(HaumoHanbHbIM NpaBoBoW UHTepHeT-nopTan Pecnybanku benapycy, 12.12.2025, 11-1/44270)
ITOCTAHOBJIEHME MUHUCTEPCTBA 3JIPABOOXPAHEHI
PECITYBJIMKU BEJIAPYChb
6 oxTs10pst 2025 1. Ne 138

006 yrBep:knennn Haasexamen anTte4yHod NPaKTUKA

Ha ocnoBanum a63ama Broporo crateu 7 3akoHa Pecniyonuku bemapycs ot 20 utons 2006 T.
Ne 161-3  «OG6 oOpaiieHun JIGKAPCTBEHHBIX CPEACTB» MUHHUCTEPCTBO  3/[PABOOXPAHCHHS
Pecniy6muku benapycs [IOCTAHOBJIAET:

1. YTBepanTte Haanexalyto anTeuHyo NpakTUKy (TIpuUaaraercs).

2. [Ipu3HaTh yTpAaTHUBIIMMH CHUJIy T[OCTAHOBJIEHUS MUHHCTEPCTBA 3IPaBOOXPaHEHUS
Pecniy6niuku benapych coriacHO MpUII0KEHUIO.

3. HacTosiee mocTaHoBiI€HUE BCTYIAEeT B CUITY MOCIIE €ro 0(hULIHaIbHOTO OMyOJINKOBaHHUS.

Munuctp A.B.XonxaeB

ITpunoxenue

K TIOCTaHOBJICHUIO
MuHHCTEpPCTBA 3IPAaBOOXPAHCHUS
Pecrry6nmuku benapycs
06.10.2025 Ne 138

HEPEYEHDb
YTPATHUBUIIUX CHJIY IOCTAHOBJIeHU MuHMCcTEpCTBA 31paBooxpaHeHus Pecny0anku
Bbenapyco

1. [TocranoBnenne MunmcTepcTBa 3ipaBooxpanHeHus Pecriyonuku benapycs ot 27 nexadbpst
2006 r. Ne 120 «O06 yrBepxnenun Hamnexarieir anTeyHON MPaKTUKI.

2. Ilyakt 2 moctaHoBieHHs: MwuHucTepcTBa 3ApaBooxpaHeHus PecrnyOmmku bemapych
ot 31 okTsa6pst 2007 1. Ne 99 «O6 yTBepxaenun MHCTpyKINU 0 MOPSAAKE BHITUCHIBAHUS PELENTa
Bpayda U CO3/1aHUs MIEKTPOHHBIX PELENTOB Bpadyay.

3. Ilynkr 1 mocranoBneHuss MuHHCTEpCTBa 31paBooxpaHeHust PecrmyOnmku benmapych
ot 31 okTs0pst 2008 r. Ne 181 «O BHeceHWHM W3MEHEHUW U JIOMOJHEHUH B MOCTAHOBIICHUS
MunucrepcTBa 3apaBooxpaHeHus PecnyOnuku  bemapyce ot 27 nexabps 2006 r. Ne 120
u oT 31 oxTsa6pst 2007 1. Ne 99y,

4. IlocranoBieHne  MuHuCTepcTBa  3apaBooxpaHeHus  PecmyOmukum — Bemapychb
ot 28 peBpamst 2012r. Ne 10 «O BHeceHMM W3MEHEHHUsS B IIOCTaHOBICHWE MMUHHCTEPCTBA
3npaBooxpanenus Pecniyonmku benapycs ot 27 nexadpst 2006 1. Ne 120».

5. [locranoBnenne MunmcTepcTBa 3MpaBooxpaHeHus Pecnyonuku benapych ot 21 mapra
2014 1. Ne 17 «O BHECEHHMH NONOJHEHUS B IIOCTAHOBIEHHME MUHUCTEPCTBA 3ApPAaBOOXPAaHEHUs
Pecnty6nmuku benapych ot 27 nexadpst 2006 r. Ne 120%».

6. Ilynktr 1 mocranoBneHuss MuHHUCTEpCTBa 31paBooxpaHeHus PecrmyOnuku benapych
ot 9 centsiopss 2014r1. Ne 66 «O BHeceHWHM U3MEHEHUH W JIONIOJIHEHHH B MOCTAHOBJICHUS
MunucrepcTBa 3apaBooxpaHeHus PecnyOnuku  bemapyce ot 27 nexabps 2006 T. Ne 120
u oT 31 oxTsa6pst 2007 1. Ne 99y,

7. IloctanoBnenne MunHcTepcTBa 3apaBooxpaHeHus PecnyOnuku bemapyce ot 20 mas
2015r. Ne73 «O BHECEHMM W3MEHEHUW M JONOJHEHHI B IOCTAaHOBJIEHWE MUHHCTEPCTBA
3npaBooxpanenus Pecniyonmku benapycs ot 27 nexadps 2006 1. Ne 120».

8. [TocTranoBnenre MunucrepcTBa 3apaBooxpanenus Pecriyonmku benapych ot 4 dheBpans
2016 . Ne9 «O BHecCeHMHM W3MEHEHMH B IIOCTAHOBIEHHE MMUHHCTEPCTBA 3paBOOXPAHEHUS
Pecny6nmuku benapych ot 27 nexadpst 2006 r. Ne 120%».

9. IlocranoBnenne MunHuCcTEpCTBA 3paBooxpaHeHus Pecriyommku benapyce ot 23 okta0ps
2020 r. Ne 86 «O0 m3MeHEeHNH TIOCTAHOBJICHHsT MHUHHUCTEPCTBA 3ApaBOOXpaHeHHs PecmyOnnuku
benapyck ot 27 nexabpst 2006 r. Ne 120».



10. [ToctanoBnenrie ~ MwuHHCTEpCcTBa  3apaBooxpaHeHus:  PecryOnmku — benmapych
ot 23 ¢espaist 2021 1. Ne 14 «O0 n3MeHEHNN NOCTAaHOBJICHNsT MUHHCTEPCTBA 3]paBOOXPAHECHUS
Pecnty6nmuku benapych ot 27 nexadpst 2006 r. No 120%».

11. [locranoBnenre MunucrepcTsa 3apaBooxpanenus Pecryonuku benapyce ot 20 siHBaps
2023 1. Ne 11 «O0 u3MeHeHNH TIOCTAaHOBJICHHsT MHUHHUCTEPCTBA 3ApaBOOXpaHeHUs PecmyOmuku
Bbenapych ot 27 nexabpst 2006 r. Ne 120».

12. TlocranoBnenrie MuHuctepcTBa 3apaBooxpaneHus PecnyOnmku benapyck ot 26 mas
2023 r. Ne 96 «O6 u3MeHEeHUH MOCTaHOBIEHUST MUHHCTEpCTBA 3/paBooxpaHeHust PecryOnuku
benapych ot 27 nexabpst 2006 r. Ne 120».

13. [locranoBnenne MunucrepcTBa 31paBooxpanenust Pecny6onuku benapycs ot 14 utons
2023 r. Ne 103 «O06 m3MeHeHUH TOCTaHOBIICHUSI MHUHHCTEPCTBA 3ApaBoOXpaHeHus PecmyOmmku
Bbenapyck ot 27 nexabpst 2006 r. Ne 120».

YTBEPXIEHO

[TocTanoBnenue

MunncTepcTBa 31paBOOXPAHEHUS
PecrryOnuku Benapych
06.10.2025 Neo 138

HAJUIEZKAIHAA AIITEYHASA ITPAKTHKA

I'JIABA 1
OBIIUE ITOJIOKEHUA

1. Hactosimass Hannexkamasi anteyHasi MpakTUKAa YCTAHABIMBAET MpaBUJIA IO allTCUHOMY
M3TOTOBJICHUIO, KOHTPOJIIO Ka4yeCTBa, KOHTPOJIIO 32 CPOKAMU T'OJJTHOCTH, YIIAaKOBKE U MapKHUPOBKE,
YCIIOBUSIM  XpaHEHHs, (apManeBTUYECKOMY KOHCYJIbTHPOBAHHUIO, pEATHU3AINH, OTIIYCKY
JIEKapCTBEHHBIX  CPENCTB,  BKJIOYass  TpeOoBaHUS K MOMELIEHUSM,  000pYAOBaHUIO
Y KJIaCCHU(UKAIUU AMTEK 110 KaTETOPUSIM.

TpeboBanust Hactostmer Hammexkamelr anTeyHodl MPaKTUKU — PacHpOCTPaHSIOTCS
Ha IOPUAWYECKUX JUI W UHANBUAYAIbHBIX MPEANPUHUMATENCH, WMEIOMUX JUICH3UIO
Ha ocylllecTBIeHHE hapMalleBTUUECKOM ASSITENFHOCTH, a TAKXKe Ha IOPUINIECKHUX JIUI, UMEIOITNX
JIMIICH3UIO Ha OCYIIECTBICHHE AESATEILHOCTH, CBA3aHHOM ¢ 000POTOM HAapKOTUYECKUX CPEJICTB,
MICUXOTPOIHBIX BEIIECTB U UX MPEKYypCOpPOB (l1ajee — IpUANYECKUE JIMLA U UHAWBUyalbHbIE
IIPEANIPUHUMATETN ).

PabGoTHukm anteku co0r01a0T TpeboBaHus HacTosmen Hapexxamei anTeqHol mpakTHKH
B COOTBETCTBUU C BBIMTOJIIHIEMBIMI UMH (DYHKIIHSIMHU.

2. Jlng ueneit Hacrosimend Haanexaiieit antedHol NpakTUKU UCTIOIB3YIOTCS TEPMUHBI U UX
OIpeJIeJICHUs] B 3HAYCHUSAX, YCTAHOBJICHHBIX 3akoHOM Pecny6muku bemapyce «O06 oOpamenun
JIEKapCTBEHHBIX CPE/ICTBY, a TAKXKE CIIEAYIOIINE TEPMUHBI U UX OINpENEICHHUS:

Apyrue TOBaphl AaNTEYHOTO AaCCOPTHMMEHTa — CpeacTBa s Ae3uH(pekuun | (Win)
J€3WHCEKIINH, PEMeICHThI, IPEIMETHI U CPEJICTBA TUYHON IMTUEHBI, IPe3epPBaTUBBI, BKJIA IbIIIN
IPOTUBOUIYMHBIE, TIOCY/Ia JJIs MEJUIIMHCKUX IIeNIeH, MpeIMeThl U CPeCTBa, NpeaHa3HAuYCHHbIE
Ui yXoAa 3a OOJIbHBIMU, HOBOPOXJIECHHBIMH H JIETbMH, CPEACTBAa HMHJWBUIYabHOM 3aIlIWTHI,
OUYKOBasi ONTHKa W CPEIACTBA yXOJa 3a HEW, akceccyapbl I OYKOB W KOHTAKTHBIX JIUH3,
MUHEpaJbHbIE BOJbBI, MUTHEBAs BOJA, Yail, MPOAYKTHI CIELUUATBHOIO JIe4eOHOT0, IETCKOrO,
CTELUAITU3UPOBAHHOTO M TUETHYECKOTO TMHMTAHUS, TOJCIACTUTENH, OMOJOTHMYECKH AaKTHUBHBIC
n00aBKH K MHUIIIE, COKA Majloro oobema (10 250 mi), mapdroMepHbIe 1 KOCMETHYECKHE CPE/ICTBA,
a TakkKe MEIHUIMHCKHE W CAaHUTAPHO-TIPOCBETUTENBHBIE ayAHO-, BUIEO- W IEYATHBIC H3IAHMUS,
MpelHa3HauYeHHbIe JJIsS IpOoNaranjpl 30pOBOr0 o00pasza KH3HH, TEeMaTH4ecKas CyBEHUpPHas
MPOYKITHS, U3ACTUS U3 TIOTUMEPHBIX U APYTUX MAaTEPHATIOB JIJIsl YITAKOBKHY;

OTBETCTBEHHOE CaMOJICUCHHUE — CaMOCTOATEIBHBIN TpHEM MOTpeOuTeaeM (TarueHTOM)
JIEKapCTBEHHBIX MTPETapaToB, KOTOPhIE 001a1al0T JOKAa3aHHOM 0€301MacHOCTHIO0, 3PPEKTUBHOCTHIO
Y Ka4ecTBOM, MPHUMEHSIOTCS I10 MOKa3aHUsIM U B J103aX, MPEAYCMOTPEHHBIX HWHCTPYKLUSIMHU
[0 METUIIMHCKOMY  TIPUMEHEHHWI0  (JIMCTKAaMU-BKIQABIIIIAMH)  C Y4€TOM  BO3MOXKHOTO
B3aMMOJICICTBUS C IPYTHUMHU JIEKaPCTBEHHBIMU MperapaTaMu;



MOTpeOUTENH — JIUI0, OOpaTHBIEeCs K (hapMalleBTHIECKOMY PaOOTHHUKY HETIOCPEICTBEHHO
B anTeKe WIH 110 TeIeOoHy;

paloHaIbHOE MPUMEHEHHE JIEKApCTBEHHBIX IpEnapaToB — MEIUIMHCKOE MPUMEHEHUE
JICKapCTBEHHBIX IpEenapaToB MoTpedureneM (MAlMEHTOM) B LENAX JICYCHHS, METUIIMHCKOMN
npopUIaKTUKK 3a00JIeBaHUN dYelloBeKa JIMOO BOCCTAHOBJICHHUS (DU3MOIOTHYECKUX (YHKIIHMA
B COOTBETCTBUHM C KJIMHUYECKOH HEOOXOIUMOCTBHIO B J103aX, OTBEYAIOUINX HWHAWBUIYAIbHBIM
MOTPEOHOCTSAM Ha MPOTSHKEHUH HEOOXOAMMOr0 NEPUOa BpEMEHU C HAMMEHBUINMU 3aTpaTaMu;

PYKOBOJICTBO 10 KaU€CTBY — IOKYMEHT, COJICPKAIINUN CXeMY M OIMCaHUE OPTaHU3AIMOHHON
CTPYKTYPbI FOPHANYECKOTO JIUIA UM WHAUBUAYAIBHOTO IPEANPUHUMATENS, OMUCAHUE TTOTUTUKU
unenel  QapmaneBTUUECKON  EATENbHOCTH [0 allTEeYHOMY  HM3TOTOBJICHHIO, PO3HUYHOM
peanuzanuu (OTIYCKY) JIEKAPCTBEHHBIX CPEICTB, OMHCAHME CUCTEMbl OOecrieueHusi KadecTBa
JICKapCTBEHHBIX CPEACTB, paboT u yciayr (apmaneBTHUECKOM JesATETbHOCTH, BKIJIIOYAs
(dapmaleBTHUECKOe KOHCYJIbTUPOBAHNUE HACETCHHUS U MEAUIMHCKUX PaOOTHHUKOB B OTHOIIEHUU
JICKApCTBEHHBIX  NPENapaToB, pPeCypcoB, KBaIM(HUKAIMIO U HENpephIBHOE  00OyueHHe
(dhapmareBTHUeCKX paOOTHUKOB U APYTroro MmepcoHaia;

CAMOMHCIICKLIUS — MEPONPUSATHS IO OL[EHKE COOTBETCTBUSL PAaOOT U YCIYT, CBSI3aHHBIX
C anTeYHbIM M3TOTOBJICHHEM U (WJIM) pealu3alueid, OTIYCKOM JIEKapCTBEHHBIX CPEJICTB,
TpeboBaHusIM HacTosmel Haanexaieit anTeyHoi MpakTUKH M UHBIX aKTOB 3aKOHOAATEIhCTBA,
PETYIHUPYIOMIMX OCYIIECTBICHUE (PapMaleBTUUECKON NeATEIbHOCTH;

CTaHJapTHBIE omnepanuoHHele nponenypsl (mamee — COIl)— HOKyMEHTBI CHUCTEMBI
oOecrieueHns KadecTBa, COACpIKaIue JCTATbHOE OMHMCAHWE CTAaIui MpoIeayphl (crmocoda uiu
mporiecca), BKJIIOYasi MPOLECCHl MPUEMKH, XPaHEHHs U peajl3alliil JIEKapCTBEHHBIX CPEICTB,
MEAUIMHCKUX HW3AETuil, IpyruX TOBapOB anTEYHOTO AacCOPTHMEHTa, W o0ecredrBaroline
ennHo00pa3ue onpeaeNeHHbIX (yHKIIHM;

TEXHOJIOTHYECKHE HWHCTPYKIuu (manee — THU)— HOKYMEHTBI CHCTEMBI OOCCIICUCHHS
KayecTBa, COJAEpIKaIllMe yKa3zaHHs PErjaMEeHTHPYIOIIEro XapakTepa Ui BceX CTaauil (3TaroB)
TEXHOJIOTHYECKHX MPOIIECCOB IO aITEYHOMY M3TOTOBJICHUIO JIEKAPCTBEHHBIX MPENaparoB, B TOM
qHCcie CTEPUIIbHBIX U aCENTHYECKU M3TOTOBJICHHBIX JEKAPCTBEHHBIX NPENapaToB, I KaxkIOH
JIeKapCTBEHHON (HOPMBI, a TaK)Ke BHYTPHUAIITEYHON 3arO0TOBKHM M (JaCOBKH Ha YacTO BCTpEUaeMble
B pelenTax Bpaya U (Win) TpeOOBaHHUAX (3asBKaX) OpPraHM3aLMN 3IpaBOOXPAHEHHUS WU HUX
CTPYKTYPHBIX TIOJIpa3/ielicHUu (fanee, €clii HE YCTaHOBJICHO WHOE, — TpeOoBaHHE (3asBKA)
OPONHUCH  JUIS KAKAOTO HAMMEHOBAHMS M JTO3MPOBKH, BKJIIOYas (PACOBKY U YHAKOBKY
JIEKapCTBEHHBIX IMPENapaToB, OCYIIECTBIEHUE KOHTPOJS KauyecTBa JIEKAPCTBEHHBIX CPEICTB,
MOJTyYeHHE BOJIbI OUUIIEHHON M (MJIN) BOABI ISl UHBEKIMHA U IPYTHX IPOLIECCOB;

(apmalleBTUUECKOE KOHCYJIBTHUPOBAHHE METUIIMHCKUX PAaOOTHUKOB — MPEIOCTaBICHUE
(dapMarieBTUUECKUMH  PaOOTHUKAMHU alTeKHd JOCTOBEPHOH M OOBEKTHBHOM HH(MOpMaIK
MEAUIIMHCKUM paOOTHUKAM B OTHOIICHHWM JIEKApCTBEHHBIX IPENapaTroB, UMEIOMIMUXCS M (WIIH)
BPEMEHHO  OTCYTCTBYIOIIMX B amTeke, BTOM YHCJIE II0 BOIIPOCAM  TI'€HEPHUECKOU
U TepaneBTUYECKOM 3aMEHBI, a TAK)KE B OTHOLICHUH BBIMMCKHU PELIETITOB Bpaya Ha JIEKAPCTBEHHBIE
IpernapaTsl B IEAX CONEHCTBHS PallMOHAILHOMY MTPUMEHEHHIO JICKApCTBEHHBIX MIPENapaToB;

(bapmaleBTHUECKOE KOHCYJIbTUPOBaHUE HaCeJIeHUs — MIpeI0CTaBIICHUE
¢dapMarieBTHUECKUMH  PaOOTHUKAMHU alTeKHd JOCTOBEPHOH M OOBEKTHBHOM HH(OpMaIH
MOTPEOUTENIO0 B IOCTYITHOM U MOHATHOW ¢opMe O CBOWCTBAX U MPAaBUILHOM MEAMIIMHCKOM
NPUMEHEHUH JIEKapCTBEHHBIX MPENapaToB C LEJIbI0  YAOBJIECTBOPEHHUS WHIMBUIYAIbHOM
MOTPeOHOCTH MallMeHTa B JICKapCTBEHHBIX Mpenaparax HaJJIeKallero KauecTna Jijisl COXpaHeHus
3JI0POBbSI YEJIOBEKA, COJICHCTBHSI PALlMOHATBHOMY IPUMEHEHHIO JICKApCTBEHHBIX MPETapaToB MpH
COONIOACHUM  TPUHIUIIOB  OTBETCTBEHHOI'O  CaMOJICYEHHS, MPOPECCHOHATBHON  ATHUKHU
Y KOH()MICHINATBHOCTH, a TAaKXKe Mpomarai/jia 3J0pOBOro oopasa >Ku3HU;

MITAHTJIaC — CTEKJISHHAs C MPUTEPTOM MpoOKoi b0 (asHCOBask €MKOCTh C KPBIIIKOH,
npeJHasHaueHHas JUIsl XpaHeHUs (papMaleBTUYeCKUX CyOCTaHIMM, BCIIOMOTaTelbHBIX BEUIECTB
U JIGKQPCTBEHHOTO PACTUTEIBHOTO CBHIPbs, MCIOJb3YEMbIX JUIS allTEYHOTO HM3TOTOBJICHUS
JIeKapCTBEHHBIX MPENapaToB.

TepMHUH «TEeppUTOpPUSI CPEAHUX, MAJbIX TOPOJACKHX MOCEICHUH, CEITbCKOH MECTHOCTH»
HCIIONB3YeTCsl B HAacTosAwerd Hamrexamen antedyHod IpaKkTHKE B 3HAYEHUU, YCTAaHOBICHHOM
Hexperom Ilpesunenta Pecnyommku benapyck ot 7 mast 20121, Ne 6 «O cTUMyIMpOBaHUH



MpeANPUHUMATEIBCKON 1eATEeIbHOCTH Ha TEPPUTOPUN CPEIHUX, MAJIBIX TOPOJACKUX MOCENEHUH,
CEJIbCKON MECTHOCTH.

3. JleaTenpHOCTh anTeKH HampaBieHa Ha oOecrieueHrue HaceleHUsl JeKapCTBEHHBIMHU
mpemapaTamMy, MEIUIIMHCKUMU — W3JICTUSAMH, a TakKe JAPYTMMH TOBapaMH  anTeYHOro
acCOpPTHMEHTA JJis J1eueOHO-TPOYUIAKTHIECKUX U 0310POBUTENIBHBIX LIETEH.

4. Antekn OONBHHYHBIX OpraHM3alMid (jajnee, €ClU He yKa3aHO HHOE, — OOJIbHUYHAS
anTeKa) SIBJSIOTCS UX CTPYKTYPHBIMH HOJIpa3AeIEHUsIMU U OCYIIECTBIISIOT U3TOTOBIIEHUE, OTITYCK
JIEKapCTBEHHBIX CPEICTB, U3JCIUA MEIUIMHCKOTO HAa3HA4YE€HMs, APYTUX TOBApPOB alTEYHOIO
aCCOPTHMEHTa 3TUM OOJBHUYHBIM OpraHM3alMsAM U (WJIM) UX CTPYKTYPHBIM MOJpa3iesieHUusIM
TUTSL OKa3aHUSI METUITMHCKON MOMOIIM MAIMEHTaM B CTAI[MOHAPHBIX M aMOYJIATOPHBIX YCIOBHSIX
Y KOHTPOJIUPYIOT UX CPOKH TOJHOCTH M YCIIOBUSI XpPaHEHUsI B CTPYKTYPHBIX MOJpa3iaeieHUSIX
OOJIbHUYHBIX OPTaHU3AIM HE pEXe OJJHOTO paza B 6 MeCSIIEB.

5. B 3aBHCHMOCTH OT BBIMIOJIHAEMBIX Pa0OT U YCIYT, COCTABISIONIUX JUIIEH3UPYEMbIE BUIbI
NESITEbHOCTH, 3aHMMAEMbIX IUIOMAAECH IOMENIEHMH U pealu3yeMbIX JIEKapCTBEHHBIX
MpernapaToB, HAPKOTHUECKUX CPEICTB M ICUXOTPOIMHBIX BELIECTB aNTEKU KJIACCUPUIUPYIOTCS
10 KaTeropusiM Ha arTeKu NepBoil, BTOPOil, TpeThbel, YeTBEPTOM U MATON KaTeropuu, O0IbHUYHbIE
anTeKu KJIacCU(PUIMPYIOTCS 10 KaTErOpHUsiM Ha aliTeKU MEpBOM U BTOPOH KaTErOpHH.

6. B Hace/lleHHBIX MYHKTaX alnTEeKU Pa3MELIAIOTCs B HEXKMIIBIX MOMEIIEHUAX KalUTATIbHBIX
CTpOCHUM (3MaHHWM, COOPYXKEHWW) TIpU OTCYTCTBHMHM anTeKk B paguyce S00 MeTpoB,
32 UCKJIIOUEHUEM DPA3MEIIEHUs aNTeK B OPraHMU3alMsIX 3APAaBOOXPAHEHUS, OKa3bIBAIOLIUX
MEAUIMHCKYIO TOMOIIb, W TOProBbIX IeHTpax. [Ipm 3TOM B OAHOM KamHUTaJIbHOM CTPOCHHUU
(30aHMM, COOPYXKEHHMH), 32 UCKIIOUEHHUEM TOProBBIX ILIEHTPOB, JOMYCKAETCA pa3MEIIECHUE
He 0oJiee OQHOI allTEKH.

B Toprosbix nienTpax ¢ miomaapio 10 5000 kBagpaTHBIX METPOB I0IyCKaeTCs pa3MEILEHNE
He OoJsiee oHOM anTeku, ¢ miomaapio ot 5000 mo 10 000 kBagpaTHBIX METPOB — HE OoJIee ABYX
anTek, a ¢ wionaaeto ceeimre 10 000 kBagpaTHRIX METPOB — HE OOJIEe TPEX alTek.

7. Antekoil miepBOil KaTeropuu (OOJLHUYHON anTEeKOW TEPBOM KaTETOPHH) SBISCTCS
IIPOU3BOJICTBEHHAS alTeKa, B KOTOPOM OCYIECTBIISIETCS:

anTeyHOe M3TOTOBJIEHUE JIEKAPCTBEHHBIX MIPENapaToB IO pelenTaM Bpadeil, TpeOoBaHUSIM
(3asBKaM);

(dacoBaHnue;

KOHTPOJIb Ka4€CTBa NU3TOTOBJICHHBIX JIEKAPCTBEHHBIX IIPENApaTOB;

(bapmaleBTHUECKOe KOHCYIbTHPOBAHUE HACEICHUS U MEAUIIMHCKUX PaOOTHUKOB;

pO3HMYHAs pealu3alnys JIEKApCTBEHHBIX IIPENapaToB HACEIEHHUIO, OpraHu3alusM
3paBOOXpPAHEHUS,  UX  CTPYKTYPHBIM  TMOJAPA3JEICHUSAM U MHBIM  OpraHU3alusiM
TUIS. MEUIIMHCKOTO IPUMEHEHHS],

OTIyCK  JIEKaPCTBEHHBIX CPEICTB  CTPYKTYPHBIM  TOJpa3AeNeHUsIM  OOIbHUYHBIX
OpraHM3alii s OKa3aHUs MEAWIIMHCKOW TIOMOIM MAlMeHTaM B 3TUX OOJIBHHYHBIX
OpraHu3anusaxX u (Win) UX CTPYKTYPHBIX MOApa3AeICHUIX.

Jlns opraHuzanuy paboThl anTeKW MEpBOM KaTeropuu (OOJBHUYHOM anTeKku MepBOi
KaTeropuH) HEOOXO UM KOMILJIEKC ITOMEIIEHNH, COCTOSIINN U3:

MOMETIEeHUs (YaCTH MOMEIICHUS (Aaliee — 30Ha) MPUEMKH;

MMOMENICHUH XpaHeHusl (He MEHEe IBYX );

MIOMEIICHUSI 00CTYKHBAHUS HACEJIEHUS — TOPrOBOro 3aia (IUIf alTeK, OCYLIECTBISIOMINX
PO3HUYHYIO PEeaU3alnIo JEKapCTBEHHBIX MTPEnapaToB HACEICHHUIO);

aJIMUHHUCTPATHBHO-OBITOBBIX TTOMEIICHUH (KaOMHET aIMUHUCTPAIlMU, KOMHATa TIepCoHaa,
rapnepo0, canuTapHblii y3en). [Ipm 3TOM KOMHATa mepcoHana U rapaepod MOryT OBITh
COBMEILEHBI;

MIPOM3BOJICTBEHHBIX TIOMEIICHUH (BOJOMOATOTOBKH; OOpPaOOTKH amnTedHOW IOCYIbI,
YIAKOBOUYHBIX M BCIIOMOTaTENbHBIX MAaTEpPHAJIOB; AalTEYHOTO W3TOTOBIEHUS JIEKAPCTBEHHBIX
MpenapaToB; cTepuinzaunoHHoi). [Ipu 3ToM momenieHus: BOJONOATOTOBKH U CTEPUIN3ALMOHHAS
MOTYT OBITh COBMEIICHBI;

MOMeIleHus (30HbI) MPOBEIEHUS KOHTPOJISI KaueCTBa JIEKAPCTBEHHBIX CPEJICTB.

B cnyuyae u3roToBneHHs B anTeke MEpBOM Kareropuu (OONBHUYHOM amnTeke MepBOM
KAaTerOpuu) CTEPWIbHBIX JIEKAPCTBEHHBIX IPENaparoB U JIEKapCTBEHHBIX IpenapaTos,
U3rOTABIIMBAEMBIX B aCENTHYECKUX YCJIOBMSX, JOINOJHUTEIBHO B COCTaBE MPOU3BOACTBEHHBIX



MIOMEIEHUN NPELyCMAaTPUBAIOTCSA IOMEIIEHUS HW3TOTOBJICHMS CTEPHWIBHBIX JIEKaPCTBEHHBIX
IpernaparoB (Jajee — aCeNTHYECKUM OJIOK CO IILITI030M).

IIpu ocymiecTBIEHMH aNTEYHOIO M3rOTOBICHMS IO pelenTaM Bpadya U TPeOOBAHUAM
(3asBKaM) CTEpWIBbHBIX JIEKAPCTBEHHBIX IPENaparoB U JEKAPCTBEHHBIX  IIPENaparos,
M3rOTaBIMBAEMBIX B ACENTHUECKUX YCIIOBHSX, B allTeKe MepBOil kKaTeropuu (00JIbHUYHOMN anTeke
IIEpBOM  KATErOpHM) [JOINYCKAETCS COBMEIIEHHWE IIOMEIIEHHUsS aNTeYHOro HM3rOTOBJICHHUS
JIEKapCTBEHHBIX IIPENapaToB U aCENTUYECKOro OJIOKA CO ILTIO30M.

[Tnomanp anTeku mepBoi KaTeropuu (OOJIBHUYHOM anTeKd MEepBOM KaTEropuu) JOJKHA
COOTBETCTBOBATh 0OOBEMY BBINOJIHIEMBIX paboT, HO ObITh HE MeHee 100 KBagpaTHBIX METPOB.

8. Anrekoii BTopoi kareropuu (60JIbHUYHOM anTekoil BTOPON KaTeropun) sIBJISIeTCS anTeka,
B KOTOPOU OCYIIECTBIISIETCS:

pO3HMYHAs pealu3alnys JIEKApCTBEHHBIX IIPENapaToB HACEIEHHUIO, OpraHu3alusM
3IpaBOOXPAHEHUs,  HUX  CTPYKTYpPHBIM  IIOAPA3[EICHHUAM W MHBIM  OpraHU3alusiM
JUIE MEIMIIUHCKOTO ~ TPUMEHEHUus,  (papmaneBTHUYEeCKOe  KOHCYJIbTHPOBAHHE  HACENCHHS
U MEUIIMHCKUX PAaOOTHHUKOB;

OTIYCK  JICKAPCTBEHHBIX CPEACTB  CTPYKTYPHBIM  TOJpPA3JCICHUSIM  OOJBHUYHBIX
OpraHu3alil Ul OKa3aHWslT MEIUIMHCKOM IOMOIIM MAalMeHTaM B A3THUX OOJbHUYHBIX
OpraHM3alMsIX U (WIK) UX CTPYKTYPHBIX NOAPA3AEICHUSIX.

Jlnst opranuzari pabOTHI anTeKH BTOPOM KaTeropuu (OOJBHUYHOW anTeKd BTOPOM
KaTeropuun) HeoOXOAUM KOMILIEKC MOMEIIEHHH, COCTOSIINN U3:

OMeINIeHUs (30HbI) TPUEMKH;

MOMEIICHUS XpaHEeHUs (He MeHee ABYX JUIsl OOJbHUYHBIX allTEK BTOPOW KaTErOPUH H alTeK
BTOPON KaTEeropuH, OCYHICCTBILIIOIINX PO3HUYHYHIO PEAM3aLMIO JICKaPCTBEHHBIX IIPENapaToB
OpraHM3aLMAM 3paBOOXPAHEHUS U UHBIM OpraHU3alusiIM);

MIOMEIIEHUsT 00CITYKUBAHUS HACEJIEHUS — TOProBOro 3ana (Ui alTeK, OCYLIECTBIISIOMNX
PO3HUYHYIO PEATTU3ALUIO JEKAPCTBEHHBIX MIPENApaTOB HACEIEHHUIO);

aJIMUHUCTPATUBHO-OBITOBBIX MOMELIECHUH (KaOMHET aAMUHUCTPALMK, KOMHATa [epcoHala,
rapaepo0, caHuTapHbld y3en). IIpm 3TOM KOMHara mepcoHana Hu rapaepod MOryT ObITh
COBMEIIEHBI.

[Tnomanp anTeku BTOPOM KaTeropuu (OOJIBHUYHON anTeKkd BTOPOW KaTeropuu) JOJDKHA
COOTBETCTBOBATh 00BEMY BBIIIOIHIEMBIX pabOT, HO OBITh HE MeHee 60 KBaJpaTHBIX METPOB.

9. AnTekoil TpeTheil KaTeropuu SIBISETCS alTeKa, B KOTOPOM OCYIIECTBIISIETCS PO3HUYHAS
pean3anys JEeKapCTBEHHBIX NIPENapaToB HACEIICHNUIO, OPTaHU3ALNAM 3PaBOOXPAHCHUS U HHBIM
OpraHu3alysIM IS MEIUIIMHCKOTO TpPHUMEHEHHs, (apMaleBTHYeCKoe KOHCYJIbTHPOBAaHHE
HAaceJIeHUs M MEAMLMHCKUX PpaOOTHHUKOB, CO3JaBaeéMas B CEJIbCKUX HACEIEHHBIX ITyHKTax,
arporopojikax Ipu HaJU4YuU y IOPUANYECKOrO JIMLA WU WHAUBUAYAIBHOIO MpEANPUHUMATENS
arTeKy MEePBOM WM BTOPOU KaTETOPHH.

Arnreka TpeTbel KaTErOpuM paclioyaraeTcs B IOMEIIEHNH, U30JUPOBAaHHOM OT ITOMEIIEHUN
ApYyroro Ha3HA4y€HUs, B KOTOPOM BBIAEISAIOTCS 30HbBl IPUEMKH, XPAaHEHHUS U O0OCIyKUBaHMS
HaCEJICHUS.

[Inomanp anteku TpeTbe KaTeropuu JOHKHA COOTBETCTBOBATH OOBEMY BBINOJIHAEMBIX
pabot, HO ObITH He MeHee 20 KBaJIpaTHBIX METPOB.

10. AnTekoil 4YeTBEPTOM KaTEropud SBIAETCS alTeKa, B KOTOPOW OCYLIECTBIISIETCA
pO3HMYHAs  peanu3alus  JEKapCTBEHHBIX  IPENaparoB  HACEJIECHHMIO,  OpraHMU3alisIM
3JIpaBOOXPAHEHMsI M MHBIM OpraHU3alMsIM A5 MEAULMHCKOTO IPUMEHEHHUs, (papMaleBTHIECKOe
KOHCYJIbTUPOBAaHHE HACEJICHUS U MEIUIMHCKUX pPaOOTHUKOB, CO3/aBaeMas B OpraHU3aLUAX
3IpaBOOXpPAHEHUs, IPU  HAJIMYMU Yy IOPUAMYECKOTO  JUIA WIM  HHIUBUAYaIbHOIO
MpEANPUHUMATEIIS AIITEKU NIEPBOU WJIM BTOPOU KaTETOpUH.

AnTeka yeTBepTON KaTeropuu pacrojaraercs B MOMELICHUN (HECKOJIBKUX MOMEIEHUX),
B KOTOPOM BBIICIISIIOTCS 30HBI NPHEMKH, XpaHEeHUs H oOciyXuBaHus HaceneHus. Ilmomanp
anTeKH YeTBEPTON KaTErOpHH J0JIKHA COOTBETCTBOBATh OOBEMY BBINOJIHAEMBIX padOT, HO OBITh
He MeHee 30 kBazpaTHbIX MeTpoB. Ilnomanp anteku 4eTBEpTOM KAaTErOpHUM, PACIOI0KEHHOU
HA TEPPUTOPUM CPENHMUX, MAJBIX TOPOJACKHUX IIOCEICHHMM, CEINbCKOM MECTHOCTH, IOJDKHA
COOTBETCTBOBATH 00BbEMY BBHITIOJIHIEMBIX pabOT, HO OBITH HE MeHEe 15 KBaJipaTHBIX METPOB.

11. AnTekoil mATOW KaTeropuu SIBJISIETCS anTeKa, B KOTOPOM OCYIIECTBIISIETCS PO3HUYHAS
pean3anys JeKapCTBEHHBIX NIPENapaToB HACEIIEHNIO, OPTaHU3aALUAM 3pPaBOOXPAHEHNS U UHBIM



OpraHu3alusaM JUisi MEQUIIUHCKOTO TpUMEHEeHHs], (apMaleBTUYECKOe KOHCYJIbTUPOBAHUE
HACeJeHMs, co3JaBaeMas NP HAJTUYUU Y IOPUAMYECKOTO JIMIA WM HWHAWBUIYAIbHOTO
NpEINPUHUMATENST aNTEeKH MEPBOM WM BTOPOM KAaTETOPUH, PACIIOIOKEHHON HA TEPPUTOPUU
obmactu (r. MHHCKa), B IIpeiesiax KOTOPOH CO3/1aeTcsl anTeka.

12. AnTeka NATOM  KAaTeropuyd  pacmosiaraercsi B MIOMEIICHWH,  HU30JUPOBAHHOM
OT IIOMEIIEHUI Jpyroro Ha3HA4YeHHs, B KOTOPOM BBIACISIOTCS 30HBI TNPHUEMKH, XpaHCHHS
1 00CITyKMBaHUS HACETICHUSI.

[Tnomanps anteku MATOM KAaTETOPHH JOJKHA COOTBETCTBOBATH OOBEMY BBIMOIHSIEMBIX
pabot, HO OBITH HE MeHee 25 KBaJApPaTHBIX METPOB.

13. Antekn T1epBOl KAaTeropum MOTYT OCYLIECTBIISITH  ANTEYHOE HU3TOTOBJIEHUE
HAapKOTUYECKUX CPEICTB U (MJIM) MCUXOTPOIHBIX BEIIECTB, MO pelenTaM Bpayeil, TpeOoBaHUAM
(3asiBKaM) OpraHM3aluil 3ApaBOOXPAHEHUS, POZHHUUHYIO peaU3alli0 HAPKOTUYECKUX CPE/ICTB
1 (UJIM) TICUXOTPOTIHBIX BEUIECTB OPraHU3alUsiIM 3/IpaBOOXPAHEHUS U HACETICHHIO.

BonbHUYHbBIE anTeKu MEpBOil KaTErOPUM MOTYT OCYILECTBIISATh AaNTEYHOE H3TOTOBIICHHUE
U OTIIYCK HApKOTUYECKUX CPEACTB M (WIM) TICUXOTPOMHBIX BELIECTB  CTPYKTYPHBIM
MOJIpa3/IeIeHUsIM OOJIbHUYHBIX OpraHU3alui o UX TPeOOBAaHUAM (3asBKaM).

ATnTeKH BTOPOIl KaTErOpUU MOTYT OCYIIECTBIISATH POSHUYHYIO pean3aliio HApKOTHIECKIX
CpeACTB U (WJIM) TICUXOTPOITHBIX BEIIECTB OpPraHU3alUsM 3IpPaBOOXpAaHEHHs (IS anTek
rOCyJapCTBEHHOW  (OpMBI  COOCTBEHHOCTH) IO TpeOOBaHUsAM  (3asiBKaM) W HacEJIEHUIO
I10 peLenTam Bpaden.

BonbHUYHBIE anTeku BTOPON KaTEropuM MOTYT OCYLIECTBIISITh OTHYCK HAPKOTHYECKHX
cpeAcTB ¥ (WIM) TICUXOTPOIHBIX BELIECTB CTPYKTYPHBIM TOJpPA3ACICHUSIM OOJIbHUYHBIX
OpraHU3aIyi Mo UX TPeOOBAaHUAM (3asIBKaM).

ANTeKH TpEeThel KaTEeropuu MOTYT OCYIIECTBISATh PO3SHUYHYIO PEaH3alMI0 HACEICHUIO
MICUXOTPOIHBIX  BEIIECTB, alTEeKH YETBEPTOM KaTEeropuu — HAPKOTHUECKUX  CPE/ICTB
Y TICUXOTPOIHBIX BEIIECTB.

TexHuyeckass YKpEIJICHHOCTh TOMEHICHMsI JUIS XpaHEHUS HapKOTUYECKUX CpPEICTB
U TICUXOTPOMHBIX BEIIECTB JOJDKHA COOTBETCTBOBATH 3aKOHOAATENBCTBY O HAPKOTHUECKUX
CpeaCTBax, ICUXOTPOMHBIX BEIIECTBAX, IPEKYPCOPax U aHajorax.

14. Anteku nepBoi U BTOPOM KaTErOpUH, OCYLIECTBIISAIOIIME PO3ZHUYHYIO pEaTHU3aliio
JIEKapCTBEHHBIX TpEnapaToB HACENEHHUIO, JOKHBI MMETh OTACNbHBIM BXOJH Ui HACEJIECHUS
Y JIOTIOJTHUTEJIbHBINA — ISl TIOJTYYEHHUSI TOBAPOB.

ANTEKH TPEThEH—TIATON KAaTErOPUH JTOJKHBI UMETh BXOI JIJIsl TOKYTaTENeH.

B anTeke 1omKHBI  OBITh  NIPEAYCMOTPEHBI  yCIOBHA MO Oe30apbepHOU  cpere
KHU3HEICATENIbHOCTH  JOCTYN U NpeObiBaHWe (U3NYECKH OCHa0JeHHBIX JIMI, a TaKXke
MH(POPMAIIMOHHOE OCHAIIEHHE C IPUMEHEHHEM BU3YalIbHBIX, 3BYKOBBIX U TAKTUJIBHBIX CPEICTB
nHpopMaIuu.

Bxon g mokynateneil B anTeky C YAHMIBI JODKEH OBITh 000pyJOBaH MaHIyCOM
C mepwjiaMM WJIM HMHBIM O00OpyJIOBaHHEM, OOECHeUMBAIOIIMM OeCTpensiTCTBEHHBIH OCTYII
B anTeKy (pU3NUECKU OCIAOICHHBIX JIUI.

B anrtekax, pacroyio)KeHHBIX B 3JaHUSIX U COOPYKEHHSIX, OTHOCSIIMXCS K OOBEKTaM,
MMEIOIIMM CTaTyC HCTOPUKO-KYJIbTYPHBIX IIEHHOCTEH, B KOTOPBIX HEBO3MOXHA YyCTAaHOBKA
o0opyoBaHUs, O00ECICUNBAIONIETO OCCHPEMATCTBEHHBIH JOCTyHn B anTeKy (U3UYECKU
OCJa0JIEHHBIX JIUI, OJHKHO OBITH YCTAHOBJIEHO YCTPOMCTBO ISl BBI30Ba (hapMalieBTUYECKOTO
paboTHUKA anTeku U 00ecrevyeHrs JOCTYMa K yCIIyre 0 PO3HUYHON peaanu3aluy JIEKapCTBEHHBIX
Mpernaparos.

YCcTpoiicTBO, yKa3aHHOE B YAaCTH MATOW HACTOSIIEro MyHKTA, TOJKHO OBITh YCTaHOBJICHO
B COOTBETCTBUH C TPEOOBaHUSAMHU O00S3aTENBHBIX IS COOMIOACHUS TEXHUYECKHMX HOPMAaTHBHBIX
MPABOBBIX AaKTOB (Jajiee — TEXHUYECKHE HOPMATUBHBIE IIPABOBBIE AaKThI) IO CO3JAHUIO
6e30apbepHOI cpeibl KUZHEAEATEIIbHOCTH, IEHCTBYIOIINX HA MOMEHT YCTaHOBKH.

15.Ha (acame 3maHus, HaCTEHE TIOMEIICHHS, B KOTOPOM PpAacIOJOKEHA arTeka
(o cornacoBaHMIO € COOCTBEHHUKOM (apeHioiareneM), 00 Ha BXOAHOH JBEpHU amlTeKH
pa3MeniaeTcs BbIBECKa Ha PyCCKOM MIIM O€JI0PYCCKOM SI3BIKE C YKa3aHHEM HaUMEHOBAHHUS allTeKH,
ee MPHUHAUICKHOCTH U peXuMa paboThl. ANTeKa, OCYIIECTBISIONIAs POZHUYHYIO PEaTH3alHio
JIEKapCTBEHHBIX MPENapaToB B TEUEHHE CYTOK, JOMOJHUTENIbHO IOJKHA HWMETh OCBEUICHHYIO



BBIBECKY, 3BOHOK JUIsI BbI30Ba (papMaIieBTUUECKOro paOOTHHKA alTeKH U OKHO ISl pean3aluu
JIEKapCTBEHHBIX MPETapaToOB.

Ha BxopHO# nBepu OOJBHHYHOW amnTEeKW pa3MENIaeTCsl BBIBECKA HA PYCCKOM WU
0EopPyCCKOM SI3BIKE C YKAa3aHHEM €€ HAMMEHOBAHUsI, KATETOPHH U PEKUMa PaOOTEHI.

16. Undopmarius 0 3aKpbITUM  aNTeKW B CBSA3M  C MPOBEJICHUEM CAHUTAPHOTO JIHS
(caHUTapHBIX YAaCOB), HWHBEHTAPU3ALMH, PEMOHTA, NEpeoOOpYyAOBaHUS WIU B CBI3H C €€
JUKBHUJIALIMEN JTOBOJUTCS HACEJCHHUIO HeE MO3JHee 4YeM 3a 24 yaca 10 3aKpbITUSl alTeKH MyTeM
pa3MenieHusi OOBSBJICHHS B alTeKe U HA CIICIUAIM3UPOBAHHBIX CalTax B INIOOATBHOM
KOMIbIOTEpHOU ceTn MHTEepHET.

I'padbuk mpoBemeHus CAHWTAPHBIX JHEW (CAHUTApHBIX  YAcOB)  pa3MeIIaeTcs
Ha WH()OPMAITMOHHOM CTEHJIE B IOMEIIEHNH (30HE) 0OCTY)KUBAHUS HACEICHUS alTEeKHU.

Nudopmanus o 3akpbITUU OOJIEHUYHOW aNTeKU B CBSI3U C MPOBEACHUEM CAaHUTAPHOTO JTHS
(caHUTapHBIX YacOB), pEMOHTA, MHBEHTAPU3aLlH, [1€pe000pyI0BaHUS TOBOJUTCS CTPYKTYPHBIM
MOJIpa3eNiecHusIM OOJMPHUYHON OpraHu3aluy He Mmo3aHee YeM 3a 24 vaca 10 3aKphITHs alTeKH
MyTeM pa3MelIeHHs OObSIBICHHUS.

17. Texnuueckasi yKpeIJIEHHOCTh M OCHAIIEHHOCTh YCTAHOBKAMM IOYKapHON aBTOMAaTHKHU
U CUCTEMaMH OXPAaHHOW CHUTHAJIM3alMM TOMEIIEHUH anTek (OOJbHUYHBIX anTeK) JOJKHBI
COOTBETCTBOBATH TPEOOBAHMSIM HOPMATHBHBIX TPABOBHIX AKTOB, B TOM YHCIE TEXHHUYECKHX
HOPMAaTHBHBIX TIPaBOBBIX aKTOB B cepe moxkapHOW Oe3omacHOCTH U cdepe oboporta
Y IPOTUBOJICHCTBUSI HE3aKOHHOMY 00OPOTY HAPKOTHYECKUX CPEICTB, MCUXOTPOITHBIX BEUIECTB,
UX MPEKypPCOPOB U aHAJIOTOB.

Anrteka (OONpHUYHAS amnTeKa) OCHAIIAeTCs TelneQOHHOM CBI3bI0, 000PYIOBaHHEM
JUISL IOCTyNa K II00adbHOM  KOMIIBIOTEpHOW  cetn  VHTEepHET, a Takke CHCTEeMaMH
ANEKTPOCHAOKEHUS, OTOIIJICHUS, BOJJOCHA0KCHHUS, KaHATN3aIlUU, BEHTHIISIIUU, KOTOPHIE TOJKHBI
COOTBETCTBOBATH YCTAHOBJICHHBIM CAaHUTAPHO-3MUAEMHOIOTMYECKUM TPEOOBAaHUSAM /ISl allTeK.

AnTeKkn TpeTheH—TATON KAaTeropuu MOTYT MMETh OOIIHME C IMOMEIIeHHEeM COOCTBEHHHKA
(apeHmonarens) I[EHTpabHBIE CHCTEMBl OTOIUICHHS, BOJOCHAOKEHHUsS, KaHaJIW3aIlWH,
BEHTHUJISIIIHAH.

[Ipu oTcyTcTBHMM OOIIMX C MOMEIICHHEM COOCTBEHHWKA (apeHIoAaTelNsi) IEHTPATbHBIX
CUCTeM BOJIOCHA0KCHHMsI, KaHAIM3allMd B anTeKe TPEeThe KaTeropuud JOJDKHA  OBITh
MpPeyCMOTPEHA PAaKOBUHA JIJISl MBIThS PYK.

AmNTeKH TPEeTheW—TATON KAaTerOPUU MOTYT UMETHh OOIIYIO C MOMEIICHHEeM COOCTBEHHUKA
(apenponarensi) OCHAIIEHHOCTh YCTAaHOBKAaMHU MOXAapHON aBTOMAaTHUKU U CUCTEMaMU OXPaHHOMN
CUTHAJIN3aIIH.

18. Anteka (OonpHUYHAS anTeKa) pacroiaraeTcs B HEKUIIBIX MOMEIIEHUSIX KalmUTalIbHbBIX
CTpoeHUH (31aHuil, COOpYXEHHUH) U JOJDKHA OBITh HM30JMPOBAHA OT MOMEUICHUH Jpyroro
Ha3HaveHHs. Bxoa B anTeky u3 o011ero moMenieHrs COOCTBEHHHKA (apeHI01aTes ) JOTKEH OBITh
000py/I0BaH JABEPHIO.

19. ITomenienus (30HbB1) anTeku (OOJILHUYHOM aNTeKM ) JOJKHBI 00€CTIEYNBATh BBHITIOJIHCHHE
COOTBETCTBYIOIIUX Pa0OT U YCIYT, COCTABIISIONINX JTUIIEH3UPYEMbIC BHJIBI IEATEITHHOCTH.

20. I[Tomemenust (30HbI) anTekud (OOJBHUYHOM aNTEKU) JOJKHBI OBITH TMOCIIEIOBATEIHHO
B3aMMOCBSI3aHbI B 3aBHCUMOCTH OT BBITIOTHIEMBIX PaOOT U YCIIYT.

21. Otnenka Mpou3BOICTBEHHBIX TTOMEIICHUH M TIOMEIIEHNH (30H) XpaHeHUs (BHYTPEHHHE
MMOBEPXHOCTHU CTEH, MTOTOJIKOB, MTOJIOB) anTeK (OOTbHUYHBIX allTeK), a TAKKE OT/IEIKA ITOMEIICHHIA
(30H) pUEMKH U 0OCITYy)KMBaHUS HaceJIeHHUs! (BHYTPEHHHE MOBEPXHOCTH CTEH, IOJIOB) JOJDKHA
JOMYCKaTh BO3MOXKHOCTh TIPOBEACHHS BJIAXKHOH YOOpPKH C MCHOJB30BAHHUEM  MOIOIIUX
U Ae3UHGUIUPYIOUINX CPEACTB, KOTOpPHIE JOHKHBI OBITh OE€30MacHBIMH U UCKIIOYATh PHUCK
3arpsi3HEHUS] ITUMHU CPEJICTBAMU JICKAPCTBEHHBIX CPEJICTB.

22. B anteke (OOTPHUYHOM amnTeKe) BBIACTSACTCSA CIECIHAIBHOE MOMEIICHHE WA ITKad
JUTSL XpaHEHUsT MOIOMIUX U JNC3HHPHUIMPYIOMHNX CPEACTB, MPOMAPKHUPOBAHHOTO WHBEHTApS
1 MaTepHuasioB, MPUMEHSIEMBIX JIJII YOOPKH MOMEIIEeHUH (30H) B 00paboTKH 000py0BaHUSI.

Bepxusisi omexna u 00yBb PAaOOTHHKOB aNTEKH XPAHATCS OTICIBHO OT CIEeUATbHON
OJICKII U CMEHHOU 00yBH B miKadax (mkady, pa3aeIeHHOM IePerOpPOIKON).

23. B momemieHust (30HBI) aNTeKH, 32 UCKIIOUEHUEM TOMEIICHUS (30HBI) OOCTY>KHUBaHUS
HACEJICHUs, HE JIOMYCKaloTCAd TOCTOPOHHHME JIMLA, 3a UCKIIOUEHUEM JIHI[, IPUBJIEKAEMbIX
JUTSE TEXHHYECKOTO OO0CITYKHUBaHUSI 000PYIOBAHUS M TIOMEIICHUIA allTEKH.



24. Anteka (OOJIBHMYHASI alTeKa) B 3aBUCHUMOCTH OT BBITIOJHAEMBIX pabdOT U yCIHYT,
COCTaBJISIONINX (hapMaIleBTUUECKYIO NeSTEIbHOCTbD, JOKHA UMETh B HAIMYHH:

TEXHOJIOTHYECKOe  O0OpyJOBaHME  JJIsl aTEYHOTO  M3TOTOBJIEHUS  JIEKAPCTBEHHBIX
MpernapaToB, B TOM YUCIIEe CPEICTBA U3MEPEHHS MAaCcChl, 00beMa;

o0opyaoBaHue, MpUOOPHI U PEAKTHUBBI JIJIs POBEACHUS KOHTPOJIS KaUeCTBa JIEKAPCTBEHHBIX
CpPEACTB;

TOproBoe  00OpyJOBaHHE, IpeAycMaTpuUBalolllee  OCHalleHue  pabodyux  MecT
(bapMareBTHYECKMX paOOTHUKOB MOMEIIEHHS (30HBI) 00CTYKHUBaHUS HACEIECHUS! YCTPOUCTBAMH,
MpeIoXpaHIIoUMMHI paOOTHUKOB OT MPSAMOIl nepenadu HHQEKINI BO3TyITHO-KANEIbHbIM yTEM;

KAacCOBbIE CYMMHPYIOIIME ammapaThl WJIA CICNHUATbHBIE KOMIIBIOTEPHBIE CHUCTEMBI,
IJIaTeKHBbIE TEPMUHAIIBI U APYTOE€ COOTBETCTBYIOLIEE 000PYI0BaHHE, U MHBEHTAPh;

o0opyoBaHWE 7Sl XpaHEHHs] JIEKAPCTBEHHBIX CPENCTB, B TOM YHCJIE XOJOIWIBHOE,
oOecnieunBaroliee COOMIOIEHUE YCIOBHIM XpaHEHMsI JIEKAPCTBEHHBIX CPEJCTB, YCTAHOBIIEHHBIX
MIPOU3BOIUTEIIEM;

ANIEKTPOHHBIE CPEICTBA H3MEPEHHUI TeMIlepaTypbl U U3MEPUTENTH BIAXKHOCTU BO3JyXa
(manee — cpeacTBa U3MEPEHHU);

WHBIE O00OpYy/JOBaHWE W WHBEHTAph, OOCECHEYHMBAIOIINE COOIIOJIEHHEe CaHUTapHO-
TMTUEHUYECKUX TpeOOBaHUMN, OXpaHy TpPy/la, TEXHUKY 0€30IacCHOCTH, MOKApHYIO 0e30MacHOCTb,
3aIUTy OKPY>KAIOIIEH Cpelbl U COXPAaHHOCTh TOBAPHO-MATEPUATIbHBIX LIEHHOCTEH U JEHEKHBIX
CpPeACTB.

25. B anteke (OOTPHUYHON amTeKe) WCIMOJIB3YIOTCS CPEACTBA M3MEPEHUM, MPOIICIITHE
B YCTAQHOBJICHHOM IOPSJIKE TOCYIaPCTBEHHYIO TOBEPKY.

He npumensioTcst cpenctsa u3aMepeHusi, Cpok rocyJapCTBEHHOM MOBEPKU KOTOPBIX HCTEK.

TexHudeckue macropra Ha CpefICTBa U3MEPEHUI U IPUOOPHI COXPAHSIOTCS B TEUEHUE BCETO
nepuoja UX dKCIUTyaTaluH.

26.B momemeHnun (30He) OOCTY>KMBaHWS  HACEJICHUS aNTEeKH B 3aBUCUMOCTH
OT BBIMIOJIHSIEMBIX  padOT U YCIYr, COCTAaBJIAIOMIMX (apMaleBTUYECKYIO0 JAESITEIbHOCTbD,
JUTS TIOKyTaTeneit pazmeniaetcst tHGpopMarus, B TOM YUCIIE O:

MECTe HaXOXXJIEHUs U HoMmepe TenedoHa pPYKOBOAMUTENS IOPUIAMYECKOro JHIa WIN
WHIUBUAYATHHOTO IPEATPUHIMATEIIS;

MECTE HaXOXKJICHUSI KHUTH 3aMEYaHU U MPEITI0KEHU;

HOMepax TeneOHOB U agpecax OmmKaMIIMX anTeK, CHpaBOYHOU (hapMareBTHUECKOM
CITY>KOBI (TTpH €€ HAJIUYWN );

rpaduke MPOBEICHUS CAHUTAPHBIX JHEH (CAHUTAPHBIX YaCOB).

27. Ha paboThl W yCIyTH, COCTaBISIOMMKE (PapMarleBTUYCCKYIO NEATEIbHOCTh, KOTOPHIE
MOTYT TOBIHITh HAa Ka4eCTBO JIEKAPCTBEHHBIX CPEACTB, B TOM YHCIE MPU HMX peaTu3alui,
OTIIyCKE, IOPUAMYECKUM JIUIOM WM HWHIAUBUAYAIbHBIM MpealpUHUMATEIeM J0JKHA OBITh
pa3paboTaHa U BBeJIeHA B ICWCTBHUE CUCTEMA 00ECTICUCHUS KaueCTBa.

OTBeTCTBEHHBIM 3a BBeJieHHE U (QYHKIIMOHUPOBAHUE CHCTEMbI OOECIeYeHHs] KauecTBa
MPUKA30M PYKOBOAMTENS IOPUAMYECKOTO JHIA WIW WHIUBUAYATHHOTO MPEANPUHUMATENS
Ha3Ha4aeTcs JUI0, UMEIOIIee BhICIIee (apMarieBTUIecKoe o0pa3oBaHne U KBATHU(UKAIIMOHHYIO
KaTeropuio.

28. Cucrema obecrieueHus! KadyecTBa BKIIOYAET:

HaJTM4Me HEOOXOAUMBIX pa0OTHUKOB, TIOMEIICHH, 000PYIOBAHUS U IPYTHX TEXHUYECKHX
CPEICTB, TOKYMEHTOB CUCTEMbI O0ECIIeUeHUsI KaueCTBa, YUETHBIX JJOKYMEHTOB;

coOnroieHne mpaBuil (hapMareBTHUIECKONH TEXHOJIOTUH MPH U3TOTOBJICHUH JICKAPCTBEHHBIX
MpernapaToB, CPOKOB TOJAHOCTH, YCIOBUN XpaHEHHUS, MPaBUJI PO3HUYHON peanu3anuu (0TIycKa),
TpeOOBaHUI 110 KOHTPOIIO KayecTBa JICKAPCTBEHHBIX MPEMAapaToB, H3TOTOBICHHBIX B alTeKe
(6OTBPHUYHOM anTeKe), M0 yIMaKOBKE M MAPKUPOBKE JICKAPCTBEHHBIX CPECTB;

OCYIIECTBIEHUE TPHUEMOYHOTO KOHTPOJIS JICKAPCTBEHHBIX CPEACTB, MEAUIIMHCKUX U3JICIUH,
JIPYTUX TOBAPOB allTE€YHOTO ACCOPTUMEHTA (Jajiee, eCii He yCTaHOBJIEHO MHOE, — MPUEMOYHBIH
KOHTPOJb), TMOCTYNMUBIINX B anTeKy (OOMpHUYHYIO amnTeKy), a TakKe KOHTPOINsA KadecTBa
JIEKApCTBEHHBIX MIPEMapaToB, U3TOTOBJICHHBIX B anTeke (OOJbHUYHOM anTeKe).

29. Cucrema obecrieueHus KauecTBa JO/DKHA TapaHTUPOBATh, UTO:

JIEKapCTBEHHbIE IpemapaThl, pealu3yeMble alTeKOoH, 3aperucTpUpoBaHbl U (WIIH)
paspeleHbl K peanu3aliil 1 MEIUIIMHCKOMY TpuMeHeHuio B Pecnybnmke  benapych



(32 UCKJIIOYEHHUEM TEeX JIEKApPCTBEHHBIX CPE/ICTB, KOTOPHIE B COOTBETCTBUH C 3aKOHO/1aTEIbCTBOM
HE TIOJJIeKAT TOCYJapCTBEHHOUN perucTpaIim);

o0OecrieueH KOHTPOJIb KauyecTBa JIEKAPCTBEHHBIX CPEACTB, B TOM YHCIE MPH MPHUEMKE,
anTeYHOM M3TOTOBIICHUU, XPAHCHUH, peaTn3auu (OTIyCKe);

COONIONAIOTCSl  YCJIOBUSL XpAHEHUS JIEKAPCTBEHHBIX CPEACTB, BTOM 4HCIE MpU
TPAHCIIOPTHPOBKE;

UCKIIIOYEHa KOHTAMHMHALIUS  JIGKAPCTBEHHBIX  CPEICTB, BTOM YHCIE JAPYTUMHU
JIEKapCTBEHHBIMU CPEJICTBAMU;

peanM3anusl  JIGKQpCTBEHHBIX IpemapaToB, BTOM uyucie 0Oe3 pelenra Bpaua,
(dapmaleBTHUECKOe KOHCYJIHTUPOBAHNE HACEICHHS B OTHOIICHUHU JIEKAPCTBEHHBIX IMPEMapaToB,
a TakKe peanu3alys W KOHCYJIbTHPOBAHHUE I10 BONPOCAM MPUMEHEHUS MEAUIMHCKUX HW3JIEIHH,
JPYTUX TOBAPOB alITEYHOTO ACCOPTUMEHTA OCYIIECTBISIOTCS (hapMalleBTUYECKUMU paOOTHUKAMU
anTeKu Npy COOTIOACHUHM UMHU IPUHLUIIOB MEIULMHCKON 3TUKH U JICOHTOJIOTHH.

30. JlokyMeHTbI cuCcTeMBI 00eCTieyeH s KaueCTBa BKIIIOYAIOT PYKOBOJICTBO 110 KaUeCTBY WIH
WHOM 3KBHUBaJeHTHBINA ToKyMeHT, TU u COIL.

JIOKYMEHTBI CHCTEMBI OOECTIeUeHHUs] KauecTBa JOJDKHBI UMETh CCHUIKM Ha HOPMATHBHBIC
MIPaBOBbIE AKThI, B TOM 4YHCII€ TEXHHUYECKHE HOPMATHUBHBIC MPaBOBbIE AKThI, MOAJEPKUBATHCS
B aKTYaJIbHOM COCTOSSHUM ¥ OBITh JIOCTYIIHBIMH pa0OTHUKAM aNTEeKH B COOTBETCTBHUH
C BBIMIOJIHIEMBIMU UMH (PYHKIHSIMH.

JIOKyMEHTBI CHUCTEMBI OOecreueHHsl KauyecTBa pa3padaThIBalOTCs (hapMaleBTHUCCKUMHU
pabOTHUKAaMH, COTJIACOBBIBAIOTCS JIMIIOM, OTBETCTBEHHBIM 3a BBeJEHUE U (QYHKIMOHHPOBAHHE
CHCTEMBbl O0OECIIEUeHHs KayecTBa, M YTBEPIKIAIOTCS PYKOBOAMUTENIEM IOPUIUYECKOTO JUIA WIH
WHIUBUAYATbHBIM IPEIIPUHUMATEIEM.

CopepxaHue JOKYMEHTOB CHUCTEMBl OOECIICUEHHUs KAa4eCTBa JIOJDKHO OBITH OJHO3HAYHO
JUIS IOHUMAaHMsl, B HUX HE JOJDKHO COJEPKAThCS OLIMOOYHBIX CBEJICHUM.

Anrteka (OONpHUYHAS anTeKa) MOJKHA MMETh YTBEPXKICHHBIA MEpPEueHb HCIOJIb3YEeMbIX
JOKYMEHTOB cHCTeMBbI oOecrieueHus kauecTBa. OpUTrHHaIbl JOKYMEHTOB CUCTEMbI OOecTieueHus
KauecTBa XPaHATCS Yy JUIA, OTBETCTBEHHOTO 3a BBEJACHHE U (PYHKIIMOHUPOBAHUE CHUCTEMBI
oOecrnieueHrs KadyecTBa. ANTeKaM MPEIOCTABISIOTCS yUYTEHHBIE KOMHH JOKYMEHTOB CHUCTEMbI
obecnieueHuss kadectBa. JIroOble uCHpaBieHUs (JIOMONHEHUS, W3MEHEHHS) YUHUTHIBAIOTCS,
JNaTUPYIOTCS, MOJAMUCHIBAIOTCS W BHOCSTCSI TaKUM 00pa3oM, 4TOObI COXPaHsUIaCh BO3MOYXHOCTb
IpOYeCTh NepBOHaYalbHble 3amucu. CyIIecTBEHHbIE W3MEHEHHS W JOMOJHEHHUS BHOCSITCS
MOCPEACTBOM pPa3pabOTKH HOBOM BEpCUU JIOKYMEHTOB CHCTEMbl OOECIeueHHUs KadecTBa.
YTparuBiiue CUIy JOKYMEHTHI CHUCTEMBI OOECIICUCHHS] KayecTBa W MX KOIHMU H3BIMAIOTCS
13 paboThL, MPU 3TOM UX KOITUU YHUUTOXKAIOTCSI, @ OPUTHHAIBI OCTAIOTCS Y JIULA, OTBETCTBEHHOTO
3a BBEJICHUE U (DYHKIIMOHUPOBAHHE CUCTEMBI 00ECIIeYeHHsI KauecTBa, HE MeHee 3 JieT.

TU u COIl momxkHBI coaepkaTh (OPMBI YYETHBIX (PETHCTPUPYIONINX) JOKYMEHTOB,
METOAMKH 3aMOTHEHUs (BeAeHMs) 3anuceil (pakTHYeCKH BBIOJHEHHBIX paboT M yCiIyr H (HIn)
MOJIYYEHHBIX pE3yJbTaTOB aHaliu3a | (MJIM) KOHTPOJS KauecTBa JIEKApPCTBEHHBIX CPE/ICTB
Y yKa3aHUs 10 UX XPAHCHUIO.

31. B amreke (OOJBHMYHON amnTeKe) B 3aBUCUMOCTH OT BBITIOJHSEMBIX padOT W yCIYT,
COCTABIISIONINX (hapMaIleBTHUECKYIO NESITEIbHOCTD, Pa3padbaThIBAIOTCS:

31.1.TH o:

MOJTy9E€HUHU BOJIBI OYHIIICHHO;

MOJIyYE€HUHU BOJBI 711 HHBEKIIHIA;

TEXHOJIOTUYECKUX ONEpalusX AanTeUYHOTO HW3TOTOBJICHHS JIEKAPCTBEHHBIX IIPETapaToB
(myst KaXkI0# JIEKapCTBEHHOU (hOPMBI);

TEXHOJIOTUYECKUX  OMEpalusX TMPU  U3TOTOBICHUM  CTEPUIBHBIX U aCENTHYECKU
M3rOTaBIIMBAEMBIX JIEKAPCTBEHHBIX MTPENapaToB (U1 KaXK0M JIeKapCTBEHHOH (OPMBI);

TEXHOJIOTUYECKUX OMEpalusX H3TOTOBICHUS BHYTPHANTEYHOW 3aroTOBKU U (DacoBKH
Ha 9acTO BCTpeYaeMble B perenTtax Bpaya | (i) TpeOoBaHMSIX (3asBKaX) OpraHU3aIuil
3IpaBOOXPAHEHUS JICKAPCTBEHHBIC Mpenaparbl, KOMOWHAIMU HECKOJIBKHX JIEKapPCTBEHHBIX
CPEICTB, B TOM 4HCIIe (papMarieBTHYECKUX CyOCTaHIHM (17151 BCeX HAMMEHOBAHUHN U JJO3UPOBOK);

MOPSAIKE KOHTPOJISI KAauecTBa JIGKAPCTBEHHBIX NIPENapaToB, HM3TOTOBJICHHBIX B anTeKe
(myst KaXk10¥ JIEKapCTBEHHOU (hOPMBI);

31.2. COITI o (00):



MopsAIKe pa3pabOTKH TOKYMEHTOB CUCTEMbI 00ECIIEUeHHS KauecTBa;

MOpSIKE BeICHUS, XpPaHEH U, paCIpe/IeTICHUS U aKTyaIn3allui BHYyTPEHHEH TOKYMEHTALUH;

JUYHOM TUTHEHE U TUTMEHE Tpy1a paOOTHUKOB aNTeKH;

00paboTKe OMeIIeHui 1 000pyTOBAHUS;

00paboTKe anTeyHOM MOCY/Ibl, YKYTIOPOUHBIX CPEACTB U BCIIOMOTraTeNIbHbIX MaTepHasoB;

MOpSiAKE TPOBEPKU pabOTOCTIOCOOHOCTH TEXHOJIOIMYECKOTO 000OpYyNOBaHHUS H CPEICTB
M3MEepeHuil nepes HayaioM padoThl;

obecriedyeHnr paboThI CPEACTB U3MEPEHUH;

MOPSAJIKE MPUEMKH U OCYILIECTBICHUS TPUEMOYHOTO KOHTPOJIS;

MOpSAKE XPAHEHUS JIEKAPCTBEHHBIX CPEACTB, B TOM YHCJE HM3TOTOBJICHHBIX B alTeKax,
MEAUIMHCKUX WU3JIETIHUH, IPYTUX TOBAPOB allTEYHOI0 aCCOPTUMEHTA;

MOPSAKE PETUCTPAIMH MTAPAMETPOB OKPYIKAIOLIEH cpellbl U pabOThI C OTKIOHEHUSMU;

MOpsAJIKE BO3BpaTa MOCTaBIIMKAM JIEKAPCTBEHHBIX CPEACTB, MEAULIMHCKUX U3ACTUHN, IPYTHX
TOBApOB aNTEYHOTO ACCOPTUMEHTA;

o0ecrieueHny HaIMYus B alTeKe aCCOPTUMEHTA JIEKAPCTBEHHBIX CPE/ICTB;

MOPSAKE MPOBEACHUS PAdOT MO KOHTPOJIO 32 CPOKAMHU F'OJTHOCTH JIEKAPCTBEHHBIX CPE/CTB;

nopsaake  (apmaleBTHUYECKOro  KOHCYJbTHUPOBAaHUS ~ HAaceleHUs B OTHOIICHUU
JIEKapCTBEHHBIX MPEMApaTOB MPHU X PeaTu3alluu;

nopsaake  (apMaleBTHUECKOrO0  KOHCYJIbTHUPOBAaHUS ~ MEIWLMHCKUX  paOOTHUKOB
B OTHOILLICHUM JIEKAPCTBEHHBIX IMpENapaToB, MMEIOUIMXCS U (M) BPEMEHHO OTCYTCTBYIOIIUX
B anTeke  (OONMBPHUYHOM  amnTeKe), a TaKkKe B OTHOIIGHWM BBIMHCKU PEIENTOB  Bpada
Ha JICKAPCTBEHHBIC MIPETapaThl;

MOPSAJIKE MPOBEIEHUsI PadOT MO KOHTPOJIIO 32 YCIOBUSMHU XpaHEHUS, CPOKaMU T'OJHOCTHU
JICKApCTBEHHBIX IpEnapaToB, BTOM YHCJIE M3TOTOBJICHHBIX B OOJBHUYHBIX —amNTeKax,
B OOJIbHUYHBIX OpraHu3alusaxX U (WIKN) UX CTPYKTYPHBIX MOJIpa3esiCHUsX;

MOPSZIKE OTIYCKa JIEKAPCTBEHHBIX CPEICTB IO TPeOOBaHMAM (3asiBKaM) OOJBHHYHBIX
OpraHu3anuii u (WIn) uX CTPYKTYPHBIX MOApa3esIeHui;

nopsiike  OOCHyKMBAaHUS ~ HACEJNEHUs,  pa3pelieHus  KOHQUIMKTHBIX  CUTyalui
1 PacCCMOTPEHHUS 0OpaICHUIH;

MOpSIKE pean3aliy JeKapCTBEeHHBIX MPenapaTos;

MOPAJIKE MTPHEMa IEKTPOHHBIX PELENTOB Bpaya;

MOpSAKE TOJTyYeHUs] MHYOPMAIMK O MIPHOCTAHOBJICHHBIX K peau3alliil U MEIULIUTHCKOMY
MPUMEHEHHUIO JIEKApCTBEHHBIX CPEACTBAaX, a TaKKe JIEKAPCTBEHHBIX CPENCTBAX, HU3BATHIX
u3 oOpaleHus, B ToM yucie GpaabCuPUIUPOBAHHBIX, U IPUHATHS JATbHEHIIINX Mep;

MOpSAJKE TpeACTaBleHUS HHGOPMALMK O BBIABICHHBIX HEXKENATENbHBIX PEaKIMsIX
Ha JIEKapCTBEHHBIE CPE/ICTBA;

MPETEH3HX 110 KaYeCTBY JICKAPCTBEHHBIX MTpenaparoB (paboTa ¢ peKIaMaIiisaMH ),

MOpSAKE YHUUTOXKEHUS PELENTOB Bpaya;

MOPSIIKE M CPOKAX XpaHEHUs TPeOOBaHMM (3as1BOK) OOJILHUYHBIX OpraHU3alMui U (MIH) WX
CTPYKTYPHBIX TOJpa3/ieNICHHIA;

o0y4eHnu pabOTHUKOB aNTeKH U MpoBepke YPPEKTUBHOCTH UX 3HAHUI,

MOpSiIKE MPOBEACHUS CAMOMHCIICKIINH.

32. B anreke (6onmpHMYHOM anTeke) pazpadarteiBatorcs T u COIl, permameHTHpYyIOIIHE
BBITTOJIHEHUE UHBIX pabOT U yCIyT.

@DaKTHYECKH BBIMOJIHEHHbIE Pa0OTHI U YCIYTH U (WJIK) MOJIyYeHHbIE pe3yJIbTaThl aHAIHM3a
U (M) KOHTPOJNS KadecTBa JIEKAPCTBEHHBIX cpeAcTB B cooTBeTcTBUU ¢ TU u (umm) COII
(bUKCUpYIOTCSI B yU4ETHBIX JOKyMeHTaX. JIioOble HUCHpaBlieHUS YYUTHIBAIOTCS, IAaTUPYIOTCA,
MOJIMUCHIBAIOTCS. M BHOCATCS TakuM 00pa3oM, 4YTOOBI COXpaHSUIaCh BO3MOXKHOCTH IPOYECTb
MepBOHAYalIbHbIE 3aIHICH.

33. Pa3zpemaercs BeleHHE YUYETHBIX JOKYMEHTOB B 3JICKTPOHHOM Buze. POpPMBI yUETHBIX
JOKYMEHTOB B 3JICKTPOHHOM BHJE JOJDKHBI BKIIIOYaTh BCE PEKBHU3UTHI, IMPEAYCMOTPEHHbBIE
JUISI HUX HOPMATHUBHBIMH TPABOBBIMH aKTaMH, TEXHUYECKUMH HOPMATHBHBIMHU IPABOBBIMU
aKTaMu, TOKyMEHTaMU CUCTeMbl 00ecrieueHHsl KauyecTBa, ¥ pacroaratbes Ha ucte popmara A4.

B konue ortyerHoro mnepuoza (paGouero MAHsS, CMEHBI, Mecslla) NpPU HATHYUH
COOTBETCTBYIOIIMX OINEpalMil CTPaHHIBl YYETHBIX JIOKYMEHTOB B 3JIEKTPOHHOM BHJIE
pacrevarbiBaOTCsA M MPOLIMBAIOTCA, MO MOCIEAHEH 3aMMuChi0 CTABUTCS MOANUCH paOOTHUKOB,



OTBETCTBEHHBIX 3a cojiepallliecs B HUX JaHHbIE. JIMCTBI moMecsuyHO U (W) 3a KaJeHIapHbIN
roJ1 OpOIIIOPYIOTCS U MOAMUCHIBAIOTCS PYKOBOIUTEIEM allTEKH.

3anojHeHue >KypHaja B 3JEKTPOHHOM BHUJE JIOJDKHO TPOMCXOIUTh aBTOMATHYECKU
HA OCHOBAaHUM TMPOBEACHHBIX B IPOrpaMMe II0 y4€Ty TOBapPHO-MATEPUATBHBIX I[IEHHOCTEH
ornepamnuu.

Hywmeparus cTpanuIl v 3anuceit B )KypHaJie B 2JIEKTPOHHOM BUJIE IOJDKHA OCYIIECTBISATHCS
aBTOMATHUYECKU B MOPSAJKE BO3pPACTaHMS MOPSAKOBBIX HOMEPOB € Hayaja KaJeHAApHOro roja.
Crpanumpl KypHala B 3JIEKTPOHHOM BHUE B IpeaenaxX KaleHAApHOTO TroJia PacIloiararTcs
MocJieI0BaTeNbHO, HaUMHAs C sTHBaps Mecslla, 3aKkaHuuBas JnekadpeMm mecsieMm. Ha mociennem
JTUCTE JKypHaIa B AJIEKTPOHHOM BHJIE 32 MECSI] (3a roJI) medaraeTcs 00IIee KOJIMIeCTBO JUCTOB
)KypHaJia 32 COOTBETCTBYIOIINN MecsIl (To).

[Ipn BemeHMHM YYETHOTO JOKYMEHTa B DJIEKTPOHHOM BHJE TNporpamMma JOJDKHA OBITh
3alllMIIEHa OT HECAaHKIIMOHUPOBAHHOTO JIOCTyNa U BHeceHHWs] wu3MeHeHuil. [lpm Hammuun
BaJTMIMPOBAHHBIX  KOMITBIOTEPU3UPOBAHHBIX  CHUCTEM,  OOECIEYMBAIONINX  I[EIOCTHOCTh
uHpopManuy, BEACHHE  YYETHBIX  JOKYMEHTOB  Ha OyMaXHbIX  HOCHUTEISX  MOXKET
HE OCYILECTBISATHCS.

34. PykoBoauTenb  IOPUAWYECKOTO  JIMIA, WHAMBUIAYAJIbHBIA  MOpEeANPUHUMATEIb
obecrieunBalOT O0y4eHHE (DapMaleBTHUECKUX pPAaOOTHHUKOB, a TaKKe IPYTUX paOOTHHUKOB,
NeSTeNIbHOCTh KOTOPBIX MOJKET OKa3aTh BJHMSHHE Ha KaueCTBO JIEKAPCTBEHHBIX CPEJNCTB,
MEAUIIMHCKUX M3CTUH, IPYTruX TOBAPOB allTE€YHOTO aCCOPTUMEHTA U Ka4eCTBO OOCTY)KHUBaHUS
HaceJIeHUs, TpeOOBaHUSIM CHUCTEMbI 00€CTIeUeHHS KaueCTBa.

OOydenne TmepcoHana TPOBOAUTCS IO YTBEPKICHHBIM IOPUIUYECKUM JIUIIOM KA
WHIUBUAYAIbHBIM MpeAnpuHuMaTeneM nporpammam. [lepconan, paboTaromuii B aceNTHYECKOM
0JI0Ke CO LUTI030M, MPOXOAMT CIEeUATbHOE 00yUeHHeE.

[Ipu o0OyueHun mMOAPOOHO PA3BACHIIOTCA W OOCYXKIAIOTCSI TPEeOOBaHUSI CUCTEMBI
o0ecrieyeHrs: KauecTBa, a TaKXKe MPUHIUIBI oOecrieueHus ee (QyHKIIMOHUPOBAHHUS B allTeKe.

[lo pesynbraraM oOyueHUsI PYKOBOAMTEIb IOPUINYECKOTO JHIA, WHIUBUAYaTbHBIN
MpearnpuHUMaTeh 00ecreunBaeT MPOBEICHUE NPOBEPKUM 3HAHWW. 3aMucCH O MPOBEACHUU
o0Oy4deHus U IPOBEPKE 3HAHUI HAXOMATCS B alTEKe.

35. B mensix ocymiecTBIeHUs KOHTPOJIS 32 BHIMOJTHEHHEM PaboT, KOTOPBIE MOTYT IMOBIUSThH
Ha Ka4eCTBO JIEKAPCTBEHHBIX CPEICTB U OOCTYKMBAaHUS HaceleHUs, B anTeke (OoJIbHUYHOU
anTeke) He pexe | pasa BTOJ JUIOM, OTBETCTBEHHBIM 3a BBEJCHHE U (YHKIIMOHHPOBAHUE
CUCTeMBbl OOECHeYeHHs KauecTBa, OPraHU3yeTcs NPOBEIACHHE CaMOMHCIEKIUU IyTeM
MIPUBJICYCHUS JIS1 y4acTHsl paOOTHUKOB alTeKH.

[Ipu mnpoBeaeHMM CaMOMHCHIEKIMH clieAyeT oOpaliaTh BHHMMaHHE Ha COONIO/ICHHE
TpeOOBaHUN HOPMATHBHBIX MPABOBBIX AKTOB, BKIIIOYAs TEXHUYECKHE HOPMATHBHBIC MPABOBBIC
aKThl, B cepe oOparieH s IeKapCTBEHHBIX CPEAICTB, B TOM YHUCIIE Ha!

HaJIM4YMe B aliTeKe PYKOBOJCTBA O KAYECTBY HIJIM MHOTO YKBUBAJIIEHTHOTO TOKyMeHTa, TU,
COII, n0JKHOCTHBIX UHCTPYKIUH;

(dakTUUeCKOoe BBITIOJHEHUE TPeOOBaHWN PYKOBOJCTBA IO KAYECTBY WM  HMHOTO
sKBUBajJieHTHOTO okymeHnTa, THU, COII;

COCTOSIHUE TMOMENICHUN U 000pyIOBaHUS alTCKH.

36. [locne 3aBepilieHUsI CAMOMHCIIEKIIMM COCTABIISIETCS OTYET, COAEP KA pPe3yJIbTaThl
CAMOVHCIIEKIINM, W MpU HEOOXOAMMOCTH — PEKOMEHIAIUU O JCHCTBHUSIX IO YCTPAHEHUIO
HapylUIeHU, U JOBOAUTCS  JIO CBEICHUS  PYKOBOAUTENS  IOPUAUYECKOrO  JUIA  WIH
WHIUBUAYATBHOTO TMpennpuHuMarens. Jlns ycTpaHeHHs] BBISBICHHBIX MPH MPOBEACHUU
CaAaMOUHCIIEKIINM HapyIIEHUH COCTABISETCA IUIaH MEpONPUATUN 10 UX YCTpaHEHHUIo (TUiaH
KOPPEKTUPYIOUIUX U MPEAYNPEKAAIONIUX ICUCTBHI).

BrimonHenne MeponpusATHH 10 YCTPAHEHHWIO HApyIIeHHH (IJIaH KOPPEKTHPYIOMINX
U TIPEIYTPEKAOMUX NeHCTBUN) U UX dPPEKTUBHOCTH KOHTPOIUPYETCS MPU MOCIEAYIOIIUX
CaMOUHCIEKIIHSIX.

I'JTABA 2
AIITEYHOE U3I'OTOBJIEHHUE JIEKAPCTBEHHBIX ITPEITAPATOB

37. AnTeyHoe  M3rOTOBJIIEHHWE JIEKAPCTBEHHBIX IIPEMapaToB IO pelenTaM  Bpaya
U TpeOoBaHMSIM (3asiBKaM) Ji MEAUIIMHCKOTO TMPUMEHEHHUS! OCYIIECTBISIOT aIlTeKu IepBOi



Kateropun (OOJLHMYHBIC aNTEeKH TEPBOM KAaTETOPHH) B COOTBETCTBUU C TPEOOBAHUSIMH
Hacrosmed  Hamnmexamieidr  anTeyHOM — MpakTHKH, a Takke  (apMakoNeWHbIX  craTel
INocynapctBenHoit gpapmakoneu Pecriyonmku benapyce.

Jns  oOecriedeHus: KayeCTBEHHOTO M CBOCBPEMEHHOTO OOCITY)XKMBaHHMS  HACENCHHS
Y OpraHM3aluil 31paBOOXpaHEHMs] anTeKu MepBOM Kareropuu (OONbHUYHBIE aNTEeKH MEpBOU
KaTeropuu) OPraHU3yIOT BHYTPHUANTEUHYIO 3aroTOBKY U (paCOBKY Ha 4acTO BCTpedYacMble
B perenTtax Bpada | TpeOOBaHUAX (3asiBKax) JICKApCTBEHHBIE TMpenapaThl (KOMOWHAIMH
HECKOJIbKUX JIEKAPCTBEHHBIX CPEJICTB), HM3rOTaBIMBacMble B anTeke (OOJBHUYHON amnTeke).
[lepeuens BHYTpHANTEYHOM 3arOTOBKU M (PaCOBKH JJOJKEH OBITH COTJIACOBAH C TEPPUTOPHUATILHOM
UCTIBITATEIbHON JabopaTopueii, BKIIOYEHHOW B IEepeueHb HCHBITATEIbHBIX J1aOOpaTOpHii,
OCYIIECTBISIONIMX KOHTPOJb KauecTBa JIEKAPCTBEHHBIX CPEJICTB, WM3TOTOBJIEHHBIX B alTeKax,
aKKpeIUTOBaHHBIX B HanmoHanbHOU  cucteme  akkpeautanuu Pecrybnuku — Bemapychk
JUIS UCTIBITAHUN JIEKAPCTBEHHBIX CPEACTB, COrJIacHO mMpuioxeHuto 1 k MHcTpykuuu o mopsiake
U YCIOBUSIX KOHTPOJII KadecTBa JIEKAPCTBEHHBIX CPEACTB, M3TOTOBIEHHBIX B allTEKax,
YTBEPKJICHHOW TIOCTaHOBJIEHHEM MWUHHUCTEpCTBA 3/apaBooxpaHeHus Pecnyomuku bemapych
ot 17 anpens 2015 1. Ne 49 (nanee — ucnpiTaTenbHas gaboparopus).

38. B nensax obecrnieueHus: KayecTBa JIEKapCTBEHHBIX MPENapaToB alTEeYHOTO U3TOTOBIICHUS
B anTeKe NepBoil kareropuu (OONBHUYHOM anTeKke MepBOM KaTerOpuH) JOJKHBI COONIONATHCS
CaHUTApHbIE HOPMBI U MpaBUja, TUTHEHUYECKHE HOPMATHUBBI, IPOBOJUTHCS CAHUTAPHO-
NPOTHUBOAHIEMHUYECKUE MEPONIPUATHS B COOTBETCTBUH  C 3aKOHOAATEIBCTBOM B O0JIACTH
CaHUTAPHO-3MUAEMHOJIOTHUYECKOT0 OJIaronoIy4nsi HaCeICHHUS.

39. U3roToBieHHE  CTEPUJIBHBIX  JIEKAPCTBEHHBIX  IPENapaTroB U JIEKAPCTBEHHBIX
MpernapaToB, M3rOTABIMBAEMBIX B aCENTUYECKUX YCIOBUAX, OCYLIECTBISIETCS B aCENTHUYECKOM
0J10Ke €O LITI030M HJIU B IKady ¢ JJAMUHAPHBIM IIOTOKOM CTEPHIIBHOTO BO3/1yXa.

He nomyckaercsi ogHOBpeMEHHOE W3TOTOBJIEHHE Ha OJHOM paboyeM MecTe HECKOJIbKHX
JICKApCTBEHHBIX IpENapaToB, CoJAepXKamux (apMaleBTUYeCKHe CYOCTAaHIIMM Pa3IHYHBIX
HAaUMEHOBAHUM WJIM OJHOTO0 HAaUMEHOBAHMS, HO B Pa3jMYHBIX KOHIEHTpAIUsAX (B TOM 4YHUCIIE
CTEpUJIbHBIX U U3TOTABIMBAEMBIX B ACENTUUYECKHUX YCIOBHSIX).

Bce craanu u3rotoBiieHus: U KOHTPOJIS KauecTBA CTEPUIIbHBIX JIEGKAPCTBEHHBIX MPENapaToB
U JIEKQpCTBEHHBIX IIPENapaToB, H3rOTABJIMBAEMBIX B aCENTUYECKUX YCIOBUSX, OTPAKAIOTCA
B )KYpHaJIe pEerucTpaniy OTAEIbHBIX CTaJAWi M3TOTOBJICHUS M KOHTPOJS KauecTBa CTEPHIIbHBIX
JIEKapCTBEHHBIX IIPENapaTOB.

W3rotoBnenne u pe3ynbTaThl KOHTPOJS KadyecTBa JIEKAPCTBEHHBIX IIPErapaToB B BHJE
BHYTPHANTEYHON 3aroTOBKM U (p)aCOBKHM OTpaXarOTCid B IKypHaJle ydera JabopaTOpHBIX
(acoBouHBIX) padoT.

He ocymectBisercs u3roroBieHue, (acoBaHue, TIEpPEMEIICHUE JIEKapCTBEHHBIX
MpernapaToB M3 OJHOM eMKOocTH (YMakoBKH) B IPYryl0 M 3aMeHa OSTUKETOK BHE allTeK
(OOJILHUYHBIX aNTeK).

B cinydae u3roToBieHHs CTEPWIBHBIX JIEKAPCTBEHHBIX IPENapaToB U JIEKapCTBEHHBIX
IIPENapaToB, N3rOTABINBAEMBIX B ACENTHUYECKHUX YCIOBHIX, B COOTBETCTBUH C YaCThIO YETBEPTOU
myHKTa 7 Hacrosmein Hamnexamel anTedHoi MpakTUKU BBITIOJHIEMBIE paOOThI JTIOJDKHBI OBITH
pasrpaHMYeHBl 10 BpEMEHH B TeUeHHe pabouero IHS C 0043aTeNbHBIM YKa3aHHUEM JaHHOTO
pasrpanndenus B coorseTcTBytonieit COII nnu THU.

40. KauectBo (papmarieBTUYECKHX CyOCTaHLMH, JEKApPCTBEHHOTO PACTHUTEIBHOTO CHIPH,
BCIIOMOTATENbHBIX BEHIECTB, HCIOJIb3YEMbIX MJIf alTEYHOIO H3TOTOBJICHUS JIEKAPCTBEHHBIX
MIPETapaToB, TOJKHO COOTBETCTBOBATH TPEOOBAHUSM COOTBETCTBYIOIIECH (papMaKoNelHON CTaThbH
l'ocynapcrBenHnoit (apmakonen PecnyOnuku benmapych u (MaM) HOPMATHBHOTO JTOKYMEHTA
10 Ka4eCTBY.

[TonrotoBka BCIOMOTaTENbHBIX M YKYHOPOUHBIX MaTepUaioB, MOCYIbl, CPEICTB Majioi
MeXaHM3aluK ocyuecTisiercsa B coorsercTBuu ¢ COIL.

41. JlekapcTBEeHHBIE Mpenaparsl, W3TOTOBJICHHBIE 0 penenTam Bpauen,
U HE BOCTpeOOBaHHbIE B TEUCHHE S5 KaJlCHAApPHBIX JHEH, U3bIMAIOTCS W3 pean3aliu
Y YHUYTOKAIOTCS B COOTBETCTBUH C 3aKOHOJATEILCTBOM 00 0OpaIlleHUH ¢ OTXOIaMHU.

42. JlekapCcTBEHHBIC Tperaparbl, W3TOTOBICHHBIC B anTekax (OOJBPHUYHBIX arnTeKax),
opopmIstoTCcsl dTUKeTKaMu. OQopMIIeHHE STUKETOK B 3aBUCHMOCTH OT CIoco0a NMPUMEHEHHS,



JIeKapCTBEHHON (POPMBI U Ha3HAYEHUS JIEKaPCTBEHHOT'O MIpernapaTa OCyIeCTBIISETCS 110 00pas3iam
ATUKETOK COIJIACHO MPUIIOKEHUSIM 1-3.

43. DTUKETKH, TpeaHa3HauYCHHbIE IS OQOPMIICHHS  JICKAPCTBEHHBIX  Ipernaparos,
M3TOTOBJICHHBIX B anTekax (OOJbHUYHBIX anTeKax), MMEIOT Ha 0enoM (OoHE CUTHAJIbHBIC IBETa
U B 3aBUCHUMOCTH  OT cllocoba  NMpUMEHEHHus,  JIeKapCTBEHHOH  (opMbl U Ha3HAUYEHHUSA
JIEKapCTBEHHOI'O IIpeTapaTa oApa3IeisIFoTCS Ha CIAEAYIOLINE BUIbL:

JUISL BHYTPEHHET0 IPUMEHEHHUS ¢ HaANUChIo « BHyTpeHHee) — 3e/eHbli;

IUIS. HAPYXKHOTO IPUMEHEHMSI ¢ Haanuchio «Hapy»kHoe» — opaHKeBblii;

JUISL UHBEKLIMOHHOTO BBEJICHUS C HAJIUCKIO « /{7151 MHbEKLMIT» — CUHUM;

pUMEHsIEMbIE B 0()TAIEMOJIOTHYECKOM MPaKTHKE C HaAMHUChIo «I a3Hble Katumy, «I ma3Hast
Mas3b» — PO30BBIil.

44. DTUKETKM Ha JEKapCTBEHHbIE IpEenaparbl, HW3TOTOBJIEHHBIE B alTEKax I10 peLenTam
Bpaueld, oGOpMISAIOTCA 10 o0pa3liaM COIJIaCHO MPHJIOKEHHIO 1 U JOKHBI  COZIEpIKaTh
CIIEYIOIIYI0 HH(OPMAIIHIO:

aMOemy (Jara co 3Meei);

HOMEp alTeKH, €€ MPUHAJIEKHOCTD U aJpeC;

NnpeaynpeauTenbHy0 Haanuch «bepeds oT nereity;

HOMEp KBHTAHIINU;

JaTy U3rOTOBJICHUS JIEKAPCTBEHHOI'O IIpernapara;

Haanuch «CpoK XpaHEeHHsI B allTeKe S5 KaJeHAAPHbBIX THEW;

1eHy (mpu HeOOXOAMMOCTH);

(dbamMuHs ManueHTa;

COCTaB JICKapCTBEHHOTO Mpernapara, B TOM YHCIie J03UPOBKa;

yKa3aHUs O JO3UPOBKE U CIOCOOE MPUMEHEHHUs (JIs1 MUKCTYP — «II0 JIOKKE
pa3 B JIeHb €bD», 1715 Karelb BHYTPEHHET0 YHOTPeOIeHUS — «I10 Karesb pas
B JICHb eab», JUIs IOPOLIKOB — «IIO MOPOILKY pa3 B I€Hb enby,
JUIS TJIa3HBIX Kamejib — «I10 _ Kamelb __ pa3 BJEHb B Tja3y», JJIS Kamejlb B YXO —
«110 Kareib pa3 B I€Hb B yXO», AJIs Kalleldb B HOC — «IIO Kareib

pa3 B ICHBY);

HOMEp aHalIn3a;

YCIIOBUS XpaHEHUS;

MOANKCU JIUI[a NPUTOTOBUBLIETO, IPOBEPUBILErO, PEAINU30BABILEIO JIEKAPCTBEHHBIN
npemnapar.

45. DTUKETKH Ha JIGKApCTBEHHBIE IpEnaparhbl, W3TOTOBJICHHBIC B anTekax (OOIbHUYHBIX
anTekax) 1o TpeOoBaHUAM (3asiBKaM), Oo(QOpMIISIOTCS 1O 00pas3liaM COTVIACHO TMPHUJIOKECHHIO 2
U JIOJDKHBI COZIEPIKaTh CIIeIYIOILYI0 HH(OpMAaIHIo:

aMbOiema (4ara co 3meeil);

HOMEp anTeKu, €€ MPUHAAJISKHOCTh M agpec WIM HauMEHOBaHHE OpraHu3aluu
3/IpaBOOXpPAHEHUS U €€ CTPYKTYPHOTO MOApa3AeICHHUS;

[IpeayNpeauTeNbHYI0 HaAUCh «bepeub oT neren»;

COCTaB JICKapCTBEHHOTO Mpernapara, B TOM YHCIie J03UPOBKa;

HOMeEp TpeOOBaHUS;

HOMEp aHalln3a;

JaTy U3rOTOBJIEHUS JIEKAPCTBEHHOI'O IIpEnapara;

YCIIOBUS XpaHEHUS;

MOANKCU JIMLIAa IPUTOTOBUBIIETO, IPOBEPUBIIETO, PEATU30BABIIETO (OTIYCTHBILIETO)
JIEKapCTBEHHBIN Ipenapar.

CocTaB n€KkapCTBEHHOTO IIpenapaTa 3anoaHsIeTCsl OT pyKU WM HAHOCUTCS IITaMIIOM, 4acTo
BCTPEYAIONTUHCS COCTaB MOXKET OBITh HamedaTaH TUIOTrpad)CKUM CTIOCOOOM.

Ha sTukerkax Ha jJekapCTBEHHbIE IIPENapaThl Il MHbEKIIMOHHOIO BBEJICHUS YKa3bIBAETCS
moApoOHBIM crmoco0 BBEACHUS JIEKAPCTBEHHOro mpemnapara: «BHyTpuBeHHO», «BHYTpHUBEHHO
(xanesnbHO)», « BHYTpUMBIIIEUHOY.

46. DTUKETKH Ha JIEKapCTBEHHbBIE NIPENapaThl, K3rOTOBJICHHBIE U pac(acoBaHHBIE B aliTeKax
(OONMPHUYHBIX amnTeKax) B MOPSAKE BHYTPHANTEYHOM 3aroTOBKH U (aCOBKH, O(OPMIISIOTCS
1o 0oOpasiaM CorjaacHO MPUIIOKEHUIO 3 U JOJKHBI COAEPkKATh CIEAYIONTYI0 HHPOPMAIHUIO:

smbIemMa (Jaria co 3meei);



HOMEp anTeKu, €€ MPUHAAJICKHOCTh U agpec WIM HauMEHOBaHHE OpraHu3aluu
3JIPaBOOXPAHEHHS U €€ CTPYKTYPHOTO MOAPA3/IeICHHS;

COCTaB JICKApPCTBEHHOTO Mpernapara, B TOM YHCIie J03UPOBKa;

JaTy U3TOTOBJICHUS JIEKAPCTBEHHOTO TpenapaTa;

HOMEp Cepuu;

HOMEp aHaJIN3a;

YCIIOBUS XpaHEHUS;

MOJNMCH JIMLA TPUTOTOBUBILETO, IPOBEPUBIIETO, PEATU30BABLIETO (OTIYCTHBILETO)
JIEKapCTBEHHBIN Ipenapar;

1eHy (mpu HeOOXOIUMOCTH).

TekcT ATUKETOK Ha JIEKapCTBEHHbBIE MpernapaThl, U3TOTOBIECHHbIE U (hacOBaHHbBIE B OPSIKE
BHYTPHANTEYHOM 3aroTOBKM W (PaCOBKM, STHUKETOK MPEAYNpPEIUTEIbHBIX HaIIUCEH, a Takxke
HEeoOXOIUMBIE MpEAYyNpEeAUTEIbHbIE HAIMUCUH HAHOCITCS pPA3JIUYHBIMU CIIOCOOAMHU IE€YaTH.
HanmeHoBaHMs JeKapCTBEHHBIX IpENapaToB, MMEIOUIMX OrPAaHUYEHHOE W3TOTOBIICHHE
B IIpenienax oOfHOM anTeku (OONbHUYHOM amnTeKu), 3aloHSIOTCS OT PyKH WIM HaHOCSTCA
IITaMIIOM.

Homep cepum o6o3Havaercs 1udpoil, COOTBETCTBYIOIICH TOPSIKOBOMY HOMEPY
(acoBoUHBIX padoT.

JlexapcTBeHHbIE CpPENCTBA, M3TOTOBJICHHBIE B MOPSAAKE BHYTPUANTEYHONM 3arOTOBKU
Y HaXOJJIIMECS B IIOMEIICHUSAX XPAHEGHHS W MOMEUICHUSAX AaNTEYHOIO  M3TOTOBJICHUS,
oQOpMIIIIOTCSL  3TUKETKAaMH  Ha JIEKapCTBEHHbIE  CPEACTBA, HW3TOTOBJIEHHBIE B MOPSIKE
BHYTPHANTEYHON 3aroToBKH, IO (hOpME COTJIACHO MPUIIOKEHUIO 4 U JOJDKHBI COJEPXKaTh
CJIeTYIONLY10 HH(OpMAIHIO:

cocTaB (HaMMEHOBAHUE, MEXIyHApOJHOE HEMAaTeHTOBAaHHOE) JIEKAPCTBEHHOTO CPEICTBA
HAa JIATUHCKOM WJIM aHTJIUHCKOM SI3BIKE;

HOMEp CEpUU U JIaTa U3TOTOBIICHUS JICKAPCTBEHHOTO CPEJICTBA,

HOMEp aHalln3a;

CPOK XpaHEHU JIEKapCTBEHHOT'O CPE/ICTBA;

JaTa 3amoJHEHUS U MOAMKUCH JIUL], 3alIOJHUBIINX IITAHIJIAC U OCYIIECTBUBIINX KOHTPOJIb
Ka4yecTBa.

47. JlekapcTBEHHBIE TpenapaThl, U3TOTOBJIEHHBIE B anTekaxX (OOJbHUYHBIX anTeKax), Mpu
HEOOXOJMMOCTH  JIOTIOIHUTENBHO  OQOPMIIIOTCS  3TUKETKAMH € IPeAyNpeaUTEIbHBIMU
HAAMHUCSIMH 110 00pa3liaM COTJIaCHO MPUJIOKEHUIO 5, UMEIOIIUMU COOTBETCTBYIOLIUE HAIMHCH
U CIIEIYIOIINE CUTHAJIbHBIC IIBETA!

«Ilepen ynorpebienrem B30anThIBaTh» — Ha 0es1oM (oHE 3eNeHbIi mpudT;

«CtepusibHO» — Ha TOITyOOM (poHE OesbIM mpudT;

«Jlerckoe» — Ha 3eeHOM (poHe Oenbiid PUQT;

«/1J11 HOBOPOXKICHHBIX» — Ha 3€JICHOM (poHe Oenblii mpudT;

«bepeub oT orHs» — Ha KpacHOM (poHe OenbIid PUQT.

48. TIpn QacoBke U ynmakoBke (apMaleBTUYECKHX CYOCTaHIUM Uit uX OQhOpMIICHUS
MPUMEHSIOTCS  OTUKETKH  Ha ()apMaleBTHYECKYH0  CyOCTaHmuio 1o ¢opMe  COTJIAaCHO
MPUIIOKEHHUIO 6, HAa KOTOPBIX YKA3bIBAETCS CIEAYIOIIas HHPOPMALIUS:

HOMeEp anTeKH, €€ MPUHAJJIEKHOCTb U aJpec;

HaMMEHOBaHME (apMalleBTUUECKON CyOCTaHIINH;

HauMEHOBAaHHE MTPOU3BOAUTEINS (papMalleBTHUECKON CyOCTaHIINM, CTpaHa MPOU3BOJICTBA;

HOMEp CEepUU MPOU3BOIUTENS (papMalleBTUUECKOI cyOCcTaHIINN;

HOMEp MPOTOKOJIa WCIBITAHUN JIEKAPCTBEHHOTO CPENICTBA, BBIAAHHOTO HCIBITATEIbHON
nabopaTopHei;

CPOK I'OJTHOCTH, YCTAHOBIJIEHHBIH MMPOU3BOIUTENEM (hapMalleBTHUECKON CyOCTaHIINH;

YCIIOBHSI XpaHEHHS;

HOMEp CepuH, IPUCBOCHHBIN B aNTEKE;

HOMEp aHAJIN3a;

nata GhacoBKH, YIIAaKOBKH;

MOJNKMCH JIUIL, OCYIIECTBUBIIMX ()acOBKY M KOHTPOJbh KadecTBa (hapMaleBTHUECKOM
cyOcTaHIINH.



TekcT >THKETKH Ha (papMaleBTUYECKYIO CYOCTaHIINIO HAHOCUTCS Pa3IMYHBIMH CIIOCO0aMU
MIeYaTH B IPOU3BOJILHOM pa3Mepe.

dacoBka (apMareBTHYECKUX CYOCTaHIMH OCYIIECTBIISCTCS B ACENITUYECKUX YCIOBHUSIX
B Tapy, 00eCIeunBaloNIy0 COXpaHEeHNE KayecTBa (papMalieBTHIEeCKUX CyOCTaHIUi 10 TTOIHOTO ee
UCTIOJIB30BAHUSL.

I'JIABA 3
KOHTPOJIb KAYECTBA

49. B nensx oOecrneyeHHs KayecTBa JIGKAPCTBEHHBIX CPEACTB, MEIUIIMHCKUX MW3JIEIHH,
IPYTUX TOBApOB AaNTEYHOrO AacCOpPTUMEHTa B anTeke (OONbHUYHON anTeKe) OCYIIECTBISIOT
CJIEYIOIINE BUbI KOHTPOJIS:

MPUEMOYHBIA KOHTPOJIb;

KOHTPOJIb KauecTBa JIEKAPCTBEHHBIX MpPENapaToB, N3TOTOBJICHHBIX B anTeke (OOJIbHUYHOMN
amnTeke);

KOHTPOJIb TIPH peau3aniu (OTIyCKe) JIEKAPCTBEHHBIX CPEJICTB.

50. IIppemMOYHBIE KOHTPOJb OCYIIECTBISIETCS B COOTBETCTBUHU C pa3paborannori COII
IIPUEMOYHON KOMMCCHUEM, 3a UCKIIOUEHHUEM aIlTeK TPEeTbEeU—IIATON KaTeropuH, B KOTOPBIX
MPUEMOYHBI KOHTPOJIb MOXET OCYLIECTBIATHCS OAHUM (apMaleBTUYECKUM pPaOOTHUKOM
anteku. [lpuemouHass xomuccusi (opmupyercs u3 uncia GapMaleBTHUECKUX pPaOOTHHUKOB,
B CTydae HEOOXOIUMOCTH C MPUBJICYEHUEM WHBIX PAOOTHUKOB anTeku (OOJTbHUYHOMN anTeKH).

[IpremMouHbIN KOHTPOJIb BKJIFOYAET IPOBEPKY:

MPaBWJIBHOCTH O(QOPMIIEHUS CONPOBOAMTEIBHBIX U MHBIX JOKYMEHTOB, B TOM 4YHCIIE
TOBApHO-TPAHCIIOPTHBIX (TOBapHBIX) HAKJIAIHBIX (Jajiee, €cId HE yCTAaHOBJICHO WHOE, —
COIMPOBOJUTENIbHBIE JOKYMEHTHI). B CONpPOBOIUTENBHBIX JTOKYMEHTAaX YKa3bIBAIOTCS HOMEP
U aTa NPOTOKOJA MCIBITAHUM JIEKAPCTBEHHOI'O CpPEJICTBA, BBIJABAEMOrO MCIIBITATEIbHOU
nabopartopueil  mocie  MPOBENEHUsS  KOHTPOJII  KadecTBa  JIGKAPCTBEHHOIO  CpeACTBa
70 TIOCTYIUICHUSI B peaju3alfio, MWIM  JOKyMeHTa  (cepTudukara),  MOIMUCAHHOTO
YIOOJHOMOYEHHbIM JIMIIOM TpousBoautens PecnyOnuku benapych, mNOATBEpKIArOMIETo
COOTBETCTBHE KauecTBa cepuu (MapTuu) TpeOOBaHMUSM HOPMATUBHOTO JOKYMEHTA IO Ka4eCTBY,
BKJIIOYAIOIIETO MOJTBEPKIEHUE, YTO cepHsl (MapTHsi) JIEKapCTBEHHOIO CPEICTBA MPOM3BEACHA
B COOTBETCTBUU ¢ TpeOOBaHUAMU Hannexamen IIPOU3BOJCTBEHHOMN MPaKTUKU
U PETUCTPALMOHHBIM J1I0ChE;

COOJIIOJICHUSI YCIIOBUN XpaHEHUs JICKAPCTBEHHBIX CPEACTB IPU TPAHCIIOPTUPOBKE, B TOM
qyucie TpeOOBaHUIN CUCTEMBI XOJIOJOBOM IIETIH;

COOTBETCTBHS YKa3aHHBIX B CONPOBOIUTENBHBIX TOKYMEHTAX PEKBU3UTOB JIEKAPCTBEHHOTO
cpeacTBa (HaAaMMEHOBAaHHUS, JTO3UPOBKH, KOJIMYECTBA, HOMEpa CEpUU U OPYTHMX PEKBU3UTOB)
(aKTHYECKU TOJTYYEHHOMY JICKAPCTBEHHOMY CPE/ICTBY;

LETOCTHOCTH YIAKOBOK JIEKAPCTBEHHBIX CPEJCTB U UX MAapPKHUPOBKH;

HaJIM4YUsl MHCTPYKLUUU IO MEAUIIMHCKOMY IPUMEHEHHUIO (JIMCTKa-BKJIAJBIIIA) HA PYCCKOM
(6emopycckoM)  sI3bIKE  BO  BTOPUYHOM  (TIOTPEOMTENHCKOM) WM TPYIIOBOW  YITaKOBKE
Y COOTBETCTBHSI  KOJIMYECTBA MHCTPYKUMH [0 MEAMLIMHCKOMY TNPHUMEHEHHIO (JIHMCTKOB-
BKJIQJIBIIICH) KOJIMYECTBY TMEPBUYHBIX YMAKOBOK JIEKApPCTBEHHBIX IMpPENapaTroB B rPyHIOBON
YIIaKOBKE.

[lenocTHOCTP NEPBUYHOM YMAKOBKH, €€ MApPKUPOBKA, a TAKK€ HAJIWYUE HHCTPYKLMH
10 MEIUIIMHCKOMY TPUMEHEHHUIO (JIMCTKa-BKJIAJbIIIA) IPOBEPSETCS B CIIydasX, €CIH 3TO
MIPEAYCMOTPEHO BO3MOKHOCTSMH BTOPUYHOM YITaKOBKHU.

Ilocne mnpoBeneHUs NPUEMOYHOIO KOHTPOJISI B IKypHaj€ perucTpauuu pe3ybTaToB
MIPUEMOYHOIO0 KOHTPOJISI TPOU3BOJUTCS 3aIIUCh O PE3YyJIbTATAX IPUEMOYHOIO KOHTPOJIS, KOTOPast
3aBepseTCs  MOANMCHIO  IpeAcenarens  NPUEMOYHOM  KOMUCCHMM WM IOJIMUCHIO
(dapmalleBTUUECKOT0 pabOTHHMKA anTeKW, MPOBOJMBIIETO MPUEMOUYHBIM KOHTPOJIb B anTeKax
TPETbEU—IIATON KaTerOpHUU.

B ciiydae BbIsSIBIEHUS HECOOTBETCTBUSL KaKOMY-IHOO U3 TpeOOBaHMM, yKa3aHHBIX B 4acTH
BTOPOI HACTOALIETO IIyHKTa, IOCTYNMBIIAsA cepust (MapTusi) JIEKapCTBEHHOIO CpEACTBA,
MEIULMHCKOTO W3JENHsl, APYroro TOBapa amnTE€4YHOIO0 aCCOPTHUMEHTa XPAaHUTCS OTIEIbHO
C OTPaHMYCHHEM JOCTyNa U 0003HAUYCHHEM «3alpelieHbl K pealu3alid U UCIOIb30BaHUIO
710 BBISICHEHHS M YCTpaHEHUsI IPUYUH HECOOTBETCTBUS JTMOO BO3BpATa MOCTABILHUKY.



[Ipu npuemke TepMOIAOUIBHBIX JIEKAPCTBEHHBIX MPEMapaToB UX HE3aMeIJIUTEIbHO
HAmpaBIIIIOT B MECTa XpaHEHUs, oOecrneuuBarome TpedyeMbie YCIOBHS (XOJOIWIBHUK,
XOJIOIMJIbHASI KaMepa).

[Ipy mpueMKe  HApKOTHYECKHUX  CPENICTB, TIICUXOTPOIMHBIX  BEIIECTB,  a TaKkKe
paanodapMalieBTHUECKUX JIEKAPCTBEHHBIX IPENapaTtoB HUX HE3aMEIJIUTENIbHO IepeaaroT
B CIIEIIUAIBHO OOOPYJIOBaHHBIE TIOMEIIEHUS JUIS XpaHeHUs. JIekapCTBeHHBIE CPEICTBA CIIHMCKA
«A» TepesaloT B CeIMaIbHbIE MECTa XPaHEHHUS.

51. Bce nexapcTBEHHBIE IIpemapaThl, H3TOTOBJICHHBIE B allTEKE IE€PBOM KaTeropuu
(GompHUYHOM  amTeKke TepBOM  KaTEropuH), a Takke QapmareBTUYECKHe CyOCTaHINH,
UCIOJIb3YEMBIC JIJISl allTEUHOTO HW3TOTOBIEHUS JICKAPCTBEHHBIX MPEMapaToB, IOABEPraroTCs
KOHTPOJIIO KayecTBa B COOTBETCTBUM ¢ MHCTpyKIIHeH 0 mopsaKe U YCIOBHIX KOHTPOJIS KayecTBa
JIEKapCTBEHHBIX CPEJICTB, U3TOTOBIICHHBIX B allTEKaX.

52. KonTpone mipu peanuzaru (OTIYCKE) JIEKAPCTBEHHBIX CPEACTB OCYIIECTBIISETCS
B COOTBETCTBUU ¢ pazpadboranHbiMu COII o mopsiike peanu3anuu JeKapCTBEHHBIX MPENapaTos,
a TaKXKe O MOPSAKE OTIMYCKa JICKAPCTBEHHBIX CPEACTB MO TPEOOBAHUAM (3asIBKaM).

[Tpu peanu3zanuu JIEKapCTBEHHOTO CPEACTBA B MPUCYTCTBUU MOKYTATENSI IPOBEPSIIOTCS €TI0
HAaUMEHOBAaHME, JI03UPOBKAa, OQOPMIICHHE OSTHUKETOK (7S JIGKAPCTBEHHBIX IPENapaTos,
M3TOTOBJICHHBIX B allTEKE), MAPKUPOBKA, YIIAKOBKA (B TOM YHUCIIC TIEPBUYHAS) M CPOK TOAHOCTH.

[Ipn peanuszanuu  JeKapCTBEHHBIX MPENapaToB  OpraHU3alMd  3JPaBOOXPaHEHUs
B MIPUCYTCTBUU METUITMTHCKOTO PAOOTHHKA UM MHOW OpTaHU3aIUH B IPUCYTCTBUU MaTEePHAILHO-
OTBETCTBEHHOTO JIMIIA MPOBEPSETCS OTIYIIEHHOE KOJIUYECTBO, UX O(opmileHHe, MapKHUpPOBKa,
YIaKOBKA U CPOK TOJTHOCTH.

[Ipu oTmycke JEKapCTBEHHBIX CPEICTB CTPYKTYPHBIM MOJAPA3JEICHUsSIM OpraHu3aluu
3[paBOOXPAHEHUS] B MPUCYTCTBUUM MEAMIIMHCKOTO pPa0OTHHUKA TMPOBEPSETCS OTHYIIEHHOE
KOJIMYECTBO, UX 0hopMIIeHUE, MAPKUPOBKA, YIIAKOBKA U CPOK FOJTHOCTH.

I'JIABA 4
KOHTPOJIb 3A CPOKAMU I'OJHOCTHU JIEKAPCTBEHHbBIX CPEJACTB

53. Peanmuzanusi,  OTIYCK  JICKAPCTBEHHBIX  CPEJACTB,  HAPKOTHYECKUX  CPEJACTB
Y TICHXOTPOITHBIX BEUIECTB OCYIICCTBIISICTCS B TMPEeaxX yCTaHOBICHHBIX CPOKOB UX T'OJHOCTH.
[Tpu sTOM M3 peanu3anyl JEKAPCTBEHHOE CPECTBO TOJKHO OBITh MU3BATO HE MO3JHEE CPOKa,
MO3BOJISIIOIIETO OBITh WCIOJIH30BAHHBIM 10 HA3HAYEHUIO JIO UCTEUEHHS] €r0 CPOKa TOIHOCTH,
YKa3aHHOTO Ha YMAaKOBKE.

54.B anteke (OOJbHUYHOM amTeKke) BEAETCS KOHTPOJb 3a CPOKAMH TOTHOCTH
JICKApCTBCHHBIX CPCACTB, HAPKOTHYCCKUX CPCACTB U INCUXOTPOIHBIX BCHICCTB, MCIAUIIMHCKUX
U3JIENUH, APYTUX TOBAPOB alITEYHOTO accopTUMeHTa. MTHopmarus o TekapcTBEHHBIX CPEICTBAX,
HAapKOTUYCCKHUX CPCACTBAX U IICUXOTPOITHBIX BEHICCTBAX C OCTATOYHBIM CPOKOM I'OJHOCTHU MCHEC
IIIECTH MECSIIEB (TOProBOe HAMMEHOBAHHE JIEKAPCTBEHHOTO CPENICTBA, HAPKOTHUYECKOTO CPEJICTRA,
MCUXOTPOIMHOI'0 BCHICCTBA, HAMMCHOBAHUC TPOU3BOJAUTCIIA, HOMEP HpOHSBOHCTBeHHOﬁ cepuun
(TapTHm), CPOK TOTHOCTH, KOTUMIECTBO IT0 COCTOSTHHIO Ha MEPBBI pab0o4nii IEHb KaXKJ0T0 MECsIIIa,
OCTaBHIUXCA NO UCTCUCHUSA CPOKa I‘O,Z[HOCTI/I) OTPAXKACTCA B YUCTHBIX NTOKYMCHTAX.

I''TABA §
YITAKOBKA 1 MAPKUPOBKA JIEKAPCTBEHHBIX CPEJACTB

55. YnakoBKa JI€eKapCTBEHHBIX MpenapaToB, H3rOTOBJICHHBIX B aliTeKax MEPBOM KaTErOpUH
(OONBHUYHBIX amnTeKax IepBOW KaTeropuu), B TOM uucie (acOBAHHBIX, OCYIIECTBISETCS
C MCTIOJIb30BAaHUEM YMAaKOBOYHBIX MAaTepuajoB U MEPBUYHBIX YHAKOBOK (KOHTEMHEPOB),
COOTBETCTBYIOIMX TpeOoBaHUsAM (apMakoneiHbix crareid ['ocymapcTBeHHO# ¢apmakonen
Pecniy6nuku benapyce.

56. Ha »TukeTkax INTaHTIACOB ¢ (papMaleBTUYECKUMHU CYOCTAHIIUSAMH, HAXOMISIIUXCS
B [TOMEIIEHUAX XPAaHEHHUS U IOMEILIEHUSIX allTeYHOTO0 U3rOTOBJICHUS, YKa3bIBaeTCs HHPOpMAIHs,
npeaycMoTpeHHasi myHKToM 48 Hactosiet Hannexanieit anteuHoi mpakTUKH.

Ha sTukeTkax mTaHIIacoB € JEKAPCTBEHHBIMU CPEJICTBAMM, HAXOJAIIUXCS B TIOMELIEHUSX
XpaHEHUsI W MIOMEIIEHUSAX  alTEeYHOro  WM3TOTOBIICHHUS,  yKa3biBaeTcs  HWHQOpMaIs,
MpeycCMOTpeHHasi MyHKTOM 45 HacTosmend Haanexaiiei anteyHol MpakTUKH.



HanmenoBanue (hapMareBTHUECKOM CyOCTaHIIMM Ha STUKETKAaX MITAHTIIACOB JOJDKHBI OBITH
YepHOTro L[BeTa Ha OesToM (oHe, a Ha ITUKETKAaX ITAHTIIACOB I (hapMalleBTHUECKUX CyOCTaHIIHMA
HapKOTHYECKUX CPEICTB, TICUXOTPONHBIX BEIIECTB, JEKAPCTBCHHBIX CPEJCTB CIHCKA «A» —
Oenoro nBera Ha YepHOM (hoHe.

57. Ilepen peanu3anuiedl JEKaApCTBEHHBIX MPEMApaToB MPOU3BOAUTCA HAHECEHHE IIEH
Ha BTOPUYHYIO (TIOTpEOMTENbCKYIO) YIIAKOBKY, B CIlydyae €€ OTCYTCTBUS — Ha IIEPBUYHYIO
WH/IMBUYaIbHYIO YIIAKOBKY.

58. B momemnieHusax (30Hax) XpaHEHHs pa3peliaeTcss HaHEeCEHHE LEHBbl Ha IPYMIOBYIO
HEBCKPBITYIO YITaKOBKY JIEKAPCTBEHHBIX MTPETIapaToB.

59. Ha nexkapcTBeHHBIE Npenaparhl, pacloiloXeHHbIE B BUTPUHAX allTEKH, HAHOCUTCS IIeHa
0oJiee KpyImHBIM MIPUPTOM.

I'JIABA 6
YCJIOBUA XPAHEHUSA

60. XpaHeHue JTEKapCTBEHHBIX CPENICTB B anTeke (OOMPHUYHON amnTeKe) OCYIIEeCTBISETCS
B COOTBETCTBUU C TpeboBaHusMU Haanmexaiiell mpakTHKU XpaHEHHs JIEKAPCTBEHHBIX CPENICTB,
YTBEpKJICHHON TOCTaHOBJIEHWEM MUHUCTEPCTBA 31paBooxpaHeHus PecrnyOnunku benapych
ot 23 okts0ps 2020 . Ne 88.

61. XpaHeHne MEIUIMHCKUX W3JAEIMM U APYTHX TOBAapOB AaNTEYHOIO AaCCOPTUMEHTA
B anTeke (0OJIbHUYHOM anTeKe) OCYIIECTBIISIETCS] B COOTBETCTBUH C TPEOOBAHMSIMU HOPMATHBHBIX
IIPAaBOBBIX AKTOB, a TaKXE€ B COOTBETCTBUU C YCIOBUSIMH, YKa3aHHBIMU IPOU3BOJUTEIEM
Ha YTaKOBKe.

62. JlekapcTBeHHBIE Mpenaparbl B BUTPUHE pa3MELIAIOTCA OTHEIBHO OT MEIMLHMHCKHUX
U3JIEeINH U JPYTUX TOBApPOB allTEYHOI0 aCCOPTHUMEHTA.

Buonornvecku akTUBHBIE JOOABKHU K MUILE U KOH(UCKOBaHHbIE MM OOpaIIeHHbIE B JOXO/
rocyapcTBa HMHBIM  CHOCOOOM  TOBaphl, pa3MEIICHHbIE B BUTPUHE, 0003HAYal0TCA
COOTBETCTBYIOLMMH PYOPUKATOPAMH.

B BuTpumHax anTeku MOTYT BBICTABISATHCS JIEKAPCTBEHHBIE Nperaparbl, MEIUIUHCKUE
U3JIEeIHs. U IpyTUe TOBapbl alTEUYHOTO AaCCOPTUMEHTA, MMewluuecs B Hanuuuu. [lpum sToMm
JIEKapCTBEHHbIE MpernapaThl BRICTABISIOTCS B BUTPUHAX O (papMaKOTepaneBTUUECKUM TPYIIaM.

B BuTpuHax anTeku MOTYT BBICTABIATHCS JICKAPCTBEHHBIC TMpenaparhl, BKIIOYCHHBIC
B [IepeUeHb JIEKAPCTBEHHBIX IPENapaToB, pealu3yeMbIX Oe3 pelenta Bpaya, yCTaHOBICHHBIN
nocTaHoBJIeHHEeM MuHuCTepCcTBa 3paBooxpaneHus Pecnyonuku benapycs ot 10 ampens 2019 r.
No 27 «OO6 ycTaHOBIIGHUM TIEpEUHs JIEKAPCTBEHHBIX IPENapaTroB, peaju3yeMbix Oe3 perenta
Bpaya», MEIUIMHCKHE HU3JeNusl W JpyTue TOBaphl aNTeYHOIO aCCOPTUMEHTa, He TpeOyrolue
CHeIHAbHBIX YCIOBUI XpaHEHUS.

63. HapkoTuueckue cpeacTBa, NCUXOTPOIHBIE BELIECTBA, HE MOAJIEKAIUE pealu3aluiy,
XpaHATCSA OTAENBbHO B CHEIUAIBHO OOOPYJOBAHHBIX B COOTBETCTBUHU C 3aKOHOAATEIHCTBOM
0 HapKOTHYECKUX  CpEACTBAaX, IICUXOTPONHBIX  BEIIECTBAX, MPEKypcopax M aHajorax
MOMEILEHUAX, TpEeAHA3HAUEHHBIX JJI XpaHEHUS HApPKOTHYECKHUX CPEICTB M MCUXOTPOIHBIX
BELIECTB, C IPENYNPEAUTENBHON HAAIIUCHIO «3alpelieHbl K pealu3alii U UCIIOJIb30BaHUIO».

JlexapcTBeHHbIE CpeICTBA CHCKA «Ay, HE MOAJIeKAIUE pealn3aliu, XPaHITCsl OTAEIbHO
C MpenyNpeIuTEIbHOM HAAMUCHIO «3anpenieHbl K pealn3aluy U UCIOIb30BaHUIO» B ceilde nim
METaJUTMYECKOM IKady.

I'JIABA 7
PAPMAINEBTHYECKOE KOHCYJIbTUPOBAHHUE

64. ®apmalieBTUYECKOE KOHCYJIbTUPOBAHUE HACETICHUS OCYILECTBIsIETCS B (hopme Oecelbl
c moTpebuTeneM, OOpaTUBIIMMCS B alTeKy JUIsl MPUOOPETEHHsI JIEKAPCTBEHHOTO IIpemapara
C LIEJIbI0 YCTpaHEHUs IPOOIEeMbI, CBA3aHHON CO 3J0POBbEM (CAMOUYBCTBHUEM).

I[lpu  ocymectBneHnn  (apManeBTHUECKOTO  KOHCYJBTUPOBAHHS  HOTPEOUTEIS
bapmarieBTHUECKHI paOOTHUK 3a7aeT psAl 00s3aTEIbHBIX BOIPOCOB U ONPENENIeT BEPOSITHOCTD
HAJINYHS Y TIOTPEOUTENSI CEPhE3HOTO PACCTPOMCTBA 3[J0POBbS U HEOOXOAUMOCTh PEKOMEH/I0BATh
eMy He3aMeUIMTENIbHO  o0paTuThcs K Bpady. B chnywasx  Hamuuus —y notpeduTens
HE3HAYUTEIBHBIX CHMIITOMOB PacCTPOWCTBA 370POBbs (Jajee — pacCTPOHMCTBO CaMOYYBCTBUS)



¢bapmaneBTHUECKUN PaOOTHUK PEKOMEHAYET eMy HpHUOoOpeTeHHe U MEAMIIMHCKOE MPUMEHEHHE
JIEKapCTBEHHOTO Tpernapara B paMKaX OTBETCTBEHHOTO CaMOJICYCHHS, a TaKKe YKa3bIBacT
Ha HeOOXOAMMOCTh OOpAIICHUsI K Bpady B MOCIICIYIONIEM.

B xone hapmarieBTHUECKOro KOHCYJIBTUPOBAHUS IIOTPEOUTEIIS 10 BOIIPOCaM IMPUOOPETEHHS
JIEKapCTBEHHOT'O Mpemnapara MOTryT 00CyKIaThCs MPeAoKeHus: (papManeBTUYeCKoro paboTHHUKA
TEeHEpUYECKOW 3aMEHBbI JICKAPCTBEHHOTO IIpemapaTa WM OTCPOUYEHHOTO OOCTY)KHUBaHUS
(o cormacoBanuio ¢ nmorpedutenem). Jlo cBemeHHs TOTpeOUTENs AOBOAUTCS WHMOpMaIus
0 HEOOXOIMMOCTH  COONIONEHUSI  YCJIOBUH  XpaHEHHs, Crocoda U MPOJOIDKUTEIHHOCTH
MpUMeHeHUsl (Kypca JICYEeHHUs), O B3aUMOJICUCTBUN C IPYTHMMH JIEKapCTBEHHBIMH IpernapaTami,
a TaKKe C MUIIEH, aAIKOT0JIeM, HHKOTHHOM B IIEJISIX OTBETCTBEHHOTO caMmouieueHus. [lorpedburemnto
TaKkxe JOBOAMUTCS MH(OpMaLMs O IIeHe JIEKApCTBEHHOIO IpernapaTa U Crocode ero peanus3aiun
B I[EJISIX COJICUCTBUS PaIlMOHATFHOMY IPUMEHEHUIO JIEKAPCTBEHHBIX MPENapaToB U 00eCTieueHus
UX SKOHOMHYECKOI JoCcTynmHOCTH 1715 moTpeduTens. [Ipu Heo0XoauMocTH MOXKET OBITh 10BEJeHA
710 CBEJICHUSI TOTpeOuTens wHas WHGOpMAaNUs O CBOMCTBaX JIEKAPCTBEHHOTO IIperapara,
M3JI0’KEHHBIX B MHCTPYKIIMH IO MEAUIIMHCKOMY IIPUMEHEHHIO (JINCTKE-BKJIAJIBIIIE), €TO KaYecTBe,
0€30MacHOCTH.

65. ITo TpeboBanui0 MOTpeOUTENS OOecrednBaeTCsa KOHPUACHIIMATHLHOCTh HH(POPMAIIHH,
MPEIOCTABIIIEMON TPU OCYHIECTBICHUU (HapMaIleBTUYECKOTO KOHCYJIBTUPOBAHUS HACEICHHSI.
JlomyckaeTcsi BblAEJCHHE CHEeNHalbHOM 30HBI, B TOM YHWCJE MJIs OKUIAHHUS HOTpedurtenei,
C YCTaHOBKOW MM 0003HAUEHUEM CIICIIMATBHBIX OTPAHUYUTENCH, OPTaHU3aUeH CUISIUX MECT.

66. PykoBoguTenn — anTek, aTakke paOOTHUKMA  anTeK, HMEIONIUE  BBICIIEE
¢dapmarieBTHUecKkoe 00pa3oBaHUE, OCYHIECTBISIOT —(apMaleBTUYECKOE KOHCYJIbTUPOBAHHE
MEAUIMHCKUX PAOOTHUKOB OpraHM3alfil 31paBOOXpAaHEHUS B OTHOLICHUHM JIEKAPCTBEHHBIX
MpernapaToB, UMEIOIIUXCS U (UJIM) BPEMEHHO OTCYTCTBYIOIIUX B alTeKe, a TAK)KE B OTHOIICHUH
BBIIMCKHU PELIETITOB Bpaya Ha JIEKApCTBEHHbIE MPEnapaTsl B LENSIX COJICHCTBUS PALlMOHAIBHOMY
MPUMEHCHHUIO JICKAPCTBEHHBIX MpPEMapaToB, B TOM YHCIE [0 BOPOCAM TE€HEPUYECKOU
Y T€paNeBTUYECKOMN 3aMEHBI.

PykoBoauTenn OOMPHUYHBIX alTeK, a TAaKKe PAOOTHUKU ITHX alTeK, UMEIOIINE BhHICIIEe
(dapmarieBTHUECKOE€ 00pa3OBaHHE, OCYIIECTBISAIOT (apMaIeBTUUECKOE KOHCYJIBTHPOBAHUE
MEAUIIMHCKUX PAaOOTHUKOB OOTHHUYHBIX OpTaHU3aINi U (WIH) UX CTPYKTYPHBIX MOpa3aeIeHHIA
B OTHOUIEHUM JIEKAPCTBEHHBIX IMPEMapaToB, HMMEIOIIUXCS B HAIMYUU U (WIK) BPEMEHHO
OTCYTCTBYIOIIMX B alTeKe, IO BCEM acCleKTaM MEIUIIMHCKOTO MPUMEHEHUS JIeKapCTBEHHBIX
MpernapaToB, B TOM YHUCIIE MO BOIIPOCAM T€HEPHUUECKON U TepaneBTUYECKON 3aMEHBI.

67. Ilpu ocymecTBieHnn (HapMaleBTUUECKOTO KOHCYJIBTUPOBAHUS PAOOTHHUK aNTEKH
PYKOBOJCTBYETCSI JITOPUTMOM JielicTBHM, yTBepx)AeHHBIM COII 0 mopsinke dhapmaiieBTuIecKoro
KOHCYJIbTUPOBAHHUS HACEJICHHs B OTHOIICHUHU JICKAPCTBEHHBIX MPENapaToB MPH UX pealn3aliu
1 0 nopsazike (hapMaleBTHUEeCKOro KOHCYJIbTUPOBAHUS MEIULMHCKUX PaOOTHHUKOB B OTHOIIEHUU
JIEKapCTBCHHBIX CPEACTB, UMEIOMIMXCS U (WJIM) BPEMEHHO OTCYTCTBYIOIIMX B amTeKe, a TaKXKe
B OTHOIIEHHUH BBIITUCKHU PELENTOB Bpaya Ha JI€KapCTBEHHbIE MpenapaThl.

COIl o mnopsaake ¢apMaleBTUYECKOTO KOHCYJIBTUPOBAHUS HACENIEHUS B OTHOIICHUU
JIEKapCTBEHHBIX IPENapaToB MPHU UX pealu3aliyl JOJKHBI COJAEPKaTh OTAEIbHBIE aIrOPUTMBI
BBIOOpA JICKAPCTBEHHBIX MPENAPATOB JIJIs1 KOHKPETHBIX PACCTPONUCTB CAMOYYBCTBUS:

001 TOJIOBHAS, MBIIIEYHAs], CyCTaBHas;

MOBBILIICHHAS TEMIIEPaTypa;

Kalllelb;

HACMOpPK;

paccTpoiicTBa MUIIEBapEHNUS;

3a00JIeBaHUS MIEYCHH U KEITICBBIBOSAIINX MTyTEH;

aIJIeprus;

TPEBOKHBIE COCTOSTHUS;

MOBPEKICHUS KOXKU;

0KOTH U OTMOPOIKCHHSI,

KOJKHBIE 3a00JIEBAHUS;

npoduakTHKa THITOBUTAMUHO30B.

MuHuManbHbII nepeyeHb BOIIPOCOB IUIS IPOBECHUS (bapMareBTUYECKOTro
KOHCYJIbTUPOBAHUS H3JI0KECH B AITOPUTME ICHCTBHI (hapMalleBTHUECKOTO pabOTHUKA anTeKH



1o apManeBTUYECKOMY KOHCYJbTUPOBAHUIO HACEICHHs] MpPU OCYLIECTBICHUU pealn3aluu
JICKApCTBEHHBIX TIpenapaToB 0Oe3 pelenta Bpaya COMNIACHO NPUIOKEHUIO 7 U aJrOpuTMe
npenocTaBiieHuss (apManeBTHYECKUM pa0OTHUKOM anTeKd HWH(OpMaluu o JIEKapCTBEHHOM
IIpenapaTe CorjaacHo MPUIIOKEHHUIO 8.

I'JTABA 8
PEAJIMBAIIMSL (OTIIYCK) JIEKAPCTBEHHBIX CPEACTB, MEJALIUMHCKHUX
N3JAEJIUHU, TOBAPOB AIITEYHHOI'O ACCOPTUMEHTA

68. Peanuzanusi, OTIyCK JIEKapCTBEHHBIX CPEACTB OPraHU3ALMAM 3/1paBOOXPAHEHUS U (MIIN)
UX CTPYKTYPHBIM MOAPA3IEICHUSIM JUISI MEAUIIMHCKOTO TMPUMEHEHHsS] OCYLIECTBIISETCS
Ha OCHOBaHUM TpeOOBaHMI (3asBOK), KOTOPbIC 3AIOJIHIIOTCS B OPraHU3alUU 3/[PaBOOXPAHEHHS
1 B anTeke (OOJIbHUYHOM anTeKe) U COAEepIKaT CJICIYIONTYI0 HH(POPMAITHIO:

HAaMEHOBAHME OPTaHU3AINH 3/IPAaBOOXPAaHEHU (CTPYKTYPHOTO MMOApa3AeIeHUs);

TOProBO€ HAMMEHOBAaHWE JIEKAPCTBEHHOI'O TMpernapara MWIA €ero MexXAIyHapoaHoe
HEMaTeHTOBaHHOE HaUMEHOBAaHUE, HAMMEHOBAHNE MEIMIIMHCKOTO M3ENUs UIIH JPYroro ToBapa
anTeyHOr0 aCCOPTUMEHTA;

enrHuIa n3MepeHus ((PpIaKoHbI, YITAKOBKH, aMITyJIbl U APYTUE €UHULIBI H3MEPEHUs);

TpebdyeMoe KoaudecTBO (yKa3bIBaeTcs 1udpoit);

OTIYIICHHOE KOJNUYeCTBO (yKa3bpIBaeTcsi IMQpoil), HOMep cepuH (3amoyHsAeTCS
(dhapmareBTHIeCKMM pabOTHUKOM aIlTeKH);

[EHa 3a €OUHMIY U3MEpEeHUs U cymMma (B OelIOpycCKHX — pyOnsiX, 3aroJIHsAeTCs
(hapMmareBTHIeCKUM pabOTHHUKOM aITeKH ).

Jlonyckaercst opopmiieHue TpeOOBaHuUs (3asIBKU) B SJIEKTPOHHOM BUJIE.

TpeboBanue (3asBka) YTBEP)KIAETCS PYKOBOJIWTEIEM OPTraHU3alMH 3JPAaBOOXPAHEHUS
(CTPYKTYypHOTO MOJIpA3/ICICHU).

TpeboBanue (3asBKa) MOAMUCHIBACTCS JUIIOM, OTITYCTUBILKM JIEKAPCTBEHHBIEC MIpenapaThl,
MEIUUMHCKUE W3ACIHs WM JpYrHe TOBaphl aNTeYHOrO0 aCCOPTUMEHTA, W JIIOM, UX
MOJTyYHBILIUM.

B anTexkax TpeThEeH—IIATOM KaTErOpUM peanu3alys JICKapCTBEHHBIX IIPENaparos,
MEAUIMHCKUX H3JEINH, OPYruX TOBapOB aNTEUYHOTO acCCOPTUMEHTa MOXKET OCYIIECTBISATHCS
OJHUM (papMaLeBTHUYECKUM paOOTHHKOM amTeKH.

69. ®apmarieBTHYECKHE PAOOTHUKHM aIlTeKH, OCYIIECTBISIONIME PEATU3aIlui0, OTITYCK
JICKApCTBEHHBIX CPEACTB OpPraHU3aLUsAM  3/pPaBOOXPaHEHHUS U (MIM) UX CTPYKTYPHBIM
MOJPa3CICHUsAM JJI1 MEAMIIMHCKOTO TPUMEHEHUs, JOJDKHBI HUMETh OCHK C yKa3aHHeM
JOJDKHOCTH CITy>Kalero, paMuinnuu, coOOCTBEHHOTO MMEHHU, OTYECTBA (€CIIM TAKOBOE UMEETCH).

70. IToTpeOuTens MOXET TMOJIYYUTh OT apMarleBTUYECKOrO0 pPaOOTHHKA  anTeKH
MHPOPMALIMIO O MEJUIIMHCKOM TPUMEHEHUH JIEKAPCTBEHHBIX IPENapaToB U MCIOJIb30BAaHUH
MEAUIMHCKUX WU3JIEIHUH, APYTUX TOBAPOB alITEYHOI0 aCCOPTHUMEHTA.

71. JlekapCcTBeHHbIE TpenapaThl, 3a UCKIIOUEHHEM pa3pelieHHbIX K peanu3anuu  0e3
pelienTa Bpada, peajM3ylOTCS B alTeKaxX IO pelenTaM Bpauei, MOIy4YeHHBbIM Ha OyMa’kHOM
HOCHUTEJIE JINOO B BUJIE DJICKTPOHHOTO IOKYMEHTA.

Penentel Bpadeit nomkHBI OBITH OGOPMIICHBI Ha OJIaHKaX perernrta Bpadya Ju0O B BUIC
3JIEKTPOHHOTO JOKYMEHTAa B COOTBETCTBUHU C 3aKOHO/IATEIILCTBOM.

JlexapcTBeHHbIE TpenapaThl, peajiu3yeMble IO PEelenTy Bpaya, MOTYT pealn30BbIBATHCS
B alTeKax I10 pelenTaM Bpaya, BBIIMCAHHBIM 3a npenenamu PecnyOnuku benapych, ecnu Takoit
pelenT BBIMMCAH HA PYCCKOM, JATHHCKOM, AHIVIMMCKOM WJIM HMHOM $I3bIKE, IO3BOJISIOLIEM
YCTaHOBUTh HAaMMEHOBAaHHE JIEKAPCTBEHHOTO Mperapara, W COACPXKHUT OCHOBHBIE PEKBU3UTHI,
cooTBeTCTByIOIKE (hopme OjaHKa pelenTta Bpaya s BBINUCKH JIEKAPCTBEHHBIX MpPENapaToB,
peann3yeMbIX 3a MOJHYI0 CTOMMOCTD:

HAaUMEHOBAHHME OpPraHU3allUU 3/IPAaBOOXPAHEHHs (€CIM 3TO MPEAYyCMOTpPEHO s OjaHKa
pelenTta Bpaya);

JIaTy BBIMKMCKY pelienTa Bpaya,

(bamunuio, MHUIMAIBI (TIPU HAJIMYUH) U BO3PACT MAIHEHTa;

(haMUIII0, HHUIMAITBI (TIPY HAJTMYMH ) Bpaya, BBIMTUCABIIETO PEIICT;

HAaMMEHOBaHME JICKApPCTBEHHOT'O IpenapaTa, ero J03UpoBKY, (hOpMy BBIITYCKa, KOJIUYECTBO
7103, MOJIeKAIUX pealn3alii, CI0co0 MPUMEHEHHUS,



CPOK JEWCTBHUsI pelienTa Bpaya, ecil 3TO MPeIyCMOTpeHo GopMoii OiiaHKa pelenTta Bpaya
(ecu 3TO He mpenycMOTpeHo (GopMoil OGiiaHKa perernTta Bpaya, CpOK JIEHCTBHS perenTta Bpada
OTpeseNsieTcsl B COOTBETCTBUU ¢ MHCTpyKkiuell o mopsjake BBIMMCBIBAHUS peELENTa Bpaua
Y CO3JaHMsI AJIEKTPOHHBIX PEIENTOB Bpayda, YTBEPXKJACHHOW MOCTAHOBICHHEM MMHHUCTEPCTBA
3npaBooxpanenust PecryOmmku bemapyck ot 31 oktsaOpst 2007 r. Ne 99 (manee — MHCTpyKImst
O pelienTe Bpaya).

ATNTeKH MOTYT OCYHIECTBIISITh PO3HUYHYIO pEaJH3alUI0 JIEKAPCTBEHHBIX IpPENnapaTroB
0 peLenTaM CHEeIHaINCTOB B 00J1aCTH BETEpUHAPHUH.

72. JlekapCTBEHHBIE TIpENapaTbl, HAPKOTUYECKUE CPEICTBA M MCUXOTPOIHBIE BEIIECTBA,
BBIMMCAHHBIE B pPELENTe Bpaya, PEANTMU3YyIOTCS B alTeKax 3a MOJHYI0 CTOMMOCTb, a TaKkKe
OecrjaTHO U Ha JIbTOTHBIX YCIOBHUSX B MOPSAKE, OMpeleleHHOM moctaHoBieHueM CoBera
MunuctpoB Pecniyonuku benapycs ot 30 HostOpst 2007 1. Ne 1650 «O Bompocax GecriiaTHOTo
U JIbITOTHOTO OO€ecIieYeHHs JIEKApCTBEHHBIMU CPEACTBAMU U MEPEBS30YHBIMU MaTepUaIamMi»
1 Hacrosuen Hagnexanen anteuHol NpaKkTUKOM.

Peanuszanusi nexkapcTBEHHBIX NPENapaToB, HAPKOTHUECKUX CPEACTB M ICUXOTPOITHBIX
BEIIIECTB, BHIIMCAHHBIX B PEIIETITE Bpaya, OCYLIECTBISETCA B IpeJiesiaX CpoKa ACUCTBUS peLenTa
Bpaua, 3a UCKJIIOYEHHEM PEIENTOB Bpaya, HaXOASIINXCS Ha OTCPOUYEHHOM o0ciyxkuBanuu. [Ipu
UCTEYCHUM CpOKa JCWCTBUS PELENTOB Bpaya B IEPUOJ HAXOXKICHHS HX Ha OTCPOYCHHOM
00CITyKMBaHUU pealli3alisl yKa3aHHBIX JIEKAPCTBEHHBIX MPEnapaToB, HAPKOTUYECKUX CPEICTB
Y TICUXOTPOMHBIX BEIIECTB 110 TAKMM PELENTaM OCYILECTBIsIETCS 0€3 uX nepeodopMiIeHusl.

Peanuzamusi,  OTIyCK  HApKOTUYECKUX  CPEACTB M IICUXOTPOIMHBIX  BEIIECTB
¢dapMarieBTHUeCKUMH ~ pabOTHMKaMu  anTeKk  (OOJBHMYHBIX  anTeK)  OpraHU3alMsIM
3IpaBOOXpaHEHUs]  (CTPYKTYpHBIM  TMOJpPAa3J€iCHHUsIM  OpraHM3alli  3pPaBOOXPAHEHMUS)
OCYIIECTBISICTCS B COOTBETCTBUM  C 3aKOHOAATEIbCTBOM O HAPKOTUYECKHX  CPEACTBAX,
MICUXOTPOIHBIX BEIIECTBAX, IPEKYyPCOPaxX U aHaJorax.

73. Bce penentsl Bpada, BBIIMCAHHBIE C HapylIeHHEM TpeOOBaHMI 3aKOHO/AATEIILCTBA,
PETUCTPUPYIOTCS B XKypHaJle yueTa HENpPaBUJIBHO BBIMCAHHBIX PELENTOB Bpaya 1o Gopme
COIJIACHO MPHUIIOKEHUIO 9.

B cinydae oTcyTcTBUSL B penenTe Bpauya, BBIIMCAHHOM Ha OjlaHKe perenta Bpaya
JUISL BBITUCKU JIGKAPCTBEHHBIX TMPENapaToB, pealu3yeMbIX B alnTeke 3a MOJHYI0 CTOMMOCTb
o ¢opme, coriacHo npmwioxkeHuto 1 k MacTpykiuu o pernente Bpada (gayiee — perent GopMsl 1),
Ha OJaHKe pelenTa Bpaya [UId BBIMUCKM HApKOTHUYECKOTO CpeAcTBa IO (OpME COTIIACHO
npuiokeHuto 2 k MHcTpykiuu o perente Bpaya (ganee — penent ¢Gopmsl 2), Ha OJaHKe perenTta
Bpaya /s BBINUCKM TICUXOTPOIHBIX BELIECTB U JIGKAPCTBEHHBIX IpenapaToB, OO0JIadaromux
aHA0OJIMYECKONH aKTUBHOCTHIO, TIO (popMe COTNIacHO MPUIOKEHUIO0 3 K MHCTpyKIuu o perente
Bpaua (manee — peuent (Gopmbl 3), Ha OMaHKE perenTta Bpaya s BHITUCKU JICKAPCTBEHHBIX
MIpernapaToB U MEPEBA30YHBIX MAaTEPHAIOB Ha JIbITOTHBIX YCJIOBHUSX, B TOM 4YHCIEe OECIUIaTHO,
no opme corimacHo npuioxeHuto 1 k IlonoxkeHuio o mopsiake O€CIUIaTHOTO | JIBITOTHOTO
o0OecrieueHrsl JIEKApCTBEHHBIMU CpEACTBAMH U MEPEBA30YHBIMU MaTepUalaMUd  OTAENbHBIX
KaTeropuil Tpak[aH, YTBEPXKICHHOMY mocraHoBieHneM CoBera Munuctpo PecnyOnuku
benapycsk ot 30 HOs10pst 2007 1. Ne 1650 (manee, eciv He yCTaHOBIIGHO HHOE, — JIBIOTHBIN PEIENT),
[ITaMna OpraHu3al 3ApPaBOOXPAHEHUS, YYETHOTO HOMeEpa IUIATeNbUIMKA OpTaHU3aINH
3/IpaBOOXpaHeHus, GaMUINY U HHUIIMAJIOB MallMeHTa, Bpaya, IOJIICH Bpaya, Ie4yaTy Bpaya, JaThl
BBINKCKH, a TAKXKE B CIIy4ae OTCYTCTBHUS MPHIIOKEHH K perenty ¢Gopmsel 1 (pu ykazaHHH O €To
Hanu4yuu) (QapMareBTUYSCKUA paOOTHMK  BO3BpaAIllae€T pEIeNnT Bpada MOTPEOUTEIto
C MOSICHEHUSIMH, TT0YEeMY JIEKapCTBEHHBIN IpenapaT Mo TAKOMY peLENTy Bpada HE MOXKET OBbITh
peayin30BaH.

B ciyuae oTcyTcTBHSA B periente Bpaya MogpoOHOro onucaHus crnocoba ero NpuMeHEHus,
CpoKa JCWCTBHUS pelernTa Bpaya WM HEBEPHOTO €ro yKa3zaHWs, cepud | (Wiu) HOoMmepa (eciu
TAaKOBBIE TPEAYCMOTpeHBl (opMoil OnaHKa), MO3MPOBKH JIEKAPCTBEHHOTO IIperapara,
3apEeTUCTPUPOBAHHOTO B OAHOM JO3WPOBKE M B OJTHOM JICKAPCTBEHHOUM (popMme, a TakKe B cliydae
yKa3aHUS HEMOJHOM JaThl pokIeHHs (ToJ) WIM YKa3aHWs BO3pacTa IalWeHTa, HaJIU4Yus
WCIPABIICHUH, HE 3aTparuBarolIMX HAaUMEHOBAHUE U JIEKAPCTBEHHYIO (OpMY JIEKapCTBEHHOIO
mpernapara, JO3UpPOBKY, KOJMYECTBO, BO3pPACT MAIMEHTA U AATy BBIMHCKH, (papMalleBTUYECKHMA
PpabOTHUK MOXKET peaan30BaTh BHIMCAHHBIN B pEIENTe Bpaya JeKapCTBEHHBIN Mpemnapar.



B caydasx, He nNpeayCMOTPEHHBIX 4YacTSIMU BTOPOW U TPEThEH HACTOAILETO ITyHKTA,
(apMarieBTHUECKI paOOTHHUK TOTamaeT MTaMIIOM anTeku «Pernent HeJaeHCTBUTEICH» PeLenT
Bpaua, BBIMHCAHHBIN C HapylleHHEM TpeOOBaHUN 3aKOHOAATENIbCTBA, U BO3BpAIIAeT €ro
MOTPEOUTEITIO C MOSCHEHUSIMU, TT0YEeMY JIEKaPCTBEHHBIN Mpernapar, HApKOTHIECKOE CPEACTBO WIIH
MICUXOTPOITHOE BELIECTBO MO TAKOMY PELENTy Bpauya HEe MOTYT OBITh PeaIn30BaHbI.

Nudopmanus o HEMPaBUIHHO BBIMHCAHHBIX PEIENTaX Bpada €KEMECIYHO MUCHBMEHHO
cooOIIaeTcsl PYKOBOAMUTEIIO OpraHU3alUd 3paBOOXPAHEHMs, WMHON OpraHu3aliu HWIn
WHIUBUAYATHHOMY TMPEANPUHUMATEN0, Bpayd KOTOPOH (KOTOPOro) HEMpaBUIHLHO BBITUCAIIN
pelenT Bpaya.

74. HapkoTudeckue CpeAcTBa peaju3ylOTCsl B anTeKaX, pACIOJOKEHHBIX B Ipeaenax
aJIMUHHUCTPAaTUBHO-TEPPUTOPHANIBHBIX ~ €IWHUI,  Ha TEPPUTOPHUH  KOTOPHIX  HAXOIATCSA
OpraHu3alyy 3paBOOXPAHECHHS, BPauld KOTOPBIX BRIMUCAIN PELENTHI Bpaya.

ATTeKH, OCYHIIECTBISIONIUE peaTn3alui0 HapKOTUYECKUX CPEACTB IO pelernTaM Bpaua,
opopMIICHHBIM Ha OlaHKaxX perenta Bpada JJs BBIMUCKHM HAPKOTHYECKOTO  CPENCTBA,
oOecrieunBarOTCs  OOpa3llaMM  OTTHCKOB  I€YaTed, TMOANMUCed  Bpaded, paboTaroIINX
B OpraHu3alusax 3[paBOOXPAHEHUS U BBITUCHIBAIOIINX HAPKOTHUYECKUE CPEJICTBA.

locynapctBeHHast opraHu3anusi 3ApaBOOXPaHEHUS HMHPOPMHUPYET anTeKy o Julax,
KOTOPHIM  BBIMTUCHIBAIOTCS HAPKOTHYECKUE CPEACTBA, U O0ECreurnBaeT OOHOBJICHHE OTOM
nH(pOpMaIUU 1Mo Mepe HEOOXOTUMOCTH.

75. IlcuXOTpOIIHBIE BEIIECTBA PEAIN3YIOTCS aNTeKaMU B COOTBETCTBUHU C TPEOOBAaHHUSIMHU
yacTu nepBor nmyHKTa 74 Hactosimend Hannexaniel anteuynol npaktuku. [Ipu sToM peanm3zanms
MICUXOTPOIMHBIX BEIIECTB IO pelenTaM Bpadeil opraHu3aluil 37paBOOXpAHEHUS, HAXOIAITUXCS
Ha TEPPUTOPHUH CEJIbCOBETOB, MOCEIKOB TOPOJCKOr0 THIA, TOPOJOB PAlOHHOTO MOJYHUHEHMUS,
OCYLIECTBJISIETCS allTeKaMH, PacIlONI0KEHHBIMU HA TEPPUTOPHUH BCETO pailoHa.

76. Peanuzanusi JEKapCTBEHHBIX IPENapaToB, BHIMHCAHHBIX Ha HECKOJIBKUX OJlaHKax
perienta Gopmbel 1 wnam OnaHKax JIBFTOTHOTO pEILENTa Ha Kypc JIEYeHHUs [0 MECTH MECSIICB,
OCYIIIECTBIISIETCS] B COOTBETCTBHH CO CPOKOM UX JIEHCTBUA.

Peanuzaiust nekapcTBEHHBIX MPENapaToB MO HECKOJIBKUM 3JIEKTPOHHBIM pELeNTaM Bpada
CO CPOKOM JICUCTBHUSA JI0 IIECTU MECSIEB OCYIIECTBISETCS B COOTBETCTBUM C YKa3aHHOI BpauoM
NEPUOJUYHOCTBIO U CPOKOM JEHCTBUS.

77. JlekapCTBEHHBIE TIpenapaTbl, HAPKOTHYECKHUE CpPEACTBA, ICHUXOTPOIHBIC BEIIECTBA
M0 TIEPEYHIO COTJIaCHO mpuiiokeHuto 10 moxanexar mnpeAMETHO-KOJIUYECTBEHHOMY — YYeTy
U peaju3yloTcsl B alTeKaxX B KOJIMYECTBAaX, HE MPEBBIIIAIONINX MPEIEIbHO JONYCTUMYIO HOPMY
€AMHOBPEMEHHOM peanu3aluy MO0 OAHOMY pElEenTy Bpaua, YCTAHOBJICHHYIO B IIE€pPEUHE
JIEKapCTBEHHBIX  IpPEnaparoB, HAPKOTHYECKUX  CPEACTB U MCUXOTPOIHBIX  BELIECTB,
HE pa3pelICHHBIX K BBITUCKE B OJIHOM peIenTe Bpadya OOJbIIe HOPM EAMHOBPEMEHHOU
peaiv3alnuu, COTJacHO NpuiiokeHuto 6 k MHCTpykuum o peuente Bpaua, 3a UCKIIOYEHHEM
cityyasi, IpelyCMOTpeHHOro myHkToM 20 MHCTpyKIuK 0 penente Bpaya.

[IcuxoTpomHble BelIiecTBa, Ha KOTOPble HE YCTAHOBJIEHBI HOPMBI €IMHOBPEMEHHOMN
peanu3aluu MO OJHOMY pELEeNnTy Bpada, pPeaiu3yloTCs B anTeKaX B KOJIMYECTBE, yKa3aHHOM
B pellenTe Bpaya.

B rocynmapcTBeHHBIX OpraHu3alMsIX 3APaBOOXPAHEHUS] U B APYTHX OpraHU3AIUSAX
3/IpaBOOXPAHEHUS 110 PELIECHUIO €€ PYKOBOIUTENS KaXKIbIM MaTepUaibHO OTBETCTBEHHBIM JIUI[OM
MOJJIEKAT MPEIMETHO-KOJIUYECTBEHHOMY Y4YETYy JIeKapCTBEHHbIE MpENaparbl, HE yYKa3aHHbIE
B NpujIoKkeHUH 10, HE3aBUCUMO OT UX CTOMMOCTH.

78. B ciydae OTCYTCTBUS B allTEKE JIEKAPCTBEHHOIO Mpenapara, HapKOTUUECKOTO CPE/ICTBA
WM TICUXOTPOITHOTO BEIECTBA B YIIaKOBKE, COOTBETCTBYIOLICH KOIUYECTBY 03, BHITHCAHHOMY
B peIIeNTe Bpadya WIM YKa3aHHOMY B TpeOOBaHUM (3asBKE), pa3peliaeTcsl B alTeKkax MepBOU
kateropu (OONHPHUYHBIX amnTeKaX IEePBOM KAaTErOpUM) HApyIIaTh (BCKPBIBaTh) TMEPBUYHYIO
3aBOJICKYI0 YIAaKOBKY, 3a UCKIIOYEHHEM KOHTYpHOW sueiikoBoi (Omimcrep), KOHTYpPHOM
0e3bsIUeKOBOM  YIIaKOBOK, [UIA peajiu3allid, OTIyCKa YKa3aHHOTO B pelenTe Bpaya WU
TpeOoBaHUU (3asBKE) KOJIMYECTBA 103 JIEKAPCTBEHHOTO Ipernapara, HAPKOTHUECKOTO CPEeACcTBa
WIM TICHXOTPOIHOTO BellecTBa. B 3TOM cilydae JeKapCTBEHHBIN mpenapar, HapKOTHYECKOe
CPEIICTBO WJIM MICUXOTPOITHOE BEILECTBO PEATU3YETCS WIM OTIYCKAETCS B alTEYHOW yMakOBKeE,
KoTtopas 0hOpMIIIETCS B COOTBETCTBHU  C TPEOOBAHHMSAMH  IYHKTOB 42—47  HacTOsIICH
Hannexamein anteqyHoM NpakTUKH.



Pa3pemnaercs peann3oBbIBaTh, OTIIYCKaTh JIEKAPCTBEHHBIE IpenapaThl, HAPKOTHUYECKHE
CPEICTBA WM IICUXOTPOIIHBIE BEILIECTBA B IEPBUYHOM 3aBOJICKOM yIIaKOBKE, €CIIM KOJIMYECTBO /103
BO BTOPHUYHOM 3aBOJICKOM YITAKOBKE, MMEIOIIEHCS B anTeke (OOJIbHUYHON amnTeKe), MPEBBIIIACT
KOJMYECTBO 703, BBIMMHCAHHOE B PEIIENITE Bpaya WIH YKa3aHHOE B TpeOOBaHUU (3asiBKE), MPH
YCIIOBUH, YTO TNEpPBUYHAsI YIMAaKOBKa 0OECIEYMBAET COXPAHHOCTH JIEKApCTBEHHOTO IperapaTa,
HApPKOTHYECKOTO CPEJCTBA WM TICHXOTPOIHOTO BEIIECTBA, C 00S3aTEIbHBIM TMPUIOKCHHEM
MHCTPYKLHU MO METUIIMHCKOMY IPUMEHEHHUIO (JIMCTKA-BKJIA IBIIIA).

JlekapcTBeHHBIE TpemapaThl, peanu3yeMble 0e3 pelenTta Bpada, pasperraercs
peayi30BbIBaTh B MEPBUYHON 3aBOJICKON YIAKOBKE MPU YCIOBUHU, YTO IMEPBUYHAS YHMAKOBKa
o0ecrieunBaeT COXPAaHHOCTh JICKAPCTBEHHOTO IMpemnapara, ¢ o0s3aTeNbHBIM MPHIOKEHUEM
MHCTPYKLHU MO METUIIMHCKOMY TPUMEHEHHUIO (JIMCTKA-BKJIA IBIIIA).

dapMareBTHIeCKOMYy paO0OTHUKY amTeKH C COTJIACHSl TMOTPEOUTENsT  JOIMyCKaeTCs
MIPOM3BECTH 3aMEHY JIEKAPCTBEHHOI'O IpernapaTa WHOW TO3UPOBKOW JAHHOIO JIEKapCTBEHHOIO
npemnapara. [Ipu 3Tom o0miee KOIMYECTBO 103 pEaM30BAaHHOIO JIEKAPCTBEHHOI'O Ipernapara
JOJKHO COOTBETCTBOBATH BBIMMCAHHOMY B pelENTe Bpaya KOJUYECTBY C YUETOM J03MPOBKHU
1 JICKQpCTBEHHOH ()OPMBL.

dapmarneBTHYeCKOMY paOOTHUKY anTeKd MPU OTCYTCTBUU B aNTeKe YKa3aHHOW B pelienTe
Bpaya J03UPOBKH ICUXOTPOIHOI'O BELIECTBA C COIJIACHS MOTPEOUTENS JOMYCKAETCs] TPOU3BECTH
€ro 3aMEHY WHOU JT03MPOBKOW JAHHOTO MCUXOTPOITHOTO BemecTBa. [Ipu 3ToM ol1iee KommaecTBo
7103 PEATM30BaHHOIO IICUXOTPOIHOIO BEILIECTBA [JOJDKHO COOTBETCTBOBATH BBINMCAHHOMY
B pellenTe Bpaya KOJIMYECTBY C yUE€TOM JO3UPOBKH U JIEKAPCTBEHHON (POPMBI.

3aMeHa HapKOTUUYECKUX CPEACTB HE OCYIIECTBIISAETCS.

79. ®apmarneBTHYECKOMY pPaOOTHUKY amnTeKH C COIJIAaCHsS TMOTPEOUTENs JOMyCKaeTcs
MIPOU3BECTH 3aMEHY JIEKAPCTBEHHOTO IperapaTa WIH IMCUXOTPOITHOTO BEIIECTBA, BBHITUCAHHOTO
B pellenTe Bpaya IO KOHKPETHBIM TOPrOBbHIM  HAaMMEHOBAHHMEM, JPYTUM TOPrOBBIM
HAaUMEHOBAHHEM C YYETOM COOTBETCTBHUS MEKYHAPOTHOMY HETTATEHTOBAHHOMY HAUMEHOBAHHUIO,
3a UCKJIIOYEHUEM JIEKapCTBEHHBIX IPENapaToB U MCUXOTPOIHBIX BEIIECTB, BBIMHCAHHBIX
Ha ONlaHKax JBTOTHOrO perenta. Ecou moTpeOuTeNns HE COTJaceH Ha TaKyl 3aMeHYy,
(dhapmareBTHUeCKHii pabOTHUK IO COTJIACOBAHHUIO C IMOTPEOUTENIEM OJDKEH B3ATh TOT PEILEINT
Bpada, 3aUKCUpOBaTh €ro BIXKYypHAJIE PETHCTPAIMM PEHENTOB Bpada, HaXOJSIINXCS
Ha OTCPOYEHHOM OO0CITy)KMBaHHH, MO (OpMe COrjiacHO NpujoxkeHuto 11, opraHmzoBaTh €ro
JIEKapCTBEHHOE O0ECTICUueHNE W U3BECTUTh MOTPEOUTENSI O HATMYUH JIEKAPCTBEHHOTO MperapaTa
B anTeKe He MO3JHee OBYX pabouux JHEH c JaThl MOCTYIJICHUS JIEKAPCTBEHHOrO Mperapara.
B cnyuae ecniu motpebutens B TEUSHHUE MecsIia He 00paTHIICs B aNITEKy 32 TAKUM JIEKAPCTBEHHBIM
MpernapaToM, anTeKa BIPaBe peain30BaTh ATOT JEKapCTBEHHBIN MpenapaT HHOMY MOTPEOUTENIO.

80.IIpm  peanmmsamuu  JEKapCTBEHHBIX  TPENapaTroB, HAPKOTUYECKHX  CPEACTB
Y TICUXOTPONHBIX BEMIECTB (hapManeBTHUYECKU pabOTHUK 3aBepriacT o(opMiIeHHE pelenTta
Bpaya B COOTBETCTBHM C YCTaHOBJCHHOW (opmoil Omanka peuenta Bpauda. I[lpm 3ToMm
YKa3bIBaIOTCA:

HAaUMEHOBAHHE JIEKAPCTBEHHOI'O IIpemnapara, €ro JieKapcTBeHHas (opma, IO3HPOBKA,
(dhacoBka;

KOJMYECTBO PEATM30BAHHBIX YIIAKOBOK;

PO3HUYHAS 1[€HA 32 YIIaKOBKY;

CyMMa 32 peajln30BaHHOE KOJNYECTBO YIIAKOBOK;

HOMEp anTeK, aJpec, JaTa pealu3allud U NOANUCH (apMaleBTUYECKOro pabOTHUKA,
peall30BaBILIETO JICKAPCTBEHHBIN Mpenapar.

[Ipu peanuzanuu geKapCTBEHHBIX MPENapaToB, HAPKOTUUECKUX CPEICTB U MCUXOTPOITHBIX
BEIIIECTB, U3TOTOBJICHHBIX B alITEKE 10 pellenTaM Bpaya, JIUIy, 00paTUBIIEMYCS B alITEKy, BMECTO
perenta Bpada (hapManeBTHIECKUM PAOOTHUKOM O(GOPMIISIETCS CHTHATypa 1Mo (opMe coriiacHoO
IIPWIOKEHUIO 12.

81.Ilpu  peanmuzanmu  JICKAPCTBEHHBIX  MPENapaToB, HAPKOTUYECKUX  CPEACTB
Y TICUXOTPOIHBIX BEIIECTB PEIIETITHI Bpadya H3bIMAIOTCS U HAXOASTCS B allTEKE B TEUCHUE MTEPHOJIa
HAXO0XJICHUS PELENTOB Bpaya B alTeKe COrNIaCHO MPUIoXKeHHo 13.

B ciydae, ykazaHHOM B 4acTH IEPBOW HACTOSIIETO MyHKTA, (hapMaleBTHYECKUI paOOTHUK
anTeKd, OCYIIECTBISIONIMI  peaqu3alui0  yKa3aHHBIX  JIGKAPCTBEHHBIX  IIPENapaTos,
HapKOTHYECKUX CPEJICTB U TICUXOTPOIHBIX BEIIECTB, TOJIKEH MOAPOOHO 00BACHUTH MOTPEOUTEIIO



croco0 M yka3aHHs Bpaya Mo MEAUIIMHCKOMY NMPUMEHEHHIO U IEPEHECTH JaHHYI0 HH(GOpPMAIUIO
Ha YNIaKOBKY JIEKAPCTBEHHOI'O IIpernapaTra, HAapKOTHUYECKOTO CpEACTBAa MJIM IICUXOTPOIHOIO
BemecTBa Wi O(GOpMUTH cHUTHATYypy 110 dopMe cormacHo mnpuioxkenuto 12. Ilpu sTom
uHpopManus, yKa3aHHas BuyacTH mepBoi mnyHkra 80 Hactosamieid Hannexamedt antedHoit
MPAKTUKH, MOXKET pacrevyarbiBaThCsl HAa KOMMHM KacCOBOIO 4YeKa B MOMEHT peaiu3anuu. B atom
cllyyae KOMHs KacCOBOTO YeKa 3aBEpsAETCs MOJNMHUCHIO (hapMaleBTHUECKOro paOOTHHKA alTEeKH
Y IPUKPEIUISETCs K peLenTy Bpaya.

B cnyuae Hecornacus notpedurenst npuoOpecTH eAMHOBPEMEHHO BCE YKa3aHHBIE B PELICTITE
Bpaya JIeKapCTBEHHbIE MTpenapaThl JI00 BCE KOJIMUYECTBO JIEKAPCTBEHHOTO Ipernapara, yka3aHHOTO
B pelLleNTe Bpaya, BHIMMCAHHOTO Ha OjaHke perenrta Gopmsl 1, GapmaneBTuyeckuii pabOTHUK
anTeKu MpHU pealln3allly JIEKApCTBEHHOrO MpernapaTa Ha OOOpOTHOM CTOpOHE pelenTta Bpaya
yKa3bIBaeT MH(OPMAIHIO COTIIACHO YacTH NepBoi myHkTa 80 Hacrosmei Haanexaren anteunoi
MPaKTUKH, 0QOPMIISIET KOTTHIO (KCEPOKOITHIO) perenTa Bpaya (JUIEeBOH U 000pPOTHON CTOPOHBI),
3aBepsieT ee COOCTBEHHOW TMOANMCHIO W BO3BpAIaeT peuenTt Bpauya mnorpedutento. Komuu
(Kcepokonuu) perenTa Bpaya XpaHSATCs M YHUUTOXKAIOTCS B MOPSAIKE, YCTAHOBICHHOM YacTAMU
IIEPBOH, MATOU U IIECTOM HACTOALLEIO ITyHKTA.

IIpu orcyrcTBUM CBOOOAHOrO MecTa Ha OOOpPOTHOW CTOpPOHE pelenTta Bpaya
(dapMarieBTHUECKMM paOOTHUKOM Ha JIMIEBOW CTOPOHE peleNnTa Bpaya MPOU3BOIUTCS HAIIHChH
«Peuennt Bpaua c npuioxeHruem» U ohopMIIsieTcsl MPUIOKEHHE K pelenTy Bpaya, B KOTOPOM
nponuceiBaercs:  «lIpumoxkenue Kk penenty  Bpada  OT (mata) (cepus)

(HOMEp)», a Tak)Ke yKaszbIBaeTcs (paMujIusi, COOCTBEHHOE MMS U OTYECTBO (€CIM TaKOBOE
uMmeercs) nanuenTta. B ciaydae oopmieHns npuiioKeHus K perenty Bpada GpapMarieBTUYeCKHiA
pabOTHHK PYKOBOJICTBYETCsI TpeOOBaHMsIMU YacTH nepBoi myHKTa 80 Hacrosmieit Haanexamniei
anTEeYHOU IPAKTUKH, a TAKXKE YACTSIMU BTOPOM UM TPEThEU HACTOSAIIETO ITyHKTA.

Cpok HaxoXJeHHUs pPElENTOB Bpaya B allTeKe YCTAaHABIMBAETCS OT JaThl pealu3aluu
JIEKapCTBEHHOI'O CPEJCTBA, HAPKOTHMYECKOI'O CPEJCTBA, ICUXOTPOIHOIO BEIIECTBA, HE CUUTAs
TEeKyllero mnepuoaa (Mecdla, roja peaju3aluu JIEKApCTBEHHOTO CPEACTBa, HAPKOTUYECKOTO
CPEICTBA, ICUXOTPOITHOTO BEIIECTBA).

[lo ucreyeHuu mnepuoAa HAXOXKJEHUS PELENThl Bpadya YHUYTOXKAIOTCA KOMHCCHEH,
CO3JIaHHOM  MpPHUKAa30M PYKOBOIUTENS anTeKd (PYKOBOAWUTENS IOPUAMYECKOrO  JHUIIA,
MHIUBUAYATBHOTO MIPEANPUHUMATENS ), C COCTABIICHUEM aKTa 00 YHUUYTOXKEHHH PELENTOB Bpaya.
AKT 00 yHHUYTOXKEHHUU pEIENnTOB Bpada cocTaBiseTcss He mo3aHee 10-ro uucna wmecsia,
CJIEYIOIIETrO 32 OTYETHHIM, B OJJHOM 3K3EMIUISIPE U HAXOAUTCA B allTeKe B TEUYEHUE OJJHOTO TO/a,
HE CUNTasl TEKYILETO.

TpeGoBanust (3assBKM) Ha HAQPKOTHYECKHE CPEACTBA, IICUXOTPOITHBIE  BEIIECTBA,
JICKapCTBEHHbIE Ipenaparhl, oO0JNajaroIue aHaOOIMYECKOW aKTHUBHOCTBIO, JIEKapCTBEHHBIC
mpenapaTsl B YUCTOM BHJIE M B CMECH C JPYTMMH JIEKapCTBEHHBIMH CpEICTBaMU, MOJIeXkKAaIlne
IIPEIMETHO-KOJIMYECTBEHHOMY yU€TY, HaXOATCS B allTEKE B TEUEHUE BPEMEHH, YCTAHOBIEHHOIO
NPpUJIOkKEHUEM 13 111 COOTBETCTBYIOIIMX PELENTOB Bpaya.

82. Peanu3oBaHHBIE B alTE€Ke JICKAPCTBEHHBIE IIpenaparbl, HApKOTUYECKHE CpEACTBa
Y TICUXOTPOIHbBIE BEIECTBA HE MOJUIeKaT BO3BpaTy WJIM OOMEHY B COOTBETCTBUU C IEPEUHEM
HETPOJIOBOJIBCTBEHHBIX TOBAPOB HAJIEKAIIETO KayecTBa, HE MOUIeKAIMX OOMEHY M BO3Bpary,
corjacHoO mpwiIokeHuto 4 k nmocraHoBiaeHuto Coera MunuctpoB PecnyOnuku benapychk
ot 14 utons 2002 r. Ne 778 «O Mepax no peanuzanuu 3akona Pecrryonuku benapycs «O 3ammure
MpaB MOTpeOuTENCH.

B ciydae oOHapyskeHHs MOTpeOHUTENEeM CKPBITOIO HEIOCTAaTKa B IMEPBUYHON YHMaKOBKE
JIEKapCTBEHHOI'0 Ipemnapara [Uisi HHTAISIMOHHOTO, MECTHOTO WJIM HapyXKHOTO TNPUMEHEHHS
B BUJE a3p0o30Jisi WM cCIpes NOTPeOUTENTh MOXKET OOpaTUThCS B aNTeKy C JOKYMEHTOM,
MOATBEPKIAIOIIUM TPUOOpPETeHHEe TaHHOIO JIEKapCTBEHHOTO Ipernapara B amnTeke. ArmTeka
IIPOBOAMT OLEHKY BBISIBIEHHOI'O CKpBITOrO HepocTtarka B cooTBeTcTBUM ¢ COII o mpereH3usx
10 Ka4eCTBY JIEKAPCTBEHHBIX MpernapaToB (paboTa ¢ pekiIaMalnusMH) B LEISIX MOATBEPKACHUS
BBISIBJIEHHOI'O HEJ0CTAaTKa U MPUHUMAET MEpPHI B MIOPSAJKE, YCTAHOBICHHOM 3aKOHOAATEIbCTBOM
0 3aIIUTe MpPaB MOTPEOUTEIEH.

83.IIpu Hamuuymu B anTekax (OONBHUYHBIX amTeKax) OJHOTO U TOTO K€ TOPTrOBOTO
HAaMMEHOBAHMSI JIEKAPCTBEHHOrO Tperapara, HapKOTHYECKOTO CPEICTBA WM ICHUXOTPOMHOIO



BEIIECTBA €ro peaiausalnus (OTIYCK) OCYILECTBISAETCS B MOPSJIKE IOCTYIUIEHUS C Yy4E€TOM
OCTaTOYHOI'0 CPOKA T'OAHOCTH.

84. B anTekax oOecneynBaeTCs HAJIMYUE JICKAPCTBEHHBIX CPEICTB B COOTBETCTBUU
C IEpeYHEeM OCHOBHBIX  JIEKAPCTBEHHBIX  CPEACTB, YCTAHOBJIEHHBIM  IIOCTaHOBIICHHUEM
MunucrepctBa 3apaBooxpaHeHus PecnyOnmku  bemapych ot 16 mromst 2007 1. Ne 65
«O0 yCTaHOBIJIEHUH NEPEYHS] OCHOBHBIX JIEKAPCTBEHHBIX CPEICTBY.

B anrekax rocynapcTBEHHbIX OOJBHMYHBIX OpraHu3alUil oOecrneynBaeTcsi Haluyue
JICKApCTBEHHBIX CPEJICTB B COOTBETCTBUHU ¢ PecryOnmukaHCKUM (OpMYJISIPOM JIEKapCTBEHHBIX
CPEACTB.

85. B antekax (00JbHUYHBIX aNTeKax) HE OCYIIECTBISACTCA:

85.1. XxpaHeHHEe He MPUHAMAISKAIIUX alTEKe JIEKAaPCTBEHHBIX MIPENapaToB, HAPKOTHUECKUX
CPEACTB U IMCUXOTPOMHBIX BEIIECTB, 32 UCKJIIOUYCHHEM XPaHEHHUs JEKapCTBEHHBIX IpenapaTos,
OOpallleHHBIX B YCTAHOBJICHHOM MOpPSAKE B I0XOJ TOCYAapcTBa MM IMOJIYYEHHBIX B KaUeCTBE
MHOCTPAaHHOW OE3BO3ME3/IHOM IMOMOIIM, U JIEKAPCTBEHHBIX IPENapaToB, 3aKyMaeMbIX 3a CUeT
OIOJKETHBIX CPEJICTB;

85.2. XxpaHeHHEe HE NpUHAJIeKAIUX OONBHUYHON amnTeKe JIEKAapCTBEHHBIX MpPENapaTos,
HapKOTHYECKUX CPEJCTB U IICUXOTPOIHBIX BEILIECTB;

85.3. po3HHYHAsA peanu3alysl HACEICHUIO W MHBIM OpraHu3alMsIM IS MEIUIIUHCKOTO
INPUMEHEHMsI, OTIYCK OpraHu3alUsM  3[paBOOXpPAHEHUs U (MJIM) HX  CTPYKTYPHBIM
MOJIPA3/ICICHUsIM JIEKaPCTBEHHBIX MPENapaTroB, HAPKOTHUYECKUX CPEICTB U IMCUXOTPOIHBIX
BEIIIECTB!

yKa3aHHBIX B 4acTH BTOpoi crarhu 23 3akoHa Pecny6muku bemapycs «OO0 oOpamenun
JIEKapCTBEHHBIX CPEICTBY;

B CIy4ae XMMHYECKOTO WM (PU3MUECKOTO BO3JACHCTBHSA, CIEJACTBUEM KOTOPOrO cTaja
yTpaTa CBOWCTB JIEKAPCTBEHHOW (DOpMBI JIEKAPCTBEHHOIO Iperapara, HCKIHYarouias
BO3MOKHOCTh MX BOCCTaHOBJICHUS;

B cllyyae HapylIeHMs LeJOCTHOCTH U (MIM) MapKUPOBKU NEPBUYHON YIAKOBKH, a TAKXkKe
JOTIOJTHUTEIBHBIX TPEOOBAaHMH K YITAaKOBKE U (UJIM) MApKUPOBKE YIIaKOBKH;

0€3 HHCTPYKIIUHU TT0 MEAUIIMHCKOMY MPUMEHEHHIO (JINCTKA-BKJIA IBIINA);

85.4. po3HnYHas peann3anus:

JIEKapCTBEHHBIX  IpenapaTroB  JUId MEIUIUHCKOIO  INPUMEHEHHs B OpraHU3alusIx
3IpaBOOXpaHEHUsT W (MJIM) WX  CTPYKTYpPHbIX  moapasneneHusix  (Oapus  cynbdata
IUI PEHTT€HOCKOIINHY, TaloTaHa, Jponepuaoa, n3odiypaHa u ceBoaypaHa, KeTaMUHa, HATPUS
OKcHOyTHpaTa, THOTICHTANIA);

0e3 HaHeceHMs LEeHbl (3a MCKJIIOUEHMEM pealu3alyl JIEKApCTBEHHOro IpernapaTa
B IICPBUYHON 3aBOJICKOM YNAKOBKE B CIyyasX HECOIVIaCHsl TOTPEeOUTENs] MpUOOpecTH Bce
YKa3aHHOE B pelleNTe Bpaya KOJIMYECTBO WM €CIM KOJMYECTBO /103 BO BTOPUYHOH 3aBOJICKOMN
YIaKOBKe, UMEIOILEHCS B anITeKe, MPEBBIIIACT KOJIMYECTBO PEaTU3yeMbIX /103);

CIUPTOCOIEPHKALIUX JIEKAPCTBEHHBIX MPENApaToB MO MEPEYHIO COIIACHO MPUWIOKEHUIo 14
B niepuof ¢ 21.00 go 8.00.

IIpunoxenue 1
Kk Hajnexarieit anteqHoi nmpakTuke

OBPA3IbI OTUKETOK
HA JleKapCTBEeHHbIE MpenapaThbl, M3r0TOBJIEeHHbIE B allTEKaX MO pelentaM Bpadeii™

eTen!

Bepein o1




Hiossep anTeie. oo BpiIUSEEICTE i I

Hiasiep anTenn. o BpHILLUKEIOTE B LI

ITASHAA MA3b

i
iﬁwnmmeﬁ!
!

Hiomiwp pmresn, ¢ s LcamooTe LT

* PasMepbl 3THKETOK JIJIsi BHYTPEHHEr0, HApPY)KHOTO MNPUMEHEHHUs, [JIa3HBIX Karejb, TIJa3HOW Ma3u —
50 x 90 mM. Pa3mep stuxetkn st uabeknnit — 50 x 120 M.
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* Pa3Mepbl 3THKETOK JIJisi BHYTPEHHEr0, HApPY)KHOTO MNPUMEHEHHUs, TJIa3HBIX Karejb, TIJa3HOW Ma3u —
50 x 90 mMm. Pa3mep stuxetku st uabeknnii — 50 x 120 M.
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k Hagnexaniei anteuHol nmpakThke

OBPA3IbI O TUKETOK
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50 x 90 mMm. Pazmep stukerku uist uHbeKIUd — 50 x 120 MMm.






IIpunoxenue 4
K Hajnexarieit anteqHoi nmpakTuke

®dopma

I9TUKETKA
HA JIEKaPCTBEHHbIE CPEACTBA, H3T0TOBJICHHbIE B MOPsIIKEe BHYTPHANTEYHOH 3ar0TOBKH

HOMep alTCKH, €€ NPUHAMJICIKHOCTD U aJIpCC

CocraB JICKapCTBCHHOT'O CPEACTBA

HOMep CCPUHU JICKAPCTBCHHOT'O CPEACTBA

I[aTa H3IrOTOBJICHUS JICKAPCTBECHHOT'O CPEACTBA

HOMep aHaJIn3a JICKapCTBEHHOI'0 CpCACTBA

CpOK XpaHCHUS JICKAPCTBCHHOT'O CPEACTBA

'YcnoBust XxpaHeHUs

I[aTa 3allOJIHCHHUS IITaHrjaca
HOL[HI/ICL JIMIIA, 3all0OJTHUBLICTO ITAHTJIacC
HOL[HI/ICL Jia, OCymeCTBUBIICTO KOHTPOJIb Ka4€CTBA JICKAPCTBCHHOI'O CPC/ACTBA




IIpunoxenue 5
Kk Hapnexaiueil ante4HON IpakTUKe

OBPA3IbI DTUKETOK
¢ mpeAynpeIuTeJbHBIMUA HAAHUCAMHU
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IIpunoxxenue 6

K Hajnexarieit anteqHoi nmpakTuke

ITUKETKA
Ha (papManeBTHYECKYIO CYOCTAHIINIO

®dopma

HOMep alTCKH, €€ NPUHAMJICIKHOCTD U aJIpCC

HaumMenoBanue dapmaneBTHIecKoil cyOcTaHIMK

HauMmenoBaHue MMPOU3BOAUTCIIA (l)apMaHGBTquCKOﬁ Cy6CTaHIII/II/I, CTpaHa NpOuU3BOJACTBA

HOMep CCPUU NPOU3BOAUTECIIA Q)apMaueBTqucxoﬁ Cy6CTaHHI/II/I

HOMep MMpOTOKOJIa HCIBITAHUI JICKapCTBCHHOT'O CPEACTBA, BEIAAHHOT'O HCIBITATCILHOM na6opaT0p1/1eI71

CpOK TroOAHOCTH, YCTaHOBHeHHLIﬁ MMPOU3BOAUTCIIEM Q)apMaueBTqucxoﬁ Cy6CTaHHI/II/I

'YcnoBust XxpaHeHUs

Homep cepuu, NpUCBOEHHBIH B anTeke

Howmep ananuza

/lata dacoBku, ynakoBKH

[oanuce nuna, ocyniecTBUBLIEro (acoBKy (papMaleBTUUECKON cyOCTaHIIMN

HOZ[HI/ICL Jila, OCymeCTBUBIICTO KOHTPOJIb Ka4€CTBA (bapMaHeBTH‘ICCKOfI CyGCTaHHI/II/I




IIpunoxenue 7
Kk Hajnexaieit anteqHoi npakTuke

AJITOPUTM JEVICTBUN

(papmaneBTHYECKOro pad0THHKA aNTeKH N0 (papMalieBTHYECKOMY KOHCYJILTHPOBAHUIO
HaceJIeHUS MPHU OCYLIECTBJICHUHU PeaTu3aluM JeKAPCTBEHHbIX NpenaparoB 0e3 peuenrta
Bpaya

OTan (bapMaHeBTI/I‘IGCKOFO KOHCYJIbTUPOBAHUSA

Orar [. OneHka mpoGIeMbl MOTPEOUTEINS

1.2

1.3

1.4

'Y xoro BO3HHKIIA IIPOOIEMa CO 3T0POBLEM:

Y HOBOPOXKICHHOTO peOeHKa;

'y OepeMeHHOI1 KeHIITUHEI;

Y KOpMSILLIEHN JKEHIUHBL;

y JINIIa, CTPAAIOIIEero XPOHNIECKAM 3a00JIeBaHIEM 10 TIOBOAY TaHHOTO 3a00JICBaHMS;

[V TIOXKMJTBIX JIMI] ¥ TIAI[IEHTOB JPYTUX TPYTI PUCKA U 3I0POBBSL.

KakoBbI MTPOSIBIICHUSI CEPHE3HOTO PACCTPONCTBA 30POBBS UIIM PACCTPOIICTBA CAMOYYBCTBHUS:
[OBEIIICHIEM TeMIiepatypsl 6osee 38 °C;

CHUILHOI 00JIbIO;

BaTpyJHEHUEM JIBIXaHUS;

moTepel CO3HAHMUS;

BHAYUTEIBHBIM PACCTPONCTBOM MUINICBAPCHUS;

OTMCHOU paHee HA3HAUYCHHOTO BPayoM JICKAPCTBEHHOT'O Mperapara;

IMPYTHMHU CHMITOMaMH CEPbE3HOTO PacCTPOICTBA 3AOPOBBSI.

Kak 1aBHO MOSIBUIIMCH CEPbE3HBIE PaCCTPOICTBA 3I0POBBS MIIM PACCTPONCTBA CAMOYYBCTBHUS:
BHE3AITHO WJIM B TIEpHO MeHee 24 9acoB 0 MOMEHTa 00palleHus B alTeKy,

MMOBTOPHBIE IPOSBIICHHUS CEPHE3HOTO PACCTPOICTBA 3MOPOBBS FIIH PACCTPOHCTBA CAMOTYBCTBHSL.
Kakwe texkapCTBeHHBIE TIpenapaTsl paHee MPUHUMAI ITOTPEOUTENb:

lIeKapCTBEHHBIC TIPENapaThl, MOAISKAIINE PeATH3aIlHH [T0 PEENTy Bpaya.

Orar I1. [TpuHATHE 000CHOBAHHOTO PETICHHS

[Ecnit maHbl Bce yTBEpAUTEIHHBIE OTBETHI Ecnu naHbl OTpUIIATENBHBIA OTBETHI HA BOIIPOCHI 2—4 3Tamna
Ha Bonpock! 1-4 3tana I, BeposTHO Hanmuuue [, BEpOSTHO HAINYKE y TOTPEOUTENS PacCTPOHCTBA
CEPbE3HOr0 PacCTpoiicTBa 310POBbS CaMOYyBCTBHSI, HEOOXOIIMO PEKOMEH/I0BATH EMY
noTpeduTeNst, He0OX0IMMO PEKOMEHI0BATh EMY [IPHOOpETEHNE U MEIULIMHCKOE IPUMEHEHHUE
He3aMeIIUTENIbHO 00paTUTHCS K Bpady. IIeKapCTBEHHOTO TpernapaTa U Mocieayolee oopaiieHne
K Bpady IpH HEOOXOMMOCTH B PaMKaX OTBETCTBEHHOTO
CaMOJICUCHHUSI.

Otar [11. YcraHoBieHne U NpUHATHE pEeLISHUs ISl YCTPaHEHUsI KaKOr0 KMEHHO CUMIITOMa (CUMITOMOB)
[pacCTpOICTBA CaMOTYBCTBHUS PEKOMEHIOBATh IMMOTPEOUTEIO MPHUOOPETEHNE KOHKPETHOTO JICKAPCTBEHHOTO
mpemapata (IpemnapaToB)

3.1

32
33

Onpenenuts HapMaKOJIOTHIESCKYIO H XUMHUYECKYIO TIOATPYTIITY aHATOMO-TePaleBTHICCKO-XUMHUECKON
KIaccH(UKAITMNOHHON CHCTEMBI JIEKAPCTBEHHBIX CPEJICTB.

BerOpats onTuMansHOE MEKAYHAPOIHOE HETATCHTOBAHHOE HAMEHOBAHME JIEKAPCTBEHHOTO TIperapara.
Br16paTh 13 UMEIONIUXCS B aliTeKe TOProBOe HANMEHOBAHHE JIGKAPCTBEHHOTO IIpenapaTa B ONTUMAIIbHON
lIeKapCTBEHHOM (hopMe ¥ JO3MPOBKE IS JICUCHHUS] YCTAHOBICHHOTO CHMIITOMA PAacCTPONCTBA CaMOYYBCTBHSI.

Otam [V. [IpenocTaBienne noTpedUTENIO OTHOM HHGOPMAIIMK O BEIOPAHHOM JIEKAPCTBEHHOM TIperapare

IPacckazaTh MOTPEOUTENIO JOCTYIHBIM SI3BIKOM O:

CBOMCTBAX JIEKAPCTBEHHOTO IpenapaTa OTHOCUTENBEHO YCTaHOBICHHOTO PacCTPOHCTBAa CAMOTYBCTBHA,
M3JI0KEHHBIX B HHCTPYKIIMX TI0 MEIUIITHCKOMY ITPUMEHEHUIO (JINCTKE BKIIABIIIE);

KauecTBE JIEKapCTBEHHOTO Iperapara;

(0€3011aCHOCTH JIEKAPCTBEHHOT'O Npenapara;

[PUCKaX BO3HUKHOBEHUSI HEKEIATCIbHBIX PEaKIUil;

lieHe (pu HeoOXOAMMOCTH MPETIOKHUTh TOTPEOUTENIO TCHEPHUUCCKYIO 3aMEHY).

IIpunoxenue 8
Kk Hajnexaieit anteqHoi nmpakTuke

AJITOPUTM
npeaocTaBjieHus (papManeBTHYECKUM PA0OTHUKOM anTeku uHGopManuu
0 JIEKAPCTBEHHOM Npenapare




DTan d)apMaIIeBTI/ILIeCKOFO KOHCYJIbTUPOBAHUSA

Oran 1. JleiicTBue IeKapCTBEHHOT O penapara

I[aTL OTBCTHI Ha CJICAYIOINEC BOIIPOCHI:

Bauem TpeGyeTc;I IMMPpUEM 3TOT'O JICKAPCTBEHHOI'O npenapaTa‘?

[Kakue CHMIITOMBI paCCTpOﬁCTBa CaMOYyBCTBUS UCUC3HYT, @ KAKUC HeT?

KOI‘,Ha MPOSABUTCA ﬂeﬁCTBHG JICKapCTBCHHOT'O npenapaTa?

Uto HpOPI?,OﬁZ[eT ITIpyU HEMIPABUJIbHOM HNPUCMCE JICKAPCTBCHHOI'O IperiapaTa Win OTKa3¢ OT Hero?

Oran II. HexxenaTtensHble peakliuy Ha JIGKAPCTBEHHBIH Npenapar

JIaTh OTBETHI Ha CJIEAYIOIINE BOMPOCHL:

Kakue HexxenaTeIbHbIC PeaKIMU Ha JICKAPCTBEHHBIHN MpernapaTr MOTyT BO3HUKHYTh?

Kak pacmo3HaTh He)KeTaTeNbHbIC PeaKIny Ha JIEKapCTBEHHBIN Ipenapat?

Kak monro OyayT COXpaHSTHCS HEXeJlaTeIbHbIE peakIiy Ha JIEKapCTBEHHBIH mpenapat?
Hackompko cepbe3HbI HeXXeaTeIbHbIe PEeaKIny Ha JEKapCTBEHHBIA penapaT?

Uto ciemyeT npeAanpuHATh?

Oran 1. YcnoBust parmoHaap,HOTO MPUMEHEHHS JICKAPCTBEHHOTO TIperapara

/laTb OTBETHI Ha CIIEYIOIINE BOIPOCH:

Kak mprHUMATH JIEKapCTBEHHBIN Mpenapat?

Korma mpuHUMATh JeKapCTBEHHBIHN mpenapat?

Kak moiro npomosmkaTh JiedueHue?

Kax XxpaHUTb JeKapCTBEHHBIH Mpenapat?

Uto menaTh ¢ OCTaTKaMHu JIEKAPCTBEHHOIO mpenapaTa?

Oran IV. [Ipenynpexaenus

JlaTb OTBETHI HA CIEYIOLINE BOIPOCHI:

Korna Henb3s NpUHUMATh JICKapCTBEHHBIH penapat?
KaxoBa MakcuManbHas 103a JIEKAPCTBEHHOI'O Ipenapara’?
[MoyeMy HEOOXOAMMO POUTH TIOJIHBIN KypC JiedeHus?

HO‘-ICMy HE CJCAYCT JICUUTHCS JOJIbIIC 2 HHeﬁ u H606XOHI/IMO ITPOKOHCYJIbTUPOBATHCS C Bpa‘IOM?




IIpunoxxenue 9
K Hajnexarieit anteqHoi nmpakTuke

®dopma
HammenoBanme
(amreka)
KYPHAJ
YueTa HENPABUJIbHO BBINIHCAHHBIX PEHENITOB Bpaya
Damunus,
COOCTBEHHOE
HaumenoBanne Damunus,
Jlata HMsI, OTYECTBO
Jara OopraHu3alnuu HaunmeHnoBanue COOCTBEHHOE UM,
TTOCTYTIICHUS (ecnu TakoBOE
Ne onenra | BPTWCKH | 371paBOOXpAHEHHSA iveeres) BoimucaHHbIX | Onucanue |[IpuHsATEIE| oTYecTBO (ecnu
wn| P Buaqa peuenTa WU Bbata JICKApCTBEHHBIX |HAPYIICHHUS| MepbI TaKOBOE UMEETCSI)
P Bpaya | HMHIUBUAYAJIEHOTO pata, IpenapaTroB (apManeBTHYECKOTO
B aNTeKy HETPaBUIBHO
TPEIIPUHAMATEIIS paboTHUKA anTeKH
BBIITUCABIIIETO
peuent Bpaya
1 2 3 4 5 6 7 8 9




IIpunoxenne 10
Kk Hajnexaieit anteqHoi npakTuke

INEPEYEHb
JIEKAPCTBEHHBIX MPENapaToB, HAPKOTHYECKUX CPEACTB, ICUXOTPOMHBIX BellleCTB,
NO/Ie;KAIMX NMPeIMeTHO-KOJIMYeCTBEHHOMY Y4YeTy

1. HapkoTnueckue cpeacTBa, BKIIOYCHHBIE B CIIUCOK 2 PECIyOJIMKAHCKOTO TIePeYHS
HAapKOTUYECKUX CPEICTB, IICUXOTPOMHBIX BEIIECTB M UX MPEKYypCOpOB, MOJJIEKAIINX
roCy/IapCTBEHHOMY KOHTpolito B PecnyOnmke bemapych, yCTaHOBICHHOTO TOCTaHOBJICHHUEM
MunucrepctBa 3npaBooxpanenus PecmyOmuku bemapycs ot 11 depans 20151, Ne 19
«O0 yCTaHOBJIICHUH PECIyOJMKAHCKOTO TIEPEeYHS HAPKOTHYECKHX CPEACTB, MCHUXOTPOIHBIX
BEUIECTB M MX MPEKypCcOpOB, MOUISKANIMX TOCYAapCTBEHHOMY KOHTpoiw B PecryOmuke
Bbenapyce» (nanee — pecryOIUKaHCKUI TepeYeHb ), HE3aBUCUMO OT JIEKapCTBEHHOM (POPMBI.

2. KomOuHMpOBaHHBIC HAPKOTUYECKHE CPENICTBA, COACPIKAIIUE B OJTHON TEPANEBTUICCKOMN
703€:

kozienH 200 Mr 1 O6osiee B KOMOMHAITUH C APYTHUMH (papMarieBTUYECKUMH CYOCTaHIIUSIMHU;

nexcrpornpomnokcuden 500 mr u Gojee B KOMOMHAIMU € APYTUMH (apMaIieBTUUECKUMHU
cyOcTaHIIMAMU.

3. [IcuxoTpomnHbIe BEUIECTBA, BKIIFOUEHHBIC B CIIUCKH 2 U 3 pecyOIMKaHCKOTO TIepeyHS:

3.1. B Bume hapmareBTUUeCKiX CyOCTaHITUH;

3.2. neKapCTBEHHbIE CPECTBA JUIsl TAPEHTEPATIBHOIO BBEICHUS;

3.3. denobapOuTan B TabneTKax;

3.4. KOMOMHUPOBAHHBIC TICUXOTPOITHBIEC BEIIECTBA.



IIpunoxenue 11
K Hajnexarieit anteqHoi nmpakTuke

®dopma
HaumenoBanue
(amreka)
KYPHAJI
perucTpanuu penenToB Bpa4ya, HAXOASIIUXCH HA OTCPOYEHHOM 00C/IYKMBAHUM
HaunmenoBanue Mecto
damunus,
nexkapcteeHHoro | Howmep )KuTenabcTBa | JlaTa n3BenieHus
Jlara CcOOCTBEHHOE Jlata
npernapara wid | perenra (mecTo MarueHTa
Ne | perucrparuu UMsI, OTYECTBO peanu3aiuu
MCUXOTPOITHOTO | Bpaya npeObIBaHusl) | O MOCTYITHBIIEM
n/m| peuenra (ecnu TakoBoe 0 peLentTy
BEIIECTBA, U J1aTa ero naruenTa, JIEKapCTBEHHOM
Bpaua nMeercs) 2 Bpaua
JIO3UPOBKA, BBIITUCKH JIOMAITHUAR npemnapare
narueHTa
KOJIMYECTBO Tenedon
1 2 3 4 5 6 7 8
IIpunoxxenne 12
Kk Hannexaiei anteqyHON MpaKkTUKE
®dopma
CUT'HATYPA*
IAnTexa Ne Pement Bpaga Ne

q)aMI/IHI/IH, WHHUIWAJIBI, BO3PACT NMAITMCHTA

Rp:

CDaMI/IJ'II/Iﬂ, WHUIUAJIBI Bpada

[IpurotoBu
ITpoBepun

IPeanuzoBan

JlaTa

Lena

JlJ1s IOBTOPHOTO U3TOTOBIEHUS
HEoOXOAMM MOBTOPHBIH pPEeLenT Bpaya

* Pazmep curHatypsl 80 x 148 mm.



IIpunoxenue 13
Kk Hajnexaieit anteqHoi npakTuke

HHEPHOJ
HaX0XKACHUA pelenTOoB Bpaia B alITEKE
Ne HaunmeHnoBaHue JIekapCTBEHHBIX MIPENApaTOB, HAPKOTUUECKUX CPEACTB
Ilepuon HaxoxkAEHUS
n/n U IICUXOTPOIHBIX BELIECTB, BEINUCAHHBIX B peleNTe Bpadya
1 |Hapxotmueckue cpencTBa, BBIIMCAHHBIC HA OJIAHKE peLernTa Bpaya JJisl BEITUCKH 5 ner
HApKOTHYECKOTO CPEACTBA
2 UlekapcTBEHHBIE ITpEMapaThl, HAPKOTHIECKUE CPEACTBA U IICUXOTPOIIHBIE BEIIECTBA, 5 et
BBIITCAHHBIC Ha OJIAHKE PEIeNTa Bpada AJsI BBITHUCKH JIEKaPCTBEHHBIX CPE/ICTB
1 TIEPEBS30YHBIX MAaTEpPHAIOB Ha JIbITOTHBIX YCIOBHSAX, B TOM YHCIIE OECIUIATHO
3 [[IcuxoTpomHbIE BEIIECTBa, BEIMMCAHHBIE HAa OJIaHKE PELenTa Bpada sl BEITUCKH 1 ron
MICUXOTPOITHBIX BEIIECTB M JICKAPCTBEHHBIX CPECTB, 00IaJAIOMINX aHA00INIECKON
AKTHBHOCTBHIO
4 |lexapcTBeHHBIE TIpeTIapaThl, 00JIaTaroNIie aHA0OIUIeCKOH aKTHBHOCTBIO, 1 ron
BBIITMCAHHBIC Ha OJIaHKE pelenTa Bpaya /sl BEITUCKH ICUXOTPOITHBIX BELIECTB
W JIEKapCTBEHHBIX CPEJICTB, 0013 1aI0INX aHA00INYECKONH aKTUBHOCTBIO
5 |/Hble nekapCTBEHHBIE CPEACTBA, peali3yeMbIe B alTEKe 3a MONHYI0 CTOMMOCTh 1 mecsny
[Ipunoxxenune 14
Kk Hannexaiel anteqyHON MpaKkTUKE
IHEPEYEHD
CIIUPTOCOACPKAIUX JICKAPCTBCHHBIX IpenapaToB
Kox anatomo-
Ne MeRAyHAPOIHOE HENATEHTOBAHHO TepaneBTUYECKO-XUMUUECKOH
i HaMMEHOBaHUE/TOPTOBOE ®dopma BhIITyCcKa KITACCH(UKAMOHHO CHCTEMBI
HAHMCHOBaTHe JICKapCTBEHHBIX IIpenapaToB
1 |Apanuu HacTolka HAaCTOMKa /11 BHYTPEHHETO A13A
IpPUMEHCHHUS
2 [KenplreHs HacCTOWKa HacTOlKa A13A
3 [DneyTepoKOoKK PKCTPaKT KUK A13A
4  [Cnuko3ugsl OOSPHIITHUKA HACTOMKa CO1EB0O4
5 [Tpuxapaun HacTolKa INO5SCM
6 |YcmnokouTenbHbIE Kalu KaIlIy 1JIs IpUeMa BHYTPb INO5SCM
7 |luarunepon HAaCTOMKa JI1 BHYTPEHHETO INO6AX25
NpUMEHEHUs
8 |Kanennaynsl HacTOlKa HacTOKa U1 Hapy>KHOTO RO2ZAA
NpUMEHEeHUs
9 [Oxunanes nypnypHas HacTolKa LO3AX
10 |BanepuaHbl KOpEHb HacTolKa INO5SCMO09
11 |[KopBanaux Karuu AJst BHyTpeHHero npumeneHus NOSCB02
12 [Kopsanon/Kopaanos- KaILIu INO5CBO02
Bbexmen/Kopsanon-
dapmcranaapt/Banokopanx
13 |[Inona HacToMKa HacTolKa INO5SCM
14 [[IycTepHUKA HaCTOWKa HacTolKa INO5SCM
15 |PameBan KaIlIy JJIs IpUeMa BHYTPb INO5CX
16 (Cenanon HACTOWKa JIJIsl BHYTPEHHETO INOSCM
pUMEHEHUs
17 |Cepaeunsie kamnu/CepieuHble Kaluld  [HACTOWKA JUIsl BHYTPEHHETO INO5SCM
Kapnomen/Cepaednsie Kamiu MPUMEHEHUS, KaIluIn JUIs IpueMa
Kapnomen ®opre BHYTpb
18 |Banmocepaun KaILIy JJIs IpUeMa BHYTPb INO5CB02
19 |HeBpomen KaIlIy JJIs IpUeMa BHYTPb INO5SCM
20 |Porarur/Porarut maroc/Porokan PKCTPAKT KUJIKHUHA ISl MECTHOTO IAO1AD
NpUMEHEeHUs
21 [[Ipomonuca HacToiika HacTolKa DO08AX







