdom, npudasmustor 2,0 mu 0,05 M pactBopa #ona, 0,4 Ma HaTpust THAPOKCHUIA pac-
TBOpA Pa3BeJICHHOI' 0, IEPEMEIINBAIOT, BBIJICPKUBAIOT B TEYEHHUE 2 MUHYT U MIPUOABIISAIOT 2 MJI KUC-
JIOTHI CEpHOM pa3BeneHHOW. Brinenupmuiics ox tutpyroT 0,1 M pacTtBopom HaTpus THOCYyIb(harTa
JI0 MUCUYE3HOBEHHUS CMHETO OKpAlllMBAaHHUs, UCIOJNb3Yys B Ka4ECTBE MHAMKATOpa 1 MiI pacTBOpa Kpax-
Maja, cB000HOTO OT HoauaoB. [lapamiensHO MTPOBOAST KOHTPOJIBHBIHN OIIBIT.

1 M1 0,05 M pactBopa #oga coorBercTBYeT 4,954 Mr CsHeN4Oa4.

Jaiite 3akiroueHne 00 YIOBIETBOPUTEIBHOCTH HPUTOTOBICHUS JIEKAPCTBEHHOM (HOPMBI,
€clii Ha TUTpoBaHHe u3pacxonoBanu 0,8 mMi TUTpaHTa. B KOHTPOJIBHOM OIBITE HM3PacXoJI0BalU
1,0 M TuTpanTa (M0 pe3yapTaTaM XUMHUYECKOTO KOHTPOJIS).

7. JlekapcTBeHHas (popMa IPUTOTOBJICHA COTJIACHO CIIEAYIONIEH MTPOTHICH:
Rp.: Sol. Acidi nicotinici 0,1 % — 100 ml

D.S.: mnsa nanexkmmii
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JI71s1 KOTMYeCTBEHHOTO OMPEACIICHUSI HUKOTUHHON KUCIOTHI 5,0 MJI UCHIBITYEMOTO pacTBOpa
MOMEIIAIOT B MEPHYIO KOJIOY BMECTUMOCThIO 50 M1, IpuOaBiIsAIOT 2 Karui pacTBopa geHondraie-
uHa, 3ateM 1o kamwisaM 0,1 M pacTBop HaTpusi rUAPOKCUAA IO MOSBICHUS PO30BOTO OKPAIIMBAHUS.
K monydennomy pactBopy npudasistot 5,0 mi 5 % pactopa meau (1) cynbdata, BRIICPKUBAIOT B
teueHue 10 MUHYT, TOBOAAT BOJoM 10 oOobema 50,0 mii, mepeMemunBaroT, PrIbTPYIOT, OTOpachIBas
nepsbie 15 Ma punbTpaTa. 25,0 Mt punbpTpaTa moMemaoT B Kooy co numdom, npudasisitor 5,0 mit
KHCJIOTHI XJIOPHCTOBOJIOPOAHOM pa3BeneHHoi u 1,0 T kanus onata. KonOy 3akpbIBatoT mpoOKOH H
BBIJICP’KUBAIOT B TeueHUe 10 MUHYT B 3allIMIIEHHOM OT CBeTa MecTe. BoinenuBiuiics o TUTPYIOT
0,01 M pactBopom Hatpus THocyibdara. [TapamienbHO TPOBOIAT KOHTPOJIBHBIN OTIBIT.

1 M 0,01 M pactBOpa HaTpus THOCYNbGaTa cooTBeTcTBYyeT 2,462 Mr CeHsNOo.

Haiite 3axmroueHne 00 YAOBIETBOPUTEIBHOCTH HPUTOTOBICHUS JIEKAPCTBEHHOU (HOPMBI,
€CITM Ha TUTPOBaHHE M3pacxomoBaiu 1,2 Mi THTpaHTa. B KOHTPOJBLHOM OIBITE M3PAcXOI0BAIU
0,1 mx1 TuTpanTa (10 pe3yibTaTaM XMMUYECKOTO KOHTPOJIS).

IIpumep penreHus 3agayqu.
JlexapcTBeHHAs popMa MPHUTOTOBIICHA B BHJIC BHYTPHAIITCYHOW 3aTOTOBKH COTJIACHO CIICITY-
FOIIEH TPOTIUCH:
Rp.:  Acidi ascorbinici 0,05
Glucosi 0,1
M.f.p.
D.t.d. Ne10

1) B xone onpeneneHust Macchbl OTJENBHBIX 03 MOPOIIKA MOTYYMIH CIEIYIOIINE PE3YIbTaThl
B rpammax: 0,154; 0,147; 0,153; 0,150; 0,161; 0,148; 0,149; 0,156; 0,152; 0,160; 0,150. Haiite 3a-
KJIFOUEHHUE 00 YI0BIETBOPUTEIBHOCTH IPUTOTOBIICHUS JIEKAPCTBEHHOM (hOpMBI 1O pe3yibTaTaM (u-
3UUYECKOT0 KOHTPOJIS.

2) JIJisf KOTUYECTBEHHOTO OIpPEACIICHUs] aCKOPOMHOBOM KHCIIOTHI HAaBECKY MOPOIIKAa MaCCOi
0,05 T pacTBOPSIIOT B 5 MJI BOJbI, MPUOABIAIOT 2 Kald pacTBopa (QeHon(TalenHa U TUTPYIOT
0,1000 M pactBopoM HaTpHs THAPOKCHIA JO TOSIBIICHUS PO30BOTO OKPAITBAHUS.

1 M1 0,1000 M pactBopa Hatpust ruapokcuaa coorBercTByeT 17,61 mr CsHgOs.

Jaiite 3axntodyeHre o0 yIOBIETBOPUTEIBLHOCTU IPUTOTOBJIECHMS JIEKAPCTBEHHOU (DOpMBI,
€CIIi Ha TUTpoBaHue u3pacxoaoBanu 0,9 mi TuTpaHTa (10 pe3yapTaTraM XUMHYECKOTO KOHTPOJIA).

Pewenue:

1) Cornacuo Tabmuue 6.3.1.-1 HOpMBI JomycTumbix oTkiIoHeHui: £10 %. [Iponucannas
Macca oHoM 103kl coctaBisier 0,15 r. PaccunTeiBaeM nuana3oH AOMYyCTUMBIX 3HAYEHUH, UCXOMS U3
IIPONHMCAHHOW MaccChl MOPOIIIKA:

0,15 x 0,1 = 0,015; [0,135-0,165 r]

OrtBer: 1ekapcTBeHHas (popMa MIPUTOTOBIIEHA YIOBIETBOPUTEIHHO.

N m = Vr XT X Muop, 0,9 MaX17,61 X 10 3r/mMn x0,15T = 0047

Myas. 0,051

Macca HaBeckH acKOpOMHOBOM KUCIIOTHI B riporntuck coctasisieT 0,05 r. Haxonuwm o Tabnure
6.3.1.-3 HOpMBI JTOMMYCTUMBIX OTKJIOHeHMIA: £15 %0. PaccunThiBaeM JHMama3oH JOIMYCTHMBIX 3HAYe-
HUH, UCXO/I U3 MTPOIUCAHHOW MacChl HABECKHU:

0,05 x 0,15 = 0,0075; [0,0425-0,0575 r]

Ortser: JICKApCTBCHHAsA (bopMa IMPUTOTOBJICHA YIOBJICTBOPUTCIIBHO.
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AJITOPUTM BBINOJTHEHHS JJA00PATOPHOM padoThI
«Bb100poYHasi MPOBEPKA COTVIACHO YEK-JTUCTY)

L]env: chopMupoBaTh y CTYIEHTOB HaBBIK MPOBENEHUS BHIOOPOUYHON MPOBEPKHU COTIJIACHO

KOHTPOJIBHOT'O CIMCKA BOMPOCOB (UEK-JIMCTA) allTeKu |1 KaTeropuu.

B

Xon paboThI:
1. CocTaBUTh KOHTPOJIBHBINM CIIMCOK BOIIPOCOB (UEK-JIUCT) IPOBEPKU AIITEKH.

MUMHHCTEPCTBO 3/JPABOOXPAHEHM PECITYBJIMKHM BEJIAPYChH

(HaHMeHOBaHI/Ie Oprata Uiy y4pexxaeHus1, OCYIIECCTBIAIONICTO FOCyZ[apCTBCHHBIf/'I CaHHTapHLIﬁ Hamop)

KOHTPOJIbHBII CITMCOK BOIIPOCOB (YEK-JIUCT) N
Cdepa xoHTpONs (Ham30pa): OCYIIECTBICHUE TOCYIAPCTBEHHOTO CAHUTAPHOTO HAZ30pa 33  COOJIOJCHHEM CyOBEKTaMH 3aKOHOIATEIbCTBA
00JaCTH CaHUTAPHO-IIHUAEMUOIIOTHYECKOTO Garomnomyqus HACEJIEHMs, CAHUTAPHO-3IHJIEMHOJIOTUYECKUX,  TMTHEHUYECKUX

Tpe60BaHMfI u npouenyp, YCTaHOBJIICHHBIX B TEXHUYCCKUX PEriIaMEHTax TamosxeHHOTO COro3a, EBpa3HﬁCKOT0 OKOHOMHYECKOT'O COr03a

JlaTa Havasa 3amoJTHEHMS

O Oo ) ooon | o | O e

YHUCIIO MecA ron BpeMsa

Jlata 3aBepIueHus 3ar10IHEHUS

N N P o

YHUCIO MecA ron BpEMs

Jlata HanpaBiaeHHs.

o | oo Ooot

qHuCIo MecAn ron

KoHTponbHBIH CHHUCOK BOMPOCOB (YEK-JIUCT) 3aMOHSAETCS:
B X0JI€ IPOBEPKH D (BBIOOpOYHOI I:I WM BHETJIAHOBOM I:I );

JUISL HCTIONB30BAHHS TP IIIAHUPOBAHUH IIPOBEPOK D ;

B X0JI€ MOHUTOPHHTA D (3amosHsIeTCs: KOHTPOJIBHBIM (HaJ30PHBIM) OPTaHOM ITPHU HEOOXOAUMOCTH).
Vunumanel, ¢amunus, ODKHOCTh, KOHTAKTHBIA Tele)OH NpOBEpSIONIero (PyKOBOIMUTENST HMPOBEPKU) WIHM JOJDKHOCTHOTO JIMIA, HAIIPABHB-

ero KOHTPOJIbHBIN CITHCOK BOIIPOCOB (uex-nmct)

CaeJieHust 0 CyObeKTe:

VYuernsiii HoMep miatenbimka (YHIT) D D D D D D D D D

HanmenoBanne ((amummsi, COOCTBEHHOE MMs, OTYECTBO (€CIM TaKOBOE MMEETCs)) CyObeKTa

Mecto HaxoxIeHus cyObeKkTa (00bekTa CyOBheKTa)

(anpec, TenedoH, pakc, aapec 3MEKTPOHHOM MOYTHI)
MecTo OCYIIECTBICHHS AESTENBHOCTH

(anpec, TenedoH, pakc, aapec 3MEKTPOHHOH MOYTHI)
®dopma coOCTBEHHOCTH
OO1mast YHCIEHHOCTh PabOTAIONMINX , B TOM YHCJIC KCHIITHH
Wnuimansl, Gbammns, JIOJDKHOCTb, KOHTaKTHBIH TenedoH npencraButenss  (IpEACTaBUTENEH) — CyObekTa
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Ilepeyens TpeGoBaHMIi, MPEIBABIAEMBIX K Cy0ObeKTy <*>

DopMyIUpOBKa

CTpyKTypHBIE 3J1€-
MEHTBI HOPMaTHUBHBIX

CeneHus 0 CoOII0ICHUN
cyOBeKTaMu TpeOOBaHUH

TpeOoBaHus, Ipe/Ib- | IPABOBBIX aKTOB, TEX-

N TP > P P ’ [pumeuanue
SIBIISIEMOTO K CyOb- | HUYECKMX HOPMaTHB-

n/m (mosicueHue)

eKTy (nanee — HBIX TIPAaBOBBIX aKTOB, KOJIMYECTBEH-
na | HeT | He TpeOyercs N
TpeGoBaHuE) YCTaHABJIMBAOIITIX HBII TIOKa3aTeNb
TpeboBaHUsA
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KOHTpOJ’ILHHﬁ CIIMCOK BOIIPOCOB (‘ICK'HI/ICT) COCTAaBJICH Ha OCHOBAHUWU MCPCYHSA HOPMATUBHLIX IIPABOBBIX akK-
TOB, B TOM YUCJIC TCXHUYCCKUX HOPMATHUBHBIX IPABOBBLIX dKTOB, B COOTBETCTBUUN C KOTOPBIMU NPCAbABICHBL Tp€6OBaHI/I${

K CyOBeKTY:
1.
2.
(moammch) (MHUTMATEL, GaMIIIHs, JOJDKHOCTH MIPEICTaBUTENS CyObeKTa)
20 1.
(moxamuch) (vHULMAIB, paMUIIHS, TOIKHOCTE IIPOBEPSIOIIETO
(pyxoBoAWTEIS TIPOBEPKN))
20 r.

<*> B nepeuyne TpeOOBaHNUH, IPEABIBIAEMBIX K CyOBEKTY, IPOCTABIISIOTCS CICIYIONIINE OTMETKH:

B rpade «1a» — ecliu MpeAbsIBIsieMoe TPeOOBaHUE PEATN30BaHO B IOJHOM 00beMe;

B rpade «HeT» — eclId IpeIbABIsieMoe TpeOoBaHHE HE PeaIM30BaHO WIH PEalIN30BaHO HE B IIOJTHOM 00bEME;

B rpade «He TpedyeTcs» — ecll ¥ NpeabsBisieMoe TpeOOBaHHE HE IMOJUICKUT Peallu3alui CyObeKTOM U (UITH)
KOHTPOJIO (HaJI30py) MPUMEHHUTEIBHO K JaHHOMY CyOBEKTY, a TaKKe eClIU MPeAbsBIsieMoe TpeOOBaHHE HEBO3MOXKHO
OLICHHUTH B PaMKaX MOHUTOPUHTIa;

B rpade «KOJIWYECTBEHHBIH IMOKa3aTelb» — €ClIU MpPEAbsIBIsieMOe TpeOOBaHHE MOJICKHUT KOJINYECTBEHHOM
OIICHKE;

B rpade «[Ipumedanne (MOSCHEHUE)» — IUIS OTPAKSHNUS MOSICHSIONMIEH 3aIIHCH, ECIIH TPeIbsIBIsIeMOe TpeOoBa-
HHE PealM30BaHo HE B IIOJHOM 00bEME, M MHBIX MOSCHEHUH.

2. IIpoBectu poBepKy Ha 0a3e aTTeCTAMOHHO-CUMYJISIIMOHHOM anteku BIMY.
3. OdopMuUTh pe3yabTaThl IPOBEPKHU.

Ilepeyennb nuTepaTyphl:

1. Jlexyuonnwiii M TEOPETUIECKUN MaTEpHAITBI.

2. 'ocyoapcmeennas dpapmakones Peciyonuku benapycs (I'® PB 1) : B 2 1./ M-Bo 31paBOOXpaHeHUS
Pecnyonuku benapycs, YII «LleHTp SKchepTH3 M HUCHBITAHUA B 3APaBOOXPAaHEHUW» ; MOJ OOMI. pen.
A. A. lllepsikoBa. Mososieuno : tuil. «Ilo6ema», 2012, T. 1 : O0Ouue MeTO 16l KOHTPOJISI KAYECTBA JICKAPCTBEH-
HBIX cpeacTB. 1220 c.

3. 06 obpawenuu INEKapCTBEHHBIX CpeacTB : yka3 [Ipesumenta PecnyOonuku bemapych ot
31.12.2019 r. Ne 499 (¢ u3m. u jort.).

4. O cosepuiencmeosanuy KOHTPOIBHOHN (HaA30pHOI) AearenpHOCTH B PecniyOnuke benapycs : ykas
[Ipesunenta Pecrrybmuku bemapych ot 16.10.2009 1. Ne 510 (¢ u3m. u gor.).

5. O6 ymeeparcoenuu GopMbl KOHTPOIILHBIX CIIMCKOB BOPOCOB (YEK-JIMCTOB), IPUMEHSIEMBIX B cepe
Ha/130pa 3a YCJIOBUSIMU NTPOMBIIIJICHHOTO MPON3BOJICTBA, AITEYHOI'O M3TOTOBJICHUS, PealIn3allii, XpaHEeHNUS,
TPaHCIIOPTUPOBKH U MEIULIMHCKOIO NMPUMEHEHHS JIEKaPCTBEHHBIX CPEJICTB B OPTaHU3aLMAX 31paBOOXpaHe-
HUS : IprKa3 MuHUCTEpCTBA 3/ipaBooxpanenus Pecyonuku benapych ot 29.01.2018 1. Ne 61 (c u3m. u gom.).

6. 06 ymeeporcoenuu Hapnexarield anTeqyHOH NPaKTHKH @ NOCTaHOBJIEHHE MUHHCTEPCTBA 3/paBo-
oxpaHenus ot 27.12.2006 . Ne 120 B pen. mocranosienus ot 23.02.2021 r. Ne 14 (¢ u3m. u o).

7. 06 ymeeporcoenuu VIHCTPYKIHH O CITy4asx ¥ TIOPS/IKE HHCTIEKTHPOBAHNS allTEYHOT0 M3TOTOBJICHHS Jie-
KapCTBEHHBIX CPEJICTB Ha TIPEIMET COOTBETCTBHUS TpeOoBaHMAM Hazmerxkarei anteqHoi MpaKTUKU 1 TPeOOBaHUSIM
l'ocynapcreennoit hapmakonen Pecryonuku benapycs : mocranosnenue ot 17.04.2015 r. Ne 51 (¢ u3m. u zor.).

8. 06 uncnexmuposanuu (hapManeBTHISCKMX UHCICKIUAX) Ha COOTBETCTBUE HaIJICKAIIMM (hapMa-
[IEBTUYECKUM TPAaKTHKaM : TOCTaHOBJIEHWE MMUHHCTEpCTBa 3/apaBooxpaHeHust PecnyOmmkm bemapych ot
18.11.2020 r. Ne 102 (¢ u3M. u jort.).

9. 06 ymsepacoenuu CaHnTapHBIX HOPM H npaBuil «CaHUTaAPHO-3MUIAEMHOIOTHYECKUE TpeOoBaHMs
JUTS aniTeK» Y MPU3HAHUHU YTPATUBIINMH CHITY HEKOTOPBIX TIOCTaHOBIEHHI MUHICTEPCTBA 3/IpaBOOXPAHEHHUS
PecnyOnuku benapych M OTAEIBHOTO CTPYKTYPHOTO 3JIEMEHTa HOCTaHOBICHU MUHHUCTEPCTBA 3/IpaBOOXpa-
Henus PecnyOnuku benapyce ot 03.11.2011 1. Ne 111 : moctaHOBiIeHHe MuHHCTEPCTBa 31paBOOXPAHEHUS
Pecrryonmmku benapycs ot 01.10.2012 r. Ne 154,
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10. O6 ymeseparcoenuu ciennprUIecKux CaHUTApHO-3MUACMHUOIIOTHIECKUX TPEOOBAHUM : IIOCTAHOBIICHUE
Munmcrepctsa 3apaBooxpareHus ot 03.03.2020 . Ne 130 (¢ u3m. u mor.).

11. O6 ymeepowcoenuu llpaBun mpoBeneHus ¢apmaneBTHUeCKHX HHcmekmmid : pemeHue Coera
EBpasuiickoii s3xoHoMuueckoii komuccuu ot 03.11.2016 1. Ne 83 (c u3m. u gom.).

12. O mepax nio peanm3zanmu Ykasa [Ipesunenra Pecriyonuku benapyce ot 31 aekadpst 2019 r. Ne 499 :
noctanosienrie CoBera MunucTpoB Pecniyonuku Benapycs ot 01.04.2020 1. Ne 191 (¢ u3m. u jor.).

3ansaTue Ne 8
HUTOI'OBOE 3AHATHUE

Leab 3aHATHSA: KOHTPOJIb U KOPPEKTUPOBKA 3HAHUI CTYJEHTOB 110 TeMaM 1—7.

KoHTpo/bHBIE BONIPOCHI 110 TeMe 3aHATHUS:
CM. KOHTpPOJIbHBIE BOIIPOCHI K 3aHATUSAM 1—7.

Ilepeyennb uTepaTyphbl:
CM. epeyHu JIUTepaTyphl K 3aHATUsAM 1—7.

AJITOPUTM BBINOJHEHHUS JIA00PATOPHOI padoThI
«IKcIpecc-aHAJIN3 IKCTEMIIOPATIbHBIX JIEKAPCTBEHHBIX NIPENapaToB»

L]env: chopMupoBaTh y CTYJIEHTOB HABBIK BHITIOJIHEHUSI KOHTPOJISI KQ4eCTBA JICKAPCTBEHHBIX
(hopM anTevyHOr0 W3TOTORJICHUS, COJEPIKAIINX TIEPMAaHTaHAT KaJIHs.

Xox paboTshl:

1. ITpeasioxuTe METOIBI OLEHKH IMOUTHHHOCTH (MACHTU(GUKAIIMN) U KOJTUISCTBEHHOTO OTpe-
JEJCHUS JUIsl HKCIIPEcC-aHaIN3a SKCTEMIIOPATLHOTO JIEKAPCTBEHHOTO Mperapara ¢ NMPUBEACHUEM
ypaBHEHU COOTBETCTBYIOIINUX XUMUYECKUX PEAKIUH C YKa3aHHEM aHATUTUYECKOTOo ddeKra:

Rp.: Solutionis Kalii pemanganatis 1 % — 50 ml

D.S. Ilo 30 kamens Ha cTakaH BOABI IS MOJOCKAHUH

2. BbINOMTHUTE UCTBITAHUE MOAJMHHOCTH M KOJMYECTBEHHOE OIpeJIeIeHHe C UCIOJIb30Ba-
HUEM CTaTbU «DKCIpecc-aHaIM3 HKCTEMITOPABbHBIX JIEKAPCTBEHHBIX CPEACTB» 1 ocymapcTBeHHOU
¢dapmaxoneu PecriyOnnku benapyce.

3. [IpoBeauTe pacuéT OTKIIOHEHHUS B Macce HaBeCKH (apmalieBTuyeckoit cyoctanuuu. Cre-
JaliTe 3aKII0YEHUE O TOM, yJJOBIETBOPHUTENBHO JIM IPUTOTOBJICHA JIeKapcTBeHHAs opma. OdopmuTe
pe3yabTaThl KOHTPOJIS B «OKypHale perucTpaiiu pe3yibTaToB XUMUYECKOTO KOHTPOJIS JIEKapCTBEH-
HBIX CPEJICTB, U3TOTOBJIEHHBIX B anTeke» (mpuioxxexue 1).
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3auarue Ne 9

METOAOJIOI'UA PASPABOTKH OPUI' MTHAJIBHBIX
N BOCITPOM3BEJAEHHBIX JIEKAPCTBEHHBIX ITPEITAPATOB

eab 3aHATHA.

— O3HAKOMHTH CTYICHTOB C METOI0JIOTHEH Pa3pabOTKH OPUTHHAILHBIX U BOCITPOU3BEICHHBIX
JIEKApCTBEHHBIX CPEJICTB, dTAllaMU X )KH3HEHHOTO ITHUKIIA;

— 3aKpeNuTh 3HAHHUS CTYICHTOB B 00JIACTU TOWCKA COCIUHECHUS-IUJEPA, YIYUIICHUS €ro
CTPYKTYPBI, Ipar-au3aiHa;

— c(hOpMHUPOBAThH Y CTYICHTOB MPECTABICHUS O Pa3padO0TKE JEKAPCTBEHHBIX PACTUTEIBHBIX
IIpenapaToB U OMOTEXHOJIOIMUYECKHX JIEKApCTBEHHBIX IIPENapaToB.

TpeGoBaHus K HCXOAHOMY YPOBHIO 3HAHUIi: TIOBTOPUTH OCHOBBI CO3JaHMS OPUTHHAIBHBIX
Y BOCITPOM3BE/ICHHBIX JIEKAPCTBEHHBIX MPEIapaTOB.

KoHTpoJibHBIC BONIPOCHI 110 TEMe 3aHATHSA:

1. IloHATHSA «OpPUTMHANIBHBIA JIEKAPCTBEHHBIH IpernapaTy U «BOCIHPOU3BEIEHHBIN JieKap-
CTBEHHBII IIpenapar.

2. OCHOBHBIE 3Tanbl CO3[JaHHUS OPUTHHAIBHOTO JICKAPCTBEHHOT'O IpernapaTa B paMKax CH-
CTeMBbI HaJIexxamux gapmaneBTuyeckux npaktuk (GXP).

3. OCHOBHBIE ATAITBI CO3[JaHHUS BOCIIPOM3BEICHHBIX JIEKAPCTBEHHBIX IIPENApaTOB B paMKaX CH-
CTeMBbI HaJexamux gapmaneBTuyeckux npaktuk (GXP).

4. OCHOBHBIE CTPATETHH MTOUCKA HOBBIX (hapMaKOJIOTUIECKH aKTUBHBIX BELICCTB.

5. )KU3HEeHHBIH UK JIEKapCTBEHHOTO Mpernapara.

6. Co3manue neKapCTBEHHBIX MPENapaToOB HAa OCHOBE JIGKAPCTBEHHBIX PACTEHUHN B OMOTEXHO-
JIOTUYECKUX JIEKaPCTBEHHBIX IIPENApaTOB.

3AJTAHUA 11 CAMOCTOSATEJIBHOM PABOTHI CTYJIEHTA

3aganue Ne 1. [IpuBenuTe nmpuMepbl OPUTHHAIBHBIX JIEKAPCTBEHHBIX MpenapaToB Oe-
JIOPYCCKOI'0 NPOMU3BO/ICTBA.

Ne Toprosoe IIpousso- Home aTa Cpoxk
p MHH p 3agBHUTEIDL p A . P
/I | HAUMEHOBaHHe JUTEIb YIOCTOBEPEHUS | peruCcTPanuu | aelcTBUs
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3ananue Ne 2, 3amotHuTE TA0MITY.

Opurunanasnslii JIII BocnpousBenen-

N MHH Kox ATX b (BPB+/-) HIl)ale JII
1 Sulpiride
2 Diazepam
3 Tofisopam
4 Sertraline
5 Fluoxetine
6 Fluvoxamine
7 Paroxetine
8 Escitalopram
9 Venlafaxine
10 |Zopiclone
11 |Doxylamine
12 | Melatonin
13 | Carbamazepine
14 | Valproic acid
15 |Vinpocetine
16 |Gabapentin
17 |Pregabalin
18 |Topiramate
19 |Lamotrigine
20 |Amantadine
21 |Tizanidine
22 | Tolperisone
23 | Donepezil
24 | Sumatriptan
25 | Zolmitriptan
26  |Nicergoline
27 |Betahistine
28 |Pentoxifylline
29 |Acetylsalicylic acid
30 |Clopidogrel
31 |Trimetazidine
32 |Diclofenac
33 | Aceclofenac
34 |Etodolac
35 |Ketorolac
36 | Ibuprofen
37 | Ketoprofen
38 |Flurbiprofen
39 |Naproxen
40 |Lornoxicam
41 | Tenoxicam
42 | Meloxicam
43 | Nimesulide
44 | Celecoxib
45 | Cromoglicic acid
46 | Cetirizine
47 | Levocetirizine
48 |Loratadine
49 | Desloratadine
50 |Salbutamol
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3ananue Ne 3. CocTaBbTe aJITOPUTM Pa3padoTKH OPUTHHAJIBLHOTO M BOCIIPOU3BEIEHHOT0
JIEKAPCTBEHHOI0 Mpenapara ¢ yKa3aHueM OCHOBHBIX 3TanoB, noj3Tanos (uiam ¢ga3). Ha kax-
JI0M 3Tane (moa3ramne uim paze) yKaxure KOJIMIECTBO COeIMHEHUI, MPOoIIeAIIMX HA 3TOT 3TAIl,
WIN KOJIMYEeCTBO MANMEHTOB, €ro NPMMEPHYI0 NMPOAOJKUTEILHOCTh U HAJIEKAINYI0 (papma-
HEeBTHYECKYIO MPAKTHKY, PeryJIHPYIOILYI0 POBeeHHe JaHHOI0 dTafa.

CpenaiiTe 3aKir04eHUE O IPUMEPHOM OOLIEM CPOKE Pa3pabOTKU OPUTHHAIBHOTO M BOCIIPO-
M3BEJICHHOTO JICKAPCTBEHHOTO Mperapara i pacCYMTanTe MPUOIM3UTENBHBIA TPOIEHT 3(deKkTrBHO-
CTH pa3paboTKH (OTHOLICHUE KOJMYECTBA 3apETUCTPUPOBAHHBIX JICKAPCTBEHHBIX CPEJICTB K UX 00-
[IeMy KOJIMYECTBY, HAYMHAs C TICPBOTO JTara pa3padoTku, yMHOkeHHOoe Ha 100 %).

AJITOPUTM BBINOJIHEHHUS JIA0OPATOPHOI padoThI
«KosmmuecTBeHHOE onpeeieHne coaepxanusi HOynpogena B kamncyJaax (Tadjerkax) MeToaoM
BBICOKO3()(PEKTHBHOM KMAKOCTHOM XpoMaTorpagum»

Lenv: chopMupoBaTh y CTYAECHTOB HaBBIK MPOBEAECHUS KOJMYECTBEHHOIO U KaYeCTBEHHOTO
aHaJIM3a METOJI0M BBICOKO3((EKTUBHOM KUKOCTHON XpoMaTorpapuu.

Xoo pabompoi:

BbImonHUTh KOMYecTBEHHOE onpeenenue Karcyi (tadbnerox) Moynpoden 400 mr no mpu-
BEIEHHON HIKE METOOUKE B cooTBeTcTBUU ¢ ' @ Ph 2.2.29.

Hcnvimyemuiti pacmeop.

K 2 pactépthim TabneTkam (comepkumomy 2 karcyi) npubasisitor 20 Mt 6o0br P B MepHO#
kooe o0béMom 100 Mt m BeTpsixuBaroT Ha meiikepe B TeueHue 10 muH npu 240 06/MuH. 3aTem
HAJIMBAIOT MOYTH JI0 METKHU 3JII0CHT B, SHEPruYHO BCTPAXUBAIOT, OCTABIISAIOT IOCTOSTH HE MEHEe 5
MUH ¥ JOBOJIAT 10 METKH 1I0eHTOM B. O0pabaThiBatOT pacTBOp YIbTPA3BYKOM B TeUeHHE 15 MUH.
Hentpudyrupyrot yacts cMecu B Teuenne 10 mun npu 5000 06/mun. Pazbasnstor 5,0 mi mpo3pad-
HOTO CylepHaTaHTa pacTBoputeneM 1pod0 B MepHoW koibe 10 S50 ™M (Cusynpoden =
= 1 mr/mi). 2,5 MJI TOJTyYEHHOTO pacTBOpa pa30aBiIsIOT B MEPHOM Kos10e 00béMoM 50 MIT pacTBOpH-
TeneM mpoO (Cusynpoden = 0,05 Mr/mi).

DmanonHwvlil pacmeop (npuecomosien 3apanee).

bepyT npubnusurensHo 25,0 Mr cTangapTHOTO 00pasia noynpodena (TouHast HaBecka), pac-
TBOPSIIOT B MEPHOH Konbe Ha 25 miu mpubnusurtenbHo B 15 Mt amioenta B, a 3atem pazbaBinsior
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amoeHToM B 10 metku. Pazbamisior 2,5 MiI TOJIydeHHOTO pacTBOpa B MEPHOM Koyibe 10 00béma
50,0 M pactBopuTeneM mpod (Cusynpopes=0,05 Mr/min).

Ycii0Bus IpoBeieHUs XpoMAaTorpapuu

JIETEKTOP:

Cucrema BOXX Thermo Scientific UltiMate3000
Komnonka C 18 (5 mxm), 250 mm - 4,6 MM
OmioeHT A: Pazbapnstor 10,0 00pEMHEBIX gacTeit 50% QochopHON KUCIOTH 8000U 0215
xpomamozepaghuu P no 1000 00bEMHBIX yacTeit u noBaat pH a0 3,3 pacmeo-
POM HamMpusl 2UOPOKCUOA KOHYECHMPUPOBAHHBIM
OmoeHT B: 75 00BEMHBIX YacTelt ayemonumpuna 0as xpomamozcpaguu P 25 00bEMHBIX
vyacrell memarnona P. Buumanue: npu cmewugaHuu pacmeop CUTbHO O0XJd-
arcoaemcsi!
Bpewms (Mun) Onroent A (%) Onroent B (%)
I'paguent: 0 60 40
4 40 60
5 40 60
51 60 40
7 60 40
CKOpOCTh IOTOKA! 2,5 mu/mMuH
TeMmepaTypa KOJIOHKH: 50 °C
O0BEM BBOZA: 10 mx
TeMne.paTypa aBTOCHM- 10 °C
iepa:
Crnekrpodoromerpuueckuii | 220 HM

PactBoputens mpo6 (PID):

60 00BEMHBIX HacTel 60061 012 xpomamozpaghuu P n 40 00BEMHBIX YacTeit
moeHTa B

*I0enmuvl makice nPUeomosGieHsl 3apanee
Pacuem cooeporcanus ubynpogena:

c Ar Xmgp|mg]| X 2.5[mL] X Cr X 50[mL] X 50[mL] x 100[mL]|

x 100%

Ap X 50|mL]| x 25|mL] X D X 5|mL]| x 2.5|mL]|

C: conepxanue wmOympodena Ha TabieTk (Kamcymiy), B % OTHOCHUTEIBHO 3asBICHHOTO
CoJiep KaHus IeHCTBYIOLIETO BELIECTBA,;

At momaas nuka noynpodeHa Ha XpoMaTOrpaMMe UCIBITYEMOTO PacTBOpa;

AR: ommaap nuka uoynpodena Ha XxpoMaTorpaMmme 3TaJOHHOTO PacTBOPa;

MR: Maca HaBECKH 3TaJOHHOM cyOcTaHlMu noymnpodeHa, B MT;

Cr: uncTOTa 3TANOHHOM cyOCcTBHIIMM HOynpodeHa, B %;

D: 3asBIIeHHOE KOJMYECTBO nOymnpodeHa Ha TabieTky (karcyiy), B Mr (400 mr);

OmanonHulil pacmeop (koauvecmsenuvili ananu3s) (¢=0,05 me/mn) — moacmas iuHus U UCHbI-
myemvlli pacmeop (KoauvecmeenHulli ananuz) (¢=0,05 me/mn) — moukas AuHus.

Huanaszon npuemnemozco cooepacanus: ot 380 mr 10 420 Mr, 9T0 COOTBETCTBYET OT 95,0 110
105,0% oT 3asBIEHHOTO KOJIMYECTBA ICUCTBYIOIIETO BEIIECTRA.

Crenatb BBIBOJI O COOTBETCTBUH JIEKAPCTBEHHOTO Mpenapara HOpMaTUBHOM JOKYMEHTAIUH.
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Ilepeyensb auTepaTypshl:

1. JlexyuonHuwlil ¥ TEOPESTUUSCKUN MaTepHall.

2. O [lpasunax perucTpalii M SKCIEPTHU3HI JEKAPCTBEHHBIX CPEACTB sl MEAUIIMHCKOTO MPUMEHe-
Hus : pernenne Coseta EBpasuiickoii sxoHOMU4eckoi komuccuu oT 03.11.2016 Ne 78 (¢ u3m. u o).

3. 06 obpaweruu NeKapCTBEHHBIX CPeACTB : 3akoH Pecnyonmku benapych ot 20.06.2006 1. Ne 161-3
(c u3Mm. u yom.).

4. PASS online [Dnektponnsiii pecypc]. Peskxum nocryma: way2drug.com/passonline.html.

5. Dockingserver [Qnektponnslit pecypc]. Pexxum moctyma: https://www.dockingserver.com/web.

Sausarusa Ne 10

MOJAEJIM OHEHKH BE3OITACHOCTHU U DPPEKTUBHOCTH JIEKAPCTBEHHbIX
CPEJICTB HA DTAIIE JOKJUHUYECKNX (HEKJIMHUYECKHNX) HCCJEIOBAHUM

Ieab 3aHsATHS.

— O3HAKOMUTH CTYACHTOB C opraHmauHeﬁ 158 IMMPOBEACHNEM JTOKIIMHUYCCKUX
(HEKTMHUYECKHX ) UCCTIEIOBAHUI JIEKapCTBEHHBIX CPEJICTB, UX JOKYMEHTAIBHBIM COMTPOBOXKICHHEM;

— O3HAKOMUTD CTYJACHTOB C HCKOTOPLIMU MOACIIAIMU OLICHKHU 6630HaCHOCTI/I 158 3(1)(1)€KTI/IBHO-
CTH JIEKapCTBEHHBIX CPEJICTB Ha JOKIMHHYECKOM dTare MX pa3padOTKH, C OCHOBHBIMHU XapaKTEpHU-
CTHKaMH JTa0OPaTOPHBIX JKUBOTHBIX M OCOOCHHOCTSAMH JTOKIMHUYECKUX UCIIBITAaHKH IN Vitro.

TpebGoBaHNs K MCXOAHOMY YPOBHIO 3HAHWI: TOBTOPUTH OCHOBHBIE PUHLIUIIBI IPOBEACHUS
JTOKJIMHUYECKUX (HEKIMHUYECKUX ) UCCIICIOBAaHUH.

KoHTpoJibHBIC BONIPOCHI 110 TeMe 3aHATHSA:

1. OOmas xapakTepucTUKa JOKIMHUYECKUX (HEKIMHUUECKUX) uccienoBanuit (JKI).

2. IlpaBuiia Hajuiexamiei nadoparopHoil MpakTUKK EBpa3uiickoro sSKOHOMHYECKOT0 CO03a!
CTPYKTypa IOKyMEHTa, TpeOOBaHUs K HCIBITATENbHOM Jaboparopuu, miaHy (IIporpaMMe, MpoTo-
KOJIY) JOKJIMHUYECKOTO (HEKIIMHMYECKOT0) UCCIeI0BaHUs, TECT-CHCTEMAaM.

3. TpeboBanus K TEPCOHATY HMCIBITATEILHOW JIAOOPATOPUH TIPH MPOBEACHUHU JTOKIHMHUYE-
CKOT0 (HEKJIMHUYECKOT0) HCCIIeI0BAHNUS.

4. TpeboBaHMs K TOMEIICHUSIM U 000PYTIOBAaHUIO UCIIBITATEIILHON JTA00OPATOPUH TPU MPOBE-
JEHUH TOKIMHUYECKOTO (HEKJIIMHUYECKOI0) UCCIEN0OBAHHUS.

5. TpeboBanust o OMOATUKE U TYMaHHOMY OOpAIllEHHUIO € JJa0OPaTOPHBIMU KUBOTHBIMHU.

6. XapakTepuCTHKa OCHOBHBIX BHUJIOB U JIMHUN JJa0OPATOPHBIX KUBOTHBIX, UCIIOJIb3YEMBIX B
JTOKIMHUYECKOM (HEKIIMHMYECKOM) HCCIIe0BaHUH N VIVO.

7. ConepxaHue M yXo/ 3a JJabopaTOpHBIMU )KUBOTHBIMH B X0/I€ TIOKJIMHUYECKOTO (HEKJIUHU-
YeCKOI0) UCCIIeA0BaHus N VIVO.

8. JloknrHMYecKoe (HEKIMHUYECKOE) UCCIEeJOBAaHHE B KYJIbTYpe KIETOK IN Vitro.

9. TOKCHUHOCTB B X0JI€ IOKJIMHUYECKOT0 (HEKITMHUYECKOT0) UCCIICIOBAHNS, BU/Ibl TOKCUYHOCTH.

10. OcHOBHBIE TOKIMHUYECKHE MOJIENTN OLCHKH AaHTUOKCUJAHTHOTO, UMMYHOTPOITHOT'O U Ie-
MIaTONPOTEKTOPHOIO JEHCTBUSI JIEKAPCTBEHHBIX CPEACTB.
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https://etest.bsmu.by/mod/resource/view.php?id=190719
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https://etest.bsmu.by/pluginfile.php/187342/mod_resource/content/3/%D0%97%D0%B0%D0%BA%D0%BE%D0%BD%20%D0%A0%D0%91%20%D0%BE%D1%82%2020.07.2006%20%E2%84%96%20161-3%20%D0%BE%D0%B1%20%D0%BE%D0%B1%D1%80%D0%B0%D1%89%D0%B5%D0%BD%D0%B8%D0%B8%20%D0%9B%D0%A1%20%28%D1%80%D0%B5%D0%B4.%202020%2013-%D0%97%29.pdf
https://www.dockingserver.com/web

11. JlokymeHTaasHOE 0(hOpMIICHHE PE3YyIhTaTOB JOKIMHHYECKOTO (HEKIIMHUYECKOTO) UCCIIe-

JOBaHUs.

12. OGecrieuenue KauecTna IIPYU BBIIIOJIHCHHUHN JOKIMHHUYCCKOI'O (HGKHI/IHI/IHCCKOFO) HucciaIeao-

BaHU.

3AJTAHUA JJIS1 CAMOCTOATEJBHOM PABOTHI CTYJIEHTA

3aganue Ne 1. Ykaxkure yyacTHukoB IKU n nx pynknnu.

YuyacTHHK

DyHKuNHM

3aganue Ne 2. CocraBbTe cXeMy BHBApHs € MOCJICA0BATEJIbHOCTBIO PACIIOIOKEHHUS T0-

MeHIeHI/Iﬁ, YUUTHIBASI KYUCTBIC» U KT'PA3HBIC» 30HDbI.
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3ananue Ne 3. YKakuTe OCHOBHbIE XapaKTEPUCTUKHU JA0OPATOPHBIX *KMBOTHBIX, HC-
N0JIb3yeMBbIX B IKCIIEPUMEHTe.

OcHoOBHBIE 0MOJIOTHYECKHE XapaKTe-
Bun pucTHKH (BU, Macca, IJIOOBUTOCTD, Oo6aactu

KHBOTHOTO NMPOJAOIKUTETBLHOCTD KU3HHU, NPUMEHEeHHUsI

3peJIOCTh M T. II.)

OcHOBHBIE
JIMHUHA
KUBOTHBIX

Memmn

Kprics

Kponuku

XOoMSIKHU

Mopckue
CBHUHKH

Jlarymku

Cobaku

[Iumnanze

3aganue Ne 4. 3anosiHuTe TA0JIMIY IO TOKCHKOJOTHYECKHM 3KCIIEPUMEHTAaM.

Kparkas xapakTepucTika (BHAbI 3)KUBOTHBIX, 103bl, IKCIIEPUMEHTAJIb-
Bua TokcuyHOCTH Has NporpaMMa: NMPoAO/LKUTEIbHOCTh, PETUCTPUPYeMbIe MapaMeTphbl,
4acTOTA BBEJAEHUS U T. I1.)

Octpast TOKCHIHOCTh

TloocTpast TOKCUUHOCTD
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KpaTtkas xapakTepucTuka (BUAbI ;KUBOTHBIX, 103bl, IKCIIEPUMEHTAJIb-
Bun TokcuuHOCTH Hasl MporpaMma: NpoaoJIKUTETbHOCTh, peErHCTPUPYeMbIe MapaMeTpbl,
4acToTa BBEJEHUSA U T. I1.)

XpoHHuueckas
TOKCUYHOCTh

I/IMMYHOTOKCI/I‘IHOCTI)

AnepreHHoCTh

OMOPHOTOKCHYHOCTh

TepaToreHHOCTh

MyTareHHocTh

Kanueporennocts

AJITOPUTM BBINIOJIHEHHUS JIA00PATOPHOMH pPadoThI
«OneHKa aHTHOKCUIAHTHON AKTUBHOCTH U KOJIM4YeCTBA (PeHOJIbHbIX COeIMHEeHUI
B (PMTOIKCTPAKTAX»

L]enwv: chopMupoOBaTh Y CTY/IEHTOB HAaBBIK OLIEHKU COJIep>KaHuUs (PEHOIbHBIX AaHTUOKCH/IAHTOB
B U3BJICUEHUSX U3 JIEKAPCTBEHHOIO pacTUTENbHOTO ChIpbs (JIPC) M MX aHTHOKCUAAHTHON aKTHBHO-
CTH B MOJIEITU TIOTJIOMICHUS paguKaioB 2,2-nudenwn-1-mukpunruapasun (DPPH-).

1. Oyenxa anmuoxcudanmnozo deticmeus 8 Mooenu no2iowerus paouxkaioe DPPH-

K 0,10 mn u3Bneuenus npudasisu 2,0 mia 0,01% pactsopa DPPH B 96% (06/00) 3TnoBoM
cnupre. M3mepeHne onTu4eckoi IIIOTHOCTU POBOANIM Yepe3 30 MUHYT IIPU JJIMHE BOJIHBI 517 HM.
Taxke U3MepsIN ONTUYECKYIO MJIOTHOCTh pacTBopa 0€3 aHTUOKCUAAHTOB, IPUTOTOBJIEHHOTO MMYTEM
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npubasneHus k 0,10 MJI COOTBETCTBYIOIIETO SKCTpareHTa (Bojabl ouniieHHo, 40, 70, 96% (006/00)
stmiioBoro crnupta) 2,0 ma 0,01% pacrBopa DPPH. B kauecTBe KoMIEHCALIMOHHOTO pacTBOpa Hc-
noJib3oBanu 96% (06/00) ciupT 3TUIOBBIN.

IIpouent mnornomenus paxukanoB DPPH- ucnelTyeMbIM HM3BJIEYEHHEM pPacCUUTHIBAOT
o ¢opmyre:

(Ap-A) X100 %
Ao

rae [IIT— npouent nornomenus paaukanioB DPPH: ucnbiTyeMbiM u3BiedeHuem; Ao — ONTHYECKAs
I0THOCTH pacTBopa DPPH; A — onTudeckasi INIOTHOCTH CUCTEMBI ITOCIIE TOOABIECHUS UCITBITYEMOTO
W3BJICUYCHMUS.

[l =

2. Oyenxa codepaicanust (heHOIbHBIX AHMUOKCUOAHMNOB

['oToBAT HCTIBITYEMBIN pacTBOpP ciieayromumM oopa3zom: K 0,2 MJI paCTUTEIILHOTO U3BICYCHUS
nobasistot 0,2 mn peaktuBa @onuHa-Yokanerey u 3ateM 3,6 ma pactBopa 106 r/n nampusa kapoo-
Hama P n noBomsT 1o 25 M1 BoJ10# ouuIieHHOH. ONITHYECKYIO TUIOTHOCTh CHCTEMbI H3MEPSIFOT TIPH
760 um yepe3 30 MUH TOCTIE TIEPEMEIIUBAHMUS.

Komnencayuonnwiti pacmeop. K 0,2 Ma skcTpareHTa, Ha KOTOpOM IPUTOTOBJIEHO U3BJEYe-
Hue, nobasistoT 0,2 mi pactBopa @onuna—Yokanerey, 3,6 mi pactBopa 106 r/n nampus kapoonama
P v noBonaT 10 25 M1 BOOI OUHIIEHHOM.

Pacuer koHIIEHTpaluu cyMMBbI ()eHOJIbHBIX aHTHOKCUJAHTOB B MKI/MJI B TIOJTy4Y€HHBIX H3BJIE-

YCHHSIX B TIEPECUYETE Ha TAJUIOBYIO KUCIIOTY BEIYT 1O (opMyIie:
A %500

850

rac X — KOHLCHTpAus CyYMMBbI q)eHOJ'II)HBIX AHTHOKCHUJIAaHTOB B MKF/MJ’I; A — omTnyeckas MiaoT-

HOCTB cucTeMbl; 850 — yienbHBII MMoKa3aTeNb MOTJIOMIEHUS MPOAYKTa B3aMMOICHCTBHSI TaJUIOBOU
KHUCJIOTHI ¢ peakTuBOM Donnna—Yokanbrey.

Kaxnomy cTyaeHTy npeajaraercsi IpoaHaJIu3UupoBaTh OJHO U3BJICUEHHE B JBYX TOBTOpE-
HUAX 110 OI[HOI\/’I METOAUKCE. 3armcaTL HOJ'IyLICHHI)IC 3KCH€pI/IMeHTaJ'[I>HBI€ JTAHHBIC N paCC‘-II/ITaTB
COOTBETCTBYIOIIME MOKa3aTenu. HeoOxoaumo caenarh 3akitoueHHe 00 YpOBHE aHTHOKCHIAHT-
HBIX CBOI71CTB paCTI/ITeJ'II)HOFO HNU3BJICUCHUSA I/I/I/IJ'II/I 0 coz[epn(aHI/m B HCM CYMMI)I q)eHOJ'ILHBIX AHTHU-
OKCHJIAaHTOB.

3aKJ/IoueHune:;

[TpoBepka mpaBUIBLHOCTH PACYETOB MPOBOIUTCS, UCXOS U3 (DaKTUUECKUX JAHHBIX, TTOTyYCH-
HBIX CTYJICHTOM IIPH BBITIOJIHEHUH JTA00OPaTOPHOU pabOTHI.

Ilepeyennb auTEpaTYpHI:

1. Jlexyuonnoiii 1 TEOPETUIECKUN MaTEPHAIIBI.

2. 06 ymeepoicoenuu [IpaBun Hagnexaiei 1ab0paTopHOH MpakTHKK EBpazniickoro 5JKOHOMUYECKOTO
coro3a B cepe oOpalileHUs JIeKapCTBEHHBIX cpeicTB : perienne Copera EBpasuiickoii 3JKOHOMHUYECKOH KO-
muccun oT 03.11.2016 r. Ne 81.

3. 06 ymeepacoenuu PykoBOICTBA 10 JOKIMHUYECKUM UCCIIEIOBAHUSIM OE30MACHOCTH B IIEISX MPO-
BEJICHUS KIMHUYECKUX MCCIEJOBAaHUM M pPErucTpalvu JEKapCTBEHHBIX INpenaparoB: perieHue Kosuieruun
EBpaswmiickoit sxoHOMIUYecKoi komuccuu oT 22.11.2019 1. Ne 202.
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https://etest.bsmu.by/mod/resource/view.php?id=206843

Sauarua Ne 11

COBPEMEHHBIE INIOAXO/1bl K ITIPOBEJAEHWIO KJIMHUYECKHAX UCIIBITAHUI
(UCCJIEJOBAHNN) U OHEHKE OKBUBAJIEHTHOCTH
JIEKAPCTBEHHBIX IIPEITAPATOB

eab 3aHATHA.

— O3BHAKOMUTDB CTYJACHTOB C opraHmauHeﬁ 1 MMPOBCACHUEM KIIMHUYCCKUX HCOBITAaHUHU (I/ICHBI-
TaHHI ) JIEKAPCTBEHHBIX MPEIApaTOB, UX JTOKYMEHTAIBHBIM COITPOBOKICHUEM;

— copMUpPOBaTh y CTYICHTOB HABHIKOB CPAaBHEHUsS MapaMeTpoB (papMaKOKMHETUYECKOU
KPHUBOM HCCIIEAYyeMOro U peepeHTHOTO JIEKapCTBEHHBIX MPENapaToB,;

— O3BHAKOMUTH CTYACHTOB C OCHOBHBIMH BHUJAAMU 3KBHUBAJICHTHOCTH BOCIPOU3BCIACHHBIX JIC-
KapCTBEHHBIX IIPENapaToB, METOI0JIOTHEH €€ Ope/ICTICHUSI.

TpeGoBanus K HCXOAHOMY YPOBHIO 3HAHUI: TIOBTOPUTH OCHOBHBIE OHSTUSI KIIMHUYECKUX
UCCIIEeIOBaHMH (MCIIBITAHUH ), SKBUBAJIEHTHOCTH JIEKAPCTBEHHBIX MPENapaToB U (papmakoHaa30pa.

KouTpoJibHbIe BOIPOCHI 10 TeMe 3aHATHSA:

1. Obmas xapakTepuCcTUKa KIMHUYECKUX UCCIIETOBaHHUH (MCIIBITAHU).

2. IIpaBa cyOBEKTOB KIIMHHYECKOTO UCCIICAOBAHUS (MCIIBITAHHS)).

3. OcHoBHbIe nTotoxkeHus [IpaBun HauIexkamel kinHndeckoi nmpaktuku EADC.

4. TpeOoBaHMs, IPEABSIBISEMBIC K UCIIBITYEMbBIM TIPU TIPOBEIACHUH KIIMHUYSCKUX UCCIIECI0BA-
HUW (MCTIBITAHUH ).

5. JlokyMeHTalusi KITMHUYECKUX UCCIIEI0BaHUMN (MCTIBITAaHUM).

6. ®a3bl KIMHUYECKUX UCCIIEIOBAHUI (UCIIBITAHUIN ) JIEKAPCTBEHHBIX MPENapaToB.

7. ®apmMakoHaI30p: MOHATHE, OCHOBHBIE MOJI0KeHUs. KOHTpOIIb 32 HeXKeNnaTeIbHBIMH PeaK-
IUSAMHU. YTIOTHOMOYEHHOE JIUIIO MO (apMaKOHaI30py: KBaU(UKAIIMOHHBIE TPEOOBAHUS K 3aHSATHIO
JOJDKHOCTH, (PYHKITUH.

8. DKBUBAJICHTHOCTb JIEKAPCTBEHHBIX MPENapaToOB, TUIIH KBUBAJICHTHOCTH.

9. buomocTymHOCTh. METOIOIOTHYECKUE TIOIXOBI K OIICHKE SKBUBAJICHTHOCTH BOCITPOU3BE-
JICHHBIX JIEKAPCTBEHHBIX MPENapaToB.

10. PermameHT 1 mpoBeJIeHNE UCCIIEIOBAHII OMOAPKBUBAJICHTHOCTH HA JIIOJISX.

3AJTAHUSA JJI1 CAMOCTOSATEJBHOM PABOTHI CTYJIEHTA

3aganue Ne 1. 3anoaHuTe TadauIy no ¢Gazam KIMHUYECKUX UCCIIeI0BAHUI (MCTILITAHUIA).

KoanuecTBO XapaKTepI/ICTHKa BH}II)I BKCHepI/IMeHTaJIBHaﬂ

®aza .
A00pOBOJIbLIEB J00pOBOJIbLIEB HCCJIEIOBAHMM nporpamMmma
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3ananue Ne 2. YkakuTe JMua, 3aJeicTBOBaHHBIX B npoBeaennu KU, u ux GpyHkouu.

JIumo

DyHKUNHU

3aganue Ne 3. JlaiiTe CpaBHUTEJILHYIO XapPaAKTEPUCTUKY CIOCOO0B OLIEHKH OMOIKBHBA-

JCHTHOCTH.

Croco0 HuccJie10BaHuA

HcnbiTyembie
. Perucrpupyemsie
CyTb HccnegoBanui JIeKapCTBeHHbIEe
napamMeTpsl
npenaparsl

3ananue Ne 4. IIpoBenuTe cpaBHUTEIbHbIN AHAJIU3 MHCTPYKIMH MO MeIULMHCKOMY
NPUMEHEHHI0 (JINCTKA-BKJIAAbIIIA) U 00111eil XapaKTePHUCTHKH JIEKAPCTBEHHOI'0 Npenapara.

IHapamerp

HNHcTpyknus Mo MeIMIIHHCKOMY OO0mas xapakTepucTHKA
NMPUMEHEHHUI0 (JTMCTOK-BKJIAJBIII) JICKAPCTBEHHOI'0 Npenapara

s koro npenna3Ha-
YCH JOKYMCHT

HeranbHOCTH U3J10-
KeHHsI nHopMaIun

I'me maxommures
(pasmermaercs)
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3ananue Ne 5. CorsiacHo UHCTPYKIMM 0 MOpPsAAKe NMpeAcTaBJIeHuss HHPOPMAIUH O BbI-
SIBJICHHBIX HesKeJIaTeJIbHbIX PeaKIusX Ha JIeKAPCTBEHHbII Mpenapar, 3anoJHuThL GopMy u3Be-
IIEHHS O TO0A03PeBaAeMOi HeKelaTeJIbHON peaKkum.

HexenaTtenbHas peakiusi pa3BUjiach Ha JIGKApCTBEHHBIM mpemapaT «/lukiiodeHak» kpem
(mpouzBoautens: S.C. Rompharm Company S.R.L., Pymbraus; Homep cepun: 234567).

Hcnonp30Banu npu HAPYKHOM MPUMEHEHHU B TEYEHUE OHOTO Mecsla sl yCTpaHeHus Ooe-
BOTO CHHJIpOMA B IUIEYEBOW 00JIaCTH, HaTUpas JBa pasza B JeHb (¢ 12.03.2022 r. mo 14.04.2022 r.).
OnHOBpEeMEHHO HE NMpUHUMAIU Apyrue JiekapctBeHHble cpeactBa. C 04.04.2022 r. mo 25.05.2022 r.
y TIalMeHTa OTMEeYaNIach Tymasi 001 B o0sactu niedeHu. [Ipu oTMeHe npreMa cpejicTBa 00JH B TaHHOM
o0JiacTu ocabii ¥ Yepe3 HeIeNto MOJHOCThIO rcye3nu. COmyTCTBYIOIIMX 3a001€BaHH HE BBISBICHO.
JUi KynupoBaHMs PEaKkIUy JAPYrue Cpe/iCTBA HE MPUMEHSUTUCH. [IOBTOPHO CpeACTBO HE NMPUMEHSUIN.
Coobmenue neppuunoe 01.05.2022 r. [TarueHT OCyIIeCTBISIT caMoJICYEeHHE.

N3Bemenne o HexkeslaTeIbHON peaKIMU HA JIEKAPCTBEHHbIN Npenapar

MeauIuHCKUN WK (hapMalleBTUIeCKH PaOOTHHUK, CO00-
IAIOUIUI O HEXENAaTEIbHOU PEeaKIINu:

DaMuTns, COOCTBEHHOE HMsI, OTIECTBO (€CIIH TaKOBOE
MeeTCs):

Temnedon:

JIOIDKHOCTB CITY’KaIllero ¥ MecTo paboThI:

MecTo HaXOXKICHHS OpTaHU3aIINH:

Wudopmanus o manueHre
1408050005115 8
HoMmep MeauLMHCKOM KapThl

I[Tox: oM
Bospacr: Bec (kr):
Hapymenne GyHKIUY NeUeHH:

o X

[TpuMeHeHue JeKapCTBEHHOTO Tpenapara;
O CTalMOHapHOE
O aMOynaTopHoe
O caMoJIe4eHHe
CooOmieHne: 0 IepBUIHOE
O IOTIOJTHUTENbHAs HH(OpMAIHS K U3BeLIe-
HUIO OT

(maTa mepBUYHOTO M3BEIICHMS )

O Ja O HeT O HeU3BECTHO

Hapymienue GyHKIUM MOYEK:

O Ja O HET O HEU3BECTHO

Aneprusi B anaMHe3e (yKazaTh Ha 9TO):

[1OJIO3PEBAEMbBIN JIEKAPCTBEHHbBIN [TPEIIAPAT

MexayHapoJIHOE Hela-
TEHTOBAHHOE Ha3BAHHE

Toprosoe
Ha3BaHHE

[IpousBoautens Howmep cepun
[lokazanue k npumeHennto| I1yTes BBe- | PasoBas |KpatHocts BBe-| [lata Havasa
JlaTa okOHUaHUS Tepanuu
(mmarno3) JEHUS o3a JIEHUS Tepanuu
/1 /1

JAPYT'ME OJHOBPEMEHHO ITPUHUMAEMBIE JIEKAPCTBEHHBIE ITPEITAPATDBI
(ykazatp «HET», eciin Apyrux jJekapCcTBEHHBIX MMPENApaTOB NAIMIEHT He MPUHUMAN)

IToxazanue
MexnyHapoHOE HEMMATEHTOBAaHHOE
x npu- |Ilyte BBe- |PazoBas| Kpar- | [lara Hauana | /lata okOHuUaHUs Te-
Ha3BaHUEC WJIU TOPrOBOC HA3BAHUEC JIC-
MCHCHUIO JCHUS J03a HOCTb Tepanmu pannu
KapCTBEHHOTI'O IperiapaTa
(nmraruo3s)
[/ [/
[/ [/
[/ !/
[/ !/
OrnurcaHye Moa03peBaeMoi HeXKeNaTeIbHOU PeaKLuu: J/laTa Hauana HeXenaTeaIbLHOU pe-
AKIUHN: /]
JlaTa oKOHYaHUS HEXKETATeIbHON
peakiuu:  /  /
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PesynbTar npekpaienus nprueMa nogo3peBae-
MOTO JIEKAPCTBEHHOTO IIpernapara:

O SIBHOE YJIy4IlI€HHUE O HEU3BECTHO

O HeT yIy4lIeHUs O HEIPUMEHNMO
O HE OTMEHSIOCh

ConyTcTByOIIME 3a00ICBaHUsI, HHBIC COCTOSIHUS WA
(hakTOpHI pHCKa:

O1eHKa MPUIUHHO-CIICACTBCHHON CBS3H:
0O IOCTOBEpHAs

O BeposITHAS

O BO3MOYKHAs

O COMHHTEIbHAS

O yCJIOBHAsI

O He mojyIexKanas Kiaccupukanuu

Hcxon:

O BEI3JOPOBIIEHHE Oe3 TIOCIeICTBUI

O yIyYIICHUE COCTOSIHUS

O BBI3JJOPOBIIEHHE C TIOCTIEICTBUSAMH (YKa3aTh)

0O cocTosiHUE 0e3 U3MEHEeHHMI (e1lle HEe BBI3IOPOBEN)

00 CMEpTh BO3MOXKHO CBSI3aHA C HEXKENATEIbHON peakiuei
O CMEpTh He CBsI3aHa C HeXKeJIaTeIbHOM peakiyei

O UCXOJ HE U3BECTCH

[IpeanpuHATEIE MEPBIL:

O 6e3 JeyeHus

O OTMEHa II0J03PEBaeMOro mpernapara

O CHHYKEHUE 03I II0I03PEBAEMOT0 JIEKAPCTBEH-
HOTO IIpernapara

O OTMEHA COITyTCTBYIOIIETO JICUEHUS

O NpUMEHEHHE METUKaMEHTO3HOH Tepanuu

O HeMeIMKaMeHTO3Has Tepanus (B TOM Yucie XH-
PYPrUuecKoe BMEIATEIbCTBO)

O Opyroe, yKa3aTh

JIexapcTBEHHBIE NpenapaTsl, IPUMEHIEMBIE ISl KYyTIHPO-
BaHUS HEXXeTATeITbHOU peaknuy (eciu moTpedoBaiach)

Kpurepuii oTHECEHUS K CEPhE3HBIM HEXKEIaTeIIh-
HBIM PEaKITUSIM (OTMETUTh, €CJIH 3TO MOJAXOINT):
O cMepTh

O yrpo3a ®KU3HU

0O TOCTIMTATTU3AINS WITH €€ TPOJITICHNE

O BPOXKICHHBIE aHOMAaJIUHI

O WHBAJIHTHOCTH/HETPYIOCIIOCOOHOCTh

O HE0O0XOAUMOCTh MEIUIIMHCKOIO BMEIIATEILCTBA)
71T TIPETOTBPAILIEHHUS BRIIETIEPEINCICHHBIX CO-
CTOSTHUH

0 HENPUMEHUMO

OTMeueHO JIM TOBTOPEHHE HEXKENaTeTbHON peakIuy Mo-
CcJle TIOBTOPHOI'0 Ha3HAUEHUs JIEKAPCTBEHHOT'O IIperia-
para:

O BO30OHOBJIEHUE HEXXENATENbHON peaKuu

O OTCYTCTBHE HEXXeaTeIbHON PeaKInu

O NOBTOPHO HE Ha3HAYAJIOCh

O OTCYTCTBHE HEKEJIATeJIbHOM Peakiyu NpH CHIDKEHUN
1103bI

O HEU3BECTHO

O MCHHHHHCKOﬁ IMPAKTUKE

0O KIIMHUYCCKHUX HUCIIBITAHUAX (HOMep MIPOTOKOJIa KIIMHUYCCKOI'O I/ICHLITaHI/ISI)

[lono3peBaeMblii IEKapCTBEHHBIN ITpenapaT IPUMEHSIETCS B!

BaxxHast JonOTHUTENEHAS UHPOPMAIHS

PKETaTeNTbHOM peaKiuel (PUBECTH AaThl):

I[aHHBIC KIIMHHUYCCKHUX, J'Ia60paT0pHLIX, PECHTICHOJOTHUICCKUX I/ICCJ'ICI[OBaHI/Iﬁ " ayTOIICUH, BKJIFOYas Opeac-
VICHUC KOHIICHTPAIIUH JICKAPCTBCHHBIX CPCICTB B KPOBU (TKaHSIX), €CJIM TaKOBBIC UMCIOTCA U CBsA3aHBI C HC-

AHaMHECTUYECKHUE JaHHBIC:

TToio3peBaeMble JIEKapCTBEHHbIE B3aUMOIEUCTBUA
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J171st BpOXKACHHBIX aHOMAJIHI yKa3aTh BCE PYTHE JICKAPCTBEHHBIE MPENapaThl, IPUHUMAEeMBIE BO BpeMst Oc-
[PEMEHHOCTH, a TaKKe JaTy MMOCIeqHe MEHCTPYyallnu:

HpI/IJ'Ial"aIOTCﬂ AONOJIHUTCIIbHBIC CTPpAaHUIbI, €CJIU 3TO HCO6XOI[I/IMO.

20 T.

(moamuch)

AJITOPUTM BBHINOJTHEHHS J1a00PATOPHOIi paboThI
«O0padoTka pe3y1bTaTOB 0MOIKBUBAJICHTHBIX MCCICI0BAHUIN»

L]env: copMupoOBaTH y CTYACHTOB HAaBBIK CPABHEHUS MapamMeTpoB (apMaKOKHHETHICCKON
KPUBOW HCCIIEyeMOro U pe)epeHTHOTO JICKApCTBEHHBIX MPEMapaToB MPH MPOBEICHUH HCCIICI0BA-
HUH OMO’KBUBAJICHTHOCTH W O(QOPMIICHUS M3BEIICHUS O IMOJ03PEeBAEMOI HEKEIATSILHOU PEeaKIINH
Ha JICKapCTBEHHBIH Mpernapar.

OcHOBHBIC CBEICHHMSI JIJISl BBIMOJTHCHUS TAOOPATOPHOHN pabOTHI CTYJACHTaMH MIPE/ICTABICHBI B
WHCcTpyKIMM 0 MOpsIIKe MpeIcTaBIeHUs] HH(QOPMAIIMH O BBISBICHHBIX HEXKEJIATSIILHBIX PEaKIMsIX Ha
JICKapCTBCHHBIE TIPEapaThl.

Xoo pabomul:

1. TlpoBenu CpaBHUTEIBHOE HCCIICIOBAHUE OMOIKBHBAIICHTHOCTH HMCCIIEIYEMOTrO JIeKap-
CTBEHHOTO Tpernapara A ¥ peepeHTHOro JeKapCTBEHHOTO npenapara b. B uccnenyemoit u pede-
peHTHOM rpymnmnax 6suto o 10 106poBoIIBLIEB.

[Tocne pacyeToB MONYYUITH CIIEAYIONIUE Pe3yIbTaThl s JIeKapCTBEHHOTO Mpemnapara A (uc-
cnenyemas rpynna): Cmax (B Mkr/mit: 15,6; 16,7; 15,9; 16,3; 16,4; 15,3; 15,5; 15,6; 16,7; 16,0); tmax
(Bu: 1,22; 1,25; 1,33; 1,35; 1,28; 1,36; 1,28; 1,34; 1,22; 1,34); AUC: (B mxrxu/min: 70,1; 72,3; 75.5;
73,4;76,6; 73,2; 76,5; 74,5; 73,4; 73,2), AUC (B mxrxu/mit: 71,1; 73,3; 76,5; 75,2; 73,1, 73,2; 76,3;
72,5; 73,4, 74,2).

s nekapcrBenHoro npenapara b (pedepentnas rpymnmna) — Cmax (B Mkr/™mi: 16,5; 16,4; 15,5;
16,6; 15,9; 16,0; 16,1; 16,5; 15,9; 15,8); tmax (B u: 1,26; 1,29; 1,23; 1,29; 1,34; 1,34; 1,24; 1,25; 1,19;
1,41); AUC: (B mxrxu/mu: 71,1; 73,2; 75,5; 74,3; 76,6; 72,3; 75,6; 75,4; 74,3; 72,3), AUCx
(8 mxrxu/mi: 71,1; 73,3; 75,6; 72,5; 72,9; 74,9; 75,7; 75,2; 72,9; 74,1).

2. Paccuurath 3HaueHue kKputepus CThIOJICHTA M CPABHUTH €T0 C KPUTUICCKUM 3HAUCHUEM,
npuBeneHHbIM B Tabnume 8.2.-1 ['ocynapcrBenHolt dpapmakornen Pecrybnmku benapycs, 1. 1. Ha oc-
HOBaHUH JaHHOTO CPABHEHHUS CIIEaTh 3aKII0YEHHE O OMOIKBUBAICHTHOCTH HCCIEAyeMOro u pede-
PEHTHOTO JICKaPCTBEHHBIX MPEIapaToB.
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3akjaueHue:

AJITOPUTM BBINOJIHEHHUS JIA00PATOPHOIH padoThI
«HcnbiTaHue HA NOMIMHHOCTD (MaeHTHGHKAIMS) HOYTpodeHa MeToa0M
TOHKOCJIOMHOM XpomaTorpagumn»

Lenv: chopMupoBaTh y CTYJCHTOB HaBBIK MPOBEJIEHHS KaYECTBEHHOI'O aHaJIM3a METOJIOM
TOHKOCIIOHON Xpomarorpadpuu.

Xoo pabompi:

BeinonHuTh KauecTBeHHbIN aHanu3 Kancyin (Tabnerok) Uoynpoden 400 Mr o npusenéHHON
HIDKE MeToauKe B cooTBeTcTBHU ¢ I'D PH 2.2.27.

Hcnvimyemulii pacmeop.

B mepHoii ko0e 06bEMoM 25,0 M1 k 07iHOM pacTépToil TabaeTke (conepkumMomMy 1 Karncysisl)
no6asistot 20,0 mi memanona P v 06pabaTeIBalOT HA YIBTPAa3BYKOBOM OaHe B TeUeHUE 5 MUH. 3aTeM
JIOBOJIAT PAacTBOP A0 MeTKU memaroaom P (16 mr/mi). HaHocaT 5 MK npoUIbTPOBAHHOTO HCIIbI-
TYEMOI'O pacTBOpa B Ka4e€CTBE CTApPTOBOIO IATHA a.

OmanoxHvll pacmeop.

PactBopsitor mpubnusutensHo 160,0 Mr cranpaptHoro obpasua uOynpodeHa, TouHas
HaBecka, B memarone P u pazbdasmstor 1o 10,0 M tem ke pactBoputenem (16 mr/mi). Hanocst
5 MKJI 3TaJIOHHOTO PAacTBOpPa B KAYECTBE CTAPTOBOIO TsiTHA D.

Oyenka.

[IsTHO Ham CTApTOBOM TOYKOW A MO MOJIOKEHUIO, pa3Mepy U MHTEHCUBHOCTH JOJIKHO COOT-
BETCTBOBAThH MATHY HaJ CTAPTOBOM TOUKOI b.

VYcnoBus xpomaTtorpadupoBaHus IPUBEIEHBI B TAOIUIIE.

MeTton TCX
Henmonsmxuas daza: Cunuxkarens 60 Fasy
Cucrema pacTBOpHUTENEN! Kucnoma yxcycnas neosanasn Plamunrayemam Pleexcan
P (5:24:71)
Jlnuna npobera 10 cm
Cymika: IIpu kOMHATHON TeMIiepaType
Jerexmus: Y®-uznydeHue ¢ JITHHON BOJTHBI 254 HM

JlenaroT BBIBOJ O COOTBETCTBUH JIEKAPCTBEHHOTO Npenapara HOpMaTUBHOW JOKYMEHTAlUu C
3apHUCOBKOM XpOMAaTOIPaMMBI.
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Ilepeyennb nuTepaTyphl:

1. JlexyuonHwiii ¥ TEOPETHUECKUN MaTepHall.

2. I'ocyoapcmeennas hapmaxornes Pecnyonuku benapyce (I'® Pb I1): B 2-x T. / M-Bo 37paBooxpaHe-
Hus Pecrryonmku benapycs, Y11 «lleHTp skcnepTH3 ¥ HCIIBITAHUH B 3APaBOOXPAaHEHUNY ; IO 001, pen. A. A.
[IepsikoBa. Monogeuno : tum. «Ilodema», 2012. T. 1 : O0mue METOIBI KOHTPOIISI Ka4eCcTBa JIEKAPCTBEHHBIX
cpencta. C. 1092-1129.

3. 06 ymeeporcoenuu [paBr Hagmexamiel KIIMHAYECKO! MpakTHKK EBpa3niickoro SKOHOMUYECKOTO CO-
103a : pemeHre Cosera EBpasuiickoil skonHomuueckoi komuccuu ot 03.11.2016 r. Ne 79.

4. O6 ymeepacoenuu [paBui mpoBeIeHUs KCCIIE0BaHIH OMOIKBUBAIIEHTHOCTH JIGKAPCTBEHHBIX IPeE-
mapaToB B pamKkax EBpa3zuiickoro skoHOMH4ecKoro corosa : pemenue Cosera EBpasuiickoil s3KoHOMHYECKON
komuccum oT 03.11.2016 1. Ne 85 (¢ u3M. | 1011.).

5. 06 ymeepoicoenuu 1lpaBun Hammexamien npaktuku dapmakoHaazopa EBpasuiickoro skoHOMU4e-
ckoro coro3za : pemenue Coera EBpaswmiickoil skoHOMuueckoil komuccuu oT 03.11.2016 1. Ne 87
(c u3M. u j1o1.)

6. 06 ymeepoicoenuu THCTpYKIIMK O TOPSAKE MPEACTaBICHUS HHPOPMAIK O BBISIBICHHBIX HEXXeJIa-
TEJNBHBIX PEAKIUIX Ha JIEKAPCTBEHHBIC CPEJICTBA : TOCTAHOBIEHEe MHUHUCTEPCTBA 3/[paBooXpaneHus Pecy0-
nuku benapycb ot 17.04.2015 r. Ne 48 (c u3m. u gom.)

BausaTusa Ne 12

PA3PABOTKA ®APMAKOIIEMHBIX CTATEN
N HOPMATHUBHbBIX JOKYMEHTOB 110 KAYECTBY

Heab 3aHATHS: 03HAKOMUTH CTYJCHTOB C MOPSJIKOM Pa3pabOTKH U yTBEpKIeHUs (hapmMako-
MEHHBIX CTaTel 1 HOPMATUBHBIX JOKYMEHTOB 110 KaueCTBY; MPHUHIIUIIAMU TapMOHHU3AIUHU (hapMaKo-
eu.

TpeGoBannss K MCXOQHOMY YPOBHIO 3HAHMIi: NOBTOPUTH CTPYKTYypy ['ocynapcTBeHHON
dhapmakorien Peciy6nuku bemapyche.

KoHTpoJibHBIE BONIPOCHI 110 TeMe 3aHATHS:

1. HopmaTuBHas qoKyMeHTaIUs [0 KOHTPOJIIO KauyecTBa JIEKapCTBEHHBIX cpelcTB B Pecry0-
nuke bemapyce.

2. Crpykrypa 'ocynapcrBennoit papmakonen Pecriyonuku benapycs (I'®@ PB) Broporo us-
nanus. YactHble apMakonelHble cTaThl Ha (apMaleBTUYecKHe CyOCTaHIMM, BCIIOMOTATeNIbHbIE
BELIECTBA, JIEKAPCTBEHHOE PACTUTENIbHOE ChIPbe U peakTHBBL. O01IMe papMaKkonelHble CTaThy.

3. l'apmonmsanumsa ['ocynapctBennoil ¢gapmaxornen PecriyOnuku benapycs ¢ EBpomneiickoit
(dhapmakorieeii. Konuenmusi rapMOHH3allid HAITMOHAIBHBIX (hapmakonell B pamkax EBpaswuiickoro
skoHomHuueckoro cor3a (EADC). @apmakones EADC. OcHoBHble papmakornen Mupa.

4. CtpykTypa 1 opopMIeHHEe HOPMATUBHOTO JJOKYMEHTA 110 Ka4eCTBY.
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https://etest.bsmu.by/pluginfile.php/310821/mod_resource/content/1/%D0%9B7%20%D0%A1%D0%A2%D0%9B%D0%A1%20%2829.11.2021%29.pdf
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https://etest.bsmu.by/mod/resource/view.php?id=168422
https://etest.bsmu.by/pluginfile.php/275081/mod_resource/content/1/%D0%A0%D0%B5%D1%88%D0%B5%D0%BD%D0%B8%D0%B5%20%D0%A1%D0%BE%D0%B2%D0%B5%D1%82%D0%B0%20%D0%95%D0%AD%D0%9A%20%D0%BE%D1%82%202016%20%E2%84%96%2085%20%D0%B8%D1%81%D1%81%D0%BB%D0%B5%D0%B4%D0%BE%D0%B2%D0%B0%D0%BD%D0%B8%D1%8F%20%D0%B1%D0%B8%D0%BE%D1%8D%D0%BA%D0%B2%D0%B8%D0%B2%D0%B0%D0%BB%D0%B5%D0%BD%D1%82%D0%BD%D0%BE%D1%81%D1%82%D0%B8%20%28%D0%B2%20%D1%80%D0%B5%D0%B4.%202020%29.pdf
https://etest.bsmu.by/pluginfile.php/248238/mod_resource/content/1/%D0%A0%D0%B5%D1%88%20%D0%A1%D0%BE%D0%B2%D0%B5%D1%82%D0%B0%20%D0%95%D0%AD%D0%9A%20%D0%BE%D1%82%202016%20%E2%84%96%2087%20GVP%20%D0%95%D0%90%D0%AD%D0%A1.pdf
https://etest.bsmu.by/mod/resource/view.php?id=220639
https://etest.bsmu.by/mod/resource/view.php?id=220639

5. YHuBepcanbHble HCIBITaHUS (KpUTEpUH) Ha (apMaleBTUUECKHE CYOCTaHIIMU W JIeKap-
CTBEHHBIC TIpETIapaThl.

6. Cnenuduunbie UCHbITaHuS (KpUTepHUH) I (dapMaleBTUUECKUX CYOCTaHIIUN W JIeKap-
CTBEHHBIX MPENapaToB.

3AJTAHUA JJIS1 CAMOCTOATEJBHOM PABOTHI CTYJIEHTA

3ananue Ne 1. /laiiTe KpaTKyl0 XapaKTePpUCTHKY OCHOBHBLIM pa3jiejiaM HOPMATHBHOI'O
AOKYMEHTA 10 KAa4eCTBY

3ananue Ne 2. CorsiacHo PykoBoCTBY 110 COCTaBJIEHUI0O HOPMATHBHOI'O IOKYMEHTA M0 Ka-
YeCTBY JIEKAPCTBEHHOI0 NMpenaparTa NpuBeCTH MepevYeHb YHUBEPCAIbHBIX U clieH(PUYECKUX UC-
NbITAHUIA (KpuTepueB) LiIsi (apMaleBTHYECKHX CYOCTAHIMI M JIEKAPCTBEHHBIX IpPenaparoB
(TadneTkn, Ta0JIeTKHU, MOKPbIThHIE 000JI0UKOM, U KAICYJIbI; *KIUAKHE JIEKAPCTBEHHbIE (POPMbI IS
npreMa BHYTPb; JIeKapCTBeHHbIE MpenapaThl 15 NapeHTePaJIbHOr0 MPUMeHEHH).

O0BexT Ilepeyenb ucnbiTaHUIl (KpUTEPHEB)

YHI/IBepcaJ'lI)HbIe HCNBbITAHUSA

dapmaneBTUUYECKUE
cyOcTaHIIUU

JlexapcTBeHHBIE
TIpernapaThl

Crnenupuyeckue HCIBITAHUA (KPUTEPHH)

dapmaneBTHYECKHE CYO-
CTaHIIUU

Tabnerku, TabIETKH, T10-
KPBITBIE 000JIOUKOMH, 1
KarcyJibl

Kunkue nekapcTBEHHbIE
(hopMBI TSt IpHeMa

BHYTpb

JlexapcTBEHHBIE Ipema-
pathl Ui apeHTepalb-
HOTO IIPUMEHEHUS
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AJITOPUTM BBINIOJTHEHHS J1A00PATOPHOH PadoThI
«KoHTpo/1b KauecTBa HACTOEK MO Moka3aTeasaM «Cyxoil octaTok», « Takébie MeTaLIbD»

L]ensv: chopMupoBaTh y CTYIEHTOB HaBBIK NMPOBEAEHHUS (hapMaKOIEHHOIro aHaau3a JeKap-
cTBeHHOU (hopMmbl «HacToiikay.

Xoo pabompwi:

BBINOTHUTE MCHIBITaHUS IPEAJIOKEHHBIX HACTOCK IO MPUBEAEHHBIM HI)KE METOAMKAM B CO-
otBercTBUU ¢ ®apmakoneeir EADC 2.5.1.16.

Cyxoii ocTaTok

5,0 MJI HACTOWMKH TOMEIIAIOT B MIPEABAPUTENLHO BRICYIIEHHYIO Tpu Temneparype 100-105°C
JI0 TIOCTOSIHHOM Macchl (paphopoByI0 HaIKY JTUAMETPOM 5 CM MM OIOKC, B3BEILIEHHBIE C TOYHOCTHIO
no 0,001 r, BemapuBaroT B cymwibHO mKady mpu Temmeparype 100-105°C, oxnaxpgaroT B
IKCHKaTope (Haa OE3BOIHBIM cunuxazenrem P, kanvyus xnopuoom 6e3600ubim P wnm apyrum
MOAXOISAIINM OCyIIUTeNeM) B TeueHue 30 MUH U B3BEIIMBAIOT. Pe3ynbTar BhIpaxaloT B Macco-
00bEMHBIX TIporieHTax. ComeprkaHue Cyxoro ocraTka JOKHO COOTBETCTBOBAThH IpeeaM, yKa3aH-
HBIM B YaCTHOH (papMaKoneiHO! CTaThe HIIM HOPMAaTHBHOM JIOKYMEHTE O KaueCTBY.

Iloka3aTen Ka4yecTBA HACTOEK

HaumenoBanue Cyxoii octarok coriiacuo HJI

Tsxénble MeTaIbI

10 M1 HacTOVMKM BhITIapUBatOT B ¢haphopoBOi Hallike J0oCcyXa Ha BOJISHON OaHe, MpUOaBIISIOT
1 M1 kucnomsi ceprou Konyenmpupoanrou P, OCTOPOKHO CKUTAIOT U MPOKATUBAIOT IIPU TEMIIEPA-
Type 600°C. K nonyyeHHOMY OCTaTKy NPUOABIISAIOT PU HarpeBaHUu S5 Ml pacTBopa 615 r/n ammonus
ayemama P, puibTpyroT yepe3 0€3301bHbIN GHIBTP, TPOMBIBAIOT 5 MIT 80001 P 1 TOBOJAT (QUIBTpAT
goootl P 1o o6béma 100 mi; 12 MJ1 MOJIyd€HHOTO pacTBOpPA JOJKHBI BBLAEP)KUBATH MCIIBITAHUS Ha
Tsokénbie MeTaisbl (ODPC 2.1.4.8 Taowcénvie memannvl, memoo A, ¢ UCNONBL308AHUEM PACMBOPA
nampusa cymuoa P u cmandapmuozo pacmeopa ceunya uoros (1 ppm Pb*) P). Jlomyctumoe
colepIKaHue THKENBIX METAILIOB He TOIDKHO mpeBbimats 10 ppm (Ph??) npu otcyrerBum apyrux yka-
3anuii B HOC.

Metox A

Hcnvimyemulii pacmeéop. 12 M1 yKa3aHHOTO B YaCTHOU (hapMaKONeWHO CTaThe pacTBOpPa MC-
IBITYeMOro oopasia.

Pacmeop cpaenenus. Cmech 10 M1 cmandapmuozo pacmsopa ceunya uoros (1 ppm Pb?*) P
WIH CIaHOapmHo20 pacmeopa ceunya uonoé (2 ppm Pb?*) P, ykazaHHOTO B acTHOM (hapMakomneii-
HOM cTaThe, M 2 MJT YKa3aHHOTO B YaCTHOM (papMaKkomeitHOM cTaThe pacTBOPa UCIIBITYeMOro oOpasia.

Konmponvnwiii pacmsop. Cmech 10 M1 600wt P 1 2 mut ykazaaHoro B YDC pacTBopa HCTIBITY-
emMoro obpasiia.

K kaxmomy pacTBOpy HpHOABIAIOT 1O 2 M 6ygeprnoco pacmeopa ¢ PH 3,5 P,
nepeMenInmBaroT, 1ooasistor 1,2 M muoayemamuda peakmusa P m ToTdac nepemenmuBaroT. Pac-
TBOPBI IPOCMATPUBAIOT Yepe3 2 MUH.

Pe3ynbTarhl UCHBITAHUS CUUTAIOT JOCTOBEPHBIMHU, €CIIM PACTBOP CPABHEHHSI HMEET CBETJIIO-
KOPUYHEBYIO OKPACKy MO CPAaBHEHHIO C KOHTPOJIBHBIM PACTBOPOM.
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HcnbiTyemMblii  00paszelr] BBbIIEPKUBACT HCIBITAHUE, €CIM WHTEHCUBHOCTh KOPUYHEBOMH
OKpACKH HCIIBITYEMOTO PAaCTBOPA HE MPEBBIIIAET HHTEHCUBHOCTh OKPACKH PACTBOpPA CPABHEHHSI.

Ecnu onHo3HauHast olieHKa pe3ysibTaTa BI3bIBACT 3aTPYAHEHUE, PACTBOPHI (PUIBTPYIOT Uepes
MOJXOASIINI MeMOpaHHbIH GuiIbTp ¢ pazmepoM nop 0,45 mxm. [[ns obecnieueHus: MEUIEHHOTO U
paBHOMEPHOTO (PUIBTPOBAHUS JaBJICHHE HA MOPIIEHb IIMPHIA JOJDKHO OBITh YMEPEHHBIM U ITOCTO-
saHHbIM. CpaBHUBAIOT MATHA HAa (QUIBTPAX, MOJyYEHHBIE TPH (PUIBTPOBAHUN PAa3HBIX PACTBOPOB.

IToka3zaTesn kayecTBA HACTOEK

HaumMeHoBaHue Tsikéablie MeTanabl corjiacio HJI

Crenatpb BBIBOJI O COOTBETCTBUHU JIEKAPCTBEHHBIX IIPETIAPAaTOB HOPMATUBHOM JTOKYMEHTALIUH.

Ilepedyens auTEpaTyphl:

1. JlexyuonHwiii N TEOPETUIECKAN MaTEPHAIIEI.

2. I'ocyoapcmeennas dhapmakones Pecrryonnku benapycs (I'® Pb I1): B 2 1. / M-Bo 3apaBooXpaHeHUs
Pecnyonuku benapych, YII «lleHTp 5KclepTH3 W UCHBITAHUA B 3APAaBOOXPAaHEHHWW» ; TMOJA OOLI. pell.
A. A. llepsaxoBa. Momoneuro : Tum. «Ilo6ema», 2012. T. 1 : O6uue MeTo 16l KOHTPOJIS Ka4eCcTBa JIGKAPCTBEH-
HBIX cpeacts. C. 17-32.

3. l'ocyoapcmeennas dhapmakones: Pecriyonuku benapycs (I'® PBIT) : B 2 1./ PYII «llenTp 3kcriepTu3
W WCIBITAaHUH B 3ApaBooXpaHeHHn» ; mox obmr. pea. C. M. Mapuenko. Mononeuno : IloGenma, 2016.
T. 2 : Kontponp kauecTBa cyOcTaHIMI 1711 (hapMaleBTUIECKOTO HUCIOIb30BaHMs M JIEKapCTBEHHOI'O PacTH-
TEJIBLHOTrO ChIpbsi. 1368 c.

4. O6 ymeepoicoenuu PykoBOACTBa MO COCTABICHUIO HOPMATHBHOTO JIOKYMEHTA 0 Ka4eCTBY JieKap-
cTBeHHOTrO npemnapara : Pemenne Komternn EBpasuiickoit sxoHoMuaeckoil komuccuu ot 07.09.2018 Ne 151.

BausaTusa Ne 13
PA3BPABOTKA U BAJIMJALIUS AHAJIMTUYECKUX METOJUK

Iean 3ansATHS.

— O03HAaKOMHUTH CTYJIEHTOB C OCHOBHBIMU IMPUHIUIIAMHU pa3pabOTKU M BaJUAALNUN METOIUK
aHaln3a;

— chopMHUpPOBATh y CTYACHTOB MPEACTABICHUS O BAJUAALMOHHBIX XapaKTEPUCTHKAX s
Pa3IMYHBIX TUIIOB MCIIBITAHUM;

— 03HAaKOMHTbH CTYJICHTOB C 0COOCHHOCTSIMH Pa3padOTKH U BaMAALMU CIIEKTPOPOTOMETPHU-
YEeCKHUX M XpOMaTorpauyeckux METOIMK aHaIU3a.

TpedoBaHusi K MCXOAHOMY YPOBHIO 3HAHUIA: TTOBTOPUTH OCHOBHI pa3pabOTKH U BaJTUAIIUN
AQHAJIMTUYECKUX METOIMK.

KoHTpoabHbIE BONPOCHI N0 TeMe 3aHATHS:

1. Ananutuyeckast METOJMKA, UCIIBITAHUE, BU/IbI HCIIBITAHUM.

2. [TpuHIMTIBI pa3pabOTKH aHATUTUIECKUX METOUK. AJITOPUTM pa3padOTKN aHATHTUIECKUX
MeToauK. OcOOEHHOCTH METOIMK aHann3a (papMaleBTUIECKUX CYOCTaHIIMIA U JICKApCTBEHHBIX Ipe-
[apaToB.
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https://etest.bsmu.by/pluginfile.php/311716/mod_resource/content/2/%D0%9B8%20%D0%A1%D0%A2%D0%9B%D0%A1%20%2806.12.2021%29.pdf
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https://etest.bsmu.by/pluginfile.php/353400/mod_resource/content/1/%D0%93%D0%A4%20%D0%A0%D0%91%20II%20%D1%82%D0%BE%D0%BC%202_compressed.pdf
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3. 3ydenne BHICBOOOXKICHHS IEHCTBYIOMIUX BEIIECTB M3 JICKAPCTBEHHON (JOPMBI HA dTame
pa3paboTKu aHATUTUYECKOW MeTOANKH. [1oa00p ycioBuii SKCTpakiuu (BBIOOP METOa U3BIICUCHUS,
PacTBOPUTEIIA U €T0 KOHIIEHTPAIK; BPEMEHU, TEMIIEPaTyphbl U KPATHOCTH IKCTPAKIIMH; COOTHOLIE-
HUs (a3; CTENEHU U3MENBUECHHOCTH U JIP.). YIJIBTPa3BYKOBAsi IKCTPAKIIHSL.

4. CBoiicTBa BeIIECTBA, BIUAIONIME HA MPOLEAYPY pa3pabOTKU aHATUTUYECKOW METOIUKH.
Br16op aHaMMTHYECKUX JUTMH BOJIH IS CIEKTPO(OTOMETPHUYECKUX ompeneneHuid. OnTuManbHbIe
YCIIOBUSL XpoMaTorpaduyeckoro pa3aesieHusl.

5. TpeboBaHusi K BaMJAlMKA AHATUTUYECKUX METOJIUK M UCIHbITaHUM. Pemenue kosuieruu
EBpaswmiickoit skonomudeckoit komuccuu ot 17.07.2018 1. Ne 113 «O6 yrBepxkaeHun PykoBoacTBa
10 BAIMIALIMK AHAJTTUTUHYECKUX METOIUK MTPOBEACHUS UCTIBITAHUN JIEKaPCTBEHHBIX CPeACTBY. Tpedo-
Banus ['ocynapcTBeHHol (hapmakorien PeciyOnuku benapych k Bamuaanuu.

6. OcHOBHBIC BAJIMJAIIMOHHBIC XaPAKTEPUCTUKH: CIEIUPUIHOCTD, TPABHILHOCTD, MPEIIU3H-
OHHOCTb, IIpeJie 0OHapYKEHHUs, TIPeIesl KOJIMYECTBEHHOIO OIpeAeTeHHs, JIUHEHHOCTD, AUara3oH
MIPUMEHEHUSI, YCTOMUHUBOCTb.

7. BanugannoHnHble XapaKTepUCTUKU JUIS PA3IUYHBIX TUIIOB UCHBITAHUH (MASHTHU(HUKAIKS,
KOJIMYECTBEHHBIEC U MPE/ICIbHBIC UCTIBITAHUS HA TPUMECH, KOJIMUECTBEHHOE OIPEeIeTICHNUE).

8. [IpuHIMMIBI BaduAalUU MOISIPUMETPUUYECKUX, CIEKTPO(HOTOMETPHUECKUX M XpOMaTorpa-
(UYeCKUX METOHK.

9. [oaroroBka oT4eTa O BATUAALINU.

3AJAHUS 111 CAMOCTOSATEJBHOM PABOTHI CTYJIEHTA

3apanue Ne 1. 3anoaHnTe TA0JIMIly HA COOTBETCTBHE BAJIMIAIMOHHBIX XapaKTePUCTHK
M THINIOB MCNBLITAHUNI

KoanuyecTBeHHBIE l'[pe)lem,mﬂe

KoanuecTBennoe
Hnentuduranus HCNBITAHUSA HCNBITAHUA
ompeaejieHue
HA MpUMeCH HA MPpUMeCH

Crienin(IHOCTH
IIpaBuUnIBHOCTH
IIpenn3noHHOCTh
[Ipenen
oOHapyXeHHS

IIpenen konuue-
CTBEHHOTO OTIpe/Ieie-
HUS

JIMHEHOCTh
Junanazon
HpI/IMeHeHI/IH
VcToitunBocTh

Curyanuonnas 3ajgava 1.

11.11.2024 OO0 «®apmrexHonorus», Pecriydnnka berapyck monydnino perucTpanioHHOe
ynoctoBepeHue (Homep peructpanuu 24/11/2972) na ®EPPYM OT karmu s npremMa BHYTPb
50mr/mn Bo ¢nakonax 30mn B ymakoBke Nel (meiictByromiee BemiectBo Ferric (III) hydroxide
polymaltose complex). [t uneHTHUKaIMN ASHCTBYIONIETO BEIIECTBA ObUIM MPEJIOKEHbI Kaye-
CTBEHHBIE PEaKIMH C FeKCOIMaHo(eppaToM U THOLIMOHATOM Kalusl, OJTHAKO UX BalIMJAlMs HE MPO-
Bojmiack. B coorBercTBuM ¢ kakuM HIIA m xakas XapakTepuCTHKa METOJIUKH IOJUIEKNAT BaUa-
ouu?
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CuryanuonHas 3aapava 2.

28.08.2024 CIT OO0 ®APMIJIDH/I, Pecniyonuka benapych moaydusiao perucTpanrioHHOE
ynocroBepenue (Homep peructparuu 24/08/3361) na JIEPKAJIDH/] TabieTku, HOKPHITHIE TUICHOY-
Hot 00os0uKoii, 20 Mr aeiicTByromiee BemecTBo Lercanidipine). beuta paspaborana MeTo1uKa KOJIH-
YECTBEHHOT'O OIpEEIEHUsI ICHCTBYIONIETO BelecTBa MeToioM BOXXX u npoBainanpoBaHa crieiu-
¢buynoCcTh MeTOUKHU. Kakue erie xapakTepUCTUKH METOAMKY MOJIeKAT BaJIU AN ?

CuryanuonHas 3axava 3.

Pazpaborana meToiMKa KOJIMUYECTBEHHOTO OMIPEICIICHUS COIEPKAHUSI BUHIIOIETHHA B JIEKap-
CTBEHHOM Tipenapate «Bunnonerun gopre». Banunamnus MeToauKku NpoBeeHa MO CIASAYIOIINM I10-
Ka3aTessiM: PaBUIHLHOCTD, TOBTOPSEMOCTh, MPOMEKYTOUYHAS MTPEIU3UOHHOCTD, Mpe/en 0OHapyxe-
HUS, JUana3oH npumeHenwus. [1o pe3ynbraTam npoBeeHHs BaTUIAMU MOITOTOBJIEH OTYET O BajH-
JOalnun. KaKOﬁ oTall BaJInaalinuu HpOHYHICH? COOTBGTCTBYI-OT JIN nepeqncneHHme BaJIMJAITUOHHBIC
XapaKTePUCTHKHU TPEOOBAHUAM K BaUAAIIMHA METOJIMK KOJTMYECTBEHHOTO OMPEICICHHUS.

CuryanuonHas 3a1ava 4.

Pa3paborana mMeronuka onpezeneHus: MpeAeabHOro CoJaepKaHusl MpuMeceil B cyOcTaHIuU
nbynpodena. Ilepea HayamoM BaaUIaIUK METOMKH COCTABJIECH IUIAH BaJIUJIAIMH, B KOTOPOM OCBE-
IICHbl HA3HAYEHUE BAIMJALNM, [I€]b U 33J1a4d BAIUAALMH, I10CIEA0BATEIBHOCTD BBIITOJIHEHHS HC-
MBITAaHUM, aTTeCTalHs JJAOOPaTOPHOT0 000PYI0BAHUS, UCTIBITAHUE TPUTOJHOCTH CUCTEMBI, IIPOBEPKA
MIPUEMJIEMOCTH PE3YyJIbTaTOB HCIBITAaHUM, TpeOOBaHUS K O(OPMIIEHHUIO JaHHBIX BaJIUIAIUH, TPeOo-
BaHUS K 0(OPMIICHHUIO BaJHIMPOBAHHON METOIUKH, 00S3aHHOCTH M OTBETCTBEHHOCTh YYaCTHUKOB
BaJIMIALIMK METOAMKYU. Banuaanuio npoBOANUIN MO TaKUM MOKa3aTessM, Kak CIeupUIHOCTb, IIpa-
BUJILHOCTb, IOBTOPSIEMOCTb.

UYrto He yuuThiBaeT pazpaboTaHHbIN TulaH Banuaanuu? COOTBETCTBYIOT JIM MEepeUYHCIECHHbIE
BaJIMJAIIMOHHBIE XapaKTEPUCTUKN TPEOOBAHUSAM K BaJIUAALMU METOAMK OIPEeNCHHs pe/IeIbHOTO
conepxanus mpumecei? Bee mu aTansl Bamaanuu coOIIOICHBI.
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AJITOPUTM BBINOJTHEHHS JJA00PATOPHOM padoThI
«Baauaanusi MeTOAUKH KOJUYECTBEHHOTO ONpe/ieieHusl ITOPUKOKCUOa
B TBEP/bIX JIEKAPCTBEHHBIX (popmax MeTogoM BIKX»

Heab: chopmupoBaTh y CTYyICHTOB HaBBIK BAJIMJAIIMHN AHATTUTHUECKON METOIUKHU MO KpUTe-
pUsM CIEUPUUHOCTD, TUHEHHOCTD, IPABUIBHOCTD, IPEIIU3UOHHOCTD.

Xoa pabdoThI: IPOBECTU CTATUCTHUECKYIO 00pabOTKY JaHHBIX, OJTYYEHHBIX MPU ONpezere-
HUU CHEUU(PUUHOCTH, TMHEHHOCTH, TPABIIHOCTH, TPELIU3HOHHOCTH aHAIUTUYECKOW METOAUKH.

Crnenu(puuHOCTh. AHATM3UPOBAIM CTAaHAAPTHBIA 00pa3ell, «X0JIOCTOW» pacTBOp, CyOCTaH-
LIUI0 3TOPUKOKCHOA, TabJIETKU 3TOPUKOKCHOA, TOKPHIThIE TUNIEHOUYHOM 000104K0i. Ha momyueHHbIx
XpoMmaTorpaMMax BpeMs YAEepKUBaHUS pacTBOpa MCIBITYEMOro IpernapaTa U paboyero pactBopa
C BpEMEHEM y/Iep>KUBaHMsI CTaHJapTHOTO pacTBOpa U cocTapisiio  MuH. Ha xpo-
MaTOrpaMMe MOJIETIbHOM CMECH MUK ).

XpoMaTorpaMmmbl uccieyeMbIX 00pa3oB

CrangapTHblil 0Opa3zer CybcraHuus 3ToOpuKokcuda

s
- Minutes

«X0110CTOM» pacTBOp TabneTku >TOpuKOKCHOa

I[aHHbIe AJIsl ONpPpEeaCICHUSA Cl'[elll/lq)l/l‘-IHOCTl/I

No HaumenoBanue C, Mroman, nuka, AUC Cr. g[TTHcc(:
o0pa3ua MKI/MJI | A; As As Ay As As | Aep | OTKIL otk Y%
1 |CranpmapTHbIit 50,1 |16,393|16,482|16,237|16,532|16,518(16,371
obpasen
2 | CybOcranius 52,1 |17,993|17,917|17,993|17,930|17,894|17,872
3 |Tabnetkn 15,194 115,280 15,243 |15,219|15,326|15,310
4 | «XoJocToi»
pacTBop B B B B B B B
JIMHEeHHOCTD.
YcTaHOBNEHO, 4TO rpaduK 3aBUCUMOCTH UMEET XapakTep B UCCIEAYEMOM Auaria-

30HC KOHI_ICHTpaI_II/Iﬁ 1 OIIMCBIBACTCS YPAaBHCHUCM
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J{aHHBIE 1JI onpeeIeHUs TMHENHOCTH rpaduKa 3aBUCUMOCTH KOHIEHTPALMHU
ITOPUKOKCUOA OT MJIOIIAAU MUKA

C Iiomaas nuka, AUC c OrtHCOCHT.
MKI/MJI A1 A2 Az A As As Ac T. OTKJ | cr. g/Tom.,

28,4 9,734 | 9,729 | 9,716 | 9,694 | 9,676 | 9,725

45,4 15,491 | 15,390 | 15,423 | 15,314 | 15,410 | 15,452

50,1 16,794 | 16,907 | 16,843 | 16,920 | 16,748 | 17,079

68,2 22,572 | 22,827 | 23,051 | 23,135 | 23,076 | 23,240

85,2 28,568 | 28,882 | 28,883 | 28,932 | 28,910 | 29,018

I
1

IloBTOpsiemocThb. CXx0QUMOCTD OblIIa I0Ka3aHA IPU OMOIIHM UCIIBITAHUHN CYOCTaHIIUU 3TOPU-
KokcuOa. Pe3ynbratrel onpeneneHus: CXOJUMOCTH MIpeICTaBlIeHbl B mabauye. OTHOCUTENbHOE CTaH-

AapTHOC OTKJIOHCHUC ITapaJlJICIIbHBIX onpeneneHI/Iﬁ JJIsL 6 I/ISMepeHI/Iﬁ COCTaBHIIO %.

Pe3y.]'ll)TaTbl onpeacjJcHusl MOBTOPSAEMOCTH

Ne | AUC C,mkr/ma | Cpennee c g % JloBepuTenhHbIi RSD [%0]
HHTEPBAJ
1 |17,049 |50,38
2 |17,075 | 50,46
3 17,060 |50,39
4 |17,083 |50,49
5 17,063 | 5043
6 |17,041 | 50,36

Pe3ynbratel onpenenenyss BHyTPHJIA00PATOPHON NPeu3HOHHOCTH JIBYX aHAIUTUKOB B pa3-
HbI€ THU IpeJCcTaBieHbl B Tabmuie. OTHOCUTENbHOE CTaHJapTHOE OTKJIOHEHUE IMPU OIpe/IeIeHUN
BHYTpHJIa00paTOPHO MPEIIM3MOHHOCTH COCTaBUIIO He 6osee __ %.

PesyibTaTsl onpeaeseHUs MPOMEKYTOYHOM NMPEUU3HOHHOCTH
Ne AUC C, CpenHee | o© g % JloBepurenbHbIif RSD, [%0]
MKF/M.]'I HHTEPBAJI
o 1 17,049 | 50,38
= 2 17,075 | 50,46
> 3 17,050 | 50,39
e 4 17,083 | 50,49
2] 5 17,063 | 50,43
= 6 17,041 | 50,36
B 1 16,871 | 49,86
S 2 16,847 | 49,78
) 3 16,825 | 49,72
5 4 16,963 | 50,13
g 5 16,872 | 49,86
M 6 16,941 | 50,07
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AHa/u3 NPaBUJIBLHOCTH TIPOBOJIWIN ITyTeM pa30aBiIeHUs CTaHJAPTHOTO pacTBopa. Pe3yib-
TaThl IPEJICTaBIEHbI 8 mad.uye. IIpoleHT OTKphIBAEMOCTH cocTaBigeT oT % a0 %.

IIpoueHT OTKPHIBAEMOCTH ITOPUKOKCHOA (MPAaBUIbHOCTD)

YpoBeHb AUC Haiineno C, Cpennee RSD [%] IMpouenTt
KOHIIeHTpaIIHI/I MKF/M.]'I OTKprBaeMOCTI/I
14,900 40,60
80% 14,971 40,84
14,727 40,52
18,462 50,75
100% 18,579 51,05
18,402 50,65
22,086 60,90
120% 22,091 61,26
22,037 60,78
BoiBona. [IpoBenena pa3pabOTaHHOW AaHAIUTUYECKON METOUKH,
10 pe3yJibTaTaM KOTOPOM MOKa3aHa BO3MOKHOCTb €€ IPUMEHEHHUS I KOHTPOJISI Ka4yeCTBa TBEPOM
JIEKapCTBEHHOU (POPMBI 3TOPUKOKCHOA IO TIOKA3aTEITI0 « ».
3akirouenne

OcHOBHBIE CBEICHHUS TSI BBIITOJIHEHUS J1a00paTOPHON pabOThI CTYICHTAMH TIPECTABIICHBI B
lNocynapcrBennoit dapmakornee PecnyOnuku bemapycs, T. 1 u pemenun kosmwierun EDK ot
17.07.2018 Ne 113 «O0 ytBepxkaennu PykoBoacTBa Mo BamugaIliuy aHATUTHUECKIX METOAUK TTPOBE-
JICHUS KCTIBITAHUH JICKAPCTBCHHBIX CPEJICTBY.

Ilepeyennb auTEepaTypHI:

1. Jlexyuonnoiii M TEOPETUIECKAN MaTEpHUAITBI.

2. I'ocyoapcmeennas dhapmakones Pecrryonnku benapycs (I'® PB I1): B 2 1. / M-Bo 3apaBoOXpaHeHUs
Pecnyonuku benapych, YII «lleHTp SKcliepTU3 W UCHBITAaHWA B 3APABOOXPaHEHUW» ; MOJ OOMI. pe.
A. A. lllepsixoBa. Mononeuno : tun. «[lo6ema», 2012. T. 1 : O0mue METOI6I KOHTPOJIS KA4eCTBA JIEKapCTBEH-
HBIX cpeacts. C. 895-908.

3. 06 ymeepoicoenuu PyKoBOJICTBA 110 BAIU/IAIIMH AHAJUTHYECKUX METO/IMK TIPOBEICHUS CTIBITAHMUIA Jie-
KapCTBEHHBIX cpeAcTB : pemenue Komternn EBpasuiickoii s3xonoMuueckoit komuccuu ot 17.07.2018 1. Ne 113.

Sanarusa Ne 14

HOPAJOK PETUCTPALIUU JIEKAPCTBEHHBIX CPEACTB
B PECIIYBJIMKE BEJIAPYCH

ean 3aHATHSA:

—  O3HAKOMUTH CTYICHTOB C IIPOIIETYPOH PETUCTpalliy JIEKApCTBEHHOTO cpeicTBa B Pecmy0-
nuke benapych n EBpa3zuiickoM S5KOHOMUYECKOM COI03€, TOPSJIKOM BbIa4l PETUCTPALIMOHHOTO Y/10-
CTOBEpEHUS, MOPAIKOM (GOopMHUpOBaHUS U BeleHHs ['0ocynapCTBEHHOrO peecTpa JIeKapCTBEHHBIX
cpenctB Pecnny6muku benapyce;

— copMupoOBaTh y CTYICHTOB MIPEACTABICHHE O TIPEIBAPUTEITHLHBIX TEXHUIECKUX padoTax,
MPEAIECTBYIOMINUX TOCYAAPCTBEHHOM PErUCTpallK JIEKAPCTBEHHOTO CPEJICTBA.
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TpeOoBaHMsI K MCXOJIHOMY YPOBHIO 3HAHMH: TTOBTOPUTH OTJIMYHUS U CXOACTBA MPOLEAYP
perucTpanyu JIeKapCTBEHHBIX MpernapaToB B Pecriyonuke benapyck u EBpa3uiickoMm SKOHOMUYECKOM
COHO3€.

KoHTpoJ/ibHBIE BOIIPOCHI 10 TeMe 3aHATHSA:

1. OcHoBHbIE TEPMUHBI M UX ONPEIEICHUA: PErUCTpalus JIEKapCTBEHHbBIX CPeACTB, ['ocynap-
CTBEHHBIH PEecTp JIeKapcTBEHHBIX cpeacTB PecnyOnuku benapych, gepkarenb perucTpanruoOHHOTO
YIOCTOBEPEHUS, PETUCTPALMOHHOE [IOChE, PErHMCTPALMOHHOE YJOCTOBEPEHME, PErHCTPALlMOHHBIN
HOMEP.

2. O6umue TpeboBaHMs 3aKoHoaarenbcTBa PecnyOnuku benapych k perucrpauuu jekap-
CTBEHHBIX CPEACTB. BHUIbI perucrpanuu JIeKapCTBEHHBIX [IPENapaTosB.

3. IlpeaBaputenbHble TEXHUYECKHE PAOOTHI, IPEALIECTBYIOIIME FOCYIapCTBEHHON perucTpa-
nuu. Cnenuanu3upoBaHHast SKcrepTus3a. AnpoOaus METOAMK aHaIN3a U KOHTPOJb kadecTBa. Ko-
MUCCHS 110 JIEKaPCTBEHHBIM CPEACTBAM.

4. Ilopa10K M YCIIOBUS OCYIIECTBIEHUS! PETUCTPALIMU JIEKAPCTBEHHBIX CPEJCTB.

5. Ilponienypa BbIauM PErUCTPALIMIOHHOIO YOCTOBEPEHHUS.

6. CtpykTypa, HOpsIOK GOPMHUPOBAHUS U BeJleHHs | 0Cy1apCTBEHHOTO peecTpa JIeKapCTBEH-
HbBIX cpeactB PecnyOnuku benapycs. Enuublii peecTp 3aperMcTpHUpOBAHHBIX JIEKapCTBEHHBIX
cpeacTs EBpa3suiicKOro 5KOHOMHYECKOTO COI03a.

7. YcnoBHas rocyAapCTBEHHAsl perucTpanys U rocyAapcTBEHHAs perucTpanys B yIpoLUeHHOM
nopsiake. ['ocynapcTBeHHas: perucTpanus CTpaTerM4ecKy BaKHBIX JIKAPCTBEHHBIX MPENApaToB.

8. BHeceHue U3MeHeHuil B perucTpaliiOHHOE 10Che.

9. OTka3 B TOCYHapCTBEHHOH perucTpanuu (IMOATBEPKACHUU TOCYIapCTBEHHON perucTpa-
LIUH), BO BHECEHUU U3MEHEHUH B PETUCTPAL[MIOHHOE J10ChE.

10. IlpuocraHOBNIEHHE U MPEKPALICHNE ICHCTBHSI PETUCTPAIIIOHHOTO YAOCTOBEPECHUSI.

3AJTAHUSA JJI1 CAMOCTOSATEJIBHOM PABOTHI CTYJIEHTA

3ananue Nel. IlpuBecTH CPaBHUTEBHYI0 XapAKTEPUCTHKY CTAHAAPTHOI, YCJI0BHOI,
YIPOLIEHHOH NMpoueayp PerucTpaluy U PerucTPalui CTPaATern4ecKuX JIeKapCTBEeHHBIX Ipe-
naparos.

I'ocynapcrBennas
CranpaptHasn Yeaonnas erucTpanms
Aap rocyiapcTBeHHAas P pal
npomeaypa perucTpamss B YNIPOIIECHHOM
nopsiake
Henb
HITA

Perucrpupyemslie ekap-
CTBEHHBIE IIPETIapaThl

CyTb npouenypsl
U alTOpUTM
BBITIOJTHEHUST

IIponomxurenbHOCTh
IIPOBELICHNUS,
CTOMMOCTD

Cpok perucrpanuu
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3agnue Ne 2. CocTaBHTh aJIrOPUTM NMPOBEIEHUsI KOMILIEKCA NMPeIBAPUTEIbLHbIX TeXHHU-
YeCKUX padoT, NpeIlecTBYONIMX PerncTPpaliu JeKapcTBEeHHbIX cpeacTB B Pecny0inke bena-
PYCh, € YKa3aHHEM CPOKOB NPOBeJAEHHUs] TOT0 WM MHOIO0 ITAaNA.

AJITOPUTM BBINIOJTHEHHS JIA00PATOPHOH PadoThI
«KoHTpO/Ib KauecTBa CHUPTOCOAEPKALIUX JIEKAPCTBEHHBIX CPEICTB MO0 MOKA3aTeJI10
«Conep:xkaHue 3TAaHOJIA»

Llenv: chopMHUpOBATH Y CTYICHTOB HABBIK MPOBEJACHUS UCTIbITaHUs «Coep kaHue dTaHOIa»

Xo0 pabompi: BBINOTHUTD UCTIBITAHUS MPEAJIOKEHHBIX JIEKAPCTBEHHBIX MIPENapaToB MO Mpu-
BeIEHHBIM HUKE METOIMKaM B cooTBeTcTBUU ¢ @apmakoneeit EADC 2.1.9.8.

Metoa mucTuiasiumu. Meroauka 2.

50,0 M1 JlekapcTBEHHOTO Npenapara, oroopanHoro npu Temneparype (20+0,1)°C momemaror
B KOJIOY miis mucTiiusiiuu, mpubasisitor 200-300 M 800wl ducmunnuposannoli P 1 OCyIIECTBISIOT
TUCTUIUISIIHIO.

Cxemol npubopoe 014 onpedeneHus IMAHONA 6 HCUOKUX JIeKAPCIMEEHHBIX CPEOCHEax
Memoo0om OUCHUNIAUUU

NB! Jlns paBHOMEPHOTO KUIIEHHS B KOJIOY C UCHBITYEMBIM JIEKAPCTBEHHBIM CPEJICTBOM I1O-
MEINAIOT KanWUIIPhl, IEM3Y WM KyCOUKH MTpOKajieHHoro (apdopa. Temneparypy napoB U3MepsIOT
TEPMOMETPOM, pa3MeIEHHBIM B IPHOOpE TaKUM 00pa3oM, 4TOObI PTYTHBIH LIApUK pacrojaraics Ha
0,5-1,0 cm HMKe oTBepcTHs OTBOAHOM TpyOku. Ecnu mcmbITyemblif pacTBOp MpH IUCTHIUISLIUN
CHJIBHO TMIEHUTCS, TO MPHOABIISIIOT 2-3 MIT hocghoproti kKuciomor P UM ceprotl Kucaomul KOHYeHmpu-
posannou P, kanvyus xnopuo P, napadus, Bock (2-3 1).

Cxembl TprOOPOB AJIs OTIPEACTICHUS COJePKAHUS ITaJIOHA!
1 — kpyrnogonHas koyba; 2 — TepMOMETp; 3 — XOJOAUIBHUK; 4 — aJJIOHXK; 5 — MPUEMHUK;
6 — snekTpoHarpeBatelb (pa3Mepbl MPUBEICHB B MUJUIUMETPaX )
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ColOuparoT AUCTUILIAT B MEPHYIO KOJIOY BMECTUMOCTHIO 250 MJI 70 MOJTy4YeHHs] HE MEHee
180 mut. Temniepatypy auctusuista mpuBoaar K (20£0,1°C) u 1oBoasT ero 00bEM 60001 ducmuiiu-
posanHoll P 10 METKHU TIpU TOM ke TemrepaType. JJUCTIIIIAT NepeHoCST B MUIUH/P, TUaMETpP KOTO-
POro JOJKEH MPEeBBIIAaTh IUPUHY KOpITyca apeoMeTpa He MeHee 4eM Ha 6 MM. B ciyuae nedocma-
MOYHOCMU 00bEMA OUCMULIAMA KOJUYECE0 00paszya y08ausawm u 008005m 00bEmM OUCMULIAMA
60001l oucmunruposannou P 0o 500,0 mn npu memnepamype (20+0, 1) °C. BHOCAT monpaBKy Ha pas-
BEJICHUE, YMHOKAs HAlICHHOE 0 aJIKOTOJIMMETPHUSCKUM Ta0JIMIIaM 3HaYCHUE COJICPKAHUSI dTAaHOJIA
B mporeHTax Ha 5. CojepkaHue ITaHOJA, PACCUUTAHHOE IO AIKOTOJIMMETPUYECKUM TalJIHIiaM,
OKPYIJISIOT JI0 JICCATHYHOTO 3HAKA.

Iloka3aTen KayecTBa HACTOEK

HaumenoBanue Coaep:xanue 3Tanoqa coraacio HJ
BosipelliHKUKa HAacTOMKa He menee 65%
Banepuans! HacToliKa He menee 65 %
IlycTeipHuKa HacTOlKa He menee 65 %
ITnona HacToiika He menee 35 %
OXHHaIen HacTOWKa He menee 36 %

Crenatpb BBIBOJI O COOTBETCTBUHU JIEKAPCTBEHHBIX IIPENIApaTOB HOPMAaTUBHOM TOKYMEHTALIUU.

Ilepeyenb auTEpPaTYpHI:

1. Jlexyuonnwiii M TEOPETUIECKUN MaTEpHAIIBI.

2. O Ilpasunax perucTpaluy U SKCIEPTU3bI JEKAPCTBEHHBIX CPEACTB ISl MEIULMHCKOTO MpUMEHe-
Hus : pemenne Coseta EBpasuiickoit skoHOMudeckoi komuccuu ot 03.11.2016 r. Ne 78 B pen. pernenus
ot 7.03.2022 r. Ne 36.

3. 06 obpawenuu NeKapCTBEHHBIX cpelcTB : 3akoH Pecybmuku benapyce ot 20.06.2006 . Ne 161-3
(c u3M. 1 j1o11.)

4. 06 obpawenuu NeKapCTBEHHBIX CpeACTB : yka3 [Ipe3unenta Pecnyonuku benapycs ot 31.12.2019
Ne 499.

5. O eocyoapcmeennori peructpauyy (HOATBEPKICHNN TOCYIAPCTBEHHOM PErrucTpalyy) JIEKapCTBEHHBIX
cpencts : octaHopienre CoBera MunmctpoB Pecriyomiku benapycs ot 01.01.2015 r. Ne 254 (¢ m3m. u jion.)

6. 06 ymeepoicoenuu IlonoxxeHNsI 0 KOMHUCCHM II0 JIEKAPCTBEHHBIM CPEACTBAM : IOCTAHOBJICHUE
MunuctepcTa 3apaBooxpanenus Pecryoimuku benapycs ot 17.11.2020 r. Ne 97.

7. O mpebosanusx K TOKyMEHTaM, COCTaBJISIONINM PErHCTPAIMOHHOE I0ChE : TIOCTaHOBJIeHHEe MUHU-
crepcTBa 37paBooxpanenus Pecryonuku berapych ot 18.11.2020 r. Ne 100 (¢ u3M. u jort.).

8. O nepeune NOKyMEHTOB /JIs1 TPOBENCHUS KOMIUIEKCA IIPEABAPUTEIBHBIX TEXHHYECKUX padoT
noctaHoBlieHre MuHMCTepCeTBa 3mpaBooxpaneHus Pecyomiku benapych ot 18.05.2020 r. Ne 51 (¢ u3m. u jior.).

9. O xomniexce NPeIBAPUTEILHBIX TEXHUYECKUX paboT, MPEANIECTBYIONINX TOCYIapCTBEHHOM peru-
CTpalMH JIEKApCTBEHHBIX CPE/ICTB : MOCTaHOBJIeHHEe MuUHHUCTEpCTBA 3ipaBooxpaneHus Pecrybiauku benapych
ot 02.11.2020 1. Ne 93 B (¢ U3M. 1 JOIL).
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3auarue Ne 15
®OPMUPOBAHUE PETUCTPAIIMOHHOI'O TOCBE

Mean 3aHATHSA:

— O3HAKOMHTB CTYICHTOB C MPOIIEYPOii HOPMHUPOBAHKSI PETHCTPAIIMOHHOTO IOChE Ha JIeKap-
CTBEHHOE CPEJICTBO, IIEPEUHEM IOKYMEHTOB Ha OEJIOPYCCKHE U 3apyOeXKHbIE JICKAPCTBEHHBIC CPEI-
CTBa, 3asBJISIEMbIE HA TOCYIAPCTBEHHYIO PETUCTPALIHIO;

— c(OpMHPOBATh Yy CTYJICHTOB HAaBBIKM COCTABJICHHS PETMCTPAI[HOHHOTO O0ChE B (hopMaTe
obiero Texauueckoro gokymenrta (CTD).

TpeboBaHNs K HCXOTHOMY YPOBHIO 3HAHMII: IOBTOPUTH NIEPEUCHDb JIOKYMEHTOB PEruCTpa-
IIUOHHOTO J0Che, B ToM ynciie B popmare CTD.

KoHTpoJibHBIE BONIPOCHI 110 TeMe 3aHATHS:

1. JIokyMeHTBbI, IpeCTaBIseMbIE ISl PETUCTPALIMU JIEKAPCTBEHHBIX CPECTB.

2. JIoKyMeHTBI, COCTaBIISAIONINE PETUCTPALIMOHHOE I0ChE, UL PErHCTPaluH (TIOATBEPKICHHS
perucTpaiym), ycaoBHOU rocy1apcTBEHHON perucTpaiuu (oATBEpKAEHUS YCIOBHOM perucTparum)
JIEKapCTBEHHOI'O IIperapara.

3. ®opmat CTD. Moaynu perucTpaiiOHHOTO JTOChHE.

4. Obure TpeOOBaHMS K PETUCTPAIIMH JIEKAPCTBEHHBIX CPEICTB B paMKkax EBpaznuiickoro sko-
HOMHYECKOT'O COHO3a.

5. Ilpoueypsl perucTpanuu JeKapcTBEHHBIX MpenapaToB B EBpa3uiickoM 3KOHOMHUYECKOM
COMO3€.

6. Ha3znauenue ¢apmalieBTHUECKMX MHCIIEKIUI B XO€ MPOBEIEHUS SKCIEPTU3bI PErucTpa-
LIUOHHOTI'O JIOChE.

3AJTAHUSA JJI1 CAMOCTOSATEJBHOM PABOTHI CTYJIEHTA

3ananue Ne 1. YkakuTe MOAYJIM PerucTPallMOHHOrIO 10che (B hopMaTe 0011ero TexHu-
yeckoro 1okymenTa (CTD)), B koTOpbIX cofep:KkaTcsl ciley0Lue JOKYMEHTHI.

JlokymMeHTBI Moayas CTD

Banupanus aHaIuTHYECKUX METOIUK

MeTtaboau3zm

[TpoexT o061Iei XapaKTepUCTUKH JIEKAPCTBEHHOTO MpernapaTa Ha PYCCKOM SI3BIKE
O01ee pe3roMe 1Mo KauecTBY

OTYeTHI 0 MOCTPETUCTPANIMOHHOM OITBITE TPUMEHEHUS

3aBepeHHBIC KOMMSI OTYETa MHCIIEKIIUY MPOU3BOACTBEHHON IIOMIAIKA HA COOT-
BerctBre GMP B TeyeHme nociaequux 3 JeT

0030p TOKIMHUYECKUX JAaHHBIX

CTaOUIBHOCTD

Kanneporennocts

WHnuBHTyaIbHBIE PETUCTPAIIMOHHBIC KapPTHl M IEPEYHH MAIFICHTOB
Toxkcukonorus

Pesrome papMakOKHHETHUECKUX UCCIIEIOBAHNN B TEKCTOBOM (popmare

OTYETHl 0 KIIMHHNYCCKHUX MCCIICIOBAHUSX (MCIIBITAHUSAX )

CBeeHms 0 BCIIOMOTATEIBHBIX BEIIECTBAX (BOCCTAHOBHUTEISAX, PACTBOPUTEIISIX,
pa30aBUTENAX, HOCUTEISIX)

Pe3toMme KIIMHUYECKUX HCCIIeOBaHUI
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3ananue Ne 2. Ilepeunciaure 10KyMeHTbl, H€00X0AMMBbI€ [IJIsl PErHCTPALMHU JIEKAPCTBEH-
HOro npenapara 0ejopycckoro npous3soacrsa B EBpasuiickom 3xoHOMH4YeckoM corose (pede-
peHTHOE rocyaapcrso — Pecnydimka besapycs).

3aganue Ne 3. CocTaBbTe cXeMbl BbINOJTHEHHUS PerdCcTPAIlH JIEKAPCTBEHHBIX Npenapa-
TOB B EBpa3uiickoM 3KOHOMHY€eCKOM COI03e 110 IelleHTPAIN30BAHHOM Npoueaype U npoueaype
B3aUMHOI0 MPU3HAHUS.

AJITOPUTM BBINOJIHEHHUS JIA00PATOPHOI padoThI
«KoHTpo/b KauecTBa (papManieBTHYECKUX CYOCTAHUMI U JIEKAPCTBEHHOI0 PACTUTEJIBLHOI0
chIpbs N0 noka3areasm “Ilorepsi B Macce npu BeicymuBanuy, “O0mas 30412’

L]enwv: chopMupoBaTh y CTY/IEHTOB HaBBIK MpoBeAeHU UcnbiTaHui «IloTeps B Macce npu BbI-
cymMBaHum» U «O011as 3071a»

Xoo pabompbi:

BbIMOMHUTE HCHBITaHUS NPEJIOKEHHBIX JIEKAPCTBEHHBIX MPENApaToOB IO INPUBEIEHHBIM
HWXKe MeTouKaM B cootBeTcTBHH ¢ Papmakoneeit EADC 2.1.2.31 u 8.1.4.16.

Ilorepsi B Macce npy BbICYHINBAHUH

VYka3aHHoe B 4aCTHOM (papMaKoIeiHHOW CTaTbe KOJIMYECTBO UCHBITYEMOro o0pasia mome-
IIAI0T BO B3BEILIEHHBIN OIOKC, TPEIBAPUTENHHO BHICYIIEHHBIN B YCIOBHSIX, OMMCAHHBIX JIJISl UCTIBITY-
emoro oOpasma. O6pazer cymar B OIOKCE C OTKPHITON KPBIIMIKOW IO TTOCTOSTHHOM MacChl OJHUM M3
CIIEYIOIINX HUXKE CIIOCOOO0B, IPU HEOOXOAMMOCTH OXJIaXK/1al0T B SKCHKATOPE U B3BELIMBAIOT C 3a-
KpBITOM KpbIKON Orokca. Eciu TemnepaTypHblii MHTEpBaI HE yKa3aH, TO BBICYIIMBAHUE MPOBOJSAT
MpyY yKa3zaHHOU Temnepatype + 2°C.

Cnoco6 1. [IpoOy BICYIIMBAIOT B CyIIMIbHOM Hikady. Ecnu B yactHoM apmakoneiiHoi cra-
Th€ HE YKa3aHO MHaye, BhICYIIMBaHHE MPOBOAAT B TeueHue 2 4 npu 105°C, 3aTemM OTKpBITHIN GIOKC
BMECTE C KPBIILIKON MOMEUIAI0T B 3KCUKATOP JUIS OXJIaXaAeHus Ha 50 MUH, 110CJIE Yero 3aKpbIBAIOT
KpBIIKOM ¥ B3BewmMBaroT. llocimenyromue B3BEIIMBAaHUSA IIPOBOIAT IIOCIIE KaXKIOTO daca
JAJIbHENIIETO BBICYIIUBAHNS 10 JOCTUYKEHHUS TIOCTOSIHHOM MACCBI.
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Cnoco6 2. BricymmuBanue npoBosT Hax ¢pocghopa (V) okcudom P B 3KcUKaTope Mpu aTMO-
cepHOM JaBICHUH U KOMHATHON TeMIIEpaType.

Iloxa3arenu kavyecTBa JICEKAPCTBCHHOI'0 PACTUTECJIBHOI'O ChIPbA

JlekapcTBeHHOE Temneparypa ONYCTHUMBIH Mpeaet
P .. Macca cbipbst patyp Hlony pei
pacTUTEbHOE CHIPhE BbICYIIMBAHUS NMOTEPU B Macce

IHoka3aTenu kavyecTBa papManeBTHUECKUX CyOCTAHIMH

®dapmanesTuiueckasa | Macca papmaneBTu- Temneparypa JdonmycTumbliii mpegeJt
cyOcTaHums 4ecKoil cy0cTaHINu BbICYIIMBAHUS NOTEPU B Macce

O0wmasn 30,12

KBapueBblil uin MIaTHHOBBINA TUTENb HArpeBaroT 10 KpacHoro kaneHus (600+50) °C B teue-
Hue 30 MMH, OXJIaXK/1al0T B DKCUKATOPE U B3BEIIUBAIOT. [Ipy oTCyTCTBMM IpYruX yKa3aHUI B 4aCTHOU
¢dapmakoneiinoii cratbe 1,00 r nucnsiTyemMoro odpasia win pacTUTeNbHON (hapMaleBTHUECKON CcyO-
CTaHIIMM IIOMEUIAIOT B TUTE€JIb M PABHOMEPHO PACIPENEISIIOT 10 AHY T, CylaT mpyu Temreparype
o1 100°C o 105°C B Teuenue 1 4 u 3aTeM CHKUTAIOT 10 TIOCTOSIHHOM Macchl B My(enbHO neun npu
temmeparype (600+£50°C). Turens mocne Kaxa0ro CXKUraHus OXJIaXKIAI0T B SKCUKaTope. B Teuenue
BCEl MpOLEAYphl B TUTJIE HE TOJKHO MOSBIATHCS IuiaMs. Eciu nocnie qiuTenbHoro CxuraHus 3071a
BCE €I COEPKUT TEMHBIC YACTHUIIBI, COAEPKUMOE TUTJISI KOJIMYECTBEHHO MEPEHOCAT ropsiuet BOAOU
Ha 0€330JIbHBIN QUIBTP U CKUTAIOT OCTATKU U PUIIbTP. PUIBTPAT OOBEIUHSIIOT C 30JI0H, OCTOPOKHO
YIapuBaIOT JO0CYXa U MPOKAJIUBAIOT J0 MOCTOSHHONW MacCCHl.

IToxka3arenu kayecTBa (papmManeBTHYCCKHUX CyOCTAHIIUIM

dapMmaneBTHYECKAS Macca ¢papmaneBTHYECKOMH

OMyCTUMBIIi Mpe/es1 001el 30161
cyOcTaHmms cyOcTaHIMH Aony pei B

IMoka3aTenun kayecTBa papManeBTHUECKUX CYOCTAHIUIH

JlekapcTBeHHOE PACTHTEIbHOE ChIPbE JonycTuMplii ipeaes oduieii 304161
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C,Z[G.HaTB BBIBOJl O COOTBCTCTBUH JICKAPCTBCHHBIX CPCACTB HOpMaTHBHOﬁ AOKYMCHTAIIUU.

Ilepeyens nuTepaTyphl:

1. Jlexyuonnwiii 1 TCOPETHICCKUN MaTEPHAIIBI.

2. O [lpasunax perucTpalii M SKCIEPTHU3HI JEKapCTBEHHBIX CPEACTB IJIsl MEAUIMHCKOTO MPpUMEHe-
Hus : pemenne Coseta EBpasuiickoil skoHoMuueckoi komuccun oT 03.11.2016 r. Ne 78 B pex. pemieHus ot
17.03.2022 r. Ne 36.

3. 06 obpawenuu nEeKapCTBEHHBIX CpeACTB.: 3akoH PecmyOmuku bemapyce ot 20.06.2006 T.
Ne 161-3 B pen. 3akona ot 13.05.2020 r. Ne 13-3.

4. 06 obpawenuu NEKApCTBEHHBIX cpencTB: yka3 llpesmmenta PecnyOmuku bemapycs
or 31.12.2019 r. Ne 499.

5. O eocyoapcmeennoui peructpaiyy (MOATBEPIKICHAN TOCYAaPCTBEHHON PETUCTPALIUN) JIEKAPCTBEH-
HBIX CpelCTB : moctaHoBieHne Cosera Munuctpos PecryOnmku bemapycs ot 01.01.2015 r. Ne 254 B pen.
noctaHoBieHuss MunucrepcTna 3apaBooxpanenus ot 08.10.2021 r. Ne 570.

6. 06 ymeepoicoenuu I1onoXeHNsI 0 KOMHUCCHH IO JICKAPCTBEHHBIM CPEACTBAM : MOCTAHOBJICHHUE
MunucTepcTBa 3apaBooxpanenus Pecryonuku benapycs oT 17.11.2020 r. Ne 97.

7. O mpeboganusx K JOKyMEHTaM, COCTABIISIOIINM PETHCTPALIMIOHHOE IOCKE : TIOCTaHOBIeHHE MUHH-
cTepcTBa 3apaBooxpanHeHus PecnyOmmku bemapyce ot 18.11.2020 r. Ne 100 B pen. mocTaHOBJICHHS OT
22.04.2022 1. Ne 37.

8. O nepeune NOKyMEHTOB AJIsl NPOBEICHUS KOMIUIEKCA NPEABAPUTENBHBIX TEXHUYECKUX paboT !
MOCTaHOBIIEHHE MuHHCTEpCTBa 3/paBooxpaHenns Pecryommku bemapycs ot 18.05.2020 r. N 51 B pen.
noctanoBienus ot 05.02.2021 r. Ne 8.

9. O xomnnexce NpeABapUTEILHBIX TEXHUYECKUX PadO0T, IPEALIECTBYOLUINX TOCYAapCTBEHHOM peru-
CTpalMH JISKApCTBEHHBIX CPEACTB : MOCTaHOBJIeHHe MuHUCTEpCTBa 31paBooxpaneHus PecyOiauku benapych
o1 02.11.2020 r. Ne 93 B pen. noctanosnenus ot 22.04.2022 r. Ne 37.

3ausaTusa Ne 16

OBECHEYEHHME U KOHTPOJIb KAYECTBA JIEKAPCTBEHHBIX CPEACTB
B COOTBETCTBHUU C TPEBOBAHUAMMU HAVIEKAIIIEU TPOU3BOACTBEHHOU
INPAKTUKH

Iean 3ansATHS:

— O3HAKOMHTh CTYJIEHTOB C TEXHUYECKUM KOJICKCOM yCTaHOBHUBIIEHCS NpakTuku «Hamnexa-
11ast MPOU3BOJACTBEHHAS IIPAKTUKAY;

— O3HAKOMHTh CTyAeHTOB ¢ IIpaBunamu Hajexamedn MNpoOu3BOJACTBEHHON MPAKTUKHU
EBpa3uiickoro 5KOHOMUYECKOTO COK03a;

— c(OpMHUPOBATH Y CTYJICHTOB TMPEACTABICHHUSI O (PYHKIIMOHUPOBAHUM CUCTEM YIIPABJICHHUS,
o0ecrnieueHrs U KOHTPOJIS KauecTBa Ha (papMarieBTH4eCKOM MTPOU3BOJICTBE;

— 03HAKOMHTH ¢ (QYHKIHSIMH, TOMEIIEHUSIMH, 000pPYJOBaHUEM W TIEPCOHAJIOM OTAEN KOH-
TPOJIs KauecTBa Ha (papMalleBTUYECKOM MPOU3BOJICTBE.

TpeOoBaHKs K HCXOJIHOMY YPOBHIO 3HAHMIi: IOBTOPUTH OCHOBHBIE MOJI0KeHMs Haexa-
LIEH IIPOU3BOACTBEHHOM IPAKTUKHU.

Bonpocs! 1151 caMoCTOATE/ILHOM NOATOTOBKH

1. OcHoBHBIE TEpMUHBI U UX ompeneneHue: Hamiexaas npon3BoICTBEHHAs IPaKTHKA, Ba-
TuAanys, KBau@uKanus, UCXOJHbIE MaTepualbl, TOTOBas MPOAYKIMs, HepacacoBaHHAs MPOAYK-
LU, IPOMEXYTOYHAs MPOAYKLHUs, cepus (apTus), 10Che Ha CEPUI0, IPOTOKOJI HA CEPUIO, TPOU3BO-
JUTEIb, IPOM3BOACTBEHHAA IIJIOMA/IKa, TPOU3BOJACTBO, TEXHOIOIMYECKAN ITPOLECC, YIIAKOBKA, YH-
cTasg 30Ha, paanodapMalleBTUUECKHI JIEKapCTBEHHBIH Mpenapar, JEKapCTBEHHOE pPAaCTHTEIbHOE
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https://etest.bsmu.by/pluginfile.php/248335/mod_resource/content/1/%D0%A3%D0%BA%D0%B0%D0%B7%20%D0%BE%D1%82%202019%20%E2%84%96%20499%20%D0%B3%D0%BE%D1%81%D1%84%D0%B0%D1%80%D0%BC%D0%BD%D0%B0%D0%B4%D0%B7%D0%BE%D1%80%2C%20%D1%83%D0%BF%D1%80%D0%BE%D1%89%D0%B5%D0%BD%D0%B0%D1%8F%20%D1%80%D0%B5%D0%B3%D0%B8%D1%81%D1%82%D1%80%D0%B0%D1%86%D0%B8%D1%8F.pdf
https://etest.bsmu.by/pluginfile.php/248322/mod_resource/content/1/%D0%9F%D0%A1%D0%9C%20%D0%BE%D1%82%202015%20%E2%84%96%20254%20%D1%80%D0%B5%D0%B3%D0%B8%D1%81%D1%82%D1%80%D0%B0%D1%86%D0%B8%D1%8F%20%D0%9B%D0%A1%20%28%D1%80%D0%B5%D0%B4.%202020%29.pdf
https://etest.bsmu.by/pluginfile.php/248322/mod_resource/content/1/%D0%9F%D0%A1%D0%9C%20%D0%BE%D1%82%202015%20%E2%84%96%20254%20%D1%80%D0%B5%D0%B3%D0%B8%D1%81%D1%82%D1%80%D0%B0%D1%86%D0%B8%D1%8F%20%D0%9B%D0%A1%20%28%D1%80%D0%B5%D0%B4.%202020%29.pdf
https://etest.bsmu.by/pluginfile.php/248325/mod_resource/content/1/%D0%9F%D0%9C%D0%97%20%D0%BE%D1%82%202020%20%E2%84%96%2097%20%D0%BA%D0%BE%D0%BC%D0%B8%D1%81%D1%81%D0%B8%D1%8F%20%D0%BF%D0%BE%20%D0%9B%D0%A1.pdf
https://etest.bsmu.by/pluginfile.php/248324/mod_resource/content/1/%D0%9F%D0%9C%D0%97%20%D0%BE%D1%82%202020%20%E2%84%96%20100%20%D0%B4%D0%BE%D0%BA%D0%B8%20%D0%BF%D0%BE%20%D1%80%D0%B5%D0%B3%D0%B8%D1%81%D1%82%D1%80%D0%B0%D1%86%D0%B8%D0%B8.pdf
https://etest.bsmu.by/mod/resource/view.php?id=190718

CPEICTBO, JIEKAPCTBEHHOE PACTUTEIHHOE ChIPhE, paCTUTEIbHAS (apMalleBTUYecKasi CyOCTaHIIUs, Jie-
KapCTBEHHBI PACTUTENBHBIN NpenapaT, crelu(puKanuy, CTaHJapTHBIE ONEPAIMOHHBIC IPOLIETYPHI,
3anucu, cepTu(UKaThl aHaJIN3a, OTYEThI, KAPAaHTHUH.

2. TpeboBaHMs K TMPOMBIIIJICHHOMY IPOM3BOJCTBY JIEKAPCTBEHHBIX CpeAcTB B PecnyOnuke
benapycs. CranmapTbl, perIaMEHTUPYIOIIUE MPOMBIIUIEHHOE MPOU3BOACTBO JIEKAPCTBEHHBIX
cpeacts B PecriyOnmke benapyce.

3. 3nauenue TKII 030-2017 «Hamexamas npousBoactBeHHas npaktukay (HITIT) nus oGec-
MEYEHUs] KaueCcTBa JIEKAPCTBEHHBIX CPEJCTB. PyKOBOIAIIMIA TIepcOHAN B 00JaCTH KauecTBa B COOT-
BeTcTBUH C TpeboBanusmu HIIIT.

4. [TpyHUIMTIBI YIPABJICHUS KAYE€CTBOM Ha (papManeBTHYecKoM mpeanpustiuu cormacao GMP.
dapmarneBTHYECKas CCTeMa KauecTBa (cucreMa obecrieueHus kauecTBa) u ee rapantuu. O630p ka-
4yecTBa MPOAYKLUHU U YIPABIECHUE PUCKAMHU.

5. OcuoBHble TpeOoBanus, npenbsasiasiemblie HIIIT k KOHTponio kKayecTBa JIEKapCTBEHHBIX
cpeacts. JlokymeHTansHOE 0pOpMIICHHE IPOIIETYp B PE3YIbTaTOB KOHTPOJIS Ka4eCTBA JIEKapCTBEH-
HBIX CPEJCTB.

6. OTnen KOHTPOJIS KayecTBa Ha (apMalieBTUYECKOM IPOU3BOJCTBE, €T0 POJIb U (PYHKIUH.
[Tomemienusi, mepcoHan U 000pPyI0BaHKE OT/AEIa KOHTPOJIS KayecTBa.

7. OCOOEHHOCTH MPOBECHUS MCTIBITAHUI UCXOIHBIX MAaTEPHAJIOB, IIPOMEKYTOYHOM, Hepac-
(hacoBaHHOHN ¥ TOTOBOM MPOITYKIUH.

8. YIOIHOMOYEHHOE JIMIIO 110 KaueCTBY: KBATH(UKAIMOHHBIE TPEOOBAaHUS K 3aHITHIO JOJIK-
HoctH, pyHKIMU. OOyueHue 1 aTTecTalus YIoJIHOMOYSHHBIX JTUIL.

3AJAHUS 111 CAMOCTOSATEJBHOM PABOTHI CTYJIEHTA

3aganue Ne 1. CpaBHuTe pyHKUMHU PYKOBOAs1IEro nepconasia corsacuo HIIII.

Jo/kHOCTH O0s13aHHOCTH

YnonHoMO4YeHHOE JINIO

PykoBoguTens npou3BoicTBa

P YKOBOAUTCIIb OTACIIA KOHTPOJIA
KadyeCcTBa

VYkaxuTe OCHOBHEIC OTJIMUMS B JOJIXKHOCTHBIX 0053aHHOCTAX YIIOJIHOMOYEHHOTO Juana 1 py-
KOBOAUTCIIA OTACTIA KOHTPOJISA Ka4€CTBa

AJITOPUTM BBINIOJIHEHHUS JIA0OPATOPHOH pPadoThI
«KoamnuecTBeHHOE onpenesieHne pacreopa 1ist HHGy3ui neHrokcupuaamaa 2% 5 ma Ne 10»

L]env: chopMupoBaTh y CTYy/ICHTOB HaBBIK MPOBEICHUS KOJIMUYECTBEHHOTO aHAIN3a METOJIOM
MpsAMOi CrieKTpoOTOMETPHH.

Xoo pabombi:

BrImotHUTE ceputo u3MepeHuil (He MeHee 3-X), pacCuyuTaTh KOJWYECTBEHHOE COJCpP)KaHUE
HCIBITYeMOro BelecTBa. Paccuntarh cpeiHee U MOTYUIMPUHY TOBEPUTEIHLHOTO HHTEpBAIA.
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Ucnvimyemwiti pacmeop. TouHblii 00BEM JIEKapCTBEHHOTO Tpemapara, COOTBETCTBYIOUTUN
0k0J10 40 Mr NEeHTOKCU(HIUIMHA, TIOMEIIAIOT B MEPHYIO KO0y BMecTUMOCThIO 100 M1 U 10BOASAT
00BEM pacTBOpa Bo10# 10 MeTKH. 2,00 MII TOJIYyYEeHHOIO pacTBOpa MOMEIIAIOT B MEPHYIO KOJIOY BMe-
CTUMOCTBIO 50 MJI M TOBOJST 00BEM pacTBOpa BOJIOU IO METKH.

IIposeodenue uzmepenuii. I3MepsitoT ONTHYECKYIO IUIOTHOCTh MCIBITYEMOTO pacTBOpa Ha
creKTpo(oTOMETpe B MAaKCUMYyM€ MOTJIOIIEHHS MPH JUIMHE BOJHBI 274 HM B KIOBETE C TOJILIHMHOM
ciost 10,0 mMm. B kayecTBe KOMIIEHCALIMOHHOTO PACTBOPA CPAaBHEHUS MCIIOJIB3YIOT BOJY. Y I€TbHbBIN
MOKa3aTesb MOTJIOIIEHUs EHTOKCH(IIIHA paBeH 289.

Humepnemayus pesynomamos. OTKIOHEHHUE OT HOMUHAJILHOTO COJIEPKaHuUs HE TOJDKHO Ipe-
BbIIATH £15%.

IMepeyenb auTEpPaTYpHI:

1. Jlexyuonnwiti 1 TEOPETHUECKHUI MaTEpPHAIbI.

2. I'ocyoapcmeennas hapmaxores Pecniyommku benapycs (I'® Pb II): B 2-x 1. / M-Bo 31paBooxpaHe-
uus Pecyonuku benapycs, YII «LleHTp skcriepTH3 U HCOIBITAHUHN B 3APABOOXPAaHEHHUWY ; IO 00WI. pea. A. A.
[epsikoBa. Monoaeuno : Tum. «[lo6ena», 2012. T. 1 : O0ume MeTOABI KOHTPOJIS Ka4eCTBa JCKapCTBEHHBIX
cpencts. C. 761-765.

3. 06 obpawerHuu nexapCcTBEHHBIX cpeCcTB : 3akoH PecrryOmmku bemapycs ot 20.06.2006 1. Ne 161-3
(c u3M. u mor.)

4. Opeanuzayus TPOU3BOACTBA M KOHTPOJIS KadecTBa JiekapcTBeHHBIX cpeacTs / H. B. Ilarturopckas
[u 1p.]. Mocksa : PAMH, 2013. 648 c.

5. Ilpouz600cmeo NeKapCcTBEHHBIX cpeacTB. KOHTpoNb KavuecTBa W peryiarpoBanue: [IpakTuyeckoe
pykoBozcTBo: niep. ¢ auri. / L. K. I'ax [u np.]. Cankr-ITetepOypr : [Ipodeccus, 2013. 960 c.

6. 06 ymeeporcoenuu [lpaBui Haaexame NpoOU3BOACTBEHHON MPakTUKK EBpa3uiickoro 3KoOHOMU-
yeckoro coro3a : perrenrne Cosera EBpasuiickoit axoHoMuueckoit komuccuu ot 03.11.2016 Ne 77.

7. Haonexcawas npon3BoJcTBeHHAs pakTuka = HanexxHas BeTBopyast mpakthika : TKIT 030-2017
(33050). Been. 19.06.17. Munck : M-Bo 3apaBooxp. Pecn. Benapycs, 2017. 210 c.

SausaTusa Ne 17

KOHTPOJIb KAYECTBA JIEKAPCTBEHHBIX CPEACTB
IMPOMBIIIVIEHHOT' O ITPOU3BOJACTBA

ean 3aHATHSA:

— O3HAKOMUTDB CTYACHTOB C YHI/I(i)I/IHI/IPOBaHHBIMI/I 1 YaCTHBIMU UCHBITAHUAMHA HaA q)apMaueB-
TUYECKHE CYyOCTaHIIMU U JIEKAPCTBEHHBIC ()OPMBI IPOMBIIIIIEHHOTO MPOU3BOJICTBA;

— c(hOpMHUPOBATH Y CTYJICHTOB MPEACTABICHUS 00 UCIBITAHUSIX CTAOUILHOCTH JIEKAPCTBEH-
HBIX MpEnaparos.

TpeGoBanuss K MCXOAHOMY YPOBHIO 3HAHUIi: TIOBTOPUTH (apMakoneiiHble TpeOOBaHUS K
Ka4yeCTBY pa3IMYHbIX JIEKAPCTBEHHBIX (HOPM.

KoHTpoabHbIE BONPOCHI N0 TeMe 3aHATHS:

1. ®dapmakoneiinbie TpeOOBaHUS K KOHTPOJIIO KaueCTBA JIEKAPCTBEHHBIX (POPM MPOMBIIIIEH-
HOTO NMPOU3BOJICTBA. Y HUBEpCAIbHbIE UCTIBITAaHUS (KpUTEPUN) HA (hapMalleBTHUEeCKHUE CyOCTaHIINH U
JIeKapCcTBEHHbIE Npenapathl. Crienudpuueckue UCIbITaHus (KpUTEpUH) Uis papMalieBTUYECKUX CyO-
CTaHLUH U JIEKapCTBEHHBIX MpenapaToB.

2. IlpaBuiia or6opa mpod JekapcTBeHHbBIX cpeacTB. OcobeHHoCcTH 0TOOpa MPoO UCXOIHOTO
CBIPbSI, MPOMEXKYTOYHOM, HepachaCOBAaHHOW U TOTOBOM MPOTYKITHH.
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https://etest.bsmu.by/pluginfile.php/287980/mod_resource/content/1/%D0%9B1%20%D0%A1%D0%A2%D0%9B%D0%A1%20%D0%BE%D1%87%D0%BD%D0%BE%D0%B5%202021%20%D1%81%D0%B0%D0%B9%D1%82.pdf
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https://etest.bsmu.by/pluginfile.php/165120/mod_resource/content/1/GMP%20E%D0%90%D0%AD%D0%A1.pdf
https://etest.bsmu.by/pluginfile.php/165120/mod_resource/content/1/GMP%20E%D0%90%D0%AD%D0%A1.pdf
https://etest.bsmu.by/pluginfile.php/47409/mod_resource/content/2/GMP%20%D0%A0%D0%91.pdf

3. OCOOCHHOCTH KOHTPOJISI KauyecTBa JICKAPCTBEHHBIX CPEICTB M3 JICKAPCTBEHHOTO PACTH-
TEJIBHOTO CBIPBSI.

4. Meronndeckue MOAXO0/IbI K ONPEICIICHHIO U KOHTPOJIb MUKPOOUOJIOTHUECKOW YUCTOTHI Jie-
KapCTBEHHBIX CPE/CTB.

5. MeTo10710THsI HOPMUPOBAHUSI COICPIKAHUS M ONPEACTICHUS OCTaTOYHBIX KOJHYECTB Opra-
HUYECKUX PACTBOPHUTENICH B JIGKAPCTBEHHBIX cpencTBax. Kinaccudukaius opraHnuecKux pacTBOPH-
TeJe TI0 CTeTIEHU PHUCKa.

6. TpeboBaHMsI K UCTIBITAHUSM CTa0MIIBHOCTH JICKAPCTBEHHBIX MIPENapaToB U (hapMarieBTHIe-
CKUX CyOcTaHIMiA. MeTo07I0rHYeCcKHe TIOIX0/IbI K OnpeesieHHI0 cTabmibHoCcTH. OnpeiesieHre cTa-
OMJILHOCTH JIEKAPCTBEHHBIX CPEICTB B IOJTOCPOUYHBIX, YCKOPCHHBIX, IPOMEKYTOUHBIX U CTPECCOBBIX
uccnenoBanusix. CpoKH roJTHOCTH JICKAPCTBEHHBIX MperaparoB. McurcieHne cpokoB roJHOCTH Jie-
KapCTBEHHBIX MPENapaToB.

7. TTopsitOK YHHUYTOXCHHS JICKAPCTBEHHBIX CPEJICTB B alITEYHBIX OPTaHU3aIHIX.

3AJAHMSI 1)1 CAMOCTOSTEJLHOM PABOTBI CTYIEHTOB

3ananme Ne 1. CocraBbTe cxemy 0T0Opa NPo0 JIeKAPCTBEHHBIX NMPENapaToB.

3aganue Ne 2. 3anosiHuTe TA0JIMIY € XapaKTePUCTUKAMU NPOBe/ICHUs] HCIILITAHUM CTa-
OMJIBHOCTH JIEKAPCTBEHHBIX NpenapaToB U ¢papManeBTHYECKHUX CYOCTAHIMIA.

Joarocpounsie YckopeHHbIe IIpomexyTouyHbIe CtpeccoBble
HCCIe0BAHUS HCCJICI0BAHUS HCCJICAOBAHUSA HCCJIeOBAHUSA

Ycnosusa
HUCCEIOBaHUHI

[Tepuoast
1 TOYKH
MIEPEKOHTPOIIS

IIponomxurens-
HOCTb

XapakTepucTuka
H3MEHEHUH

3aueM IpOBOJSATCS

AJITOPUTM BBINOJIHEHHUS JIA0OPATOPHOI padoThI
«KoHTpO/Ib KaYecTBA J1eKAPCTBEHHOI'0 PACTUTEIBHOIO ChIPbS»

Llenv: chopMHUpPOBATh Yy CTYACHTOB TPEICTABICHUE O KOHTPOJIE KauyecTBa JICKAPCTBEHHOTO
PaCTHTENHHOTO CHIPhS «aHTPO» O MOKa3zaTesiM: «BHelrHue npu3Haku» U «JlomycTruMbie MpuMecH»
(HechIpbeBbIE YaCTH PACTEHUS, OPraHNYEeCKUE MPUMECH, MUHEPAJIbHbIE TPUMECH ).

OcCHOBHBIE CBE/ICHUS /751 BBIIOJTHEHUS 1a00paToOpHOM paboThl CTyICHTaMU MPEACTABICHBI B
INocynapcrBennoit papmakonee Pecriyonuku benapyces.
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Xoo pabompi: 1. IlonyunTs MHIMBUAYAILHOE 33J]aHNE Y TIPSO JaBaTEIIsl.

2. CornacHo o6mum cratbsam 2.8.2, 2.8.23 (1. 1) 'ocynapcTBenno# papmakonen Pecryonuku
benapych v 4acTHBIM CTaThsIM Ha KOHKPETHBIC BHJIbI JIGKAPCTBEHHOTO PACTHTEIBHOTO CHIPhS (T. 2)
YCTaHOBHTh COOTBETCTBHE HCIBITYEMOTO JIEKAPCTBEHHOTO PACTHUTEIBHOTO CHIPbS ITOKA3aTEIo
«BHemHre npu3HaKW») YaCTHON CTaThU U ONPEACTUTh B HEM COJIepPIKaHNEe TPUMECEH.

3. ConocTaBUTh IOJIyYUEHHOE 3HAUEHUE IO COJAEP)KAHUIO MPUMECEH ¢ BEpXHEW IpaHuuei
HOPMBI 4acTHOM cTaTby. Clienarh BBIBOJ O KA4ECTBE UCIIBITYEMOTO JIEKAPCTBEHHOTO PACTUTEILHOTO
CBIPBs 10 IIPOBEPSIEMBIM ITOKA3aTEIAM Ka4eCTBA.

3akiro4eHue:

AJITOPUTM BBINOJIHEHHUS JIA00PATOPHOI padoThI
«KomuyecTBeHHOE ONpe/iesieHNe JeKCaMeTa30Ha B KAIUIAX IJ1a3HbIX»

Llenv: chopMHUPOBATH Y CTYACHTOB HABBIK MPOBEJCHUS KOJTMYECTBEHHOTO aHAIN3a METOIOM
pSIMOil ClIeKTPOOTOMETPUH.

Xoo pabompoi:

BoinonHuTh cepuio u3MepeHuil (He MeHee 3), pacCUUTaTh KOJUYECTBEHHOE COJIepKaHUE HC-
IBITYEMOT0 BellecTBa. PaccunraTh cpeiHee U NOMYIMIMPUHY TOBEPUTEIHLHOIO HHTEPBAJIA.

Hcnvimyemuolii pacmeop. B MepHYIO K0JIOY BMECTUMOCTBIO 25 MJT moMemaroT 5,0 M1 UCTIBI-
TYeMOT'0 pacTBOpa JIeKCaMeTa30Ha, MPUOaBIIAIOT 600y P 1 JOBOIAT 00BbEM pacTBOpa TEM XKe PacTBO-
puteneM 10 MeTku. B mepHyto kon0y BMecTuMocThio 100 M momemiarot 10,0 Mt mosryueHHOTro pac-
TBOpA M JOBOAAT 60001 P 10 METKH.

IIpogedenue usmepenuii. VI3MepstoT ONTUYECKYIO IUIOTHOCTh HCIBITYEMOIO pacTBOpa Ha
crieKTpooTOMeTpe MpH JUTMHE BOJIHBI 239 HM B KIOBETE € TOJIIIMHOM cllost 1 cM, HCTIONIb3Ys B Kaue-
CTBE KOMIIEHCALlMOHHOTO 600y P. Y IeNbHbIi oKa3aTesb MNOIJIOMIEHUS JeKcaMeTa3oHa paBeH 394.

Humepnpemayus pesynomamos. OTKIOHEHHS B KOHLIEHTPALMM JOJDKHBI OBITH He Oolee
+10%.

Ilepedyens nuTepaTyphl:

1. Jlexyuonnoiii 1 TEOPETUIECKUN MaTEPHAIIBI.

2. l'ocyoapcmeennas dapmaxones Pecryonuku benapycs (I'® PbB 11): B 2 1./ M-Bo 31paBooxpaHeHust
Pecniy0mnuku benapycb, YII «LleHTp 3KCHIepTH3 U UCIIBITAHUH B 3IpaBOOXpaHeHU ; 1101 0011, pen. A. A. Ile-
psikoBa. Monozaeuno : tum. «llo6emga», 2012. T. 1 : Obmue MeTOIB KOHTPOJISI KadeCcTBa JIEKAPCTBEHHBIX
cpencts. C. 252-257.

3. l'ocydapcmeennas dpapmaxones Pecyonuku benapycs (I'® PB II) : 8 2 1. / PYII «LlenTp sxcniepTu3
M UCHBITAaHUM B 3ApaBooxpaHeHum» ; mox odmi. pea. C. M. Mapuenko. Monoaeuno : Ilodema, 2016.
T. 2 : Konrpouss kadecTBa cyOCTaHIMiI U1 (papMameBTHYECKOTO MCHOIB30BAHUS M JIEKaPCTBEHHOTO PACTH-
TENBHOTO ChIphs. 1368 c.
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4. O6 ymeepoicoeHuu TpeOOBaHUN K HCCIEJOBAHUIO CTAOMIBHOCTH JICKAPCTBEHHBIX IPENApaToB U
(apmaneBTHUecKnX cyOctaHiuii : pemenne Kosutermm EBpasmiickoil SKOHOMHYECKOH KOMHCCHH OT
10.05.2018 r. Ne 69 (c u3M u j1011.)

5. O nposedenuu KOHTPONST KauecTBa JIEKAPCTBEHHBIX CPEACTB IO MOCTYIUIEHUS B pealu3alluio,
a TaKKe JICKApCTBEHHBIX CPEJICTB, HAXOSIIUXCS B oOpameHny Ha Tepputopun Pecnyonuku benapycs : mo-
cTanoBJeHrne MuHHUCTEpPCTBa 3ApaBooxpaneHus Pecybmukn bemapycs ot 01.03.2010 r. Ne 20 B pen. mocTa-
HoBieHus ot 30.03.2021 r. No 26.

6. 06 ymeepaicoenuu TpeOOBaHUIN K WHCTPYKLUH 1O MEAUIUHCKOMY IPUMEHEHHIO JIEKapCTBEHHBIX
MpernapaToB U 00IIeH XapaKTepUCTHKE JICKAPCTBEHHBIX MTPENapaToB JIJIsl MEAUITUHCKOTO TPUMEHEHUS : perie-
Hue Cosera EBpasuiickoit s3xoHoMHueckoil komuccuu ot 03.11.2016 r. Ne 88.

7. O PyxooOdcmeée 1O NCUMCIICHHIO JTaThl Hayajia OTCUeTa CPOKa TOAHOCTH TOTOBBIX JIEKAPCTBEHHBIX
(opM JeKapCTBEHHBIX MPENapaToB JJIsl MEIUITMHCKOTO TIPUMECHEHHS M BETCPUHAPHBIX JICKAPCTBEHHBIX TIpe-
mmapaToB : pekoMeHnarus Komrernn EBpasuiickoit saxoroMuueckoi komuccuu ot 26.02.2020 r. Ne 2.

8. 06 obpawenuu ¢ orxonamu : 3akoH Pecrnyonmuku Benapycek ot 20.07.2007 © Ne 271-3 (¢ u3m.
U JOII.)

9. 06 ymeepoicoenuu, BBEIEHAN B IEHCTBUE O0IIEroCyIapcTBeHHOTO KiaccudukaTopa PecrmyOmmku
Benapyce : mocraHoBnenne MUHHCTEPCTBa TPUPOTHBIX PECYpPCOB M OXpaHbl OKPYXKAaOLIeH Cpeabl OT
09.09.2019 r. Ne 3-T.

10. O6 ymeeporcoenuy NHCTpYKIINH 0 TIpaBHIaX M METOJaX 00E3BPEKUBAHUS OTXOAOB JIEKaPCTBEH-
HBIX CPEJACTB, U3JEIUNA MEIULIMHCKOTO Ha3HAYEHUS U MEIUIIMHCKOW TEXHHUKH : TOCTaHOBIeHHEe MUHUCTED-
cTBa 3apaBooxpaneHus PecryOinku bemapych ot 22.11.2002 Ne 81.

11. O6 ymeepocoenuu CaHUTapHBIX HOPM U TipaBui «CaHUTAPHO-IMHIEMUOIIOTHIECKHE TPEOOBAHUS
K OOpAICHHUIO C METUIITHCKAMHE OTXOJaMU» : IIOCTaHOBIeHHE MUHHCTEPCTBA 3ipaBooXpaHeHus PecriyOnmuku
benapycs ot 07.02.2018 1. Ne 14,

12. 06 ymeepoicoenuu PykoBoJCTBA 11O COCTABJICHHIO HOPMATUBHOTO JOKYMEHTA 10 Ka4eCTBY JIeKap-
CTBEHHOTO Tipemnapara : pemenne Komrerun EBpasuiickoit skoHOMudeckor komuccuu ot 07.09.2018 Ne 151.

3ausaTusa Ne 18
CTATUCTHUYECKAS OBPABOTKA PE3YJBTATOB
XUMHNYECKOI'O DKCITIEPUMEHTA

ean 3aHATHA.

— O03HAKOMHUTH CTYACHTOB C (papMaKOMeHHbIMH TPeOOBAaHUSMHU K CTATHCTUYECKOW 0Opa-
60TK€ PE3YIBTATOB XUMHNYCCKOTO OKCIICPUMEHTA, MCTPOJIOTHYCCKUMHA XaPAKTCPUCTUKAMU MCTOAUK
aHasu3a;

— copMupoBaTh y CTYJIEHTOB MPEICTABIEHUS O METPOJIOTHH KaK HayKe, TOCYAapCTBEHHOM
MeTpoJIorHueckoi ciyx0e Pecnyonuku benapych u cucreme obecredeHus eIMHCTBA U3MEPEHUI;

— 3aKpenuTh 3HAHUW CTYIEHTOB O IPUMEHEHUHU CTaHJApTHBIX 00pa3lioB B (papMaleBTHYE-
CKOM aHaJIu3e.

TpeOoBaHMsI K MCXO0JHOMY YPOBHIO 3HAHMIA: TIOBTOPUTH OCHOBHBIE MPUHITUIIBI CTATUCTH-
4ecKoil 00paboTKH Pe3yabTaTOB XUMUYECKOTO aHATH3a.

KoHTpoabHbIE BONPOCHI N0 TeMe 3aHATHS:

1. Merponorus. Cucrema obecriedeHust eMHCTBa u3MepeHuit B PecriyOnuke benapyce.

2. l'ocynmapcTBeHHast MeTpoJiorndeckas cirysxoa Pecyonmku benmapycs.

3. MeTtposnoruueckas olieHKa: yTBEepKJIeHHe TUIIAa CPEJCTBA U3MEPEHUH, YTBEP)KICHUE TUIIA
CTaHIapTHOTO 00pasia, MoBepKa, KaTHOPOBKA, METPOJIOTHUYECKAs KCIIEPTH3a, AaTTECTAIINS METOTUK
(MeTo10B) U3MEPEHUH, CIIMYEHNE PE3yIbTaTOB U3MEPEHHIA.

4. CrangapTHbBIE 00pa3Ibl, UX IPUMEHEHHE TSI KOHTPOJIS Ka4eCcTBa JICKApCTBEHHBIX CPEJICTB.

5. TpeboBanus ['ocynapcTBeHHo# (apmakornen PecryOnuku benapych K CTaTHCTHUECKOM
o0paboTke naHHbIX. BeiOopka, BapuanmonHasii psia. [IpoBepka oqHOPOAHOCTH BHIOOPOK, HCKITIOUE-
HUE BBIMAJAIONTNX 3HAYCHUH.
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https://etest.bsmu.by/mod/resource/view.php?id=199643
https://etest.bsmu.by/mod/resource/view.php?id=199643
https://etest.bsmu.by/mod/resource/view.php?id=190711
https://etest.bsmu.by/mod/resource/view.php?id=190711
https://etest.bsmu.by/pluginfile.php/206699/mod_resource/content/1/%D0%A0%D0%B5%D0%BA%20%D0%9A%D0%BE%D0%BB%D0%BB%D0%B5%D0%B3%D0%B8%D0%B8%20%D0%95%D0%AD%D0%9A%20%D0%BE%D1%82%202020%20%E2%84%96%202%20%D1%81%D1%80%D0%BE%D0%BA%20%D0%B3%D0%BE%D0%B4%D0%BD%D0%BE%D1%81%D1%82%D0%B8.pdf
https://etest.bsmu.by/pluginfile.php/206699/mod_resource/content/1/%D0%A0%D0%B5%D0%BA%20%D0%9A%D0%BE%D0%BB%D0%BB%D0%B5%D0%B3%D0%B8%D0%B8%20%D0%95%D0%AD%D0%9A%20%D0%BE%D1%82%202020%20%E2%84%96%202%20%D1%81%D1%80%D0%BE%D0%BA%20%D0%B3%D0%BE%D0%B4%D0%BD%D0%BE%D1%81%D1%82%D0%B8.pdf
https://etest.bsmu.by/pluginfile.php/206699/mod_resource/content/1/%D0%A0%D0%B5%D0%BA%20%D0%9A%D0%BE%D0%BB%D0%BB%D0%B5%D0%B3%D0%B8%D0%B8%20%D0%95%D0%AD%D0%9A%20%D0%BE%D1%82%202020%20%E2%84%96%202%20%D1%81%D1%80%D0%BE%D0%BA%20%D0%B3%D0%BE%D0%B4%D0%BD%D0%BE%D1%81%D1%82%D0%B8.pdf
https://etest.bsmu.by/mod/resource/view.php?id=158890
https://etest.bsmu.by/mod/resource/view.php?id=158890
https://etest.bsmu.by/mod/resource/view.php?id=158893
https://etest.bsmu.by/mod/resource/view.php?id=158893

6. Anroput™m pacueTa METPOJIOTUYECKUX XapaKTEPUCTHK METOIMKH XMMUYECKOTO aHaIH3a:
CpelHEe 3HAUYEHUE, YUCIIO CTENeHel cBOOO/Ibl, CTaHAAPTHOE OTKJIOHEHUE, 10BEPUTEIbHAS BEPOST-
HOCTb, 3HaueHue t-kpurepusi CTbI0/IeHTa, MOJYIIUPUHA JOBEPUTEIBHOIO HHTEPBajia, HEOIPEICICH-
HOCTb CPEJIHETO pe3yJibTaTa.

7. CpaBHEHHE ABYX METOJAMK aHAJIM3a [0 BOCIIPOU3BOUMOCTH.

3AJAHMSI 1)1 CAMOCTOSTEJBLHOM PABOTHI CTYIEHTOB

3apanue Ne 1. CocraBurth cBUAeTeJbCTBO 0 mNoBepke pH-merpa Hanna HI 2211
(NeH0054769) ¢ nuanazonom usmepenuii 014 ex. pH no npuiaaraemoii popme. Kitace rounocTu
(morpemHocts) cocrasisietr £0,1 en. pH. Baageaen: OO0 «bejakBuI0H».

Jlorotun
(TOJTHOE HANMEHOBAHHUE IOPHIIYECKOTO JIMIIA, YIIOJIHOMOYCHHOTO OpraHu3aluy,
Ha OCYILIECTBJIEHHE rOCY1apCTBEHHOM MMOBEPKU CPEJCTB U3MEPEHHIA) BBIIABIIEH
CBUJIETEIILCTBO
(HaMMECHOBAaHUE U HOMEP CBUJICTEIHCTBA 00 YITOJTHOMOYHBAHHH 0 rOCyAapCTBEHHOM
Ha OCYILIECTBIIEHHE rOCYIapCTBEHHOM MMOBEPKU CPEJCTB U3MEPEHHIA) MOBEPKE
(Ipu HanU9IKMK)

CBUJIETEJILCTBO O I'OCYJAPCTBEHHOI [TOBEPKE

Ne
[JaTta rocyaapcTBEHHOW NOBEPKU T.
JelicTBuTensHO 10° __T.

CpeacrtBa uzmepeHuit

(BmHcCaTh HyXHOE)

(HauMeHOBaHUE, THIT, MOTU(HUKALIUSA CPEICTBA H3MEPEHUH (COTIacHO cepTu(uKaTy 00 yTBep )KICHUHU THTIA

CpeJCcTBa U3MEPEHHI), COCTaB CpeCTBA U3MEPEHU)
W neHTH)UKAITMOHHEI HOMEp

(3aBozcKoil (cepuiiHblil), UM UHBEHTApHBIH, WM HOMEHKIATYPHBIH HOMeEp, yKa3aHHBIN Ha CPe/ICTBE U3MEPEHUIN)
O0s13aTeTbHBIC METPOJIOTHUYECKIE TPSOOBAHUS:

(mmamna3zoH U3MEpEeHUH, pa3psa, KIacc TOYHOCTH (MM ) IOTPEITHOCTh CPEACTBA N3MEPEHHIN
B COOTBETCTBHH C OITHCAHHEM THUIIA)
3asBUTEND

(HaI/IMeHOBaHI/Ie OPUAUICCKOTO JIMa UIn (1)aMI/IJ'II/I}I, CcOOCTBEHHOE HuMs, OTYECTBO (HpI/I HaJ'II/I‘H/II/I)
(1)I/I3I/I‘ICCKOFO JMa Wil UHAWNBUAYAJIbHOTO HpeIIHpI/IHI/IMaTeJ'IH)
TlocymapcTBeHHas MOBepKa MpOBEeHa B COOTBETCTBUU C METOJUKON MOBEPKU:

(HanmeHOBaHME U (MIHM) 0003HAYCHUE TOKYMEHTA)
C IPUMEHEHUEM HTAJIOHOB €MHUL] BEJINUHH:

(HaMMeHOBaHME, THII, 3aBOJICKON HOMED, pa3psi, KJacc TOYHOCTH WU MOTPEIIHOCTD,

JOKYMEHT (PeTrUCTPallMOHHEIH HOMEP CPEACTBA H3MEPEHUH, IPHUMEHIEMOT0 B KaUeCTBE ATAJIOHA €IIHUI BEIHINH
(mpu HaMU4YUK)
Pe3ynbraThl rocyaapcTBeHHON MOBEPKH (IIpH HEOOXOAMMOCTH)

Ha ocHOBaHUM pe3yabTaTOB rOCyIapCTBEHHOM IMOBEPKU CPEICTBO H3MEPEHHUI COOTBETCTBYET 00S3aTEIHHBIM METPOJIO-
THYECKUM TPEOOBaHUAM M MPHU3HAHO MPUTOJHBIM K IPUMEHEHHIO.
3HaK rocy/1apCTBEHHOH MOBEPKH:
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Tl'ocynapcTBeHHBIN TOBEPUTEIND

(moamuce) (nHULIMAIBL, amMiTHs)
Hacrosmee cBHIETENBCTBO MOATBEPIKAACT MPOCICKUBAEMOCTh U3MEPEHHH, BBITOIHIEMbIX C MIOMOIIBIO JaHHOTO
CpeICcTBa U3MEPEHH, 10 eIMHHUI] BeTnInH MexmyHapoaHoi cuctemsl enuHUIl (CH), KoTopbie BOCIIPOU3BOIATCS depes

AJzpec I0pUINYECKOro JIMIA, YITOJTHOMOYSHHOIO Ha MPOBEICHUE TOCYIaPCTBEHHOH MMOBEPKH, TEIL.:
! Ilata, 10 KOTOPOH EHCTBYET CBUAETENBCTBO FOCYIAPCTBEHHOM TIOBEPKE, BKIIOUMTENBHO.
IIpumepsl penieHUs1 TUIIOBOI 3a1a4M N0 CTATUCTHYECKOH 00padOTKe JAHHBIX XUMHYe-
CKOI'0 JKCIIEPUMEHTA
Ilpumep 1. IIpoBecTr TPOBEPKY OJTHOPOTHOCTH BBIOOPKHU. PaccunTaTh METPOJIOTHUECKHUE Xa-
PaKTEPUCTUKH PE3YJIHTATOB KOJIHMUECTBEHHOTO OMpeieieHust OpoMrekcruHa B cyocraniuu: 98,81 %);
101,05 %; 99,10 %; 99,26 %; 100,40 %,; 99,65 %; 100,50 %.

Pewenue: 1) CocrapiisieM BapyalldOHHBIA PsT

X1=98,81%
X2=99,10 %
X3=199,26 %
X4=99,65 %

X5 =100,40 %
X6 =100,50 %
X7=101,05 % n=7¢7

2) IlpoBepsieM OAHOPOIHOCTH BEIOOPKH

R = 1010,5-98,81 = 2,24

Q1 = (99,10-98,81)/2,24 = 0,129

Q7 = (101,05-100,50)/2,24 = 0,25

Qra6n = 0,51 (Tabmuna 11.-1T'd Ph, 1. 1)

Q1<Qrta6n 1 Q7<QrTa6s, 3HAUUT BEIOOPKA OJHOPOIHA

3) PacueTr MeTpOIOrHYECKHUX XapaKTEPUCTHK

X = (98,81 + 99,10 + 99,26 + 99,65 + 100,40 + 100,50 + 101,05) / 7 = 99,82 %

s2 = ((99,82 -98,81)2 + (99,82 - 99,10)% + (99,82 — 99,26)% + (99,82 — 99,65)2 +

+(99,82 — 100,40)2 + (99,82 — 100,50)2 + (99,82 — 101,05)2)/(7-1) = 4'16927 = 0,6987

s = \/s2 = \/0,6987 = 0,83
RSD = s » 100 %/ = 0,83 x 100 %/99,82 = 0,83 %
oo 5 _ 0es = 0,31
) TR
Ax =t (P2 n—1).sx = 2,4469 x 0,31 = 0,76 (tabmima 11.-2 T® PB, 7. 1)
= = Ay x 100 %/x = 0,76 x 100 %/99,82 = 0,76 %

Oteer: y = Ay = 99,82 + 0,76 %; x = 99,82 %; s=0,83; RSD = 0,83 %; Ay = 0,76;
=076 %.

Ilpumep 2. Ilpu ananm3e IByX cepuid TabJIETOK KETOPOJIaKa TPOMETAMHHA METOIOM BBICOKO-
3¢ (HeKTHBHON KUAKOCTHOM XpomaTorpaduu ObLTH MOTYyYEHBI CIEAYIONUE PE3yAbTaThl Mapallyieiib-
HBIX OTPEISIICHUI MacChl JIEKAPCTBEHHOTO BemecTBa B 1 Tabnetke (mr): I cepust — 10,4, 10,8, 10,6,
10,6; Il cepusi — 12,1; 11,6; 11,8. IMeroTcs v CTATUCTUUECKH JOCTOBEPHBIE PA3INUMs B COJAEPKAHUHI
KEeTopoJiaka B TabJIeTKax ABYX Cepuii?
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BHaayaine paccuntaem cpeHHe 3HaAUYEHUS U TUCIIEPCUU VIS IBYX BBIOOPOK:

- 10,4+ 10,8 + 10,6 + 10,6 . 02> +02240+0 _
my = y = 10,6 wr; st = 22 =2,7-10%;

12,1 +11,6+ 11,8
3

0,32 +(-0,2)> +0
2

m, = = 11,8 mr; S; = =6,5107%;

CpaBHHUM BOCITPOM3BOIUMOCTh PE3YJIBTATOB aHAIM3A JIBYX CEPHI TAOJIETOK (IUCIIEPCUU IBYX
BBIOOPOK):
S5 6,5-107
F=—5=—"—-5=24
ST 2,7-10

Hnsa P = 0,95; Benuumnsl f 17151 607IbIICH TUCTIEpCHU paBHOM 2, U U1 MEHbIIICH — 3, 3HaYe-
Hue Fipur paBHO 9,55 (Tabnuua 11.-5). Tak kak F < Fipur, BOCIPOM3BOAMMOCTH OJJUHAKOBASI.

PaccuntaeM CpeIHEB3BELICHHOE 3HAYCHUE IUCIEPCUU M DKCIIEPUMEHTAIBHOE 3HAYCHUE
t-kpurTepus.
2 2 ) )
S_Z (ny —1D)ST+ (np, —1)S3 3:2,7-10°+2-6,5-10
B n + 1'12—2 B 5

m; —m, nn 1,2 /12
Gken = | 1 2| — = — =177
N n +n2 D 7
4/52 /4,2~ 10

Kputnueckoe 3Hauenue t-kputepust i P = 0,95 u f = 5 paBno 2,57. Tak kak sKCriepUMeH-
TaJIbHOE 3HAYEHUE t-KPUTEpUS 0Ka3al0Ch OOJIbIIE KPUTUYECKOTO, CIEA0BATENILHO, COIEPKAaHUE Ke-
TOpoOJaKa TpOMETaMUHa B TabJeTKaX BTOPOU cepru 0oJbllle, YeM B TabJeTKax MepBOi Cepui.

=42-10"

OTBeT: UMEIoTCS.

3AJAYN AJA CAMOCTOATEJBHOI'O PEHIEHUA CTYAEHTOM

1. TIpoBectu nMpoBEpKY OJHOPOJTHOCTH BBIOOPKH. PaccunTarh METpOJIOTHYECKHUE XapaKTepH-
CTHKH pE3yNbTaTOB KOJIMYECTBEHHOTO OMNpeAeNieHUus WHIOMeTanuHa B cyoctanuuu: 99,03 %;
99,40 %; 98,77 %; 98,83 %; 99,21 %; 98,95 %; 98,74 %; 98,88 %.

2. IIpoBectu mpoBEepKy OAHOPOTHOCTH BHIOOPKH. PaccunTaTh METPOJIOTUYECKHE XapaKTepH-
CTUKHM pe3yJIbTaTOB KOJMYECTBEHHOro onpeaeneHus nedanexkcuHa B cybOcranmuu: 99,59 %;
100,03 %; 100,06 %; 100,06 %; 100,00 %; 99,84 %; 99,90 %.
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3. I[IpoBecTr MPOBEPKY OJTHOPOTHOCTH BHIOOPKH. PaccunTaTth METpOIOTHYECKHE XapaKTepH-
CTHKH Ppe3yJbTaTOB KOJMYECTBEHHOTO OIPENEICHUsT KCUIOMETa30inHa B cyOctanuuu: 97,6 %;
97,0 %; 100,2 %; 100,0 %; 98,6 %; 99,0 %; 99,5 %; 99,4 %.

4. Tlpu onpeneneHuu CoaepKaHusl CTPENTOLMIA B 00pasiie JUHUMEHTA OTYIEeHbI CIICAYIO-
e pesynbratel: 9,52 %; 9,55 %; 9,83 %; 10,12 %; 9,88 %,; 10,01 % u 10,33 %. IIposecTtu mpo-
BEPKY OJIHOPOJHOCTH BBHIOOPKH. PaccunTaTh METPOIIOTHUECKUE XaPAKTEPUCTHUKH.

5. Ilpu npoBeZIcHUM IEBATH ONPEICIICHHUI COJCPKaHUs OOILEro a30Ta B IUIa3Me KPOBH IOJTY-
4eHbl crenyromme nanaeie B %: 0,62; 0,81; 0,83; 0,86; 0,87; 0,90; 0,94; 0,98; 0,99. [Ipoeputs 0/1-
HOPOJHOCTh BBIOOPKH U PACCYMTATH METPOJIOTMUECKHE XapaKTePUCTHKH.

3AJJAYN AJIS1 PEIHEHUSI HA 3AHATUN

Bo Bcex mMpuBEACHHBIX 3aJaHUSIX HEOOXOJMUMO MPOBECTH CTATUCTHUYECKYIO 00pabOTKy pe-
3yJIbTATOB UCTIBITAHUN:

— onpeoenums, eCmb Jiu 8 NPUEEOEHHOU 8blOOPKE NPOMAXU,

— paccyumams cpeonee 8b100pKU, OUCNEPCUI0, CIMAHOAPMHOe OMKIOHeHUe, CIAHOapmHOoe
OMKIOHEHUE BbIOOPOUHO2O CPEOHe20, OMHOCUMENbHOe CMAHOAPMHOe OMKIOHEHUe pe3Vibmama
aumanusa;

— onpeodenums 2paHulbl 008epPUMEIbHO20 UHMep8ala (0osepumenvras seposmuocms 95%);

— paccuumams HeonpeoereHHOCMb CPeOHe20 pe3yibmamd.

B ciyuae ecnu mpuBeACHBI pe3ysbTaThl aHAIH3a MPU MOMOIIU JABYX Pa3IHYHBIX METOJHUK,
HEOO0XOUMO CPABHUTH MX BOCIPOU3BOIUMOCTb.

3agaua 1

B xozne onpenenenust coaepxkaHus JEMCTBYIOMIETO BEIIECTBA B JIGKAPCTBEHHOM CPENICTBE A
OBLTH TIOJTYYEHBI cienyromue pe3ynbTatsl (%). [IpoBeaute cratucTuueckyro o0paboTKy MOTydeH-
HBIX JaHHBIX.

| 995 | 969 | 90,1 [ 1000 | 1034 | 97,7 | 1001 | 1022 | 985 | 1056 |
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3agaua 2
B pe3ynbrare onpeneneHus coaepKaHusl MarHus B CIUTaBE MOJTyYEHBI CIICAYIOIINE 3HAUCHHS
(% 1o macce):

| 748 | 744 | 749 | 752 | 750 | 747 | 7155 | 758 |

3apaua 3

[Tpu ompeneneHny Meau B 30Ji€ PACTEHUN IBYMS Pa3IMYHBIMU METOJAaMU ObLIH MOTy4YEHBI
CJIEIYIOIINE PE3YNbTAThI (MKT):

v’ CIIEKTPOPOTOMETPUYECKH:

| 0,72 \ 0,75 | 0,73 | 0,74 \ 0,79 | 0,72 y
v mossiporpaduuecKu:
\ 0,76 \ 0,74 \ 0,75 \ 0,73 |

CpaBHHUTE BOCTIPOM3BOIUMOCTH OTIPEICTICHUH.
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3anaua 4

B cocraBe nexapCTBEHHOTO CpeCcTBa onpenessuiocsk coaepxxkanne npumecu N. Conepxanue
yKa3aHHOI MpuMecH B HccaeayeMbIx mpobdax (%) coctaBuiio:
| 042 | 044 | o047 | 041 | 044 | 043 [ 040 | 043 |

[TpoBemuTe CTAaTHCTUYECKYIO 00pPabOTKY MOTYyYEHHBIX JaHHBIX, OMPEICITUTE TPAHMIIBI JIOBE-
PUTENILHOTO MHTEpBaJIa (IOBEpUTEIbHAS BEPOSTHOCTE 95 %).

3amaua 5
[Tpu onpeienieHUN KOHIIEHTPAIIUU COJITHON KHCIOTHI IBYMSI Pa3IMUYHBIMA METOUKAMU ObLITN
MOJIYYEHBI CIIEAYIONTNE 3HAYCHHUS:

Meroauka | 0,1113 0,1112 0,1109 0,1111
Meroauka 2 0,1106 0,1103 0,1107 0,1105

CpaBHI/ITe BOCITPOU3BOAUMOCTD OHpGZ[CJICHHﬁ.
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AJITOPUTM BBINOJTHEHHS J1A00PATOPHOH PadoThI
«KosinyecTBeHHOE OMpe/ie/ieHHe PACTBOPA VI HHbEKLIMA NanaBepuHA r'UAPOXJI0PUIA»

L]enwv: chopMUpOBATh Y CTYACHTOB HaBBIKH MTPOBECHUS KOJMUYECTBEHHOTO aHAIN3a METOJIOM
PSIMOi CIIEKTPO(OTOMETPHUH.

Xoo pabompwi:

BeimonHuTh cepuio u3MepeHuid (He MeHee 3-X), paccuuTaTh KOJIMYECTBEHHOE COACpKAHHE
UCIBITYeMOro BellecTBa. Paccuntarh cpeiHee 3HaU€HUE U MOJIYIIMPUHY JOBEPUTEIHHOIO MHTEpBAIIa

Ucnvimyemwiti pacmeop. Tounblil 00bE€M mpenapara, COOTBETCTBYOMIMI 40 MI anaBepruHa
THAPOXJIOPH/IA, TTOMEIIAIOT B MEPHYIO KOJI0Y BMecTUMOCThIO 100 M1 11 ToBOAST 00BEM pacTBopa 0,1
M pacTBOpOM XJIOPUCTOBOAOPOJIHOM KUCIOTHI 10 METKU. 5,0 MJI IOJIYYEHHOI'O PACTBOPA IOMEILAIOT
B MEpHYIO K0JIOY BMecTUMOCTBIO 100 Mi1 1 1oBOAAT 00BEM pactBopa 0,1 M pacTBOpoM XJIOpUCTOBO-
JIOPOJTHOW KUCJIOTBI 10 METKHU.

Pacmeop cmanoapmnoeo obpaszya. Oxkono 50 mr (TouHas HaBeCKa) CTaHJAPTHOTO 0Opasiia
MaraBepyuHa THAPOXJIOPUJIa TTOMEIIAIOT B MEPHYIO KOJIOYy BMECTUMOCTBHIO 250 MII, pacTBOPSIIOT B
200 M1 0,1 M pacTBOpa XJIOPUCTOBOAOPOTHOM KUCIOTHI U IOBOAIT 00BEM pacTBOpa TEM e PacTBO-
putenem a0 MeTku. 10,0 M MOTy4eHHOTO pacTBOpa MOMEIIAIOT B MEPHYIO KOJIOY BMECTUMOCTHIO
100 M u goBoasaT 00bEM pactBopa 0,1 M pacTBOpOM XJIOPHCTOBOJOPOAHOM KHUCIOTHI JO METKH.
Cpox roHOCTH pacTtBopa — 1 mec.

IIposeoenue usmepenuii. I3MepsioT ONTUUECKYIO TUIOTHOCTD UCIIBITYEMOTO pacTBOpa U pac-
TBOpPA CTaHIAPTHOTO 00pa3ia Ha CIEKTPOPOTOMETPE B MAKCUMYME TTOTJIONMICHUS TIPH JIJTHHE BOJTHBI
309 BM B KroBETE ¢ TOMIHUHON ciios 10 MM.

Humepnpemayus pesyrvmamos. OTKIOHEHHsST B KOHILEHTPAIMK JIOJDKHBI OBITH HE Ooliee
+10%.

Copeprkanue nanaBepuHa rUAPOXJIOPHIA B MIPOLICHTAaX OT 3asiBJICHHOTO KonudecTBa (X) BbI-
YHUCISAIOT 10 popMyIIe:

_ Ay-ap-P-100-100-10 A;-ag-P-04

X_,40-V1-L-2-5-250-100_ Ay VL
rac Al — OIITHYECKad IJIOTHOCTb UCTIBITYEMOTO paCTBOpPA,
Ao — OIITHYECKad IJIOTHOCTb paCTBOpA CTAHAAPTHOT'O o6pa3ua;
80 — HaBecKa CTaHJapTHOIro 0Opasiia manaBepuHa THAPOXIIOPUIA, MT;
VJ_ — 00BeM Inpenapara, B3SATHIN JJIL IIPUTOTOBJICHUS UCTIBITYEMOT'O pacTBOpa, MJI;
P — conepkanue mamaBeprWHa THIPOXJIOpPUIA B CTAHJAAPTHOM OOpaslle MarmaBepuHa
ruapoxiopunaa, % (98%,);
L — 3asBlIEHHOE KOJMYECTBO MMaraBepuHa ruApOXJIOpHUIa B Ipernapare, Mr/mil.

IMepeuyenb auTEPATYpHI:
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1. Jlexyuonuwiii N TEOPETUICSCKUN MaTEPUAITEI.

2. l'ocyoapcmeennas dhapmaxornes Peciyonvku benapycs (I'® PB 11): B 2 1./ M-Bo 31paBooXpaHeHus
PecrryOnmmku benapych, YII «lleHTp sKcmepT3 W HCHBITAHWNA B 3PaBOOXPaHEHUM» ; TOZ OOIMI. pes.
A. A. lllepsikoBa. Monoaeuno : Tum. «[lo6ema», 2012, T. 1 : O0ume MeTo bl KOHTPOJISI KAYECTBA JICKAPCTBCH-
HbIX cpeacts. C. 868—895.

3. 06 obecneuenuu enuHCTBA W3MepeHuit : 3akoH PecmybOnmku benmapycs ot 05.09.1995 .
Ne 3848-X1I B pen. 3akona ot 11.11.2019 r. Ne 254-3.

4. O zocydapcmeenHol METPOJIOTHIECKOH cityx0e : mocTaHoBieHue ['ocy1TapcTBEHHOTO KOMHUTETA 110
craanapruzanuu Peciyonmku benmapycs ot 27.11.2020 1. Ne 76 (¢ u3M. u fo11.)

3ausaTue Ne 19
3AYET

ey 3aHATHSA: KOHTPOJIb M KOPPEKTUPOBKA 3HAHUH CTYIEHTOB MO Y4eOHOW JUCLUILUINHE
«CranaapTu3anys JeKapCTBEHHbBIX CPEACTBY.

KoHTpoJibHbIE BONIPOCHI 110 TeMe 3aHATHS:

CM. KOHTpPOJIbHBIE BOMIPOCHI K 3aHsATUsIM 1-7, 9-18.

IlepevyeHb NpaKTHYeCKUX HABBIKOB

1. KoHTposb KayecTBa HKCTEMITOPAJIbHBIX JIEKAPCTBEHHBIX CPEJICTB: PACTBOPOB HoAMIA Ka-
nus 5%, maruus cyibgpara 5%, xiaopuaa kaneius 10% c ucnosnb3oBaHueM pedpakTOMETPUIECKOTO
METOAA Il KOJIMYECTBEHHOI'O OIPEIeICHHMS.

2. KoHTpomb KadecTBa 3KCTEMIOPAIBHBIX JICKAPCTBEHHBIX CPEACTB: PACTBOpPA KHCIOTHI
6opHoit 3%.

3. KoHTponp KauecTBa HKCTEMITOPATBHBIX JIEKAPCTBEHHBIX CPEICTB: PACTBOPOB MarHus
cynbdara 5% u nuHKa cyabdara 2% ¢ UCIOIb30BaHUEM TUTPUMETPHUH U1l KOJIMYECTBEHHOI'O OIpe-
JIeJICHU.

4. KoOHTpOJb KauecTBa IKCTEMIOPATIBbHBIX JEKAPCTBEHHBIX CPEJCTB: pacTBOpa AMMEApOIa
1%, mopomika numenpoina 0,01 r ¢ caxapom 0,2 .

5. KoHTposb KauecTBa HKCTEMITOPAJIbHBIX JIEKapCTBEHHBIX CPEJCTB: pacTBopa Jltoromus, pac-
TtBOpa dypammimaa 0,02%.

6. KoHTponb KauyecTBa SKCTEMIOPATIbHBIX JIEKAPCTBEHHBIX CPEJCTB: PACTBOPOB IIIFOKO3bI
5% u raroko3s1 10% ¢ kamust 6pomuiom 1 MarHus cyiabgaTtom 1o 0,1 T.

7. KoHTpob KauecTBa BOJIbl OUMIIIEHHOW U BOJBI ISl MHBEKIUH B anTeke.

8. KoHTpob KauecTBa SKCTEMIOPAIBLHBIX JIEKAPCTBEHHBIX CPEJICTB: PACTBOpPA HATPHUS THO-
cynbdara 10%.

9. KoHTpoIb KauecTBa IKCTEMITOPATBHBIX JIEKAPCTBEHHBIX CPEJICTB: PACTBOP MEPOKCH/IA BO-
nopona 3%.

10. KoHTposib KadecTBa SKCTEMIIOPAIBHBIX JIEKAPCTBEHHBIX CPEJICTB: PAacCTBOPA KajHs Iep-
MaHranara 1%.

11. KonnuecTBeHHOE OIpeesieHre pacTBopa it HHQy3uil nentokcudummmaa 2% 5 mir Ne
10 cnexTpohoTOMETPHUEKUM METOIOM.

12. KonnuecTBeHHOE ONpeieieHrne pacTBOpa Ul MHBEKIMN ManaBepruHa rujipoxiaopuaa 2%
2 ma Ne 1 crieKTpOpOTOMETPUUEKUM METOIOM.

13. KonnuecTBeHHOE OIpeJiesieHue JeKcaMeTa30Ha B TJIa3HbIX KaIlIsX CIEKTPO(hOTOMETpH-
YECKUM METOOM.

Ilepedyens auTepaTypsl:
[epeuynu mTepaTyphl IPUBOJATCS B METOIMIECKUX PEKOMEHIANUAX K 3aHsaTuaM 1—7, 9-18.
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KYPHAI
perucTpanum pe3yibTaTOB XMMHY€CKOI0 KOHTPOJIS JIeKAPCTBEHHbIX CPE/ICTB,
HM3TrOTOBJIEHHBIX B aNiTeKe

Tlpunoowcenue 1

Pe3ysibTaThl KOHTPOJIS Damuius
Homep Damuius
U NOANHUCH
Ne cepum, U NOANNUCH
Hara CocraB JMLIA, U3ro-
KOHTPO n/n HOMEP | exaper WOIMHACET™ | 3akmio-|  Topmp- | 0CY-
P (Homep | pementa p KavecT- | BeHHOro (¢op- HIecT-
JIA Ka- BEHHOI0 YyeHHe | 1Iero Je-
wecTBa aHa- HJIM Tpe- — BCHHOI'0 | MyJia pacueTa, Ka BHUBIIECI0
Jau3a) | GoBaHus P <*> noKasareJib P KOHTPOJIb
CTBEHHOE
(3asiBKH) npeJIOMJICHHST) Ka4ecTBa
CpeIcTBO
1 2 3 4 5 6 7 8 9

<*> OrMevaeTcst 3HaKaMHU TUTIOC (1) WK MHHYC ().
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Tlpunooicenue 2

KypHas perucrpanum pe3yJbTaToOB XHMHYECKOI0 KOHTPOJIA
BO/IbI OUMILEHHO¥ (BOBI /151 HHbEKIHIi)

Pe3yabrarsl KOHTpOJISE <*>

IHognucek
N Howme - JIMIA, 0Cy-
Hara Aara n/n c00 i . IIIIIe,CT Y
MoJy4eHHsl| KOHTPOJs p XJ10- | CyJib- KaJ}b' CO | HABIM- |3, 1youeHme
(HOMep |HHKA WM Huii ¥ | aMMo- |Baromme BHBIIEro
BOAbI KadyecTrBa puabI (l)aT],[ o
aHaJu3a) |0IpeTKU Maruuii| Hus Belle- KOHTPOJIb
CTBa KadecTrBa
1 2 3 4 5 6 7 8 9 10 11

<*> OrMmeyaroTcs 3HaKaMH IUTIOC (+) MPY HATMYUK HOHA WIIM MUHYC (—) TIPH €r0 OTCYTCTBHH.
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