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JINEH3IVMHI YMOBH
NMPOBA/KEHHS TOCNOAAPCHKOI JiAJBLHOCTI 3 BUPOOHMUTBA JIIKAPCHKHUX
3ac00iB, ONITOBOI TAa PO3APiOHOI TOPTIBJII JiKapCbKUMHU 3ac00aMu, IMIIOPTY
JiKapChKMX 32€00iB (KpiM aKTUBHUX (apMaleBTUYHUX iHTPeIi€EHTIB)

Po3aia 1. 3aranibHi moJio:keHHst

1. TIi JlimeHsiiiHi yMOBHW pPO3pOOJICHI BIAMOBIMHO 10 3aKOHIB YKpaiHU
«OCHOBM 3aKOHOJABCTBAa YKpaiHM TPO OXOPOHY 370poB's», «lIpo mikapchki
3acobm», «lIpo mineH3yBaHHS BHIIB TOCHOJAPCHKOI AisIbHOCTIY, «lIpo
3aranpHONEPKABHY  MpOrpaMy  ajamTaiii 3aKOHOJAaBCTBA  YKpaiHU IO
3aKoHOJaBcTBa €Bponeicbkoro Coro3y» Ta BCTAHOBIIOIOTH BUYEPIHUM MEpPETiK
BUMOT, OOOB'SI3KOBUX JIJIS BHKOHAHHS JNIICH31aTOM, Ta BHYCPITHUN TEPEITK
JIOKYMEHTIB, IO JOJIal0ThCS J0 3asiBU MPO OTPUMAHHS JIIEH311 1711 TPOBaI>)KEHHS
rocrnoJlapCchkoi  AISTTBHOCTI 3 BUPOOHUIITBA JIIKAPCHKUX 3aco0iB, OITOBOI,
PO3ApiOHOT TOPTIBII JIKAPCHKUMHU 3ac00aMU, IMIOPTY JIIKApChKUX 3ac001B (KpiM
aKTUBHUX (DapMaLIEBTUUHUX THIPEIEHTIB).

2. Jig mmx JlineH3iMHUX yMOB TIOMIUPIOETHCS HA BCIX CYO'€KTIB
TOCIIO/IAPIOBAHHS - 3aPEECTPOBAHUX B YCTAHOBIEHOMY 3aKOHOJABCTBOM MOPSIKY
IOPUINYHUX OCi0 He3aJeKHO BiJ iX opraHizalliiiHo-mpaBoBoi ¢opMu Ta Gopmu
BJIACHOCTI, SIKI MIPOBAISITh TOCMOAAPCHKY MISIBHICTh 3 BUPOOHUIITBA JTIKAPCHKUX
3ac00iB, ONTOBOI, pPO3APIOHOI TOPriBiIl JIKAPCBKUMHU 3aco0amMu, IMIOPTY
JTIKapChKUX 3ac00iB (KpiM aKTUBHUX (hapMaIleBTUYHUX 1HTPEIIEHTIB), a TAKOXK HA
b13UYHUX 0Ci0 - MIANPUEMIIIB, SKI MPOBAIATh TOCMOAAPCHKY MISUTBHICTH Y
3a3HaueHii cdepi (aai - cy0'eKT rocrioIaprOBaHHs).

Jlinensiat 3000B’si3aHUN BUKOHYBAaTH BHUMOTHU IuX JIileH31HHUX YyMOB
BIJIMOBIIHOTO BUAY TOCMOJAPCHKOI MISNIBHOCTI, a 3700yBau JireH3ii s il
OJIepKaHHS - BIATIOBIATH JIIICH31HHAM YMOBaM.

His mux JlineH31iHuX yMOB HE TONIMPIOETHCS HA JISUTBHICTD 3 IMIIOPTY
JTIKapChbKUX 3aco0iB (KpiM akTUBHUX (apMaleBTUYHUX IHTPEIIEHTIB), fKa
POBAJIUTHCS BIAMOBIAHO A0 3akoHiB Ykpainu «[Ipo rymanitapHy J0mOMOTY»,
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«[Ipo OnaroniifHy AisUTHHICTH Ta OJaromiiiHi opraxizamii» Ta «IIpo BUKOHaHHS
nporpam ['nmobanbHoro ¢gouny mna 6oporsou 13 CHIJom, TyOepkyibo3oM Ta
MaJsIpiero B YKpaiHi».

VY pasi gkmo cy0’eKT rocrojaproBaHHS MPOBAJUTh BUJI TOCHOAAPCHKOI
TiSTBHOCTI, IO TiAJIATae JTIIEH3YBaHHIO, HE B TMOBHOMY O0C$31, a YacTKOBO,
JIIEH31MHI YMOBHM TOUIMPIOIOTHCS Ha JIleH31aTa JuIle B YacTUHI, 11O
BCTAHOBIIOE BHMOTH JO TPOBAKEHHS IIi€1 YaCTUHH BHUIY TOCHOAAPCHKOi
ISJIBHOCTI.

3. TepMinu, MmO BXKUBaIOThCA y IuX JIieH31MHUX ymoBax, MarOTh Taki
3HAYCHHS:

aKTUBHUM (apMareBTUUHUN 1HTpeaieHT (JTIKapchbka pPEYOBHHA, Jiova
pedoBuHa, cyOcTaniis) (nani - A®I) - Oynp-aka peyoBHHA UM CYMIII PEUOBUH,
10 NMPU3HAYCHA JIJI1 BAKOPUCTAHHS Y BUPOOHUIITBI JIIKAPCHKOTO 3aco0y 1 MMiJl Yyac
bOTO BUKOPHUCTAHHS CTA€ HOr0 aKTUBHUM 1HIPEIIEHTOM. Taki pe4OBUHU MAarOTh
dapMaKoNoTiuHy 9 1HIIY OE€3MOCEpPEeNHI0 M0 Ha OpPraHi3M JIOIWHU;, Y CKIafl
roToBUX (POPM JIIKAPCHKHUX 3aCO01B iX 3aCTOCOBYIOTH IS JIIKYBaHHS, J1arHOCTUKH
Y Npo(UIAKTUKY 3aXBOPIOBAHHS, JJI1 3MIHU CTaHy, CTPYKTYp a00 (hi310JI0rTHHUX
byHKIIIH opraHi3My, IS IOTJISI Ay, 0OpOOKH Ta MOJIETIICHHS CUMITTOMIB;

amTeka - 3aKjaJ OXOPOHU 37I0POB'S, OCHOBHUM 3aBJIaHHSIM SIKOTO €
3a0e3MeUeHHs HACEIeHHS, 3aKJIaJliB OXOPOHH 3/I0POB's, MAMPUEMCTB, YCTAHOB Ta
oprasizaliii JikapcbKHUMH 3aC00aMHM IUISIXOM 3I1MCHEHHS pO3/Ipi0OHO1 TOPTiBIi;

aNTeYHUH MYHKT - CTPYKTYPHUH MIAPO3JL1 alTEKH, KU CTBOPIOETHCA Y
JTIKYBaJbHO-NIPOGITAKTUYHUX  3aKJajaX, OCHOBHMM 3aBJaHHSM SKOTO €
3a0€3MEeUeHHs] HAaceJIeHHA JIIKApChbKUMU 3aco0aMy  [UISXOM  3/I1HMCHEHHS
pO3ApiOHOT TOPTiBIi;

anteyHuil ckiazn (6asza) - 3akiaj OXOpPOHHW 3JI0POB'S, OCHOBHE 3aBIIaHHS
KO0 IMOJSATrae B 3a0€3MeUeHHI JIKapChbKUMH 3ac00aMM 1HIIUX CY0'€KTIB ONTOBOI
a00 po3apiOHOT TOPTIBII, 3aKIa/I1B OXOPOHHU 37I0POB'Sl Ta BUPOOHUKIB JIKAPCHKUX
3ac001B IUISIXOM 31MCHEHHSI HUM ONTOBO1 TOPTIBIIL;

anTeuHl 3aKiaju - anTeyHi ckianu (06a3u), anTeku Ta iX CTPYKTYpHI
1 7IPO3I1TH;

BIJIOKpEMIJICHE MPUMIIIEHHS - 130JIbOBAaHA YaCTHWHA BHYTPIIIHLOI OY/iBII
abo 11 BIAJUICHHS, SKI MalOTh OKPEMHM BXI1J 13 IPHUMINIEHHS OYIiBmi (XOdy,
KOpHJIOpY, TamOypa) Ta BiIOKpeMJIEHI BiJl 1HIIOro o00'eMy crnopyau (OyAiBii)
CTIHAMU Ta TIEPEKPUTTIMH;

BUPOOHUK JIKAPCHKUX 3aCO0IB - CYy0'€KT rOCIIOIapIOBaHHS, SKUH 3/IIMCHIOE
xoya O OJWH 13 eTamiB BUPOOHMIITBA JIIKAPCHKHUX 3aCO0IB Ta Ma€ JIILEH31I0 Ha
BUPOOHUIITBO JIKAPCHKUX 3aCO0IB;

BUPOOHUILITBO (BUTOTOBJIEHHS) JIKAPCHKUX 3ac00IB B yMOBax AamnTeKH -
1HAMBIyaJIbHE BUTOTOBJIEHHS JIIKAPCHKUX 3acO0iB 3a pelentaMmu JiKapiB, Ha
3aMOBJICHHA  JIIKYBaJbHO-NPOQIIAKTUYHUX  3aKJIaJiB Ta  BHUIOTOBJICHHS
BHYTPIIIHbOANTEYHOI ~ 3arOTOBKM,  KOHIIEHTpAaTiB,  HamiBpaOpukariB, Ta
JIKapChKHUX 3aC001B, III0 BUTOTOBIICHI PO 3a1ac;

BUPOOHUIITBO JIIKAPCBKUX 3acC001B  (MMPOMUCIOBE) - BUPOOHULTBO
JIKapChKHUX 3aC001B — AISUTHHICTH, TIOB’S3aHa 13 CEPIHHUM BHUITYCKOM JIIKapCHKUX
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3aco0iB, fKa BKJIOYAEe BCl a0o xoua O OAHY 3 omeparlii mioJ0 TEXHOJOTIYHOIO
pOLECY, KOHTPOIIO SIKOCTI, BUAAdl J03BOJly Ha BHUIYCK, a TaKOX 3aKymHiBil
MaTepiaiiB 1 TPOAYKIi, 30epiraHHs, ONTOBY TOPTiBII0 (AUCTPUOYIIIIO)
JIKapChKHX 3aC001B BIACHOTO BUPOOHHUIITBA;

BHYTPIIIHbOANITEIHA 3aroToBKa - KOHIIGHTPOBaHi1 PO3YHUHH,
HaniBpaOpukaTH, 0 BUKOPHUCTOBYIOTH JUIS BHUTOTOBJICHHS EKCTEMITOPAIBHUX
JIKapChKHUX 3ac001B, €KCTEMIIOPAJIbHI JIKAPChKl 3aCO0M, BUTOTOBJIEHI MPO 3arac
3a 4aCTO MOBTOPIOBAHUMH MPOMUCAMU;

IUCTpUOyIlis (onToBa AUCTPUOYINS) JIKApChbKUX 3aco0iB - Oynb-ska
TISTBbHICTh, TIOB'S3aHa 13 OofepyKaHHAM, 30epiraHHsAM, IIOCTAYaHHSM,
TPAHCIIOPTYBAaHHSAM Ta IMIIOPTOM/EKCIIOPTOM JIIKAPCHKUX 3ac001B, 32 BUHITKOM
iX mpojaxy Oe3nocepeaHbO rpoMaasHaM g iX OCOOMCTOro crnoxuBaHHA. L{d
TUSIIBHICTh 3IHCHIOETBCS CYMICHO 3 BHpPOOHHMKaMH a0o0 iX IpeAcTaBHHKaAMH,
IMIIOpTEpaMU, THIIMMH MiANPUEMCTBAMH 3 ONTOBOI Ta/ad0 po3aplOHOI TOPriBil
JTIKapChKUMU 3aC00aMH, JTIKYBAJIbHO-TIPO( UITAKTUIHUMHU 3aKJIaJIaMU;

JTUCTPUO'TOTOP - CYO'€KT TOCMOJApIOBAHHS, SKUH 31ACHIOE BIIMOBIIHY
JUSTBHICTB MI0JI0 AUCTPHUOYIIiT (ONTOBOI AUCTPHUOYIIIT) JTIKApPChKUX 3aC001B;

30HA - YaCTHHA MPUMIIIEHHS, TUIONIA, IKa BUKOPUCTOBYETHCS I OKPEMOI
CTaJll TEXHOJIOT'TYHOIO MPOIIECY Ta MAE YiTKI Bi3yallbHI MEXI;

130JIb0BaHE MPHUMIIIEHHS - YacTHHA OymiBii a0o ii BUIAUICHHS, SKI MaOTh
OKpEMHUM BXIJ 1330BHI, OCBITJIEHHS, BEHTWIAIIIO (IIPUPOJHY a00 MEXaHIYHY) Ta
BIJJOKPEMIIEHI BiJ 1HIIOro 00'eMy criopyau (OyaiBiIl) CTIHAMH Ta MEPEKPUTTAMU;

IMIOPT ~ JTIIKAPCBKUX ~ 3ac00iB  (KpiM  akTUBHHUX  (apMaleBTUIHUX
IHTPEIIIEHTIB) - MAISUIBHICTb, MOB’Si3aHA 13 BBE3EHHSAM Ha TEPUTOPIIO YKpaiHu
3apeeECTPOBAHMUX JIIKAPCHKUX 3aC00IB 3 METOO iX MOJAJIBINOI peai3alrii, OnToBoi
TOPriBiai ab0 BHUKOPUCTAHHI Y BUPOOHUUTBI T'OTOBUX JIIKAPCHKUX 3ac00iB abo
MEUYHIN MPaKTHULll, BKIIOUYAIOUH: 30€piraHHs, KOHTPOJb SIKOCTI, BUAA4y JO3BOIY
Ha BUIYCK (peaii3ailio) cepii JIKapchKoro 3acoly, 3a3HAYEHOTO y JO0JATKy IO
JICH31T,

iMIopTep  JKapchKuX  3aco0iB  (mami - IMmopTep) -  CyO'eKT
rOCTOJIapIOBaHHS, 3apeecTpoBaHUM B YKpaiHi (pE3UIEHT), SKUH 3a1MCHIOE
roCcloJIapChKy JIsUIbHICTh 3 IMIOPTY JIIKAPCHKUX 3acO0iB Ta Mae€ JIIEH31I0 Ha
IMITOPT JIIKaPCHKHUX 3aCO0I1B;

METOIHU KOHTPOIO gkocTi (nani - MKS) - 3aTBepakeHa B yCTaHOBICHOMY
MOPSAIKY HOPMaTHBHA JIOKYMEHTAIIisl, K4 BU3HAYA€ METOIUKU KOHTPOJIIO SKOCTI
JIKApChbKUX 3ac001B, YCTAHOBJIOE SIKICHI 1 KUIbKICHI TMOKA3HHMKU JIIKAPCHKOTO
3aco0y Ta iX JOMyCTHMiI MEXi, BUMOTH 10 YIaKOBKH, MapKyBaHHS, yMOB
30epiraHHs, TPAaHCIIOPTYBaHHS, TEPMIHY MPUIATHOCTI, 110 OYyJIW 3aTBEPXKEHI MPH
Jep>KaBHii peecTpallii (mepepeecTpaliii) JiKapcbKoro 3acoy;

MiClle TpUUMaHHS TPOAYKIi - BUPOOHWYA 30HA/TIPUMIIIEHHS, B SKIH
obOnamToBaHo poboue Micie (axiBug A TPOBEACHHS BXIJHOTO KOHTPOJIIO
SAKOCTI JIIKAPChKUX 3ac001B MPH iX 0JIepKaHHI Cy0'€KTOM T'OCIIOAAPIOBAHHS;

HajexxHa BUpoOHW4Ya mpaktuka (Good Manufacturing Practice, GMP) -
YacTHMHA YIPABIIHHS SIKICTIO, SIKa TapaHTye, M0 JIKApChKl 3aco0M MOCTIMHO
BUPOOJISIIOTECS 1 KOHTPOJIIOIOTBHCS  BIAMOBIIHO IO CTAHAAPTIB SKOCTI, SIKI



4

BIJIMOBIIAIOTh 1X MPHU3HAYCHHIO, a TAKOXK BIIOBIIHO JI0 BUMOT PEECTPAIIMHOTO
JI0Ch€, JOChE AOCIIKYBAHOTO JIIKAPCHKOr0 3ac00y AJI KIIIHIYHUX BUIIPOOYBaHb
a0o crerudikarii Ha 10 MPOTYKITIFO;

HajexHa mnpaktuka auctpudyuii (GDP) - € yactuHOr 3a0e3medeHHs
SKOCTi, SIKa TapaHTye, MO SKICTh JIKAPCHKUX 3aCO0IB MIATPUMYETHCS HA YCIX
JUISTHKaX JIQHIIOTa TMOCTayaHHS BiJ] BUPOOHMKA JO anTeku abo JIKyBaJIbHO-
npo(UIAKTUYHOTO 3aKIaay;

HESIKICH1 JIIKapChKi 3aCO0M - JIKApChKi 3aC00M, AKICTh SKUX HE BIJIOBIIAE
BUMOIr'aM HOPMAaTHMBHUX JOKYMEHTIB. J[0 HESKICHMX JIKapChKHUX 3aCO0IB TaKOX
HAJIeKaTh JIIKAPChKI 3aCO0M 13 CTPOKOM MPHUAATHOCTI, 1[0 MHUHYB; SIK1 3a3HAIIA
MEXaHIYHOT0, XIMIYHOTO, (hI3UYHOTO, O10JIOTTYHOrO0 a0 IHIIOrO BIUIUBY, IO
YHEMOKJTUBITIOE X TIOJATBIIIC BUKOPHUCTAHHS,

ONTOBAa TOPTIBJS JIKAPCHKUMHM 3aco00amMu - JISJIBHICTD 3 TNPUAOAHHS
JIKapChKUX 3ac001B y BHUPOOHHMKIB JIIKAPCHKUX 3ac00IB a00 1HIIUX CYO0'€KTIB
rocrojaproBaHHS, MO  MawTh  BIANOBIAHY  JIIIEH3IIO, 30epiraHHs,
TPAHCIIOPTYBAHHS Ta MPOJAXY JIIKAPCHKUX 3aco0iB 3 amnTeyHHX CKiajaiB (0a3)
IHIIMM cyO'eKTaM ONTOBOI 200 pO3/piOHOI TOPIiBII JIIKAPCHKUMHU 3ac00aMH, K1
OTpUMaJIM Ha I BIAMOBIAHI JimeH3li, Ta 0e3MmocepelHbO JIIKYBaJbHO-
npo(dUTAaKTUYHUM 3aKJIajaM 1 BUPOOHUKAM JIIKApChbKUX 3aC001B;

peaiizailis - JTISTBHICTh CYO'€KTIB TOCMOMAPIOBaHHS 3 TPOAAXy TOBapiB
(pobiT, mocyr);

peuenT - MEeIWYHUN JOKYMEHT y BUIIAAl ((opmi) MPUIUCY A0 ANTEKH,
anTEYHOr'0 MYHKTY, BUMIMCAHUN HA pelenTypHoMY OnaHKy (axiBIeMm, SKUN Mae
Ha 1€ TPaBO BIAMOBIIHO 10 3aKOHOJABCTBA, HA MIJACTaBl SIKOTO 3/1MCHIOETHCS
BUTOTOBJICHHS Ta/a00 BIAMYCK JIKapChbKOro 3aco0y 3 anTek Ta alTeYHHUX MyHKTIB
3a BCTAHOBJICHUMH IPaBUJIAMU;

peLenTypHUl JTIKapChbKUM 3aci0 - JTIKapChbKUN 3aci0, SKUU BiJIMMYCKAETHCS 3
anTeK Ta aNTEeYHUX MYHKTIB 32 PELENTOM JKaps;

po3apiOHA TOPriBIsA JIKAPCHKUMHU 3aco0aMH - JISUIBHICTH 3 TpHUAO0aHHS,
30epiraHHs Ta MPOAAXKY TOTOBUX JIKAPCHKUX 3aco0iB uepe3 amnrTeky Ta il
CTPYKTYpHI Tiapo3aiau (y TOMY YHCII JIKIB, BUTOTOBJIEHUX (BUPOOJICHUX) B
yMOBaxX amnTeKw) Oe3MOCepPEeNHbO TPOMAASHAM IS iX OCOOWCTOrO CIIOKWUBAHHS,
3aKja/JaM OXOPOHH 37I0pOB's (KpIM alTeYHUX 3aKJIaJIB), a TAKOXK MIAMPUEMCTBAM,
yCTAaHOBAM Ta OpraHizaiisiM 0e3 rmpasa ix NoJalbIIOro MNepenpoaaxy;

CTPYKTYPHHUH TIAPO3AUT anTeKd - aNTeYHWH IYHKT, IO CTBOPCHHUM Ta
(GYHKIIIOHY€E pa3oM 3 alTeKO BIAMOBIAHO 10 3aKOHOJABCTBA, Y TOMY YHCHI ITUX
JIineH31MHUX yMOB;

YnoBHOBaxkeHa ocoba cy0'ekTa rocrnofaproBaHHs (Hayi - YTOBHOBa)Ke€HA
ocoba):

Uil CYO'€KTIB TOCTIOJApPIOBAHHS, SIKI 3MIMCHIOIOTH ONTOBY, PO3APIOHY
TOPTIBJIIO JIKApChKUMU 3ac00aMu, - 0co0a, 110 Ma€ JUIUIOM Ipo PapMalleBTUUHY
ocBiTy HaBuainbHux 3akiaaiB III - IV piBHIB akpenuramii Ta cepTU(IKaT Mpo
NPUCBOEHHS (MIATBEPIXKEHHI) 3BaHHS MPOBI30pa-crerfiaiicra abo aTecToBaHa 3a
€0 CIEMIAIBHICTIO 3 TPUCBOEHHAM (TIATBEP/KEHHSIM) KBajiikamiitHot
KaTeropii Ta Mae CTaX poOOTH 3a creriaiabHIcTIoO «Dapmarrisi» HEe MEHIIE JBOX
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POKIB (KpiM BUMaAKy, nependadeHoro myHkToM 10 § 5 nux JlineH3iiHux ymoB),
HA Ky CYO'€KTOM  TOCHOAApIOBaHHA  MOKJIaAeHO OOOB'A3KH  IIOAO
(GyHKITIOHYBaHHSI CHUCTEMHU 3a0€3MEUCHHS SKOCTI JIKApChbKUX 3aco0iB mpu ix
OITOBIH Ta po3APIOHIN TOPTiBIL;

Ui CyO'eKTIB  TOCMOAAPIOBAHHSA, SKI  3AIMCHIOIOTH  BHUPOOHHIITBO
JIKapCchKUX  3aco0iB  (mpomucioBe), - (axiBenb 3 TMOBHOI  BHILOIO
dbapMaleBTUYHOO, XIMIYHOIO, 010JI0rT4HOK0 a00 O10TEXHOJOTTYHOI OCBITOHO Ta
cTakeM poOOTHM 3a (axoM HE MEHIIE JABOX POKIB B cdepi BUPOOHUIITBA,
KOHTPOJIO SKOCTI a00 CTBOPEHHs JIIKAPChbKUX 3ac00iB, Ha SKOro CYyO'€KTOM
roCroIaprOBaHHS MOKJIAJIEHO 000B's13KH 1010 (GYHKIIIOHYBaHHS
dbapMaleBTUYHOT CUCTEMH SKOCTI JIIKAPCHKUX 3acO0IB MPU iX BUPOOHHUIITBI Ta
HAJIaHHA JI03BOJIY HA BUMYCK (peai3ailito) JiKapChbKUX 3ac001B;

Uist cyO’€KTIB TOCMOAAPIOBAHHA, SIKI 3IIACHIOIOTH IMIOPT JIKAPCHKUX
3aco0iB, - (axiBeub 3 TIOBHOI BHIIOK (apMaleBTUYHOW, XIMIYHOIO,
OilomoriyHO0 ab60 010TEXHOJOTIYHOIO OCBITOIO Ta CTakeM poOOTH 3a daxoM He
MEHIIIe JBOX POKIB y c(epi BUPOOHHUIITBA, KOHTPOJIO SIKOCTI, OMTOBOI TOPTIBII1
a00 pO3pOOKH JIKAPCHKUX 3ac00iB, Ha SAKOro CYyO'€KTOM TroOCIOJaprOBaHHs
MOKJIa7IeHO 000B’SI3KH 110710 (YHKIIIOHYBAaHHS (hapMalleBTUIHOT CUCTEMH SIKOCTI
JIKapChKUX 3aco0iB MpH iX IMIOPTI (BBE3€HHI) HAa TEPUTOPIIO YKpaiHU Ta
HaJaHHS T03BOJTY HAa BUITYCK (peai3ailio) iIMIOPTOBAHUX JIIKAPCHKUX 3aCO01B;

4. TlpoBaKeHHsSI TOCIIOAAPCHKOI AISTILHOCTI 3 BUPOOHUIITBA JIIKAPCHKHUX
3ac00iB, ONTOBOI Ta pPO3JPIOHOI TOPriBIl JIKAPCBKHUMH 3ac00aMH, IMIIOPTY
JIKapChKUX  3ac00iB  (KpiM  aKTUBHUX  (papMaIlleBTUYHUX  IHTPEIIE€HTIB)
3MIMCHIOEThCSL Yepe3 HACTYIHI THUIM MICIb TPOBAHKEHHS 3a3HAYCHOrO0 BUAY
rOCTIOIaPCHKOT TISIIbHOCTI:

JUIsT BUPOOHMIITBA JIIKAPCHKUX 3ac00IB (IMMPOMHUCIOBOr0) — BUPOOHMYA
OUIBHULS 13 3a3HAYEHHSIM TEpeNtiKy JiKapchbkux (opM, CKIajchka 30HA
(mpuMilieHHs JUTsl 30epiranHs, CKJIaj), 30Ha KOHTPOJIO SKOCTi, 30HA 3/11iCHEHHS
BUJIa4l I03BOJTY HA BUITYCK JIIKAPCHKUX 3aCO01B;

JUTsl BUPOOHHUIITBA (BUTOTOBJIEHHS) JIIKAPCHKUX 3aCO0IB B YMOBAaX alTEKH —
anTeKa;

IS OMTOBOT TOPTiBI1 JIIKAPCHKUMH 3aC00aMHu - anTeuHuid ckiaj (6a3za);

JUIsE po3apiOHOI TOPriBIi JIKAPCHKUMHU 3aco0amMu — amnTeKka, anTeyHui
yHKT;

JUISE  IMITIOPTY JHIKapChbKUX 3aco0iB (KpIM aKTUBHHUX (DapMaleBTHUHUX
IHTPEIIEHTIB) — CKJIaJIchKa 30Ha (MPUMILIEHHS sl 30epiraHHs, CKJaj), 30Ha
KOHTPOJIIO SIKOCTi, 30HAa 3A1MCHEHHS BUJayl J03BOJY HAa BUIYCK (peai3ailiio)
cepii JTiKapchKoro 3aco0y.

5. JIOKyMeHTH, TIOJIaHHS SKWX JI0 OpraHy JIIEH3YBaHHsS Ta BHada SKHX
opraHoM JlilleH3yBaHHsI TiepenOaydeHi 3akoHoMm YkpaiHu «[Ipo mnineH3yBaHHS
BUJIIB TOCIIOAAPCHKOI JISIIBHOCTI» Ta UMM JIIEH31IMHUMU yMOBaMH, MOXYTh
OyTH MOJaHl /0 OpraHy JILEH3yBaHHS Ta OTPUMAaHI BlJ HbOIO 3a BHOOPOM
Jinen3iara abo 3m00yBava JineH3il y cnoci®, BU3HAYEHUN YaCTHUHOKO MEPIIOI0
crarti 10 3akony VYkpainu «lIpo mineH3yBaHHS BHIIB TOCHOJAPCHKOI
TUSJIBHOCTI.
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6. s orpumaHHs JilieH31i y TOBHOMY 00cs131 00 9aCTKOBO Ha JiSJIbHICTb:

3 BUPOOHMITBA (BUI'OTOBJIEHHS) JIKAPCHKUX 3acO0IB B yMOBaX AalTeKw,
ONTOBOi TOPTiBJl JIKAPCHKUMH 3aco0amMu, pPO3JIpIOHOI TOPTIBII JIIKAPCHKUMU
3aco0aMM Cy0'€KT T'OCHOJAPIOBAHHS IMOJIa€ JO OpraHy JIIEH3YBaHHS 3asBY 3a
¢dopmoro, HaBeseHOO Y AoAaTKy 1 1o mux JlineH3iiHuX yMOB;

3  BHUpPOOHHUIITBA  JIIKAPCHKUX  3ac00iB  (IPOMHCIIOBOr0)  CYO'€KT
TOCIOJIapPIOBAHHS MO/IAa€ 10 OpraHy JIIEH3YBaHHs 3asiBY 32 (OPMOIO, HABEACHOIO
y nojatky 2 o uux JIineH31iHuX yMOB;

3 IMIOOPTY JHKAapChKUX 3ac0o0iB (KpIM aKTUBHUX (DapMareBTUYHHUX
IHTPEIEHTIB) CYO'EKT TOCTIOIapIOBaHHS MMOJA€E IO OpraHy JIICH3yBAaHHSA 3asiBY 3a
¢dbopMoto0, HaBeNIeHOI0 Yy noAaTKy 3 10 nux JIIeH31HHUX YMOB.

VY 3agB1 3a3HaAuYalOTBCS yCl MICLS NPOBADKEHHS, 4epe3 sKl 37100yBad
JineH3ii Mae HaMip TPOBAKYBAaTU BHUJA TOCHOJNAPCHKOI MiSUIBHOCTI, IO
JIEH3YEThCH.

7. J1o 3asiBM IIpO OTPUMAHHS JIIEH311 JOTaf0ThCS:

1) miaTBepAHI AOKYMEHTH IIMOJO KOXKHOTO MICId TPOBAIHKEHHS BUIY
rOCIOAAPCHKOI NISIBHOCTI, IO MJISrae JileH3yBaHHIO;

2) xorisg macropTa 3J00yBaya JiileH31i 13 BIIMITKOIO OpraHy Jep>KaBHOI
NOJIATKOBOI CNY>KOM MPO TOBIAOMIIEHHS MpPO BIAMOBY 4Yepe3 CBOI peiriiHi
NEePEeKOHAHHS BiJl TPUUHATTA PEECTPAIITHOTO HOMeEpa OOJIIKOBOI KapTKU
IJIaTHUKA TOJIATKIB (MOJAETHCS TUIBKU (PI3MUHUMHU 0COOAMH - MIATPHUEMIISIMH, SIK1
yepe3 CBOi  peNiridHl  NEepEeKOHAHHS  BIIMOBISAIOTBCS Bl NPUUHATTA
peeCTpaliifHOro HoMepa OOJIIKOBOT KapTKH IJIaTHUKA MOAATKIB Ta MOBIIOMUIN
po 1€ BIAMOBIIHUIN OpraH JepKaBHO1 MOJATKOBOI CITY>KOH).

[linTBepaAHUMU JOKYMEHTaMH, SIKi JOJAIOTHCS JO 3asBU MPO OTPUMAHHS
Jiensii €:

JUIsl BUPOOHMIITBA JIIKAPCHKUX 3ac001B (IIPOMMCIIOBOIO) - KOMISl JIOCHE
BUPOOHUYOI TUTBHMIT, 3aTBEPKEHOT0 Cy0'€KTOM T'OCIIOAapIOBaHHS;

JUTsl BUPOOHHUIITBA (BUTOTOBJIEHHS) JIIKAPCHKUX 3aC001B B YMOBAaX anTeKu —
BIJIOMOCTI 3a MIJIHACOM 3asBHUKA - Cy0'€KTa TOCIOAApIOBaHHS IPO HASBHICTH
MaTepiaJbHO-TeXHIYHOT 0a3u Ta KBam(iKalliiHUK piBEHb MpPaIlBHUKIB,
HEOOXITHUX JUIsI TPOBAKEHHSI TOCIOAAPCHKOI MiSIBHOCTI 3 BHPOOHHUIITBA
(BUTOTOBJICHHSI ) JIIKAPCHKUX 3aCO0IB B YMOBAX anTeku 3a (hOpMOI0, HAaBEJEHOIO Y
nonatrky 4 1o mux JlineH31MHuX yMoB;

JUIsE  po3piOHOT TOPTIBIl JIIKAPCBKUMHU 3aco0aMyd  — BIJOMOCTI TIPO
HAsBHICTb MaTreplaJbHO-TEXHIYHOT ©0a3u Ta KBali(piKOBAaHOTO IEpCOHANy,
HEOOXIJHUX JUIsl MPOBAKEHHS TOCIIOIAPCHKOI JISIIbHOCTI 3 pO3ApiOHOI TOPriBII
JIKapChKUMHU 3aco0aMu 32 (OpPMOIO, HABEACHOK Y JOAATKy S5 40 IHX
JlineH31iHUX YMOB;

JUTSL OTITOBO1 TOPTIBIIl JIKAPCHKUMHU 3aC00aMU — BIJJOMOCTI MPO HASBHICTH
MaTepiaJbHO-TEXHIYHOT 0a3u Ta KBaji(piKOBAHOTO IMepCOHANy, HEOOXITHUX IS
NPOBAKEHHSI TOCIMOAAPCHKOI JISVIBHOCTI 3 ONTOBOI TOPTIBI1 JIIKAPCHKUMU
3acobamu 3a (popmoro, HaBEACHOO Y A0JaTKY 6 110 mux JIIeH31iMHNX yMOB;

JUISL IMIOPTY JIIKAPCHKUX 3ac001B (KpIM aKTUBHHUX (DapMarleBTUUHUX
IHTPEIIEHTIB) — KOMIS JIOChE IMIOpPTEpa, 3aTBEPIKEHOTO  Cy0 €KTOM
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roCIoapioBaHHs, 3a (OPMOIO, HABENEHOI Yy noAarky 7 no uux JlineHsiiHux
YMOB.

8. Pa3om 13 BIAMOBIHOIO 3asBOI0 Ta IMMATBEPAHUMHU JOKYMEHTaAMHU
3100yBau JiueH3ii abo JleH3laT HaJae [0 OpraHy JIIEH3yBaHHS JBa
NPUMIPHUKH OIMKCY JOKYMEHTIB (momaTok 8 mo 1mux Jline3iHux yMoB), Ha SKHX
YIOBHOBa)KEHOIO MMOCAI0BOI0 OCOOOI0 OpraHy JIIEH3YBaHHS pOOUTHCS BiIMITKA
Opo JaTy NOpUUHATTS JOKYMEHTIB 1 3aCBIAYYEThCS CBOIM MIANHCOM 13
3a3HAUCHHSIM TMpi3BHINA, 1HImIamB, mnocagd. OauH NOPUMIPHUK  OIMHKCY
HAJCWJIA€ThCA OpraHOM JIIEH3yBaHHA 3/100yBauy JineH3ii (y pas3l HoJaHHs
3100yBaueM JIiIeH31i TOKYMEHTIB 10 OpraHy JIIEH3YBaHHS HAPOYHO - BUIAETHCS
HOMy HapoO4yHO OJpa3y IIiclid 3alOBHEHHS), a JPYruil NPUMIPHHUK OIHCY
3QJIMIIAETHCS B OpraHi JILEH3yBaHHS.

VYci momani 3a00yBaveMm JileH3ii JOKYMEHTH (OPMYIOTHCS B OKpEMY
CIIpaBy.

9. JlokyMeHTH, L0 CKJIANalOThCsA 3700yBaueM JileH31i Ta JileH31aToM
BIIMOBIAHO 70 1uX JIineH31iHUX yMOB, TTOBMHHI OyTH BHKJaJeHI JEpP>KaBHOIO
MOBOIO Ta MIANUCAHI 3100yBaueM JleH31i, JiieH3iatom abo o0co0oro,
YIOBHOBAKEHOIO MPEACTABIISTH IOPUIUYHY 0CO0Y y MPABOBIAHOCHHAX 3 TPETIMU
ocobamu, ab0 0co00r0, sIKa Ma€ MPABO BUMHATH J1i BiJ IMEHI IOPUAUYHOI 0COOU
0e3 MOBIPEHOCTI, Y TOMY YHCII MIiJMUACYBaTH JOTOBOPU Ta JlaHi MPO HASBHICTh
00MEXeHb I110/10 TTPEACTABHUIITBA Bi/l IMEH1 FOPHIMYHOI OCOOH.

10. Opran nineH3yBaHHA IPUIMaE pIlIEHHS PO BHAvy JiLeH31i abo mpo
BIJIMOBY B ii BUJIaul y CTPOK HE IM3HIIIE ASCATH POOOUYMX JHIB 3 JTHA OACPKaHHS
OpraHoM JIILEH3yBaHHS 3asBU NPO OTPUMAHHS JILEH31i Ta JOKYMEHTIB, IO
JIOJTAt0THCS JI0 3asIBH.

[lincraBoro Jyis Bujadl JiIEH31T Ha TPOBAIHKEHHS T'OCHOAAPCHKOI
JISAJIBHOCTI 3 BUPOOHHUIITBA (BUTOTOBJICHHS) JIIKAPCHKUX 3acO00IB B yMOBax
anTeKH, OINTOBOI, PO3APIOHOI TOPTiBII JIKAPCHBKUMU 3ac00aMU € HasBHICTh
MaTepiaIbHO-TEXHIYHOI 0a3u, KBaIi(hiKOBAHOI'O MEPCOHANY, BIAMOBIIHICTD SKHX
BCTAHOBJICHUM BHMOTaM Ta 3asBJICHUM Yy TOJIaHUX 3asBHUKOM JOKYMEHTaX s
OJIepKaHHsI JIIEH31i XapaKTepUCTUKaM TMiisrae 0OOB'I3KOBIN MepeBiplll Mmepet
BUJAYEI0 JIILEH311 y MeXax CTpPOKiB, nependadeHux g BUAadl JILEH31i, 3a
KO)KHUM MICIIEM MPOBAPKEHHS ISJIBHOCTI OpPraHoM JiiIeH3yBaHHS a0o Horo
TEPUTOPIATBHUMHU OpraHaMH, y TMOPSAKY, BU3HAUYECHOMY IIEHTPAJIbHUM OpPraHOM
BUKOHABYOI BIaaM, IO 3a0e3nedye (GopmyBaHHS ACp>KABHOI MOJITHKU y cdepi
OXOpPOHU 3]I0POB'SL.

[lincraBoro nsg Bujaul JiIEH31i HAa BUPOOHHUIITBO JIKAPCHKUX 3acO0IB,
IMITOPT JTIKapChbKUX 3ac001B (KpiM aKTUBHHUX (apMalleBTUYHUX 1HTPETIEHTIB) €
HAsSBHICTh  BIJIMOBIIHOI ~ MaTepiaJIbHO-TEXHIYHOI  0a3u,  KBaJIi(piKOBAHOTO
MepcoHaly, a TAKOXX YMOB IIOJI0 KOHTPOJIO 32 SIKICTIO JIIKAPCHKHUX 3acO0iB, 1110
BUPOOJISITUMYThCSL Ta/abo0  OyayTh BBO3UTHUCS. BiANOBIAHICTE MaTepiaibHO-
TEeXHIYHO1 0a3u, KBami(ikailii MepcoHAly, a TaKOX YMOB IIOJ0 KOHTPOIIO 3a
AKICTIO JIIKAPCHKHUX 3ac001B, 110 BUPOOISTUMYThCS Ta/ab0 OyayTh BBO3ZHTHCH,
BCTAHOBJICHUM BUMOTaM Ta 3asBJICHUM Yy TOJIAHUX 3asBHUKOM JOKYMEHTaX JJIs
OJIep)KaHHs JIIEH31l XapaKTepUCTHKaM IijIsrae OOOB'SI3KOBiM MEpeBIpIll 0
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BUJIaul JIIEH31T y MeXKax CTPOKIiB, mependauyeHux s BUaayl JiIeH3ii, 3a KOXKHUM
MICHEM MPOBAHKEHHS [JISJIBHOCTI OpPraHoOM JIUEH3YBaHHS y TOPAJIKY,
BU3HAYEHOMY IIEHTPAJIbHUM OpPraHOM BHKOHABUYOI BJIAJIA, IO 3a0e3redye
(opMyBaHHs JIep>KaBHOI MOJTITUKH Y chepl OXOPOHU 3/I0POB'.

11. Jlimen3is Ha BHUPOOHWIITBO JIKAPCHKUX 3aCO0IB BUITAETHCA 3
ypaxyBaHHSIM TEpeNiKy JIKapChKUX (POpM 3a KOKHUM MICLEM MPOBAIKEHHS
roCIOAAPChKOI JISTIBHOCTI Ta OCOOJIMBUX YMOB NPOBAJKEHHS TOCHOAAPCHKOI
TISIIBHOCTI, SIKI 3a3HA4YalOThCsA Y JOJATKY A0 JineHsii. Jlomatok mo minensii € ii
HEB1JI’€MHOIO YaCTUHOIO Ta 0(hOPMITIOIOTHCS 3a (DOPMOIO, HABEACHOIO Y A0JaTKy 9
no mnux JlimensiiHux ymoB. HasBHICTH M0maTKy 3a3HadaeTbcsl B JIIIEH31T Ha
BUPOOHUIITBO JIKApChKUX 3acO0IB TpH 1 BHJAa4l HA IMAalepoBOMY HOCIi, Ta B
€JIEKTPOHHOMY BHUIJISIAL (3anucC 10 €IMHOrO JEp:KaBHOIO PEECTPY IOPHUIUYHUX
oci0 Ta pi3uyHUX 0C10 — MIAMPUEMILIB).

12. JlineH3is Ha IMOOPT JIKApChbKUX 3aco0IB  (KpIM  aKTHMBHUX
dbapmarieBTUYHUX 1HTPEIIEHTIB) BHIAETHCS pPa3oM 13 JOJMATKOM, Y SKOMY
3a3HAYaOTHCA MICISl TIPOBAKEHHS JISJILHOCTI JIIeH31aTa, TMepeliK JIKapChKUX
3ac001B, JO3BOJIEHUX JI0 IMIIOPTY JILEH31aTy, Ta OCOOJIMBI YMOBHU IPOBA/IKEHHS
nismbHOCTI. JlomaTok 10 JIeH31i 3 IMIOPTY JIIKapChKUX 3ac001B (KpiM aKTHBHUX
dbapMalleBTUYHUX THIPEAIEHTIB) € 1i HEBIJ €EMHOIO YaCTHHOIO Ta O(POpMIIIETHCS
3a ¢opmoro, HaBeneHow y momatky 10 go mux JlimensiHux ymoB. HasiBHICTB
JOJIATKY 3a3HAYa€ThCs B JIIEH31I HA IMIIOPT JIKApPChKUX 3ac001B (KpiM aKTHUBHHUX
(apmalieBTUYHUX I1HTPEIIEHTIB) MpU ii BUAA4l Ha MANepoBOMY HOCIi, Ta B
€JIEKTPOHHOMY BUIJISIL (3amuc 0 €IMHOTO JEp)KaBHOTO PEECTPY IOPUIUIHHX
0ci0 Ta G13UYHUX 0CI0 — MIMPUEMIIIB).

13. 'V pa3i cTBOpeHHS JilleH31aTOM, SIKHA TPOBAKY€E MiSUIBHICTH 3
BUPOOHUIITBA (BUTOTOBJICHHS) JIIKAPChKHUX 3aC001B, ONTOBOI, pO3/IpIOHOT TOPTIBII1
JIKapChKUMHM 3aco00aMHu  3riAHO 3 OTPUMAHOIO JILEH31€K0, HOBOTO MiCUs
MPOBA/KEHHSI TOCIOJAAPChKOI JISTIBHOCTI, BiH TOBHUHEH TMOJATH 0 OpraHy
JIIEH3yBaHHA 3asBy MpO BHECEHHA J0 CAMHOrO JEp>KaBHOTO PEECTPY
IOpUANYHUX OcCi0 Ta (i3uyHUX 0ci0 - MIAIPHUEMINB BiIOMOCTEH MpPO MICIA
MPOBA/PKEHHS  JIIIEH31aTOM  T'OCHOJAApPChKO1  MISUTBHOCTI 3 BUPOOHMIITBA
(BUTOTOBJICHHSI) JIKapChbKUX 3ac0o0iB B yMOBaxX amTeKH, OMTOBOi, PO3IpiOHOT
TOPriBJi JiKapcbkuMu 3aco0amu (momatok 11 mo nux JlineHsiitHMX yMoB), Ta
JOKYMEHTH, nepeadadeHi MyHKTOM 7 [bOrO PO3ILTY.

Posrnmsan 3assBM mpo BHeceHHS 10 €AUHOTO JEpKABHOTO PEECTPY
IOpUIMYHUX OCi0 Ta (I3UYHHUX OCI0 - MIJANPUEMIIB BIJOMOCTEH MPO MicCIls
OPOBA/KEHHS JIILEH31aTOM BUAY TOCHOJAPChKOI JISJIBHOCTI, IO MIJJISTae
JIIEH3YBaHHIO,  3[IACHIOETHCS ~ OpraHOM  JIIEH3YBaHHS y  TOPAJIKY,
nepeadadeHoMy MyHKTOM 10 11bOro po3auny.

VY pas3i 3MiH BIZOMOCTEH, IO TMOB’sA3aHI 3 3MIHOIO 1H(OpMaIii Mmpo
JieH3iara, siki OyJI BHECEH1 40 €UHOT0 JIEPKABHOTO PEECTPY IOPUAUIHUX 0C10
Ta (I3UYHUX OCI0 — MIJUPHUEMINB, a CaM€ PO3IIMPEHHS MEPENiKy JIKapChbKUX
dbopM, 1O IIAHYETHCS IO BHPOOHHUIITBA 3a MICIFIMH  MPOBAKCHHS
roCIOAAPChKOI  MISUIBHOCTI,  CTBOPEHHS  HOBOI'O  MICIl  IPOBAKEHHS
TOCIIOAAPCHKOI MISUTBHOCTI 3 BUPOOHUIITBA JIKAPCHKUX 3ac00iB, JIIEH31AT, SIKAN
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MIPOBAKYE MISIIBLHICTh 3 BUPOOHUIITBA JIIKAPCHKHUX 3aC001B, MOBHHEH IMOJATH J10
OpraHy JIIIEH3yBaHHS 3asBYy MPO BHECEHHS 10 €JIMHOrO JAEPKABHOTO PEECTPY
IOpUANYHUX OcCi0 Ta (i3uyHUX 0ci0 - MIANPHUEMINB BiIOMOCTEH MpPO MICIA
NPOBA/KEHHS JILEH31aTOM BUAY TOCHOJAPChKOI JISJIBHOCTI, IO MIJJISTrae
JineH3yBaHHIO (momatok 12 mo mmx JlinmeH3iiHMX YMOB), Ta JOKYMEHTH,
nepen0adeHi MyHKTOM 7 IOTO po3ainy. Po3risn 3asBM mMpo BHECEHHS JI0
€IMHOTO JIEPKABHOTO PEECTPY IOPUANYHHUX OCI0 Ta (HI3UYHUX OCI0 - MIATPUEMIIIB
BIJIOMOCTEH MPO MiCIS MPOBAKEHHS TOCIOAAPCHKOI MIsUTBHOCTI 3 BUPOOHHUIITBA
JIKapChKUX 3ac0o0iB  3IMCHIOETHCS OpPraHOM JILIEH3YBaHHS Yy TOPAJKY,
nependadyeHomy myHKToM 10 1poro po3miury. Jlomatok mo mireH3ii mijisirae
nepeodopMIICHHIO.

Y pa3i 3MiH BiOMOCTEW, IIO TOB’s3aHl 3 3MiHOIO iHGoOpMaIii Mpo
JineH3iara, ki OyJIM BHECEH1 10 €IUHOTO JIEPKABHOTO PEECTPY IOPUINIHHUX 0C10
Ta (I3UYHUX OCI0 — MIANPUEMIIB, a CaMe€ CTBOPEHHS HOBOIO MICUs
NIPOBA/KEHHSI TOCIOMAPCHKOI MISUTBHOCTI 3 IMIOPTY  JIKApPChKUX 3aco0iB,
JIEH31aT, KWW TMPOBAKYE MISUTBHICTH 3 IMIIOPTY JIIKAPCHKUX 3aco0iB (KpiM
aKTUBHUX (hapMalEBTUYHUX IHTPEAIEHTIB), IOBMHEH IMOAATH 10 OpraHy
JIIEH3YBaHHA 3asBy MNP0 BHECEHHA 10 CAWHOrO JEep>KaBHOTO PEECTPY
IOPUAMYHUX OcCi0 Ta (i3uyHUX oci0 - MIAOPUEMIB BIiIOMOCTEH MNpo MicUs
MPOBA/KEHHS JIIIEH31aTOM BHUAY TOCHOJAPChKOI MISTIBHOCTI, IO TMIJIsITae
JineH3yBaHHIO (momaTtok 13 go mmx JlineH3iWHUX yMOB), Ta JOKYMEHTH,
nepen0adeHi MyHKTOM 7 IbOTO po3ainy. Po3rism 3asBu mpo BHECEHHS 0
€IIMHOTO JIEP)KABHOTO PEECTPY IOPHANIHHUX 0CI0 Ta HI3UYHUX 0Ci0 - MATPHEMITIB
BIJOMOCTE MpPO MiCLsl TPOBAJKEHHS TOCHONAPCHKOI MISNIBHOCTI 3 IMIIOPTY
JIKapChKUX  3aco0iB  (KpiM  aKTUBHHX (PapMameBTUYHHMX  IHTPEIIE€HTIB),
3MIMCHIOETHCS OPraHOM JIIIIEH3yBaHHS Yy MOPSAAKY, ependaueHoMy MyHKToM 10
HOT0 po3aLTy. JlogaTok o JileH3ii miasrae nepeodopmMiIeHHIO.

14. 'V pazi mikBigamii (MpUNUHEHHS) JIIEH31aTOM MICHS TPOBAKEHHS
rOCIOAAPCHKOI AISNIBHOCTI 3a SIKUM MPOBAKyBajach AISUIbHICTh 3 BUPOOHUIITBA
(BUTOTOBJICHHSI) JIIKAPCHKUX 3aCO0IB B yMOBaxX amTeKu, onToBa abo po3apiOHa
TOPTIBJISI JIIKAPCBKUMHU 3aco0aMM 3TiAHO 3 OTPUMAHOI0 JIIIEH31€0, JIIIEeH31aT
3000B’sI3aHUNA MPOTITOM CeMH POOOYMX JHIB Bij JHS JIKBIJAIlii TAKOTO MICIIS
IIPOBAKEHHS TOCMOIAPCHKOI AISUTbHOCTI TIOJIATH 10 OPTaHy JIIEH3yBaHHS 3asBY
PO BHECEHHS 3MiH 70 €AMHOrO AEP>KaBHOTO PEECTPY IOPUIUYHUX OCIO Ta
¢bi13ugHUX 010 - TANPUEMITIB y 3B’ SA3KY 13 TPUIUHEHHSIM JiSUTHHOCTI TisUTBHICTD 3
BUPOOHUIITBA (BUT'OTOBJICHHS) JIIKAPCHKUX 3ac00IB B YMOBax anTeKH, ONTOBOI,
PpO31piOHOT TOPTIBJIS JIIKAPCHKUMHU 3ac00aMU 3a TIEBHUM MICIEM ii MPOBAJKEHHS
(momaTok 15 mo mux JIineH31iHuX yMOB).

VY pa3i mikBijamii (IPUNMHEHHS) JIIEH31aTOM MICHSI TTPOBAKEHHS
TOCIIOAAPCHKOI MISUTBHOCTI 3a SIKUM MPOBAKYBajlach JISUTHHICTh 3 BUPOOHUIITBA
JKapChKUX 3aC001B, y pa3i 3MIH BIJOMOCTEH, 110 OB’ s3aH1 3 3MiHOIO 1HhOpMaIrii
Ipo JilleH31aTa, Kl 0yJau BHECEH1 0 €IUHOro Jep:KaBHOIO PEECTPY IOPUIUUHHUX
oci0 Ta GBUYHUX 0Ci0 — MIAMPHUEMIIB, & caMe 3BYKEHHS MEPEIiKy JIKapChKHX
dbopm, 1110 BUPOOISIOTHCS 3a MICISIMU MPOBAJKEHHS TOCIOJAPCHKOI A1STbHOCTI,
mikBigamii (MIPUIMHEHHS) JIIECH31aTOM TMPOBADKEHHS TISJILHOCTI 3a TICBHHUM
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MICIIEM TIPOBAKEHHS ISUIBHOCTI, JIIEH31aT 3000B’S3aHUN MPOTATOM CEMU
poOouMx AHIB BiJl JHS HACTaHHS TAaKUX 3MIH MOAATH 10 OpraHy JILUEH3YBaHHS
3asBY MMPO BHECEHHS 3MiH 10 €IMHOTO0 JACPKaBHOTO PEECTPY IOPUIUIHUX OCIO Ta
(G13M4HUX 0Ci0 - MANPUEMUIB Y 3B’ A3KY 13 IPUMUHEHHSAM AiSUIBHOCTI 32 MEBHUM
MmiciieM ii mpoBakeHHs (mikBimamii) (momatok 16 mo mmx JIirneH31MHUX yMOB).
Jlonatok 10 JdineH3ii miajsrae nepeodopMICHHIO.

VY pa3i mikBigamii (OIpUNMHEHHS) JIIEH31aTOM MICHSI TTPOBAKEHHS
rOCIOAAPCHKOI JISUTBHOCTI 3a SIKMM TPOBAKyBaiach MISUIBHICTH 3 IMIIOPTY
JIKapChKUX 3ac00iB (KpiM aKTUBHUX (DapMalieBTUUHHUX 1HIPEIE€HTIB), Y pa3i 3MiH
BIJIOMOCTEH, IO IIOB’s3aHi 3 3MIHOIO 1H(OpMAaIli mpo JileH3iara, ki Oyau
BHECEH1 J10 €IMHOTO Jep>KaBHOT'O PEECTPY IOPUAMYHHUX OCi0 Ta (Pi3UUHMX OCIO —
HOIJOPUEMIIIB, a caMe JIKBiJalii (MPUIMMHEHHS) JIIEH31aTOM MNPOBaIKCHHS
JISITBHOCTI 32 TIEBHUM MICIIEM ITPOBAJKEHHS JIsUTHHOCTI, JIIIIEH31aT 30008’ 13aHUM
OpOTATrOM CeMH poOOYMX JHIB BIJ JHS TaKUX 3MIH MOAATH JI0 OpraHy
JIIEH3yBaHHA 3asBY TPO BHECEHHsS 3MIH 10 CIHHOTO NEPKABHOTO PEECTPY
IOpUINYHUX 0Ci0 Ta (PI3MYHHUX OCI0 - MIANPHEMINB Y 3B’SI3KYy 13 MPUIMHEHHSIM
JISJIBHOCTI 3a TIEBHUM MicCLIeM 11 ipoBajpkeHHs (JikBiganii) (qomatok 17 go mmx
Jlinenzifinux ymoB). Jlomatok 10 jineH3ii miajsrae nepeogopMICHHIO.

15. ¥V pa3i 3MiH y JoAaTKy A0 JiIEeH311 Ha BUPOOHHUIITBO JIKAPCHKHUX
3ac00iB, MOB’sA3aHUX 31 3MiHAMU OCOOJMBHUX YMOB MPOBAKEHHS TOCIOIAPCHKOI
JUSJIBHOCTI, JIIEH31aT MOBUHEH IOJAaTH 10 OpraHy JIIEH3yBaHHS 3asBy IIPO
3MIHY AOJATKY [0 JIIEeH31i Ha BUPOOHUUTBO JIIKAPCHKUX 3ac001B, MOB’SI3aHY 31
3MIHOIO OCOOJIMBUX YMOB MPOBAKEHHSI TOCIOIAPCHKOI MISIBHOCTI (mogaTok 18
no nux Jlinen3iiHux ymoB). Opras JileH3yBaHHS MHPOTATOM JAECITH POOOYMX
JTHIB TIpUIIMAaE PIlIeHHS 1010 BHECEHHS 3MiH y JJO/IaTOK.

Y pa3i 3MiHM Ta/ab0 JIOMOBHEHHS TMEPENiKy JIKapChKUX 3aco0iB,
JIO3BOJICHUX JI0 IMIIOPTY JIEH31aTy, a TaK0X OCOOJMBUX YMOB IPOBAKEHHS
JISITBHOCTI, JOJATOK MijuIsarae nmepeodopMIIeHHIO, IS bOrO JIIEH31aT MOBUHEH
NOJIaTH 0 OpraHy JilleH3yBaHHA 3asBY PO 3MIHY IOAATKY J10 JIIEH31i 3 IMIOPTY
JiKkapchkux 3ac00iB (mogaTok 19 mo mux JIineH31MHNX yMOB), SIKa PO3TIISIIA€ThCS
OpraHoM JIIIIEH3yBaHHS MPOTITOM JECATH poOouux AHIB. OpraH JileH3yBaHHS
OPOTATOM JECATH poOOYMX AHIB NpPUKMAE PIMICHHA IIOJ0 BHECEHHS 3MIH Yy
JIOJTaTOK.

16. 3asiBa mpo 3BY)KEHHSI MPOBAKEHHS BUAY TOCMOAAPCHKOI AISIIBHOCTI
oopmitoeThes 3a popmMoro, BCTaHOBIEHOO Y AogaTky 20 mo nwux JlineH3iiamnx
YMOB.

17. 3asiBa po pO3LIUPEHHS TPOBAKEHHS BUY TOCIIOAAPCHKOI A1SITbHOCTI
opopmitoeThCS 32 (OPMOIO, BCTAHOBJICHOIO Y noAaTky 21 mo mux JlineH3idHux
YMOB.

Jlo 3asBM TIpO PO3IMIMPEHHS MPOBAKEHHS BUAY TOCIMOAAPCHKOI TiSITLHOCTI
JOJIAI0ThCS IOKYMEHTH, TependayeHi MyHKTOM 7 I[bOTrO PO3JAUTy B YAaCTHHI, Ha
AKY JILEH31aT Ma€ HaMmip PO3IIMPUTHU CBOIO JTISTIBHICTb.

18. 3asBa mpo aHymoBaHHS JileH31i odopmimoeThes 3a  GHOpPMOIO,
BCTAHOBJICHOIO y ToAaTKy 22 10 1ux JIineH31iHux yMoB.
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Po3ain 2. Oprani3zauniiini BUuMoru

1. BupoOHHMITBO JIKapChKUX 3aco0iB, ONTOBa Ta pPO3ApiOHA TOPTriBISA
JIKapChKUMHU  3aco0aMM, IMIIOPT JHKApChKUX 3aco0iB  (KpiM  aKTUBHHX
(dapmalieBTUYHUX IHTPEAIEHTIB) 3A1MCHIOIOTHCS Cy0'€eKTaMU TOCIOIAPIOBAaHHS Ha
mifCTaBl JIiIEeH3li Ha BIAMOBIMHWA BHJ JISJIBHOCTI 332 yYMOBH BUKOHAHHS
KaJIpOBUX, OpTaHi3alliiHUX, IHIIUX CHEIialbHUX BHUMOI, YCTAHOBJICHUX ITUMHU
Jlinen3iiHUMH yMOBaMU. BupOOHMUTBO JIKapChbKUX 3aco0iB, ONTOBa Ta
po3ApiOHA TOPTiBJIS JIKAPCHKUMH 3ac00aMM, IMIIOPT JIKAPCHKUX 3ac00iB (KpiM
aKTUBHUX  (apMalleBTUYHUX  IHTpEII€HTIB) 0€3  HAsABHOCTI  JIIEH3I]
3a00POHSIOTHCSI.

2. JlineHsiaT MOXe€ MPOBAPKYBAaTH BHJ TOCIOJAAPCHKOI ISTIBHOCTI, IO
nijyisirae  JIIEH3YBaHHIO, BHUKJIIOYHO B MEXKax MiCllb  IPOBAHKEHHS
rOCIOAAPCHhKOI AISUTBHOCTI, IO MIUISTAaE JIIEH3yBaHHIO, BIJIOMOCTI TPO SIKi
BHECEHO 70 €JIMHOr0 JEP>KaBHOT'O PEECTPY HOPUANYHUX OCIO Ta (GI3UYHUX OCI0 —
MiANPUEMITIB, Ta BUKOPUCTOBYBATH BUKIIFOYHO TaKl MICIISI Y TIPOBAKEHHI BUIY
roCToIapChKOT AISIIBHOCTI, IO MJIATAE JIEH3yBaHHIO.

3. YV pasi 3akpuTTA MICIsl TPOBAKEHHS MISTBHOCTI I MPOBEICHHS
PEMOHTHUX POOIT, TEXHIYHOT'O TepeoOialHaHHI YU 1HIIMX POOIT, TOB’SI3aHUX 3
BEJICHHSIM TI€BHOTO BUJlY TOCMOJAPCHKOI AISUILHOCTI 3riIHO 1ux JlineH3iiHux
YMOB, JIIIIEH31aT MTOBHHEH MUCHFMOBO MOBIJOMUTH TIPO 1€ OpTraH JiIeH3yBaHHS HE
mi3Hime Hix 32 10 poOounx IHIB BiJl JAaTH MTOYATKY IIUX POOIT.

[Ipo 3akpuTTs MicLs NPOBAHKEHHS JISUIBHOCTI, IKUM € aNTeYHHUM 3aKiaf,
JUISl TIPOBEACHHS PEMOHTHUX POOIT, TEXHIYHOTO TMEepeoOJIalHAHHA YU 1HIINX
poOIT JlilIEH31aT MOBUHEH TaK0X MUCHbMOBO IMOBIJIOMUTH TEPUTOPIAIbHUNA OpraH
opra”y JIIIEH3yBaHHS 3a MICIIC3HAXO/DKEHHSM amNTeYHOro 3aKiIagy y CTpOK,
3a3HAaYCHUN Yy ab3aii IMeprIioMy IbOTO NYHKTY, Ta PO3MICTUTH TIOpST 3
1H(pOpMaIlIEID TPO PEXKUM POOOTH OTOJIOLIEHHS PO JATy Ta MEP1oJ 3aKPUTTS.

He nomyckaeThcsi BHUpOOHHMITBO Ta 30€piraHHs JIKapChKUX 3aco0iB Yy
MPUMILIEHHSIX MICIb MPOBAKEHHS JISJIBHOCTI, SKI 3aKpPUTI JJIS TPOBEACHHS
PEMOHTHHX pOOIT, TEXHIYHOTO TIepeo0IaJHAHHS UM 1HITUX POOIT.

4. YV pa3l BIZHOBJEHHS POOOTH MICHS MPOBAKEHHS iSTIBHOCTI TICTs
MPOBEACHHS PEMOHTHUX POOIT, TEXHIYHOTO MepeoOJaJHAHHS YU IHIIUX POOIT
JineH3iat 3000B’3aHUN MUCHMOBO MOBIIOMUTH TIPO II€ OpPraH JIIEH3YBAaHHS HE
ni3Hinme Hix 3a 10 poOounx JHIB Bij JaTH BIJHOBIEHHS pOOOTH.

[Ipo BigHOBIEHHS pPOOOTH MICI TPOBAKEHHS MiISUIBHOCTI, SKUM €
anTeYHUW 3aKkiajd, TICAsS TMPOBEACHHS PEMOHTHHUX POOIT, TEXHIYHOTO
nepeoOsialHaHHs. YW 1HIIUX poOIT JIIEH31aT TOBUHEH TaK0X MHUCHhMOBO
MOBIJJOMHUTH TEePUTOpIaTbHUN opras Oprany JIEH3yBaHHS 3a
MICIIE3HAXOXKEHHSIM allTEYHOI'0 3aKjaay y CTPOK, 3a3HauyeHul y ab3zalll
NEePIIOMY IHOTO IMMYHKTY.

5. He nomyckaeThcs mpoBeeHHS PEMOHTHUX POOIT Yy IPUMIIIEHHIX MICIb
IPOBAKEHHS ISUTBHOCTI I1]1 4aC BUPOOHUIITBA, KOHTPOJIIO SIKOCTI Ta 30€piraHHs
JIKapChKUX 3aco0iB, sIKI MOXYTh NPHU3BECTU [0 3MIHM YMOB BHUPOOHUIITBA,
KOHTPOJIO AKOCTI Ta 30epiraHHs JIKApChbKUX 3aco0iB, mepeadayeHux
BUPOOHUKOM, Ta JI0 MOTIPIIEHHS 1X SIKOCTI.
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6. JlireHsiaT MOBUHEH 3a0e3MeYUTH OTPUMAaHHS KOPECTOHJICHIII, Y TOMY
YHCIII TIET, 110 HAPABIIAE€THCS OPraHOM JIIEH3YBaHHA Ta HOr0 TEPUTOPIaJIbHUMU
OpraHaMy 3a CBOIM MICIIE3HAXO/KEHHSIM, Ta TOBIIOMIIEHb Yy €IEKTPOHHOMY
BUTJIAI 32 aIpECOl0 €IeKTPOHHOI MOIITH, 3a3HAYEHOI0 y 3asBi PO OTPUMAaHHS
JTEeH3ii.

7. ITig yac mpoBeAEHHS OPTaHOM JlilIeH3yBaHHs ab0 HOro TepuTopialibHUM
OpraHoOM 3aXOfiB KOHTPOIIO 3J00yBau JiileH3ii abo JileH3iaT 3000B’s3aHUMN
3a0€3MeYnTH:

NPUCYTHICTh KepIBHUKA 3700yBaua JileH3ii abo JineH3iata, MHoro
3acTymHUKa a00 1HIIOT YTOBHOBaKEHOI 0CO0H;

JIOCTYII Ha TEPUTOPIIO JileH31aTa abo 3/100yBaya JiieH3ii, y BApoOHHY1 Ta
1HII MPUMINIEHHS, Kl BHUKOPUCTOBYIOTHCS IS MHPOBAKEHHS TOCHOJAPCHKOI
JUSUTBHOCT 3 BUPOOHMIITBA JIIKAPCHKUX 3ac001B, OMTOBOI, PO3APIOHOT TOPTiBII
JIKapChbKUMHM  3aco0aMM, IMIIOPTY JIKAPChKUX 3aco0iB  (KpIM aKTHUBHHUX
dbapmarieBTUYHUX I1HTPEMIEHTIB) i1 OOCTEKEHHsS 1 3'ICYyBaHHS TUTaHb,
0e3mocepeIHbO MOB'SI3aHUX 3 MEPEBIPKOIO;

rapaHTyBaTu 3a0e3leyeHHsl JOCTYIy J0 NPHUMIIIEHb JINEH31aTa, SIKOMY
nepeaaHi Ha 30epiraHHs JIIKapchbKi 3aCOOU.

8. Immopr mikapchbkux 3aco0iB, ONTOBa Ta pO3JpiOHA TOPTIBJIA
JIKapChKUMHU 3ac00aMu  JIOMYCKAEThCS JIMINE 3apeecTpOBAaHUMHU B YKpaiHi
JIKapChKUMU 3ac00aMu, KpiM BUNAJAKIB, nepeadaueHux 3akoHoM Ykpainu «IIpo
JIKapChKl 3aco0W», 3a HasABHOCTI cepTU(IKaTta SKOCTI, IO BHUIAETHC
BUPOOHUKOM (IS SKUX MOXJIMBO (DOpMYyBaHHS, HAsSBHICTH Ta 30epiraHHs B
€JIEKTPOHHOMY BUTJISAI1).

Y Bunmagkax, mnepenbadenux llopsakoM 3MIHCHEHHS — JEp>KaBHOTO
KOHTPOJIIO SIKOCTI JIIKAPChKHUX 3aC001B, 110 BBO3SITHCS B YKpaiHy, 3aTBEPIKEHUM
nocranoBoto Kabinery MinictpiB Ykpainu Big 14 Bepecus 2005 poxy Ne 902
(Odiuiriamii Bicauk Ykpainu, 2005 p., Ne 37, ct. 2297), koxHa cepist JTiKapChKuX
3ac00iB MOBUHHA CYMPOBOXKYBATUCS BUCHOBKOM II[OJIO SIKOCTI.

KoHTpomnb AKOCT1 IMyHOJIOTIYHUX MpeTapaTiB 3A1HCHIOETHCS BIATIOBIIHO 710
MOPSIIKY ~ 3M1MCHEHHS  KOHTPOJIFO 32  BUIMOBIAHICTIO  IMYHOOIOJOTTYHHUX
npenaparis, 110 3aCTOCOBYIOThCS B MEIUYHIA MPAKTHIl, BUMOTraM JIEpKAaBHUX 1
MIDKHAPOJHUX CTaHIApTIB, 3aTBEP/KEHOTO IEHTPAJbHUM OpPraHOM BHUKOHABYOI
BIaAM, 1O 3a0e3neuye (OpMyBaHHS JEp:KaBHOI MOJITHUKU Yy cdepi OXOpOHU
3710pOB'sL.

TopriBisg HESIKICHUMHU JIIKApChKUMH 3aco0aMH, Yy TOMY YHCJl TaKUMH,
TEPMIH MPUAATHOCTI IKUX MUHYB, a00 Ha fKl1 BIICYTHIH cepTU(IKAT SKOCTI, 110
BUJIAETHCS BUPOOHHKOM Ta/abo IMIOpPTEpOM, a00 BUTOTOBJICHUMH AaIlTEKOI 3
NOPYIIEHHSIMU YMOB BUPOOHUITBA, 3a00pOHSAETHCS.

Cy0'exT rocmomaproBaHHs 3000B'si3aHul 30epiratu cepTUQIKATH SKOCTI
BUpOOHMKA Ta/abo immoprepa (Komii Ha ManepoBUX YW CKAHOBAHI Komii Ha
EJIEKTPOHHUX HOCISIX) Ha cepii JIKapChKUX 3aco01B, peayli3oBaHUX CYO'€KTOM
rOCIIOIAPIOBAHHS, TPOTATOM TPbOX POKIB 3 AaTH NMPUAOAHHS.
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VY pa3i 30epiranHs cepTU]iKaTiB SKOCTI y BUIJISNI CKAHOBAHUX KOIMIM
cepTu(ikaTiB JilleH31aT 3000B's13aHUI HaJaTU (HA BUMOTY) iX MamepoBi Komii y
CTPOK He II3HIIIe JBOX pOOOUHX JHIB.

9. TopriBas mikapcbKUMH 3aco0aMu 3IHCHIOETHCS BUKIIOYHO Yepe3
anTeuHl 3aKJIaad, KpIM BHITAJIKIB, MEpeA0AYeHHX ITYHKTOM 3 PpO3IUTy 5 IuX
JlineH31iHUX yMOB.

Anreka Ta 1i CTPYKTYpHI MIAPO3AUIH, aNTeUHU ckiaj (6a3a) € 3aknagamu
OXOPOHH 37I0POB's.

3a00poHsA€TbCS  OUCTAHIIHHA Ta E€JIEKTPOHHAa pPO3JApiOHA  TOPTIBIS
JTIKapChKUMU 3ac00aMH, a TaKOXK MPOJAAXK JIKAPChKUX 3aC001B MOIITOI Ta Yepes3
OyIb-K1 3aKJIa/I¥, KpPIM alTeUyHMX, Ta 11032 HUMH, KpIM BUNIAKIB, Mepea0adyeHnux
OYHKTOM 3 po3aury 5 uux JIileH31iMHUX yMOB.

10. YV npumimieHHSX anTeYyHUX 3akiaiB J03BOJIAETbCS 30epiraHHs
JIKapChKUX 3aco0iB Ta CYNYTHIX TOBapiB, IIO0 HE HajeXaThb JIUEH31aTy, Y
BUMIA/IKaX:

KOJIM TaKl JIIKApChKl 3acO0M Ta CYMyTHI TOBapH 3aKyIUICHI 3a Jep>KaBHI
KOIITH a00 OTpUMaHI SIK I'yMaHITapHa Ta/abo OyaroniiiHa 10IoMora;

KOJM Taki JIKapChKl 3aco0M Ta CYNyTHI TOBapH HajekaTh I1HIIIOMY
JileH3iaty, a JiueHsiatr, uo ix 30epirae, MiATBEpAWB BiANOBIAHICTE BUMOIaMm
HAJICKHOT TPAKTUKH TUCTPUOYIIIi.

30epiranHs JileH31aTaMy B allTEYHUX 3aKjajax TOBapiB, KPIM JIKAPChKUX
3ac001B Ta CYIYTHIX TOBApiB, 3a00POHSIETHCS.

Jlikapceki 3acobu Ta CyHyTHI TOBapu, IO HAAIMIIIA 70 anTeYHOro
3aKjiaay, ONMPUOYTKOBYIOTHCSI TICHS TEPEBIPKU iX (PAKTUYHOI KUIBKOCTI Ta
MIPOBENICHHS BX1THOT'O KOHTPOJIIO SKOCTI, ajie He Mi3Hille HAaCTYITHOTO PoOOY0ro
TTHSI 3 MOMEHTY iX OTpHMAaHHS.

Y  BUpOOHHYMX MNPUMIIMIEHHAX aNTEeYHUX 3aKjIadiB 3a00pOHSAETHCS
30epiraTi Ta BXXKHUBATH OCOOMCTI JIIKAPChKI 3aCO0M, Xap4yoBl MPOAYKTU, Y TOMY
YHCIIl )KyBaJIbHY T'YMKY, HAMoOi, TIOTFOHOB1 BUPOOH, Ta MAJIUTH.

11. JliensiaT 3000B’s3aHUI MPOTATOM Jii JIiIIEH311 30epiraTu TOKYMEHTH
a00 Komii TOKYMEHTIB, SIKi:

MOJIaBAJINCh JO OpraHy JIILEH3yBaHHSA BIANOBIAHO A0 BHUMOI 3aKOHY
VYkpainu «[Ipo mirieH3yBanHs BUIB TOCIIOAAPCHKOL TISITEHOCTIY;

MIATBEPIKYIOTh JTOCTOBIPHICTh JaHMX, IO 3a3HAyYajucs 3400yBavyeM
JineH3ii y JOKyMeHTax, Kl oJaBajucs 0 OpraHy JiIeH3yBaHHS BIAMOBIIHO 10
BUMOT 3akoHy Ykpainu «IIpo niiieH3yBaHHs BUAIB rOCIOAAPCHKOT AISIIBHOCTIY, a
came:

JTOKYMEHTH, $KI TIATBEP/UKYIOTh IPAaBO BJIACHOCTI a00 KOPHCTYBaHHS
OPUMILIEHHSM, 110 3aiiMae Cy0'€eKT rOCroAaproBaHHs abo HOro BiIOKpEeMIIEHUN
CTPYKTYPHHI MiAPO3/I1LT;

TEXHIYHUM MacmopT MNPUMILIEHHS, IO 3aiiMae Cy0'€eKT rOCHOJaprOBAHHS
a00 MOro BIJOKPEMIICHUI CTPYKTYPHUMN MIIPO3/ILIT;

TEXHIYHI TACHOpPTH BHUMIPIOBAJIbHUX TPWIAIIB Ta amapaTiB, MO € B
HasIBHOCTI,
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HasBHICTh JIOKYMEHTIB TMPO CIEIiaJIbHy OCBITY Ta IIiJIBUIICHHS
KBai(ikamlii 3aBiIylHOUOro anTeYHUM 3aKJIaJoM, YTIOBHOBAXKEHOI 0OCOOH,
KEpIBHOTO MEPCOHANTy BUPOOHHUKA Ta/ab0 iMIopTepa JIiKapchbKUX 3ac001B;

MITATHAN PO3KIJIAJ anTeuyHOTO 3aKJagy Ta TPYAOBI KHIXKKH 3aBiIyIOYOTO
anTeyHUM 3aKJIafoM (CTPYKTYpHHUM MiAPO3AUIOM), YTIOBHOBa)XXEHOI 0COOH,
KEpIBHOTO TIepCOHATy BUPOOHHKA Ta/ab0 IMIIOpTEpa JIIKapChbKUX 3ac00i1B;

JOKYMEHTH, IO MIATBEPKYIOTh TMPAaBOBIIHOCHHU MpPAliBHUKIB 13
Cy0'€eKTOM TOCTOJapOBaHHs (HAKa3W NP0 NPHU3HAYEHHS, TPYAOBI JOTOBOpHU
TOIIIO).

12. 3abopoHsieTbes 3MIMCHEHHS KOHTPOJIO, Y 3HAYCHHI, HABEACHOMY Y
crarti 1 3akony VYkpainum «[Ipo 3axuct eKOHOMIYHOI KOHKYpPEHIIi», 3a
JUAJIBHICTIO 3/100yBaya JIIEH31i, JiilleH31ata, [0 MOPOBAJAUTh T'OCHOJAPCHKY
JUSUTBHICTH 3 BUPOOHUIITBA JIIKAPCHKUX 3ac001B, ONTOBOI Ta pO3ApiOHOI TOPTiBIl
JIKapChbKUMHM  3aco0aMM, IMIIOPTY JIKapChKUX 3aco0iB  (KpIM aKTHMBHHUX
dbapmarieBTUYHUX THTPEIIEHTIB) PE3UICHTAMH JCPKAB, 10 31HCHIOIOTH 30pOHHY
arpecito nMpoTu YKpaiHU y 3HA4Y€HHI, HaBeJeHOMY y ctaTTi 1 3akoHy Ykpainu
«IIpo obopony Ykpainu», Ta/abo Aii KX CTBOPIOIOTh YMOBH JJIsi BUHUKHEHHS
BOEHHOT'O KOH(ITIKTY Ta 3aCTOCYBAaHHSI BOEHHOI CHJIM MIPOTH Y KpaiHHU.

VY pa3i JOKyMEHTAJIbHOIO MIATBEPIKEHHS BCTAHOBJIEHHS (PaKTy KOHTPOIIIO
(BUpIIIATHLHOTO BIUIMBY) 3a MIsUTBHICTIO JIIEH31aTa, 10 IPOBAIUTh TOCTIONAPCHKY
JUSJIbHICTh 3 BUPOOHMIITBA JIKAPCHKHUX 3aC0O01B, ONTOBOI Ta PO3apiOHOI TOPTiBIi
JIKapChKUMHM  3aco0aMM, IMIIOPTY JIKapChKUX 3aco0iB  (KpIM aKTHBHHUX
dapmalrieBTUYHUX 1HIPEIIEHTIB), OCI0 1HIIMX JepXkaB, 110 3T1HCHIOIOTH 30pOiHY
arpeciio MpoTu YKpaiHu y 3HA4€HHi, HaBeleHOMYy y cTarTi 1 3akoHy YkpaiHu
«[Ipo obopony Ykpainm», Ta/ab0 aii SKMX CTBOPIOIOTH YMOBH JJIsi BUHUKHEHHS
BOEHHOTO KOHQUIIKTY, 3aCTOCYBaHHS BOEHHOI CHJIM TPOTH YKpaiHH, OpraHoM
JIIEH3YBaHHA MPUAMAETHCA PILIEHHS PO aHYJIFOBAHHS JILEH311.

13. Jlimensiat 3000B'I3aHUN TOBIIOMJISATH OpraH JIIEH3YBaHHS MPO BCi
3MiHH JaHHX, 3a3HAYEHUX y JOKYMEHTax, [0 JOJaBAIHCS J0 3asBU MPO BHIAUY
JineH3ii. Y pa3i BHHUKHEHHS TaKMX 3MiH JIIIeH31aT 3000B'S3aHUN IIPOTIATOM
MICSIIS TTIOJIaTH 10 OpTraHy JileH3yBaHHS BIAMOBIAHE IMOBITIOMJICHHS B TUCHbMOBIN
dopmi.

VY pasi 3miHu cepii Ta HOMepa Macropra JileHsiata - (I3U4HOiI 0co0u -
HIANPUEMIIS, SKUN Yepe3 CBOT peNliriiiHl NepeKOHaHHS B1JIMOBHUBCS BiJl IPUIHATTS
peecTpaiiiHoro Homepa oOJIKOBOI KapTKH IUIATHUKA IOJATKIB, ITOBIJIOMHB PO
1Ie BIAMOBIIHUM OpraH JAep>KaBHOI IMOJATKOBOI CIYXOM Ta Mae BIAMOBIIHY
BIAMITKY y MACIOPTI, BIH HEBIJIKJIAJHO MOJIA€ O OPTraHy JIIEH3yBaHHS TMCbMOBE
MOBIIOMJIEHHS TIPO TaKy 3MIiHY, JOJABIIM JO HHOro Komito ((orokorrito)
nacmopra 3  BIAMITKOIO OpraHy JEepXaBHOiI IOJATKOBOI  CIIyXOW mpo
MOBIJOMJICHHSI TIPO BIIMOBY 4Y€pe3 CBOI pENiriiiHi MepeKOHAHHS BiJ MPUHHATTS
peecTpaliiHoro Homepa o0011KOBOi KapTKH TUIATHUKA MOJATKIB.

Jlinensiat 3000B'A3aHUI NOBIAOMIIATH OpraH JIUEH3YBaHHS NP0 YKIaIaHHS
noroBopy (abo 3MiH JO HbOTO) 3 IHIIIM JIIEH31aTOM, SKOMY, BIJIOBITHO O
TaKoro JOTOBOPY, MEPEatoThCs Ha 30€epiraHHs JIIKapchki 3ac00HU, 13 3a3HAYCHHSIM
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iHopMalii Tpo cyO’eKTa TOCHOJAPIOBAaHHS, 3 SKUM YKJIAJIeHO JOTOBIp,
PEKBI3UTIB I0rOBOPY, aAPECH allTE€YHOr O CKIaay.

Po3ain 3. BuMoru moao mpoBaKeHHsI ToCHmoJAapchbKoi JisIbHOCTI 3
BHPOOHHUIITBA JIIKAPCHKHUX 32C00iB

1. BupoOHHMITBO JIKapChKUX 3ac00iB 3JIIMCHIOETHCS 3a HASBHOCTI
3aTBEP)KCHUX  JIIIEH31aTOM: JIOCh€ BUPOOHMYOI AUIBHUIIL abo  JI0ChE
JOCTIKYBAHOTO JIIKAPCHKOTO 3acO0y MJIsi KIIIHIYHUX BUMPOOYBaHb, BUPOOHUIOT
peuenTypyd 13 BIJNOBIIHUMHU TEXHOJOTIYHUMU Ta I1HIIMMHU 1HCTPYKLISIMH,
3aTBEP/DKEHUMH BHUPOOHHWKOM, 3 JOJCpPKaHHSIM BUMOTI YWHHOI Jlep>kaBHOI
®dapmakoriei YkpaiHu Ta/a00 1HIIUX HOPMATUBHO-TEXHIUHHMX JIOKYMEHTIB, SIKI
BCTaHOBJIIOIOTh BUMOTH JI0 JIIKAPCHKOIr0 3ac00y, HOro yrakoBKH, YMOB 1 TEPMiHIB
30epiraHHs Ta METO[iB KOHTPOJIIO SIKOCTI JIIKAPCHKOTO 3aC00Yy.

BupoOHHITBO JiKapChbKuX 3ac001B 31MCHIOETHCA 3 JOAEP’KaHHSIM BUMOT
3a3HAYCHUX JOKYMEHTIB Ta YMHHOI HACTAaHOBU 3 HAJEXKHOI BUPOOHUYOI
NPaKTUKW, TapMOHI30BaHOT 13 3akoHomaBcTBoM €C. VY pasi 31iiicCHEHHS
BUPOOHUIITBA TOTOBUX JIIKAPCHKUX 3aco0iB i3 ¢dopmu «in bulky BupoOGHHUIITBO
Bciei mpoxaykuii «in bulk», ska BHKOPHUCTOBYETHCS y MpoIieci BHPOOHHUIITBA
JIKapChKUX 3ac00iB, MOBMHHO BIJNOBIJJATH BUMOraM YHMHHOI HACTAaHOBH 3
HAJIC)KHOT BUPOOHUYOT MPAKTHKHU.

BupoOHUKH JTiKapChbKHUX 3aco0iB  IPOBAAATh pealizaimilo Ta OITOBY
TOPriBII0 TNPOAYKLIi BJIACHOIO BHUPOOHMIITBA HA MiACTaBl JIUEH31 Ha
BUPOOHHUIITBO JIKaPCHKUX 3aC001B

2. IlpuMimeHHs uisi BUPOOHUUTBA JIKAPCHKUX 3ac00iB MOBHUHHI OyTH
PO3MIIIIEHI Ta BIOPSJAKOBaHI BIAMOBIIHO IO TEXHOJOTIYHHUX 30H: BHPOOHUYUX,
CKJIaJICBKUX, KOHTPOJIIO SIKOCT1, JIOMOMIKHHUX.

BupoOuuui npumiiieHHs (30HH) - OPUMIMIEHHS, Y SKUX BHUPOOJSAIOTHCH,
KOHTPOJIIOIOTHCS, MAKYIOTHCS, MAPKYIOThCS JIIKApChKi 3aCO0MU.

CkmajachbKi 30HW - TIPUMIIICHHS JUISI TIPUAHSATTS, CKJIQJAyBaHHI Ta
30epiradHs, y TOMY 4YHCII KapaHTHHHOro 30epiraHHs, BimOopy mpol mis
KOHTPOJIFO SIKOCT1, BIANMYCKY CHUPOBHHHU, JOTOMIXKHUX PEUOBHMH, MaTepialiB Ta
TOTOBHUX JIIKAPCHKUX 3aC001B.

30HU KOHTPOJIO SKOCT1 - MPUMIMIEHHS JJIsI KOHTPONIIO ((PI3UKO-XIMIYHUX
MOKa3HUKIB Ta MIKPOOIOJIOriYHOro, O10J0T1YHOTO, KIIIHIYHOTO) CHPOBHUHU,
MaTepialiiB, MPOMIKHUX MPOAYKTIB, KOHTPOJIO B X0/II BAPOOHHIITBA Ta KOHTPOJTIO
SIKOCT1 TOTOBHX JIIKAPCHKHUX 3aCO01B.

JIOTIOMIXHI 30HM - TPUMINIEHHS, HEOOX1IHI JUIsi O0OCIyrOBYBaHHS
MIPOBEICHHS TEXHOJOTTYHOTO TPOIECY, Kl HE BXOASATh Y BUPOOHMUI, CKIAJCHKI
30HU 1 30HM KOHTPOJIIO SIKOCTI Ta BiJIOKpEMJIEH1 BiJl HUX (MalCTEpHi, KIMHATU
BIJIMOYUHKY, iJanbHI, YMHUBaJbHI, TyaJleTH, TPUMIIICHHS JUIsi YTPUMaHHS
TBapHH).

3. Jlinensiar 3000B's13aHUI 3/11MICHIOBATH BUPOOHUIITBO JIIKAPCHKUX 3aCO01B
TaKUM YHWHOM, 100 3a0e3MeUuTH BiAMOBITHICTh JIIKAPCBKUX 3ac00iB  iX
MIPU3HAYECHHIO, BHUMOT'aM HOPMAaTUBHHX (aHaMITUYHUX, TEXHIYHHX,
TEXHOJIOTIYHUX) JJOKYMEHTIB, PEECTPAIlIfHOTO T0ChEe a00 TOChE JTOCITIIKYBAHOTO
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JIKapCchbKOro 3aco0y IS KIHIYHUX BUIPOOyBaHb abo0  crerudikalii,
3aTBepmkeHnx MO3 YkpaiHu, Ta BUKIIOUATH PU3UK JJISI TAIIEHTIB, MOB'SI3aHUN
13 HEIOCTaTHROKO OE3IEKOI0, SIKICTIO YM €()eKTUBHICTIO JIKAPChKHUX 3aC001B.

Jlns iboro Mae OyTH BCEOIYHO po3poliieHa 1 MpaBUILHO (YHKIIIOHYHOYA
dapmarieBTHYHA CUCTEMA SIKOCTI, M0 BKIIOYAE HAICKHY BUPOOHUTY MPAKTUKY Ta
yOpaBIIiHHS pU3WUKaMH I sAKocTi. Llg cmcrema wMae OyTH  TIOBHICTIO
JOKYMEHTOBaHa, a il €QEeKTUBHICTh — MPOKOHTPOJbOBaHAa. Bcl wacThHM
dbapmarieBTUYHOI CUCTEMHU SKOCTI MalOTh OyTH HaJIeKHUM YMHOM 3a0e3MnedeHi
KOMITIETEHTHUM TEPCOHAJIOM, JIOCTaTHHOK KUIBKICTIO BIATMOBIIHHUX MPUMIIIEHbB,
oOnmagHaHHS 1 TEXHIYHUX 3aco0iB. BmacHuk mineH3ii Ha BHUPOOHHUIITBO U
YnoBHoBakeHa(i) ocoba(u) BimmoBimHo 10 crtarti 20 3akoHy Ykpainu «IIpo
JILEH3YBaHHA BHJIB TOCIOAAPCHKOI JISUIBHOCT» 3a MPOBAIXKEHHS BUIY
roCTOapChKOl  JISIBHOCTI, IO IMMJJATae JIIeH3yBaHHIO, 0e3 JileH3ii uu
3M1MCHEHHS] TaKUX BUJIIB TOCIOAAPCHKOI MISUIBHOCTI 3 MOPYIIEHHSM YMOB
JIIEH3yBaHHA HECYTh aJMIHICTPAaTUBHY  BIANOBIAAJBHICTh, NepeadaueHy
Konekcom Ykpainu rmpo aaMiHICTpaTHUBHI MPABOIOPYIICHHS.

4. JlineHs3iaT MOBMHEH MaTW KBaji()iIKOBAaHUM IMEpPCOHAT 3 MPAKTUYHUM
JIOCBIIOM pOOOTH y KUIBKOCTI, JOCTaTHIM sl 3a0€3MEUeHHS HaJeXHOTO
BHUKOHAHHS BCIX 3aBJIaHb, ITOB'I3aHUX 3 WOr'0 JISJIBHICTIO.

5. OpranizariiifHa cxema Ta oca 0Bl IHCTPYKIIT MalOTh OyTH 3aTBEPIKEHI
minensiatoM. Jlo KepiBHOTO TIepcoHaNy HajeXaTh KEpIBHUK BHUPOOHUIITBA,
KEepIBHUK BTy (MIAPO3a11y) KOHTPOJIIO SKOCTI, YTOBHOBa)keHa(1) ocoba(un).
KepiBHuii mepcoHan TOBWUHEH TMpaIfOBaTH BIAMOBIAHO 10 BHYTPIIIHBOTO
TPYIOBOTO PO3MOPSAAKY Ta BAMOT 3aKOHOJABCTBA MPO MPAITIO.

6. KepiBHuii mepcoHan Ta IHII TPaI[iBHUKA TOBUHHI BHUKOHYBATH
NOKJIaJIEHI Ha HUX OOOB'A3KM 3riAHO 13 MOCAAOBUMH IHCTPYKUISIMH 1 MaTtu
BIJIITOB1HI TOBHOBAKEHHS JUIA 1X BUKOHAHHSA.

7. KepiBHUK BUPOOHUIITBA Ta KEPIBHUK BIAAUTY (MIAPO3ALITY) KOHTPOIIO
SIKOCT1 TTOBUHHI OYTH HE3aJIeXH1 OJWH B1J] OJTHOTO.

8. JlimeHsiaT mOBMHEH 3a0€3MEUUTH HABYAHHSI BCHOT'O TMEPCOHAIY,
00O0B'SI3KM SIKOTO TependayaroTh nepeOyBaHHS y BUPOOHMYMX 30HAX Ta 30HAX
30epiranHs a00 B KOHTPOJBHHX JlabopaTopisx (BKIIOYAOYHM TEXHIYHUN 1
OOCITyroByIOYMI TIEpCOHAN, a TaKOX CHIBPOOITHUKIB, $SKi 3J1HCHIOIOTH
npuOUpaHHs), Ta 1HIIOTO IMEPCOHANY, ASUIBHICTH SIKOTO MOXE BIUIMHYTH Ha
SIKICTh TIPOTYKITII.

9. KpiMm OCHOBHOrO HaBUaHHS IIOJI0 TeOpii 1 MPAKTUKH CHUCTEMU
ynpaBiiHHS AKicTIo Ta GMP, koxkeH npuiiHATHI Ha poOOTY CHIBPOOITHUK
MOBMHEH MPONTH HaBYaHHS BIAMOBIIHO JI0 3aKpIIUICHUX 3a HUM OOOB'A3KIB.
[ToTpiOHO TakoX MPOBOAMUTH MOAAJIbIIE HABYAHHS, NEPIOJUYHO OL[IHIOIOYH HOro
NpakTUYHY eQEeKTHBHICTh. MaroTh OyTHM HaBYalbHI TPOTPaMH, 3aTBEPIKEHI
BIJIMOBIIHO 200 KEPIBHUKOM BUPOOHHUIITBA, a00 KEPIBHUKOM BIJILITy KOHTPOJIIO
akocTi. HeoOXx11HO 30epiratu MpoTOKOIM HaBYaHHS.

10. Joctyn y BUpOOHUYI MPUMIIIEHHS (30HM) 1 30HU KOHTPOIIIO SKOCTI
NOBMHEH OyTH JO3BOJICHWHM YIOBHOBO)XCHOMY Ha II€ MEpcoHAlTy i
KOHTpoOtoBaTucs. BinBimyBadi Ta/abo mpailiBHUKH, K1 HE MPOUIUIM HaBYaHHS,
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MIOBHHHI IMOTMEPEIHbO MPOUTH THCTPYKTAXK, 30KpeMa 00 TITEHIYHUX BUMOT JI0
NIepCOHATy 1 BUKOPUCTAHHS 3aXHCHOTO OJIATY, Ta MOXKYTh OTPHMATH JOITYCK JIO
TaKMX TPUMINIEHb (30H), 3a HEOOXIAHOCTI, 3a HASIBHOCTI BIAMOBIIHOTO
CYTIPOBOJY.

11. ITpu npuitHATTI HA POOOTY KOKEH MPAIIBHUK, JAISUTBHICTH SKOTO MOXE
BIUTMHYTH Ha SKICTh NPOAYKIli, MPOXOAUTh MEIWYHE OOCTEKEHHSI, a B
MOJAJBIIIOMY - TEPIOAWYHUN MEAWYHWA OIS 3TiIHO 3 BUMOTaMH
3aKOHOJIaBCTBA.

12. KoxxHa oco0a, sika BXOAUTh Y BUPOOHWY]1 MPUMIILIEHHS (30HU) Ta 30HU
KOHTPOJIFO  SIKOCTi, TIOBMHHAa HOCHUTH 3aXUCHUW OJAr, IO BiANOBITAE
BUKOHYBAaHUM HEIO TEXHOJIOTTUHHMM oriepairisiM. KoMIIeKTHICTb, TEPMIHUA 3aMiHU
Ta NpPaBWJIA MIATOTOBKM TAKOIO OJArY MOBHHHI OyTHM BHU3HAUYEHI 1 3aTBEPKEHI
JIIEH31aTOM 3T1IHO 13 BCTAHOBJIICHHMM HUM TOPSIKOM Ta 3 ypaxyBaHHSIM BUMOT
HAJI)KHOT BUPOOHUYOT MPAKTUKH.

13. ¥V nineHsiata mOBWHHI OyTH BCTAHOBJICHI Tirl€HIYHI BUMOTH, IO
BIJIMOBIIAIOTh BHUIY MJISJIBHOCTI, SKMM TIPOBaaUThCs, Ta 3a0e3MeueHo ix
norpuManHsa. L[i BUMOrM TOBWHHI, 30KpeMa, BKJIIOYATH BUMOTH JI0 CTaHY
3JI0POB'sl TMIEPCOHAIY, TITEHIYHUX MPOIEAYP 1 TEXHOJOT1YHOro onary. Jlinensiart
NOBUMHEH MAaTH JIOKYMEHTAIlll0 3 TirieHu nepcoHany. JIileH3iarT NOBUHEH BXKUTHU
3aX01H, fAKi O rapaHTyBaJId, HACKUIBKH II€ MOXKJIMBO, OO KOJCH MPAIiBHUK 3
1H(DEKIIMHUM 3aXBOPIOBAHHSAM a00 paHaMH Ha BIAKPUTUX IUISHKAX Tijga HE OyB
3alHATHI Y BUPOOHUIITBI JIIKAPCHKUX 3aCO01B.

14. Mae 6ytu 3a00pOHEHO iCTH, )KyBaTH, ITMTH, TAJTUTH, a TAKOXK 30epiraTtu
XKy, Harmoi, TIOTIOHOBI BHUPOOM Ta OCOOHMCTI JIKapChKi 3aco0U y BUPOOHUYMX
30HaX, 30HAX KOHTPOJIIO SIKOCTI 1 30HaX 30epiranns. MaioTe OyTu 3a00pOHEHI BCl
i1, sIK1 TOPYIIYIOTh TIr€HIYHI BUMOTH yCepeanuHl BUPOOHUYUX 30H a00 B OYy/b-
AKIM THII1H 30H1, SIKIIO BOHH MOXYTh HETATUBHO BIUIMHYTH HA AKICTh MPOIYKIIII.

15. IlpumimenHs Ta  oOJaJHaHHA  MalOTh  PO3TAIIOBYBATHCH,
IIPOSKTYBATHCSI, KOHCTPYIOBATHUCS, MPUCTOCOBYBATHUCS M €KCIUTyaTyBaTUCS TaKUM
YUHOM, 11100 BOHHU BAMOBiAaIM BUPOOHUYIUM OIlepallisM, SKi B HUX MPOBOASATHCS.
[TpumimenHs cmig npubupatd 1 Ae3iHGIKyBaTH BIAMOBIAHO 10 3aTBEPKCHUX
BIJITOBIHOIO ITOCAJ0BOI0 OCOOOI0 JIilleH31aTa MUCHhbMOBUX METOAUK. OCBITICHHS,
TeMIlepaTypa, BOJOTICTh 1 BEHTWIALIS TIOBHHHI BIJANOBIJIaTH BHUMOTaM
HOPMATHUBHO-TEXHIYHUX JIOKYMEHTIB 1 HE MOBHMHHI YHWHUTU HECHPUSITIUBOIO
BIUTMBY HI Ha JIKAapChKi 3aco0M TiJ 4ac ix BHPOOHMIITBA i 30epiraHHs, HI Ha
TOYHICTh (DYHKITIOHYBaHHS 00JIalHaHHSI, HI HA TIPAIliBHUKIB.

16. TIlpumimieHHd TOBMHHI OyTHM OCHall€HI TaKUM YHHOM, II100
3a0e3meuyBaT MaKCUMaIbHUM 3aXUCT BiJ IPOHUKHEHHS B HUX KOMaxX Ta TBapHH.

17. IloBuHHI OyTH BXKHTI 3aXO0Jl{, L0 3aM00Irat0Th BXOAY Y MPUMILIEHHS
CTOPOHHIX 0ci0. BupoOHWY1 30HM, 30HU KOHTPOJIO SKOCTI, CKJIQJChKiI 30HH HE
NOBUHHI BHUKOPUCTOBYBATUCS $K MPOXIAHI JJI TMEpCOHANLY, KM y HHUX He
IpALIoE.

18. He MoxHa 31HCHIOBATH OJHOYACHO a0 IMOCIIJOBHO POOOTH 3 PI3HOIO
OPOAYKIIEI, B TOMY CAMOMY NMPUMIIIEHHI, 33 BUHATKOM THX BUIIAJIKIB, KOJIHU HE
ICHy€ PU3MKY TEperuTyTyBaHHsA a0o0 MepexpecHOi KoHTaMiHallii. 3a J0MOMOTOk0
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BIJIMOBITHOT KOHCTPYKINT Ta eKCIUIyaTallli BUpOOHWYUX TEXHIYHUX 3acO0IB s
BCI€I MPONYKLII Mae OyTH TMOIEpEeIKEeHa IMepexpecHa KOHTaMIHAaLis. 3axolu
IOJI0 3armo0iraHHs IepexXpecHid KOHTaMmiHallli MaroTh CITIBBIJIHOCHTHCS 3
pusukamu. JIsi OIIHKM Ta KOHTPOJIIO PHU3UKIB CIiJ 3aCTOCOBYBAaTH MPUHLHUIA
YIPAaBIIIHHAS PU3HKAMU TSI SIKOCTI.

3aJie’kHO Bijl PIBHA PU3UKY AJIsl onepailiii BApOoOHUITBA Ta/abo MaKyBaHHS
MOXYTh OYyTM HEOOXIIHUMHM CHELIaJbHO NpPHU3HAYE€HI MPUMIIIEHHS Ta
oOJajHaHHs, MO0 KOHTPOIIOBATU PU3UK, CTBOPIOBAHUM JCSIKUMH JIIKAPCHKUMU
npenapaTamm.

Jlist BUpOOHUIITBA HEOOXIJIHI CIEMIaJIbHO TMPU3HAYEHI TEXHIYHI 3aco0w,
SIKIIO JIIKAPCHKUI Mpenapar siBjsie COO00 pU3UK BHACIIIOK TOTO, I110:

1) pu3uk He MOKe OyTH a/IeKBaTHO KOHTPOJIHOBAHUM POOOYMMH 3aX0JaMHU
Ta/a00 TEXHIYHUMH 3aco0aMu, abo

2) HAyKOBI JiaHI 3 TOKCHUKOJIOT1YHOI OI[IHKM HE JOBOJISATH, 110 PU3HK €
KOHTPOJIHOBAaHUM (HANPWKIAQA, ajepreHHa [isl CHIBHO CEHCHOUTI3yIOUHX
PEYOBHH, TaKUX SIK OeTa-j1akTamu), abo

3) BIONOBIAHI PIBHI 3aJMIIKOBOI KUIBKOCTI, OTpUMaHl B pe3yJbTari
TOKCHKOJIOTTYHOT OITIHKH, HE MOXYTh OYyTH 3a/I0BUIHHO BU3HAUYEHI 3a JIOTIOMOT'OF0
BaJIJTOBAHOT'0 AaHAIITUMHOTO METO/Y.

BuroTtoBiieHHsI CEHCHOUTI3yIOUMX PEYOBHH, TAKWX, SK MEHINWIIHA a0o
nedaaoCmopuHu, CliA 3AIACHIOBATH B CHEI[aJIbHO MNPU3HAYEHHUX [JIS LBOTO
BUPOOHWYMX 30HAX, SIKI MOXYTh BKJIIOYAaTH NPUMIIIEHHS, OOJagHAHHS Jis
00pOOKH MOBITPS 1 TEXHOJIOT1YHE 00IaHAHHS.

3a00poHsA€eTbCS BUPOOHULITBO Ta/ab0 30epiraHHsl TEXHIYHUX OTPYT, TAKUX
K TECTIMHUINA (32 BUHATKOM THX, 110 BUKOPUCTOBYIOTHCS [IJIi BUPOOHHUIITBA
JIKapChKUX IMpenapariB) Ta repOiluad, y 30HaX, BUKOPUCTOBYBAHUX s
BUPOOHUIITBA Ta/a00 30epiraHHs JIKapChbKUX Mpenaparis.

19. PosramyBaHHS NpHUMIIEHh TMOBUHHE BIANOBITATH IOCITOBHOCTI
BUKOHAHHS OMepaliil TEXHOJOrIYHOrO0 MpOLEeCy 1 BUMOIraM piBHIB YHCTOTH,
YHEMO>KJIUBIIOBATH TEPEXPEIIEHHS TEXHOJOTTYHUX, MAaTepiaJbHUX Ta JIOJICHKUX
MOTOKIB.

20. P03TaH_IYBaHH}I H KOHCTPYKIIis HpI/IMIIJ_[eHb 1 oOJlalHaHHA TOBUHHI
3BOJIMTH JI0 MIHIMyMYy pH3UK TIOMWIOK 1 3a0e3leuyBaTd MOXKJIHMBICTh
e(pEKTUBHOTO OYMIIEHHS  OOCIYrOBYBaHHS 3 METOIO BHKIIOUEHHS MEPEXpecHOl
KOHTaMiHaIlli, HaKOMWYEHHS iy abo Opydy, OyIb-IKUX HECHPHUSTIUBHUX
dakTopiB s skocTi  mpoaykiii. IlpumimienHs # - oOiajHaHHS, 110
BUKOPUCTOBYIOTBCS JUISI TEXHOJIOTIYHUX OIepauniid, SKi € KPUTUYHHMH II00
SIKOCT1 TIPOJIYKIIii, TOBUHHI TPOUTH BIANOBIAHY KBaidikarito. [IpuminieHHs ais
NaKyBaHHS JIIKAPCHKUX 3aC001B MOBUHHI OyTH PO3TAlllOBaHI TAKUM YMHOM, 11100
YHUKHYTH TUTyTaHUHU a00 mepexpecHoi KoHTamiHaiii. OnopspKeHHs TPUMIIICHb
MOBMHHO BIJIMOBIAaTH BU3HAYEHUM PIBHAM YHUCTOTH. BHYTpINIHI MOBEpPXHI
(cTiHM, migyiora 1 CTeNsd) TMOBUHHI JIETKO W e(EeKTUBHO OUMINATUCS 1
ne3iH(iKyBaTUCA.

21. PoGoui TpyOONpOBOAM, OCBITIIOBAJIbHI TPWIAAN, BEHTWIALINHE
yCTaTKyBaHHS Ta 1HIII CHCTEMH OOCIYrOBYBaHHS MOBHMHHI OyTH pO3TalloBaHi
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TakKUM 4YUHOM, 1I00 He Oyno 3ariubieHb, M0 YCKIAJHIOIOTH OYUIIEHHS.
OO6nanHaHHA Ta TPyOONPOBOAM MOBHHHI OYTH YITKO MMPOMapKOBAaHI.

22. CroxkM TIOBMHHI OYTH BIANMOBIAHUX PO3MIpIB 1 oOmagHaAHI IS
3ano0iraHHs 3BOPOTHOMY NOTOKY. HeoOX1JHO YHHMKAaTH BIJKPUTUX 3TUBAIbHUX
®KO0J00iB; SKIIO BOHM HEOOXiMHI, TO TOBHHHI OYTH HETIMOOKMMH IS
MOJICTIIICHHSI OYHUIIISHHS 1 Ie31H(eKIIii.

23. BupoOHuYi mnpumilieHHsi (30HU) MOBHHHI BEHTUJIIOBATUCS 1 MaTH
3aco00M I KOHTPOJIIO MapaMeTpiB TOBITPsI BIAMOBIIHO 10 YMOB MPOBEICHHS
TEXHOJIOTTYHOT' O TPOLECY, TEXHOJOTTUHHUX OTEepPaLliid.

24. 3BaXyBaHHSI BHUXIJIHOI CUPOBHHHM IOBHHHO TPOBOAMUTHCS B OKpPEMIit
KiMHaTI (30H1), MPU3HAYEHIN SIS I[OTO.

25. Y Tux BUINAJKaX, KOJIU BIAOYBAETHCS YTBOPEHHS MUY (HAPUKIAT 1]
yac BiI0Opy MpoO, 3Ba)KyBaHHS, 3MIIIYBaHHS TOINO), MOBUHHI OyTH BXKHUTI
3amo01kH1 3aX0AM 100 3aM00IraHHs epeXpecHii KOHTaMiHAaIlll Ta MOJIereHHs
OYUIIICHHS.

26. Cxknaachki 30HM TMOBHHHI 3a0€3MEYUTH YIOPSIKOBaHE 30epiraHHs
PI3HHX KaTeropiii marepiajiB 1 NPOAYKLIi: BUXIJHOI CHPOBHHH, MAKYBAJIbHUX
MarepiajaiB, MNPOMDKHOI, Hepo3hacoBaHOi Ta TOTOBOI MPOAYKIi, a TaKOXK
npenapariB, MIO0 3HAXOASATHCS Yy KapaHTHHI, JO3BOJEHUX /IS BHUIIYCKY,
BiTOpPaKOBaHUX, MOBEPHYTHUX a00 BIAKIMKAHUX.

27. CxnajchKi 30HM MOBUHHI OyTHM YHCTUMH 1 CYXHMMH, B HMX TOBHHHA
OIATPUMYBATUCS HEOOX1AHA i 30epiraHHs JIKapChKHUX 3aco0iB, MaKyBaJbHHUX
MaTepialiB, CHPOBHUHM, JOMOMDKHHMX MarepianiB Temmeparypa. CKIaachbKi
OPUMIIIEHHS] TOBUHHI OyTHM 0O0JIaJHAHI CHUCTEMOI MPUILTUBHO-BUTSHKHOI
BEHTWJIAIIT TIOBITPS 3 MEXaHIYHUM CIIOHYKaHHSM Ta/a00 IHIMUMHU 1HXKEHEPHO-
TEXHIYHUMH 3aco0amu 1S 3a0e3nedueHHs] HeOOX1THUX YMOB 30€piranssi, siKi ciij
HiATPUMYBATH, IEPEBIPATH 1 KOHTPOIIOBATH.

VY 30Hax mpuiiMaHHSA Ta BIJBAHTAKEHHS IOBHHEH OyTH 3a0e3medeHHit
3aXMCT MaTtepiaiiB 1 NPOAYKIi BiJl BILTUBY OTOJHUX YMOB.

28. [loBunHa OyTH OKpema 30Ha IJis BinOOpYy MpoO BUXIAHOI CHPOBUHHU.
Axmio BigOip mpoO 31HCHIOETHCS B 30H1 30epiraHHs, TO TO HOro CIiJl MPOBOIUTH
TaKUM YUHOM, 11100 3ano0IrTi KOHTaMiHallii a00 nepexpecHiid KOHTaM1HAIli1.

29. CunbHOAIOY1, OTPYHHI PEYOBHHH, HAPKOTUYHI 3aCO0HM, NICUXOTPOIHI
pPEYOBUHU 1 MpeKypcopu abo MPOAYKIIIO, IO iX MICTUTb, CHif 30epiratu B
0e3meyHnX 1 3aXMINEHUX 30HaX BIJAMOBIAHO 70 BCTAHOBICHUX 3aKOHOIABCTBOM
BUMOr. JlJis CHJIBHOMIIOUMX, OTPYWHHUX PEYOBUH, HAPKOTUYHHUX 3aCO0iB,
NCUXOTPOIHUX PEYOBUH 1 MPEKYypCOpiB a00 MPOAYKLIi, IO iX MICTUTh, IOBUHHO
3a0e31euyBaTUCh BEACHHS IMPEIMETHO-KUIBKICHOTO OOJIIKy Ha BCIX eTamax
BUPOOHUIITBA.

30epiraHHs  JIIKQpChbKUX 3aco0iB, $AKI MICTATh HAPKOTHYHI 3aco0W,
MICUXOTPOITHI PEUOBUHHM 1 TPEKYPCOPH, 3IIMCHIOETHCS 3a HASBHOCTI JIIEH311
BIJIMOBIIHO JI0 MYHKTY 22 4YacTWHU mepiioi ctatti 7 3akoHy Ykpainu «lIpo
JIIEH3YBaHHA BHJIIB TOCIOJAPCHKOI ISIIBHOCTI»: KYJIbTUBYBAHHSI POCIHH,
BKJIOUeHUX A0 Tabmumi [ Ilepeniky HapKOTHMYHHUX 3ac00iB, NCUXOTPOIHHUX
PEYOBHH 1 TIPEKYPCOpPIB, 3aTBEPIKEHOTO IocTtaHoBor Kabinerom MiHicTpiB
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VYkpainu Bin 6 tpaBua 2000 poky Ne 770 (Odiuiitauii BicHuk Ykpainu, 2000 p.,
Ne 19, cr. 789), po3poOiieHHs, BUPOOHHIITBO, BHUTOTOBJICHHS, 30€piraHHS,
NEepeBe3CHHs, MpUAOaHHsA, peanizailis (BIAMYCK), BBE3EHHS Ha TEPUTOPIIO
VYKpaiHu, BHUBE3€HHS 3 TepuTopii VYKpaiHM, BUKOPUCTAHHS, 3HUILEHHS
HApPKOTHUYHHUX 3aC00iB, MCUXOTPOMHUX PEUOBHH 1 MPEKYpPCOPIB, BKIIOUYCHUX JIO
3a3HaueHoro Ilepeniky, - 3 ypaXyBaHHSIM OCOOTUBOCTEH, BU3HAYCHHX 3aKOHOM
VYkpainu «[Ipo HapkoTHUHI 3aCO0U, ICUXOTPOIMHI PEYOBUHU 1 IPEKYPCOPH».

30. MaroTh OyTH CTBOPEHI YMOBHU JIJIs O€3MEYHOr0 1 HAIHHOTO 30epiraHHs
JPYKOBAHMX MaKyBaJIbHUX MaTepialiB.

31. CupoBuHa, maTepiaiu, 10 HAAXOANATH, 1 TOTOBA MPOIYKINA TICHsS ii
oJlep>kaHHs ab0 3aBeplIeHHs] BUPOOHMIITBA /10 BUaul Y TOBHOBAKEHOIO 0CO00I0
JI03BOJIy Ha BUKOPHUCTaHHS y BUPOOHUIITBI a00 BUIYCK (peasi3alliio) MOBUHHI
yTpUMYyBaTUCS B KapaHTHWHI 3a JOMOMOTOI0 pO3JAUILHOrO 30epiranHs abo
BIJIMOBIIHUX OpraHi3allliHUX 3axOJIB B YMOBAax, BCTAHOBJICHUX HOPMAaTHUBHO-
TEXHIYHOIO JIOKYMEHTAITIETO.

Skmio kapaHTHH 3a0e3medyeThcsl TIUIbKU 30€piraHHAM MPOJYKII B
OKpEMHMX 30Hax, TO TaKl 30HM NMOBUHHI OyTH 4ITKO MapkoBadi. [locTyn y Taki
30HU Ma€ OyTH JO3BOJICHHM TIIKM YIOBHOBOXKEHOMY Ha IIe mepcoHany. bynb-
SKa CHUCT€Ma, 10 3aCTOCOBYETHhCS 3aMICTh (PI3MUYHOrO KapaHTUHY, Mae
3a0e3medyBaTy piBHOIIIHHY Oe31eKy.

32. Konu 3akymnoByeTbcsl IpOMiKHA 1 Hepo3dacoBaHa MPOIYKIIIA, 3 HEIO
pH OIEP’KaHHI HEOOXITHO MOBOJUTHUCS SIK 13 BUX1JHOK CUPOBUHOIO.

Bubip, kBamidikarlisi, 3aTBEpXKEHHS MMOCTA4YaIbHUKIB BUX1HOI CUPOBUHHU
Ta MATPUMYBAHHS BIIHOCUH 3 HUMH, a TAKOXK 3aKYIIBJIs Ta CXBaJICHHS BUX1HOI
CUPOBHHH MAarOTh OyTH 33JIOKYMEHTOBAHI K 4YacTWHA (PapMareBTUYHOI CUCTEMU
SIKOCTI.

PiBeHp Harisgy Mae BIAMNOBIJATH pPU3UKaM, TMOB'SI3aHUM 3 OKPEMUMU
pedoBuHamu. Crij 30epiraTd J0Kas3u, MO MIATBEPIKYIOTh CXBAJICHHS KOXKHOTO
nocTadajibHuKa / MaTepiany. BupoOHHK JiKapchKoro 3acoly, 110 3HAXOJIUTHCS B
VYkpaini, mae 30epiraTé TPOTOKOIM IIOJ0 JaHIfOra IMOCTa4aHHS Ta MOro
MIPOCTEXKYBAHOCTI1 JIsl KOXKHOI JIIF0Y01 PEUOBUHU (B TOMY YHMCII JIIF0Y01 PEUOBUHU
K BHMXIJHOI CHPOBHHM); LI HPOTOKOJM MaroTh OyTH goctynHuMH. HeoOxigHO
NPOBOJUTH AayJIUT BHUPOOHHUKIB 1 AUCTPUO'IOTOPIB [IIOUMX PEUOBUH ISt
HIATBEPKEHHS JOTPUMaHHS HUMM BIJNOBIIHUX BHUMOI HAJIEKHOI BUPOOHUYOL
NPAKTUKA Ta HAJISKHOI TPAaKTUKH AUCTpuOymii. BrmacHuk minensii Ha
BUPOOHHUIITBO MTOBUHEH MEPEBIPUTH JTOTPUMAHHS LIMX BUMOI abo cam, abo uepe3
oprasizailito, 1110 Ai€ BiJ HOro iIMeHi BIAMOBIAHO JO KOHTPAKTY.

33. VYci peyoBuHHM, Marepiaid 1 MNPOAYKIS TOBUHHI 30epiratucs y
BIJIMOBITHUX YMOBAax 1 y BU3HAUEHOMY JIIIEH31aTOM MOPSAKY AJis 3a0e31eUeHHs
MOJILTY 3a CepisiMU (MapTiIMK) 1 0OOPOTHOCTI CKIIAACHKOTO 3armacy.

34. JlabopaTopii 3 KOHTPOJIIO SIKOCTI MOBHHHI OYTH BI1JIOKpEMJICHI BiJ
BUPOOHUYUX MPUMIIIEHDb (30H), MAaTH B HAABHOCTI BIAMOBIAHI 1 MPUJATHI IO
JUTst 30epiraHHs 3pa3KiB JIKapChbKUX 3aC001B.
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[IpuMmimieHHs, y SKUX YTPUMYIOThCS TBapWHHU, IMOBUHHI OYTH 130JIbOBaHI
BIJ IHIIMX 30H, MAaTH OKPEMHH BXiJ (JOCTyHn AO TBApWH) 1 OKpPEMI CUCTEMU
I1ITOTOBKH TTOBITPS.

35. JomomixkHi 30HU (KIMHATH BIJAMOYMHKY, iajbHI, TyaJeTH Ta 1HII)
MOBUHHI OyTH BiJOKPEMJICHI BiJl BAPOOHUYHX, CKJIAJICHKUX 30H Ta 30H KOHTPOJIO
SIKOCTI.

36. JlineHsiaT MOBMHEH MaTW HEOOXiJHE BUpPOOHWYE OOJATHAHHS, SIKE
MOBUHHO BIJAMOBIIATM BUMOTaM HOPMAaTHUBHO-TEXHIYHHX JOKYMEHTIB, CBOEMY
(YHKII0HATBbHOMY MPU3HAYEHHIO BIAMOBIIHO A0 TEXHOJOTYHOIO MpoLEecy Ta
OyTH BCTaHOBJICHE ¥ 1IEHTU(]IKOBAHE TAKUM YHUHOM, 1100 HE JOMYCTUTU PU3UKY
IIOMIJIOK a00 KOHTamiHalii.

37. 3acobu BUMIPIOBAJIbHOI TEXHIKA MOBUHHI MaTH BIJIMOBIHUMN J11a1a30H 1
TouHicTh. Lli 3aco0m depe3 BH3HAYEHI MIKMOBIPOYHI IHTEPBAIM MiAJATAIOThH
Jep>KaBHIM MOBIPII BIJIMOBIIHO /10 BUMOT 3aKOHO/IaBCTBA.

38. VcTaHOBKM Mg MIATOTOBKM BOMW 1 CHUCTEMHU 11 PO3MOALTY CIIA
NPOEKTYBATH, KOHCTPYIOBAaTH W EKCIUTyaTyBaTH Tak, 100 3a0e3MneyuTH HajiiHe
NOCTaYaHHS BOJM BIIOBIIHOI SIKOCTI, IEpe0aYeHOi TEXHOIOT1€0 BUPOOHUIITBA.

39. Cramionapai TpyOONpoBOaM MalwTh OYyTH YITKO MapKOBaHi 13
3a3HAYCHHSAM IXHBOTO BMICTY, Ha HUX TOBHHEH OYTH TO3HAYEHUH HAIPSIMOK
HOTOKY.

40. JlineHsiaT TOBMHEH MaTH JJIs 3A1MCHEHHS JiSUTBHOCTI YHWHHY
HOPMAaTUBHO-TEXHIYHY JOKYMEHTallllo, JOKYMEHTallll0 13 CTaHJIapTu3alli
JIKapChKUX 3aC001B, a TAKOXK JTOKYMEHTH, 1110 MiITBEPKYIOTh 3M1MCHEHHS OyIb-
AKO1 JISTBHOCTI 3 BUPOOHHUIITBA JTIKAPCHKUX 3aC001B, Y TOMY YHCIHI crienudikanii
a6o MKJI, meronuku (ctaHmapTHI omepariiiHi MPOLEaypH TOIIO), MPOTOKOIN
(>KypHasu, 10Che cepii).

41. 3a3HayeHl NOKYMEHTH Ta 3MIHHM /10 HUX MOBHHHI OyTH 3aTBEpIKEHI,
IIMCaH] Ta 1aTOBaH1 YIIOBHOBKCHUMHU Ha I1e 0co0aMHu JTireH31aTa.

42. JlineH3iaT MOBUHEH CTBOPUTH M MIATPUMYBATH CUCTEMY JOKYMEHTAIIl,
3aCHOBaHY Ha crenudikaimisXx, BHUPOOHHYMX pEIEnTypax, TEXHOJIOTTIHUX
IHCTPYKIISIX Ta IHCTPYKISIX 3 TMaKyBaHHS, METOAMKAX, MPOTOKOJAaX, IO
OXOIUTIOIOTh BUKOHAHHS PI3HHX TEXHOJIOITYHMX ornepauiid. JJOKyMeHTH NMOBHHHI
30epiraTucs MpoTAroM YCTAaHOBJIEHOTO JJIs IIUX JOKYMEHTIB TepMiHYy. MeToauku
JUIsL 3arajbHUX TEXHOJIOIIYHMX oOmepamiii 1 yMOB iX IPOBEIECHHS IOBUHHI
30epiratucs Ta OyTH JOCTYITHUMHU Pa30M 13 TPOTOKOJIAMH BUPOOHHUIITBA KOXKHOI
cepii. Lleit mepenik JOKYMEHTIB IOBHHEH JO3BOJSTH TMPOCTEKUTH 1CTOPIIO
BUPOOHHUIITBA KOKHOI cepii.

43. IIpoTokosn BUPOOHHUIITBA CEpil JOCTIIKYBAHOTO JIKAPCHKOTO 3aco0y
NOBUHEH 30€piraTucs He MEHIIE M'ATH POKIB MICsl 3aBepIIeHHs a00 MPUIUHEHHS
OCTaHHBOT'O KJIIHIYHOT'O BUMPOOYBAHHS, Y IKOMY CEpPisi BUKOPUCTOBYBAIACS.

44. JlokyMeHTaIlll0, IO TMPOTOKOJIOE BUPOOHHUIITBO (MPOTOKOJIH),
HEOOX1JHO YKJIAJaTH 1 KOMIUIEKTYBATH MiJ 4ac KOXKHOI TEXHOJIOIIYHOI oneparii
(mii), mo 3maificHIoeThcs. Ha KOXKHY BUTOTOBJIEHY cepito abo YacTHHY cepii
HEOOX1JHO 30epiraTd MNPOTOKOJM ii BHUPOOHMIITBA, NAKyBaHHS Ta BHITYCKY
(peamizartii). Lli mpoToOKoOIM MOBUHHI 30€piraTucss He MEHIIE OJHOTO POKY ITiCHA
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3aKIHUYCHHS TEPMIHY MPHUIATHOCTI cepil TOTOBOI MPOAYKINI a00 HE MEHIIE M'STH
POKIB MicJsl BUJaul Y TOBHOBXXEHOIO 0COOOI0 JI03BOJIY HA BUITYCK (peasizalliio),
npu 1bOMY OOWpaeThcs OuTbIIUK 3 TepMiHIB 30epiransas. Kputuuny
JIOKYMEHTAIIII0, BKJIIOYAlOUM TMEPBUHHI JaHl (HaNpUKIaA, 10a0 Bajijaaiii ado
CTaOUIBHOCTI), K1 MiATBEPKYIOTH 1H(POpPMAIliI0 y pPeeECTPaAIiiHOMY JOChE, CITiT
30epiraTu JIOKU JIi€ peeCTpaliiftHe MOCB1TYCHHS.

45. YV pa3l SKmo 3amiCTh HUCBMOBHUX JIOKYMEHTIB BHKOPHUCTOBYIOTHCS
CUCTEMU €NeKTPOHHOI, hoTorpadiyHoi abo 1HIIOI OOPOOKH AaHMX, JIIIEH31aT Ma€e
OPOBECTH BANiJAIl0 TaKUX CHCTEM, II00 NPOAEMOHCTPYBaTH, WO JIaHl
BIJIMIOBITHO MOXYTh OyTH 30€pexeHl MPOTIroM YCTAaHOBJICHOTO TEPMIHY
36epiranHs. JlaHi, 30epekeHi IMMU CUCTEMaMH, TOBHHHI OyTH B JIOCTYIHIN Ta
3po3yminiii Gpopwmi. Jlani, mo 30epiraroTbesi B €NeKTPOHHINA (opMi, MTOBUHHI OyTH
3aXUIIEH] TaKUMH METOJaMHU, SIK KOIIIOBaHHS a00 CTBOPEHHS PEe3epBHOI KOMii,
NepeMIleHHs] Ha 1HIIUWA HOCIA Jyis 30epiraHHsi, 110 TMOMNepeakae BTpaTy ado
BUTIpaBJeHHs AaHuX. JlileH3iaT MOBWHEH NPOBOAUTH KOHTPOJIBHI TEPEBIPKU
30epeKEeHHS IIUX JTaHUX.

46. TexHOJOTrIYHMIA TPOLIEC MOBUHEH MPOBOJUTUCH y MPU3HAYEHUX IS
IIOIO0  BUPOOHMYMX MPUMIIIEHHAX Ha  BIAMNOBIJIHOMY TEXHOJOTIYHOMY
oOJlalTHaHHI 3TIAHO 13 3aTBEP/KCHOI0 JIIIEH31aTOM HOPMATUBHO-TEXHIYHOIO
JIOKyMEHTAIli€r0. YCi omeparii TEeXHOJIOTTYHOT'0 TMPOIeCy Mae€ 3AINCHIOBATH 1
KOHTPOJIFOBATH JIOCTATHSI KUJIBKICTh MPAIiBHUKIB 3 BIJIMOBITHOIO KBaTi(iKaIlI€O.

47. bynb-sike HOBE BUPOOHHUIITBO JIKAPCHKUX 3ac00iB ab0 3Ha4yHa 3MiHA
TEXHOJOTIYHOTO TIPOIleCYy MaroTh MNpoWTH Bamijamiio. Kputuuni cramii
TEXHOJIOTTYHOI O MPOLECY MOBUHHI Mi//IaBaTHCs NEPIOAUYHIN peBaiJaLli.

48. byap-sxi 11i, TpOBENIEHI 3 PEYOBMHAMU, MaTepialaMH 1 MPOMYKIIIETO,
Takli SK OJepXaHHS, KapaHTWUH, BiAOIp mnpod, 30epiraHHs, MapKyBaHHS,
BUTOTOBJIEHHS, pO3MOJALI, O0OpoOKa, NaKyBaHHsS, [OBHHHI 3A1MCHIOBATHUCA
BIJIMOBIIHO 10 BCTAHOBJIICHUX JIIIEH31aTOM MeETOAMK abo IHCTPYKIiH Ta
POTOKOJIIOBATHUCS.

49. TloBuHHI OyTH BXKHTI BIJIOBiTHI TeXHIYHI a00 OpraHi3alliiiHi 3aXO[IH,
100 YHUKHYTH IEPEeXpPECcHOi KOHTaMIHAIl 1 TUIyTaHWHH. Y pa3l BUPOOHHUIITBA
JOCHIIKYBaHUX JIIKAPChKUX 3ac00iB 0COOJIMBAa yBara MOBHHHA OyTH MpHILJICHA
CTaJIsIM KOJXYBaHHS MPOTYKIIII.

[lepexpecHiid KOHTaMmiHAIll caifg  3amodiratv, MOPUAUIAIOYM — yBary
KOHCTPYKIII1 mpuMiiieHsb Ta obnagHanus. e Mae cympoBoKyBaTUCS YBAarow J10
PO3pOOKK TPOLIECY Ta BIPOBAHKEHHSAM OYy/b-SKUX BIAMOBIAHUX TEXHIYHUX Ta
OpraHizalliiHMX 3axo[IB, BKJIIOYarO4M €(EKTHUBHI Ta BIATBOPIOBaHI MpPOLECH
OYUIIEHHS Ta KOHTPOJIb PU3UKY MEPEXPECHOI KOHTaMiHAIIl1.

JUIs OLIHKM Ta KOHTPOJIIO PHU3UKIB MEPEXpPecHOl KOHTaMIHalli, 10
NPE/ICTaBlICHI BUPOOIIOBAHOIO TPOIYKIIIEIO, CIIiJI BUKOPUCTOBYBATH IPOIIEC
YOpaBIiHHA pU3WKaAMU JJIs SKOCTI, IO BKJIIOYA€ B ce0e€ OIIHKY CHJIU Jii Ta
TOKCUKOJIOTTYHUX BJIACTUBOCTEH. TaKoX CIiJ NPUWHATH A0 yBaru Taki (hakTopu:
KOHCTPYKIIiSl TEXHIYHUX 3ac001B / 00MaJHaHHS Ta X BUKOPUCTAHHS, TEPCOHAT 1
MaTepialbHUM ~ TOTIK,  MIKPOOIOJOrIYHUN  KOHTPOJb,  (PI3MKO-XIMIiYHI
XapaKTEPUCTUKU JIFOY0i PEYOBUHH, IMapaMeTpH TEXHOJOTIYHOTO MPOIIECy,
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MPOIIECH OYMINCHHS Ta aHAJIITHYHI MOMKJIMBOCTI CTOCOBHO BIJIMOBIIHUX MEXK,
BCTAHOBJICHMX 3a pe3yibTaTaMH OIIHKK MPOAYKIli. Pe3ymprar mpomecy
YOPAaBIIHHS pPU3UKAMH IS SIKOCTI Mae€ OyTH OCHOBOIO JUIS BU3HAYCHHS
HEOOXIJHOCTI CHEeLladbHOrO MPU3HAYEHHS MNPUMILICHb Ta OOJaJHAHHS IS
KOHKpPETHOI mpoxaykimii abo rpymm mpemapariB, a TaKOX CTYNEHS TaKol
HeoOximHocTi. [le Moxe BkitouaTu B ce0e crerfiaabHe MpUu3HadYeHHs JIeTale, 1110
KOHTaKTyIOTb 3 TPOJYKIli€l0, abo chemiagbHe TMpU3HAYEHHS BUPOOHUUYUX
TEXHIYHHUX 3aC001B BIIJIOMY. 32 YMOBHU OOIPYHTYBaHHS MOKE OyTH MPUHHATHUM
0OMEXEHHS BUPOOHHYOI AISUTbHOCTI BIIOKPEMIIEHOI0 aBTOHOMHOIO BUPOOHUYOIO
30HOI0 B MEXaxX 0araToIIbOBUX TEXHIYHUX 3aCO01B.

Pe3synpTaTr nporiecy yrnpaBiaiHHS PU3UKaMU JIJIsl IKOCTI Ma€ OYTH OCHOBOIO
JUISl BU3HAYEHHSI CTYNEHS TEXHIYHUX 1 OpraHi3allliiHUX 3aX0/l1B, HEOOX1THUX JJIs
KOHTPOJIIO PU3HUKIB TepexpecHoi KoHTamiHallli. 1{e Moke BKIrouaTH Taki 3aX0/u,
ajsie He 0OMEXYBaTUCSI HUMU

50. IIpomec BUpOOHMIITBA AOCTIIKYBAaHUX JIKAPCHKUX 3aCO0IB MMOBHHEH
MPOUTH BaIJAIl0 y TOMY 00Cs31, 10 € BIAMOBIAHUM JJIsI TIEBHOI CcTaaii Horo
po3poOku. Bamigamiro  MarTh  OpOMTH  NpPUHANMHI  KPUTHYHI  CTajli
TEXHOJOTIYHOTO TMpoIecy, THUNy cTepwiizamii. Yci cramgii B po3podmi ¥
BIIPOBQ/PKEHHI ~ TEXHOJOTIYHOTO  MpOLeCY  MOBUHHI ~ OyTM  TOBHICTIO
JTIOKYMEHTOBAaHI.

51. KoHTposib MEpPBUHHOTO 1 JPYKOBAaHOTO MaKyBaJIbHOTO Marepiaiy, a
TaKOXX MOBOJKEHHS 3 HHUM MOBHUHHI MPOBOAUTHUCH 3TIAHO 13 3aTBEPIKCHUMU
JIIEH31aTOM METOINKAMHU.

52. JlpykoBaH1 Matepiaiu MOBUHHI 30epiratucs B O€3MEYHUX yMOBaX, ILIO
BUKITIOYAIOTh JIOCTYIl CTOPOHHIX 0ci0. Po3pizani eTukeTkw W iHII po3pizaHi
JIPYKOBaHI Marepiajiu HeoOXigHO 30epiraTd 1 TpaHCHOPTYBaTH B YMOBAaX, IO
3ano0iranu 0 ix nepemnyryBaHHIO. [lakyBanbH1 MaTepiayii TOBUHHI BUABaTUCS
JUIsT BUKOPHCTAHHS YIMOBHOBAXKEHMM Ha 1€ TIEPCOHAJIOM BIAMOBIAHO [0
3aTBEPHKEHO] JIIIIEH31aTOM METOAUKH.

53. IlpoctpoueHuii abo Takuii, 1O BUUIIOB 13 YKUTKY, NMEPBUHHUNA ab0
JIPYKOBAHHMM MaKyBaJIbHUI Marepiajl HEOOX1JHO 3HMINYBATH, a (DAKT 3HUIIEHHS
IPOTOKOJTFOBATH.

54. KoHTposb SKOCTI TOTOBOI MPOAYKIIli MOBUHEH MPOBOAUTHUCH 3TITHO 13
MeToMKamu, Bu3HaueHnMu MKSI ta/abo cnienmdikaiisimu.

55. Ilicns Bugadi Y mOBHOBa)KEHOIO 0COOOIO JTiIeH31aTa 103BOIY Ha BUITYCK
(peanizallifo) TOTOBY MPOAYKIIK HEOOXigHO 30epiraTh SIK NPUAATHUN IS
peanizarllii 3anac B ymoBax, ycraHoBiaeHux MKS ta/abo cnenudikariiero.

56. BinbpakoBaHi pe4yOBHUHH, MaTepiaau 1 MPOAYKIliS MOBUHHI OYTH YITKO
MapKOBaH1 i 30epiraTucsi OKpeMo B 30HaX 3 OOMEKEHHUM JOoCTynoM. bynb-ski i
3 HUMH TTIOBUHHI OyTH 3alIPOTOKOJILOBAaHI1 YIIOBHOBAKEHUM Ha 11€ TIEPCOHATIOM.

57. KoxHuii mileH3iaT TMOBHMHEH MaTH BiAAUT (MAPO3/17I) KOHTPOJIIO
SIKOCT1, 32 BHMHSITKOM BUMNAJIKIB, 3a3HAYEHUX Yy MYHKTI 58 1bOro po3auly, y
PO3MOPAIKEHHI SKOTO € OJHa a0 JIeKUIbKa KOHTPOJBHUX Jabopartopiil. Lleit
BIAAUT (MIAPO3/1J1) TOBUHEH (PYHKIIOHYBAaTH HE3aJE€XKHO BIJ 1HIIMX BIAJLIIB, a
fioro maboparopiss TMOBMHHA OyTH aTeCTOBaHAa BIJMOBIMHO JO TMOPSIKY
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MIPOBEJICHHS Tally3€BOi1 aTecTarlii 1adbopaTopid 3 KOHTPOJIO SKOCTI Ta Oe3IMeKu
JIKapChbKUX 3ac00iB, 3aTBEPKEHOT0 IEHTPAIbHIUM OPTaHOM BHUKOHABYOI BIIAJIH,
1o 3a0e3neuye GOpMyBaHHS JIep>KaBHOI MOJITUKH Y chepl OXOPOHHU 310POB'S.

58. ¥V pasi BicyTHOCTI Yy JIleH31aTa BJIACHOTO BiAAuLTY (MiAPO3ALTLY)
KOHTPOJIIO SKOCTI a00 OKPEeMOro BHUMPOOYBAJLHOTO OOJIATHAHHS YU 3ac00iB
BUMIPIOBAJIILHOI ~TEXHIKM JJisi 3a0e3ledeHHs aHali3y SKOCTI 3a BciMa
nokazHukamu, nepeadaueHnMu MKS, KOHTpOb SIKOCTI MOXe 3]11MCHIOBATUCH 32
JIOTOBOPOM 3 JIa0OpaToOpi€r0, aTECTOBAHOIO BIATOBIIHO 0 MOPSAKY MPOBEICHHS
rajgy3eBoi aTecrallii JlabopaTopii 3 KOHTPOJIO SIKOCTI Ta OE3MEeKU JIKaApPChKHUX
3ac0o0iB, 3aTBEPIKEHOrO0 IEHTPaJbHUM OPraHOM BHMKOHABUOi BIAAM, IO
3abe3reuye GopMyBaHHS JIEPKABHOI MOJITUKHU y chepl OXOPOHH 3/I0POB'S.

59. IlpumimieHHs ¥ 0O0JIaJHAHHA KOHTPOJIbHMX JabopaTropiii NOBUHHI
BIJITIOBIZIATH BUMOTaM JI0 BUIIPOOYBaHb, SIK1 MPOBOJATHCS B IIUX JTa0OPATOPISX.

60. Kourtponp y mnpoueci BUpPOOHHMIITBA, y TOMY YHCIlI 1 TOH, WIO
BUKOHYETHCSI Y BUPOOHUYOMY TPHUMINICHHI (30HI) BUPOOHUYUM TIEPCOHATIOM,
HEOOX1THO 3MIMCHIOBATH BIJAMOBIIHO JO 3aTBEPKCHUX METOJIB, a HOro
pe3ynbTaTH - NpoToKoItoBaTH. [lepBUHHI 1aHl, 3aIKCOBaHI B TAKUX JTOKYMEHTaX,
SK J1abopaToOpHI XKypHaIu Ta/ab0 MPOTOKONM, IMMOBHHHI 30epiraTucs Ta OyTH
JOCTYITHUMU JJI1 O3HAHOMIICHHS.

Metonu BumpoOyBaHb MalOTh NPOWTH Bamijaiii. Y mabopartopii, ae
3aCTOCOBYIOTh METOJI BHUIIPOOYBaHHS 1 J€ HE MPOBOJWUIM TMEPBICHY BaiJaIlio,
CJIIJI MPOBECTU BepU(IKalilo MPUAATHOCTI METOAY BUIpoOyBaHHA. Bcel omepariii
IIOJI0 TPOBEJACHHS BUMPOOYBAaHb, OMHUCAHUX Y PEECTPAIiHHOMY JO0CKE abo
TEXHIYHOMY J1I0Ch€ , HEOOX1THO TPOBOJUTH 3T1AHO 3 3aTBEPA)KEHUMH METOJaMHU.

61. Ilepen Bumayer0 YMOBHOBAXKEHOIO OCO0O0I0 J03BOJY Ha BHUITYCK
(peanmizawio) abo 3acTOCYBaHHsS cepli y KIIHIYHUX BUMNPOOYBAHHAX OILIIHKA
rOTOBOI MPOAYKIIi MOBHHHA OXOIUTIOBAaTH BC1 YMHHHUKHU, BKIIOYAIOYH YMOBH
BUPOOHUIITBA, PE3YyNbTaTH BUNPOOYBaHb y TMPOIECI BUPOOHUIITBA, OIS
BUPOOHMYOI JOKYMEHTalii (BKJIIOYAIOUM JOKYMEHTAIll0 3 MaKyBaHHA),
BIJIMOBIHICTh CHieNU(IKaIlisiM Ha TOTOBY MPOAYKIIIO 1 TEPEBIPKY OCTATOUHOTO
rOTOBOTO TakKkyBaHHsS. bBynb-fka JOKYMEHTallisl IIOAO KOHTPOJIO SIKOCTI, sKa
HAJIEKUTh J10 IMPOTOKONY cepli, MOBUHHA 30epiraTUCsi HE MEHILIE OJHOI0 POKY
MICJIsT 3aKIHYEHHSI TEPMIHY MPUAATHOCTI cepii a00 He MEHIIE M'ATU POKIB MICIsS
BUJIaul J03BOJY Ha BUMNYCK (peali3ailiio), Npu LHbOMY OOUPAETHCA OUIBIIUN 3
TEepMiHIB 30epiraHHsl.

62. KoHTpobH1 3pa3ku KOKHOT cepii TOTOBOI MPOAYKINIT Ta TOCTIIKYBaHUX
JIKapChKUX 3aco0IB  HEOOX1AHO 30epiraTh y CHOXUBYMX NAKyBaHHIX Y
PEKOMEHIOBaHUX YMOBaX OJIMH PIK TICsA 3aKiHYEHHS TEPMIHY MPHIATHOCTI.
3pa3ku BUXIAHOI CUPOBUHHU (KpIM PO3YMHHUKIB, ra3iB 1 BOJM) Ta MaKyBaJbHHUX
MaTepiaiiB ciig 30epiraTu HE MEHIIE HIX JBa POKU IMCIS BUIYCKY cepil
MPOJYKIIIi, SKIIO 1€ JO03BOJISE iX CTaOLIbHICTh. KOHTPOJBHI 3pa3Ku CHPOBUHU,
MaTepiaiB 1 MPOAYKIII MOBUHHI OyTHM B JOCTaTHIA KUIBKOCTI, IO JO3BOJISE
3MIMCHUTH iX TOBHUYM MOBTOPHUN KOHTPOJIb HE MEHIIIE HIXK Y JIBOX TTOBTOpax.
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63. VYci omepamii m0A0 TNPOBEICHHA BUMNPOOYBaHb, OIMNUCAHUX Y
JOKYMEHTAaX pPEeeCTPalliHOrO JOCh€, HEOOXIIHO TPOBOAUTH 3TAHO 13
3aTBEPKEHUMHU METO/IaMH.

64. TrapuHH, IKUX BUKOPUCTOBYIOTH JJISI IPOBEICHHS BUTTPOOYBAHB 3TiTHO
13 3aTBEP/KCHUMH BIAMOBITHO 0 3aKOHOAABCTBA METOJUKAMHU, YTPUMYIOTHCS 1
KOHTPOJIIOIOTBCS TaKUM YHHOM, 11100 3a0e3nmeunTH I1X TPHIATHICTD IS
3aIlJIAaHOBAHOTO BHUKOPHUCTAaHHsS. TBapuHM TOBUHHI OyTH 1I€HTU(]IKOBaHI.
JlineH3iaT MOBWMHEH BECTH HAJICKHHUM YHHOM IPOTOKOIH, IO BIATBOPIOIOTH
ICTOPIIO X BUKOPUCTAHHS.

65. JlieHsiaT MOBMHEH CTBOPHUTH CHCTEMY IMPOTOKOJIIOBAHHS 1 PO3TISIY
peksiamariiii Ta epeKTUBHY CUCTEMY IIBHUIKOIO BIAKIWKAHHS JIKAPChKUX 3aC001B
3 MEpEeXi ONTOBOI Ta PO3APIOHOI TOPTiBAl (A1 JOCHIIXKYBAaHUX JIIKAPCHKUX
3aco0iB - 3 KIIHIYHUX 0a3). Y pasi BIIKIUKAHHS cepii JIKapChKUX 3aco0iB, IO
noB'si3aHe 3 ii AKICTIO Ta 0€3MeKolo, JILEH31aT MOBUHEH MOIH(OpPMYBaTH OpraH
JIIEH3yBaHHA Ta, Y pa3l €KCHOPTY, BIAMOBIIHI YIMOBHOBa)XEHI OpraHH IHIINX
KpaiH.

66. Jlinensiar  3000B'i3aHUN  MPOBOAWTH  CAMOIHCIEKIli, 1100
KOHTPOJIIOBATH BIIPOBA/KCHHS W JOTPUMAHHS HAJEXKHOI BUPOOHUUYOI MPAKTHUKU
JUISl BU3HAYEHHSI HEOOX1THUX 3aMO01KHUX Ta KOPUTYBaIbHUX A1k, CaMOiHCTIEKITis
NMOBMHHA  TIPOBOAMTHCS  YIMOBHOBAKEHWMHU  JIIEH31aTOM  HE3aJIICKHUMU
KOMIIETEHTHUMU  INTaTHUMU  TpalliBHUKaMU  3TIAHO 13 BCTAHOBJIECHUMU
JIEH31aTOM METOAMKaMU. 3a HEOOX1THOCTI MOKe OyTH NPOBEICHUN HE3aIeKHUN
ayIUT eKCIepTaMHM IHIIMX YyCTaHOB Ta opradizamii. [IpoBemeHHss Bcix
caMOIHCHEKII1 HEOOX1THO POTOKOIIOBATH.

67. 30BHIIIHA (AyTCOPCUHTOBA) JiSITBHICTb.

Byab-sKy MisUTbHICTH, Ha SIKY TOIMIHUPIOETHCS YNHHA HACTAHOBA 3 HAJICHKHOT
BUPOOHMYOI MPAKTHKM, 110 TrapMOHI30BaHa 13 3akoHonaBcTBoM €C, 1 sika €
30BHIITHBOIO0 (AyTCOPCHHTOBOK)), HEOOXITHO BIiAMOBITHUM YHWHOM OITMCYBATH,
NOTO/I)KYBaTH 1 KOHTPOJIIOBATH, 11100 YHUKHYTH HEMOPO3YMiHb, SIKI MOXKYTb CTaTH
IPUYMHOI HE3aJ0BUIBHOI sSKOCTi mpoxaykiii abo mistibHOCTI. HeoOxigHa
HasIBHICTh NMHCbMOBOTO KOHTPAKTy MIK 3aMOBHMKOM 1 BHUKOHABIIEM, Y SIKOMY
YITKO BU3HAYE€HI OOOB'SI3KU KOXKHOI CTOPOHH. Y CHUCTEMI YHOPABIIHHA SKICTIO
3aMOBHHMKAa Ma€ OyTH dYITKO BCTAHOBJICHO TIOPSJIOK Ji Ta IIOBHA
BIJIMOBIIAJIBHICTh Y TTOBHOBXKEHOI O0COOM, IO BUAAE JTO3BIJ HA BUIYCK KOXHOI
cepii mpomyKIIii.

VYci 3axoam 11040 30BHINIHBOT (AyTCOPCUHTOBOI) JISIIBHOCTI, BKIIFOYAIOUU
OyIb-SK1 3alpONOHOBAHI 3MIHU TEXHIYHMX a00 1HIIUX YMOB, CJiJ 3/1MCHIOBATH
BIJIMOBITHO JI0 YWMHHUX PETYISTOPHUX BHUMOI Ta PEECTPALIMHOIO JIOCKE Ha
BIJIMOBIJHY MPOAYKIIIIO, SKIIO HEOOX1THO.

SIKII0 BJIACHUK PEECTPAIlifHOTO TMOCBIIUYEHHS 1 BUPOOHHMK HE € OJHIEI0
0Cc00010, MK HUMHU Ma€ OyTH yKJIaJeHUHN BIIMOBIAHUN KOHTPAKT.

3aMOBHHMK NMOBHHEH KOHTPOJIIOBATH 1 MEPEBIPATH J1i BUKOHABLA, a TaAKOX
BIIPOBA/KEHHSI HUM OY/Ib-sIKOTO HEOOX1HOTO MOJITIIIECHHS.

VY KOHTpakTi Mae OyTH YITKO ONUCAHO, XTO € BIAMOBIIAJILHUM 32 KOXHUN
eTan 30BHIMIHBOI (ayTCOPCHHTOBOI) MISUTBHOCTI, HANPUKIAA, YIPaBIIHHS
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3HAHHSIMU, TIepeladyy TEXHOJOrii, 3a0e3leueHHs JIaHLIora  IOCTaBOK,
CyOKOHTpakTHY MAISUIBHICT, SKICTh 1 3aKYIIBIKO MaTeplaiiB, 3a MPOBEACHHS
BUMIPOOYBaHb Ta BUJAYy JI03BOJY HA BHKOPUCTAHHS MaTepiaiiB, 3a BEACHHS
TEXHOJOTTYHOI O MPOLECY Ta KOHTPOJIb SIKOCTI (BKJIIOYAIOUM KOHTPOJIb Y IpOLEC]
BHPOOHUIITBA, BIIOIp MpoO 1 aHATI3).

Bci npotokonu, moB's3aHi 13 30BHINIHBOIO (2yTCOPCUHIOBOIO) JISUIBHICTIO,
HAOpHKJIaA: NPOTOKOJIM BUPOOHUUTBA, aHaNI3y Ta JUCTpUOYIIi, a TaKoXK
KOHTPOJIBbHI 3pa3Kku MarOTh 30epiraTucsi y 3aMOBHHKA a00 OyTH HOMY JOCTYIIHI.
Byap-siki mpOTOKONM WIOAO OIIHKM $KOCTI NPOAYKIII y pa3i MpeasiBICHHS
npereHs3ii abo mepegdadyBaHoro Opaky, abo TpH po3CHigyBaHHI y pasi
nependadyBaHoi ¢anbcudikarmii TpoayKIlii MarOTh OyTH JOCTYITHI 3aMOBHHKY 1
TOYHO BU3HAUEHI B MOTO BIAMOBIAHUX METOAUKAX.

VY Bumanky BUPOOHUIITBA 32 KOHTPAKTOM BHMKOHABEIlb TOBHHEH MaTH
JIEH3110 Ha MPOBAKEHHS TOCMOAApChbKOl AISUIBHOCTI 3  BUPOOHHUITBA
JTIKapChKUX 3ac00iB. Y Cl JOMOBIEHOCTI MO0 BUPOOHMIITBA Ta aHAJI3Y MOBUHHI
BinnmoBimatu  JlieH31MHUM  yMoOBaM, HaJeXHIM BUPOOHWYINA  MpaKTHIIL,
HOPMAaTHBHO-TEXHIYHIN JTOKyMEHTalli Ha JIIKapChbKUW 3aci0 Ta OyTH MOTrOJKEHI
o0omMa CTOpOHAMH.

LleHTpasibHUI1 OpraH BUKOHABYOI BIAJH, 10 peali3ye Aep:KaBHY MOIITHKY
y cdepi KOHTpOIIO SKOCTI Ta OC3MEeKH JIKapChKUX 3aco0iB Mae IpaBo
IHCIIEKTYBATH TEXHIUHI 3aC00M 1 cucTeMy 3a0e3IeueHHs sIKOCTI BUKOHABIIS.

68. Pexmamariii, gepekTH SIKOCTI Ta BIAKIMKAHHS MPOTYKIIIi.

Crnig maTu cUCTeMY Ta BIJMOBIMHI TMPOLEAYPH JJs MPOTOKOJIOBAHHSA,
OILIIHKH, PO3CJIIIYBaHHS Ta OIJISIAY peKyiaMaliiid, BKJIIOYAar0Yu MOTEHIIHH] AedeKTH
SKOCTi, Ta IPH HEOOXIMHOCTI A €(PEKTHBHOIO 1 IIBHUAKOIO BiJKIMKAHHS
JIKapChKUX TperapaTiB Ul JIFOJAWHHW, a TaKOX JOCHIDKYBAaHUX JIKapChKUX
3aco0iB 3 Mepexi aucTpuOyiii. Jlo po3ciigyBaHHS Ta OIIHIOBaHHS JE(EKTIB
SKOCT1, a TAKOX JI0 TPOLIECY MPUNHATTS PIIICHb MO0 BIAKIMKAHHS MPOTYKIIIi,
KOPUTYBJIBHUX 1 3aIIOODKHUX 3aXOJIIB Ta 1HIIMX A1N JJI 3HUKEHHS PUZHUKY CIT1]T
3aCTOCOBYBATH NMPUHIIUIH YIIPABIIHHS PU3UKAMU JIJIS SIKOCTI.

[ndopmariiro, MO MOBIAOMIISIIOTH Y 3B'S3KYy 3 MOXJIMBUMH JAcheKTaMu
SIKOCT1, CITiA 33JIOKYMEHTYBATH, BKIIIOYAIOUH BC1 BUXIJTHI noz[po61/1u1 Baxnicts Ta
macmTad BCiX AedeKTIB  AKOCTI, TpOo sKI TMOBAOMIIEHO, HEOOX1THO
3aIOKYMEHTYBATH Ta OIIHHUTH.

VY BignoBiap Ha AedeKT SKOCTI MalwTh OyTH BH3HAYeHI 1 3/IHCHEHI
BIJIMOBIIHI KOPUT'YBaJIbHI Ta 3amoOikHI 1ii. EdexkTuBHICTH Takux mill cIija
NEPEBIPATH TA OLIHIOBATH.

[Ticns Toro, sk MPOAYKT OYB PO3MIIIICHUN HA PUHKY, OY/b-SIKE BHIYUEHHS
H#oro 3 Mepexi IUCTpUOyLIi BHACHIAOK A€PEKTYy SKOCTI CIIJl PO3IJIANAaTH SK
BIJIKJIMKAHHS Ta YIPaBJISATH HUM K TaKUM.

[TpoTtokonu nuctpuOyIlii cepii/mpoayKIlii MarOTh OyTH JIETKOJOCTYITHI JJis
ocobu (oci0), BIAMOBINANBHOI(MX) 3a BIAKIMKAHHS, 1 MICTUTU JOCTATHIO
iH(pOpMaIlil0 TPO ONTOBUX TOPIOBIIB 1 Oe3mocepeaHhO0 3aMOBHHKIB, fKi
oJiepKaju Mpoaykiito (13 3a3HaYeHHSIM ajipecu, HomepiB TenedoHy i/abo dakcy,
110 MPAIIOIOTh MUI0A000BO, HOMEPIB Cepii Ta KIJIBKOCTI MOCTABIEHOI TPOTYKITii),
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BKJIFOYAIOYH THX, 110 MOB'S3aH1 3 €KCIIOPTOM MPOYKINIi Ta MOCTaYaHHSIM 3pa3KiB
J1KapChKHUX 3acO0IB.

VY Bumajkax, KOJM TPOIYKINSA MpU3HAYCHA IS BIAKIMKAHHS, 3a3JaJIeTiIb
ciia noiHgopMyBaTH BCl 3alliKaBJIEHI KOMIIETEHTHI YITOBHOBaXKEH1 OpraHHu.

Bigknukany mnpoaykuito ciuin igeHTtudikyBatu 1 30epiraTd OKpEMO B
Oe3rneyHiil 30H1 B O4IKYBaHH1 PIlIEHHSI PO MOJAbIII JIii 3 HEtO.

Cnil mepioguyHO OIHIOBaTH €(PEKTUBHICTh 3aXOJIB I0J0 BiAKIUKaHb,
mo0 MATBEPAUTH iX HAMIWHICTD Ta MNPUAATHICTh. Taki OIUHKH MaroTh
OXOIUTIOBATH SIK CUTYaIlll y MeXaxX poOoUYoro yacy, Tak i cUTyauii mo3a pooouui
4ac; MpHU MPOBEJEHHI TAKOTO OIIHIOBAHHS CJIJI NMPHUAUIUTH YBary BUKOHAHHIO
yJIaBaHUX JIIA 3 BIAKJIMKAHHS. Take OI[iHIOBaHHS HEOOX1THO 3aJ0KyMEHTYBATH Ta
OOIpyHTYBATH.

69. CaMoiHCIIEKITIA.

3 METOI KOHTPOJIO BIAMNOBIAHOCTI MNPUHIMIAM 1 BUKOHAHHSA MPaBUII
HAJIKHOT BUPOOHUYOI MPAKTUKH, @ TAKOXK MPOIO3HIIT HEOOXITHUX 3aMm001KHIX
Ta KOPUTYBAJIBHUX J1H CJi7 IPOBOJIUTH CAMOITHCIIEKITIIO.

[IpuminieHHsi, oONaaHaHHA, JOKYMEHTALll0, TEXHOJOTIYHUN MHpOLEC,
KOHTPOJIb SIKOCT1, TUCTPUOYIIIIO JIIKAPCHKUX 3aC001B, MUTAHHS, 10 CTOCYIOThCS
NepCOHaITy, 3aX0/IU 100 POOOTH 3 peKIamMallisiIMU Ta IOA0 BIIKIUKAHb, a TAKOXK
TUSUTBHICTE 3 CaMOIHCTIEKTYBaHHS HEOOXIJHO PEryJsIpHO  JTOCHIKYBaTH
BIJIMOBIIHO JIO0 3a3Jajierilb BH3HAYCHOI MporpamMu JUIsl TEePEeBIpKU  iX
BIJIMOBIIHOCT1 MPUHITUIIAM 3a0€31EUEeHHS SIKOCTI.

[IpoBeneHHsT BCiX CaMOIHCHEKIIM CJiJ MPOTOKONIOBATU. 3BITH MarOTh
MICTUTH BCl CHOCTEPEXKEHHs, 3p00JIeH] MiJ yac 1HCHEKLId, 1 Tpu HEOOXiIHOCTI
IOPONO3UIII] 3aM001KHUX Ta KOPUTYBaJNbHUX Mid. Takox MaioTh OyTH CKJajaeHi
o(i1iifH1 3BITH TIPO JIii, MPOBEICHI BHACIIOK 1HCTIEKIIIH.

70. BupoOHHUITBO CTEPHIBHUX JIKAPCHKUX 3ac001B, O10J0TIYHUX (Y TOMY
YUCJl IMYHOOIONOTIYHUX) JIKAPChKUX 3ac00iB, paJlOaKTUBHUX JIKAPCHKHUX
3aco0iB (pamioapmaneBTUUHMX TMpENapariB), MEAUYHUX Ta3iB, JIKAPCHKUX
3ac00iB POCIMHHOTO TOXOJKEHHS, JIKAPCHKUX TIperapariB, OAEPKYBaHUX 3
JIOHOPCBHKOI KpOB1 a00 IIa3MHu, piJIiH, KPEMiB, Ma3el, 1030BaHUX A€PO30JIbHUX
OpenapariB miJ TACKOM i I1HTaJsALId, JTOCHIJKYBaHUX JIKAPCHKUX 3ac00iB,
A®I, 3acTocyBaHHS 10HI3YIOUOTO BUIIPOMIHIOBAHHS Y BUPOOHUIITBI JIKAPCHKHUX
3aco0i1B, B1101p MpoO BUXITHOI CHPOBUHU Ta MAKyBAJbHUX MaTepiaiiB, BUMYCK 32
napamerpamMu, KBaridikaris 1 Bamigaiis, cepTudikaris Y TOBHOBaXEHOIO 0CO00I0
Ta BUIYCK cepii TMOBHUHHI 3/IACHIOBATUCA 3 JIOJCPKAHHSAM BUMOI YHHHOI
HACTAaHOBM 3  HAJIEKHOI BHPOOHMYOI  MPAKTHKW, TapMOHI30BaHOI 13
3akoHOgaBCTBOM €C.

71. ®acyBaHHS 3apEECTPOBAHMX B YCTAHOBJIEHOMY 3aKOHOJaBCTBOM
nopsanky A®DI BracHoro BUpoOHUIITBA Ta/ab0 3aKYIUICHUX Y MOCTAYaILHUKIB 200
iHIUX BUpOOHUKIB ADI mnsg ix mnomanpmioi peanizaiii JireH3iaTam, skl
MPOBASATh TOCIIOAAPCHKY AISUILHICTH 3 BUPOOHUIITBA (BUTOTOBJIEHHS ) JIIKAPCHKUX
3ac00iB B YMOBax amnTeKd, MOBUHHO 3/1MCHIOBATUCS BUPOOHHMKAMHU JIKAPCHKHUX
3ac00iB 3 JOTPUMAaHHSIM BUMOI YMHHOI HAaCTaHOBHU 3 HAJIEKHOI BUPOOHUYOI
NPAaKTUKA, TapMOHI30BaHOi 13 3akoHogaBcTBoM €C. VYV  mapkyBaHHI
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po3dacoBanoro A®DI, kpim iHbopmarii, mependadeHoi BuUpoOHHKOM ADI Ta
BIZITIOBIIHUMU BHMOTaMH YMHHOI HACTAHOBH 3 HAJEKHOT BUPOOHUYO! MPAKTHUKU
IIOJI0 TAKOTO BUAY JISTIBHOCTI, IOAATKOBO MMOBHHHA MICTUTHCH 1H(MOpMAILS PO
BUpOOHUMKa, 110 311MCHUB (acyBaHHA, Ta 1HPOpMaLid NpPO Te, 10 3a3HAYECHUH
A®] npuzHaueHWH BUKIIOYHO IS peami3amii JIieH3iataM, SKi IIPOBaIsATh
rOCIOAAPChKY MIsUIbHICTh 3 BUPOOHHUIITBA (BUTOTOBJIEHHS) JIIKAPCHKUX 3aCO0IB B
YMOBaXx anTeKH.

Po3nin 4. Bumorm 10 mnpoBajKeHHS TOCHOJAPCHKOI MiSNIBHOCTI 3
OINTOBOI TOPTiBJIi JIKAPCHbKUMHM 3aC00aMH.

1. OnroBa TOPriBis JIIKAPCHKUMH 3acO0aMM 3JIIMCHIOETHCS Yepe3 anTeyHl
ckimaau (0a3m). BupoOHWKHM JIKapChbKUX 3acO0IB  TPOBAIATH  peajizaiiro
OPOAYKIli BIACHOTO BUPOOHUIITBA HA TMIiACTaBl JiIeH31i HAa BUPOOHUIITBO
JIKapChKHUX 332 YMOBH JOTPUMAHHS BUMOI 3 HAJIEKHOI MPAKTUKU TUCTPUOYIII,
HAJICKHOT IPAKTUKH 30€piraHHs, rapMOHI30BaHMX 13 3aKOHOTaBCTBOM €C.

Jlinen3iaT MOBUHEH 3a0€3EUYUTH

TOPTIBIIIO JIMIIE JIKAPCBKUMHU 3aco0aMHu, sIKI 3apeecTpoBaHl 3TiHO 13
3aKOHOJJAaBCTBOM Y KpaiHu;

JOJIEp>KaHHSI BUBHAUYEHUX BUPOOHUKOM 3arajibHUX Ta creuu(iuHuX yMOB
30epiraHHs JIKapChKUX 3ac00IB Ha BCIX €Tamax ONTOBOi TOPTiBI (B TOMY YHCII
1] 9ac TPAHCIIOPTYBaHHS );

JOJIep)KaHHsI YMHHUX HACTAaHOB 3 HAJICKHUX TPAKTUK IUCTPUOYIi Ta
30epira”Hs, rapMOHI30BaHUX 13 3aKOHOJJaBCTBOM €C;

BIIPOBAJIKECHHS, (yHKLIOHYBaHHS Ta ATPUMAaHHS CHUCTEMH
(apmaneBTHYHOT CUCTEMU) STKOCTI;

HasBHICTh  MepcoHaly, KBamiikaiis Ta  IOBHOBAaXEHHS  SIKOTrO
BIJIMOB11a0Th UM JIiI[eH311HUM yMOBaM;

HasBHICTh MaTepiabHO-TEXHIYHOI Oa3M Ta TEXHIYHUX 3ac001B, HEOOX1THUX
JUISL TIPOBAJKEHHS TOCIOAAPChKOI AISTILHOCTI 3 ONTOBOI TOPTIBII JIIKAPCHKUMU
3acobamMu Ta ii BIANMOBIAHICTP BHMOraM HOPMATHBHHUX JTOKYMEHTIB IOJIO
30epiraHHsi, KOHTPOJIO SIKOCTI, TOPT1BII1 JIIKAPCHKUMHU 3aC00aMU;

JIOKYMEHTYBaHHS MIPOIIECIB, MPOIEAYP, ONepalliii;

JOTPUMAaHHS BHMOT IIOJIO0 SKOCT1 JIIKAPCBKUX 3ac00iB, IiJ Yac OINTOBOI
TOPTriBJIl HUMU;

OpraHi3allio Ta IPOBEICHHS CAMOIHCTIEKIIIN (BHYTPIIIHHOTO ayIUTY) MO0
BIIPOBA/KEHHSI Ta IOTPUMaHHs BUMOT Ta npuHiumnis GDP;

YHEMOJKJIMBIIEHHSI KOHTaMIHAIII1l Ta MeperuTyTyBaHHsI JIIKApChbKUX 3aC001B;

(YHKIIIOHYBaHHS CHCTEMH BHSIBJICHHS OYIb-IKOi NPOMAYKINi, M0 HE
BIJIMIOBIJ]A€ BCTAHOBJIEHUM BUMOraM (HOPMATUBHUM (QHAJITUYHUM, TEXHIYHUM,
TEXHOJOTIYHUM) JokyMeHTam, MKS, 4uyuHHMM cTaHmapTam SKOCTi), Ta
e eKTUBHOI NPOLEAYPH BIIKIUKAHHS.

2. Jlinensiat 3000B'I3aHUN MOBOJUTHUCH 3 JIKAPCHKUMH 3aCO0aMU TaKUM
YUHOM, 00 3a0€3MEeUUTH iX BIAMOBITHICTH CBOEMY IPHU3HAYCHHIO, BHMOTaM
o0 30epiraHHs, BU3HAUYCHUMHU BHUPOOHUKOM, Ta 3a0€3MEUeHHsI SKOCTI Ta
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BUKIIIOUUTA PUBUK JIJISl TAII€HTIB, TOB'SI3aHUM 13 HEIOCTAaTHHOIO OE3MeKolo,
AKICTIO YU €()EKTHBHICTIO JIIKAPCHKUX 3aCO0IB.

Jlns 3a0e3rmedeHHs] SKOCTI JIIKApChKUX 3aco0iB JIiIIeH31aT 3000B’s3aHUIMA
3anpoBagUTH Ta 3a0e3MeYuTH (DYHKIIOHYBAHHS CUCTEMHU SIKOCTI, SIKa MOBUHHA
0a3yBaTUCh HA HAJICKHIM MPAKTHUIll TUCTPUOYIIii, HAIEKHINA TPAKTHUIl 30epiraHHs
Ta BKJIFOYATH YIPABIIIHHS PU3UKAMH JIJIS TKOCTI.

KepiBuuii mepcoHan JileH3iaTa € BIANOBIAAJIBLHUM 3a HasSBHICTD
e(eKTUBHOT CUCTEMH SIKOCTI 1 HEOOXITHUX PECypCiB AJis Hel, a TaKOX 3a Te, 110
00OB'sI3KM 1 TMOBHOBA)XKEHHSI BU3HAYEHI, JOBEACHI JO BiJjoMa 1 BOPOBAXKEHI Ha
PiBHI BCi€l oprasizartii.

CucremMa KOCT1 MOBUHHA OyTH BU3HAYEHA 1 33JIOKYMEHTOBAHA.

CrtBOpeHa JieH31aTOM CUCTEMA AKOCTI MOBUHHA TapaHTYBATH, 1110:

HEI0 OXOIUIeHI OpraHizaiifHa CTPYyKTypa, NpOLEAypH, IMPOIECH Ta
pecypcu, a TakoXK YCl BUAM AISUIBHOCTI, HEOOXI1JIHI JJIs rapaHTyBaHHsS TOrO, IIO
30epeskeHi SIKICTh Ta LUTICTh MOCTABJICHOI MPOAYKIIIi, Ta [0 BOHA 3aJUIIagacs y
MeXax JIerajJpHOrO JIaHIIOTa [IOCTa4aHHs Miag 4Yac 30epiraHHs Ta/abo
TPaHCTIOPTYBAHHS;

O0OB’SI3KM, TMPOIIECH Ta TMPUHIMUIN YIPaBIiHHA PpPU3UKAMH, OIHCAHI
(BCTaHOBIIEH1) HEIO, JAIOTh MOXJIMBICTH MOCTIMHO OJep)KyBaTH, 30epiraTu Ta
MOCTABJISITH JIIKAPCHKI 3aCO0M 3 BiJIMOBITHUMU MTOKA3HUKAMHM SIKOCT;

BCl KPWUTHYHI e€Tamy TIpoIlecy JUCTpUOyIlli Ta CYTTEBI 3MiHU
OOTPYHTOBYIOTHCSI T4 Y BUBHAUCHUX BUIIAJIKaX MiAIAr0ThCs Bajiallli;

YITKO BU3HAUEHI 000B'SI3KM KEPIBHOTO TIEpPCOHATY JIIIeH31aTa;

BCl BUJAM JISJIBHOCTI, IO CTOCYHOTHCSl SIKOCTI, BH3HAY€HI Ta MOBHICTIO
3aJIOKYMEHTOBaHI, 2 €(PEKTUBHICTh CUCTEMH SIKOCTI1 TIEPEBIPSIETHCS;

3aMpoBa/PKEHO CHUCTEMY YINpaBIiHHA 3MiHaMH, $iKa (YHKIIOHYE 13
JOTPUMAHHSM MPUHLUIIIB YIIPABIIHHS PU3UKAMU JJIS IKOCTI;

3aCTOCOBYETHCS BIJMIOBIIHUN PIBEHb aHaNII3y OCHOBHMX MPUYHUH TiJ] Yac
pO3CIiIyBaHHsS BIAXWIEHb, IependadyBaHoro Opaky MpPOAYKIIi Ta IHIIUX
npoOsieM (BOHM MOXYTh OYTH BH3HA4Y€HI 3 BHUKOPHCTAHHSIM TPHUHIIUIIIB
YIOPAaBIIHHS PU3UKAMM Ui SIKOCT1). 3a pe3yjabTaTaMW BCTAHOBIICHHSI MPUYWH
BIIXWJICHb Ta HEBIAMOBIIHOCTEH TOBWUHHI OyTH pO3poOIeHi 1 3milcHEeH]
BIJIMOBITHI KOPHUT'YBaJIbHI Ta/a00 3amoOikHI aii. EdekTuBHICTH Takux mii
KOHTPOJIIOETHCS 1 OLIHIOETHCS BIJMOBIIHO J0 MPUHUUIIB YIPABIIHHS PU3HKAMU
JUISL IKOCTI;

3M1MCHEH1 JOCTaTHI 3aX0/I1 11010 3a0€3MEeUeHHsI IKOCT1 JIIKAaPChKUX 3ac001B
OPOTATOM YChOT'O TEPMiHY MPUAATHOCTI IIPU ONTOBIM TOPTIBIIi;

HasiBHA MPOIEypa MPOBEACHHS CAMOIHCIIEKIIIT (BHYTPIIIHBOTO ayAUTy), 3a
SIKOIO PETYJIIPHO OIIHIOIOTh €PEKTUBHICTh 1 MPUIATHICTH CUCTEMH SIKOCTI,;

3a0€3MeUYeHO0 KOHTPOJb Ta OTJIsi] OY/b-1KO1 30BHINIHLOT (AyTCOPCHHTOBOI)
JUSITBHOCTI Ha BC1 BUJIM JIISUTBHOCTI, IO CTOCYIOTHCS AUCTPHUOYIIIT;

3aTBEPAXKEHO HAJIeXKHI MPOILEAYpPU Tirl€HH MEepPCOoHaTy, IO BKIOYAIOTh
BUMOTH IIIOJI0 370pOB’S, TITl€HH, OJATY Ta 3MIMCHEHHS KOHTPOJI 3a ix
BUKOHAHHSIM.
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3. Anteuni ckimagu (0a3u) PpO3MIMIYIOTBCS 3a YMOBH BIIAIITYBaHHS
BaHTaXHO-PO3BAHTAKYBAJIbHOI TUIOIIAKH JJI MiA'i34y MalluH (pamIia 3 HaBicoM
TOII0) 032 ()POHTOM BIKOH MPHUMIIIEHb 3 MOCTIHHUM MepeOyBaHHSAM JIIOJIeH Ha
Oyllb-IKOMY TOBEpPCi B 130JIbOBAaHUX MPUMIIICHHSAX 3 OKPEMHUM CaMOCTIMHUM
BUXOJIOM HAa30BHI B OKPEMO pO3TallOBAaHUX CICIIAJIbHO OOJAIITOBAHUX
KamiTallbHUX OyIIBJISAX, a TaKOX B JOMOMDKHHUX OYJIIBISAX TMPOMHUCIOBHUX
HiANPUEMCTB (3 ypaxyBaHHSIM BUMOI' IyHKTY 15 mporo posauty). Lst Bumora He
MOIIUPIOETHCA HA JIIEH31aTIB, SIKI 3alMarOThCS ONMTOBOIO TOPTIBJICI0 BUKIIIOYHO
MEIVUYHUMH Ta3aMH.

Posmimenns antedHoro ckiany (0a3u) B KUTIOBUX OyAWHKAxX 1 OyIMHKAX
IpOMaJICbKOTr0 MpU3HAYEHHS (CIIOPTUBHUX CIOPYAaxX, 3aKjajlax OCBITH (IIKOJAX,
y40OBHX 1 AWTSYMX JOMIKIIBHUX 3aKjiajax), 3akiagax KyJabTypH, CIOPTY Ta
COIIAJILHOTO 3a0e3neveHHs, JTKYBaJIbHO-TIPO(DITAKTUIHHUX 3aKJanax,
HiI[HpI/ICMCTBaX TOPriBJl TOIIO) JIONYCKAEThCA 3a YMOBHU EKCIUTyaTalii
BIJIMIOBITHUX BIIOKpEeMJICHUX Oy/iBenb HE 3a npu3HadeHHsAM. L[s BuMora He
NOIIUPIOETHCA HA CYO'€KTIB TOCHOJAPIOBaHHS, SKI 3aiiMalOThCsl ONTOBOKO
TOPTiBJICIO BUKIIFOYHO METUIHUMHU Ta3aMHU.

AnreuHi ckiaau (6a3u) JileH31aTIB, K1 3aMarOThCSI ONTOBOIO TOPTIBJICIO
BUKJIIOYHO MEIUYHUMM Ta3aMH, PO3MIIIYIOTHCS B 130JIbOBAaHUX MPUMIIICHHSX (3
OKpPEMHUM CaMOCTITHUM BHXOJIOM HA30BHI) B OKPEMO PO3TAIIOBAHUX CIHEIIaTbHO
00JIAIITOBAHUX OJIHOMOBEPXOBUX OYHIBISX Ta IUIOMIAJAKAX TUIBKM Ha MEPIINX
MOBEpXax BIAMOBIAHO 70 YMHHOTO 3aKOHOJABCTBA Ta HACTAHOB 3 HAJICKHOI
TUCTPUOYTOPCHKOI TPAKTUKM Ta HANEXKHOI TMPaKTUKU 30epiraHHs, sKi
po3TaioBaHi He Onmxde HbK 60 M BiJ KUTIOBHX Ta Onrkue HDK 80 M BiA
OyIWHKIB TPOMAJICBKOTO MPU3HAYCHHS (3aJIEKHO BiJl IOTYXXKHOCTI) Ta HE OJIKYe
HiX 30 MeTpiB Bii BUpOOHWYMX OyAiBeIb MEAUYHUX Ta3iB (3aJIEKHO BIJ iX
CTYNEHsI BOTHETPUBKOCTI). Po3TamryBaHHs Takux anTteyHux ckiaagiB (0az) y
MiBAJIBHUX Ta IOKOJIBHUX MOBEPXaX HE JO3BOJISETHCS.

Ha ¢acani Oynisii, ae po3MilllyeTbcs anTedyHWil ckiaj (06aza), 3riHO 3
Horo mMpu3HAYCHHSM MOBWHHA OyTH BHUBICKA 13 3a3HA4YEHHSM BUIY 3akiamy. Ha
BUJIHOMY MICIIl TIepe] BXOAOM JO0 anTeyHOro ckiaay (0a3u) po3MIIIYEThCS
iHpopMallis mpo HaWiMEHYBaHHA CyO0'€KTa TOCIOAAPIOBAHHA, PEXUM pPOOOTH
anTeyHoro ckiany (6asmn).

Anteunuii cknan (06aza) MOBUMHEH MaTHU TMOPSAKOBHM HOMeEp Ta, 3a
Oa)xaHHSM JlilleH31aTa, HaHMEHYBaHHS.

4. Anreuni cxiaau (6a3u) MOBMHHI MaTH Y CBOEMY CKJaJi BUPOOHUYI
OPUMILIEHHS: OKpeMl MNPUMINIEHHS, IUIOlmll a0o0 30HM Uil TNpUUMaHHA 1
30epiraHHsl JIKapChbKUX 3aco0iB Ta iX BIAMYCKY/BIABAaHTXKEHHS, JIOMOMIKHHMX
MatepiajiB 1 Tapy 3arajibHOIO TUIOIIEI0 He MeHIe Hik 250 kB. M. Jlo BUpoOHHUMX
HAJICKaTh MPUMIIIEHHS (30HU), B SKUX NMPUAMAIOTHCS, 30€piraloThCs JIKapChbKi
3aco0u, TmpuMilieHHs (30HM) KOMIUIEKTAIlli Ta BIAMYCKY/BlJBaHTaXEHHS
JIKApChbKUX  3ac00iB  (eKcrenuiiiiHa), mpuMilleHHs (30HU) 30epiraHHs
JIOTIOMDKHUX MaTepialiiB 1 Tapu, 30epiranHs KapaHTUHHOI TPOTYKIIIA.

Cknaz, po3TalryBaHHS BUPOOHWYUX MPUMIIICHh Ta iX IUJIONIA TMOBUHHI
3a0e3medyBaTd  TMOCHIIOBHICTh ~ TEXHOJIOTIYHOTO  mporecy  (MpuiiMaHHSA,
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30epiraHHs, KOMILIEKTAIlid Ta BIJAMYCK/BiIBAHTAXXEHHS JIIKAPChKUX 3aco0iB), 3a
BUHATKOM BUIAJKIB, nepeadadyeHux qumu JIineH31HUMH YMOBaMH.

5. Antedni cknaau (6a3u), KpiM BUPOOHUYHMX NPUMIIICHb MOBUHHI MaTH Yy
CBOEMY CKJIaJl1 MOOYTOBI, CITY>KOOBI, T0AATKOBI MPUMIIIICHHS.

MiniManeHuii HaOlp TOOYTOBMX TMPUMIIIEHh BKIIOYAE: TPUMINICHHS
nepconany (0,75 kB. M Ha OJHOTO MpaliBHUKA OAHIET poOOYOi 3MIHM, ajie HE
MEHIIe 8 KB. M), BOMpaJIbHIO, JI€ HasBHI BOJOMNPOBIA, KaHamizamis (3a
pO3paxyHKOM, aje He MeHme 2 KB. M). Jlo moOyToBHX NpUMIIIEHb TaKOX
HaJIeXKaTh: rapaepoOHa, qylIoBa, KIMHATA JIJIs BXXUBAHHS 1K1 (11aJIbHS) TOLIO.

MinimManpHUlA HaOIp JOMOMDKHHMX MPUMIIICHh BKIIOYAE MPUMIIICHHS
IJIOIICI0 HE MEeHIIe 4 KB. M a00 madu a1 30epiraHHs IpeMETiB MPUOUpPaHHS.

Jlo [ONOMDKHMX NPUMINIEHbh TaKOX HaJIeXaTh: MPUMIINIEHHS IS
NPUTrOTYBaHHS JAe31H(QEKIIMHUX PO3YHMHIB, OMNEpaTOpCchKka, apXiB, CEpBEpHA,
KIMHATH OXOPOHM, HaBYajbHI KaOlHETHU, NPUMIIIEHHS JJIs 30epiraHHs poOodmx
3ac001B 17151 HABAaHTAXKYBaJIbHO-PO3BAHTAXYBAJILHUX POOIT TOLIO.

Jlo cnykO0BUX TMPUMIIIEHb HAJIEXKATh: MPUMIIMICHHS MMATOTOBKH Ta
00poOKU CYNpOBiHOI JOKYMEHTallli, KaOlHEeT 3aBiayBaya, KaOiHET 3acTyIMHHUKa
3aBijlyBaya, KIMHATH IMEPCOHANy, 110 Oepe ydacTh y TEXHOJIOTIYHOMY ITPOIIECi:
OTpAIfOBaHHS MPETEH31d Ta peKJiamalliid, MOBEPHEHHS, MiJrOTOBKA JOKYMEHTIB
JUISl BUKOHAHHS MPOIIECIB IPUHMaHHs, KOMIUICKTAIlIl Ta BIIITYCKY/BiABaHTAXKCHHS
OPOMAYKINi, mpuMilieHHs  (30HM) JUII  TEXHOJOTIYHOro  OOJagHaHHS
aBTOMAaTH30BaHMX CKJIa/1B TOIIO.

Jlo n0maTKOBMX MPUMINICHb HaleXaTh: KOPUIOPH, TaMOYypH, CXOOBI
KJITKH, JI(TOBI IIAXTH, €JIEKTPOLIUTOBI, OOWJIEpHI, BEHTWIALINAHI Kamepu
(11aXTH) TOILIO.

[Ipumimiennss (3ou) ab6o madu g 30epiraHHsS 1HBEHTApIO IS
npuOUpaHHs BHPOOHMYMX NPUMILNIEHb Ta NPHUMIMIEHHS (30HM) 30epiraHHs
poOounx 3aco0iB Il HaBaHTAKYBAJIbHO-PO3BAHTAXKYBAIBHUX POOIT MOXKYTh
3HAXOJAUTHUCHh Y BUPOOHUUNX MPUMIIICHHSIX.

Po3MimieHHs mpuMillieHb anTeyHoro ckiamy (0a3u) MOBHHHO BHKIIOYATH
HEOOX1IHICTh MPOXOAY NPAIIBHUKIB JJIA TEPEOAsSTaHHS y CIeiaIbHUN OJsr
yepe3 BUPOOHUY1 TPUMIILICHHS.

[Ipoxim 1m0 mMOOYTOBMX Ta JOMOMDKHHUX TIPUMIIIEHb HE MOXE
3M1MCHIOBATUCh 4Ye€pe3 BUPOOHWYI MPUMILIEHHS, 3a BHUHATKOM BHUIAJKIB,
nependaveHnx numMu JIineH31MHUMHA YMOBaMH.

6. JlomyckaeThes MI0Ia BUPOOHUUMUX NMPUMIIIEHb allTeYHUX CKJIaiB (0a3)
JIIEH31aTiB, SKI 3aiiMalOTbCs ONTOBOK TOPTIBIECI0 BHKIOYHO MEIUYHUMU
razamu, MeHmie Hik 250 KB. M Npu AOTPUMAHHI BUMOT YMHHHMX HACTaHOB 3
HAJICKHUX TIPAKTUK Ta 3aKOHOIaBCTBA.

VY cBoeMy ckiani anteuHi ckiaagu (06a3u), sAKi 3aiiMalOThCS ONTOBOIO
TOPTiBJICI0 BUKIIOYHO METUYHUMU T'a3aMu, TOBUHH1 MaTH:

BUPOOHUY1 NPUMIIICHHS/30HU YU BIIJUIEHHA Uil 30epiraHHa OajoHiB,
moOyTOBI Ta TOJATKOB1 IPUMIIIICHHS;

BUPOOHUY1 MPUMIIIIEHHS/30HU UM BIIAUICHHS 17151 30epiranHs OanoHiB:
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JUIS TIpUAMaHHS, BIAMYCKY, 30epiraHHs HAIlOBHEHUX OaJIOHIB, KOHTPOJIIO
AKOCT1, 30epiraHHs TMOPOXKHIX OAaJoOHIB, Tapu Ta JONOMDKHHMX MaTepialiB,
KapaHTUHY/OpaKy;

noOyTOB1 IPUMILIEHHS: ISl IEpCOHANy, BOUpanbHs, 30epiraHHs NpeaIMeTIB
npuOUpaHHS;

JOJIaTKOBI ~ MPHUMIIICHHSA: Tapak CIIEKTPOHABAHTAXKYBAyiB, 3apsaHa
aKyMYJISTOPIB €1EKTPOHAaBaHTaXXyBauiB, KOPUIOPHU, TaMOYPH TOLIO.

Bigninenns qis 306epiraHHs HAIIOBHEHUX OAJIOHIB €MKICTIO 10 250 GanoHiB
JOMYCKAEThCSI PO3MINTYBaTU B OJHOMY TMPUMIMICHH] 3 BIIAUICHHSAM IS
30epiraHHs Takoi K KUIBKOCTI TOPOXHIX OaJIOHIB, MPU I[LOMY IUIONIA, SKa
3aiiHsTa HAITOBHEHUMU OajloHaMHM, TIOBUHHA OyTH BiJiICHA Bij] IUIOIII, 3aHHATOI
NOPOXXHIMHU OaJTOHaMU, BOTHETPUBKOIO 3arOpOXKer0 BUCOTOO 1,5 M abo mpoxoiom
mupuHoo 2,0 M. B HWKHIN YacTuHI oropoka Ha BucoTi He meHme 0,15 M
NOBUHHA OYTH TIIYXOIO.

7.  Enmekrpo3abe3nedeHHs,  ONaJCHHSA,  OCBITIICHHS,  BCHTHUISIISA,
TeMIlepaTypa 1 BOJOTICTh TOBITPSI y BHUPOOHWYUX TMPUMIIICHHAX (30HAX)
1[17101000BO MOBMHHI BIJNOBIIaTH OyAiBEIbHUM, CAHITAPHUM HOPMaM 1 IIpaBujIaM
Ta HE BIUIMBATH HEratuBHO (TpsiMO YW omocepenkoBaHo) Ha A®I, rorosi
JKapChKi 3ac00M, HA TOYHICTh ()YHKIIIOHYBaHHS 00JIaIHAHHS T4 Ha MpalliBHUKIB

8. Anrteuni cknaau (6a3u) TOBMHHI OyTH OOJNaJiHaHI TpWIATaMU
IEHTPAJILHOIO OmNajeHHs a00 aBTOHOMHMMH CHUCTEMaMM OIaJeHHs, SKi
BIJIMOBIIAIOTh HOPMaM TMOXKEXHOI Oe3neku. [l BuMora He MOMIMPIOETHCS Ha
JiIeH31aTiB, SAKi 3alMalOThCS OMNTOBOK TOPTIBJICIO BHUKIIOYHO MEIUIHUMU
ra3aMm.

He nmomyckaeThcsi omaneHHs TPUMINICHh Ta30BUMH TpUiajgaMu 3
BIIKpUTUM TIONIyM'ssM a00 EJICKTPOHArpiBaIbHUMHU TPHIATaMUd 3 BIJKPUTOIO
€JIEKTPOCHIPaLIIO.

9. Marepianu JJ1sl IOKPUTTSA CTiH, CTEM1, MIJIOTH BUPOOHUYNX TMPUMIIICHb
anTeyHoro ckiaany (0a3u) TMOBUHHI JOMYCKaTH BoOJore NpUOUpaHHS 3
BUKOPHUCTAHHSM JIe31HPEKIIHHNX 3ac00iB.

[ToBepxHsT BUPOOHMYOIrO YCTAaTKyBaHHS SK 330BHI, TaK 1 BCepeauHI
NOBMHHA OyTH TJAQJKOK, BUTOTOBJICHOI 13 MaTepialiB, CTIAKUX 10 il
JIKapChKHUX 3aC001B, BUTPUMYBATH 00POOKY Ne31HPEKIIMHIMHI pO3UYNHAMHU.

VYcraTkyBaHHA BUPOOHMYMX MPUMILIEHb HEOOXIJTHO PO3TAlIyBaTH TaKUM
YUHOM, 1100 HE 3aJTUIIAIMCS MICIS, HEMOCTYIHI I TPUOUpPaHHS.

10. CaniTapuuii cTaH HpPUMINIEHb Ta YCTATKYBaHHS alTEYHOrO CKJIATy
(0a3u) MOBUHEH BIANOBIIATH BUMOIAM CaHITAPHO-NPOTHEMIAEMIYHOIO PEKUMY
anTeyHux 3aknaniB. [IlpuMilleHHsS Ta yCTaTKyBaHHS TOBUHHI MiJISITaTd
OUYMUIEHHIO (MpUOMpaHHIO), Ae31H(eKwii, aeparus3auli 3riHO 3 THCTPYKIISIMHU,
3aTBEPHKCHUMH JIIICH31aTOM.

Cnim Matu mporpaMu  O4YHINEHHsA (TIpuOUpaHHS) Ta IPOTOKOJIH.
VYcrarkyBaHHs (1HBEHTAp), 10 3aCTOCOBYIOTH [ MUTTS M OUMILIEHHS, HEOOX1THO
BUOMpPATH 1 BUKOPUCTOBYBATH TaK, I0OO BOHO HE CTAJIO JHKEPEIOM KOHTaMiHAIlli.
Jlns mpuOupaHHs PI3HUX NPUMINIEHb Ta/a00 30H (BUPOOHUYMX; BOUpAJICHB;
CITy)KOOBHX, MOOYTOBUX, JOMOMIXHUX, JTOAATKOBUX) MOBUHEH OYTH BUIUICHUN
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OKpeMHIl 1HBEHTap, SKHM MapKyeTbcs. 30epiraHHs MHoro 3iHCHIOETHCS B
creniajgbHO BU3HAYE€HOMY Micll (KIMHAaTH, madu) OKPEMO 3a MPU3HAYEHHSIM.
[aBenTap s mpuOupaHHs BOUpaIbHI 30€piraeThCs OKPEMO.

11. HaBkomuImHE cepeoBUINE MPUMIIICHD, 3 OIJISAY Ha BCi 3aXOIU IS
3axucTy 30epiraHHs JIKapChKUX 3ac00iB, MOBUHHO CTAHOBUTH MiHIMAaJbHUN
PU3MK Y IJIaH1 KOHTaMiHaIli MPOTYKIIii.

[IpuminieHHs: MOBUHHI OyTH 3aXWIIEH] BiJ MPOHUKHEHHS B HUX KOMax ado
TBapHH.

[ToBuHHI OyTH BXWT1 3aXOJM, IO 3am00Irar0Th BXOAY Y HPUMIIIEHHS
CTOpOHHIX ©0ci06. 30HM 30epiraHHsS 1 KOHTPOJIO SKOCTI HE TIOBUHHI
BUKOPUCTOBYBATHUCS SIK MPOXIJIHI JIJIsl IEPCOHANY, IKHI Y HUX HE MPAaIIOE.

12. JlinensiaT moBuHEH 3a0e3meunTH, MO0 KOXKHA 0c00a, SKa BXOIUTH Y
CKJIQJICBKI TPUMIIICHHS (30HU), HOCWJIA 3aXHCHUN OnIAr, IO BIAIMOBIIAE
BUKOHYBAHUM HEIO OIEpaIlisiM.

3a00poHSAEThCS ICTH, KyBaTH, TUTH, TAIUTH, a TaKOX 30epiraTu Xap4yoBy
MPOJYKI[IIO, HAloi, TIOTIOHOBI BHUPOOM Ta OCOOHMCTI JIKAapChKli 3aco0u y
CKJIa/ICBKUX 30HaX.

13. IlpuminienHs (30HH) anTedHOro ckiaay (0a3u) MarTh OYTH YITKO
MapKOBaHi.

Jloctyn y BuUpOOHWYI NpUMINICHHS (30HU) MOBUHEH OYTH J03BOJICHHMA
YIOBHOBAKCHOMY Ha II€ TMEPCOHAy 1 KOHTpostoBaTucs. BiasimyBaui Ta/abo
OpPALIIBHUKY, SIKI HE MPOWIIM HAaBYaHHS, IOBUHHI NOMNEPEIHbO MPOUTH
THCTPYKTaX, 30KpeMa II0JI0 TIr€HIYHUX BUMOT JI0 MEPCOHATY 1 BUKOPUCTAHHS
3aXHUCHOTO OJITY, Ta MOXYTh OTPUMAaTH JOIYCK 10 TaKUX MPUMILIEHb (30H), 3a
HEOOX1HOCTI, 32 HASIBHOCTI1 BiATIOBITHOTO CYITPOBOTY.

14. TlpumiimieHHs Ta YCTaTKYBaHHS KIMHATH TIEPCOHATY alTEYHOTO CKIIATy
(0a3u) mMOBHMHHI 3a0€3MEYUTH YTPUMAHHA Ta CXOPOHHICTh OCOOMCTOrO Ta
TEXHOJIOTIYHOTO OJIATY BIATIOBIIHO 0 BAMOT CaHITAPHO-EMIAEMIYHOTO PEXKUMY, a
TaKOXX MOXJIMBICTh YXKUBaHHS DKI Ta BIAMOYMHKY (0OnanHaHi madamu s
OJIATY, XOJIOAWIBHUKOM, MEOJISIMU ).

VY KiMHATI TepCcOHaNy J03BOJSETHCA HE PO3MILIYBATH XOJOIMUIBHHUK Ta
MeOi, IpU3HAUeH1 TSl YKUBAHHS 1K1, SIKIIO Y JIIeH31aTa € OKpeMe MPUMIIIEHHS
JUIS TIpUMMaHHS K1 1 U1l IPOXO0ay 0 HHOTO HE IMOTPIOHO BUXOJIWUTH 3a MEXI
OyiBIIL.

15. Opranizariis Ta migTpUMaHHS YMOB 30epiraHHs JIIKapChKUX 3ac00iB Ha
anTeyHUX cKianax (06azax) HajexaTh JO IMOBHOBa)KEHH JilleH31aTa. JlieH3iarom
BU3HAYAETHCA KUIBKICTh HEOOXIJHUX MPUMILIEHb / MIonl / 30H Ajid 30epiraHHs
JKapChKUX 3aCO0IB.

Jlikapchbki 3aco0M y BUPOOHMYMX MPUMILIEHHSX MMOBHHHI 30epiraTucs Ha
CTeNaXKkax, MiJJ0OHAX, MIATOBApHUKAX, Yy mmadax, XOJOJWILHOMY Ta IHIIOMY
crieliaibHoMy OOJIalHaHHI JJIsi TOCTIMHOTrO 3a0e3medyeHHsT yMOB 30epiraHHs
JIKapChKHX 3aC001B BIJIMOBIIHO 10 BUMOTI', BA3HAYEHUX BUPOOHUKOM.

3a3HayeHa BUMOTa HE TMOIIUPIOETHCS HA MPHUMIMICHHS anTEeYHHX CKIIAJIIB
(6a3) mineH31aTiB, Kl 3aiMarOTHCSI ONTOBOIO TOPTIBJICIO BUKIIOUYHO MEAUYHUMU
razamu. MennuHi ra3u 30epiraroThCs 3 JOTPUMAHHSM BHMOT, BCTAHOBJICHUX JIJISI
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ILOTO BUJY MPOAYKIIii, BIAMOBIIHO 0 3aKOHOJABCTBA Ta HACTAHOB 3 HAJIEKHUX
TUCTPUOYTOPCHKOI, BAPOOHUYOT IPAKTUK Ta MPAKTUKHU 30€piraHHs.

16. Jlnsg miarpuMaHHS YUCTOTH TOBITPS NPUMINIEHHS I 30epiraHHs
NOBUHHI OyTH 00JIaJJHAHI NPUIUIMBHO-BUTSHKHOIO BEHTWISILIEI0 3 MEXaHIYHUM
CIOHYKaHHSM (200 3MIMIaHOI0 MPUPOTHO-BUTSKHOIO BEHTUJIAIIIEIO 3 MEXaHIIHO-
NPUILTUBHOIO), KA 3a0e3Meuye MOBITPSIHO-TEIUIOBUM OajJaHC MPUMIILIEHb.

3a3HayeHa BMMOIa HE MOLIMPIOETHCA HA MPUMILIEHHS aNTEYHUX CKIIAJIB
(6a3) mineH3iaTiB, SKI 3alMalOTHCS ONTOBOI TOPTIBJICI0 BHUKIOYHO MEIMYHUMHU
ra3aMy, BEHTWJIAIS TaKWX TMPUMIMICHb 3IHCHIOETHCS 3 JIOTPHUMAHHSIM BHUMOT,
BCTAHOBJICHUX IS I[OTO BHJY MPOIYKIlii, BIAMOBIIHO JO 3aKOHOJABCTBA Ta
HACTAaHOB 3 HAJIEKHUX JUCTPUOYTOPCHKOI, BUPOOHUYOI MPAKTHK Ta MPAKTUKU
30epiraHHsl.

17. BupoOuuui mpumiiieHHst (KpiM TpUMIIIEHHS Ui 30€piraHHsl TapH)
NOBUHHI OyTH 3a0e3nedeHi BUMIPIOBAIBHUMH 3ac00aMH JJisi TeMIlepaTypu Ta
BiTHOCHOI BoJIOTOCTI. JIJIsl KOKHOTO BUPOOHWYOTO TMPHUMIIIEHHS MMOBHHHI OYyTH
3a0e3reueHl peecTpallis Ta KOHTPOJIb TeMIepaTypd 1 BIJIHOCHOI BOJIOTOCTI.
3anMcu Mpo TeMIlepaTypy 1 BIAHOCHY BOJIOTICTh CJiJl PEryJsipHO MEPEBIPATH.
JlineHsiaT moBuHEH 3a0e3IeuyBaTU CHPABHICTh YCIX BUMIPIOBAJIBLHUX 3aCO0IB Ta
MPOBEACHHS iX PEryJsIpHOI METPOJIOTIYHOI TMOBIPKH. Y pa3l HEO0OXiJTHOCTI
0COOJIMBUX YMOB 30epiraHHs JIKapChKUX 3ac00iB MPUMIIICHHS/30HU 30epiraHHs
MarTh OyTH 00JIaJIHaHI TpUIagaMu, 0 3alUCYIOTh TeMIlepaTypy (Ta BiJIHOCHY
BOJIOTICTh MpPU HEOOXIAHOCTI), ab0 IHIIMMHM OpWiagaMu, MmO (IKCYIOTh
MOKA3HUKW TeMmreparypu (Ta BIIHOCHOI BOJOTOCTI MpU HEOOXITHOCTI) Y
noTpiOHOMY Jiana3oHi. IliaTpuMaHHsS HEOOXIAHMX MapaMeTpiB BiAMOBIAHHUX
MOKA3HMWKIB B YCIX YaCTHWHAX BIAMOBIAHOI 30HM 30epiraHHS Mae BIAOyBaTHCS Y
BIJIMOBIIHOCTI 13 3aTBEP/PKCHUMHU JIIIIEH31aTOM MPOLIEypaMu, Kl IPYHTYIOThCS
Ha pe3yJbTaTax MNPOBEICHUX BaNJAlIMHUX JOCHIIKEHb, Ta 13 31HCHEHHSIM
JIIEH31aTOM CHCTEMATUYHOTO KOHTPOJTIO.

3a3HaueHa BHUMOTA HE IMOUIMPIOETHCS Ha JIIEH31aTiB, SKI 3aiiMaloThCs
OTITOBOIO TOPTIBIICI0 BUKIIOYHO MEIUYHUMU Ta3aMHU.

18. BupoOHuui mnpumiiieHHs s 30epiraHHs BOTHEHEOE3NEYHUX Ta
BUOYXOHEOE3MEUYHUX PEYOBUH MOBHUHHI OyTH 130JIbOBaHI, 3aXUIIEHI Bl CBITJIA
OpsIMUX COHSYHHUX TIPOMEHIB, aTMOC(GEpHHX OIajiB Ta TIPYHTOBUX BO/I.
Po3MillleHHs Takux NPUMILIEHb Y IMiJIBaJiaX, HaIIBMiJBAJIaX Ta B LOKOJbHUX
NOBEpXax He JI0MYCKAEThCA.

19. 3onu (mpuMilleHHs) TpPUAMaHHS  JIIKAPCBKUX  3aco0iB  Ta
BIJITYCKY/BIJIBAHTA)KEHHS MAalOTh OyTH BIJIOKpEMJIEHI BiJ 30H 30epiraHHs 1
3a0e3reuyBaTl HaAJEKHUM 3aXHMCT JIKAPCBKUX 3aco0IB BiJl HECHPHUSATIUBHUX
MOTOJIHUX YMOB TIiJ] YaC BaHTaXKHUX POOIT.

OTpumani JiKapchbKi 3acCO0M MIUISATAIOTh BXIJTHOMY KOHTPOJIO SIKOCTI.
PesynbpTaTH BXiAHOTO KOHTPOJIO TOBHMHHI OYyTH 3apeecTpoBaHi 3TiAHO 13
BCTAHOBJIEHUM B allTEYHOMY 3aKJIaJll BHYTPIIIHIM HOPSIKOM.

Jlikapceki 3aco0u, siKi TOTpeOyIOTh OCOOJIMBUX YMOB 30€piraHHs, OBUHHI
OyTu HeraiHo 11eHTU(]IKOBaHI 1 pO3MIIIEH] y BIANTOBIIHUX NPUMILIEHHAX (30HAX)
30epiraHHs 3riHO 3 BAMOTraMH 3aKOHOJIaBCTBA.
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20. 3a HasgBHOCTI Ha anTeyHoMy ckiaal (6a3i) IMyHOO10JOTIYHUX
npenapariB 3arajbHUNA 00'€éM XOJIOAWIBHOTO OOJIaHAHHS, MPU3HAYEHUU IS
30epiraHHs MEIUYHUX IMYHOOI1OJIOTIYHMX MpernapariB, MOBHHEH 3a0e3MedyBaTH
BIJIMOBITHO JI0 AIFOYUX BUMOT 30€piraHHs BCi€l KITbKOCT1 3a3HAYEHUX JIIKAPCHKUX
3ac00i1B, [0 MICTATHCS Ha CKiIaaax (6azax).

21. ¥V ninenHsiata MoBUHHI OyTH B HAsIBHOCTI JOKYMEHTH, 110 OMHCYIOTh
OKpeMl CTajli TEeXHOJIOTIYHOro mporecy (IpuidoM, BXIAHUA KOHTPOIIb,
30epiraHHs, KOMIUICKTAIlis, BIIMYCK/BIABAHTAXXEHHS Ta TPAHCIOPTYBaHHS
JKapChbKUX 3ac001B) HA anTeYHOMY CKJiasl (0a3l), siki MarOTh OyTH 3aTBEPJIXKEHI,
I CaHI 1 1aTOBaH1 B YCTaHOBJICHOMY JIIIIEH31aTOM HOPSIIKY.

22. JlinmeH3iaT TMOBWHEH MPOTITOM HE MEHIIE TPhOX POKIB 30epiratu
JOKYMEHTH, IO MIATBEP/KYIOTh (akT KymiBiai abo Mpomaxy, i3 3a3HAYCHHSIM
JaTH, Ha3BM, KIUIBKOCTI, cepii Ta TepMiHY NPHUIATHOCTI OTPUMAHHX Ta
NOCTABJICHUX JIIKAPCHKUX 3ac00iB, 1H(OpMalli npo Nmokynis (IocTavyajbHUKA).
[ToBuHHa OyTHm 3a0e3meueHa MOXIIMBICTH BIJICTEXKEHHS PYyXy KOXKHOI cepii
JKapChKOTo 3ac00y.

23. Jlinensiatr mnpu 30epiraHHi JIIKapChbKUX 3aco0iB  3000B'A3aHUl
3a0€3MeUYnT YHUKHEHHS 1X TMIOMIKOJKEHHA (PO3JMBAHHSA, PO3CUIIAHHA,
PO30OUTTSI), 3apa’KEHHSI MIKPOOPraHi3MaMH 1 IEPEXPECHO KOHTaMiHaLli.

VY ineH3iata MOBMHHA [iITH CHUCTeMa, IO 3abe3medye OOOPOTHICTH
CKJIaZIChKOro 3amacy. JIileH3iaT MOBUHEH PETYISPHO MEPEBIPSATH NMPaBUIBHICTH
poOotu wmiei cucremu. Jlikapchki 3aco0M, TEPMIH MPUAATHOCTI SIKMX MUHYB, HE
MiJIATal0Th TOCTaBIl (MPOAaXy) Ta 30epiraloTbCs OKPEMO BiJ] MPHUIATHOTO IO
peanizarllii 3anacy JiKapchKuX 3ac001B J10 X yTuii3alii abo 3HUILCHHS.

Cucrema SKOCTI JilleH31aTa TaKOX MOBMHHA 3a0e3MedyBaTH IMMOCTAYaHHS
3aMOBHHUKY JIIKAPCHKUX 3aCO0IB y CTPOK, MOTO/KEHUM MiXK IMOCTaYaIbHUKOM 1
3aMOBHMKOM. HanexHuil piBeHb SKOCTI JIIKAPCBKUX 3ac00IB  MOBHUHEH
OiATPUMYBATUCS B MEpEXl ONTOBOiI TOpPriBii 0e3 Oyap-KuUX 3MiH iX
BJIACTUBOCTEN 40 po3apiOHOT TopriBial. CucTeMa MPOCTEKYBAHOCTI SIKOCTI
JTIKapChKUX 3ac00iB, CTBOpPEHA JIIEH31aTOM, MMOBUHHA TapaHTYyBaTH BUSBICHHS
OyIIb-SIKO1 HEesAKICHOI Ta PanbCudiIKOBAHOI MPOAYKIITIi.

24. TlpoBeneHHs orepauii 13 3aKyIiBil Ta NPOJAXy JIKAPChKUX 3aco0iB
MaroTh OyTH MiATBEPHKEH] BIMOBITHUMHU JOKYMEHTAMH.

VY uux noxkymeHTtax mae OyTH BIIOOpa)k€HO BCl omepauii 3 3aKymiBil Ta
poAaXy 13 3a3HAYEHHSM JIaTH 3aKymiBii a0 Mpomaxy, Ha3BW, cepii, KITbKOCTI
OTPUMaHOTO ab0 MOCTABJICHOTO JIKAPCHKOr0 3ac0o0y, TEPMiHY HOT0O MPUIATHOCTI,
HallMEHYBaHHS 1 MICII€3HAXO/[PKEHHSI TTOCTavYalIbHUKa a00 o/iepKyBaya.

25. JlineH3iaT MOBUHEH MaTH IUIaH TEPMIHOBHUX i, K1 3a0e3MedyroTh
BUKOHaHHA Haka3iB MO3 Vkpainu Ta JlepxiikciayxkOu VYkpaiHu 110110
3YIUHEHHS TOPTIBJI1 HESAKICHUMU Ta (PanbCcr(IKOBAaHUMU JIKAPCHKUMU 3aC00aMH,
BUJIYYEHHSI Yy paszl NOTpeOM JIKApChbKUX 3aco0IB 3 MPOJAXy Ta BXKHUTTS
BIJIMOBIIHUX 3aXOJIB IIOAO TOBEPHEHHS 3a3HAYEHUX JIKAPCHKUX 3ac00iB
NoCTavaIbHUKY (BUPOOHUKY) a00 X 3HUIIEHHS (YyTUIi3aIlil).

26. JlinensiaT 3000B's3aHUN BUJIYYUTH 3 TOPOJAXKY, BIAMOBIIHO
1IeHTU(IKYBATH Ta PO3MICTUTH B YITKO BU3HAYCHHUX Ta MPOMAPKOBAHUX MICIIIX
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(KapaHTHHHMX 30HAaX) TakKl JIKapchKi 3aCO0U: HESIKICHI JIIKapChKi 3aCO0HM, B TOMY
YHUCIIl JIIKApChKl 3acO0M, TEpPMIH NPHUIATHOCTI SKUX MHUHYB; 3a00pOHEHI M0
peaizailii B YCTAaHOBJICHOMY 3aKOHOJABCTBOM TOPSI/IKY; JIIKapChKi 3aco0u 3
YIIKOJKEHUMHU 3aKYNOPIOBAJIbHUMHU €JIeMEHTaMU a00 MaKyBaHHSAMU; JIIKAPChKI
3aco0HM, MO0 SKWUX ICHYIOTh MPHUMYIIEHHS, 110 BOHH € HESKICHI Ta/abo
danbcudiKoBaHUMU; TMOBEPHEH1 JIIKapChKl 3aco0u; QanbcudikoBaHi JIKapChKi
3aco0U. He3apeeCTPOBaH1 JTIKAPChKI 3aCO0U, SIKI MiJIATAI0Th PEECTPAIIii.

Jlist Benukux 00'eMiB KapaHTMHHOTO TOBApY JOMYCKAETHCS PO3MIIICHHS
Horo B 3arajbpHii 30H1 30epiraHHs 3a yMOBU 3a0€3M€UYEHHS YITKOI0 CUTHAJILHOTO
MapKyBaHHS KapaHTUHHOI TMPOMYKII Ta JOJATKOBUX 3aco0iB  Oe3meKw,
MOMEPEe/HKYIOUNX BIIBAHTAKEHHS KApaHTUHHOTO TOBapy, IO BHU3HAYEHI B
CTaHJIAPTHHUX OIEPALIHUX MPOIeNypax Ta 3aKOHOAABCTBI.

27. 3akymiBis JIKapChbKUX 3aC001B 31HCHIOETHCS] BUKIIFOUHO Y JIIIEH31aTIB,
10 MaloTh JIIEH31I0 Ha BUPOOHMITBO JIKAPCHKUX 3aCO01B, ONTOBY TOPTIBIIIO
JTIKapChKUMHU  3aco0aMu, IMIIOPT JIKAPCHKUX 3ac00iB  (KpiM  aKTUBHHX
dbapMalleBTUYHUX THTPEIIEHTIB).

28. IlignpueMcTBY 3 ONTOBOI TOPTiBJII HEOOX1AHO BUKOPUCTOBYBATH BCI
JOCTYMHI 3aco0M I MiHIMI3alii pHU3UKYy TMOTparuisHHA (anbcudiKoBaHUX
JIKapChKUX 3aC001B J10 JIEraJIbHOTO JIAHIIOTY MOCTaYaHHSI.

ITepen Oyab-sSKOIO 3aKYIBICIO JIKAPCHKUX 3ac00IB HEOOXIAHO 3MIMCHUTH
BIIMOBIIHY KBaji(ikaimito IocTavyaqbHUKIB Ta 3aTBepautu ix. Lle cmig
KOHTPOJIOBATH 3T1JTHO 3 BCTAHOBJIEHOIO JIILIEH31aTOM MPOLEAYPOIO, a pe3yJIbTaTh
JIOKYMEHTYBATH Ta MEPIOAUYHO TIEPEBIPSITH.

Ko miANPUEMCTBO 3 ONTOBOI TOPTIBJII OTPUMYE JIIKAPChKI 3aCO0M BIJ
HITIOTO ITIAMPHUEMCTBA 3 ONTOBOI TOPTiBJII, CJIiJ IEPEKOHATHCS, 11O IMOCTAYaTbHHUK
JOTPUMYETHCS TIPHHIIMITIB Ta TPAaBWJI HAJEKHOI MPAKTHKU JAUCTPUOYIIT Ta Mae
JILEH31I0 Ha ONTOBY TOPTIBIIIO, HANPUKIAJ, 3a JOIMOMOIOK BIAMOBIIHHUX 0a3
JaHUX.

29. IlpoBeneHHsa omepalliil 13 3aKymMiBJl JIKAPChKUX 3aC00IB MalOTh OyTH
MiATBEP/UKEHI BIATOBITHUMH JOKYMEHTaMH. Y IIHX JOKYMEHTaX Mae OyTu
B1JIOOpakeHO BCl omeparllii 3 KyIiBJi Ta MPOJaxy 13 3a3HAYCHHSIM JaTH KYITiBJI1
a00 TOCTadaHHS, Ha3BU, Cepii, KIUIBKOCTI OTPUMAHOTO ab0 TOCTaBICHOTO
JiKapchKOro  3aco0y, TepMiHy MOro mNpUAATHOCTI, HaWMEHyBaHHA 1
MICIIE3HAXO/)KEHHSI ~ MOocTavajdbHUKa abo ojepxkyBaya. JlokymMeHTH, IO
MiATBEPKYIOTH 3MIHCHEHHS Omnepariiii Mi>k BUpOOHUKAMHU 1 TUCTPUO'TOTOpaMH, a
TaKOXX MK CaMHMHU JTUCTPUO'OTOpaMH, MOBHUHHI MICTUTH 1H(OpPMAIIO II0A0
OTPUMAaHUX JIKapChKUX 3ac001B (30KpemMa 3a JOIOMOI0OI0 BUKOPUCTAHHSI HOMEPIB
cepiit), ycix rmocradajabHUKIB 200 0/1epKyBadiB JIIKAPCHKUX 3aCO01B.

30. Bignyck (peasizaiiisi) JlikapCbKUX 3aC001B MPOBOAUTHCS

cy0'ekTaM TOCMOAAPIOBAHHA, 110 MAlOTh JIIIEH3li Ha ONTOBY TOPTIBIIO
JKapChKUMHM 3ac00aMu;

cy0'eKTaM TOCHOJApIOBaHHS, WI0 MarTh JIIEH31I Ha BUPOOHUIITBO
JIKapChKUX 3aC001B (111 BAKOPUCTAHHS Y BUPOOHHUIITBI);

cy0'ekTaM TOCMOJAPIOBaHHs, III0 MAlOTh JIIEH31i Ha PO3ApiOHY TOPTIBIIIO
JTIKapChKUMU 3aC00aMH;
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0e3nmocepeIHbO 3aKJ1ajaM OXOPOHHU 3/10POB'S.

31. Jlinensiat mig Yac TPAHCHOPTYBaHHS JIKAPCHKUX 3ac001B MOBHHEH
3a0€3MeUYnTH YMOBHU 30epiraHHs JIKapChbKUX 3aco0iB BIiAMOBITHO IO BHMOT,
BCTAHOBJIEHMX BUPOOHMKOM, a TaKOX 3axUCT JIKApChKUX 3aco0IB  BIJ
VIIKOJDKEHHS, danbcudikaiii Ta KpaabDKKH, 3a0e3NMedYnTH YHUKHEHHS iX
NOILIKO/KEHHS (PO3JIMBAHHS, PO3CUIIAHHS, PO3OUTTS),

32. TpaucniopTHu# 3aci0 A MEepeBe3eHHs JIKapChKUX 3ac001B MOBUHEH
3a0e3medyBaTd JOTPUMaHHS BU3HAYEHUX BHPOOHMKOM YMOB 30epiraHHs
JIKapChKUX 3aco01B 1 JI03BOJSITU NPOBEJIEHHS CHUCTEMAaTUYHOTO BOJIOTOIO
npuOUpaHHs 3 BUKOPUCTAHHIM JIe31H(EKIIIHHNX 3aC001B.

33. Ilixg yac TpaHCHIOPTYBaHHS JIIKAPChKUX 3aC001B MalOTh OyTH JOTPUMaH1
YMOBH, 10 3a0€3MeuyroTh 30€pEKEHHsI X HAJIEKHOI SKOCTi, CXOPOHHOCTI Ta
IIITICHOCTI, HE JIONMYCKAalOTh IONAaJaHHd Ha HUX NHIYy, aTMOC(EpHHX OmaiiB i
BIUIUBY CTOPOHHIX 3amaxis.

Jlikapchki 3aco0u 11 9ac TPaHCTIOPTYBaHHS MOBUHHI OyTH 3aXHWINEHI Bif
MOIIKO/KEHHSI YMAaKOBKU, PO3JMBAaHHS, 3a0py/IHEHHS, KOHTaMiHALii IHIIUMU
JIKapChKUMH 3acob0amu abo pedoBuHaMH. He nomyckaeTbcsi TpaHCHIOPTYBaHHS
JIKapChKUX 3aco0iB pa3oM 3 IHIIMMHU BHUAAMH BaHTaXy 3a BUKIIOUECHHSIM
CYIYTHIX TOBAapIB.

IlepeBe3eHHs  JiKapchKMX  3aco0iB, IO  BHMAaraiTh  OCOOJIMBHX
TEMIIEpAaTYpHUX YMOB 30epiraHfs, MOBUHHO 3J1MCHIOBATUCH TUIBKH CIIEIIAJIBHO
o0JaHAHUM TPAHCIIOPTOM, OCHAIICHUM PePPIKEPATOPHUMH yCTAHOBKAMH, SIKI
00JJaHYIOTHCSI TPUCTPOSIMU JUISI TIOCTIHHOTO MOHITOPUHTY TeMIlepaTypH, ado
TEPMOKOHTEUHEPAMH.

34. Jlns TpaHCTIOPTYBAaHHS JIIKAPCHKUX 3acO0IB CHiJi BUKOPHCTOBYBATH
kBamiikoBaHe OONaJHAHHS, 1100 TapaHTYBAaTH JOJCPKAHHS HAJICKHHUX YMOB
TpPaHCTIOPTYBaHHS.

Matoth OyTH TUCHMOBI METOJUKH CTOCOBHO €KCIUTyaTallli Ta TeXHIYHOTrO
00CITyrOBYBaHHS BCIX TPAHCIIOPTHUX 3acO0IB 1 00JiaIHAHHS, BUKOPUCTOBYBAHUX
B MpoIeci AUCTpUOYIIii, BKIIOYAIOYM OYHUIIEHHS Ta 3aX0au O€3MeKH, MOPSI0K
TEPMIHOBHX JI1{ IT1]1 Yac MOJOMKH TPAHCIIOPTHOTO 3ac00y.

35. HapkotuuHi 3aco0M, NCHUXOTPOIHI PEYOBMHU Ta NPEKYypCOpH
TPAHCHIOPTYIOTHCS BIJIMIOBITHO /10 BUMOT YHHHUX HOPMATHBHO-TIPABOBHUX aKTIB,
AK1 PEryJIIOIOTh iX 00Ir B YKpaiHi.

36. Ilpm mnmaHyBaHHI TPaHCHOPTYBAHHS CIiJ 3aCTOCOBYBATH IMiIXiJ,
3aCHOBAHUM Ha OLIIHIOBAHH1 PU3HKIB.

37. 3a00pOoHSETHCS TPAHCHOPTYBAHHS JIIKAPCHKUX 3aCO0IB TPAHCHOPTOM
3arajJpHOTO KOPUCTYBAaHHS, SKUM 3J1MCHIOETHCS MEPEBE3EHHS MACaXKUPIB, Ta Y
MOIITOBUX a00 OarakHUX BiIPaBICHHSX.

38. YV muChMOBUX CTaHAAPTHUX pPOOOYMX METOAMKAX (CTaHIApTHUX
oTepalifHux Mpoleaypax) NOBUHHI OyTH OMUCaHi Oyib-sK1 poOOTH, 1110 MOXKYTh
BIUIMHYTH HA SKICTh JIIKApChbKUX 3ac001B ab0 SKICTb JAMCTPUO'FOTOPCHKOT
JUSTBHOCTI: OTPUMAHHS 1 TIEpeBIpKa MOCTABOK, 30epiraHHs JIKapChbKUX 3ac00IB,
OYHMIIEHHS 1 00CIIYTOBYBAaHHS NPUMIIIEHb (BKJIOUYaOUU OOpOTHOY 3 KOMaxamu 1
TBapWHAMU), PEECTpaIlisi YMOB 30epiranns, Oe3reyHe 30epiraHHs SK 3amaciB Ha
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anTedyHomy ckiaai (6asi), BeleHHS 1 30epiraHHs JOKYMEHTaIlli, y TOMY YHCJI1
JOKYMEHTIB IOAO 3aKyMiBial, 30epiraHHs, NpPOAAXKY Ta TPaHCHOPTYBaHHS
JIKapChKHUX 3aco01B, MOBEPHEHHS JIKAPCHKUX 3aco01B, MJIaHW BimkiaukauHs. L
METOJIMKM MaroTh OyTH 3aTBEPKEHi, MIANHCAHI 1 JaTOBaHI YIOBHOBaKEHOIO
0c000t0 JileH3iaTa.

39. JIOKyMEHTH CHiJ PperyjispHO TMeperjsgaTd Ta akTyali3yBaTH.
HeoOxigHo w™maTu cuctemy, 1[0 3amo0ira€ BHUIAJIKOBOMY BHUKOPUCTAHHIO
3aMIHEHUX BEpCid micig Teperisay AoKyMeHTa. 3amiHeHl abo 3acrapim
METOJIMKU HEOOX1THO BUJIYUUTHU 3 poOOUYMX MiCIlb Ta 30epiraTu B apXiBi.

40. 3 MeTOI0 KOHTPOJIO BIJIMOBITHOCTI MPUHIIMIIAM 1 BUKOHAHHS TIPAaBUI
HAJIEKHOI MPAKTUKHU TUCTPUOYLIi Ta HaleXHOI MPAKTUKW 30€piraHHs, a TaKoxX
IPOIO3ULIIA HEOOXITHUX 3aMO0KHUX Ta KOPUTYBaJbHUX JI{ JIIEH31aT MOBUHEH
IPOBOJIUTH CAMOIHCTIEKIIIIO.

[Ipuminienns, o6yialHaHHA, JOKYMEHTAIIil0, MPOLEeC 30epiraHHs, KOHTPOJb
SIKOCT1, TUCTPUOYIIIIO JIIKAPCHKUX 3aC001B, MUTAHHS, [0 CTOCYIOTHCS TIEPCOHATY,
3aX0AM IOAO0 poOOTH 3 peKiIaMalisMH Ta WIOJ0 BIJIKIHWKaHb, a TaKOX
caMolHCcHeKlii (BHYTpIIIHI ayJuTH) HEOOXIAHO PEryJsipHO JOCHIIKYBaTH
BIIMOBIIHO JIO0 3a3Jajierilb BH3HAYCHOI MporpamMu JUIsl TIEPEeBIpKU  iX
BIJIMTOBITHOCTI MPUHILIAIIAM YIIPABIIHHS SKICTIO

41. JlineHsiat Ma€ BIOPOBAIUTH MIPOTpaMy CaMOIHCIIEKITIH, III0 OXOILIIOE BCi
acniektd GDP Ta noTpuMaHHs peryjasiTOpHHUX MOJO0KEHb, PABUII Ta MPOIEAYp, B
MeXax BU3HAYEHOTO Ipadiky.

42. TlpoBemeHHsl BCiX CaMOIHCHEKINM HEOOXIJHO MPOTOKOIIOBATU. 3BITH
NOBUHHI MICTUTH BCl CIOCTEpPEXKEHHS, 3pO0JeH] MiJ Yac CaMOIHCHEKUId, 1 3a
HEOOX1HOCTI TPOTMO3HIIT MOA0 3amo0KHUX Ta KOPUTyBaIbHUX mAid. Takox
NOBUMHHI OyTM CKJaJeHI 3BITH TMpo Jii, MNpOBEIEHI 3a pe3yJbTaTaMu
CaMOIHCTIEKLIIH.

43. Skuro 3a pe3yabTaTaMy CaMOIHCIIEKINl CHOCTEpIraaucs MOpYIICHHS
Ta/ab0 HEJOJIIKH, HEOOXITHO BU3HAYUTH iX MPUUMHH, & TAKOXK 3aJ0KYMEHTYBaTU
Ta 3MIMCHUTH KOPUTYBaJIbHI Ta 3a1I001KHI ii.

44, JliteHsiaT MOBUHEH MaTH JOCTATHIO KUIBKICTh (3aJIe)KHO BiJl KUIBKOCTI
Ta MOTY>KHOCT1 alTEYHUX CKJIa/iB) KBaMi(piKOBAaHOTO MEPCOHATY JJIsi BUPIIICHHS
BCIX 3aBJaHb, K1 OKJIAJ€HI Ha JiIleH31aTa.

VY nineHsiaTa MOBHHHI OyTH 3aTBEP/KEHI IITATHUN PO3KIJIAJ Ta MOCAA0BI
THCTPYKIIil MpaIiBHUKIB, Y SIKUX BUKIAJEHI OCHOBHI (DYHKIIi, TTOBHOBa)KCHHS,
npodeciiiHi 3HaHHs, KOMIIETEHIIIs Ta 1HIII BUMOTH JI0 TIPAI[iBHUKIB.

45. Tlepconan miueH3iata MOBUHEH 3HATU Ta JOTPUMYBATHUCh NMPUHLMIIIB
HaJIEKHOT MPAaKTUKU JTUCTPUOYIT Ta HAJIEKHOI NPAKTUKWA 30epiraHHs, IIIo
CTOCYIOTBbCSI MOr0 MisUIBHOCTI, @ TaKOX MPOXOJIUTH IMEPBUHHE Ta MEPIOJUYHE
HaBYaHHS BIAMOBIIHO 70 OOOB'SI3KIB MEPCOHANY, BKJIIOYAIOYU IHCTPYKTaX 3
BUKOHAHHS TITEHIYHUX BUMOT.

46. OcoOu, sKi 0e3mocepeHbO 3alMAalOThCSI ONTOBOK) TOPTIBJIEIO
JTIKapChKUMU 3ac00aMH, OBUHHI MaTH BIAMOBIIHY (hapMalleBTUUHY OCBITY.

3a3zHayeHi 0coOM MOBUHHI MaTH:
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1) numiom npo dapManeBTUIHY OCBITY HaBUalbHKX 3akiaaiB III-1V piBHiB
akpeauTarlii, HaB4aJbHUX 3aknaniB [-1I piBHiB;

2) Tmnpu TOBHIM BUIIKA OCBITI - cepTudikar mnpo MPUCBOECHHS
(miaTBepKEHHS) 3BaHHS MpOBI3opa-creniaiticta abo NOBMHHI OyTH aTecTOBaH1
3a M€K CHEIAThHICTIO 3 MPUCBOEHHSAM (IMATBEPHKEHHSAM) KBaTi(iKamiifHol
KaTeropii Ayt AMTUIOMIB HaBUalibHKX 3akiajiB I1I-1V piBHIB akpenurariii.

3azHayeHa BUMOra HE MOIIMPIOETHCS HA MPAIIBHUKIB aNTE€YHHX CKIIAJIIB
(0a3), sAKi 3AIMCHIOIOTH BIAOIp, KOMIUIEKTAIlI0 Ta YHNAaKyBaHHS 3aMOBJeHb. L1
MpaIiBHUKKA MOBUHHI MPOXOJUTH HAaBUYAHHS Ha TMOCTIHHIM OCHOBI BIAMOBIAHO J10
iXHIX O0OB'SI3KIB Ta MEPIOAUIHUN METUIHHMN OTJISI.

47. CnemiaiicTd, sSKi MPOWUNUIM CIEliajdbHy IMATOTOBKY B HaBUYaJbHHUX
3aKiagax 1HO3EeMHHMX KpaiH, JOMYyCKaloThCs A0 MPOQECiiiHOi MIAIbHOCTI Y
NOPSAJIKY, BHU3HAYEHOMY IIEHTPJIHHUM OpPraHOM BHKOHABUYOi BIaad, IO
3a0e3neuye GOpMyBaHHS JIep>KaBHOI MOJTITUKU Y cepl OXOPOHU 3/I0POB's.

48. CremiamicTy, sIKi HE MPAIOITh MOHA M'SATh POKIB 3a 3a3HAYCHOIO y
nurIomi, cepTudikarti (MOCBITYEHH1) CIIEIIaTbHICTIO, MOXKYTh OYTH JOIYIIEHI J10
JISUIBHOCTI 3 ONTOBOI  TOPTIBII  JIKAPCBKUMHU — 3acO00aMu  TUIBKM — MICIsA
MPOXOJIKEHHS MEePENiArOTOBKH.

49. Tlocamu 3aBigyBayiB amnTeyHOro ckimany (0as3w), 3aCTYNHUKIB
3aBiyBadiB aT€YHOTO CKIamy (0a3m) MOXKYTh 3aMIMIATUCA O0COOaMH, 110 MAlOTh
TUIIoM HapdasibHoro 3akiany III - IV piBHiB akpenurariii ta cepTudikar
nOpoBi3opa-creniagicta 3a cnemiaibHiCTIO  «Oprasizamis Ta  yHOpaBiIiHHSA
dapmariero» abo arecToBaHl 3a I€I0 CICIMIATBHICTIO 3 MPHUCBOEHHIM
(maTBepAKEHHSIM) BIATIOBITHOT KaTeropii.

He nomyckaerbest 3aiiMaHHS 1MOCaau 3aBimyBada anTeqHoro ckiamy (6as3m)
3a CyMICHHUIITBOM.

50. JlimeH3iaT NOBUHEH NPU3HAYUTH NPUHANMHI OJHY YTOBHOBAXKEHY
0co0y, sKa BIJAMOBIJIa€ 3a CTBOPEHHS, BIPOBA/KEHHS Ta (YHKIIOHYBAHHS
CHUCTEMH SIKOCTI.

YnoBHOBakeHa 0co0a TMOBHHHA OCOOMCTO BHUKOHYBAaTH CBOI OOOB'SI3KH,
MaTy BUIY (hapMalleBTUUHY OCBITY Ta CTaXX pOOOTH 3a CHEIIaIbHICTIO HE MEHIIIEe
JIBOX POKIB.

YnoBHOBakeHa 0coOa MOBMHHA BUKOHYBATH CBOi 00OB’S3KH TAKUM YHHOM,
mo0 3a0e3MeYUTH MOXJIMBICTH JIILIEH31aTy JOBECTH BIAMNOBIIHICTH BHUMOTram
GDP.

51. JlineHsiaT MOBHMHEH 3a0e3MeunTH Oe3lepepBHE HaBYaHHS IEPCOHAIY,
JISUIBHICTh SIKOTO MOK€ BIUIMHYTHM Ha SIKICTh OpoAykuli. HaBuaHHSA MOBHHHO
IIPOBOJUTHUCS BIJTOBIIHO /10 3aTBEP/HKEHUX JIIEH31aTOM HaBYAJIbHUX MIPOrPaAM.

KpiM OCHOBHOro HaBYaHHS 3 MUTaHb HAJIEKHUX MPAKTUK JUCTpHOYyLIi Ta
30epiraHHs, KOXEH, MNPUUHATHNA Ha pPOOOTY TMpalliBHUK TOBUHEH MPOUTH
HAaBYAaHHS BIAIIOBIIHO A0 MOKJIAAEHHUX HAa HHOI0 000B'A3KIB.

JlineH3iar MOBMHEH NEPIOJUYHO OLIIHIOBATH MPAaKTUYHY €(QEKTUBHICTh
HaBYaHHS.

JlineH3iar MOBHHEH 3a0€3MEYNTH HABYAHHS IMEPCOHANLy, OOOB'S3KU SKOTO
nependavaroTh mnepedyBaHHSA Yy CKIIAICBKUX 30HAX (BKIOYAIOUM TEXHIYHHM 1
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0o0CITyTOBYIOUMH TepCOHA], a TaKOoX CIIBPOOITHHUKIB, SKi 31MCHIOIOTH
npuOUpaHHs).

52. YV ninensiata MmoBWHHI OyTH BCTAHOBIICHI TITIE€HIYHI BHMOTH, IO
BIJIMOBIIAIOTh BHUAY MISJIBHOCTI, SIKMM TPOBaAUTHCS, Ta 3a0e3MeueHo ix
norpuManHsa. [[i BUMOrM TOBWHHI, 30KpeMa, BKJIIOYATH BUMOTH JI0 CTaHY
3/I0POB'sl MIEPCOHAIY, TITEHIYHUX TPOILEAYP 1 TEXHOJOT1YHOro onary. Jlinensiat
MOBMHEH MaTH JOKYMEHTAIIIIO 3 TIr€HU MEPCOHAIY.

53. Ilpu npuiiHATTI Ha poOOOTY MEpCOHaN, MAISUIBHICTH SIKOTO MOXKeE
BIUIMHYTU Ha SIKICTh NPOAYKIi, TOBUHEH MPONUTH MeAMYHE OOCTEKEHHS, a B
MOMANIBIIOMY - TIEPIOAMYHI MeAW4Hi orsau. JlimeHsiaT € BiANOBITaIbHUM 3a
HAsSIBHICTb 1HCTPYKIIIH, BIATIOBIHO JI0 AKUX 3a0e3meuyeThest Horo iHGpopMyBaHHS
OpO TAaKWM CTaH 3/I0pOB'Sl CHIBPOOITHUKIB, KM MOXE BIUIMHYTH Ha SIKICTh
npoaykiii. JlimeH3iar TMOBMHEH BXXUTH OpraHi3alifiHUX 3axo0JiB, SIKI MarTh
rapaHTyBaTH, 110 >KOJEH MpPAalliBHUK 3 IHPEKLUIMHUM 3aXBOPIOBaHHAM a00 paHaMH
Ha BIAKPUTUX AUISHKAx Tila He OyJe JOMYLIEHUH 0 CKIAaJChKHX MPHUMIIIEHb
(30H) Ta 30H KOHTPOJIIO SKOCTI.

Po3min 5. BuMorn moao nmpoBaJsKeHHsI rOCNOAAPCHKOI AiSVIBHOCTI 3
BHPOOHULTBA (BUIOTOBJIEHHA) JIKapCchbKUX 3ac00iB B yMOBax amnTeKH,
po3apiOHAa TOPriBJs JIKAPCHKMMH 32C00aMHU

1. Po3apibHa TOpriBis JiKapChbKUMHU 3aC00aMU 3I1MCHIOETHCS JIUIIE Yepe3
ANTEeKH Ta iX CTPYKTYpPHI MiAPO3AUIH, KPIM BUIAJAKIB, IepeaOadyeHUX MYHKTOM 3
IILOTO PO3JILITY.

2. Cy0'eKT rocrnojaproBaHHs, SKM IPOBAJIKYE TOCMOAAPCHKY AISUIBHICTS 3
BUPOOHUIITBA (BUTOTOBJICHHS) JIIKAPCHKUX 3aCO0IB B YMOBAX anTeKu, po3ApiOHOT
TOPTiBJI1 JIKAPCHKUMH 3ac00aMH MOBUHEH 3a0€3MEYUTH HAsBHICTh MaTepialibHO-
TEXHIYHOI 0a3M, TEXHIYHMX 3ac00IB Ta iX BIAMOBIJHICTH BUMOraM HOPMAaTHUBHUX
JOKYMEHTIB 1010 BHUPOOHMIITBA, 30€piraHHs, KOHTPOJIO SKOCTi, TOPTIBII
JKapChKUMU 3aCO0aMHU.

JisIbHICTS 3 BUPOOHUIITBA (BUTOTOBJICHHS ) JTIKAPCHKUX 3aC00IB B YMOBax
anTeKku, po3ApiOHOI TOPriBJSI JIKAPCHBKUMHM 3aco0aMH  3JIMCHIOETBCS 3
JOTPUMAHHAM BHUMOT 3aKOHOJABCTBA IIOJIO SKOCTI JIIKAPCHKHUX 3ac00iB, Y TOMY
YUCIl MPU3HAYEHUX I KIIHIYHUX JOCIIDKEeHb, IMJ 4Yac iX BHUpPOOHHUIITBA,
TpaHCHOPTYBaHHS, 30€piraHHs, ONTOBOI Ta PO3APIOHOT TOPTiBIl HUMH.

HismpHICTE 13 30epiraHHs JKapChKUX 3aco0iB Tia 4Yac BUPOOHHUIITBA
(BUTOTOBJICHHS) JIIKAPCHKUX 3acO0IB B yMOBax amnTeKH, PO3ApiOHOI TOPTIBII1
JTIKapChbKUMHU 3ac00aMH 3IHCHIOETBCS 3 JOACPKAHHSAM BHUMOT HAaCTaHOBH 3
HaJIEKHOT MPAKTUKHU 30epiraHHs.

3. YV ciibChKill MICLIEBOCTI y pa3i BIACYTHOCTI anTeKu abo CTPYKTYPHOIO
HiAPO3UTY anTeKu po3apiOHA TOPTIBIS JIKAPCHKUMH 3aC00aMH 3a TEpEeTiKoM,
BCTAHOBJIEHUM IIEHTPaJbHUM OpPraHOM BHUKOHABYOi BIJIaJIu, M0 3a0e3redye
(opMyBaHHs JEp>KaBHOI MOJITUKH Yy cepl OXOPOHU 30pPOB'A, 3AIMCHIOETHCS Y
OpUMIMICHHSIX  (Qenpamepcbkux,  (Pempamepcbko-aKymepchbkuX  MyHKTIB,
CUIbCBKHX, JUIBHUYHHUX JIIKapeHb, aMOyJIaTopisx, amOyiaTopisix 3arajbHOl
IPaKTHKA - CIMEHMHOI MEIMWIIMHM TMpalliBHAUKAM{A IHX 3aKjJIajiB, SKI MarOTh
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MEUYHY OCBITY, Ha IIiJICTaBl JOrOBOPIB, YKJIaJAEHUX 13 JIIEH31aTOM, IO Mae
JIIEH3110 Ha pOo3piOHY TOPTIBIIO JIKAPCHKUMU 3aC00aMHU.

4. AnTeku Ta iX CTPYKTYPHI MIAPO3AUTN 3/IIHCHIOIOTh TOPTiBII0 TOTOBUMH
JTKapChbKUMH 3ac00aMU, B TOMY YUCJI1 BUTOTOBJICHUMHU B YMOBAX anTeKH.

[Tin wac mpomaxy JiKapChbKuUX 3ac00IB CyO’€KT TOCHOIAPIOBAHHS BUIAE
oco0i, sika TmpuadaBae JIKaApChKi 3aco0M, PO3PaXyHKOBUN JOKYMEHT, IO
3acBiiuye GakT KymiBii, y TOPSJIKY, BCTAHOBJIEHOMY 3aKOHOJIaBCTBOM.

3akymiBias JIIKAPCHKUX 3aCO0IB 3IMCHIOETHCS BHUKIIOYHO Y CYO’€KTIB
rOCTOJIapIOBaHHS, 110 MalOTh JIIICH31I0 Ha BUPOOHUIITBO JIIKAPCHKUX 3aC00iB,
ONTOBY TOPTIBIIIO JIKAPCHKUMH 3ac00aMu, IMIIOPT JKAPChKUX 3aco0iB (Kpim
aKTUBHUX (hapMaIrleBTUYHUX 1HIPEIIEHTIB).

5. B okpemMuX NpHUMILIEHHSIX aNTEeKH, JO SIKUX € MPOXIJ TUIbKH 13 3aily
0OCITyroByBaHHS HACEJICHHS anTeKh Yh 3 TaMOypa/KOpUI0py 3arajibHOTO
KOPHCTYBAaHHsS, MOXE 3JIHCHIOBATUCh MEIWYHA TIPaKTUKA Yy TOPSJIKY,
BCTAHOBJICHOMY 3aKOHOJIaBCTBOM.

6. Ha dacanai Oynieimi, Ae po3MIIIY€EThCS anTEUHUMN 3aKiiaja, 3TiTHO 3 HOro
OpU3HAYEHHSIM NOBMHHA PO3MILYBATUCh BUBICKA 13 3a3HAYEHHSM BUY 3aKJafy.
Ha BugHoMy wMicii mepei BXOAOM [I0 alTEYHOTO 3akKiagy pPO3MIIIYEThCS
iH(popMarlliss nmpo HalWMEHyBaHHA CyO’€KTa TOCHOJAPIOBAHHS, PEXKUM PpoOOOTH
anTevyHoro 3akiany. Js antek Ta iX CTpYKTYpHUX HiAPO3AUIIB Mae OyTH HasiBHA
iH(opMalIis Mpo MICIE3HAXOKEHHS 4eproBoi (1u104000B0Oi) Ta HaMOIMK4YOT
anTeK.

Ha BuBIcCIIl Ta Ha 30BHINIHIX PEKJIAMHUX KOHCTPYKIISX aTEYHOrO 3aKJIay
JO3BOJIIETHCS, OKPIM BHUKOPWUCTAHHS ITO3HAYEHHS BHUIY alTEYHOTO 3aKIamy,
pO3MINTyBaTH HaWMEHYBaHHS CyO’€KTa TOCTOJAPIOBAHHS, HaWMEHYBaHHS
anTE4YHOro 3aKJajJy Ta 3HaKa JUIsl TOBAPIB 1 MOCHYr (JIOTOTHILY), SIKMM HAJIEKUTh
Ccy0’eKTy TOCHOAaplOBaHHS HAa 3aKOHHUX IIJCTaBaX, 3a YMOBH, IIIO
HalilMEHyBaHHsI Cy0’€KTa TOCIOJaprOBaHHS, HAWMEHYBAHHS alTEYHOTO 3aKjIaay
Ta/ab0 3HaK ISl TOBAPIB TA MOCIYT (JOTOTHUI) HE MICTHUTD:

BKa3iBKM II[0JI0 PiBHA a0o0 1HINOI O3HAaKH IIiH, SIKa MOXKE BIUIMHYTH Ha
HaMIpH CIIOXKKBaya 1040 MPU0aHHS TOBApiB y TAKOMY 3aKiIali;

1H(dopMallii, 10 MOKE BBOJIUTH CIIOKMBAaya B OMaHY I110JI0 OPIEHTOBAHOCTI
anTEYHOr0 3aKJaay Ha 00CTyroByBaHHS MEBHUX COIIAIbHUX T'PYI HACEICHHS;

MOPIBHSHB 3 IHIIUMH aNTEYHUMHU 3aKJIaIlaMHU.

3a OaxaHHSM JTIEH31aT MOXXE BCTAHOBUTH CHUTHAJIBHUN TMOKaXIHUK
anTe4YHOro 3aKjaAy Ta MOro CTPYKTYpHOTO MiAPO3LTY, 3arajbHUN OMHUC SIKOTO
3aTBEP/KYETHCS IIEHTPAIBPHIM OpPTaHOM BHWKOHABYOI BJIaaM, IO 3a0e3redye
dbopMyBaHHS JIepKABHOI MOJITUKH y chepl OXOPOHH 3]I0POB'S.

AnTeyHl 3akjajd TMOBUHHI MaTH MOPSAKOBUH HOMEpP Ta, 3a OaXaHHIM
JieH3iaTa, HaiMEHYBaHHS.

7. 3a00pOHSETHCS BIAMYCK PEUENTYPHUX JIKAPChKUX 3aC001B O€3 pPEIenTiB.

Jlo3BoseThbesl BiAMycKaTH 0e3 perenta JiKapchbKl 3aco0M 3a MEpesikoM
JIKapChKHUX 3ac001B, TO3BOJICHUX JI0 3aCTOCYBaHHS B YKpaiHi, sIK1 BIIMTYCKAIOThCA
0e3 pelHenTiB 3 anTreKk Ta iX CTPYKTYPHUX MIAPO3AUTIB, 3aTBEPIHKEHUM
IEHTPAJIbHUM OpPTaHOM BHKOHAaBYOi Biamu, 10 3abe3neuye (GopMyBaHHS
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Jep>KaBHOI TOJIITHKUA y cdepl OXOpPOHH 3J0pOB's. Biamyck mikapcbKux 3aco0iB,
AKl HE BBIMIUIM J0 WIbOTO IMEPENiKy, 3AIMCHIOEThCA BIAMNOBIAHO [0 YMOB
BIJIMMYCKY, BU3HAUCHWX B I1HCTPYKIISAX JUISI MEAUYHOTO 3aCTOCYBAHHS IIUX
JKapChKUX 3aCO0IB Ta JIMCTKAX-BKJIaAUIIIAX.

8. YV 3am o00CIyroByBaHHs HaceJCHHs Ha BITPUHAX, Yy CKISHHX Ta
BIIKpUTUX Iadax TOIIO JO3BOJISETHCS PO3MINIYBATH JIIKAPChKI 3aco0u, 110
BIJIIyCKalOThCcsl 0e3 peuenrta. B okpemux madax, BiTpuHax (A0 SKHUX HEMae
JIOCTYIy CIIOKMBAYiB) 30€piratloThCsi JIKapChKl 3ac00M, IO BIAMYCKAIOTHCA 3a
peuenToMm Jikaps, 3 000B'SI3KOBOIO MO3HAUKOIO «BiJMycK 3a penenTom Jikaps».
CynyTHI TOBapu PO3MINIYIOThCSI HA BITpUHAX, B madax, OKpeMo BiJl JIKapChKUX
3aco0iB.

3aboponsieTbesa pekiaMa (B Oyab-sKkid Gopmi) pelenTypHUX JTIKapChbKUX
3ac001B.

9 BupoOHUUTBO (BUTIOTOBJIEHHS) JIIKAPCHKUX 3acO0IB B yMOBaX arTeKH
3MIMCHIOETBCS JIMINIE B AalTeKax 3a HasSBHOCTI JNICH31I HAa BHPOOHHUIITBO
JTKapChKUX 3aCO0IB.

BupoOHULITBO (BUTOTOBJIICHHSI) JIIKAPCHKUX 3ac00iB B yMOBaX amTeKu
NOBUHHO 3/1MCHIOBATUCH BIJIMOBIHO [0 TMPaBWJ BUTOTOBJIEHHS JIIKAPCHKUX
3ac00iB B yMOBaxX amnTeKH, BCTAHOBICHHUX IICHTPAJIbHUM OpPTaHOM BHUKOHABUOI
BIaAM, 10 3a0e3neuye (GOpMyBaHHS JEp>KaBHOI MONITUKH Yy cdepi 0XOpoHU
3710pOB'sl.

Toprisns JiKapcbKUMH 3ac00aMH, 110 BUPOOJIEHI (BUTOTOBJIEHI) B YMOBaXxX
anTeKHu, MOXKE 3IMCHIOBATHCH JIMIIE Yepe3 anTeKd Ta CTPYKTYpPHI MIAPO3AUIN
amnTeK JIleH31aTa, SKUil € BJIACHUKOM aNTeKH, 110 iX BUPOOsie (BUTOTOBIIAE), 3
JOTPUMAHHSAM YMOB TPaHCIIOPTYBaHHs, 30epiraHHs Ta BiJIITyCKY.

[lepenik BHYTPINIHBOANTEYHOI 3arOTOBKH, IO BHUPOOJISE€ (BUTOTOBIISE)
amnTeka, TMOTrO/KYe TEPUTOPIaIbHUN OpraH IEHTPAIbHOIO OpraHy BUKOHABYOI
BJIA/IM, 110 pPealli3y€e JepkKaBHY MOJITHKY y cepl KOHTPOIIO SIKOCTI Ta Oe3NeKu
JIKapChKUX 3ac00iB BIAMOBIAHO [0 TMOPSAKY, 3aTBEPIKEHOrO ILEHTPATbHUM
OpraHoOM BHKOHABYOI BJIAJIH, IO peaji3ye AepKaBHY MOJITUKY Y chepi KOHTPOIIO
SKOCT1 Ta O€3IEeKH JIKapChKUX 3aC001B.

10. JlineHsiat, SKW NOPOBAAUTH MJISUIBHICTE 3 PO3APIOHOI TOPriBii
JTIKapChKUMU 3aC00aMH, IOBUHEH:

3a0€3MeUnTH HASBHICTh YCIX HEOOXIAHUX MPUMIIIEHb, YCTaTKYBaHHS Ta
o0JaHaHHS I HAJICKHOTO 30€epiraHHs Ta TOPTiBJIl JIIKAPCHKUMH 3aC00aMu;

3a0e3neuyBaTy JJIs KOXKHOI'O BUPOOHUYOrO MPUMILIEHHSI PEECTpAIlilo Ta
KOHTPOJIb TEMIEPATYPH 1 BITHOCHOT BOJIOTOCT1 MOBITPSI, CIPABHICTh yCiX 3aC001B
BUMIPIOBAJIBHOT TEXHIKHU 1 MPOBOJAUTH iX PETYISPHY METPOJIOTIUHY MOBIPKY;

MaTh HEOOXIJHY KUIbKICTh TMpalliBHUKIB, $K1 BIJAMOBIIaIOTh KaJpPOBUM
BHMOT'aM, BCTAHOBJICHUM IMMHU JIIIIEH31THUMU yMOBaMU;

CTBOPUTH HEOOXiAHI YMOBM JUIS JOCTYIHOCTI 0cCi0 3 OOMEKEHUMHU
(bI3BUYHUMU MOXJIUBOCTSAMM JI0 aIlTEK;

JOTPUMYBATUCSI BU3HAYCHUX BHUPOOHHKOM 3arajibHUX Ta CHelu(pIIHUX
YMOB 30€piraHHsl JIikapChbKUX 3aC001B;
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MaTh B 3ajl OOCIIYrOBYBaHHS HAaceJICHHS I1H(OpMAIlil0 PO HasSBHICTH
JineH3ii, NOpo  ocoOJMBOCTI  MpaBMJ  BIAMYCKY  JIIKapChbKUX  3aco0iB,
MICIIE3HaXOKeHHsT 1 HoMmep TenedoHy cyO'ekTa TOCHONapIOBaHHS, SKOMY
HaJeXaTh anTeka Ta CTPYKTYPHI MiAPO3JUIM, MICIE3HAXOKEHHS 1 HOMep
TeneoHy JEep>KaBHOTO OpraHy y CIOpaBax 3axUCTy TMIpaB CIIOXHMBAYiB,
MICIIE3HAXOKEHHSI 1 HOMEp TeledOHy TEepUTOPIAILHOTO OpraHy Jep>KaBHOTO
KOHTPOJIIO SKOCTI JIIKAPCHKHUX 3ac001IB, a TAaKOX KHUTY BIATYKIB Ta MPOMO3ULIH,
3a0€3MeUYnT MOKJIUBICTh BCTAHOBJICHHS Ta (YHKIIOHYBaHHS 1HGOpPMAIIITHOTO
cTeHjia abo TepMiHaa;

JOTPUMYBATUCS BHUMOI 3aKOHOJABCTBA MO0 3a0€3MEUEHHS KOHTPOIIO
SIKOCTI JIIKAPCHKUX 3aC001B;

3a0€e3MeYUTH CXOPOHHICTH JIIKAPChKUX 3aCO01B;

30epirat MpoTIroM HE MEHIIE TPhOX POKIB JIOKYMEHTH, IO 3aCBIAYYIOThH
KYIIBIIIO, 13 3a3HAYEHHSM JaTH, Ha3BW, (GOPMU BHUIYCKY, KIUIBKOCTI, cepii Ta
TEPMiHY MPUAATHOCTI OJIEPKAHOTO JIIKAPCHKOTO 3ac00y, BUpOOHUKA, iH(pOopMmaIlrii
PO MOocTavajabHUKA Ta PEKBI3UTIB KOT0 JIIECH3IT;

BU3HAYUTH YTIOBHOBaXEHY 0co0y, SKa TMOBUHHA MaTH JUIUIOM PO
dapmarieBTHYHY OCBITY HaBuanbHux 3akianiB Il - IV piBHIB akpenutaiii Ta
cepTu(ikaT Mpo MPUCBOEHHS (TATBEPXKEHHS) 3BaHHS MPOBi3Opa-cremiagaicTa
abo0 OyTh aTeCcTOBAHOK 3a II€I0  CHOCIMIAIBHICTIO 3  MPUCBOEHHIM
(miaTBepmKeHHsAM) KBaiiikaimiiiHoi Kareropii Ta MaTh CTax podoTH 3a
cretianbHicTIO «@apmaliisi» HE MEHILEe JABOX pPOKIB (BUKOHAHHS OOOB'S3KIB
YrnoBHOBaxkeHOI 0COOM, BIAMOBIAAIBHOI 3a  (YHKIIOHYBAaHHS  CHUCTEMHU
3a0€3MeUeHHs AKOCT1 JIKApChKUX 3aco0iB B amTell, 110 po3TalloBaHa Y Celll,
CeJIUIII, CEJUINl MICHKOT0 THITYy, MOXKE MOKJIAJAaTUCA Ha 0cO0y, 10 Ma€ JAUILIOM
npo ¢apmaneBTUYHY OCBITY HaBuasibHUX 3akyaiB I - Il piBHIB akpenuraiii, abo
0oco0y, fKa oTpuMaja piBeHb OakanaBpa y HaBuainbHuX 3akinanax Il - IV piBHiB
akpenurairii). BukoHanHs 00OB'SI3KIB YTIOBHOBa)XKEHOI OCOOM y CeJli, CEeJHIIIL,
CEJIMILI MICBKOI'0 THIy MOK€ MOKJIaIaTUC Ha CIEHIaicTiB 0e3 cTaxy podoTu 3a
cremiagbHICTIO «DapMmarrisy.

11. Jnsa antek, sKi BUPOOJAIOTH (BUTOTOBJISIOTH) JIKApChKi 3aco0w,
00O0B'I3KOBUM € HasBHICTh YMHHOI Jlep:kaBHOi Papmakorei Y KpaiHu.

12. Jlns 3a6e3nedeHHs TisTbHOCTI 3 pO3ApiOHOT TOPT1BIIl anTeKa MOBUHHA:

1) po3mimyBatucsd y BHBEIEHOMY 13 JKUTJIOBOrO (OHIY OKpPEMOMY
OyauHky abo y BOymoBaHOMYy (mpuOymIOBaHOMY) 130JbOBAHOMY HPUMIIIEHHI Ha
NEePIIOMY TOBEPCl 3 OKPEMUM CaMOCTIHHUM BHUXOJIOM HAa30BHI 13 TOPTOBEIHLHOTO
3aJly 32 BUHATKOM BHUIIAJIKIB, MEpeI0aYEHUX [IUM I1AMYHKTOM.

3a00pOHSETHCA PO3MIIIEHHSI aNTeK y MalluX apxXITeKTypHUX (dopmax,
TUMYacCOBHUX, HEKaliTalbHUX CIOPYJax, PEYOBl IMpaBa Ha sKI HE MIAJACal0Th
Jep>KaBHIM peecTpallii BiIOBIIHO J0 YHHHOTO 3aKOHOJIaBCTBA Y KpaiHHU.

Jlo3BoJII€ETbCS yNAIITYBaHHS 3arajlbHOTO BXIJHOro TamMOypa B OyaMHKax
IPOMAJICBKOr0 TMpU3HAYEHHsA (OKpIM MK, 3aKJIaaiB JOLIKUILHOI OCBITH Ta
miA'3/1IB KUTJIOBUX OYAMHKIB) 3a YMOBHU 3a0€3IME€UYEHHSI BUIBHOTO JIOCTYIY 10
anTeKHu Ta JOTPUMAHHS B TaMOypl CaHITAPHO-TITIE€HIYHUX BUMOT, YCTAHOBJIEHHUX
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qutst antek. [lmoma 3aranbHOro BXiTHOro TaMOypa He BKIIFOYAETHCS B MiHIMAJIbHY
Ta 3arajibHy IUIOULY aNTeKH.

Sxmo amnrTeka 3aiiMae 130JbOBaHE JICKUIHKAIIOBEPXOBE (B TOMY YHCIi
miJBaJIbHE, HAMIBIIIBAJIbHE YM IIOKOJIbHE) MPUMIIIEHHS 1 Ma€ JeKUIbKa 3aiB
OOCIIYyrOByBaHHSl HACEJICHHs, OJWH 13 HUX IMOBUHEH OyTH pO3TAIIOBaHUN Ha
NepIIOMY TMOBEpPCi 3 00OB'A3KOBOIO OpraHi3alli€l0 OAHOTO PoOOYOro MicCIs st
BIJIITYCKY JIIKAPCHKUX 3aCO01B.

J103BOISIETHCST PO3MIIIICHHS 3a7Ty 00CIyrOBYBaHHS HACEJICHHS HE TIJIbKH Ha
NepIIOMY TOBEPCi, SIKIIO PIBEHb WOro MiAJOTH HE HMXKYE/BUILE MJIAHYBAJIbHOTO
piBHA 3emuti OubInie HiXK Ha 0,5 MeTpa.

JloryckaeTbcss  pO3MIILIEHHS aNTeKd Yy MPUMIIIEHHSAX CaHATOPHO-
KYpOPTHUX 3aKJIaJiB, TOTENIB, AaeponopTIB, BOK3AJIIB, Yy 130JIbOBAHOMY
NPUMIIICHH] Ha TMEpIIoMYy IMoBepcl 0e3 ynaamTyBaHHS OKPEMOTO CaMOCTIHHOTO
BUXOJy HA30BHI 32 YMOBHU JOTPUMAaHHs BUMOT MyHKTY 10 mboro po3mainy.

Y NOpuUMINIEHHSX TOPTOBEIBHUX IIEHTPIB JIOMYCKAETHCS PO3MIMICHHS
anTekKu B 130JbOBAHOMY IMPUMIIICHHI Ha OyIb-IKOMy TIOBepcl Ta 0e3
yJIAIITYBaHHS OKPEMOr0 CaMOCTIMHOI'O BUXOJY Ha30BHI 32 YMOBU OO0JagHAHHS
TOPTIBEIBHOTO IIEHTPY IMAaCaXUPChKUMU JidhTamMu Ta/abo MiAHOMHHUKAMHU
(HaxuwieHuMu ab0 BEPTUKAIBHUMM MIJHIMAJIBHUMH IJIaTGOpMamMu TOLIO) Y
TEXHIYHO CIIPABHOMY CTaHl, 3 IOTPUMAHHS BUMOT TTyHKTY 10 11b0T0 po3ainy.

VY mpuMmilieHHSX JIKYBJIbHO-MPOPUIAKTUYHUX 3aKJIaIIB JOIMYCKAETHCS
PO3MILIEHHS alTeKH B 130JbOBAHOMY ITPUMIIIEHH] Ha Oy/1b-IKOMY MOBepcl Ta 0e3
yJaTyBaHHS OKPEMOTO CAMOCTIMHOT'0 BUXOY HA30BHI.

VY CUIbCBKIA MICLIEBOCTI JO3BOJISIETHCS TAKOXK PO3MIIIEHHS anTeKu Yy
OynuHKax TpOMAJCHKOr0 TpHW3HAYCHHS (OKpIM IIKiJ, 3aKJIaiB JOIIKUIBHOI
OCBITH Ta MiJ'i3/11B )KUTIOBUX OYJAMHKIB), Y MPUMILIEHHSAX CUIbCHKOI (CETUIIHOT)
paav, MIANPUEMCTB IOMITOBOrO 3B'SI3Ky 0€3  yJallITyBaHHS  OKPEMOIO
CaMOCTIMHOTO BUXO/Ty Ha30BHI;

2) Matu 3al OOCIYrOBYBaHHSI HACENIEHHA Ta BHPOOHWYI TNPUMILIECHHS:
HEOOX1HY 30HY Ta/ab0 NPUMIIIEHHA IS TPUHAMAHHSA JIKapChKUX 3aco0iB,
MPUMILIEHHS (30HHU) JUIs 30€piraHHs pi3HUX T'PYIT JIKAPChKUX 3aC001B BIMOBITHO
0 BUMOTI, BU3Ha4€HUX BUPOOHHUKOM. [Ipoxig 10 BUpPOOHMYMX NPHUMILIEHb HE
MOJK€ 3IACHIOBATHUCS Yepe3 MPUMIIIECHHS 3arajJbHOTr0 KOPUCTYBaHHS (KOPUAOPH,
TaMOypu Tomo). MiHiMallbHa 3arajbHa IUIOIIA NPUMIIIEHb 30epiraHHs
JIKapCchKUX 3ac001B HE MOXke Oyt MeHIIo 10 KB. M.

JlonyckaeTbes 00JaIlITYBaHHS 37y 0OOCIYrOBYBaHHS HACENIEHHS 3 BUIBHUM
JOCTYIIOM CIIOKMBayiB J10 JIKAPCHhKUX 3ac001B, SIK1 BIAMYCKAIOThCA 0€3 perenTiB
srimHo 3 Ilepernmikom JmiKapchKUX 3aco0iB, JO3BOJICHHMX JI0 3aCTOCYBaHHS B
VYKkpaiHi, fKi BIANYCKalOTbCA 0€3 peuenTiB 3 anTek Ta IX CTPYKTYpPHHX
MiAPO3JIUIIB, 3aTBEP/KEHUM IICHTPAJbHUM OpPTraHOM BHUKOHABYOI BJAAH, IO
3abe3rneuye (GopMyBaHHS JEp)KaBHOI MOJITUKH Yy cdepl OXOPOHH 370pPOB's, Ta
CYNyTHIX TOBapiB 3a HAasBHOCTI B 3ajl (PaxiBIIB-KOHCYJIbTAHTIB (IPOBI3OPIB,
dapmarieBTiB).

Jlist anTek, Kl pO3TalllOBaHi y JIIKYBAJIbHO-MPO(PUIAKTUYHUX 3aKJIajgax 1
3ICHIOIOTH BUTOTOBIICHHS (BUPOOHHIITBO) JIKAPCHKUX 3aC00IB B YMOBAxX anTeKH
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Ta BIAMYCK TOTOBHX JIKApChKHX 3ac00iB JHMINE Yy BIAJAUICHHS JIKyBaJIbHO-
npo(UTAKTUYHUX 3aKIadiB, JOIMYCKAETHbCS BIACYTHICTh 3ally OOCIYrOBYBaHHS
HACeJIeHHS 32 YMOBH HasBHOCTI €KCHEAUIIIMHOrO mpuMileHHs. Js 3a1icHeHAS
pO3apiOHOT TOPTiBII JIKAPCHKUX 3ac00IB HACEJIEHHIO B IUX JIKYBaJIbHO-
npodUTAKTUYHUX 3aKJIa/1aX TaKl alTeKH MOXYTh CTBOPIOBATH allT€4H1 MyHKTH;

3) maTu ciy>)k00BO-NIOOYTOB1 MPUMIILLIEHHS: MPUMIIIEHHS JJI1 NEPCOHAIY,
BOUPAIBHIO 3 PYKOMUITHUKOM (/11 anTeK, pO3TAIllOBAHUX B CUIbCHKiM MICIIEBOCTI
Ta HAaCEeJICHUX ITyHKTaX, Jie BIJICYTHI KOMYHIKaIlli (BOJOMPOBIiJ, KaHAJi3aIlis),
JO3BOJIIETHCSI PO3TAIlyBaHHS BOMpaNIbHI 1032 MEXaMM alTeKH, MPU IOMY B
amnTeli OOOB'SI3KOBO IOBHMHHO OyTH 0O0JlaJHaHE OKpeMe Miclie IS CaHiTapHOl
00poOKku pyk), mnpuminieHHs ab6o mady i 30epiraHHS I1HBEHTApIO s
npubupannsa. [lpoxig 10 cayx00BO-MOOYTOBUX MPUMIIICHb HE MOXE
3M1MCHIOBATUCH Yepe3 BUPOOHUY1 TpuMilieHHs. [Ipy BUKOpHCTaHHI MepCOHATIOM
anTeKd OKPEMOro CIy>KOOBOTrO BXOAY 330BHI JO3BOJSETHCA MPOXiA B
TEXHOJIOTIYHOMY OJsI31 Ta B3yITI 13 CIyKOOBO-MOOYTOBUX 1 JOAAaTKOBHUX
OpUMIIIEHb 1O 3ally OOCIYrOoBYBaHHS HAacelleHHA 4epe3 MNPUMIIIECHHS s
30epiraHHs JIKapChbKUX 3aC001B Ta y 3BOPOTHOMY HAIPSIMKY.

3arajgpHa MiHIMajgbHA ITUIOIIA MPUMIIIEHb U1 TIEPCOHATY HE MOXeE OyTH
MEHIIIOIO 8 KB. M.

13. 3araspHa MiHIMaJbHA IUIOIIA aNTEK, SKI 3alMalOThCA PO3APIOHOIO
TOPTiBJIEIO JIKAPChKUMU 3ac00aMu, TOBUHHA CTAHOBUTH:

JUIsL anTeK, pO3TAllOBAaHUX Yy MICTax, - He MeHue HiK 50 kB. M (Tuioma
TOPTOBEJILHOTO 3Ty - HE MEHIIIEe HiXK 18 KB. M);

JJIA anTeK, pPO3TAlIOBaHWX Y CENHUIIaxX Ta CENMUIIax MICHKOTO THITY, - HE
MmeHte HiK 40 KB. M (TUTOIIa TOPTOBEIBHOTO 3aJTy - HE MEHIIIE HiXK 18 KB. M);

JUIsL anTeK, po3TalllOBaHUX Yy ceni, - He MeHme Hik 30 kB. M (uioma
TOPrOBEJIBHOrO 3aly - HE MeHlle HDK 10 KB. M, IpUMIILIEHHS I 30epiraHHs
JIKapChKHX 3aC001B - 6 KB. M; KIMHAaTa MEpPCOHAITY - HE MEHIIIE€ HIXK 4 KB. M).

Jlist antek, siKi 3A1MCHIOIOTH BUPOOHMIITBO (BUTOTOBJIEHHS) JIKAPCHKUX
3aco0iB, CKJIa/I IPUMIIIECHb alTeKH BKIIOYAE BC1 MPUMIMICHHS, K HEOOXITHI IS
MPOBAHKEHHS JISUTBHOCTI 3 PO3JpIOHOT TOPTIBII JIKAPCHKUMHU 3aco0aMu, KpiMm
BUMQ/IKIB, TepeadayeHnXx ab3aloM TPeTiM MIANYHKTY 2 MYHKTY 12 1poro
pO3/1Ty, Ta IPUMIIIESHHS JJI1 BUTOTOBJICHHS JIIKAPCHKUX 3ac001B, CKJIAJ 1 IUIOIIa
SIKUX BU3HAYAIOTHCS MpaBUJIaMU BUTOTOBJICHHS JIIKAPCHKUX 3acO0IB B yMOBax
anTeKu, 3aTBEP)KEHUMHU BHU3HAUCHUMM IEHTPAJIbHUM OpPraHOM BHKOHABYOi
BlIau, 10 3a0e3nedye ¢GoOpMyBaHHs Jep)KaBHOI TMOMITHKH y cdepl OXOpoHU
370pOB'sL.

14. BupoOHMuYI mTpUMIIIEHHS anTeKu TOBHMHHI OyTH oOJjajgHaHI
yCTaTKyBaHHSM JJIsi TOCTIHHOTO 3a0e3MeUeHHsT HaJIEeKHOro 30epiraHHs
JTIKapChKuUX 3ac00iB (madu, cTenaxi, XoNMoWIbHUKY, ceiidu TOIo) Ta 3acodaMu
JUISL 3MIMCHEHHST KOHTPOJIIO 32 TEMIIEPATYPOIO 1 BITHOCHOIO BOJIOTICTIO TOBITPSI.

3a HaAsABHOCTI JIIKAPCBKUX 3ac001B, SIKI MOTPEOYIOTh OCOOJIMBUX YMOB
30epiraHHs, JileH31aT MOBUHEH BUKOHYBATU BUMOTHY 3aKOHO/IABCTBA T4 HACTAHOB
HAJIS)KHUX MPAKTUK B YACTHHI 30€piraHHs TaKUX JIKaPChKUX 3aCO01B.
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3a1  0OCIyroByBaHHS HACEICHHsS JUIS 3a0e3NeueHHS  BiAMOBIIHOTO
30epiraHHs JIKapChKUX 3ac00iB MiJ Yac MPOAAKY MOBUHEH OyTHM 00J1aHaHUN
yCTaTKyBaHHSM (0ONagHaHHSAM) JJIS TOCTIHHOTO 3a0e3MeuYeHHs BiJIMOBIIHOTO
TEMIIEPATypHOTrO pPEXUMY Ta 3acodamMu Ui 3A1MCHEHHS KOHTPOJIO 3a
Temrneparyporo. Pobodui Micus TpalliBHUKIB TOBHHHI OyTH  00JiamHaHI
OPUCTPOSIMU TSI 3aXUCTY MPALIIBHUKIB BIJ IPSIMOI KpaneabHOi 1H)EeKIi.

15. CaniTapHuid CTaH NPUMILIEHb Ta YCTaTKyBaHHS AaNTEKU IOBUHEH
BIJIMIOBIZJATH BUMOTAM  CaHITAPHO-TIPOTHUEIIEMIYHOTO PEXKUMY  alTEYHHUX
3aknaaiB. [lpuMileHHss Ta yCTaTKyBaHHS IOBMHHI MiUISITaTd TpHUOUPAHHIO,
ne3indexiii, aepaTu3ailii 3riqHO 3 TUCHbMOBUMHU IHCTPYKIIISIMU, 3aTBEPKEHUMU
JIIIEH31aTOM.

[IpuMillieHHsT aTEUHUX 3aKJIaJIB MIJISAraloTh BOJIOrOMY NPUOMpPaHHIO 13
3aCTOCYBaHHSIM MHUHHUX 1 Je3iHdekniianx 3aco0iB. Cyxe npuOupanHs
KaTeropuyHO 3a00POHSETHCS.

[Tigjora anTedHOro 3aKjamy MiJUIsiTa€ BOJIOTOMY NMPUOMPAHHIO HE PiJIie
OJIHOTO pa3y Ha 3MiHYy, a CTIHHM 1 IBEpl - HE pIJIIe OJHOI0 pa3dy Ha THXKJICHb 13
3aCTOCYBaHHSM JI€31HPEKIITHUX 3aco0iB.

Crens y BUPOOHMYMX NPHUMIMICHHIX TIJIATAE OUYMIINCHHIO BIJl THITY
BOJIOTMIM CIIOCOOOM HE Pijillie OTHOTO pa3y Ha MICsLb.

Jns  npubupaHHs pI3HUX TOpUMINIEHh (BUPOOHUYUX; BOUpAJICHB;
CIIy00BO-TIOOYTOBUX, TOAATKOBUX, 3aJl OOCIYyrOBYBaHHS HACENEHHS) MOBUHEH
OyTH BUIUICHUN OKpEMHI I1HBEHTap, SKUM MapKyeTbcs. 30epiraHHs MHOro
3MIMCHIOETHCS B CHEIIaJIbHO BHU3HAYCHOMY MicCIll (KiMHATH, madu) OKpeMo 3a
npu3HaYeHHsIM. [HBeHTap [y1s npuOrpaHHs BOMpPalIbHI 30€pIra€EThCsi OKPEMO.

[TpumimieHHss Ta yCTaTKyBaHHS KIMHATH IEPCOHAJy anTeKH I[OBHUHHI
3a0e3nedyBaTd YTPUMaHHS Ta CXOPOHHICTh OCOOHMCTOTO Ta TEXHOJIOTIYHOTO
OJIATY BIJMOBIAHO JO BHUMOI CaHITAPHO-CMIJIEMIYHOTO pEXUMY, a TaKOXK
MOXJIMBICTh B)XKMBaHHS 1K1 Ta BIAMOYMHKY (oOnagHaHi ImadamMu IS OAMATY,
XOJIOAWILHUKOM, MEOJISIMU).

Jlns anrTek, po3MIIIEHHMX Y CellaX, HAasABHICTh XOJIOAWIbHHKA B KiMHATI
nepcoHaly He € 000B'A3KOBOIO

16. Anreka moBMHHA MaTH anTedyky (JIKapCchKi Ta 1HII 3aCO0M — MEpestiK
SAKUX 3aTBEP/IKYETHCSI CYO €KTOM TOCIIOJAPIOBAHHS) JIJIsi HaJaHHSA JOJIKApChKOI
MEIUYHOI JJOIIOMOT'H.

17. Jlimensiat mig Yac TPaHCHOPTYBaHHS JIKAPCHKUX 3aCO0IB TMOBHHEH
3a0€3MeUYnTH YMOBHU 30epiraHHs JIKapChbKUX 3ac00iB BIATOBIAHO 1O BHUMOT,
BCTAHOBJIEHUX BUPOOHUKOM.

TpancnopTHuii 3acid sl TIepeBE3EHHS JIKAPChKUX 3ac00iB TMOBUHEH
3a0e3nedyyBaTd JOTPUMaHHS BU3HAYEHUX BHPOOHMKOM YMOB 30epiraHHs
JIKapChKUX 3ac00iB 1 JI0O3BOJSITU TIPOBENICHHS CHUCTEMAaTUYHOTO BOJIOTOTO
pUOUPAHHS 3 BUKOPHUCTAHHAM Je31H(GEKIIHHUX 3aC001B.

3a00pOHSETHCSI  TPAHCHOPTYBAHHS JIIKAPCHKUX 3aCO0IB  TPAHCHOPTOM
3arajJpHOTO KOPUCTYBAaHHS, SKUM 3/IIMCHIOETHCS TMEPEBE3EHHS MACAXKHUPIB, Ta Y
MO TOBUX BiATIPABICHHSIX.
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18. PexxuM poOOTH anTek Ta iX CTPYKTYPHUX MiAPO3AUTIB BCTAHOBIIOETHCS
JIEH31aTOM.

Pexxum pobotu anTek Ta iX CTPYKTYpHHMX MIAPO3IALIIB CyO’€KTIB
TOCIOIAPIOBAHHS JEPKaBHOI Ta KOMYHAJIBHOT ()OpMHU BIACHOCTI BCTAHOBITIOETHCS
3a IOTOJDKCHHSIM 3 BIAMOBIIHMM MICIIEBUM OPraHOM BHKOHABYOi Blagu ado
OpPTaHOM MICIICBOT'O CAMOBPSITyBaHHSI.

19. Anreka Ta ii anTe4Hl MYHKTH MOXXYThb CTBOPIOBATHUCS B MEXaX OAHIET
obnacti, ABroHomMHOi PecrnyOmiku Kpum (Bkimtouno 3 mictom CeBactomoiiem),
KuiBcpkoi obOmacti  (BkimouHO 3 wmictoM KueBom). AmnTeuHi MyHKTH
PO3MIIIYIOTECSA Y BIJOKPEMJICHMX MPUMIMICHHSIX 3 BHUIUICHHAM abo 0e3
BUJUICHHS 3aly OOCIIyrOBYBaHHSI HAacCeJI€HHS B KalliTaJbHUX OyIWHKAX
JTIKYBaJIbHO-TIPOPUIAKTHYHUX 3aKIIa/I1B.

[Inoma antedyHoro mMyHKTy HE Moxke OyTu meHmoro 18 kB. M. Skmo
JI0JIATKOBO B aITEYHOMY MYHKTI HasiBHI BUPOOHWY1 (MPUMIILIEHHS 1Ji 30epiraHHs
JTIKapChKHUX 3ac001B) Ta CIy’)k00BO-TTOOYTOBI MpUMIIIEHHS (KiMHATa MEpPCOHAIY,
NPUMILICHHST JJIs1 30epiraHHs 1HBEHTApIO MJid NPUOMpaHHS, BOUpPAIbHS), TO
OpoXiJ 10 CIy*)OOBO-MOOYTOBUX NPHUMIIIEHb HE MOXE 3/1MCHIOBATHCH 4epe3
BUPOOHUY1 IPUMIIICHHS.

Y pa3i BIACYTHOCTI Yy HAceJIEHOMY IYHKTI CUIbCHKOI MICII€BOCTI
JTIKYBaJbHO-MIPODITAKTUYHOTO 3aKJIally Ta anTeKd JO3BOJISIETHCS PO3MIIIECHHS
anTeYHOTO0 TYHKTY B OyAb-fSKMX IHIIMX TMPUMIIMICHHAX, 10 BIJAMOBIIAIOThH
BUMoram 1ux JIineH3iiHux yMoB.

20. [TpumilieHHs] anTeYHOrO MyHKTY 00OB'SI3KOBO 00JIaIHY€EThCs madamu,
XOJIOIUJIBHUKOM, ceiihoM abo MeraneBoro madoro s 30epiraHHs JT1KapChbKUX
3aco0iB, MicIleM IS caHITapHOi OOpoOKHM pyK, madorw st pPO3AUIBHOTO
30epiraHHsi OCOOMCTOrO Ta TEXHOJIONYHOro Oofsry, mador s 30epiraHHs
IHBEHTapIO JUIsl NPUOMPAHHS OKPEMO 3a MPU3HAYECHHSM.

Jlnst 30epiraHHs 1HBEHTAprO IS NPUOUpPAHHS TPHUMIMICHHS aNTEYHOTrO
NYHKTY Ta OCOOHMCTOTO OJATy TEpPCOHATy anTe€YHOro MYyHKTY MOXYTh
BUKOPHCTOBYBATHCH JIOJATKOB1 MPUMIIIECHHS, SKI HE CYMIIICH] 13 IPUMIIICHHIM
anTEYHOr'0 MYHKTY Ta JJIs MPOXOAY N0 SKMX HE MOTPIOHO BUXOJUTH 3a MEXI
Oymismi. IX mmoma He BPaXoBYeThCS y MiHIMAalbHY ILIONIY alTEYHOro MyHKTY,
ajie BKJIFOYAETHCS JI0 3arajbHOI IUIOIII alTE€YHOTO MYHKTY.

21. AnTeyHi MYyHKTH 3[IACHIOIOTH TOPTIBJIKO TOTOBUMH JIIKAPCHKUMH
3acobamu, 1110 BiITyCKAIOTHCS 3a PEIENTOM Ta 0€3 perenTa Jikapsi.

22. CaHiTapHUil CTaH MNPUMIIIEHb Ta YCTAaTKyBaHHS aNTEYHUX IYHKTIB
NOBMHEH  BIANOBIAATH BHUMOIraM  CaHITAPHO-TIPOTHUEMIIEMIYHOTO  PEXHUMY
anTeYHMUX 3aKJIa/iB.

23. HanxomkeHHs JIKapCbKUX 3aco0iB /0 CTPYKTYPHHMX MiAPO3LIIB
anTeK! 3AIMCHIOETHCS JIUIIE Yepe3 anTeKy, sIKii BOHHM MiAMOPSIKOBYIOTHCS, abo
yepe3 anTeyHud ckian  (6a3zy) mporo Jrinensiata. Ilopsimok  mocravaHHS
JIKapChKHUX 3aC001B Yy CTPYKTYpPHI MIIPO3AUIA aNTEKH BU3HAYAETHCS JILEH31aTOM
3 000B'SI3KOBUM MTUCHMOBUM O(OPMIICHHSIM.

24. JlineHsiat, KM MPOBAIKYE TOCIOAPCHKY AiSUIBHICTh 3 BUPOOHHUIITBA
(BUTOTOBJICHHSI) JIIKAPCHKUX 3ac00iB B yMOBaxX anTeku Ta/abo po3apiOoHy
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TOPTIBJIIO JTIKAPCHKUMH 3aco0aMu 3000B's1I3aHUIN MaTH IJIaH TEPMIHOBUX JIiH, sKi
3a0e3neuyroTh BUKOHaHHS Haka3ziB MO3 VYkpainu ta JlepxiikcayxOu Ykpainu
MIOJI0 3yNMUHEHHS BUPOOHUIITBA, TOPTiBIi, BUIYYEHHS 13 TOPTIBII JIIKAPCHKUX
3acO00IB 1 BXKMUTTS BIJMOBIIHUX OpTaHI3AIIWMHUX 3aXOMdIB II0JI0 TOBEPHEHHS
poAaBIi0 (BUPOOHWKY) 3a3HAYEHUX JIKAPCHKUX 3ac00iB ab0 iX 3HUIICHHS Ta
yTHITI3aIlii.

25. ANTeku Ta iX CTPYKTYpHI HIAPO3/ILJIM MOBUHHI MAaTH YKOMILIEKTOBAHHM
IITAT MPAIIBHUKIB SKI MAIOTh BIAMOBIIHY (hapMaIieBTUYHY OCBITY.

26. [IpaniBHUKM anTeK Ta iX CTPYKTYPHUX MIIPO3AUTIB IPH MPUUHSATTI HA
poOOTYy TMPOXOIATh MEAWYHE OOCTEeKEHHS Ta MOJAIBIINN IEePIOTUIHNN
MEIUYHUN OTJISII.

27. YV miueH3iata TOBUHHI OyTH 3aTBEpPKEHI IOCAI0BI 1HCTPYKLIL
NPaIliBHUKIB, MISUTBHICTh SKUX O€3MOCEpeIHhO TIOB'S3aHa 3 BUPOOHHUIITBOM
(BUTOTOBJICHHSIM) JIIKAPCHKUX 3aCO01B B yMOBax amnTeKH, PO3ApiOHOI0 TOPTiBIIECIO
JIKapChKUMH 3ac00aMu, y SKMX BHUKJIAJICHI OCHOBHI ()YHKIIIi, TOBHOBa)KCHHS,
npodeciiiHi 3HaHHs, KOMIIETEHIIIS Ta 1HII BUMOTH JI0 TIPAI[iBHUKIB.

28.  Ocobu, sxi  Oe3nmocepeqHbO  3alMalOThCS  BUPOOHULTBOM
(BUTOTOBJICHHSM) JIIKAPCHKUX 3aC00IB B YMOBAax anTeKH, PO3PiIOHOI0 TOPTIBIICIO
JIKapChKUMU 3ac00aMHU, MOBUHHI MaTH BIANOBIAHY (hapMalleBTUUHY OCBITY.

3a3HavyeHi ocoOM MOBUHHI MaTH:

a) TUIUIOM PO (hapMalleBTUYHY OCBITY;

0) ceprudikar Nmpo MNPUCBOEHHS (MIATBEPKEHHS) 3BAHHS MPOBI3Opa-
cremiayictra  abo TOBHMHHI OyTH aTecToBaHl 3a €0 CICHIAIBHICTIO 3
IPUCBOEHHAM (IM1ITBEPKEHHAM) KBaTI(PiKaLIMHOI KaTeropii.

Bigmyck nikapchKux 3ac001B MOXKYTbh 3A1MCHIOBATH MPOBI30pU-CIIELIATICTH
Ta (hapMaIeBTH 3 TOTPUMAHHIM BUMOT YHHHOTO 3aKOHOJIaBCTBA.

29. Cheulanictu, Kl NPOMILIM CHELiaJbHY MIATOTOBKY B HaBYAJIbHUX
3aKjaJax 1HO3EMHUX KpaiH, JOMYCKalThCS N0 MpodeciiHOl MiSNIBHOCTI Y
MOPSAJIKY, BH3HAYCHOMY IIEHTPAJIbHUM OpPraHOM BHKOHABUYOi BIIaad, IO
3abe3neuye GopMyBaHHS JIepKaBHOT MOJIITUKH Y chepl OXOPOHHU 310POB'SL.

30. CrmemianicTy, sSKi HE MPaALIOIOTh IMOHAJ M'ATh POKIB 3a 3a3HAYCHOIO Y
auTuIoMi, cepTudikaTi (TOCBIAYECHHI) CTICIAIBHICTIO, MOXKYTh OyTH JOIYIICHI 10
JUSTBHOCTI 3 BHPOOHMIITBA (BUTOTOBJIEHHS) JKAPChKUX 3aco0iB B yMOBax
anTeKku, po3apiOHOT TOPTiBIII JIKAPCHKUMU 3aC00aMU TUIHKU TICIS TPOXOIKEHHS
MEPEeTiATOTOBKHY.

31. Ilocaau 3aBiyBayiB anTeKH, 3aCTYIMHUKIB 3aB11yBaviB alTEKH MOXYTh
3aMilaThCs 0co0amu, 110 MalTh JAUILUIOM HaByanbHoOro 3akiany Il - IV piBHiB
akpenuTaiii Ta cepTu(dikaT IpoBi3opa-cremiasicTa 3a  CHEHIaJbHICTIO
«Opranizaniss Ta ynOpaBiiHHA —(Qapmaiiero» abo arecToBaHl 3a  IIEIO
CHEIIaTIBHICTIO 3 TPUCBOEHHAM (TIATBEPKEHHSAM) BIAMOBIIHOI KaTeropii, Ta
CTax poOOTH 3a paxoM HE MEHIIIEe JBOX POKIB.

JIst anTek, po3TallOBaHUX y CENax, CEJIMINAX Ta CENMINAX MICHKOIO THILY,
mocajay 3aBiJyBadya amTeKH, 3aCTYMHUKA 3aBiJyBaua anTeKu MOXYTh 00iiiMaTh
oco0u, 1110 MarTh AUIIOMHU HaBuYaidbHUX 3akiaaiB I - II piBHIB akpenurariii, abo
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oco0u, SIK1 OTpUMaju piBeHb OakamaBpa B HaB4YanbHUX 3akiagax Il - IV piBHiB
aKpeauTari.

He nomyckaerbcst 3aiiMaHHs TOCaJM 3aBifyBada anTEUHOTrO 3akKiagy 3a
CYMICHUIITBOM.

Po3ainn 6. Bumoru moao nmpoBaJ:KeHHsI ToOCNOAAPCHKOL TisIBHOCTI 3
iMmopry Jikapcbkux 3aco0iB  (KpiMm  akTMBHHUX (apManeBTUYHHUX
iHrpeieHTIB)

1. Jlikapceki 3acobu, 10 BBO3ATbCS B  YKpaiHy, ITOBHHHI
CYNPOBO/KYBAaTUCA CEPTH(IKATOM SKOCTI cepii JIKapChKOro 3aco0y, BUIAHUM
BUPOOHUKOM. IMIOPT HESAKICHUX JIIKAPChKUX 3ac00iB 3a00poHs€ThCs. TepmiH
NPHUIATHOCTI JIIKAPCHKUX 3aco0iB, IO BBO3ATHCS HAa TEPUTOPiI0 YKpaiHU, Mae
CTAaHOBUTH HE MEHIIIE TIOJIOBUHU TEPMIHY, BU3HAYEHOI'0 BUPOOHUKOM, 32 YMOBH,
AKIIO0 BUPOOHHMK BHU3HAYMB TEPMIH MEHILE OJHOIO POKY, ad0 HE MEHII K IIIiCTh
MICSIIIB 32 YMOBH, SIKITIO BUPOOHHWK BU3HAYMB TEPMiH OLIBIIIE OJJHOTO POKY.

Cy0'ext rocmomaproBaHHs 3000B'si3aHui 30epiraTd cepTUdIKATU SKOCTI
BUpOOHUKKA (KOMii Ha MarepoBUX YW CKAaHOBAHI KOMIl HA €IEKTPOHHUX HOCISIX) Ha
cepiil JiKapCchKHUX 3ac00iB, peanizoBaHUX CY0'€KTOM TOCIOJAapIOBAHHS, MPOTATOM
OJIHOTO POKY MICJIsI 3aKIHYEHHSI TEPMIHY MPUJIATHOCTI cepii JIKapChKOro 3acoly
a00 IOHaMEHIIIE T’ SITh POKIB (3aJI€KHO BiJl TOTO, SIKUW TEPMIH JOBIIIE).

VY pasi 30epiranHsi cepTU]IKATIB SKOCTI y BUIJISAAI CKAHOBAHUX KOTMIM
JineH3iat 3000B'A3aHUN HaJaTu (Ha BUMOTY) iX pO3JIpyKOBaH1 KOIIii, 3aCB1IYEH1
Cy0'€KTOM TOCTIOAAPIOBAHHSA, Y CTPOK HE MI3HIIIE JBOX POOOYMX JHIB.

Imnoprepu nikapcbkux 3aco0iB MPOBAJATH ONTOBY TOPTIBIIO JIKAPCHKUX
3ac001B, 3a3HAUEHUX Yy JOAATKY /O JIEH31i Ha IMIIOPT JIIKAPCHKHUX 3aco0iB, Ha
MiCTaBI II€]1 JIIEH31].

2. Cy0'exT rocnoiaproBaHHs TOBUHEH 3a0€3MEUNTH

BIJIMOBIHICTh MaTepialibHO-TEXHIUYHOT 0a3u, KBamiikamii mepcoHany, a
TaKOX YMOB IIOAO KOHTPOJIO 3a SKICTIO JIKapChbKuUX 3aco0iB, 1O OyayTb
BBO3ZHUTHCS Ha TEPUTOPII0 YKpaiHW, BUMOTaM HOPMATUBHUX JOKYMEHTIB IIIO/I0
IMIIOPTY, KOHTPOJIIO SIKOCTi, OMNTOBOi TOPTiBJI JIIKAPCHKUMU 3acobamu abo
BUPOOHUIITBA JIIKAPCHKUX 3aCO01B;

JOTPUMAaHHS BUMOT 3aKOHOJIaBCTBA IOJIO SIKOCTI JIIKAPChKUX 3aCO0IB MiA
yac iX BBE3EHHS HA TEPUTOPII0 YKpaiHU, KOHTPOIIO SIKOCTI Ta ONTOBOI TOPTIBIII
HUMU;

HasBHICTh  YTMOBHOBaxkeHOI(MXx) ocodbu  (ocib), sKa  (aki) €
BIJIMOBIIAJIbHOIO(MMHU) 3a BHJady JO3BOJy Ha BHUIIYCK (peanizalii) cepii
JKapChKOTo 3ac00Yy;

HAsSBHICTh CKJIQJCHKUX 30H - MPUMIIIEHD JJIS MPUHHATTS, CKJIQyBaHHS Ta
30epiraHHs, y TOMY WYHCIl KapaHTHHHOTO 30epiraHHs, BimOopy mpo0 st
KOHTPOJIIO SIKOCTI, BIJIITYCKY JIKapChKHUX 3aCO0IB.

3. JlineH3iaT NOBMHEH MAaTH JOCTAaTHIO KUIBKICTh KBali(iKOBAHOTO
MEePCOHATY 3 MPAKTHYHUM JOCBIAOM poOOTH IS 3a0€3MEeUeHHsS HaJeKHOTO
BUKOHAHHS BCIX 3aB/IaHb, NMOB'SA3aHUX 3 TOCIOAAPCHKOIO TISUTHHICTIO.
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4. BBe3eHHA Ta MNOJaIbIIMKA OOIr HAa TepUTOPli YKpaiHU JKAPCHKUX
3ac00i1B, SKI MICTSITh HAPKOTUYHI 3aCO0H, TICUXOTPOIHI PEUYOBUHU 1 MPEKYPCOPH,
3M1MCHIOETHCS 32 HASIBHOCTI JILIEH311 BIATIOBIIHO 0 MYyHKTY 22 YaCTUHU MEPIIOi
ctatTi 7 3akony Ykpaiau «IIpo mineH3yBaHHS BUIIB TOCIIOAAPCHKOT AiSITBHOCTI:
KyJIbTUBYBaHHS POCIWH, BKItoueHUX a0 Tabmuii | Ilepemiky HapKOTHYHHX
3ac001B, NICUXOTPOIHUX PEYOBUH 1 MPEKYPCOPIB, 3aTBEPIKEHOTO MOCTAHOBOIO
Kabinerom MinictpiB Ykpainu Big 6 tpaBHs 2000 poxy Ne 770 (Odimiitamii
BicHUK Ykpainu, 2000 p., Ne 19, cr. 789), po3poOiieHHsS, BHPOOHUIITBO,
BUTOTOBJICHHS, 30epiraHHs, TEpeBe3CHHs, NpUAOaHHS, peami3aiis (BiIIMyCK),
BBE3CHHS Ha TEpUTOpil0 YKpaiHW, BHUBE3CHHS 3 TepuTopii YKpaiHu,
BUKOPUCTAHHS, 3HUIICHHS HAPKOTUYHUX 3aC00iB, MCUXOTPOIHUX PEYOBHUH 1
IPEeKypCcopiB, BKIIOYEHHX 10 3a3HaueHoro llepenmiky, - 3 ypaxyBaHHSIM
0COOJIMBOCTEW, BH3HAUEHUX 3akoHOM Ykpainu «lIpo HapkoTuyHi 3aco0wu,
TICUXOTPOITHI PEYOBHHM 1 PEKYPCOPI».

5. CyO'ekToM TrocnomaproBaHHsi TOBMHHA OyTH BH3HA4Y€HAa NpOLEnypa
I0JI0 TEPMIHOBUX AiH, SIK1 3a0€3Me4uyloTh BUKOHaHHs Haka3ziB MO3 VYkpainu Ta
HepxiikenyxOu YkpaiHu MOAO0 3YyNUHEHHS IMIOPTY, BWJIYYEHHA 3 O0ITy
JIKApChbKUX 3ac001B, BXKHUTTS BIAMOBIJIHUX OpraHi3allliHUX 3aXO[IB IIOJA0
pO3CiiyBaHHS TPOOJieM 3 SKICTIO, TOBEPHEHHS TMPOAABIIO (BUPOOHHKY)
JIKapChKUX 3ac001B a00 1X 3HMINEHHS Ta YTWIi3allli MPH BUSBJICHHI y IMIIOpTEpa
abo B 00iry (anpcudikoBaHOl TPOAYKLIi, a00 IHIIUX CEPUO3HUX MPOOIIEM,
MOB'SI3aHUX 13 AKICTIO MIPOYKIII].

6. IMmopt siKapchKux 3ac001B 31MCHIOETHCA 32 HASBHOCTI JIIFOYOI JIIEH311
Ha IMIIOPT JIKAPCHKUX 3ac00iB 3 aKTyaJdbHUM JOJATKOM 10 HEi, BPaxOBYIOYHU
nepesiik JIKapchbKUX 3aco0iB, SKI IMIOPTYIOTbCA Ha TEPUTOPIIO YKpaiHw,
3aTBEPAKEHOr0 Cy0’€KTOM TOCHOJApIOBaHHS JOChE IMIIOPTEPA, 3 OAEPKAHHAM
BuMor 1ux JlineH3iiHux ymoB, BUMOT 4YnHHOI JlepkaBHoi @apmakomnei YkpaiHu
Ta/abo €BpomneicbKoi (hapMakoriei, a 3a BIICYTHOCTI BUMOT Y IIUX papMaKonesx -
iHmMX mpoBigHUX (apmakornei (bputanceka dapmakomnes, dhapmakones CIIA,
dapmakoniess  fmoHii), IHIIMX HOPMATHBHO-TEXHIYHUX JIOKYMEHTIB Ta
HOPMAaTUBHO-TIPABOBUX aKTIB, SIKI BCTAHOBJIIOIOTH BUMOIH JI0 JIKApCHKOTO
3aco0y, MOro YmakoBKH, YMOB 1 TEpPMIiHIB 30epiraHHs Ta METOJIB KOHTPOJIIO
SIKOCTI JIIKApChKOTO 3aco0y.

IMmopT  miKapCchKHUX 3ac00iB  3IMCHIOETHCS 3 JIOASPKAHHSM BHMOT
3a3HAYEHUX HOPMATHUBHO-TEXHIYHHMX JOKYMEHTIB, HOPMATHUBHO-TIPABOBHUX AaKTIB
T4 YAHHUX HACTAHOB 3 HaJEXHOI BUPOOHHYOI MPAKTHUKH, HAIEKHOI MPAKTUKU
TUCTPUOYINl, HAJIEKHOI  NPaKTHUKA  30epiraHHs, TapMOHI30BaHMX 13
3aKoHOJaBCTBOM €C, 5Kl CTOCYIOThCS JISIIBHOCTI 3 IMIIOPTY JIIKAPCHKHUX 3aCO01B.

7. BupoOHHUIITBO JIIKapCHKUX 3ac00iB, SKI BBO3STHCS HAa TEPHUTOPIIO
VYKpaiHd, TMOBMHHO BIJNOBIAATH BHUMOIraM HAJIEKHOT BUPOOHUYOI MPAKTUKU
JiKapchkuX 3aco0iB. IliATBepIKEeHHS BIAMOBIAHOCTI YMOB BUPOOHHULTBA
JIKapChKUX 3ac00IB BUMOTaM HaJIeKHOI BUPOOHWUYOI MPAKTUKU 3AIMCHIOETHCS
BIAMOBIJHO [0 TOPSAAKY NPOBEICHHSA MIITBEPKEHHS BIAMNOBIIHOCTI YMOB
BUPOOHUIITBA JIIKAPCHKUX 3aCO0IB BUMOTAaM HAJIKHOT BUPOOHWUYOI MPAKTHKH,
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3aTBEP/KEHOTO IEHTPAJIbHUM OpPraHOM BHKOHAaBYOi BiIaaM, M0 3a0e3redye
(opMyBaHHs JIep>KaBHOI MOJITUKH Yy chepl OXOPOHU 310POB's.

8. JlimeH3iaT MOBMHEH MPOTATOM HE MEHIIE TPhOX pPOKIB 30epiratu
JOKYMEHTH, 110 MiATBEPKYIOTh: (PakT KymiBii abo Mpoaaxy, 13 3a3HAUYCHHSIM
JaTH, Ha3BW, KIUIBKOCTI, cepii Ta TepMiHy NPHIATHOCTI OTPUMAHHX Ta
MOCTABJICHUX JIIKAPChKHUX 3ac001B, iHPOpMaLlii Npo MoKy (mocTayaabHUKA) Ta
1H(popMarlii no10 WOro JileH31i, BBE3EHHS Ha TEPUTOPII0 YKpaiHH, 30epiraHHs,
TpaHCTIOPTYBaHHS, 3HUIIEHHS a0o0 yTWiIi3aliio JiKapchkux 3aco0iB. [loBuHHa
OyTu 3a0e3medyeHa MOKJIMBICTH BIACTEKEHHS pyXy KOXHOI cepii JIIKapChKOIo
3aco0y.

9. Jlinensiatr 3000B's3aHUM 3IHCHIOBATH IMIIOPT JIKApPChKUX 3aco0iB
TaKUM YHHOM, II00 3a0e3meunTd BiAMOBIAHICTD JIKApChKUX 3aco0iB  iX
pU3HAYECHHIO, BUMOTaM HOPMAaTUBHHUX aHATITHYHUX JIOKYMEHTIB,
peecTpaiiiHoro aochbe abo crernudikaiii Ta MeToAiB KOHTpoJto sikocTi (MKA),
3aTBEP/DKEHUX IIEHTPAJIBbHUM OpPraHOM BHKOHABYOI BIIaaW, IO 3a0e3redye
(dbopMyBaHHS JEp>KaBHOI MOJITUKUA y cepl OXOpPOHU 3I0POB's, Ta BUKIIOUUTHU
PU3HMK JUIS TAIllEHTIB, TMOB'SI3aHUI 13 HEJOCTAaTHLOIO OE3MEKOI0, SKICTIO YH
e(EeKTHUBHICTIO JIKapChKUX 3aco0iB. [[ns 1poro mnoBuHHA OyTH CTBOpEHA,
NOBHICTIO  JOKYMEHTOBaHa 1 MpaBWIbHO  (yHKIIOHYBaTh  e(QEeKTHBHA
dapmarieBTHYHA CHCTEMa SKOCTI, KA BUMAara€ y4acTi KepiBHOTO TMEpCOHATy Ta
MPaIliBHUKIB PI3HMX MMIAPO3JUIIB JiIeH31aTa BIAMOBIAHO 10 Iux JIineH31HHux
YMOB.

10. ImmopT nikapchbKOro 3aco0y IMOBHUHEH 3IMCHIOBATHUCS JIIIEH31aTOM
BIJIMIOB1THO hi (o) YKJIaJIeHOT0(UX ) KOHTPaKTY(iB) (moroBopy(iB) 3
cy0’exTOM/Cy0’€KTaMHu TOCTIOJAPIOBaHHS (3 3aKOPJIOHHUM BUPOOHHUKOM Ta/abo
MOCTAYaJIbHUKOM IIbOT'0 JIIKapPChKOIro 3aco0y, Ta/abo BIACHUKOM PEECTPALIITHOTO
MOCBITYEHHS Ha LIeH Jikapchbkuid 3aci0). Y koHTpakTi(ax) (qoroBopi(ax) MOBUHHO
OyTH YITKO 3a3HAYE€HO CTOPOHH, IO BIJIMOBIJAIOTH 3a 3a0€3IMEUEHHS SKOCTI,
Oe3nekn Ta €EeKTUBHOCTI JIIKAPCHKOTO 3aco0y BIAMOBIIHO IO PEECTPALIIHOTO
JI0Ch€, 3aKOHOJABCTBa YKpaiHuW Ta 1ux JIileH31WHUX YMOB, 30KpeMa BUMOTHU
10JI0 YMOB 30€piraHHs, TPAHCIIOPTYBaHHs, cepTUdiKaIllli Ta KOHTPOJIIO SIKOCTI,
BIZINIOB1IaJIbHOCTI YTIOBHOBAXKEHUX 0Ci0, 30epiraHHsi KOHTPOJIBHUX Ta apXiBHUX
3pa3KiB TOIIIO.

V¥ kontpakTi(ax) (moroBopi(ax) MOBUHHI, 30KpeMa, MICTUTHUCS MOJOXXEHHS
MO0 OOOB’S3KIB CTOPIH CTOCOBHO pO3MJBIAY peKiIaManii Ta ae]exTis,
BUJIYYEHHSI 3 00iry (BIAKJIMKAHHS) TNPOMYKINI; 3HHUIIEHHS a0o yTuii3amii
OpOAYKIIi; 3amo0iraHHd MOCTaYaHHIO HESKICHUX, a0o0 miaApoOJieHnx, ado
HEMPaBWJIBHO MapKoOBaHUX, abo danbcudikoBanux, abo He3apeecTpOBAHUX
JiKapchbKUX 3aco0iB, HeposdacoBaHoi mnpoaykiii (mpoaykiii «in bulky);
3a0€3MeUCHHS HAJIKHUX YMOB TPAHCIOPTYBaHHS; 30epiraHHs KOHTPOJIbHUX Ta
apXiBHUX 3pa3KiB; IHIIKUX 000B’SI3KIB CTOPIH OO0 SKOCTI IPOTYKIIi.

11. ®apMaiieBTUYHA CUCTEMA SIKOCTI

1) JlitieHsiat 3000B's13aHUI BBO3UTH JIIKAPCHhKI 3aCOOM TaKUM YHHOM, 1100
3a0e3MeunTy iX BIAMOBIIHICTH CBOEMY NMPU3HAUYEHHIO, BUMOIaM PEECTPALIiHOTO
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JIOChE€ Ta BHUKIIOYUTH PU3UK JUIsl TMAI€HTIB, TOB'SI3aHUM 13 HEAOCTATHHOIO
0€3MEeKOo0, AKICTIO YU €()EKTUBHICTIO JIIKAPCHKUX 3aC001B.

Jlinst 3a0e3medeHHsT SKOCTI JIIKAPCHhKUX 3aco0iB  3alpOBA/KYEThCS Ta
(GyHKII0HY€E (papMalleBTUYHA CUCTEMA SKOCTI, 1110 BKJIIOYA€E BIAMOBIAHI €1EMEHTH
YUHHUM B YKpaiHW BHUMOTaM HAJIEXKHOI BHPOOHHWYOI TMPAKTUKH, HAIEKHOI
NPAKTUKU AUCTpUOYIIi, HAJNEXKHOI TMPAaKTUKW 30epiraHHd Ta YNpaBIiHHA
pU3MKaMu JUIsl SIKOCTI B YacTHHI, LI0 CTOCYIOThCS MAISUIBHOCTI 3 IMIOPTY
JIKapChKUX 3aCO0iB.

2) dapmarneBTHYHa CHUCTeMa SIKOCTi Jinensiata (pharmaceutical quality
system — PQS) - cuctema ympasiiHHS, IO CIIPSIMOBYE Ta KOHTPOJIIOE JisUTbHICTh
dapmalieBTUYHOI KOMMAaHIT 100 KOCTI1, IOBUHHA FapaHTyBaTH, I0:

po3po0breHa, BIIPOBA/I’KEHA, OIATPUMY€ETBCA ~ Ta  Oe3mepepBHO
YIOCKOHAIOETHCS CHUCTEMA, SKa A€ MOXJIMBICTh TIOCTIHHO TOCTaBIATH
MPOJIYKIIIO 3 BiJINMOBIIHUMU MTOKa3HUKAMU SIKOCTI;

YiTKO BHW3HAYE€H1 BIiAMOBIAAIBHICTH Ta OOOB'S3KH KEPIBHOTO TEPCOHATY
JIeH31aTa;

3aTBEPJXKEHI THUCHBMOBI TPOLIEAYpPH, W0 3a0e3MeuyloTh YNPaBIIHHS
30BHINTHBOIO (aYyTCOPCUHTOBOIO) AISTIBHICTIO;

IpU BUIYCKY cCepli BPaxOBYIOThCS PE3YJbTaTH KOHTPOJIO MPOMYKIII 1
IIPOIIECIB, PO3CIiyBaHb BIIXWJIEHb, BXKUBAHHS 3alOOKHUX MM ISl YHUKHCHHS
MOTEHIIMHUX BIAXWICHD, SIKI MOTJIM O BIIOYTHCS B MallOyTHHOMY;

3aMpoBaIXKEHO YIPABIIIHHS 3MIHAMU;

3aCTOCOBYETHCS BIJMIOBITHUN PIBEHb aHANI3y OCHOBHMX MPUYHUH TiJ] Yac
pO3CIiIyBaHHS BIIXWIEHb, IepefdadyBaHOro Opaky MNpPOAYKIIi Ta IHIIUX
npobieM (BOHM MOXYTh OyTH BH3HAUY€HI 3 BHUKOPUCTAHHIM MPUHIUIIB
yIpaBIiHHSA pHU3UKAMU JJIA SIKOCTi). 3a pe3ynbTaTaMd BCTAHOBJICHHS MPUYHUH
BIIXWJIEHb Ta HEBIJAMOBIIHOCTEW TOBUHHI OyTH po3po0JieHI 1 3aiiCHEH1
BIJIMOBIIHI KOPHUT'YBaJIbHI Ta/a00 3amoOikHI aii. EdekTuBHICTH Takux miit
KOHTPOJIIOETHCS 1 OLIHIOETHCS BIJIMOBIIHO 0 MPUHUUIIB YIPaBIiHHS pU3UKAMU
JUISL IKOCTI;

JiKapchKi 3aco0M He OyayTh NpoJaHi W IOCTaBJIeHI 10 TOro, sK
YnoBHOBakeHa oco0a He HaxacTh JO03BUT Ha Il BUITYCK (peamizarmiio), MO
CBITYUTH, 110 KOXHA Cepis MPOAYKIli Oylia BUTOTOBJIIEHA 1 MPOKOHTPOJIHOBAHA
BIZITIOBITHO /10 BUMOT PEECTPAIIHHOTO JOCHE Ta OYAb-SIKUX IHIIUX BUMOT MO0
BUTOTOBJICHHS, KOHTPOJTIO 1 BUITYCKY JIIKAPCHKUX 3aCO0I1B;

3M1MCHEH1 JOCTaTHI 3aX0/I1 11010 3a0€3MEeUeHHsI IKOCT1 JIIKAaPChKUX 3ac001B
IOPOTATCOM YChOI'O TEPMIHY MPUAATHOCTI HA BCIX €Tamnax ooiry;

HasiBHA TIPOIeaypa MPOBEACHHS CaMOIHCIICKIII Ta/ab0 ayJauTy SKOCTI, 3a
KOO PETyJISIPHO OILIHIOITh €(PEKTUBHICTh 1 MPUAATHICTH (apMaleBTUUHOL
CUCTEMHU SIKOCTI.

3) KepiBHuii mepcoHan € BiAMOBIJAJIBHUM 3a HasABHICTh €(EKTHBHOI
(apMalieBTUYHOI CUCTEMU SKOCT1 1 HEOOXIAHUX PECypCiB JUJIs HEl, a TAKOX 3a Te,
1110 00OB'SI3KH 1 TOBHOBAKCHHS BU3HAUCHI, JIOBEJICHI 10 BiJjoMa 1 BIPOBAKEHI Ha
PIBHI BCi€l Oprasizari.
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4) Iepioguunuii orisaa GyHKIIOHYBAaHHS (apMalleBTHUHOT CHCTEMH SIKOCTI
13 3a]ly4eHHSIM KEPIBHOT'O MEPCOHAY HEOOX1MHO MPOBOJUTH HE PIJIIE OFHOTO
pa3y Ha piK.

5) ®apmarneBTHUHA CHCTEMa SKOCTI TIOBMHHA OyTH BH3HAYeHa 1
3amokyMeHToBaHa. Jlinmens3iaTy HEOOXITHO 3aTBEPAUTH JTOKYMEHT, IO MICTUTH
onuc ¢dapMaleBTUYHOT CHUCTEMU SKOCTI, BKIIIOYalOYM OOOB'SI3KM KEPIBHOTO
nepcoHaiy.

6) IloBuHHI OyTHM HasBHI BCi 3acOOM /il BUKOHAHHS BUMOI HAJICKHOI
BUPOOHUYOI MPAKTUKH, IIO0 CTOCYIOTHCS IMIIOPTY JIIKAPCHKUX 3ac00IB, Y TOMY
YHCIII:

HABUYCHMI MEPCOHAJI, III0 Ma€ HEOOXITHY KBaTi(iKaIliio;

HaJICKH1 MPUMIILICHHS Ta TUJIOIIIL;

HeoOX1He 00aIHaHHSI 1 MPaBWIIbHE HOT0 00CITyrOBYBaHHS,

3aTBEPKEH] MUCbMOBI METOAMKHU (MPOLIEYypH) Ta THCTPYKUIi 3TiAHO 3
(dbapMareBTUIHOIO CHCTEMOIO SIKOCTI;

BIJIMOB1IHE 30€piraHHs 1 TPAHCTIOPTYBAHHSI;

THCTPYKIIi1 T4 METOAMKHU MOBUHHI OyTH BHKJIAJICHI Y BUIJISAAI KOHKPETHUX
BHUMOT I110/10 BUKOHAHHS MPOIIECIB (orepariii);

MIPOLICTypH TOBUHHI BUKOHYBAaTHUCh HABYESHUM TIEPCOHATIOM;

miJ 9ac IMIOPTY HEOOXIAHO CKJIaJaTH MPOTOKOJH, SIKI JTOKYMEHTaJbHO
MiATBEP/UKYIOTh, 110 HAJEKHUM YHUHOM JIOTPUMAaHi BCl CTajii, SKI BUMararTh
BCTAHOBJIEHI METOJMKHM Ta IHCTPYKUIi, & TaKOX Te€, IO KUIBKICTb 1 SKICTb
MPOJIYKIII BIIMOBIIAIOTh 3aIlJIAHOBAHUM HOpMaM;

OyIp-siKi 3HA4YH1 BIAXWJICHHSA MOBHHHI OYTH MOBHICTIO 3alpOTOKOJIbOBaHI
Ta JOCIDKEHI 3 METO BHU3HAYCHHS OCHOBHOI MNPHYMHHM Ta 3IIMCHCHHS
BIJIMOBIIHUX KOPUTYBAJIbHUX Ta 3aMO01KHUX T1i;

MPOTOKONH (30KpeMa, 3 ONTOBOI TOPriBil (AUCTPUOYILIi) JAIOTh 3MOrY
POCTEKUTHU BUUEPITHY 1H(OpMAITitO 11010 Cepii;

IIPY ONTOBINA TOPriBil (AUCTPUOYIIIT) JIKAPCHKUMU 3ac00aMu 3BEIEHUN 10
MIHIMYMY PU3HMK 3HIKEHHS iX SKOCTI Ta BPaxOBaHI BUMOTH HAJIEKHOT MPAKTUKU
JTUCTPUOYIIIT Ta HAJICKHOT MPAKTUKHU 30€pIiraHHs;

ICHye cucTeMa BWIYYeHHS 3 00iry (BimkimkaHHs) Oyab-sSKoi cepii
NPOAYKIIi 3 Mpoaaxky abo mocTavyaHHs;

HEOOXITHO PO3IMIANATH peKjIaMallii Ha TPOIYKIII0, BUSIBISATH BHUIAIKH
nedeKTiB SKOCTI Ta MPUHMATH BIAMOBIIHI 3aX0/IH SIK IMIOA0 Me()EKTHOT MPOAYKITIi,
TaK 1 U4 3armo0iraHys moa10HUM BUITAKAM.

7) KoHTpoib sSKOCTI OXOILTIOE BiOip 3pa3kiB, crenuikaiii i mpoBeneHHs
BUIMIPOOYBaHb, a TaKOX MPOIENYpH Oprasizailii, JOKYMEHTYBaHHS 1 BHaaul
J03BOJIy Ha BHIYCK, SKi TapaHTYIOTh, IO TPOBEACHI BCi BIIIMOBITHI
BUMIPOOYBAaHHA 1 IO NPOAYKIA HE Oyae JomylieHa I0 BUKOPHUCTaHHS abo
peamizallii J10TH, AOKHU iX SKICTh He OyJe BH3HAHA 3aJI0BUIbHON. /[0 KOHTPOIIIO
SAKOCT1 BUCYBAIOTh TaKl OCHOBHI BUMOTI'H:

HAsSBHICTh HAJCXKHHX 3ac00iB (BIacHMX abo 3a JIOrOBOPOM), HABUYCHHI
nepcoHal 1 3aTBepKEH1 METOIMKH (IpOoLEeaypH) 1Tl BIIOOPY 3pa3KiB, KOHTPOIIO
11 BUITpoOyBaHHS MPOTYKIIIi;
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B110ip 3pa3KiB MPOAYKIT 3AIHCHIOETHCS BIAMOBIIHO 10 BCTAHOBJICHUX
JIIEH31aTOM TUCbMOBUX METOAMK (TIpOoLeayp);

METOY BUMPOOYBAHHS MOBUHHI MPONTH BaJIiIAIIIIO;

MalTh  OyTM  CKJIAJEHI  aKTW/MIPOTOKONH, SKI  JIOKYMEHTaJbHO
HiATBEPKYIOTH, 110 BCl HEOOX1THI 3aX0H MO0 BIAOOPY 3pa3KiB, KOHTPOIIO Ta
METOJIUK BUIIPOOYBaHHS NpoBeaeHl. byb-saK1 BIIXUIEHHS MalOTh OyTH OBHICTIO
3alpPOTOKOJILOBAH1 1 JOCIIIXKEHI,

70 CKJaAy TOTOBOI MPOJYKINI MarTh BXOJWTH aKTHBHI IHTPENIEHTH Ta
JOTIOM1KH1 PEYOBHUHHU, 5Kl BIIMOBIAAIOTh PEECTPALIIITHOMY JTI0CHE MO0 SKICHOTO 1
KUIBKICHOT'O CKJIay;

’KOJIHA Cepisi TOTOBOI MPOAYKIII HE MOKe OyTHU J03BOJICHA IS MPOJIAXKy
a00 mocTrauaHHs 10 TOro, SIK YIIOBHOBak€Ha oco0a JjileH3iaTa 3acBIAYHUTH il
BIJIMOBITHICTh BUMOT'AM PEECTPAIIIHHOTO JIOChE Ta JIIEH31i HA IMIIOPT JIKAPChKUX
3ac001B;

HEOOXITHO 30epiraTd JOCTaTHIO KUIBKICTh KOHTPOJIBHHX  3pa3KiB
JKApChbKUX 3aco0iB, IO Ja€ 3MOTY MPOBOJAUTH BHUMIPOOYBAHHS MPOIYKIII B
nporueci 30epiraHHs (3a HEOOXIJHOCTI) 3TIHO 3 MYHKTOM 21 1poro posainy;
3pa3Kky HEOOX1HO 30epiraTd B CHOXKHMBYIN YITaKOBIl a00 MaTH JOCTYH JI0 HHX,
po 1110 Ma€ OyTHU 3a3HAYEHO y BIJMOBIAHOMY JoroBopi(ax). 111 3pa3ku Ha BUMoOry
[EHTPAJILHOTO OpPTraHy BHKOHABYOI BJIAJH, IO Pealli3y€ JEepKaBHY MOJITHUKY Y
chepi KOHTPOJIIO SIKOCTI Ta Oe3MeKH JIKapChKUX 3aco01B, TOBUHHI OyTH HajaHi B
HAWKOPOTIIMHI TEPMiH.

8) Mae OyTu 10roBip (KOHTPAKT) MiXK CTOPOHAMHU, B SIKOMY BCTaHOBJICHO iX
BIJIMOB1IH1 000OB’A3KH 11010 31MCHEHHS OTJISATY SIKOCTI.

9) VnpaBiiHHS pU3MKAMU IS SIKOCTI € CHUCTEMATHYHHMM IIPOLIECOM IS
3arajpbHOi OLIIHKH, KOHTPOJIIO, iepeiadl iHdopmallii, a TAKOX OTJISAy PU3HUKIB JIJIs
AKOCTi JIKapChKUX 3aco6iB. Moro MoXKHa 3aCTOCOBYBATH 5K HEPCIEKTHBHO, TAK i
PETPOCMIEKTUBHO BIJMOBIAHO JO BUMOI YHHHOI HACTAaHOBU 3 HAJEXKHOI
BUPOOHUYOI MPAKTHUKHU.

12. Ilepconan

1) JlineHsziaT MOBHHEH MAaTH JOCTATHIO KIIBKICTh KBaTi(hiKOBAaHOTO
nepcoHay JJIsl BUPILIEHHS BCIX 3aBJlaHb, K1 NOKJIA/IeHI Ha JiueH3iara. [lepconan
MOBUHEH 3HATH Ta JOTPUMYBATUCH MPUHIUIIIB HAIEKHOI BUPOOHUYOT MPAKTHUKH,
HAJIEKHOI MPAKTUKU JUCTPUOYLII, HAJEKHOI NPaKTUKKU 30epiraHHs, IO
CTOCYIOTBCSI OTO MisUTBHOCTI, @ TaKOXX MPOWUTH HaBYaHHS BIAMOBITHO JO HOTO
000B'sI3K1B, BKJIFOUAIOYH 1HCTPYKTAXK 3 BUKOHAHHS TITEHIYHUX BUMOT.

2) VY nineH3iarta MoBWHHA OYTH opraHizaifiiiHa cxema. JlilleH3iaT MOBUHEH
3aTBEPAUTH MOCAIO0B1 IHCTPYKINT 3 BU3HAUYCHHSIM TIpaB, 0OOB'SA3KIB 1 BIJMIOBIIHUX
TTOBHOB)XCHB JIJIS iX BUKOHAHHSI.

3) Jlo kepiBHOro MepcoHany Hajuexarh YTOBHOBakeHa(i) ocoba(u) Ta
KEpIBHUK TIIPO3JLTy KOHTPOIK SKOCTI, SKIIO YTOBHOBaXXEHa ocoba He
BIJNOBIJAE 32 O0OB’SI3KM KEPIBHUKA MIAPO3JLTY 3 KOHTPOIO sKocTl. KepiBHuit
NepCOHaJ Ma€ MPaIOBaTH B PEKUMI TTIOBHOT'O pOOOYOTO JTHS.

4) YroBHOBaXkeHa 0c00a Ma€ Taki 00OB'SI3KH:
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MIATBEP/DKYBATH, IO KOXHA IMIIOPTOBAHA cepis JIKApChKUX 3aco0iB,
BUPOOJICHUX 11032 MEKaMHu YKpaiHu, 000B'SI3KOBO Mpoiiia B YKpaiHi KOHTPOIb
SIKOCT1 BIIMOBITHO JI0 3aKOHOJIaBCTBA Y KpaiHU;

(dikcyBaTH y J103BOJII HA BUMYCK (peati3ailiio) 3a (opMor0, 3aTBEPAKEHOIO
y noxatky 23 go uwux JlineH3iiHMX ymoB, a00 y J03BOJI Ha BHUKOPUCTAHHS Y
BUPOOHUIITBI, 110 KOJKHA cepist npoaykiii ~ BupoOsieHa  1/abo
BUIIPOOyBaHa/mepeBipeHa BIANOBIAHO 10 YMOB, 3a3HAUYEHUX Y MIAMNYHKTI 1 bOro
miAnyHkTy. /o3BT Ha BUNyck (peaiizailito) abo M03BUT Ha BUKOPHUCTAHHS Y
BUPOOHHUIITBI HEOOXIIHO 30epiratv MpOTSIroM OJHOIO POKY MICIs 3aKIHYEHHS
TEPMIiHYy TIPUAATHOCTI cepii JIKapchKOoro 3aco0y abo ImoHaWMEHIIe 11’ ITh POKIB 3
JaTy BHUJIa4l (3aJIEKHO BiJI TOT'O, SIKUM TEPMiH JIOBIIIE).

Jlinenziat MMOBUHEH 3a0€3MeunTu MOCTIHE BUKOHAHHS
YnoBHOBa)keHOIO(MMH) 0c000r0(aMH) CBOIX OOOB'SI3KIB. Y pa3l THMYAaCcOBOL
BIJICYTHOCTI YTIOBHOBaX€HO1 0cOOM ii 0OOB'SI3KM MOBUHHI BUKOHYBATUCS 1HILIOIO
YIOBHOBaXEHOKO 0COOO0K0.

5) O6oB's13kaMu KepiIBHHUKA MIAPO3A1TY KOHTPOJIIO SKOCTI (Y pa3i HassBHOCTI
TaKOro MiJPO3ALTY) €:

JI03BOJISAITH 200 BIAXWIATH (BiIOpaKoBYBaTH) JIIKAPChKi 3aCO0U;

3a0e3neuyBaTy MPOBEIECHHS BCIX HEOOX1IHUX BUIIPOOYBaHb;

3aTBEP/KYBATH THCTPYKIIIi 3 BIIOOPY 3pa3KiB, MPOLETYPHU IOT0 KOHTPOIIO
SIKOCTI;

3aTBEpAKYBaTU TNEPENIK aTecTOBaHUX JiabopaTopiil Ta 3I1MCHIOBATH iX
OITIHKY;

KOHTPOJIIOBATH CTaH 1 OOCIYyroBYBaHHS CBOTO MiJPO3ALLY, MPUMILIEHD 1
o0JIagHAHHS,

3abe3reuyyBaTd  MPOBEACHHS  BIAMOBIAHOI  Bamijamii, KBamidikars
00J1aTHAaHHS Ta CHCTEM;

3a0e3mneuyBaTd MPOBEACHHS HEOOXIJHOTO HABYAHHS TIEPCOHATY CBOTO
IPO3ILTY.

6) JlineHsiaT moBHHEH 3a0e3nednTH Oe3lepepBHE HABYAHHS IEPCOHATY,
JUSUTBHICTh SIKOTO MOJK€ BIUIMHYTHM Ha SIKICTh Ipoaykiili. HaBuaHHS MOBHHHO
IPOBOJUTHUCS BIANOBIAHO JI0 3aTBEPIKEHUX JILEH31aTOM HaBYAJIBHUX MPOIrpPaM.
KpiM ocHOBHOT'0O HaBUYaHHS, KOKEH MPUHHATUN Ha poOOTY MpAIiBHUK MMOBHHEH
MPOUTH HABYAHHS BIJIMOBIHO JI0 MOKJIaJEHUX HA HHOro 00OB's3kiB. JlineHsiaT
MIOBUHEH TMEPIOAMYHO OIIHIOBATH MPaKTUYHY €eKTUBHICTh HaB4aHHs. JlineH3iat
NOBUHEH 3a0€3MeUuTH HABYAHHS MEPCOHANy, OOOB'SI3KM SKOro mependayaroThb
nepedyBaHHA y CKJIAJCHKUX 30HAX a00 KOHTPOJIBHUX J1a0opaTopisixX (BKIIOYAIOUN
TEXHIYHUM 1 OOCIYroByHOUHM TIEpCOHAN, a TaKoX CIIBPOOITHUKIB, SIKI
31MCHIOIOTh IPUOUPAHHS).

7) JlineHsziar TMOBMHEH 3aTBEP/KYBATH HaBYallbHI NpOTrpaMH, SKi
OXOIUTIOIOTh, 30KpeMa, TEOPII0 1 3aCTOCYBAHHS KOHIICTIIT YIPaBIIHHS SIKICTIO Ta
BUMOI'M HaJIEKHOI BUPOOHWYOI MPAKTHKH, HAJIEKHOI MPAKTUKHU JUCTPUOYLIi Ta
HAJISKHOI MPAKTUKKU 30€epiraHHs, Kl CTOCYIOThCS AISUIBHOCTI mepcoHainy. Kpim
OCHOBHOT'O HAaBYaHHS, MEPCOHAN TOBWHEH TNPOWTH HABYaHHS BIAMOBIAHO 10
3aKpIIUICHHX 3a HUM O00O0B's3KiB. HeoOXimHO TakoX MPOBOAWTH TOJANBIIIE
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HaBYaHHS, NEPIOUYHO OI[IHIOYHM MOro MpakTU4YHy ePeKTUBHICTh. [IpoTokonu
HABYaHHS HEOOX1JIHO 30epiraTu.

8) JlinleH3iaT He MOBUHEH JIOMYCKATH MEPCOHAA abo BiJIBiqyBadyiB, sKi HE
OpOMIUIM HAaBYAHHS, Yy CKJIAJACHhKI 30HM ab0 30HU KOHTPOIIO siIKocTi. [lepconan
abo BimBimyBaui, SKIi HE MPOUWIIIM HABYAHHS, MOBWUHHI TOMNEPEIHHO MPONUTH
THCTPYKTaX, 30KpeMa LI0/I0 TIM€HIYHUX BUMOT JI0 MEPCOHANTY 1 BUKOPUCTAHHS
3aXUCHOTO OJIATY.

9) V ninensiaTa MOBUHHI OyTH MPOLEAYPH, SIKi BCTAHOBIIOKOTH Tiri€HIYHI
BUMOTH, IO BIAMOBIJAIOTh BUAY MISJIBHOCTI, SKUHA HUM TPOBAJUTHCS, Ta
3abe3reueHo ix gorpuManHs. L[i BUMOrn IMOBHMHHI, 30KpeMa, BKIIOUYATH BHMOTH
JI0 CTaHy 3710POB'Sl IEPCOHAITY, TITEHIYHUX MPOIEAYP 1 TEXHOJIOTIYHOT'O OJIATY.

10) IIpu npwitHATTI Ha POOOTY MEPCOHAN, MiSIBHICTH SIKOTO MOXE
BIUTMHYTH Ha SKICTh TPOJYKIli, TOBUHEH NPOWUTH MEIAMYHE OOCTESKEHHS, a B
NOJAJIBIIOMY - TEPioJAMYHI MeAWuYHl orysiau. JlineHsiaT € BIANOBIJAILHUM 3a
HASBHICTH IHCTPYKIIIH, BIATIOBIIHO 10 AKUX 3a0€3MedyeThCs oro iHGopMyBaHHS
PO TaKWil CTaH 370pPOB'S CIIBPOOITHUKIB, SIKMM MOXE€ BIUIMHYTH Ha SKICTb
npoaykiii. JlileH3iar MOBUHEH BXXUTH OpraHi3alifiHUX 3axojiB, SIKI MarTh
rapaHTyBaJIH, 110 JKOJIEH MpaliBHUK 3 1HQEKIIHHUM 3aXBOPIOBAHHIM a00 paHaMu
Ha BUIKPUTHUX JUISHKAaX TiUIa He Oynae JOMYIIEHUN 10 CKIAJICBKUX MPUMIIICHb
(30H) Ta 30H KOHTPOJIIIO SKOCTI.

11) JlineH3iaT MOBMHEH 3a0€3MEUHTH, 1100 KOKHA 0c00a, SIKa BXOAHUTH Y
CKJIaJICbKI MPUMIIIEHHSI (30HM) Ta 30HU KOHTPOJIIO SIKOCTI, HOCHUJIA 3aXUCHUU
OJIAAT, 1110 BIJMOBIAa€ BUKOHYBAaHUM HEIO OTEpaIlisiM.

12) 3a0opoHsETbCSA ICTH, JKyBaTH, IHWTH, MaJIWTH, a TaKOX 30epiraTu
XapyoBYy MPOAYKIIIO, HAIMOI, TIOTFOHOBI BUPOOM Ta OCOOMCTI JIKAapChKi 3ac00u y
30HaX KOHTPOJIO SKOCTI 1 CKJIQJChKUX 30HaX. 3a0OpOHSIOThCA BC1 i, SKI
NOPYIIYIOTh TITl€HIYHI BHUMOTM YCEPEIHWHI CKIAJChKMX NPHUMILIEHb, 30H
30epiranHss abo0 B Oynb-AKid 1HIINA 30HI, SKIIO BOHU MOXYTh HEraTHBHO
BIUTMHYTH Ha MPOJYKIIIIO.

13) Jloctym y CKIaJaChKi NMPUMIIICHHS (30HH) 1 30HU KOHTPOJIO SKOCTI
NOBMHEH OyTHM  J0O3BOJICHUH YIOBHOBRXEHOMY Ha 1€ MepcoHaly 1
KOHTpoJoBaTucs. BinBigyBaui Ta/ab0 mpaimiBHUKH, SKI HE MPOWIUIM HAaBYAHHSA,
MOBUHHI TMOMEPEIHBO MPOUTH IHCTPYKTAXK, 30KpeMa MO0 TIr€HIYHUX BUMOT O
NepCOHATy 1 BUKOPUCTAHHS 3aXUCHOTO OJIATY, Ta MOXKYTh OTPHMATH JOITYCK JI0
TaKUX TPUMIMIEHb (30H), 3a HEOOXIAHOCTI, 3a HASIBHOCTI BIAMOBIIHOTO
CYNpOBOY.

13. [IpuminienHs Ta 06JiaTHAHHS

1) Ckiaachki NpUMIIIIEHHS TOBUHHI MAaTH Y CBOEMY CKJIAJII:

BUPOOHMY1 NPHUMIIIEHHS: OKpEeMI MPUMILIEHHS, IUIOml a0o 30HU I
npuiiMaHHs 1 30epiraHHs JIKapChKUX 3aco0IB Ta iX BIAMYCKY/BiIBaHTaXEHHS,
JOTIOMDKHUX MaTepialiB 1 Tapu. Jlo BUpOOHUYMX HaJIekKaTh MPUMIIICHHS (30HH),
B SKMX NpPUIMAaroTbCs, 30epiraroTbCsa JIKAPChbKI 3aco0M, MPUMILIEHHS (30HM)
KOMIUIEKTallli Ta BiMYCKY/B1IBAHTAXXEHHSI JIKaPChKHUX 3ac00iB (EKCIenulliiHa),
NPUMIILIEHHST (30HU) 30€piraHHs JOMOMDKHMX MAaTepialiB 1 Tapu, KOHTPOJIIO
SIKOCT1 JIIKapChKUX 3ac00iB, 30epiraHHs KapaHTUHHOI MTPOJTYKIIii.
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Cxian, po3TanryBaHHS BHPOOHMYMX MPHUMINIEHb Ta iX IUIONIA TOBHUHHI
3a0e3nedyBaTy MOCHIIOBHICTh TEXHOJIOTTYHOrO Mpouecy (MpuiMaHHs, KOHTPOJIb
AKOCTi, 30epiraHHsi, KOMIUIEKTAIlii Ta BIAMYCK/BIIBAHTAXKEHHS JIKAPCHKHUX
3aco0iB). 3a HagBHOCTI JIKAPChKUX 3ac001B, SIKI MOTPEOYIOTh OCOOJIMBUX YMOB
30epiranHs (CUIBHOIIOYI, OTPYIHI, HAPKOTHYHI, IICUXOTPOITHI, IMyHOO10JIOT19HI,
IPEKYPCOPH, TepMOJIa0UIbHI, BOTHEHEOE3MeuHi, JIETKO3aMHUCTI,
BUOYXOHEOE3MeyH1 Mpenapard TOIIO), MOBUHHI OyTH BIJINOBIIHO 00J1aJHAHI
OKpeMI1 MpUMIIIeHHs (30HU) IS iX 30epiranHs.

MiniManeHul  HaOlp MOOYTOBHMX TMPHUMIIIEHb BKIIOYAE: MTPUMIIICHHS
nepcoHany, BOUpanbHIO, e HasiBHI BOJOMPOBIJ, KaHamizamis. Takox y sirnen3iara
MOXYTh OyTH 1HIII MOOYTOBI MPUMIIIEHHS: TapjiepoOHa, JAylIoBa, KiMHATa JJIs
BXKMBaHHS 1K1 (i1aJbHs) TOIIO.

MiniMansHui Hablp TOMOMDKHUX MPHUMIIICHb BKIIIOYAE MPUMIIIEHHS a00
madu a1 30epiraHHs IpeIMeTIB MpUOUpaHHs.

Takox y mineHsiaTa MOXYTb OYTHM IHII JOMOMDKHI TPUMILIEHHS:
NPUMILICHHS JIJI1 TPUTOTYBaHHS Je31H(GEKIIHHUX PO3YHHIB, ONEpaTOpPChKa,
apxiB, CEpBEpHA, KIMHATH OXOPOHHU, HaBYaJIbHI KaOIHETH, MPUMIIICHHS IS
30epiraHHs pobouYrx 3aco0iB Il HaBaHTAKYBAIbHO-PO3BAHTAXKYBAIBHUX POOIT
TOIIIO.

Jlo cnyx00BUX TpUMINIEHb (32 HASBHOCTI) HAJIEXKaTh: MPUMIMICHHS
MIJTOTOBKK Ta OOPOOKM CYIpOBIAHOI JTOKyMeHTallli, kabiHeT KepiBHUKA, KaOlHeT
3aCTyITHUKA KEpIBHUKA, KIMHATH NIEPCOHANY, 110 Oepe y4yacTb y TEXHOJIOTTYHOMY
IpoIIeCi - OMpaIfOBaHHS TPETEeH31i Ta peKJiaMailiii, MOBEpPHEHHS, MiArOTOBKA
JOKYMEHTIB i1 BUKOHAHHSA TIPOILIECIB NpPUNAMaHHS, KOMIUIEKTAIlll Ta
BIJIITYCKY/BiIBAHTAXKCHHS TPOYKIlii, TPUMIIMICHHAS (30HU) ISl TEXHOJOTIYHOTO
o0JTaTHaHHSI aBTOMAaTU30BaHUX CKJIAJIIiB TOIIIO.

Jlo JoMaTKOBUX TMpUMINIEHb (32 HAsSBHOCTI) HajleXaTh: KOPHUIOPH,
TaMOypH, CXOJOBI KIITKH, JI(TOBI IMaXTH, EJICKTPOIIUTOBI, OOMIIEpHI,
BEHTKamepH (I1axTH) TOLIO.

[Ipumimennss (3onu) ab6o madu ana 30epiraHHS 1HBEHTApIO IS
npuOUpaHHs BUPOOHUYMX TIPUMIIICHh Ta TMPUMIIIEHHS (30HHM) 30epiraHHs
pobounx 3aco0iB AJii HABAaHTAXKYBAJIbHO-PO3BAHTAXYBAJIBHUX POOIT MOXYTh
3HAXOJUTHUCHh Y BUPOOHUUNX MPUMIIICHHSIX.

Po3minieHHs cki1aJChKUX MPUMIINIEHh TOBUHHO BUKIIOYATH HEOOX1AHICTH
IPOXOJTy TPAIIBHUKIB JJI MEPEOSITAHHS Yy CIEIIaTbHUN OIST Yepe3 BUPOOHUUI
MPUMIIIEHHS.

2) CknaackKi TPHUMIIICHHS PO3MIIIYIOTHECS 32 YMOBH BIIAIITYBaHHS
BaHTA)KHO-PO3BAHTAXKYBAJILHOT TUIOMIAIKY JJIs MiA'T34y MalluH (pamria 3 HaBicoM
TOILI0) M03a ()POHTOM BIKOH MPUMILIEHb 3 MOCTIMHUM MepeOyBaHHSAM JIIOJEH Ha
OyIIb-IKOMY IIOBEpCi B 130JIbOBAaHWUX MPUMIIIEHHIX 3 OKPEMHM CaMOCTIHHUM
BHUXOJIOM Ha30BHI, B OKPEMO pO3TalllOBAaHUX CIEHIaJbHO O0OJAIITOBAHUX
KamTaJbHUX OYIIBIAX, & TaKOX Y JONOMDKHHUX OYIIBISX TPOMHUCIOBHX
HiAMTPUEMCTB (3 ypaxyBaHHIM BUMOT HiAMYHKTY 1 yHKTY 15 11bOro po3aity).

3) IlpumimenHs Ta  oOJaJHaHHS  TOBHHHI  PO3TallIOBYBATHCA,
IPOEKTYBATHCSI, O0JIAITOBYBATHCS, 3aCTOCOBYBATUCS Ta EKCIUTYyaTyBaTHUCS TaAKUM
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YUHOM, MO0 BIAMOBIIATH OIEpalisM, sSKi B HHX IPOBOAATHCA, a TaKOXK
rapaHTyBaTH, 10 PEMOHT 1 €KCIUTyaTallisd He Oy1yTh CTAHOBUTH HisIKOI HEOE3NeKn
Uit skocTi mpoxaykii. [lpumimenns HeoOxigHO TpubupaTy 1 Ae3iH(iKyBaTH
BIJIMOBIIHO JO0 3aTBEPXKEHUX BIAMOBIJHOI TOCAJA0BOI 0CO0O0I0 JIiIeH31aTa
NUCHMOBUX Tiporienyp (Meromauk). OCBITJIICHHS, TeMIeparypa, BOJIOTICTH 1
BEHTWISAILISl IOBUHHI BIJIMOBIIATH BUMOTaM HOPMATHBHO-TEXHIYHUX JIOKYMEHTIB 1
HE MOBUHHI YAHUTH HECHPUSATIMBOIO BIUIMBY Hi HA JIKAPCHKI 3acO0M MmiJ Yac iX
30epiranHs, Hi Ha TOYHICTh QYHKI[IOHYBaHHS 00N HAHHS, HI HAa MPaIliBHUKIB.

4) HaBKOJNHIITHE CEepPENOBUINE MPHUMIIICHb, 3 OISy Ha BCI 3aX0Mu IS
3axucTy 30epiraHHs JIKapChKUX 3ac00iB, MOBUHHO CTAaHOBUTH MiHIMAJIbHHIMA
PHU3HK Y TUTaH1 KOHTaMiHAIlIl MPOAYKIIii.

[TpuminieHHst MOBUHHI OyTH 3aXUINEHI BiJ MPOHUKHEHHS B HUX KOMax abo
TBapHH.

[ToBuHHI OyTH BXHUTI 3aXO0[H, 110 3am00Iral0Th BXOAY Y HNPHUMIIICHHS
CTOpOHHIX ©0ci0. 30HM 30epiraHHsI 1 KOHTPOJIO SKOCTI HE IOBUHHI
BUKOPUCTOBYBATHUCS SIK MPOXI1JIHI JJIsl IEPCOHANY, IKHI Y HUX HE MPAaIlIOE.

5) BupoOHu4i npumilieHHs (30HU) MOBUHHI MaTH JIOCTATHIO ILIOMLY, 100
3a0€3MeunTH  YIOpsSAKOBaHE 30epiraHHs pi3HUX KaTeropid marepiaidiB Ta
JIKapChKUX 3aC00iB, @ TAKOX JIIKAPCHKHUX 3ac001B, 10 3HAXOASITHCS Y KapaHTHHI,
JI03BOJICHI ISl BUITYCKY, BiOpakoBaHi, TOBEpHYTI abo BiakiauKaHi EmekTponHe
BIJIOKDEMJICHHS JIIKAPCBKUX 3ac00iB B CTATyCl «KapaHTHH» JOMYCKA€ThCS 3a
YMOBHM BIANOBIAHOI 1AEHTH(IKALIT NPOAYKIIl, Baligauli KOMII IOTEPU30BAHOIL
CHUCTEMH Ta 3a YMOBH, 1[0 TaKa CHUCTeMa 3a0e31euye eKBIBaJICHTHY OC3IIeKYy.

6) CkimajchKi NPHUMINIEHHS (30HM) TOBHHHI OyTH MPHCTOCOBAaHI JIJIs
3a0e3MeUYeHHs] HaJeKHUX YMOB 30epiraHHs. 30KpeMa, BOHM TOBHMHHI OyTH
YUCTUMHU 1 CyXMMH, Y HUX NMOBUHHA MIATPUMYBATHCS HEOOXiJHA TemIepaTrypa.
SAxmo noTpiOHI chewmiajbHi yMOBHM 30epiraHHs (Hanpukiajg TeMIeparypa,
BOJIOT'ICTh), TO X HEOOX1JTHO 3a0e31euyBaTH, MEPEBIPSITH 1 KOHTPOIIOBATH.

7) Y Micugx mpuidMaHHS 1 BiANpPaBJICHHS MOBUHEH OyTH 3a0e3leueHHi
3aXHUCT MaTepiamiB 1 MPOAYKINi BiJ BIUIUBY MOTOJHUX YMOB. 30HHM NPUHAMaHHS
MalpTh OyTH CIPOEKTOBaHI ¥ 0OJaJiHaHI Tak, 100 Tapy 3 MPOAYKIIEI, sKa
HAJIXOAWTh, Iepe]] CKIaTYBAaHHIM 332 HEOOX1THOCTI MOYKHA OYyJI0 OUYMINATH.

8) Slkmio kapaHTHUH 3a0€3MEYyeThCS TIABKK 30€piraHHsAM MPOIYKINI B
OKpEMHX 30HaX, TO TaKl 30HH MAaIOTh OYTH YITKO MapKOBaHI.

9) Jlns 30epiraHHsS BiOpaKOBaHWX, BIIKIMKaHUX a00 TIOBEPHYTHX
MarepiajiB abo MpOoAYKIlli MatoTh OyTH niepeadadeHi OKpeMi 30HH.

10) CunpHomitowi Ta OTpYHHI JiKapchki 3aco0u HeoOXigHO 30epiratu B
0e3MeyHuX 1 3aXUIIEHUX 30HaX.

11) JlaGopartopii 3 KOHTPOJIO SIKOCTi, y pa3i iX HasBHOCTi, MalOTh OyTH
BITOKPEMJICH] BiJ] CKJIQJICBKUX MPUMIIIEHb (30H), HacamIepen, jabopartopii 3
KOHTPOJIFO O10JIOTTYHUX 1 MIKPOOIOJIOTIYHMX TpenaparTiB, a TAKOXK Pajiioi30TOMIB,
AK1 MalOTh OyTH TaKO B1JIOKPEMJIEH] OJTHA B1Jl O/IHOI.

KonTtponeHi nabopaTopii MaroTh BIAMOBIZATH OMepaiisiM, SKi B HUX
npoBoasThea. {060 yHUKHYTHM TOMMIIOK 1 MEPEeXpPeCcHOi KOHTaMiHallli, BOHU
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MOBMHHI MaTH JOCTaTHIO Iwionly. HeoOXigHO BWAUIMTH HAJICKHI IUIOMI IS
30epiraHHst 3pa3KiB 1 MPOTOKOMIB.

JUiss 9yTnuBUX TPWIAIB, sIKI MOTPEOYIOTh 3aXUCTy BiJl €IEKTPUYHUX
Nepelko/, BiOpallii, BOJIOrOCTI TOILO, MOXYTh BHUKOPHUCTOBYBATHCS OKpeMi
KiMHaTH. Y JabopaTopisx, 1€ MpaIoTh 31 CHeNu(pIYHUMU CYOCTaHIIISIMHU,
TaKUMU sIK O10JIOT14HI 1 pa/IlOaKTUBHI 3pa3KH, HEOOX1THO BCTAHOBUTH CIICIliabHI
BHUMOTH.

12) IToOyTOBI MpHUMIIIEHHS, 30KpeMa MPUMIIIECHHs MePCoHaly Ta ifaibHi,
NOBUHHI OyTH BIJOKpEMJIEHI BiJi BUPOOHMYMX MpuMinieHb. He nomyckaerbcs,
mo0 TyaneTu Oe3MOocepelHbO CHONYyJaIucs 3 BUPOOHUYMMHU TPHUMIMICHHIMU
(3oHaMN).

MaiicrepHi MaioTh OyTHM BIJOKpEMJICHI BiJi BHUPOOHHYUX MPHUMIIICHb.
[Ipumitenns, y SKUX yTpUMYIOTbCSI TBAPUHU, MAIOTh OyTH 100p€ 130J1b0BaH1 Bijl
IHITUX 30H; HEOOXITHO, MO0 Il MPUMIIIEHHS Majlu OKpeMHM BXiJ (HOCTYI 110
TBAapWH) 1 OKpEeMi CHCTEMH ITiITOTOBKHU TIOBITPSI.

13) VcrarkyBaHHs (iHBEHTap), 1110 3aCTOCOBYIOTH JJII MUTTS M OYMIICHHS,
HEOOX1JHO BMOMpPATH 1 BUKOPUCTOBYBATH TaK, II00 BOHO HE CTaJO JIXKEPEIOM
KOHTaMIHaIl].

O6nagnanHs Mae OyTHM BCTAHOBJIGHE TaKUM YHWHOM, 1100 HE JOMYCTUTHU
PU3HKY MTOMUJIOK 200 KOHTaMiHaIIi1.

J1Jist KOHTPOJIBHUX OTepaniii MaroTh OyTH B PO3MOPSAKEHHI Baru, Mpuiiaau
Ta 00JIaIHAHHS JJ1s1 BUMIPIOBAHb 3 BIAMOBITHUM J11alIa30HOM 1 TOUHICTIO.

3aco0u BHUMIpIOBaHb, Bard, KOHTPOJBHI TMPUIAAM Ta TMPUCTPOI, IO
3aMUCYIOTh, Yepe3 NIEBHI MTPOMIDKKH Yacy HEOOXITHO KajaiOpyBaTH 1 MEpeBipATH
BIAMOBITHUMU MeTonaMu. HeoOximHO BecTH 1 30epiraTé MPOTOKOIHM TaKHX
BUIIPOOYBaHb.

HecnpaBHe 00iaHaHHS MOBUHHO OyTH BUJIYYEHE 13 30H KOHTPOJIIO SIKOCTI
a00 CKJIaJIChKUX 30H 200 MPUHANWMHI YITKO IPOMapKOBaHE K TaKe.

Crarionapai  TpyOOnmpoBoAM MarTh OyTH UYITKO TMPOMapKoBaHI 13
3a3HAYEHHSIM IXHBOTO BMICTY; 3a HEOOXITHOCTI TMOBMHEH OYyTH TIO3HAYEHUU
HAIPSIMOK TIOTOKY.

14) Cxnajachki mpuMilIeHHs (30HW) MOBHHHI OyTH 3a0e3reueHi 3acobamu
JUTsl BUMIPIOBAHHSA TEMIIEpaTypyd Ta BIJHOCHOI BOJIOrOCTi (IIpH HEOOX1ITHOCTI),
NOBUHHI OyTH 3a0e3leyeHl peecTpallis Ta KOHTPOJIb TEMIEpaTypu 1 BIAHOCHOI
BOJIOTOCTI. 3alKCH MPO TEMIEPATYPy 1 BIAHOCHY BOJIOTICTh HEOOX1THO PETYISIPHO
MepeBIPATH BIJAMOBIAHO N0 CKJIQJACHOI JileH31aToM JoKyMeHtarlii. Jlinensiat
NOBUMHEH 3a0e3ledyBaTH CHPABHICTh YCIX BUMIPIOBAIBHUX 3ac00iB  Ta
NPOBEICHHA 1X PEryJIspHOi METPOJOriyHOi TOBIPKU. Y pa3i HEOOXIAHOCTI
0COOJIMBHUX YMOB 30epiraHHs JIIKAPCHKUX 3aC001B MPUMIIIECHHS/30HU 30epiraHHs
MarTh OyTH 00JIaJIHaHI NpUIagaMu, IO 3aMUCYIOTh TeMIIepaTypy (Ta BiJIHOCHY
BOJIOTICTh 3a HEOOX1THOCT1), a00 1HIIUMU TpUiIagaMu, M0 (PIKCYIOTh MOKa3HUKHU
TeMreparypu (Ta BIIHOCHOI BOJIOTOCTI 3a HEOOXIJHOCTI) y NOTPIOHOMY
niara3oHi. IlinTpumanHs HEOOXIIHMX TapamMeTpiB BIJAMOBIIHUX ITOKA3HHUKIB B
yCiX YacTHHAX BIANOBIAHOI 30HM 30epiraHHs Mae BinOyBaTUCS BIANOBIAHO A0
3aTBEP/KEHUX JIIEH31aTOM TPOLEAyp, SKI TIPYHTYIOTbCA Ha pe3yJlibTaTax
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MPOBEACHUX BaMJAMIMHUX JOCHIIHKEHb, Ta 13 3IIMCHEHHAM JIIIEH31aTOM
CUCTEMATUIHOT'O KOHTPOITIO.

15) Enextpo3abe3rneueHns, OMAJICHHS, OCBITIEHHS, CHCTEMa IIiJArOTOBKH
HOBITPSI, TEMIIEpATypa 1 BOJIOTICTh MOBITPS Y CKIaJACHKUX MPUMILIEHHSX (30HaX)
111710;1000BO TTOBUHHI BiJIMIOBIaTH OYIIBETLHUM, CAHITAPHUM HOPMaM 1 MpaBHIaM
Ta HE BIUIMBATH HETATUBHO HA JIIKAPChKi 3aCO0U.

16) Marepianu UIs  TOKPHUTTS CTiH, CTeNi, MIJJIOTH BHUPOOHHYUX
NpUMIlIeHb (30H) TOBUHHI JOMYCKAaTH BOJIOTE MPUOUPAHHS 3 BUKOPUCTAHHSIM
ne31HGeKIIHHNX 3ac001B.

[ToBepxHs ycTaTKyBaHHS SIK 330BHI, TaK 1 BCEpPEIMHI, MOBUHHA OyTHU
IJIaJIKOI0, BUTOTOBJICHOKO 13 MaTrepialliB, CTIMKUX 10 Jii JIIKApChKUX 3aco0iB,
BUTPUMYBATH 00pPOOKY Ae31HPEKUIHHUMHI PO3UYMHAMMU.

VYcTaTkyBaHHA CKJIAQJICBKUX TMPUMINIEHb (30H) HEOOXITHO pO3TallyBaTH
TaKUM YUHOM, 11100 HE 3JIMIIAIIUCS MICIS, HEIOCTYITHI JJIsl TPUOUpPaHHSI.

17) Jnst 306epiraHHs JTiKapchKUX 3ac00iB CKJIQJICHKI MPUMIIICHHS (30HH)
NOBUHHI OyTHM 00JIaJHAHI TPUIUIMBHO-BUTSHKHOIO BEHTWISIIEI0 3 MEXaHIYHUM
CHOHYKaHHSM (a00 3MIIIAHOI  MPUIUVIMBHO-BUTSKHOK ~ BEHTWISILIED 3
MEXaHIYHO-TIPUIUITMBHOK), sAKa 3a0e3leuye TMOBITPSHO-TEIUIOBUM  OanaHC
OPUMIIIEHb.

[Ipumimennss  (3omm)  ans 30epiraHHd  BOTHEHEOE3MEYHHX  Ta
BUOYXOHEOE3IEeUYHUX PEUYOBHUH IMOBHHHI OYyTH 130J1bOBaHI, 3aXHUIIEHI B MPSAMHUX
COHSIYHHMX IPOMEHIB, aTMOC(EpHHX ONaAiB Ta IPYHTOBUX BOA. Po3MminieHHS
TaKuX MPUMIIIEHb y TIiJBaJiaxX, HaIBIIJBaJlax Ta B IIOKOJBHUX IOBEpPXaX HE
JIOITYCKA€ETHCS.

18) TlpumimeHHs Ta yCTaTKyBaHHS ITOBWHHI IiJUISITaTH NPHOWPAHHIO,
ne3indexuii  (mpu  HEOOXITHOCTI), JepaTu3aulii 3riAHO 3  THCTPYKIIISIMHU,
3aTBEPI>KEHUMU JI1IEH31aTOM.

14. JloxymeHTaris

JlokymMeHTallis, 10 € HEeBII'€eMHOI YacCTHMHOK (DapMaIlleBTUYHOI CHUCTEMU
SKOCT1, MOJKE ICHYBaTH y pi3HUX (popmax (30KpeMa Ha MarnepoBUX, €IEKTPOHHUX
a60 ¢ororpadiyHUX HOCIAX).

1) Jlnsa 3a0e3meyeHHS TOYHOCTI, IIUIOCTi, JOCTYITHOCTI Ta YiTKOCTI
JIOKYMEHTIB JIIEH31aTOM Ma€e OyTH 3alpoBaPKEHUM KOHTPOJIb 3a iX PO3pPOOKOI0,
opopMIIEHHSM, TIOTODKCHHSIM, 3aTBEPKCHHSIM, TIEPErIIOM, BUIyYEHHSM,
apXiBalli€o TOIIO.

2) Y oineHsiaTa MOBHHHI OyTH JBa OCHOBHI BHMJIM JOKYMEHTAIlli -
JOKYMEHTH Ta MPOTOKOJIH (3aIIUCH).

Jlo nokyMeHTiB (IHCTPYKIIiH, BKa31BOK, BUMOT) JIiI[eH31aTa HaJekKaTh:

JI0OChE IMIIOpTEpa, B SKOMY OINHUCAHO MiSUTLHICTH JIiIIEH31aTa, 0 Mae
BIJTHOIIICHHS 10 HAJIeKHOI BUPOOHUYOI MPAKTHUKH, 32 (POPMOIO 3T1IHO 3 TOAATKOM
7 no mux JlineH31MHuX yMOB;

cnenudikami abo merogu kKoHTpomto skocti (MKS), sxi moxkmagHO
ONKCYIOTh BUMOTH, SIKUM Ma€ BIAMOBIIATH JIIKApChKUi 3aci0;

IHCTPYKIIT 3 eKCIUTyaramii, NOpOoQPUIaKTUYHOrO OOCIYroBYyBaHHS Ta
OUUIIIEHHSI OOJIaJIHAHHS, TPHUIUIMBHO-BUTSDKHOI BEHTWIAIII 3 MEXaHIYHUM
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CIIOHYKaHHSIM (a00 3MIIaHO1 MPHUIIMBHO-BUTSKHOI BEHTWIIALII 3 MEXaHIYHO-
NPUIUIMBHOIO) Ta KOMIT IOTEPU30BAHUX CHUCTEM (3a HAsIBHOCTI), OYMIICHHS
IPUMIIIeHb, B1I00OpPY 3pa3KiB TOIIIO;

MMCBMOBI TIpolienypu (MeToauku) (CTaHZapTHI poOodYl METOAUKH abo
crauaaptHi omepamiiai npomenypu (COII), sxi MICTATh BKa3iBKH IIIOA0
BUKOHAHHS OIleparlii;

npaBuia, sIKI MICTATh IHCTPYKLII IIOJO BUKOHAaHHS Ta MPOTOKOIIOBAHHS
MEBHUX OKPEMHX OIeparriii;

IOoroBOpU  (KOHTPAKTH), SAKI YKJIQJalOThCs MDK 3aMOBHUKaMU Ta
BHUKOHABIISIMHU.

Jlo mpoToKOoIiB (3amMKUCiB)/3BITIB HAJIEKATh:

JOKYMEHTAIlls, 110 MIATBEPJXKYE BHUKOHAHHS PI3HUX M1 (HANpuUKiIaj,
oreparii (3axoAiB), MO1H, JOCTiHKeHb). [[pOTOKOIN MOBUHHI MICTUTH TIEPBUHHI
JIaHl, 1110 BUKOPUCTOBYIOTHCS ISl JOPMYBAHHS IHIIUX MPOTOKOJIIB;

ceptudikaty cepii, K1 MICTATH pe3tOMe PE3yJIbTAaTIB BUIMPOOYBAHb 3Pa3KiB
MPOJIYKIIIT pa30M 3 OLIIHKOIO BiJMOBITHOCTI, BCTAHOBJICHI y crienuikaIii;

3BiTH, B IKUX JOKYMEHTYEThCS BUKOHAHHS KOHKPETHUX 3aBJaHb, MPOCKTIB
a00 JochiKeHb pa3oM 13 pe3ysibTaTaMi, BUCHOBKAMU Ta PEKOMEHIAIIISIMHU.

3) HeoOXigHO BOPOBAJAWTH BIAMOBIAHI 3aXOAM KOHTPOJIIO  IIIOJO
€JIIEKTPOHHUX JIOKYMEHTIB, TaKUX SIK M1a0JI0HH, (POpMU Ta MEPBUHHI JTOKYMEHTH.
MarTe OyTH BIAMOBIAHI KOHTPOJIBHI 3axoaW i 3a0e3medyeHHs IIUIOCTI
IPOTOKOJIIB MPOTATOM CTPOKY 30€piraHHs.

4) BiaTBOpeHHs POOOYMX JOKYMEHTIB 3 NMEPBUHHUX JOKYMEHTIB MTOBUHHO
YHEMOJKJTUBITIOBATH BHECEHHS OYy/Ib-sIKUX TOMHUJIOK Yepe3 MPOIeC KOMMIFOBAHHS.

5) JlokyMeHTH, IO MICTSTh IHCTPYKIi, TMOBWUHHI OyTH 3aTBEp/KEHI,
MIJMMCaH] Ta 1aTOBaH1 YIIOBHOBRXEHUMHU Ha 11€ 0co0aMu. 3MICT JIOKYMEHTIB Ma€
OyTH OIHO3HaYHUM. [IOKyMEHT MOBUHEH MATH BANOBIIHUI HOMED.

6) JlokymeHTH B Mexax (papMameBTUYHOI CHCTEMH SKOCTI HEOOXiITHO
PeryJIIpHO NEperyisiiaTv 1 akTyaai3yBaTu.

7) PykormucHi 3anucy MaroTh OyTH 3po0JieH] po30ipiIuBO Ta Tak, MO0 3aIuc
HE MO>KHa OyJI0 CTepTH.

[IpoTokonu HEOOX1JHO YKJIaIaTh 1 KOMIUIEKTYBATH ITiJ1 4ac KOKHOI [1i, 110
3MIMCHIOETHCS, 1 TAKUM YHHOM, 1100 MOKHA OYJIO MPOCTEKUTU BCIO JISIIBHICTD,
SKa CTOCYETHCS IMIIOPTY JIIKAPCHKHUX 3aCO01B.

bynp-sika 3MiHa, BHECEHA B JOKYMEHT, Ma€ OYTH MiATBEPKEHA TIAMICOM 1
JaToBaHa; 3MIHA Ma€ JlaBaTH 3MOTYy IPOYUTATH MOYATKOBY iHGopmailio. 3a
HEO0OX1THOCT1 Ma€e OyTH 3alIPOTOKOJIbOBaHA IPUYMHA 3MiHHU.

8) HeoOxigHo MaTv B HAasBHOCTI BIAIOBIAHMM YHHOM CAHKIIIOHOBaHI i
naToBaHi cnenudikanii Ha TpoayKIito «in bulky», roToBI JdiKapchKi 3ac00M.

Crnenudikamii Ha npoaykiiro «in bulky», ToToBi Jikapchki 3ac00M MOBUHHI
BKJIFOYATH (200 MICTUTH MTOCUJIAHHS HA):

MIPUCBOEHE HAIMEHYBAHHS NPOAYKIIi Ta KO, SIKIIO TAKHUH €;

CKJIa];

OIHC JIKAPCHKOI (POPMU 1 AOKIIAIHI BIIOMOCTI PO YIIaKOBKY;

BKa31BKH II0JI0 BiAOOPY 3pa3KiB 1 MPOBEACHHS BUIIPOOYBaHb;
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BUMOTH JI0 SIKICHOTO 1 KUUIBKICHOTO BU3HAYEHHS 3 JOMTYCTUMUMU MEKaAMU;

yMOBU 30epiranHss 1 OyJb-sKi OCOOJIMBI 3aCTEPEXHI 3ax0Au MpH
KOPHCTYBaHHI (32 HEOOX1THOCTI);

TEPMIH IPHUJIATHOCTI.

9) KoxHe mocrayaHHs cepii JKapchbKOro 3aco0y TIOBHHHO OyTH
3aJIOKyMEHTOBAaHUM BIJIOBIIHO /O THCHMOBOI MPOLEAYPH, 3aTBEPIKEHOI
JIEH31aTOM, Ta MICTUTH TaKy 1H(OpMaIIiio:

HallMEHYBaHHS JIIKapChKUX 3aC00I1B;

JaTy oJiep KaHHs JIKapChKUX 3aC001B;

HallMEHYBaHHS MMOCTa4aJIbHUKA Ta BUPOOHUKA JIIKAPCHKUX 3aC001B;

HOMED cepii JIIKapChKOTro 3acoly;

3arajpHy KUIBKICTh 1 YHCJIO OTPUMAHUX NaKyBaJbHUX OJUHHULb JIIKAPCHKUX
3aco01B;

Oynb-aKy 1HIIY 1H(OpMaLi0, IO CTOCYEThCS IOCTaBJIeHOI cepii (3a
HasIBHOCTI).

10) V ninensiaTa MOBUHHI OyTH 3aTBEpPKEHI IMHUCHMOBI MPOLEAYpPH 3
BHYTPILIHBOI'O MAPKYBAHHS, KAPAHTUHY 1 30€piraHHs JIKapChbKUX 3aC001B 1, SKILO
HEOOX1JTHO, IHIIIUX MaTepiaiB.

11) HeoOximHO MaTH MUCHMOBI MPOIEAYPH BiOOpPY 3pa3KiB, IO MICTSThH
BIJOMOCTI TIPO BUKOPUCTOBYBaHI METOAUM ¥ OOJagHAHHS, KUIBKICTh, SKY
HEO0OX1THO BiiOpatH, 1 OyIb-sAKI HEOOXI1THI 3amo0KHI 3aX0AH, 100 YHUKHYTH
KOHTaMIHalli JIKapCbKOro 3aco0y a00 0y/1b-sIKOTr0 MOTIPIIEHHS HOro SKOCTI.

12) HeoOXimHO MaTH IHCHMOBI METOAMKHM OO0 BHIPOOYBaHHS
JIKapChKHUX 3aCc001B, K1 ONMHUCYIOTh BUKOPUCTOBYBAHI METOJIU 1 00JIaJHAHHS a00
3a HeOOX1THOCTI BOHM MOBUHHI OyTH JOCTYIHI IMIIOPTEPY.

13) Matoth OyTH HasiBHI MMCbMOBI METOIUKH OO0 MPOLEAYP JA03BOJY i
BIIXWJIECHHS JKapChKHUX 3aco001B, 30KpemMa 1010 cepTudikarii
Y1oBHOBaXEHOIO(MMHI) 0CO00I0(aM#) TOTOBHX JIIKAPCHKUX 3aCO01B /I MPOJAXKY.
YnoBHOBakeHa o0co0a TOBMHHA MAaTH Yy PO3MNOPSUKEHHI BCl HEOOXITHI
npoTokoian. Mae OyTu cucTema Jjs 3a3Hau€HHS OCOOJIMBHX CIOCTEPEKEHb Ta
OyIIb-SIKUX 3MiH, BHECCHUX Y KPUTHYHI JaHi.

14) V ninensiata MOBMHHI OYTH TPOTOKOJM peaiisaiii, sSKi He0O0XiIHO
dbopMyBaTH Ha EIEKTPOHHUX a00 MANEPOBUX HOCISAX 1 30€piraTu Ha KOXKHY CEpito
JIKapChKOro 3aco0y 3 METOI0 MOJIETHIEHHS MPOUEAYpPU BIAKIMKAHHS OYyIb-IKOI
cepii.

15) CrocoBHO KOXHOI omepamii IOA0 OTPUMaHHsS, IOCTaBKH a0o
peamizanii JiKapCchKUX 3aco01B CliJ BECTH BIANOBIAHI 3amucu abo y ¢opwmi
paxyHKiB-hakTyp (HaKIagHUX) KYIIBJI/IPOIaKy, KBUTAHIIIA Ha JOCTaBKYy abo Ha
KOMIT I0T€p1, Ud B OyAb-sK1{ 1HIIH (HopMi.

Jlo MpOTOKOJIIB CITi/I BKIFOYATH, SIK MIHIMYM, HACTYTHY 1H(pOpMAIIilO: JaTa,
Ha3Ba; OTpUMaHa abo MocTaBjeHa KIIbKICTh JIIKAPCHKOT0 3ac00y; Ha3Ba Ta ajapeca
NocTayajJbHUKA, NOKyHuUs (oAepkyBaya) a00 BaHTaXOOAEp)KyBaya, SKIIO
HEOOX1JTHO; a TAKOK HOMED cepii.
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16) HeoOximHO MaTH MHCHMOBI HACTAHOBH, METOIUKHU/TIPOLIECAYPH,
OpaBWJIa, a TAKOX 3BITM Ta BIAMOBIAHI MPOTOKOJM IIOAO BUKOHAHUX 1 abo
3p00JIEHNX BUCHOBKIB CTOCOBHO:

BaJIiallii Ta kBamidikali nporecis, o0JaJHAHHS Ta CUCTEM;

MOHTaXY 1 KaJliOpyBaHHs KOHTPOJIHHOTO 00JIaTHAHHS,

TEXHIYHOTI'0 00CIIyTOBYBAaHHSI, OUMIIIEHHS 1 CAaHITapHOI 00POOKH;

MUTaHb TEPCOHATY MO0 HAaBYAHHA 3 BHUMOT HaJEXHOI BHUPOOHHYOI
MPAKTUKH, HAJIEKHOI MPAKTUKUA TUCTPUOYINI Ta HANEKHOI MPaKTUKU 30epiraHHs
Ta TEXHIYHUX NUTaHb, MNEPEBAATaHHA 1 TITIEHIYHUX BHUMOI, a TaKOX MEPEBIPKU
eheKTUBHOCTI HABYAHHS;

KOHTPOJIIO0 HAaBKOJUIITHBOT O CEPEIOBHUIIA BIMOBIAHOTO MPUMIILIEHHS;

00poTHOHM 3 Mapa3uTamu, MKiVIMBUMH KOMaxXaMH 1 TBAPUHAMH,

PO3TIISAY peKJIaMalliif;

BWJIYYEHHS 3 001ry (BIIKJIUKAHHS ) JTIKAPChKUX 3aC001B;

MMOBEPHEHHS;

KOHTPOJTIO 3MiH;

JIOCJIIPKEHHS BIIXHMJICHDL Ta HEBIIITOBITHOCTEH;

BHYTPIIIHBOT'O aYAUTY;

3BEJCHHS IPOTOKOJIIB 3a HEOOXIJHOCTI (HANMpUKIAd, OS] SIKOCTI
OPOMYKINI — IS JIIeH31aTiB, IO IPOBAIATh TI'OCHOMAPCHKY MIisIIBHICTH 3
BUPOOHUIITBA JIIKAPCHKUX 3aC001B);

ayJIUTiB BUPOOHUKIB/MIOCTAYaIbHUKIB.

17) JIns OCHOBHHX OIMHHIL KOHTPOJBHOTO OOJaJHAHHS MAaiTh OyTH
HasIBHI IHCTPYKLUII 3 €KCILUTyaTarlii.

18) Jlns HaWOiLIBII Ba)UIMBHX a00 KPUTHYHUX AHATITHUYHUX TPHIATIB
HEOOX1IHO BECTH OKypHaIM. Y HHUX HEOOXIJHO TIPOTOKOJIOBATH B
XPOHOJIOTTYHOMY MOPSAKY, SIKIO HEOOX1IHO, OyAb-fKE BUKOPHCTAHHS 30H Ta
o0JaIHaHHI/METO/IIB, KamiOpyBaHHs, TEXHIYHE 0OCIyrOBYBaHHS, OYUIICHHS abo0
PEMOHTHI poOOTH 13 3a3HAYEHHAM J1aT Ta 0C10, K1 BUKOHAJIM 11i pOOOTH.

19) HeoOximHO BeCTH OOJIIK IOKYMEHTIB.

20) JloxymeHTaIlil0 Ha KOXKHY CEpil0 JKapChbKOro 3aco0y HeoOXigHO
30epiraTv MpoTIroM OAHOIO POKY MICHs 3aKIHYEHHS TEPMIHY MPUAATHOCTI cepii
JIKapCchKOro 3aco0y abo MmIoHAaWMEHINe IT’sITh POKIB 3 JaTH BUIAYi J03BOJY Ha
BUIIYCK (peanmi3aliio) cepli JIKapCchbKUX 3aco0iB YIOBHOBaXEHOK 0CO00I0
(3aJIKHO BiJ] TOTO, IKUH TEPMIiH JIOBIIIE).

15. 36epiranHs JliKapchKUX 3ac001B

1) ImmopToBaHi JiKapchKi 3aco0M 10 BHJA4i J03BOJY Ha IX BHITYCK
MOBHHHI 30epiraTucs B KapaHTUHHIN 30HI B yMOBaX, YCTAaHOBJIEHUX HOPMAaTHUBHO-
TeXHIYHUMU JokymeHTamu. [licins Bupaul [03BOJIYy Ha BHUIYCK (peanizailiio)
JIKapChKUX 3aco0iB BOHM TMOBHMHHI 30epiraTucsi B YMOBaxX, YCTaHOBJICHHX
HOPMAaTUBHO-TEXHIYHUMH JOKYMEHTAMH, Ta MOXKYTh OYTH pealli3oBaHi cy0'ekTaM
ornToBoi abo p03z{p16H01 TOPTriBIl JIKapChKUMU 3ac0o0aMu, K OTpUMajH Ha 1€
BIJIMOBIZHI JIiIIEH31i, Ta Oe3MOocepeHbO 3aKiIajiaM OXOPOHU 3JI0pOB’S 1
BUPOOHHUKAM JIIKapChbKUX 3aCO01B.
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2) JlineHsiaT MOBUHEH 3a0C3MEYMTH OPraHi3allil0 Ta MiATPUMAaHHS YMOB
30epiraHHsi JIIKApChbKUX 3aco0iB B CKJIQJACBKUX NpuUMIIIeHHX. JlineH3iatom
BU3HAYAETHCA KUIBKICTh HEOOXITHUX MPHUMIIEHB/TUIONY/30H I 30epiraHHs
Jikapcbkux 3aco0iB. Jlikapchki 3aco0M y CKJIQJCBKMX NPUMIMIEHHAX (30HAX
30epiradHs) MOBHHHI 30epiratucs Ha cTela)xax, MIJ0HaX, MIATOBaApHHUKAX, Y
madax, XOJO0JAUIbHOMY Ta 1HIIOMY CHeIllaIbHOMY OO0JagHaHHI JUIsl TOCTIHHOTO
3a0e3MeueHHs] YMOB 30epiraHHsl JIKapChbKUX 3acO0IB BIAMOBITHO IO BUMOT,
BU3HAYEHUX BUPOOHUKOM.

3) Ckuaaceki  (30HW)  NPUAMAaHHSA  JIIKApCBKUX  3aco0iB  Ta
BIJIITYCKY/BiJIBAHTA)KCHHS MarOTh OyTH BIOKpEeMJIEHI BiJ 30H 30epiraHHs 1
3a0e3reuyBaT HAJEKHUM 3aXHMCT JIKAPCHhKUX 3aco0IB BiJl HECHPHUSATIUBHUX
TIOTOTHUX YMOB TIi/T 4aC BaHTKHUX POOIT.

OTpumani JiKapchbKi 3acO00M MIUISITAIOTh BXIJHOMY KOHTPOJIIO SIKOCTI,
BIJIMOBIIHO /10 MPOLEAYPU CUCTEMH SIKOCT1 IMIIOpTepa. Pe3ynbTratu BXiJHOTO
KOHTPOJIO TIOBHHHI OyTH 3apeecTpOBaHi 3TiAHO 13 BCTAHOBIICHUM JIIIEH31aTOM
BHYTPIIITHIM ITOPSIKOM.

Jlikapceki 3aco0u, siKi TOTPeOYIOTh 0COOJIMBUX YMOB 30€piraHHs, IOBUHHI
OyTH HETalHO PO3MIIIICH] y BIJMOBIIHUX MIPUMIIICHHAX (30HaX) 30epiraHHs.

4) Jlinensiar mnpu 30epiraHHi JIKApChKUX 3aco0iB  3000B'A3aHMIA
3a0€3MeunT YHUKHEHHS 1X TIOMIKO/PKEHHS (PO3JMBAHHSA, PO3CUIIAHHA,
PO30UTTS), 3apaykeHHS MIKPOOPTaHi3MaMH 1 MepEeXpPeCcHOi KOHTaMiHaIlii.

Jlikapceki 3aco0u, TEpMIH NPHUIATHOCTI SKUX MHUHYB, HE MIUISTAIOTh
nocTaBIil (MpoAaxy) Ta 30epiratoThCs OKPEMO BiJ MPUIATHOTO JO peanmizalii
3amnacy JIKapChKuX 3ac001B /10 1X yTuii3alli abo 3HUILCHHS.

JlinensiaToM T1OBMHHa OyTH CTBOpPEHAa CHCTEMa MPOCTEKYBAHOCTI
JIKapChKHUX 3aC001B 3 METOIO rapaHTyBaHHS 1X SIKOCTI.

5) 3a HagBHOCTI B CKIQJCHKHX MPHUMINICHHAX (30HaX 30epiraHHs)
IMyHOO10JIOT1YHMX TIpernapaTiB 3arajlbHHM 00'€M XOJOAMIBHOTO OOJagHAHHS,
OpU3HAYeHUH g 30epiraHHs MeIWYHUX IMYHOOIONOriYHMX —Ipenaparis,
NMOBUHEH 3a0e3medyBaTv BIAMOBIAHO 10 JIFOYUX BUMOT 30epiraHHs BCI€l
KUIBKOCTI 3a3HaY€HUX JIIKApChKUX 3ac001B, 0 MICTATHCS Ha CKianax (6a3ax).

6) BinOpakoBaHi JikapchKi 3acoOM HEOOXIAHO UITKO MapKyBaTH W
30epiraTi OKpeMo B 30HaX 3 0OMEKEHUM JOCTYIOM. Ix HeoOXiqHOo abo moBepTaTH
nocTavajbHUKaM, a00 32 MOMKJIMBOCTI NEpepoOIsITH, a00 3HUITYBaTH. byab-sika 3
BUKOHAHHX J1i Ma€e OyTH TO3BOJIEHA 1 3aIIPOTOKOJIbOBaHA YIIOBHOBAKEHHUM Ha 1€
MIEPCOHATIOM.

7) Jlikapcbki 3aco0u, MOBepHYTI 3 mpoaaxy (00iry), moBHHHI OyTH
3HUIIEH] a0o yTuiaizoBaHl. B okpemux Bumaakax YIOBHOBa)k€Ha ocoba MOXKeE
OPUMHATH PIIIEHHS 100 MOBEPHEHHS B OOIr MOBEPHYTHX JIKAPCHKUX 3ac001B
ICJIs BIATIOBITHOT'O aHAJ3y PU3HUKIB, 32 Pe3yabTaTaMHU SIKOT'O BIJICYTHI CyMHIBH,
10 SKICTh MOBEPHYTHUX JIIKAPCHKUX 3aC001B € 3a/10BUIbHOI0. By/b-sika BUKOHaHA
sl MIOBUHHA OYTH 33JJOKYMEHTOBAHOIO.

16. KonTpois sSKOCTI

1) KoHTpob SKOCTI Ma€ BIAHOIICHHS 110 BiAOOpY 3pa3kiB, crienugikamii i
NpOBENICHHA BUIPOOyBaHb. BiH Takox TmMOB'SI3aHMiA 3  OpraHi3ali€ro,
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JOKYMEHTYBAaHHSIM 1 MpOIEeAypaMyd BHAAul JI03BOJIB, SIKI TapaHTYIOTh, IO
OPOBEJIEHI BCl HEOOXiJHI BHUNPOOYBAHHS 1 IIO JIKAPChKUU 3acid He OyB
JI03BOJICHUM ISl TIponiaxy (peatizaiiii) abo BUKOPHCTaHHS Yy BUPOOHHUIITBI JO
TOTO, SIK Or0 SIKICTh OyJia BU3HAaHA 3aJI0BUTLHOIO.

30HU KOHTPOJIIO SIKOCT1 - MPUMIMIEHHS JJIsI KOHTPOIIO ((Pi3UKO-XIMIYHUX
MOKa3HUKIB Ta MIKPOOIOJIOTiYHOro, O10JI0T1YHOr0, KJIIHIYHOIO) CHUPOBHUHH,
MarepianiB, Tpoaykili «in-bulk» Ta KOHTPOIIO SKOCTI TOTOBUX JIKApPCHKUX
3ac001B.

2) KoxxHwuit mirieH3iaT MOBUHEH MaTH MiAPO3ALT (BIIILT) KOHTPOJIIO SIKOCTI.
e#t mimpo3min (Bimmil) TOBWHEH (YHKIIIOHYBAaTH HE3aJSKHO BiJ 1HIIHX
ipOo3111B (BIIIUIIB).

3) YV posnopsypkeHHI TiApo3aury (BIIUITy) KOHTPOJIO SKOCTI ITOBHHHA
OyTu oxHa abo JeKiibka KOHTPOJIBHUX JabopaTopiii, aTeCTOBAaHUX BIAMOBIIHO J10
NOPSAJIKY MPOBEACHHS Tally3€BOi arecralli J1JabopaTopiil 3 KOHTPOJO SIKOCTI Ta
Oe3mekn JIIKapChbKuX 3ac00iB, 3aTBEPHKEHOTO IIEHTPATLHUM OPTaHOM BUKOHABYO1
BlIaau, 1m0 3a0e3neuye ¢GopMyBaHHS Jep:KaBHOI TMOMITHKH y cdepl OXOpoHU
310poB's. Y pa3i BIICYTHOCTI Yy JiilleH31aTa KOHTPOJBHUX Jlabopartopiii ado
OKpPEMOT0 BHIPOOYBAJIBLHOIO OO0JIAJIHAHHS YU 3aCO0IB BHMIPIOBAJILHOI TEXHIKHU
JU1sl 3a0€3IeUeHHSI aHaAII3y SKOCTI 3a BCiMa MOKa3HUKaMH, nependadennmu MKSL,
KOHTPOJb SIKOCTI MOXeE 3AIMCHIOBAaTHCh 3a JOTOBOPOM (KOHTPAKTOM) 3
nabopaTopi€ro, sSika aTecToBaHa BIAMOBIIHO N0 MOPSIKY MPOBEIEHHS Taly3eBoi
aTectanii J1abopatopiii 3 KOHTPOJIO SIKOCTI Ta O€3IMeKu JIKApChKUX 3aco0iB,
3aTBEP/KEHOTO IIEHTPAJbHUM OpPTaHOM BHKOHAaBYOi BiIaau, L0 3a0e3redye
(opMyBaHHs JIep>KaBHOI MOJITUKH Y chepl OXOPOHU 3/I0POB'.

Jlisi bOTO MYHKTY MOIIMPIOETHCS HA IMIIOPTEPIB, SKI JTOAATKOBO MAlOTh
JIEH31I0 Ha BHUPOOHUIITBO JIIKAPCHKUX 3ac00IB Ta 3JIMCHIOIOTH IMIOPT
JiKapchKux 3aco0iB y Gopmi «in bulky» st BmacHoro BUpoOHHUIITBA.

4) ImmopTrep MOBUHEH 3/IMCHIOBATH KOHTPOJIb SKOCTI JIIKAPCHKUX 3acO0iB
BiimoBiAHO 110 [Topsiaky 371HCHEHHS IepKaBHOT'O KOHTPOJIIO SKOCTI JIKapChKHUX
3ac00iB, IO BBO3SITECA B YKpaiHy, 3aTBEPKEHOTr0 TMOCTaHOBOKO KabOiHery
MinictpiB Ykpainu Bim 14 BepecHs 2005 poky Ne 902 (OdimiliHuii BICHUK
Ykpainu, 2005 p., Ne 37, ct. 2297).

KoHTponp  SIKOCTI IMYHOJOTIYHMX TIpermapaTiB  IMIIOpTEp TOBHHEH
3A1iCHIOBAaTH BiANMOBIAHO 10 [lopsiaky 371HCHEHHST KOHTPOJIO 32 BIAMOBIIHICTIO
IMyHOOIOJIOT1YHUX TpenapariB, IO 3aCTOCOBYIOTHCS B MEIWYHIA MPaKTHIIL,
BUMOT'aM JIEPKAaBHUX 1 MIKHAPOJIHMUX CTaHIApPTIB, 3aTBEPKEHOTO IIEHTPATLHUM
OpraHoM BHUKOHABYOI BJIaaH, 110 3a0e3neuye (OpMyBaHHS AEP>KABHOI MONITUKU Y
chepi OXOPOHH 3/I0POB'S.

5) HeoOxigHo MaTH B HasIBHOCTI JIOCTaTHI PECypCH ISl TapaHTyBaHHS, 110
BCl 3aXOJM 100 KOHTPOJIO SKOCTI TMPOBOJATHCSA €(HEKTUBHO 1 HAJIMHO.
[TpumimieHHs Ta 00J1alHAHHS KOHTPOJBbHUX J1abopaTopiii (30H KOHTPOJIIO SIKOCTI)
NOBUHHI BIJNOBIJaTH BHMOraM J0 BHUOPOOYBaHb, $KI MPOBOAATHCA B ILHMX
nabopaTopisx.
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6) OcHOBHI 00OB'I3KKM KEPIBHUKA IMiAPO3/ILITY KOHTPOJIO SKOCTI HaBE/ICHI B
mianyHKTi 5 myHKTY 12 mporo posainy. Iligpo3ain KOHTPOMIO SKOCTI B IUIOMY
MOXK€ MaTH TaKOX ¢ 1HIII OOOB'SA3KHM, Taki SK po3poOKa, Bamjgamis Ta
3a0€3MeUYEeHHs] BUKOHAHHA BCIX METOJUMK 3 KOHTPOJIO SAKOCTi, 30epiraHHs
KOHTPOJIBHUX  (apXiBHUX) 3pa3KiB JKapChKUX 3aco0iB, 3a0e3meueHHS
NPaBWIBHOIO MapKyBaHHA KOHTEHHepiB (YyMakoOBOK) 13 Marepiaiamu 1
npernapataMi, CIHOCTEPEXEHHsS 3a CTaOUIBHICTIO MPONAYKIIii, yd4acTb Y
pPO3CIiIyBaHHI peKJIaMalliii MO0 SKOCTI MpOAyKuii Tomo. Yci 1 omeparii
HEOOXI1IHO 3QIMCHIOBATH 3T1AHO 3 MHUCHMOBUMH METOIMKAMHU 1 32 HEOOXIIHOCTI
IPOTOKOJIOBATH.

7) OrmiHka TroTOBOI MPOAYKII Mae OXOIUIIOBATH BCI UYMHHHKH, SKI
CTOCYIOTBCSI ~ CIPaBH, BKJIIOYAlOYM YMOBM BHUPOOHMIITBA, BIAMOBIIHICTH
cnenu@ikaiisM Ha TOTOBY TMPONAYKIIIO 1 TEPeBIPKy OCTATOYHOI TOTOBOI
YIIaKOBKH.

8) IlpumimeHHs Ta oOJIaqHAHHS KOHTPOJIBHHX Jaboparopiid y pasi, ix
HAsBHOCTI, MAarOTh BIJMOBIAaTH 3arajbHUM 1 cHenu(iuHUM BUMOraM J0 30H
KOHTPOJIIO SIKOCTI1, HABEJICHUM Y MYHKTI 13 1poro po3ainy.

Ilepconan, mpumimeHHs Ta OOJagHAHHA B KOHTPOJBHHUX J1abopaTopisx
MalTh BIJINOBIAATH 3aBAaHHSAM, OOYMOBJIGHMM XapaKTE€poM ofepaiiii 3
KOHTPOJIO SIKOCTi. BHWKOpHCTaHHS CTOpPOHHIX Jiabopatopiii Mae BimOyBaTHCS
BIJIMOBIIHO /IO MPWHIUINB, BUKJIAJACHUX y MYHKTI 17 1bOro po3ainy, Take
BUKOPHUCTAHHS MOBUHHO OYTH BIJOOPaKE€HO Y IPOTOKOIAX KOHTPOJIIO SKOCTI.

9) JIabopaTopHa JOKyMEHTAIlis Ma€ BiAMOBIAATH MPUHIMIIAM, BHKJIaICHUM
y nyHKTI 14 nporo po3aury. OCHOBHA 4YacTHHA 1€l JOKYMEHTallli CTOCYEThCS
KOHTPOJIO SKOCTi, TOMY B PO3MOPSKEHHI MIAPO3AUTY KOHTPOIIO SKOCTI Mae
3HAXOJUTHUCS TOKYMEHTAIliS TAKHX KaTEropiid:

cnenudikarii Ta/abo MK4;

METOJIUKH BIIOOPY 3pa3KiB;

METOIMKH TMPOBEACHHS BHUINPOOYBaHb 1 MPOTOKOAU (BKJIHOYAIOUYU
aHAMITHYHI poO0Y1 MPOTOKOIW/TUCTKH 1/a00 J1a00paTOpHi KypHAIIN);

aHaJTITHYHI 3BITH 1/ab0 cepTudikaru;

JaHl ~ MOHITOPMHTY  HAaBKOJIMIIHBOTO  cepefoBuila  (mapamerpis
MIKpPOKJIIMATY), SIKIIIO BOHU TOTPIOHI;

32 HEOOXI1THOCT1 MPOTOKOJIA BaJIIJaLlli METO/IB BUIIPOOYBaHHS;

METONWKK 1 TIPOTOKOIM KamOpyBaHHS TpUIafiB 1 TEXHIYHOTO
o0cTyroByBaHHsI 001aHAHHS.

Byap-sKy JOOKyMEHTalll0 WI0J0 KOHTPOJIO SIKOCTI Cepii JIKapChKOro
3aco0y HEoOXI1THO 30epiraTu OJWH PIK MICISA 3aKIHUCHHS TEPMIHY MPUIATHOCTI
cepii abo He MeHLIEe M'SITH POKIB Micid cepTUdIKaLiil cepii Ta BUAadi JO3BOIY Ha
peaiizaiiito (BUITYCK) YTIOBHOBa)XEHOI OCOOOI0 JIiIIeH31aTa (3aJIeKHO BiJ TOTO,
SIKAWA TEPMIH JIOBIIIE).

JUis  nedkux BUAIB JaHUX (HaNpUKIAJ, pe3yJbTariB aHATITHYHUX
BUIIPOOYBaHb TOII0) HEOOXITHO CKJIAJATH MPOTOKOJIH CIIOCOOOM, IO JA€ 3MOTY
OLIIHUTHU TEHAECHIIO.
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Kpim aHamiTHYHOTO JIOChE Ha Cepilo JIKapChKOro 3acol0y, MaroTh
30epiratucs 1 OyTH JIErKO JOCTYIHI 1HIII MEPBUHHI JaH1, 3a()iKCOBaHI B TaKHX
JIOKYMEHTaX, SIK JJa0OpaTOPHI KypHAJIU Ta/abo MPOTOKOJIH.

10) Binbip 3pa3kiB HEOOXiTHO 3MIMCHIOBATH 3TiAHO i3 3aTBEPKCHUMHU
JIIEH31aTOM TUCbMOBUMH METOUKAMH.

[lepemani gs  BuUnpoOyBaHHS — BiAIOpaHi  3pa3ku  MalwTh  OyTH
perpe3eHTaTUBHI IJIs cepii JIKapChKOro 3aco0y, 3 SIKOi BOHU BiIIOpaHi.

Heobxigno, mo0 kouTelHepu (Tapa) Uisl 3pa3KiB Malld E€TUKETKY 13
3a3HAYEHHSIM BMICTY, HOMEpa cepii, JaTh BiAOOPY 3pa3KiB 1 KOHTEHHEPIB, 3 AKUX
Oynu BiiOpaHi 3pa3KH.

Jii 1010 KOHTPOJIbHUX Ta apXiBHUX 3pa3KiB TOBUHHI 3/1HCHIOBATHUCS
JILEH31aTOM BIJIOBIIHO 10 MyHKTY 21 1IbOr0 pO3Liy.

11) AnHamiTUYHI METOAM MAarOTh MPOWTH Bajimaiiro. Yci omeparii o0
OpOBEJIEHHA  BUNPOOYBaHb, ONHMCAHUX Y  BIANOBIAHIA  JOKyMEHTalli
PEECTPALIIITHOTO TOChE, HEOOXITHO TIPOBOJUTH 3TiAHO 13 3aTBEepKeHIME MK .

12) BupoOuuk Ta/ab0 IMIOPTEp IOBHHHI KOHTPOJIOBATH CTAaOLIbHICTH
JIKApChbKOrOo 3aco0y TICAsS HAAXOMKEHHS Ha PUHOK. Y  J0roBopi(ax)
(koHTpakTi)(aX) MK HHUMU TIOBUHHO OYTH BCTAHOBJIICHO OOOB’SI3KM II0JI0
IPOBEJICHHS MOJANBIIOI0 BUIPOOYBaHHS CTa0LIbHOCTI. BiOBIAHO 10 AOrOBOPY
(KOHTpaKTy) JilleH3iaTy HeOoOXiJHO JOTPUMYBATUCH BUMOT IIOJI0 IMOJATBIIOTO
BUNPOOYBaHHS CTAa0LILHOCTI, BUKJIAJICHUX y HACTAHOBI 3 HaJEXHOI BUPOOHHUOT
TIPAKTUKH.

17. 30BHilIHA (AyTCOPCUHTOBA) AiSIIBHICTh

1) BimmoBimHO 10 BUMOTr HAaJEXKHOI BHPOOHHMYOI MPAKTHKH Mae OyTH
YKJIQJICHUN TMHUCHMOBHM JOTOBIp (KOHTPAKT) MK 3aMOBHHUKOM 1 BUKOHABIIEM
I10/10 BUKOHAHHS 30BHIIIHBOI JIISUIBHOCTI, @ TAKOXX BU3HAYEHI OY/Ib-sIK1 TIOB's13aH1
3 HUM TE€XHIYH1 YMOBH.

VYei 3axoaM 1100  30BHIMIHBOI  JISTIBHOCTI, BKIIOYAIOUM  OY/b-sKi
3aIpOINOHOBaHI 3MIHM TEXHIYHMX a0O0 1HIIMX YMOB, HEOOXIAHO 3A1HMCHIOBATH
BIJIMIOB1THO IO BUMOT' HAJIC)KHOI BUPOOHUYOI IIPAKTUKHU Ta PEECTPALIITHOTO JI0ChE
Ha BIJIMOBITHUH JTIKapChKHUI 3aci0.

[IpyHuunu, omnMcaHi B I1bOMY IIYHKTI, IOBHHHI OyTHM BpaxoBaHl B
YKIAJEHOMY(HX) KOHTpPaKTi(ax) (moroBopi(ax)) IMITIOpTEPOM 3
cy0’ekTOM/CYy0’€KTaMU TOCTOJIapIOBaHHS (3 3aKOPJAOHHUM BUPOOHUKOM Ta/abo
MOCTaYaJIbHUKOM JIIKAPCHKOTO 3aco0y, Ta/ab0 BIACHUKOM PEECTPAIIHHOTO
MOCBITYEHHS Ha IIeH JTIKapChKui 3acio).

2) O0OB’s13KM 3aMOBHHKA:

MaTd B HAsSBHOCTI TMpOLENYypH, fAKI 3a0€3Me4YyloTh KOHTPOJIb 3a
30BHIIIHBOIO JISUIBHICTIO Ta BPAXOBYIOTh MPUHLIUIMU YNPABIIHHS PU3UKAMH IS
SIKOCTI;

710 TMOYaTKy BUKOHAHHS 30BHIIIHBOI JISJIBHOCTI OIIHIOBATH 3aKOHHICT,
OPUAATHICTh 1 KOMIIETEHTHICTh BHUKOHABI 100 YCIIIIHOTO BUKOHAHHS
30BHIIIHIX POOIT;

BIJIMOBIJIATH 32 YMOBHU KOHTPAKTY 11010 BUKOHAHHS MPHUHIIMIIB 1 TPaBUII
HaJICKHOT BUPOOHMYOI MPAKTHUKH, BUKJIQJACHUX B ITuX JIIIEH31MHUX yMOBax;
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3a0e3reuyyBaTd BHUKOHABIII  BCI€E0  HEOoOXigHOH  iH(opMariero Ta
BIIOMOCTAMH, 10O OCTaHHI MaB 3MOry MPaBUJIbHO BUKOHYBaTH 3aMOBJEHI
poOOTH  BIAMOBIZHO JO BHUMOT HaJEKHOI BUPOOHWYOI TPAKTUKU Ta
peecTpalifHoOro 10Ch€ Ha BIAMOBITHUM JIIKapChKUH 3aci0;

KOHTPOJIIOBATH 1 TIEPEBIPSATH /il BUKOHABI, a TAaKOX BIPOBAKCHHS HUM
OyIb-SIKOT0 HEOOX1THOTO TOJIIMIICHHS;

po3MJIsiAaTH Ta OIIHIOBAaTH MPOTOKOJIM 1 pe3yibTaTd, IMOB'sI3aHl 13
30BHIIIHBOIO JISUVILHICTIO;

rapaHTyBaTH CaMOCTIHO abo Ha miJcTaBl 1TBEP IXKCHHS
YIIOBHOBa)XEHOKO 0CO0O0I0 BHUKOHABIIS, IO BCl1 JIKApCHhKI 3acO0M, TOCTaBJIEHI
oMy BUKOHABIIEM, BUT'OTOBJICHI BIJIMOBIIHO JO BUMOI' HaJEXKHOI BUPOOHHUOT
NPAKTUKH 1 PEECTPALIIHOIO JTOCHE.

3) O0O0B’I3K1 BUKOHABIIS:

MOBUHEH MAaTH BIAMOBIAHI MPUMIIIEHHS Ta 00JagHaHHs, HEOOX1/IH1 3HAHHS
1 JIOCBiJI, a TaKOXX KOMIICTEHTHHM IEPCOHAI IS KBajai(pikOBaHOrO BHUKOHAHHS
pOOIT, TOPYUYEHUX 3aMOBHUKOM;

HE [MOBUMHEH IEepeaBaTh 3a CYOKOHTPAKTOM TPETIH CTOPOHI KOAHUX POOIT,
0 JIOPY4YeH1 oMy 3a JO0roBOpOM (KOHTpakToMm), 0e3 momepeaHboi OINIHKH 1
CaHKI[IOHYBaHHSI JIOMOBJIEHOCTEH 3aMOBHUKOM (JOTOBOpPU (KOHTPAKTH) MIXK
BUKOHABIIEM 1 OyAb-SIKOIO TPEThOIO CTOPOHOIO MAIOTh TapaHTyBaTH, IO
iH(opMaIris Ta BIIOMOCTI, BKJIIOYAIOYH OIIHKY BIAMOBIAHOCTI TPEThOi CTOPOHH,
HAJAIOTHECA B TAKOMY CAaMOMY TIOPSIKY, SIK MIX TOYaTKOBHUMH 3aMOBHHUKOM 1
BUKOHABIIEM);

HE MOBUHEH 3/1IMCHIOBATH HECAHKIIIOHOBAHUX 3MiH, [0 BUXOJATh 32 PAMKU
IOTOBOpPY (KOHTPAaKTy), SKI MOXYTh HECHPHSTIMBO BIUIMHYTH Ha SKICTh
30BHIIIHIX POOIT, BAKOHYBAaHUX JJI 3aMOBHHKA;

Ma€ YCBIAOMJIIOBaTH, IO 3O0BHIIIHI POOOTH, BKJIIOYAIOYM aHalI3 3a
JIOTOBOPOM  (KOHTPAKTOM), MOXYTh MIJJISATaTH TMepeBipili 3 OOKy oOpraHy
JIEH3yBaHHSI.

4) TexHi4uHI acMEeKTH JOroBopy (KOHTPAKTy) TIOBHHHI CKJIaJaTHCS
KOMIIETEHTHUMH OCO0aMHM, K1 MalOTh BIJAIMOBIJHI 3HAHHS IIIOJO 30BHIIIHLOL
TiSTTBHOCTI  Ta HAJIEKHOI BHPOOHWYOI mpakThku. HeobximHo, 100 Bci
JIOMOBJIEHOCTI 11010 30BHIIIHBOI JISITBHOCTI BIMOBIAAIA YUHHUM PETYISITOPHUM
BUMOI'aM Ta PeeCTpaliiHOMY JIOChE Ha BIJIMOBIIHUN JIKAPCHKUH 3aci0, a TaKOX
OyJIM TIOTO/I’KEHI CTOPOHAMMU.

VY KOHTpakTi Mae OyTH YITKO ONUCAHO, XTO € BIAMOBIIAJILHUM 32 KOXHUN
eTan  30BHIIIHBOI  JISUVIBHOCTI, HANpHUKIad, 3a YHOpaBIiHHSA 3HAHHSIMH,
3a0€3IeUeHHs] JIAHITIOTa IIOCTABOK, CYOKOHTPAKTHY JISUTBHICTB, SKICTh 1
3aKyMIBJIKO MaTepiajiB, MPOBEAEHHS BUNPOOYBaHb Ta BUAYy A03BOJIY Ha BUITYCK
(peasizaliiro), BAKOPUCTAHHS Y BUPOOHUIITBI 200 TpaHCTIOPTYBaHHS.

VYc¢i npoTokoau, MOB'i3aH1 13 30BHIIIHBOK JIISUIBHICTIO, HAIPHUKIIA,
IPOTOKOJIM aHAJI3y Ta AUCTPUOYIII], a TAKOK KOHTPOJIbHI (apXiBH1) 3pa3Ku MAatOTh
30epiratucs y 3aMOBHUKa a00 OyTH HOMY MOCTYIHI. Byab-sKi MPOTOKOIM 11070
OLIIHKHU SIKOCTI IPOAYKUIi y pa3i mpea'sBiIeHHs NpeTeHsid, ado nepeadadyBaHOro
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Opaxy, abo mpu po3ciaiAyBaHHI y pasi nependauyBaHoi dambcudikaliii mpoayKIii
MaroTh OyTH TOCTYIIHI 3aMOBHUKY 1 BU3HAYEHI B METOJUKAX.

VY koHTpakTi Mae OyTu mnepeadadeHo, MO0 3aMOBHUK MOXE MPOBOIUTH
ayIUT 30BHIIIHBOI JISJIBHOCTI, SIKa 3A1MCHIOETHCS BHUKOHABIIEM abO B3a€EMHO
y3TOJIKEHUMU CYOTTi IPSTHUKAMH.

18. Pexyamariii Ta BIAKJIMKAHHS TPOIYKIIi

1) Vci peximamarii Ta iHma iH@opMallis IMOJ0 IMOTCHIIHHO AeheKTHOI
OpOAYKIi MaroTh OyTH pO3CHiAYBaHI 3TiTHO 3 MUCBMOBUMH TPOLETYPAMHU.
OO6o0B's13k0BO Ma€e OyTH CTBOpEHA CUCTEMA, sIKa B pa3l HEOOXIIHOCTI A€ 3MOTY
MBUAKO W e(EKTUBHO BIAKIMKATA 3 TOProBOi (AMCTPUOYTOPCHKOI) MEpexKi
JKapChKi 3ac00M 3 BIIOMUMHU a00 repeadauyyBaHUMHM JIeeKTaMu, SKIIO:

JIKApChKUI 3aci0 € MIKIJUIMBUM 32 3BHYAalHUX YMOB HOr0 3aCTOCYBaHHS;
abo

TeparneBTUYHa €PEeKTUBHICTh € HEIOCTATHHOIO; a00

CHIBBITHOIIIEHHSI PU3HUK/KOPUCTh HE € TPUHHATHUM IIPU 3aCTOCYBaHHI
3TiJTHO 3 YMOBAMH peecTparlii; abo

AKICHUM 1 KUIBKICHMM CKJaJ HE BIJNOBIJa€ 3a3HAYEHOMY B
peecTpaliifHoMy 10Che; a00

KOHTPOJIb SIKOCT1 JIKapChKOro 3aco0y 1/abo HOro 1Hrpelie€HTIB, a TaKOoX
KOHTPOJIb MPOMIKHUX CTaJiil BUPOOHUIOTO TIPoliecy He OyB MPOBEACHUIN ab0 He
OyJIM BUKOHAHI JIESKI 1HIII BUMOT'H YH 3000B'sI3aHHS.

2) JlimeH3iaT MOBWHEH MNPU3HAYUTH OCOOy, sSKa € BiIIOBIIAJHLHOIO 3a
po0OTy 3 pekiamallisiMi 1 3a BHOIp BIJIMOBITHUX 3aXOAIB. Y MiANOPSAIKYBaHHI
miei ocoOM Mae 3a HEOOXITHOCTI OyTH JOCTaTHSA KUIBKICTh JOMOMIXHOTO
nepcoHany. Skimo 1 ocoba He € YIOBHOBaXEHOIO 0C000I0, TO 1 HEOOXiTHO
noiHGopMyBaTh Npo OYyIb-AKYy peKjIamaliio, JOCIHIHPKeHHS a00 BWIYYEHHS 3
00Iry JIIKapChbKUX 3aCO0IB.

VY nineHsiata MOBUHHI OyTH 3aTBEpKEHI IMHCHMOBI MPOLEAYPH, IO
BU3HAYAIOTh J1i, SIKI BXKMBAIOTHhCS Yy BHUIAJKaX OTPUMAaHHS peKjIaMallii 1010
MOXJIUBUX Je(EKTHHX JIKApChKUX 3aco0iB, BKJIIOYAIOYM HEOOXITHICTh
yXBaJICHHS PIIIIEHHS MPO X BUJIYUYECHHS 3 001TYy.

bynp-axa peKnaMaum IO CTOCYEThCSA z[eqaeKTy JIlKapCBKI/IX 3aco0iB, Mae
OyTH 3ampoTOKOJIbOBaHa 1 Jociimkena. Ocoba, BIAMOBIIATbHA 3a KOHTPOJb
SKOCTI JIKapChbKUX 3aco0iB, IMOBMHHA OpaTH yd4acTh Yy BHBYCHHI TaKUX
peKIIaMaIrii.

Axmo nedekt iKapchbKOro 3aco0y BUSABICHHM a00 mependadaeTbest HOro
BUSIBJICHHS B SIKIMCh OJHIN cepii, TO 00OB'SI3KOBO Ma€e OyTH NMPUIHATE pILICHHS
PO MEPEBIPKY HIIUX Cepiit.

VYei  pimeHHs 1 3aXoad, BXHUTI 3a  peKiamalli€ro, HeoOXiJTHO
3aMpOTOKOJIOBATH.

3anucu Tpo  pekiiamMalii  HeoOXIAHO TMeperyisagaTtd JJisi  BUABICHHS
cnenu@iuHuXx a00 MOBTOPIOBAHUX MPOOJEM 1 MOMKJIMBOIO BHJIYYEHHS 3 O0Iry
peai3oBaHuX JIIKapChbKUX 3aC001B.

Jlinensiat ocoONMBY yBary Ma€ NPUAULSITA BUSBICHHIO TOro, 4l Oynu
MiJICTaBU MOSIBU peKIaMaliii HacmiakoM Qabcudikarii JJikapchbKOro 3acooy.
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3) JlitensiatT MOBHHEH MPU3HAYUTH OCO0Y, BIAMOBIJAIbHY 3a 3AIHCHEHHS 1
KOOpJMHAIII0 BUJIYYEHHS 3 O0ITYy JIIKAPCHKUX 3ac001B, Y MIAMOPSAKYBaHHI SIKO1
Ma€ 3a HEOOX1MHOCTI OyTH JAOCTATHS KITBKICTh NMEPCOHATY JJisi OMpAIfOBAHHS, 3
HEO0OX1THOI TEPMIHOBICTIO BCIX aCMEKTIB BUJIYYEHHs 3 00iry. [{g BinmoBiganpHa
ocoba Mae OyTH He3allexHa BiJl opraHizailii 30yTy 1 MapkeTuHry. SKmio ms ocoda
HE € YIOBHOBAKEHOK O0CO00I0, TO OCTaHHS OOOB'SI3KOBO Mae OyTu
noiHdopMoBaHa Mpo OyIb-sIKY A1I0 100 BUIYUYEHHS 3 00ITy JIKapChKHUX 3aCO01B.

3 Meroro oprasizaimii BCi€l MiSUTBHOCTI MO0 BWIYYEHHS 3 00iry
JIKapChKUX 3ac00iB MalwTh OyTH po3po0JieHl MNHCbMOBI MPOUEAYPH, SIKI
PETYISPHO MEPEBIPSIOTHCS 1 32 HEOOX1THOCTI aKTyasli3yIOThCS.

Jlinensiat, Skl Ma€e HaMip BIUIYYUTH 3 00ITY JIKapChKi 3aCO0H y 3B’ SI3KY 3
HasBHUM a00 mependavdyBanuM AedeKToOM, HEBIAKIAAHO 1HGOPMYE PO 11e OpTraH
JIIEH3yBaHHA, 3asBHUKA (BJIACHUKA) PEECTPAIIMHOIO MOCBIAUYEHHS Ta/a00 HOro
o(iIHOr0 MpeICTABHUKA.

[Iporokonu peamizamii MawTh OyTH JOCTYMHI st ocodu (oci0),
BIJIMOBIIAJIBHOI(MX) 3a BIAKJIMKAHHS, 1 MICTUTH 1H(GOPMAIlIIO TPO JIEH31aTIB 3
ONTOBOi a00 PO3APIOHOI TOPTiBIl JIKAPCHKUMHU 3aco0aMHu Ta MpO 3aKiIaau
OXOPOHM 3JI0pPOB’Sl 1 BHPOOHHUKIB JIKAPCHKUX 3aco0iB, dKi ix ogepxkamu (i3
3a3HAUCHHSIM 1X MICII€3HaXO/XKEHHSI, HOMepiB TenedoHy Ta/abo dakcy, 1o
IPAIIOIOTh I17101000BO, HOMEPIB cepii Ta KUIBKOCTI MOCTaBICHUX JIKAPCHKHUX
3aco0iB), BKJIOYAIOYHW THUX, IO TMOB'I3aHI 3 EKCIIOPTOM TPONMYKIIi Ta
NOCTAYaHHAM 3Pa3KiB JIKaPChKUX 3aCO01B.

Bunydeni 3 00iry mikapcbki 3acobu ciin imeHTudIKyBaTH 1 30epiratu
OKpEMO B KapaHTHHHIH 30H1 10 TPUIHATTS PIlLIEHHS PO MOAANbIII J1i 3 HUMH.

VYBech nporec BIAKIMKaHHS JIIKAPChKUX 3aC001B Ma€ OYTH BIOOpaKeHUH y
MIPOTOKOJI1 1 BUJAHUN OCTATOYHUM 3BIT, IO MICTUTH CIIBBIJIHOILIECHHS (OajaHC)
MIDX MOCTaBJICHOIO 1 MOBEPHYTOIO KUIBKICTIO JIIKAPCHKUX 3aCO0IB.

PerymsipHo ciin omiHOBaTH €PEKTUBHICTH 3aX0/I1B I0/10 BiIKIIMKAHb.

19. Camoincniekist (BHYTPILIHINA ayauT)

1) 3 MeTOor KOHTPOJIO BiAMOBITHOCTI MPUHIMIIAM 1 BUKOHAHHS IPaBUII
HaJIeKHOT BUPOOHUYOI MPAKTUKHU, HAICKHOI TPAKTUKU AUCTPUOYIIIT Ta HAJIEKHOT
NPaKTHKK 30epiraHHs, a TaKoX MPOMO3MIII HEOOXiTHUX 3amo0DKHHX Ta
KOPUT'YBaJIbHUX J1ii HEOOX1THO TMPOBOAUTH CAMOIHCTIEKITIIO.

[Ipuminenns, o01aJHaHHA, JOKYMEHTAIIil0, MPOLEeC 30epiraHHs, KOHTPOJb
SIKOCT1, TUCTPUOYIIIIO JIIKAPCHKUX 3aC001B, MUTAHHS, III0 CTOCYIOTHCS TIEPCOHATY,
3aX0AM IOAO0 poOOTH 3 peKjIaMalisMH Ta W00 BIJIKIUKaHb, a TaKOX
caMolHcHeKUli (BHYTpIIIHI ayJIWTH) HEOOXIAHO PEryJsipHO JOCHIIKYBaTH
BIJIMOBIIHO JI0 3a3Jajierilb BH3HAYCHOI MporpamMu JUIsl TIEePEeBIpKU  iX
BIJIMTOBITHOCT1 MPUHLIUIIAM YIIPABIiHHS SKICTIO.

2) CaMOIHCIEKI}0 HEOOXITHO MIPOBOAMWTH HE3aJICKHO ¥ IOKJIamHO; Ii
noBUHHA(1) 31iMcHIOBaTH KoMIiieTeHTHa(1) ocoba(u), mpuzHadeHa(i) 13 4HCIa
nepcoHaly JileH3laTa. 3a HeoOXIJHOCTI MOKe OyTH MPOBEACHHI HEe3aJIeKHUN
ayJIUT eKCIIepTaMy CTOPOHHIX MiANPUEMCTB, YCTAaHOB, OpraHi3allii.

3) IlpoBeneHHs BCiX CaMOIHCIEKINH HEOOXITHO MPOTOKOJIOBATH. 3BITH
MOBUHHI MICTUTH BCl CIOCTEPEXKEHHS, 3pOOJieHI TiJ 4Yac CaMOIHCHEKINi, 1 3a
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HEOOX1THOCT1 TMPOMO3HUIIT MIOA0 3alO00DKHUX Ta KOPUTYBaJIbHMX MiH. Takox
NOBMHHI OyTHM CKJIaJeHl 3BITH Mpo [li, MNpPOBENEHI 3a pe3yJbTaTaMu
CaMOIHCIIEKIIIH.

20. Bumaua YmoBHOBa)X€HOIO OCO0OI0 JT03BOJy Ha BHITYCK (peaji3alliro)
a00 J103BOJIY HA BUKOPUCTAHHS Y BUPOOHUIITBI.

1) YnoBHOBaxkeHa 0co0a MOBUHHA MEPEBIPUTH BIAMOBIAHICTH OJIEPIKAHUX
JIKapChKHUX 3aC001B CYMPOBITHUM JIOKYMEHTaM 11010 HAMEHYBaHHSI, JIIKAPCHKOI
dopMu, BHIy Ta pO3MIpYy YMAKOBKH, KUIBKOCTI, J103yBaHHS, HOMEpIB CcepiH,
TEPMIHIB MIPUAATHOCTI, PEECTPAIIIHHOTO CTATyCy, BUPOOHUKA.

Ilepen Bumayero A03BOJYy Ha BUIYCK (peanizallito) cepli JIKapChbKOTo
3aco0y a00 J03BOJYy Ha BUKOPUCTAHHA Yy BUPOOHMIITBI YTIOBHOBa)X€Ha 0co0a
3000B's13aHAa NMEPEKOHATUCSA B IOTPUMAHHI TAKUX BUMOT:

IMIIOPTOBAHUM JIIKapChKUM 3aci0 3a3HAUYEHO B I0JATKY JI0 JIIIEH31T;

IMIIOPTOBAHUMN JIIKAPCHKUN 3aCi0 BINMOBITAE TOJIOKEHHSIM PEECTPAIITHIX
JOKYMEHTIB Ha Iedl Jikapchkui 3acid (peectpaiiiiHoro jgoche Ta/abo
crneuudikaiit ta MK, 3atBepxennx MO3 Ykpainn);

cepis JIKapChKOro 3aco0y MpOMIIa KOHTPOJIb SKOCTI BIAMOBIIHO JI0
cnenudikamii MK, 3arBepmxenux MO3 Vkpainu, 1m0 MOIATBEPIKYETHCSI
cepTudikatoM SAKOCTI cepii JIKapchKOro 3acoly, BUIAHUM BHUPOOHUKOM,
YnoBHOBaxeHa 0co0a sIKOro HaJae J103BUT Ha BUITYCK Ceplii;

BUPOOHUIITBO 3/1MCHIOETHCS BIIMOBIAHO A0 BUMOT HAJEXHOI BUPOOHUYOL
IPAKTUKH;

po OyIb-sIK1 3MiHH, 1110 BUMAratoTh BHECEHHsI 3MiH JI0 JIIEH311 Ha IMIIOPT
JTKapChKUX 3ac001B, [MOB1IOMJIEHU I BIJIITOBITHA KOMIIETEHTHUH
YIOBHOB)KECHHUM OPTaH i 0JICpKaHO MO0 JO3BUT HA BHECCHHS TaKUX 3MiH;

HasiBHUIM BHCHOBOK IPO SIKICTh BBE3EHHX JIIKAPCHKUX 3acO0IB BIJIOBIIHO
1o Iopsinky 31iiiCHEHHS Iep>KaBHOTO KOHTPOJIIO SIKOCT1 JIKAPChKUX 3aC001B, 1110
BBO3STHCS B YKpaiHy, 3aTBep/KeHOro nocranoBoro Kabinery MinicTpiB Ykpainu
BiZ 14 BepecHs 2005 poky Ne 902 (Odimiiinuii Bichuk Yxkpainu, 2005 p., Ne 37,
cT. 2297) abo BHCHOBOK IIPO BIJAMOBIAHICTH MEIUYHOIO IMYHOOIOJOTIYHOIO
npernapaty BUMOIaM JI€p>KaBHUX 1 MDKHApOAHMX CTaHJApTIB BIANOBIIHO A0
NOPSANKY  3MIMCHEHHS  KOHTPOJIO 32  BIAMOBIAHICTIO  1IMYHOO1OJOTTYHUX
npenaparis, 110 3aCTOCOBYIOThCS B MEIUWYHIA MPAKTHIl, BUMOTaM JIEpKABHUX 1
MIKHAPOJHUX CTaHIAPTIB, 3aTBEPKEHOTO IEHTPAJbHUM OPraHOM BHUKOHABYOI
BlIau, 10 3a0e3nedye ¢GoOpMyBaHHs Jep)KaBHOI TMOMITHKH y cdepl OXOpoHU
370pOB'sL.

iHIy 1HQOpMAaIlito, IO CTOCYEThCS SIKOCTI cepii JKapchbKOro 3aco0y,
BpPaxoOBaHO.

2) Jo3Bin Ha BUmyck (peaizaiiro) cepii rOTOBOro JKapChKOro 3aco0y
BUJIA€THCS YTIOBHOBA)KEHOIO OCO0OOI0 JIiIIeH31aTa Ha MIJACTaBl IMiATBEPI>KCHHS
ceptudikaTta SKOCTI Cepil JIKAPCHKOro 3aco0y, BHUJAHOIO BHUPOOHUKOM,
YnoBHOBakeHa oco0a SKOr0 HaJa€ JIO3BLI HA BUIYCK CEpil, Ta BUCHOBKY TPO
SIKICTh BBE3EHHUX JIIKAPCHKUX 3ac001B, BUJAHOTO 3TiAHO 3 [lopsiakom 3miiicHEeHHS
JIEp’)KaBHOTO KOHTPOJIO SKOCTI JIIKAPCHKUX 3ac00iB, M0 BBO3STHCS B YKpaiHy,
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3aTBep/KeHUM TocTaHoBoro Kabinery MinicTpiB Ykpainu Bin 14 Bepecust 2005
poky Ne 902 (Odinitinmii BicHuk Ykpaiam, 2005 p., Ne 37, cr. 2297) ab6o
BUCHOBKY TMpO BIJMOBIAHICT MEIUYHOTO IMYHOOIOJOTIYHOTO TMpenapary
BUMOTaM JIepKaBHUX 1 MDKHApOJHUX CTaHAapTiB BignoBiaHo 10 Ilopsaky
3MIMCHEHHS] KOHTPOJIIO 3a BIAMOBITHICTIO IMYHOOIOJOTIYHUX TMpernapariB, IO
3aCTOCOBYIOTHCA B MEIWYHINA MpPAaKTHUIl, BUMOTraMm JIepKaBHUX 1 MIXKHAPOIHUX
CTaHIapTiB, 3aTBEPPKEHOTO0 IIEHTPAJIbHUM OPTaHOM BHKOHABYOI BT, IO
3abe3neuye GOpMyBaHHS JIepKaBHOT MOJTITUKU Y chepl OXOPOHU 37T0POB'S.

21. KoHTpombHi Ta apXiBHI 3pa3Ku

1) 3pa3ku 30epiraloTh 3 METOIO: MO-TEpIie, MO0 3a0e3MEeUUTH 3Pa30K IS
AHAIITUYHUX BHUIPOOYBaHb, 1, MO-JApyre, mo0 3a0e3MedYuTH 3pa30K IOBHICTIO
rOTOBOT MPOAYKINi. 3pa3Ku MOAUISIOTHCS Ha JB1 KaTeropii:

KoHTposibHUM 3pa3ok (Reference sample) - 3pa3ok 13 cepii TroToBoOi
NPOAYKITi, sIKWi 30epiraroTh 3 METOK aHai3y 3a HEOOXITHOCTI, 10 BUHUKAE
MPOTIATOM TePMiHY 30€epiranHs cepii, SKoi 1€ CTOCYEThCS;

apxiBHui 3pa3ok (Retention sample) - 3pa3ok MOBHICTIO YIaKOBaHOI
OJIMHMITI 13 cepii TOTOBOI MPOMYKIIII. Woro 30epiraroTh 3 METOK iaeHTUdIKaIi
(HampuKIaJ, NPOTATOM TEpPMIHY 30epiraHHsi cepii, sIKOI 1€ CTOCYETbCS, MOXKE
3HAIOOWTHCS aHali3 3pa3ka ab0 YIMAaKOBKH, MapKyBaHHS, JIMCTKa-BKIATUIIIA
(IHCTpYKIIi 11 MEIMYHOIO 3aCTOCYBaHHS), HOMepa cepii, JaTh 3aKiHUCHHS
TEPMIHY NPUAATHOCTI. MOXyThb OyTH BHUHATKOBI OOCTaBUHH, KOJIHM L BUMOIra
Moke OyTu jgoTpuMaHa Oe3 30epiranfs AyOIiKaTiB 3pa3KiB, HAMPUKIAJ, SKIIO
HEBEJMKI cepli YNaKOBYIOTh HJisi PI3HUX pPHUHKIB a00 Npu BHPOOHUIITBI
JIOPOTOBAPTICHUX JIIKAPCHKUX 3aCO01B).

Jlist rotoBOi mpoAykKuii y OaraThoX BHUIIAJKaX KOHTPOJbHI Ta apXiBHI
3pa3ku OyayTh MPEACTABIICHI OJJHAKOBO, TOOTO, SIK MOBHICTIO YIaKOBaH1 OJIMHUIII.
VY Takux BUNAAKaX KOHTPOJIbHI Ta apXiBHI 3pa3Kud HEOOXIAHO PO3TISIATH SIK
B3a€MO3aMIHHI.

KonTponpsHi Ta/abo apxiBHI 3pa3ku BiJ KOXKHOI cepii TOTOBOT MPOTYKITii
MOBHHHI 30epiraTtucs y BUpOOHHUKA Ta/a00 iMmopTepa Ta MOBUHHI OYTH JOCTYIIHI,
y pa3l HeoOXIJHOCTI, KOMIETEHTHUM YIOBHOBAXEHHM oOpraHam, IpoO LIO0
NOBMHHO OyTH 3a3HAYEHO Yy BIJMOBIJIHOMY KOHTPAKTI MIXK IMIIOPTEpPOM Ta
BUPOOHHUKOM 200 BIACHUKOM PEECTPALIHOTIO MOCBIAYEHHS.

KontponbHi Ta/abo apxiBHI 3pa3ku MOXYTb OYyTH OILIHEHI y BUIAJKY,
HAIpUKJIAJ, peKJIaMallii 00 SKOCTI JIKapchKoro 3aco0y, 3aluTiB II0/0
BIJIMTOBIJTHOCTI PEECTPALIHHOMY JTOChE, 3aMUTIB 3 IPUBOlY MapKyBaHHS/yIIaKOBKU
a00 3 TMTaHb (papMaKOHATJISTY.

30epiraHHsi TPOTOKOJIB MPOCTEKYBAHOCTI 3pa3KiB MOBHUHHO OyTH
BU3HAYECHO Y BIAMOBIIHMX KOHTPAKTaX; BOHM TOBHHHI OYyTH IOCTYIIHI s
03HAHOMIICHHSI KOMIIETEHTHUMU YTIOBHOBA)KEHUMHU OpTraHaMHU.

2) KoHTposbHI Ta apXiBHI 3pa3Kd BiJi KOXKHOI cepil TOTOBOTO JIIKAPCHKOTO
3aco0y HEOOXiJIHO 30epiratu NoHaMMeHIIe OANH PIK MICHs 3aKIHYCHHS TEPMIiHY
npunatHocTli. KoHTponbHUI 3pa30k Mae OyTH yHNakOBaHHWl B HOro mMEpBHHHY
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yIaKkoBKy a00 B YMAakOBKY 3 TOrO caMoro marepiajly, MO0 W TepBUHHUU
KOHTEHHEP, Y IKOMY JIIKapChbKUI 3aCci0 3HAXOAUTHCS HA PUHKY.

3) KoHTposbHu# 3pa30Kk Mae OyTH JOCTATHLOI'O PO3MIPY IS TPOBEICHHS
IIOHAMMEHIIIe JBOX TMOBHUX AaHATITUYHUX JOCHIIKEHb cepii BIAMOBIAHO A0
JIOKYMEHTIB PEECTPAIIMHOTO JTOChE, OIIHEHWX 1 3aTBepmkeHnx MO3 Ykpainu.
S0 HeoOXiAHUM Takui aHaii3, TO KOXKHUN pa3 MpHU NPOBEACHHI aHATITUYHUX
BUIMIPOOYBaHb HEOOXIJHO BUKOPUCTOBYBAaTH HEPO3KPUTI YMAKOBKU. bynb-ske
3aMpONOHOBAHE BUKIIIOUECHHS 11i€1 YMOBU Ma€ OYTH OOIPYHTOBAHO 1 y3TOJKEHO 3
OpraHoM JIIIEH3YBaHHS.

KoHTponbHi 3pa3ku MarOTh OyTH pPENpPEe3eHTAaTUBHUMH IS cepii TOTOBOL
MPOJYKIIii, 3 sikoi BoHU BiaiOpaHi. HeoOxigHo 3abe3meunTt, mod BCi HEOOX1aH1
aHAITUYHI MaTepianu 1 oOjamHaHHsS Oynu B HasBHOCTI (200 MOCTYmHI) AJis
NPOBENICHHS BCIX HABEAEHUX B CremuQikaiii BUIPOOyBaHb I11€ OJAWH PIK MICISA
3aKIHYEHHS TEPMIHY MPUAATHOCTI OCTAHHBOI BUPOOJIEHOI cepii.

4) 30epiratv KOHTPOJIbHI 3pa3Ky TOTOBOI MPOJIYKIIii HEOOX1HO BiIOBIIHO
0 YMHHUX HACTAaHOB 3 HAJEXKHOI MpaKTHKW 30epiraHHs Ta 3 HaJekKHOI
BUPOOHNYOI MPAKTHUKHU.

5) Skmo BIaCHUK PEECTPALIHHOrO TIOCBIAYEHHS HE € OJHOYACHO
IMIIOPTEPOM 1IBOT'O JIIKApPChKOro 3aco0y, 00OB'A30K 11010 BIOOPY 1 30epiranHs
KOHTPOJIBHUX/apXIBHUX 3pa3KiB Ma€ OyTH BHU3HAYECHHU B JOTOBOPI (KOHTPAKTI)
MDXK CTOPOHAMH BiJIMMOBIAHO /10 MyHKTY 17 MBOTo po3iiy.

VYnoBHOBaxkeHa ocoba IMIOPTEPA, siIka CEpTU(DIKYE Cepito ISl MPOJaXKYy,
MOBUHHA 3a0e3MeuyBaTy, 00 BC1 BIAMOBIIHI KOHTPOJIBbHI Ta apXiBHI 3pa3Ku OyIu
JOCTYIMHI MPOTITOM BiAMOBIIHOIO 4Yacy. 3a HEOOXITHOCTI BCl OOOB’SI3KM IIOAO
TaKOr0 JIOCTYITy MalOTh OyTH BU3HAUEHI B JOTOBOPi (KOHTPAKTI).

6) KoHTpoibHI 3pa3kud MawTh OyTH JOCTYNHI Juisl Jiaboparopii 3
BaJI1JIOBAHOIO METOOJIOTIEI0.

J1j1st TOTOBOI IPOTYKIIii, BUPOOJICHOT B IHITUX KpaiHaxX:

KO0 € yroga npo B3aemHe BuzHaHHI (MRA) abo mnpo oIiHKY
BIJIMIOBITHOCTI Ta MPUUHATHOCTI TpoMucioBux ToBapiB (ACAA), KOHTpOJbHI
3pa3kl MOXYTh OyTH BigiOpaHi 1 30epiraTvcs Ha AUIBHUIII BUPOOHHUKA, IO
BU3HAYAETbCA B JOrOBOpl (KOHTpaKTl) (MIMNYHKT S5 I[bOr0 MYHKTY) MIX
IMITIOPTEPOM Ta BUPOOHUKOM (BUPOOHUYOIO JUTBHUIICIO 3 BUITYCKY cepii);

AKIIO HE ICHye yroau npo B3aemHe Bu3HaHHA (MRA) abo npo owiHKy
BIZIMTOBITHOCTI Ta MPUUHATHOCTI TpoMucioBux ToBapiB (ACAA), KOHTpOJbHI
3pa3Ky TOTOBHMX JIIKAPCBKUX 3aco0iB HEOOXITHO BigOMpatu 1 30epiraTtu y
IMIIOpTEpa, PO3TAIIOBAHOIO B YKpaiHi a00 y BHUPOOHUKA, BIAMOBIIHO MO
noroBopy(iB). Ili 3pa3ku  BIAOMPArOTHCS  BIAMOBIAHO JO  JOroBOpY(iB)
(koHTpakTy(iB) Mi>K BCIMa CTOPOHAMHU.

7) ApxiBHI 3pa3kyd IMOBHHHI MPEACTABISATH CEPIF0 T'OTOBUX JIIKAPCHKUX
3ac00IB y TOMY BHUIJISZI, B SIKOMY BOHHM BBO3SITbCS Ha TEPUTOPIIO YKpaiHuU 1
BUKOPHUCTOBYIOTHCSI JIJI1 aHA3y 3 METOW MIATBEPIKEHHS BIAMNOBITHOCTI
peecTpaIiitHOMY JTOChE.



