KABIHET MIHICTPIB YKPAITHU

[TOCTAHOBA
Bia 30 nucromnana 2016 p. Ne 929
Kuis

[Ipo 3aTBepmxeHHs JlileH31HHUX YMOB MPOBAKCHHS
rOCIOAAPCHKOI TISITBHOCTI 3 BUPOOHHUIITBA JIIKAPCHKHUX
3ac00i1B, ONTOBOI Ta PO3APIOHOI TOPTiBII1 JIKAPCHKUMU
3aco0aMH, IMIIOPTY JIIKaPChKHUX 3ac00iB (KPiM aKTUBHUX
(dhapMaleBTUYHHUX IHTPEIIEHTIB)

BinnoBigHo no nynkry 10 wacTuHM nepuioi craTTi 7, ab3ally nepioro 4acTUHU
npyroi crarti 9 3akony VYkpainu “IIpo JineH3yBaHHS BHIIB TOCHOJIAPCHKOT
nistbHOCTI” Kabiner MiHicTpiB YKpaiHUIIOCTAHOBIISE:

1. 3arBepautu JlilleH31iHI yMOBM MPOBA/KEHHS T'OCIOAAPCHKOI IISUIBHOCTI 3
BUPOOHUIITBA JIIKAPCHKUX 3ac00iB, ONTOBOI Ta pO3JApiOHOI TOPTiBII JiKAPCHKUMH
3aco0aMM, IMIOPTY JIKApChbKUX 3aco0iB  (KpiM aKTUBHUX (papMarieBTUUHUX
IHTPEIEHTIB), 1O TOJAAIOTHCSI.

2. YcTaHOBUTH, IIO:

CTPOK, TIPOTATOM SIKOTO Cy0’€KTH TOCIOAApIOBAaHHS, SKI OTpPUMAIIU JIICH31I0 Ha
MPOBAXKEHHS TOCTIOIAPCHKOT NISUIBHOCTI 3 BUPOOHUIITBA JIIKAPCHKHUX 3aC001B, OMTOBOL
Ta po3ApiOHOI TOPTIBMII JIKAPCHKUMH 3aco0aMu, IMIOPTY JIKapChbKUX 3ac001B (Kpim
aKTUBHUX (papMalleBTHUHUX IHTPENI€HTIB) 10 HAOpaHHS YMHHOCTI L€ MOCTaHOBOIO,
3000B’s13aH1 MPUBECTH CBOIO AISUTHHICTH Y BIAMOBIAHICTG 13 JlileH31HHUMH yMOBamH,
3aTBEPKCHUMHU I[1€I0 TIOCTAHOBOIO, CTAHOBUTH JIBA MICHAIIl 3 JHS HAOpaHHsS YMHHOCTI
I[I€10 TOCTAHOBOIO (KpiM BUMAKY, BA3HAYEHOTO B a03alll TPEThOMY I[LOTO ITYHKTY);

CTPOK, MPOTATOM SIKOTO CyO’€KTH TOCIOJApPIOBaHHS, SIKI OTPUMAJH JIIEH31I0 Ha
MPOBA/KEHHSI TOCMOMAPCHKOI JiSUTBHOCTI 3  po3ApiOHOT TOPriBiIi  JIIKAPCHKUMHU
3acobamMu 10 HAaOpaHHS YMHHOCTI II€I0 TIOCTaHOBOIO, 3000B’si3aHI MPUBECTH CBOIO
TIAJBHICTh Y BIAMOBIAHICTH 13 a03aloM I'STHUM MYHKTY 165 JlineH3iiHuX yMmoB,
3aTBEPPKCHUX III€I0 MOCTAHOBOK, CTAHOBHTH OJUH PIK 3 JHS HAOpaHHS YMHHOCTI
€10 TOCTAaHOBOIO.

3. s mnocranoBa HaOWpae YHHHOCTI 3 JHA 11 OMyOJiKyBaHHS, KpiM
nyHkTiB 194—200, 258, 259, 265 JlineH3iMHUX yMOB, 3aTBEP/KCHUX €O
MOCTaHOBOIO, SIK1 HAOMpParoTh YUHHOCTI 3 1 6epe3ns 2018 poky.

[Tpem’ep-minicTp Ykpainu B. TPOMICMAH
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3ATBEP/IDKEHO
noctranoBoto Kabinery MinicTpiB Ykpainu
Bix 30 ymmcronana 2016 p. Ne 929

JILEH3INHI YMOBU
MPOBAKEHHS TOCIOAAPCHKOI MISITBHOCTI 3 BUPOOHMIITBA JTIKAPCHKUX 3aC001B, OMTOBOL
Ta po3ApiOHOI TOPTIBIII JIIKAPCHKUMH 3ac00aMu, IMIIOPTY JIIKapChbKUX 3aC001B (KpiM
aKTUBHUX (papMaIleBTHYHHUX IHTPEIIEHTIB)

3arajpHa 4YacTHHA

1. Ii JlimeH3iiiHi yMOBHM BCTAHOBJIIOIOTH BUYEPIHUNA TEpPETiK BUMOT,
000B’SI3KOBHUX JJII BUKOHAHHS JIIIEH31aTOM, Ta BUYEPIHUN MEPEIiK JTOKYMEHTIB, IO
JOJIAI0ThCS 710 3asBH MPO OTPUMAHHS JIIEH31T JUIsl MPOBAKEHHS TOCHOJIapChKOT
TISJIBHOCTI 3 BHPOOHHUIITBA JIIKAPCHKUX 3aco0iB, OMTOBOI, pO3ApiOHOI TOPTiBIIi
JIKapChKUMM  3aco0aMM,  IMIIOPTY  JIIKAPChbKUX  3ac00iB  (KpIM  aKTUBHUX
(dbapMaleBTUYHUX IHTPEIIEHTIB).

2. Jis 1wmx JlineH31iWHUX yMOB TIOIIMPIOETHCS HA BCIX CYO’ €EKTIB
TOCIOJIAPIOBAHHS, 30KpEMa Ha 3apEeCTPOBAHUX B YCTAHOBJICHOMY 3aKOHOIABCTBOM
NOPAIKY IOPUIMYHMX OcCi0 He3aJeKHO B iX opraHizaumiiHo-mpaBoBoi (opmH Ta
dbopmu BIacHOCTI, (PI3MUHMX OCI0 — MIANPHUEMIIIB, SKI MPOBAAATH TOCIOJAPCHKY
TISTIBHICT 3 BHUPOOHMIITBA JIIKAPCHKUX 3ac00iB, OMTOBOi, po3ApiOHOI TOPTiBIIi
JIKapChKUMM  3aco0aMM,  IMIOPTY  JIIKAPChbKUX  3ac00iB  (KpIM  aKTUBHHUX
dbapMareBTUYHUX THTPEIIEHTIB) (Al — CyO’€KT roCTIOJaprOBaHHS).

JlineHziaT 3000B’s3aHWN BUKOHYBaTH BUMOTH IuX JIiIEH3IMHUX YMOB, a
3100yBay JiieH31i — iM BIJIMOBIIaTH.

Jis mux JlineH31MHUX yMOB HE MOLIMPIOETHCS HAa CYO’€KTIB TOCIOJAPIOBAHHS,
AKi TPOBAIATh TOCHONAPCHKY JiSUIBHICTH 3 IMIOPTY JIKApChKUX 3ac00iB (Kpim
aKTUBHUX (DapMaleBTUYHUX IHTPEAIEHTIB) BIANOBIAHO 10 3akoHiB Ykpainu “IIpo
rymasiTapHy gomnomory”, “IIpo 6maroaiiiHy AisapHICTh Ta OJarojiifHi opraxizaiii’ Ta
“IIpo BukoHaHHs mporpam [nmobanbHoro Qouay mns 6Goporeou 13 CHIlowm,

TyOepKYJIbO30M Ta MaJIsIpieto B YKpaiHi”.
3. TepMiHu, 110 B)KUBAIOThCS y UX JIilEH31IHMX yMOBaX, MalOTh TaKi 3HAUCHHS:

aKTUBHMM (papMaleBTUYHUI 1HTpeAieHT (Jlikapchbka peyoBHHA, JiI04a peYOBUHA,
cyOcTanmis) (gani — aKTUBHUM (apMaleBTUYHHNA 1HTpeli€HT) — Oy/Ib-sKa PeUYOBHHA
Y CyMilll PEYOBHH, IO NMPU3HAYCHA JUISI BUKOPUCTAHHS Y BUPOOHUIITBI JIKapChKOTO
3aco0y 1 miJg 4Yac I[bOTO BHKOPUCTAHHS CTa€ MOTO aKTUBHUM IHTpemieHTOM. Taki
PEUOBHHM MaIOTh (hapMaKOJIOTIUYHY UM 1HITY Oe3MocCepeHIO JIif0 Ha OPTaHi3M JIIOANHU;
y CKJalai roToBUX (OpM JIIKapChbKHX 3aco0iB iX 3aCTOCOBYIOTH ISl JIIKYBaHHS,
JIarHOCTUKH YW TPO(ITAaKTUKK 3aXBOPIOBAHHS, IUIsI 3MIHH CTaHy, CTPYKTYp abo
¢bizionoriyHMX (YHKIIIH Opra”iamy, s A0Sy, OOpPOOKHM Ta TOJIETIICHHS
CHMIITOMIB;
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anTeKka — 3aKJia]] OXOPOHU 3JIOPOB’S, OCHOBHUM 3aBJAaHHSIM SIKOTO €
3a0e3MeUeHHs] HACENICHHS, 3aKJa/iB OXOPOHHU 3JIOPOB’S, MiJNPUEMCTB, YCTAaHOB Ta
opraHizaii JikapcbKUMHU 3ac00amu;

aNTEeYHUH MYHKT — CTPYKTYPHMH MIJPO3AUT anTeKW, SIKMA CTBOPIOETHCA Yy
JTIKYBAJIBHO-TIPOPIIAKTHYHHUX 3aKjIagaxX Ta (PYHKIIOHYE pa3oM 3 alnTeKOK BiIMOBITHO
no mux JlineH3iMHUX yMOB, OCHOBHUM 3aBJaHHSIM SKOTO € 3a0e3MeUeHHs] HACeICHHS
JIKapChKUMHM 3ac00aMU IUIAXOM 3/11MCHEHHSI po3p10HOT TOPTiBIi;

anTedyHui ckiaj (0aza) — 3aKiajl OXOPOHU 37I0POB’sl, OCHOBHE 3aBJIaHHS SIKOT'O
noyisirae B 3a0e3MeYeHH] JIIKapChbKUMHU 3aco0aMu 1HIIMX Cy0’€KTIiB omToBOi abo
PO31piOHOI TOPTiBII, 3aKIaIB OXOPOHH 3JJ0POB’sl Ta BUPOOHUKIB JIIKAPCHKUX 3aCO0IB
[UISIXOM 3/11ICHEHHSI HUM OIITOBOI TOPTIBIIL;

anTeyHl 3aKigagd — anTedHl ckiaaad (0asW), anTeKkd Ta iX CTPYKTYpHIi
P03 I1TH;

BIJIOKpEMJIEHE TIPUMIILIEHHS — 130J1bOBaHa YaCTHUHA BHYTPIIIHBOI OyiBal a0 ii
BIIJIIJICHHS, SKI MalOTh OKPEMHUM BXiJ 13 MPUMIIIEHHS OYIiBmi (X0dy, KOPHIOPY,
TaMOypa) Ta BIIOKPEMJICHI CTIHAMH 1 IEPEKPUTTIMH;

BUPOOHUK JIIKAPCHKUX 3ac00iB — Cy0’€KT TroCloAaplOBaHHS, SIKAU 3I1HCHIOE
xoya 0 OAMH 3 eTaliB BUPOOHUITBA JIKAPCHKUX 3aco0IB Ta Mae JILEH31I0 Ha
BUPOOHHIITBO JIIKAPCHKUX 3aCO0IB;

BUPOOHHUIITBO (BUTOTOBJICHHS) JIKApCBKUX 3aco0iB B YMOBaX amnTeKd —
IHAUBIyaJbHE BUTOTOBJIGHHS JIIKapChKUX 3aco0iB 3a pelenTtaMmy JiiKapiB, Ha
3aMOBJICHHS JTIKYBaJbHO-PO(LITAKTUIHUX 3aKJIaJIiB Ta BUT'OTOBJICHHS
BHYTPIITHLOANTEYHOT 3arOTOBKHM, KOHIIEHTPATiB, HamiBpaOpUKaTiB, a TaKOX
JIKapChKUX 3ac001B, 1110 BUTOTOBJIEHI PO 3arac;

BUPOOHUIITBO JTIKAPCHKUX 3ac00iB (IIPOMHCIOBE) — MisUTBHICTH, MOB’s3aHa 13
CEepiiHMM BHITYCKOM JIKapChbKUX 3aco0iB, sika BKItouae Bci abo xoda O oaHy 3
oreparii IMoa0 TEXHOJOTIYHOTO TMPOIECY, KOHTPOIIO SIKOCTi, BUIAadl JO3BOJY Ha
BUITYCK, @ TaKOX 3aKyIiBJIEI0 MarepiamiB 1 OpOAYyKIii, 30epiraHHsM, ONTOBOIO
TOPriBJeI0 (AUCTPUOYITi€I0) TIKAPCHKUX 3aC00IB BIACHOTO BUPOOHUIITBA;

BHYTPIITHOANTEYHA 3arOTOBKAa — KOHIICHTPOBAHI PO3YHMHHM, HamiBhaOpUKaTH,
[0 BUKOPHUCTOBYIOTH JJISI BHUTOTOBJICHHS E€KCTEMIOpPAJbHUX JIKAPCHKUX 3aco0iB,
eKCTEMIOpaJIbH1 JIIKapChKi 3aCO0M, BUTOTOBJIEH] MPO 3arac 3a 4acTo MOBTOPIOBAHUMHU
MIPOIHCAMU;

TUcTpuOyIist  (omToBa IUCTPUOYIis) JHKApChKUX 3aco0iB —  Oyab-fKa
JUSUTBHICTD, OB’ sI3aHa 3 OJICp>KaHHSIM, 30epiraHHsM, MMOCTaYaHHSIM,
TPAHCMOPTYBAHHSAM Ta IMIIOPTOM/EKCHOPTOM JIKapChKUX 3aco0iB, 32 BUHATKOM iX
npojaxy Oe3mocepeIHhO TPOMAJITHAM JJII OCOOMCTOTrO CHOXUBaHHA. LI MismbHICTH
NPOBAJUTECA CYMICHO 3 BHUPOOHHMKaMH a0o0 iX TpeACTaBHHKAMH, IMIIOPTEpaMH,
IHIIMMHY  TAIPUEMCTBAMH 3 ONTOBOI Ta/abo po3ApiOHOI TOPTiBIi JIIKAPCHKUMHU
3aco0amu, JTIKyBaIbHO-TIPO(ITAKTUIHUMH 3aKJIATaMU;

TUCTPUO’I0TOp — CYO’€KT TOCMONApIOBAaHHS, SIKHM NPOBAIUTH BIAMOBIIHY
JUSUIBHICTB MOAO0 AUCTPUOYLii (ONTOBOI JUCTPHUOYIIIT) JIIKApChKUX 3aC001B;
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30HA — YaCcTHHA TMPUMINICHHS, IUIONIA, SKa BUKOPHUCTOBYETHCS IS OKPEMOi
CTajii TEXHOJOTTYHOTO MPOIIECY Ta MA€ YiTKI Bi3yaJIbHI MEXI;

13071b0BaHe TMPUMIIICHHS — 4YacTHHa OymiBii abo 11 BIAJIJIEHHS, SIKI MalOTh
OKpeMHUW BXiJ 1330BHI, OCBITJICHHS, BEHTWIAIIIO (TIpHpoAHY abo MeEXaHIdHy) Ta
BIJIOKPEMIJIEH]I CTIHAMU 1 IEPEKPUTTSIMH;

IMITOPT JIIKapChKHUX 3ac001B (KpIM aKTUBHHX (hpapMalleBTHUHUX IHTPEIIEHTIB) —
JUSIBHICTh, TIOB’S3aHA 13 BBE3EHHSAM HA TEPUTOPII0 YKpaiHM 3apeecTpOBaHMX
JIKapChKUX 3acO0IB 3 METOI 1X TOJAJbIIOi peami3ailii, OmToBOi TOPriBii abo
BUKOPHUCTAHHS y BUPOOHMIITBI TOTOBHUX JIIKAPCHKUX 3ac00iB a00 MEIWYHIN MpaKTHII],
BKJIIOYAIOUM 30€piranHs, KOHTPOJb SIKOCTI, BUJIauy JA03BOJY Ha BUIYCK (peati3alliio)
cepii JIIKapchKoro 3aco0y, 3a3HaUY€HOr0 Y A0JIaTKy J0 JIIEeH3Ii,

IMIIOpTEp JIKAPCHKUX 3aC001B (Jani — IMIOpTEp) — CyO’ €KT TOCHOIapIOBAHHS,
3apeecTpoBaHU B YKpaiHi, 30KpeMa BHPOOHUK abo ocoba, MO0 MpPEeICTaBIIsIE
BUPOOHMKA JIIKAPCHKHUX 3aC001B, SKUH MPOBAIUTH TOCTIOIAPCHKY MISUTBHICTD 3 IMIIOPTY
JIKapChKUX 3aC001B Ta M€ JIIEH31I0 Ha IMIIOPT JIKapChKHUX 3aC001B;

METOJIM KOHTPOJIO SKOCTI — 3aTBEp/PKEHa B YCTAHOBJICHOMY MOPSAKY
HOpPMAaTHBHA TOKYMEHTAIlis, sIKa BH3HAYa€ METOJUKHA KOHTPOIIO SIKOCTI JIKapCHKUX
3ac001B, YCTAHOBIIOE SIKICHI 1 KIJbKICHI TOKAa3HUKM JIKapchbKOTO 3acol0y Ta ix
JOMYCTHMiI  MEXi, BHMOTH [JI0 YIIAKOBKHM, MapKyBaHHS, yMOB 30epiraHss,
TPaHCIIOPTYBAaHHS, TEPMIHY MPHUIATHOCTI, IO Oy 3aTBEP/PKEHI ITiJ Yac JeprKaBHOI
peectpanii (mepepeectpallii) JJiKapcbKoro 3acooy;

Micle MpUHAMaHHS MPOAYKLII — BUPOOHMYA 30HA/MPUMILLEHHS, B SKIH/SIKOMY
oOnamroBaHo poboue micue ¢axiBusg s MPOBEAECHHS BXIJIHOIO KOHTPOJIO SIKOCTI
JKapChKUX 3aC001B Mij yac iX ojepKaHHs Cy0’€KTOM rOCTIOaprOBaHHS;

HaJle’)kKHAa BUPOOHMYA MPAKTUKAa — YacTHUHA IPOLECY YMpaBIiHHS SKICTIO, sSKa
rapaHTye, WIO0 JIKapChKi 3acO0M TIOCTIMHO BUPOOISIIOTECA 1 KOHTPOJIOIOTHCS
BIJIMOBIIHO 70 CTaHJAPTIB SKOCTI, SKi BIATIOBIAAIOTH iX IPU3HAYCHHIO, a TaKOX
BIJIMOBIAHO J0 BHUMOI' PEECTPALIMHOTO JIOChE, JOCHE AOCTIAKYBAHOIO JIIKAPCHKOTO
3aco0y Ui KJIIHIYHUX BUIIPOOYBaHb a00 crienudikaliii Ha 110 MPOIYKIIilO;

HaJeXHa MPaKTUKA JUCTPUOYIIi — 4YacTUHA TpoIlecy 3a0e3MeUYeHHs IKOCTI, Ka
rapaHTye, Mo SKICTh JIKAPCHKUX 3ac00iB 30epiraeThCsi Ha BCIX AUISHKAaX JIAHIIOTa
MOCTayaHHs BiJl BUPOOHUKA JI0 alTeKu a0o JKYBaTbHO-MIPOQITAKTUIHOTO 3aKIa1Yy;

HESIKICHI JIIKapchKi 3aco0M — JIKapchKi 3aco0M, SIKICTh SKHX HE BIIIOBIAA€
BUMOTaM HOPMATHUBHUX JIOKyMEHTIB. /0 HESKICHHX JIKapChKUX 3aco0iB TaKOX
HaJIe)KaTh JIKAapChKi 3acO0M 13 TEpPMIHOM MPUAATHOCTI, 110 MHUHYB; SKI 3a3HaIH
MEXaHIYHOTO, XIMIYHOTO, (i3uyHOrO, Oi0NIOTIYHOTO a0O0 IHIIOTO BIUIMBY, IIIO
YHEMOXKJTUBITIOE X MOAAIbIIEe BUKOPUCTAHHS;

OTITOBA TOPTIBJIS JIIKAPCHKUMU 3aC00aMU — AiSUTBHICTB 3 TPUA0AHHS JIKapPChKUX
3ac00iB y BUPOOHUKIB JIIKAPCHKUX 3ac00iB a00 1HIIUX Cy0’€KTIB TOCIOJAPIOBAHHSA, 1110
MaloTh BiMOBIAHY JIIEH3110, 30epiraHHs, TPAHCIIOPTYBAHHA Ta MPOJAXY JTIKAPChKUX
3aco0iB 3 anNTEYHUX CKIIA1B (0a3) IHIIUM Cy0’€KTaM ONTOBOI a00 po3apiOHOT TOPTiBIIi
JiKapchKUMH 3aco0aMu, sIKIi OTpUMAalld Ha 1€ BIANOBIAHI JIineH3ii, BUPOOHHUKAM
JTKApChKUX 3ac00iB, Oe3MmocepeHhO JIKYBaTbHO-MPOMUIAKTHIHUM 3aKiajgaMm abo
IOPUANYHUM ~ 0co0aM, CTPYKTYPHHUMH  MIAPO3JAUIaMH  SIKUX €  JIIKyBaJIbHO-
npodiTaKTHYHI 3aKIIa/I1;
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peaiizalis — JisUTbHICTH Cy0’€KTIB TOCIIOJApIOBAHHA 3 IPOJIAXKy ToBapiB (pooit,
MOCJIYT);

penent — MEIWYHUM JOKYMEHT y Burisial (popMi) NpUOUCY OO AaNTeKH,
anTEeYHOTO IMyHKTY, BUMMCAHUN Ha PEIENITYPHOMY ONaHKy (axiBleM, KU Ma€ Ha Iie
MPaBo BIAMOBIAHO O 3aKOHOJABCTBA, HA IMIJCTaBl SIKOTO 3/11IHCHIOETHCS] BUTOTOBJICHHS
Ta/ab0 BIAMYCK JIIKAPCHKOTO 3ac00y 3 anTeK Ta alTeYHHX MYyHKTIB 32 BCTAHOBJICHUMH
NpaBUJIAMH;

pelenTypHU JTIKapChbKUM 3acid — JIKapChbKUW 3aci0, SKWM BIAMYCKAETHCS 3
anTeK Ta anTeYHHUX IMYHKTIB 32 PEIEIITOM JIiKaps;

po3apiOHAa TOPTIBJSL JIKAPCHKUMHM 3aco0aMH — JISUIBHICTh 3 TMPUI0aHHSA,
30epiraHHsi Ta MpPOJaXXy TOTOBUX JIKIB, BUTOTOBJICHUX (BHUpPOOJEHHUX) B yMOBax
anTeKu, Yepe3 amnTeKky Ta il CTPYKTYpHI MiApo3aiim 0e3mocepeiHbO rpoMajsiHaM JUIst
O0COOHMCTOTO CIIOKUBAHHS, 3aKJIaJlaM OXOPOHHU 3J0pPOB’s (KpIM anTeYyHUX 3aKIaiiB), a
TaKOX MIJMPUEMCTBAM, YCTaHOBAM Ta oOpraHizamisM Oe3 mpaBa iX MOJANbIIOTO
NEPEnpoIaxKy;

CTPYKTYpPHHH TiIPO3IiNT anTeKH — AaNnTeYHUH IyHKT, IO YTBOPEHWH Ta
(GYHKIIOHYE pa30M 3 aNTEeKOO BIAMOBIAHO IUX JIIEH31HHUX YMOB;

YIIOBHOBa)K€HA o0co0a cy0’ekTa rocmnojaproBaHHS (Jajli — YIOBHOBaXK€Ha
oco0a):

JUIs Cy0’€KTIB TOCTIOIapIOBAHHS, SIKI 31HCHIOIOTH OINTOBY, PO3APiIOHY TOPTIBIIIO
JIKapChKUMHU 3aco0aMu, — 0co0a, 110 Ma€ JOKYMEHT HpO BHUIIY OCBITY HE HHKYE
Ipyroro (MaricTepchbKoro) piBHS 3a cherianbHicTIo “@apwmariis”, ceprudikar
MIPOBi30Opa-CcreIiaaicTa, BUJIaHUHN 3aKJIaIOM ITiCIISIMIUIOMHOT OCBITH, 200 MTOCBITYEHHS
PO MPHUCBOEHHS (MIATBEPIKEHHS) BIANOBIAHOI KBasi(ikaliifHOI KaTteropli Ta Mae
cTax pobotu 3a crnemianbHicTio “@apmanis” HE MEHIIE JIBOX POKIB (KpIM BHIAJKY,
nepenbadeHoro myHKToM 165 1nwmx JlineHsiiHUX yMOB), Ha SKy Cy0’ €KTOM
TOCIIO/IAPIOBAHHS  TMOKJIAJACHO  OOOB’SI3KM 1010  (PYHKI[IOHYBaHHS  CHUCTEMU
3a0e3MneueHHs AKOCTI JIKapChKUX 3aC001B Mij Yyac ONTOBOI Ta po3ApIOHOT TOPTiBIIL;

JUIsi cy0’€KTIB TOCHOJApIOBaHHA, SIKI 31MCHIOIOTH BUPOOHUIITBO JIIKAPCHKUX
3aco0iB (mpomuciose), — (axiBellb, M0 Ma€ BUIIY OCBITY HE HIDKYE JPYroro
(MarictepcbKoro) piBHsA 3a crewiajbHOCTAMHU “@apmanisn”, “XiMiuHI TEXHOJOTI Ta
imkenepia”’, “biorexnomnorii Ta GioimxkeHepisa’, “biomeauuna imxeHepis”, “Ximis”,
“bionoria” Ta cTtaxk podoTH 3a ¢axoMm He MEHIIE ABOX POKIB y chepi BUPOOHMIITBA,
KOHTPOJIIO SIKOCTI a00 CTBOPEHHS JIKapChKUX 3ac0o0iB, Ha SKOTO CyO’€KTOM
rOCIIO/IapIOBAHHS TMOKJIAJEHO O0OB’A3KM WI0JI0 (PYHKI[IOHYBaHHA (papManeBTUYHOI
CUCTEMH SIKOCTI MiJi 9Yac BUPOOHMIITBA JIIKAPCHKUX 3acO0IB Ta HAJAaHHS JO3BOJY Ha
BUITYCK (peaji3alliio) JIiKapChKuX 3ac00iB;

JUIsl Cy0’€KTIB TOCMOAAPIOBaHHS, K1 31MCHIOIOTH IMIIOPT JIIKAPCHKUX 3acO01iB,
— daxiBelnp, 110 Ma€ BHILY OCBITY HE HMXKYE APYroro (MaricTepchbKoro) piBHS 3a
cnemianpHOCTAMU “@Dapmania”’, “XimiuHi TexHoJoril Ta imkeHepis”, “bioTexHomorii
ta OioimxkeHepis”, “biomennyna imxkenepis”, “Ximisa”, “bionoris™ ta ctax podoTu 3a
¢axomM HE MEHIIE JBOX POKIB y cdepi BUPOOHHIITBA, KOHTPOIIO SIKOCTI, OMTOBOL
TOPriBIi a00 PO3pOOKH JIKApPCHKUX 3ac00iB, HA SKOTO Cy0’€KTOM TOCHOJapIOBAHHS
MOKJIaJICHO 000B’s3KM 1010 (PYHKIIOHYBaHHS (apMaIleBTHYHOT CUCTEMHU SIKOCTI T
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yac IMIopTy (BBE3€HHsI) JIKapChbKHX 3ac00iB HAa TEPUTOPI0 YKpaiHM Ta HAJAaHHSA
JTI03BOJTY Ha BUITYCK (peasti3alliro) iMIOpTOBaHUX JIIKApChKUX 3aCO01B.

[HI11 TepMiHU BXXUBAIOTHCS Y 3HAUYCHHI, HaBeIeHOMY y 3akoHax Ykpainu “IIpo
Jikapcebki 3aco0u” Ta “IIpo nieH3yBaHHs BUIIB TOCIOIAPCHKOT AIsUTBHOCTI .

4. IIpoBamkeHHS! TOCTIOAAPCHKOT AISTIHOCTI 3 BUPOOHUIITBA JIIKAPCHKUX 3aC001B,
ONTOBOI Ta PO3/PIOHOT TOPTIBII JIKAPCHKUMH 3aCO0aMHM, IMITIOPTY JIIKAPCHKUX 3aCO01B
(kpiM akTHBHUX (hapMalleBTUIHUX IHTPEIIEHTIB) 3AIMCHIOETHCS Yepes:

JUIT BUPOOHMIITBA JIIKApChbKUX 3acO0IB  (IPOMHUCIOBOr0) — BHUPOOHHUY
JUTBHUILIIO 13 3a3HAYEHHSM IEPENIKY JIIKAPChbKUX (GOPM, CKIAJCHKY 30HY (MIPUMILICHHS
JUIs 30epiranHsi, CKJIaa), 30Hy KOHTPOJIIO SKOCTi, 30HY 3A1HMCHEHHS BHIadl J03BOJIY Ha
BUITYCK JIIKAPCHKHUX 3aCO0IB;

JUIsT BUPOOHMIITBA (BUTOTOBJICHHS) JIKapCHKUX 3ac00IB B yMOBaxX amTeKd —
arnTeKy;

JUISL OTITOBOI TOPTIBIII JIIKAPCHKUMH 3acO0aMM — anTeYHUH ckiay (6a3y);
JUISL pO3/IpiOHOT TOPTiBIIl JTIKAPCHKUMH 3aC00aMU — alTeKy, allTeYHUH MMyHKT;

JUIS  IMIIOPTY  JIIKQpChKUX  3aco0iB  (KpiM  aKTUBHHUX  (papMareBTUYHUX
IHTPEIIIEHTIB) — CKJAJICbKy 30HY (NMpUMIIICHHS s 30epiraHHs, CKjIaa), 30HY
KOHTPOJIIO SIKOCTI, 30HY 3/A1MCHEHHs BUAadl JI03BOJY Ha BUITYCK (peasi3allito) cepii
JKapChKOro 3ac00y.

5. JIOKyMEHTH TOJAIOThCS 10 OpPraHy JIIEH3yBaHHS Ta OTPUMYIOTHCS BiJl HHOTO
3a BHOOpoM UineH3iata abo 3m00yBava JileH3ii y croci0, BU3HAUYCHHA YaCTUHOIO
nepmoto crarti 10 3akony VYkpainu “IIpo mineH3yBaHHS BHUIIB TOCHOJAPCHKOT
JsIIBHOCTI” Ta MU JIIIIeH31MHUMHU yMOBaMH.

6. [l oTpuMaHH4 JileH31i y TOBHOMY 00cCs131 a00 4aCcTKOBO Ha JISITbHICTS:

3 BUPOOHMIITBA (BUTOTOBIICHHS) JIIKAPCHKUX 3aCO0IB B yMOBaX anTeKH, OMTOBOI
TOPTiBJI1 JTIKAPCHKUMU 3ac00aMu, pO3IpiOHOT TOPTiBIIi JTIKapChKUMHU 3aco0aMu Cy0’ €KT
TOCIIOJIAPIOBAHHS TMOJA€ JI0 OpraHy JIIEH3yBaHHS 3asBY 3a (OPMOIO, HABEACHOIO Y
nonatky 1;

3 BUPOOHUIITBA JKAPCHKUX 3aCO0iB (MMPOMUCIOBOTO) Cy0’€KT TOCTIOJapIOBAHHS
M0JIa€ JI0 OpraHy JIIEeH3yBaHHS 3asBY 32 (OPMOIO, HABEJCHOKO Y AOJATKY 2;

3 IMIOOPTY JKAPChKHUX 3ac001B (KpiM aKTUBHUX (papMalleBTUUHUX 1HTPEHIEHTIB)
Cy0’€KT TrocmofaploBaHHSl TOJAa€ [0 OpraHy JILEH3yBaHHS 3asBy 3a (opmoro,
HABEJICHOIO Y J0JIaTKy 3.

VY 3asBi 3a3HaYalOTHCS BC1 MICIlSl MPOBAKEHHS BUTY TOCIOIAPCHKOI MisITBHOCTI,
10 JIIIEH3YEThCS.

7. 1o 3asBM MpPO OTPUMAHHS JIIEH31T T0JAI0ThCS:

1) migTBepAHI JOKYMEHTHM MIOJO0 KOXHOTO MICISl TPOBAKEHHS BUIY
TOCTIOAAPCHKOI TisSTTBHOCTI, IO TiJUISTAE JIIEH3yBAaHHIO:

JUIs  BUPOOHUIITBA JIIKAPCHKUX 3ac00iB (IIPOMHUCIOBOT0) — KOMisl JIOCHE
BUPOOHUYOI TIIBHUII, 3aTBEPIKEHOTO CYO’ €KTOM rOCIOAapIOBaHHS;

JUIsT BUPOOHMIITBA (BUTOTOBJICHHS) JIIKapCHKUX 3ac00iB B yMOBaxX amTeKu —
BIJIOMOCTI 3a MIiAMHCOM 3asBHUKAa — Cy0’€KTa TOCIOJApIOBaHHS IPO HASBHICTH
http://yurist-online.org/
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MaTepianbHO-TeXHIUHOI 0a3u Ta KBamiikamiiiHWii piBeHb MpPALiBHUKIB, HEOOXITHUX
JUIS TPOBA/DKEHHS TOCTHOJAPChKOi ISJIBHOCTI 3 BHUPOOHHUIITBA (BUTOTOBJICHHS)
JKApChKUX 3aC001B B YMOBAX allTekH, 3a (HOpMOIO, HABEJICHOIO Y JOJATKY 4;

JUIsL PO3APIOHOT TOPTIBII JIIKAPCHKUMHU 3acC00aMU — B1JIOMOCTI MPO HasBHICTh
MaTepiaJbHO-TEXHIYHOI 0a3u Ta KBali(piKOBAaHOTO TIEPCOHANTY, HEOOXITHUX IS
MPOBA)KEHHSI TOCMOJAPCHKOI  MISUTBHOCTI 3  pO3ApiOHOI TOPTiBIi  JIKAPCHKUMHU
3aco0amu, 3a GOpMOI0, HABEJEHOIO Y TOJATKY 5;

JUIS OMTOBOI TOPTIBMII JIIKAPCHKMUMH 3aco0aMd — BIJOMOCTI MPO HAsSBHICTh
MaTepiaJbHO-TEXHIYHOI 0a3u Ta KBalipikOBAaHOTO TIEPCOHANTY, HEOOXITHUX IS
MPOBAXKEHHS TOCTIOAPCHKOI IISNIBHOCTI 3 OMTOBOI TOPTIBJII JIIKAPCHKUMHU 3ac0o0aMH,
3a (hOpMOI0, HABEJCHOIO y JOJATKY 6;

JUIS  IMIIOPTY  JIIKQpChKUX  3aco0iB  (KpiM  aKTUBHHUX  (papMarieBTUYHUX
IHTPENi€EHTIB) —  KOMisA  JOChE  IMIOpTEpa,  3aTBEPHKEHOTO  CyO €KTOM
TOCIOIapIOBaHHs, 332 (HOPMOIO0, HABEICHOIO Y T0IaTKY 7;

2) Komis Tmacmopra 3400yBada JNIEH311 3  BIAMITKOK  BiJMOBIIHOTO
KOHTPOJIFOIOUOTO OpraHy Mpo BIAMOBY dYepe3 CBOi pEIIriiHI TMepeKOHAaHHS BiJ
OPUMHATTS peeCTpaLifHOrO HOMEpa 00JIIKOBOT KapTKH TUIATHUKA MOJATKIB (MIOJAETHCS
TIIBKU (PI3UYHUMH 0CO0aMU — MIAMPUEMIISIMY, SIKI Yepe3 CBOI peiriiHi nepeKoHaHHs
BIJIMOBIISTFOTHCS BiJl IPUHHATTS peeCTpaIlifHOro HoMepa OO0JIIKOBOT KapTKH TUTaTHUKA
MOJIaTKIB Ta MOBIIOMIJIM TIPO 1€ BiJIMOBITHOMY KOHTPOIIOIOUOMY OpTraHy);

3) iHdopMallist PO BiACYTHICTH KOHTPOIIO (y 3HAYEHHI, HABEIEHOMY B CTaTTi 1
3akony Ykpainu “IIpo 3axucT eKOHOMIYHOI KOHKYpEHIlii’) 3a AISUTBHICTIO 3700yBadya
JineHs3ii 0cid — pe3uIeHTIB 1HIINUX JepKaB, 10 3M1HCHIOITH 30pOHHY arpecito mpoTH
Vkpainu (y 3HauyeHHi, HaBeaeHoOMy B crtarTi | 3akony VYkpainu “Ilpo obGopony
VYkpainu”) ta/abo Aii AKUX CTBOPIOIOTH YMOBU /JIi BUHUKHEHHS BOEHHOT'O KOHQIIKTY
Ta 3aCTOCYBAaHHS BO€HHOI cUJM TPOTH YkKpaiHu. Taka iHdopmariiss momaeTbcs B
JOBUIBbHIN opMi 3 JOTPUMAHHSIM BUMOT IMYHKTY 9 1iux JlileH31iiHMX yMOB.

8. Pa3om 13 BIAMOBIAHOIO 3asiBOIO Ta MIATBEPJHUMHU JTOKYMEHTaMH 3700yBau
minen3ii abo JileH3iaT TMojae 0 OpraHy JIIEH3yBaHHS [[Ba MPUMIPHUKH OIUCY
JIOKYMEHTIB (70J1IaTOK 8), Ha SKHX YIMOBHOBAXXEHOIO IOCAJ0BOI0 OCOOOI0 OpraHy
JIEH3yBaHHSI pOOUTHCS BIAMITKA MPO AATy MPUNUHATTSA JTOKYMEHTIB 1 3aCBIIUY€ETHCSA
CBOIM TIAMUCOM 13 3a3HAYCHHSM MPI3BHINA, iHIMiAMIB, mocagu. OIUH TPUMIPHUK
ONKCY HAJCUJIAETHCS OPTraHOM JIIEH3yBaHHS 3700yBauy uineH3ii (y pasi momaHHS
3n00yBaueM JIIEH31i JOKYMEHTIB JI0 OpraHy JilEH3yBaHHS HApOYHO — BHUIAETHCA
oMy HapO4YHO Ofpa3y ITicIs 3allOBHEHHS), a IPYTUH TMPUMIPHHUK OTHCY 3aJTUIIAETHCS
B OpTraHi JiIIEH3yBaHHS.

VYci nopani 3100yBaveM JileH31i TOKyMEHTH (OPMYIOTHCS B OKPEMY CIIPaBy.

9. JlokyMeHTH, IO CKJIaJarTbcs 3100yBadyeM JIEH31i Ta JIEH31aTOM
BIAMOBIMHO 10 1uX JIIIEH31MHUX YMOB, BHKJAJAIOThCS JCP)KaBHOIO MOBOIO Ta
HiAMUCYIOThCS 3700yBayeM JlineH3ii, JireH3iaToM abo 0co00i0, YIOBHOBa)KEHOIO
NPEJCTABIATH IOPUINYHY 0CO0Y y MPaBOBIIHOCHHAX 3 TPETIMH 0cobamu, abo 0co001o,
sKa Ma€ MPaBO BUMHSATH il BiJ IMEHI IOPpUAUYHOI 0coOM Oe3 JOBIPEHOCTI, 30KpeMa
MiMUCYBAaTH JOTOBOPHU Ta JIaHi PO HASBHICTH OOMEXKEHb MO0 MPEICTABHUIITBA Bi
IMEH1 FOPUINIHOI 0CO0H.

http://yurist-online.org/
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10. Opran nineH3yBaHHS NpHUiMae pilIeHHS NPO BHUAady JineHsii abo mpo
BIZIMOBY B ii BHJa4i y CTPOK HE MI3HIIIE JAECATH pOOOYMX IHIB 3 JAHS OTPHUMAHHS
OpraHOM JIIEH3yBaHHs 3asBU PO OTPUMAHHS JIIIEH31i Ta JIOKYMEHTIB, IO JTOAAI0THCS
IO 3asIBH.

[TimcTaBoro nmjisi BHUAyi JIIEH311 Ha MPOBAKEHHS TOCHOJAPCHKOI MIsUIBHOCTI 3
BUPOOHUIITBA (BUTOTOBJICHHS) JIKApChKUX 3acO0IB B yMOBaxX amnTeKH, OMNTOBOI,
pO3apiOHOI TOPriBIl JIKAPCHKUMHM 3acO0aMH € HasSBHICTh MaTepiaibHO-TEXHIYHOT
0a3u, KBami(iKOBAHOTO TMEPCOHATY, BIAMOBIAHICTh SKHUX BCTAHOBJICHUM BHMOTaM Ta
3asBJICHUM Yy T[IOJAaHUX 3asiBHUKOM JIOKYMEHTaxX JJisi OJepKaHHS  JIeH31l
XapaKTepUCTUKAM IIJIsrae 000B’A3KOBIN NEPEBIPIIl Nepe]] BUAAUECIO JIILIEH31T y MeKax
CTPOKiB, mependayeHux JUIsl BHAAYl JIIEH31i, 32 KOXHUM MICHEM MPOBAKECHHS
TISITBHOCTI OpraHOM JIIIIEH3yBaHHSA a00 HOTO TEpUTOpiaJIbHUMH OpTraHaMH Y MOPSIKY,
BU3HaueHOMy MO3.

[lincTaBoro st BUAyl JIIEH311 Ha MPOBAKEHHS TOCHOJAPCHKOI MISUTBHOCTI 3
BUPOOHUIITBA (BUTOTOBJICHHS) JIIKAPCHKUX 3aC0O01B, IMIIOPT JIIKAPChKHUX 3ac00IB (KpiM
aKTUBHUX (papMarieBTUUHUX I1HTPEIIEHTIB) € HAsBHICTH BIJIMOBIIHOI MaTepiaabHO-
TEXHIYHO1 0a3H, KBalIi(hiKOBAHOIO NEPCOHATY, a TAKOX YMOB IIOJAO KOHTPOIIO SKOCTI
JIKapChKUX 3ac001B, 110 BUPOOIATUMYThCS Ta/ab0 OynyTh BBO3UTHUCA. BinmoBigHICT
MaTrepiaJbHO-TEXHIYHOI 0a3u, KBajiikamii TepcoHaly, a TaKOX yMOB IIOJO
KOHTPOJIO SIKOCTI JIKAapChKUX 3aco0iB, 1[0 BUPOOISATUMYThCS Ta/abo OyIyTh
BBO3HTHCS, BCTAHOBJICHUM BUMOTAM Ta 3asBIICHUM Y IMOJaHUX 3asIBHUKOM JOKYMEHTaxX
JUIS OJIepKaHHS JIIEH31i XapaKTepHUCTHKaM Iijisrae oOOB’S3KOBiM TEpeBIpIl 10
BHJIaul JIIIEH31i Yy MeXax CTPOKIB, MepeadaueHux JUIsl BHUIAYl JIIEH31i, 32 KOXHUM
MICIIEM TPOBA/KEHHS AISUTBHOCTI OPraHOM JIICH3YBaHHS y MOPSJKY, BUSHAYCHOMY
MO3.

11. Jlimensiss Ha BUPOOHUIITBO JIKAPCHKUX 3aCO0IB BUIAETHCS 3 YpaxXyBaHHSIM
neperiky JKapchbKuX (GopM 3a KOXKHHM MICIIEM MPOBAPKEHHSI TOCTOJapChKOT
JUSTIBHOCTI Ta OCOOJMBUX YMOB THPOBA/UKEHHS [ISJIBHOCTI, SIKI 3a3HAYalOThCS Y
JIoMaTKy Jjo mneHsii. JlomaTtoxk g0 JineH3ii € i HEBIJI'€MHOI YacTHHOK Ta
obopmioeThC  3a  (popMoro, HaBelaeHOK Yy JgodaTky 9. HasBHicTh momaTka
3a3HAYAETHCA B JIIEH31l Ha BUPOOHUIITBO JIKAPCHKUX 3ac00iB MijJ Yac ii BuAadl Ha
MarnepoBOMY HOCIi Ta B €JIEKTPOHHOMY BUTJISIAL (BHOCUTHCS 4O €AMHOTO JEPKABHOTO
peeECTpY HOPUAMYHHX 0cCi0, QI3HYHUX 0Ci0 — MIAIPHEMIIB Ta T'POMAJICHKUX
dbopMyBaHb).

12. JlineH3iga Ha IMOOPT JIKApChKUX 3ac001B (KpiM aKTUBHUX (hapMaleBTUYHUX
IHTPE/II€HTIB) BUIAETBCA pa3oM 13 JIOaTKOM, Yy SIKOMY 3a3HAu4aloThCS MiCIs
NPOBA/PKEHHS JISUTBHOCTI JIiLIEH31aTa, MepetiK JIKapChbKUX 3aco0iB, JO3BOJICHUX 0
IMIIOPTY JIIIEH31aTy, Ta OCOOJIMBI YMOBHU TPOBAKCHHS AisIbHOCTI. JlomaTok 10
JmineH3ii Ha IMIOPT JIKAPCBKUX 3ac00iB  (KpiM akTUBHUX (apMaleBTUUHHUX
IHTpEII€HTIB) € 11 HeBiJ €MHOI0 YaCTHHOIO Ta O(POPMITIOETHCS 32 (POPMOIO, HAaBEACHOIO
y noxatky 10. HasBHICTH mojaTka 3a3HA4aeThbcsl B JIIEH311 Ha IMIOPT JKAPCHKHUX
3ac00iB (KpiM aKTHBHUX (apMaleBTUYHMX IHTPEIEHTIB) MiA 4Yac ii BUJadl Ha
narnepoBOMY HOCII Ta B €EKTPOHHOMY BUIJISI (BHOCUTHCS 10 €IUHOTO AP KaBHOTO
peectpy ropuandHUX o0ci0, (i3UYHEX 0Ci0 — MIANPUEMIIB Ta TPOMAICHKHX

dbopmyBaHBb).
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13. ¥V pasi cTBOpeHHS JileH31aTOM, SKUI MPOBAIUTh TOCIOIAPCHKY AISUTBHICTD 3
BUPOOHUIITBA (BUTOTOBJICHHS) JIKAPCHKUX 3ac00iB, ONTOBOI, PO3APiOHOI TOPTIBII
JKApChbKUMHU 3aC00aMH 3T1IHO 3 OTPUMAHOIO JIIEH31€10, HOBOT'O MICIISl TPOBAI>KEHHS
rOCIOAAPCHKOI JISJIbHOCTI BIH MOJA€ 10 OpraHy JILE€H3yBaHHS 3asiBy PO BHECEHHS /10
€IMHOTO JIEPKABHOTO PEECTPY IOPUIUYHUX OCI0, (GI3UIHUX 0CI0 — MIANPHUEMIIIB Ta
rpoMajicbkuX (opMyBaHb BIIOMOCTEH TIPO MICH TPOBAHKEHHS JIIEH31aTOM
rOCHOJIapChKOI JISJIBHOCTI 3 BUPOOHMIITBA (BUTOTOBJICHHSI) JIKAPCHKUX 3ac00iB B
yMOBax anTeKH, ONTOBOI, pO3/piOHOI TOPTIBII JIKapCHbKUMHU 3acobamMu (omaTok 11)
Ta JOKYMEHTH, TiepeadadeHi myHkToM 7 1iux JIiIeH31MHIX YMOB.

Posrisin 3asBu mipo BHECEHHsSI 10 €IUHOTO JEP)KABHOTO PEECTPY FOPUTUTHHX
0ci0, (I3MUHUX OCI0 — MIANPHUEMIIB Ta TPOMAJCHKUX (POPMYBaHb BIJOMOCTEN MPO
MiCIlsl TIPOBQKCHHS JIIIEH31aTOM BHJY TOCHOJAPCHKOI MISIBHOCTI, M0 TiJyIsITae
JIIEH3yBaHHIO, 3IHMCHIOETHCS OpPraHOM JIIEH3YBaHHS y TOPSJIKY, MepeadadyecHOMY
nyHkToM 10 nux JlineH31iHux yMOB.

VY pasi 3MiHH B1IOMOCTEH, IO TTOB’s13aHi 13 3MiHOKO 1HGOpMaIlii po JIileH31aTa,
AK1 Oynu BHECEeH1 0 €TUHOTO Jep)KABHOTO PEECTPY IOPUIUYHHX 0Ci0, Pi3uyHMX 0Cci0
— MIOOPUEMIIB Ta TPOMAACbKUX (OpMyBaHb, a caMe€ pO3IMIMPEHHS NEpPemiKy
JTKApChbKUX (opM, IO TUIAHYETHCS 1O BHUPOOHUIITBA 3a MICISIMH TMPOBAKECHHS
rOCIIO/IaPCHKOI ISUIBHOCTI, CTBOPEHHS HOBOT'O MICIS MPOBAKEHHS TOCHOIAPCHKOT
TISJIBHOCTI 3 BHUPOOHHUIITBA JIIKAPCHKUX 3aco0iB, JIIEH31aT, SKHH IPOBAJNTH
JUSTBHICT 3 BUPOOHUIITBA JIKAPCHKUX 3aC001B, OJIa€ IO OpPTraHy JILEH3YBaHHS 3asBY
PO BHECEHHS 0 €IMHOTO JEP>KaBHOTO PEECTPY OPUINYHUX 0Ci0, Pi3nyHuX 0cid —
MIIIPUEMITIB Ta TPOMAJCHKUX (OpPMyBaHb BIJOMOCTEH TIPO MICII MPOBAKESHHS
JIEH31aTOM BUAY TOCMOJAAPCHKOI AISUTBHOCTI, IO MIAJATAE JIIEH3YBAaHHIO (JI01aTOK
12), Ta noxymeHTH, nepeadayeHi nyHkToM 7 nux JlineHsiitHux ymoB. Po3risy 3asBu
PO BHECEHHS 0 €MHOTO JEP>KaBHOTO PEECTPY IOPUIUIHHX 0Ci0, Pi3uyHMX 0Cci0 —
HiNPUEMITIB Ta TPOMAJACHKHX (OpMyBaHb BIIOMOCTEH MPO MICIS TPOBAKEHHS
rOCTIOJIAPCHKOT TISNTBHOCTI 3 BUPOOHMIITBA JTIKAPCHKUX 3aC001B 311 CHIOETHCS] OPraHOM
JIEH3yBaHHSL y TOpAIKY, nepenadadeHomy myHkToMm 10 1ux JlineH3iiHUX YMOB.
Jlomatok 1o mineHs3ii mijysirae nepeoGopMICHHIO.

VY pasi 3MiHM BiJOMOCTEH, 110 MOB’s3aHi 13 3MIHOIO 1H(pOpMallii Mpo JileH3iara,
aK1 OyaM BHECEH1 10 €IUHOTO JEPKABHOTO PEECTPY IOPUANIHUX 0C10, Hi3UIHUX OCI0
— MIJOPUEMINIB Ta TPOMAJChKUX (OPMYBaHb, a CaM€ CTBOPEHHS HOBOTO MICIS
MPOBAKEHHS TOCMOMAPCHKOI JISUTBHOCTI 3 IMIOPTY JIKApChKUX 3ac00iB, JilIEH31aT,
AKUI TpOBaguTh MJISUIBHICTH 3 IMIOPTY JIKAPCHKUX 3aco0iB (KpIM aKTUBHUX
(dapMarieBTHYHUX 1HTPEAIEHTIB), IOJA€E 0 OpraHy JIIEH3YBaHHS 3asBY PO BHECEHHS
0 €IMHOTO JEP’KaBHOTO PEECTPY IOPUIAUYHUX OCI0, (i3MUHUX 0CI0 — MiAPUEMITIB
Ta TPOMaJICEKUX (OPMYBaHb BIJOMOCTEH MPO MICIS MPOBAKEHHS JIIIEH31aTOM BUIY
rOCIOJaPChKOI JISTIBLHOCTI, 110 MJIATAE JIIEH3YBaHHIO (0AaToK 13), Ta TOKYMEHTH,
nependadeni myHkToMm 7 mux JlineH3idHuX ymoB. Po3rmsa 3asBu mpo BHECEHHS IO
€IUHOTO EePKABHOTO PEECTPY HOPHIANIHUX OCI0, (i3MUHUX 0Ci0 — MiTIPHUEMIIIB Ta
rpoManchkux (GOpMyBaHb BIJOMOCTEH MPO MicHs TPOBAIKEHHS TOCHOJAPCHKOT
JISUTBHOCTI 3 IMIOPTY JIKapCchKUX 3aco0iB  (KpIM aKTUBHUX (papMaleBTHUYHUX
IHTPEIEHTIB) 3MIACHIOETHCS OPraHOM JIIIEH3YBAaHHA Yy TOPSAKY, TepeadadeHoMy
nyHkToM 10 nux Jlinensiinux ymoB. JJogaTok g0 miteH3ii miajsrae nepeoGopMiIeHHO
(momatok 14).
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14. YV pa3i nikBijamii (MPUTIMHEHHS) JTIEH31aTOM MICI  MPOBAKEHHS
roCIoJapChKOi TISUTBHOCTI, 3a SKUM MpOBaguiacs MisUTBHICTh 3 BHPOOHHUIITBA
(BUTOTOBJIEHHA) JIKapChKUX 3aco0iB B yMOBaX AamTEKH, ONTOBOI ab0 po3aApiOHOI
TOPriBIl JIIKAPCBKUMHU 3aco0amMu 3riAHO 3 OTPUMAaHOK JIILEH3I€l0, JIlEeH31aT
3000B’sI3aHUN MPOTATOM CEeMH poOOYMX JIHIB BiJ JHSA JIKBiAAIlii Takoro MicIs
MPOBAKEHHS TOCIOJAPCHKOT ISIIBHOCTI MOAATH [0 OpraHy JIEH3yBaHHs 3asBY MPO
BHECEHHS 3MIH J0 €IMHOTO JEPKaBHOTO PEECTPY IOPUAUYHUX 0C10, (PI3UYHUX 0C10 —
MIIIPUEMITIB Ta TPOMAACHKUX (DOPMYBaHb y 3B’S3KYy 13 NMPUIIMHEHHSAM JIsJIBHOCTI 3
BUPOOHUIITBA (BUTOTOBJICHHS) JIKAapChKUX 3acO0IB B yMOBaxX amnTeKH, OMTOBOI,
pO3apiOHOI TOPTiBII JIKAPCHKUMH 3aco0aMHu 3a TMEBHUM MiCIeM 1i MpPOBAKECHHS
(momatok 15).

Y pa3i  gmikBigamii  (IpUOMHEHHS)  JIIEH31aTOM  MICId  TPOBAaKCHHS
TOCIOJAPCHKOI TISTIBHOCTI 3 BUPOOHMIITBA JTIKAPCHKUX 3ac00iB Ta 3MiHU BIJOMOCTEH,
30kpema iH(popmarii mpo dineHsiata, ki Oynau BHECEHI 0 €IMHOTO AEpPKABHOTO
peECTPY HOPUAMYHHX 0cCi0, GI3UYHEX 0ci0 — MIANPHEMIIB Ta T'POMAJICBKUX
dbopmyBaHb, a came 3BYXXEHHS IEpeiKy JIKapChbKUX (GopM, IO BUPOOISIOTHCSA 3a
MICIISIMU MPOBAKEHHS TOCMOAAPCHKOT MISITBHOCTI, a TAKOX MPUIUHEHHS JIIIIEH31aTOM
JISJIBHOCTI 32 TIEBHUM MICIEM 1i TPOBAKCHHS JIIIEH31aT 3000B’SI3aHUN MPOTATOM
ceMH poOOYMX IHIB BiJ JHS HACTaHHS TaKUX 3MIH IMMOJATH 10 OpraHy JilleH3yBaHHS
3asBy PO BHECEHHS 3MiH J0 C€IUMHOTO JEPKaBHOTO PEECTPY HOPHANYHHX OCIO,
¢13uuHUX OCi0 — MIANPUEMIIB Ta TPOMAJACBKUX (OPMyBaHb Yy 3B’SI3KYy 13
MPUITMHEHHSM JISJIBHOCTI 32 TIEBHUM MicIleM 11 mpoBa/pKeHHs (JTiKBimamii) (101aTok
16). JlomaTok 1o mineHs3ii miasirae nepeoGpopMISHHIO.

Y  pa3i  jikBigamii  (OpUNWHEHHS)  JIIIEH31aTOM  MICIS  IPOBAKCHHS
rOCMOAAPCHKOI  JIAJIBHOCTI 3 IMIOPTY JIKapchbKUX 3aco0iB  (KpiM aKTUBHHX
dbapmanieBTUYHUX 1HTPENIEHTIB) Ta 3MIHU BiIOMOCTEH, 30KpeMa iHdopmMmarii mpo
JineHsiata, sKi OyJm BHeCEHI 10 €IWHOTO JIepKAaBHOTO PEECTPY HOPHIUYHUX OCiO,
¢13uuHUX 0Ci0 — MIANPHUEMIIB Ta TPOMaJAChbKuUX (OpMyBaHb, a came JIKBigamii
(MpUTIMHEHHS) JIIEH31aTOM TMPOBAKEHHS JiSUIBHOCTI 3a TIEBHUM MicleM il
MPOBAPKCHHS, JIIEH31aT 3000B’sA3aHUN TPOTITOM CceMH pPOOOYMX [HIB BiJ JIHS
HACTaHHS TaKWX 3MiH TOJIaTH J0 OpraHy JIIEH3yBaHHS 3asBY MPO BHECEHHS 3MiH JI0
€IMHOTO JIePKABHOTO PEECTPY IOPUIUYHUX OCI0, (PI3UYHUX 0CIO — MIANPHUEMIIIB Ta
rpoMaicbkux (hOpMyBaHb y 3B’SI3KYy 3 MPUIIMHEHHSM JiSUTbHOCTI 32 TIEBHUM MiCIeM i
npoBa/pkeHHs  (mikBimamii) (momarok  17). JlomaTok g0 mineH3il  mijsrae
nepeoOopMIIEHHIO.

15. Y pasi 3Minu iHpopmariii y 70o1aTKy 70 JileH3ii Ha BAPOOHUIITBO JIKapChKUX
3ac00iB MO0 OCOOTMBUX YMOB IMPOBAKEHHS TOCIOAAPCHKOI MiSIBHOCTI JIIIEH31aT
1oJla€ 10 OpraHy JIIEH3YBaHHs 3asBY PO 3MiHY iHPOpMaIli y 10AaTKy 10 JILEH311 Ha
BUPOOHUIITBO  JIIKAPCHKUX 3acO0IB  IIOJAO OCOOJUBUX yMOB IPOBAKEHHS
rocroAapchkoi misutbHOCTI (momatok 18). Opran mineH3yBaHHS MPOTATOM JECSATH
poOOYMX JTHIB MpUHMAaE PIllIEHHS MI0/I0 BHECECHHS 3MiH y JIOJIaTOK.

V pasi 3MiHu Ta/ab0 TOMOBHEHHS MEPeiKy JIKapChKUX 3aco01B, J03BOJICHUX 10
IMOOPTY JIEH31aTy, a TaKOX OCOOJMBHUX YMOB MPOBADKCHHS MiSUIBHOCTI JIOJAaTOK
nijnsarae nepeoGopMICHHIO, A BOTO JIIEH31aT MOJA€ JO0 OpraHy JiIEeH3YBaHHS
3asBY Mpo 3MiHY iHpopMalii y J0JaTKy 10 JIIeH31i 3 IMIOPTY JiKapChKUX 3aco0iB
(kpiM akTUBHUX (apMalleBTHUYHHUX IHTPEHI€HTIB) (IomaTok 19), ska po3TisgaeThes
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OpPraHoOM JILEH3YBaHHS NPOTITOM JecATH poboumx maHiB. OpraH JileH3yBaHHS
HPOTATOM JIECSATH PoOOYNX AHIB MpUKMAE PIillICHHS 1010 BHECEHHS 3MiH Y 10JIaTOK.

16. 3asBa mpo 3BYKEHHS MPOBAIKEHHS BHAY TOCIOJAPCHKOI MisITbHOCTI
0hOpMITIOETHCS 32 POPMOIO, BCTAHOBJIEHOIO y noaaTky 20.

17. 3asiBa mpo pO3IMIMPEHHS MPOBAKEHHS BUIY TOCHOJAPCHKOI AISUIBHOCTI
oopMITIOETHCS 3a (HOPMOIO, BCTAHOBJICHOIO Y A0AaTKYy 21.

Jlo 3asBH MpO PO3MUPEHHS NPOBAHKCHHS BHUIY TOCHOMAPCHKOT isSUTHHOCTI
JIOTAIOTHCSA IOKYMEHTH, TependayueHi myHkToM 7 nux JIileH31iiHuX yMOB, Y YacTHHI,
Ha Ky JIIeH31aT Ma€ HaMip PO3IITUPHUTH CBOO JiSTIbHICTD.

18. 3asiBa mpo aHyIrOBaHHS JIIEH311 0OPMITIOETHCS 3a (POPMOIO, BCTAHOBICHOIO
y Aonarky 22.

Oprani3zariifHi BAMOTH

19. BupoOHUIITBO JiKapChKUX 3ac0o0iB, ONTOBa Ta po3apiOHA TOPTIBIA
JIKapChKUMM  3aco0aMM,  IMIOOPT  JIKAapChKUX  3aco0iB  (KpIM  aKTUBHHUX
dbapMaleBTUYHNX 1HTPEIIEHTIB) 3IIHCHIOIOTBCS Cy0’€KTaMH TOCIOJApIOBaHHS Ha
MiJCTaBl JIIEH31i Ha BIAMOBIIHWN BUJ IISJIBHOCTI 32 YMOBH BHKOHAHHS KaJpOBHX,
OpraHi3alliiHUX, THIIUX CHEI[laJlbHUX BUMOT, YCTaHOBIEHUX IuMu JlineH31HHUMH
YMOBaMH.

20. JlimeHsiaT TpPOBaJAWTH BHJ TOCIOAAPCHKOI ISIBHOCTI, IO IIJJISATAE
JIIIEH3yBaHHIO, BUKIIFOYHO B MEXaX MICIlb IPOBAKEHHS TOCTIOIAPChKOI AISIILHOCTI,
[0 MiAJIATae JIEH3yBaHHIO, BIJOMOCTI MPO sIKIi BHECEHO N0 €IUHOTO JEPKABHOTO
peECTPY HOPUAMYHHX 0Ci0, QI3UYHEX 0ci0 — MIANPHEMIIB Ta T'POMAJICHKUX
dbopMyBaHb, Ta BHUKOPHCTOBYE BHUKIIOYHO Takl MICIs Yy TMPOBAKEHHI BUITY
rOCTIOIAPCHKOT TISUTBHOCTI, IO MiAJISATa€e JIIEH3yBaHHIO.

21. YV pasi 3akpuTTs MiICld TMPOBAIKEHHS TOCMOAAPCHKOT ISTBHOCTI ISt
MPOBEJIEHHSI PEMOHTHHX pOOIT, TEXHIYHOrO TepeoOsiafHaHHS YW IHIIUX POOIT,
MOB’S3aHUX 3 BEJCHHSIM IIEBHOTO BHUAY TOCIOJAPCHKOI MISUTBHOCTI 3TITHO 3 IUMH
JlineH3iiHUMHM yMOBaMmH, JIiIEH31aT THUCHbMOBO TOBIJOMIISIE TIPO 1€ OpraHy
JIIIEH3yBaHHS HE Mi3HIIIe HiXK 32 IecATh poOOYHX JHIB BiJ] 1aTH MOYATKY IIUX POOIT.

[Tpo 3akpuTTS MiCIIs TPOBAIKEHHS TOCMIOAAPCHKOI ISIBHOCTI, SIKUM € alTeYHUN
3aKyaj, JUis MPOBEICHHS PEMOHTHUX POOIT, TEXHIYHOTO MepeoOiIaHaHHSI UM 1HIIUX
poOIT JileH31aT TaKoXX MUCbMOBO TMOBIIOMIISIE TEPUTOPIAIBHOMY OpraHy oOpraHy
JIIEH3yBaHHS 32 MICLE3HAXO/DKEHHSM aNTeYHOro 3aKiagy y CTPOK, 3a3HaueHUil B
a03ami mepuioMy LBOTO IMYHKTY, Ta PO3MILIY€E MOPSI 3 1H(POPMAIIE0 MPO PEKUM
pOOOTH OTOJIOMIECHHS PO ATy Ta MEPiod 3aKPHUTTSI.

He nomyckaeTbcst BHpPOOHMITBO Ta 30epiraHHs JKapChKUX 3aco0iB y
NPUMIIIEHHAX MICIlb MPOBA/DKEHHS [ISIIBHOCTI, SKI 3aKpUTi Ui TMPOBEIACHHS
PEMOHTHHX POOIT, TEXHIYHOTO MepeoOIaIHaHHS UM HIIUX POOIT.

22. Y pa3l BIZHOBJIEHHS pPOOOTH MICIl MPOBAKEHHS MISUIBHOCTI TICHS
NPOBEACHHS PEMOHTHHUX pOOIT, TEXHIYHOro TmepeoOiajHaHHS UM IHIIUX POOIT
Jinensiar 3000B’A3aHUI MHCHMOBO IMOBIAOMUTH TPO II€ OpraHy JIIEH3YBaHHS HE
MI3HIIIE HIXK 3a JeCATh poOOYUX HIB BiJl JaTH BiIHOBJICHHS POOOTH.
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[Tpo BimHOBIEHHS POOOTH MICIsI TPOBAKEHHS JISUTBHOCTI, SKUM € alTeUHUN
3aKja, MICHsA MPOBEICHHS PEeMOHTHHUX POOIT, TEXHIYHOTO MepeoOIafHaHHS UM THITUX
poOIT JileH31aT TaKOX IUCHbMOBO IOBIIOMIISIE TEPUTOPIAILHOMY OpraHy OpraHy
JIIEH3YBaHHS 3a MICI[€3HAXO/DKEHHSIM aNTeYHOTO 3aKiady y CTPOK, 3a3HAUYCHUU B
a03alli MepIIomMy 1bOro MyHKTY.

23. He nmomyckaerhcsi MPOBEACHHS PEMOHTHHX POOIT y NPHUMIMIEHHAX MiCIh
MPOBAXKEHHS JISTIBHOCTI MMiJIT 4YaCc BUPOOHUIITBA, KOHTPOJIIO SKOCTI Ta 30epiraHHA
JKapChKUX 3aC001B, sIKI MOKYTh MPU3BECTH J0 3MIHM YMOB BUPOOHHUIITBA, KOHTPOJIIO
SAKOCTI Ta 30epiraHHs JIKapchKUX 3aco0iB, MependayeHuXx BUPOOHMKOM, Ta 10
HOTIPIIEHHS X SKOCTI.

24. JlinensiaTt 3a0e3neuye OTPUMAaHHS KOPECHOHJICHIIII, Y TOMY YHCHI Ti€i, 110
HAJICUJIAE€THCSl OPTaHOM JIIIEH3YBAaHHS Ta HOTO TEPUTOPIaIbHUMH OpraHaMH, 3a CBOIM
MICIIC3HAXO/DKEHHSIM Ta TMOBIJOMJICHb B CIEKTPOHHOMY BWIJISII 33 aJpecoro
€JIEKTPOHHOI MMOIITH, 3a3HAYEHOIO Y 3as1B1 PO OTPUMAHHS JILEH31].

25. Tlix 4ac mpoBeJCHHS OPTaHOM JIIIEH3YBaHHSI a00 HOro TEepUTOpIaAIbHAM
OpraHoM 3axOJiB KOHTpPOJIO 3100yBad JimeH3ii abo irneH3iaT 3000B’si3aHUIMA
3a0e3eYnTH:

NPUCYTHICTh KEpIBHHMKA 3/100yBaua JineH3ii abo jineH3iata, WOro 3acTylHUKa
a00 1HIIIO1 YITOBHOBAXXEHO1 0COOH;

JOCTYII Ha TEPHUTOPItO JireH31aTa abo 3100yBava JileH3ii y BUpOOHUYI Ta 1HIIII
MPHUMIIICHHS, SKi BUKOPUCTOBYIOTHCS JUIS MPOBA/KEHHS TOCIIOAAPCHKOI JTisSTBHOCTI 3
BUPOOHUIITBA JIIKAPCHKUX 3ac00iB, OMNTOBOI, pPO3ApiOHOI TOPriBII JIIKAPCHKUMHU
3acob0amMu, IMIIOPTY JIKAapChKUX 3aco0iB  (KpIM aKTUBHUX (apMaleBTHUHUX
IHIPEIEHTIB), ISl OOCTEXKEHHS 1 3’SCyBaHHS MUTaHb, OE€3MOCEPEAHBO MOB’SI3aHUX 3
NEPEBIPKOIO;

JOCTYI 10 TIPUMIIICHb JIiIeH31aTa, SKOMY TepenaHi Ha 30epiraHHs JiKapchKi
3acoou;

JIOCTYTI 0 TEXHIYHUX 3aCO0IB 1 CUCTEMHU 3a0e3MeUYeHHs SKOCTI BUKOHABIIS, KU
3MIIACHIOE BUPOOHHUIITBO Ta/a00 KOHTPOJIb SIKOCTI JIIKAPCHKUX 3aC001B 32 KOHTPAKTOM.

26. Immopr nikapchbkux 3aco0iB, ONMTOBa Ta PO3JApiOHA TOPTIBIA JTIKAPCHKUMU
3aco0aMM JOMYCKAEThCS JIMIIIE 3apEECTPOBAHMMHU B YKpaiHi JIKapChbKUMHU 3aco0amu,
KpIM BUMAIKIB, mepeadaueHnx 3akoHoM Ykpainu “IIpo mikapceki 3acobu”, 3a
HasIBHOCTI cepTHU(ikaTa SKOCTi, IO BUAAETHCS BUPOOHUKOM (ISl SIKUX MOKJIMBO
¢dbopmMyBaHHS, HAsIBHICTH Ta 30€piraHHs B €JIEKTPOHHOMY BUTJISII).

Cy0’exT rocnogaproBaHHs 3000B’s3aHUN BXKWBATH 3aXOJiB s 3a0€3MeUeHHS
SIKOCTI JIIKapChKHUX 3aCO0IB il Yac MPOBAKEHHS BiIOBIHOTO BHIY TOCIOIAPCHKOT
ISTIBHOCTI.

VY Bumagkax, nependoaueHux Ilopsakom 3a1HCHEHHS JEp>KaBHOTO KOHTPOJIIO
SKOCTI JIIKAPChKHUX 3aco0iB, 10 BBO3ATHCS B YKpaiHy, 3aTBEPPKEHUM IOCTaHOBOIO
Ka6inery Minictpie Ykpainu Binm 14 Bepecust 2005 p. Ne 902 (Odimiitauii BicHUK
VYxpainn, 2005 p., Ne 37, ct. 2297; 2012 p., Ne 65, cT. 2654), KO’KHA cepis JTIKaPChKUX
3ac00iB CYyNPOBOKYETHCSI BUCHOBKOM TIPO SIKICTh BBE3CHHX JIIKAPChKUX 3aCO0IB.
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KoHTpone sKOCTI IMyHOJOTIYHUX TpenapatiB 3AIMCHIOETHCS BiAMOBIIHO 0
3atBepkeHoro  MO3  mopsaky — 3IIMCHEHHS  KOHTPOJIO 33 BIJMOBITHICTIO
IMYHOO10JIOTTYHUX IpPEenapaTiB, U0 3aCTOCOBYIOTHCA B MEAMYHIN MPAKTULl, BUMOram
Jep’KaBHUX 1 MDKHAPOAHUX CTaHAAPTIB.

TopriBis HEAKICHUMH JIKApCHhKUMH 3aco0aMH a00 TaKMMH, TEPMiH MPUIATHOCTI
SAKUX MHHYB, a00 Ha sK1 BIJCYTHIN cepTHdIKaT SKOCTI, IO BUIAETHCS BHPOOHHUKOM
Ta/ab0 IMIIOPTEPOM, 3a00POHSIETHCSL.

TOpFiBJ'IH J'IiKapCBKI/IMI/I 3aCO6aMI/I, BHUI'OTOBJICHUMH aIITCKOKO 3 IMOPYIICHHAMU
YMOB BI/IpO6HI/IHTBa, HC JOITYCKA€ThCA.

Cy0’exkT rocmojaproBaHHs 3000B’si3aHUN  30epiraTh  cepTU(IKATH  SKOCTI
BUpOOHUKAa Ta/abo iMmoprepa (KOmii Ha ManepoBUX YM CKAaHOBaHI KoIii Ha
CICKTPOHHUX HOCIAX) Ha cepii JIKapChbKUX 3aco0iB, peandizoBaHUX Cy0O’ €KTOM
rOCIIO/IapIOBAHHSI, IPOTITOM TPbOX POKIB 3 IaTH MPHUI0aHHS.

Y pa3i 30epiraHHs cepTU]PIKATIB SKOCTI y BHUIJIAII CKAaHOBAHMUX KOIIIM
cepTudikaTiB JiIeH31aT 3000B’13aHU HajAaTH (HA BUMOTY) iX mamepoBi KOl y CTPOK
HE TI3HIIIe ABOX poOOYNX JIHIB.

27. TopriBist JiKapChbKUMHU 3aco0aMH 31HCHIOETHCS BUKIIOYHO 4Yepe3 anTedHi
3aKJIa7u 1 He MOXKE 3/IIMCHIOBATHUCS TUCTAHIIINHO Ta IUIAXOM €JIEKTPOHHOI TOPTiBIIi, a
TaKOXX IIOIITOK 1 Yepe3 Oynb-sKi 3aKiaad, KpiM anTeuyHHUX, Ta I03a HUMH, KpiM
BUITAJIKiB, TIepe0aueHuX MU JIIIeH31MHIMH YMOBaMHU.

Anrteka Ta il CTPYKTypHI HIAPO3JLIM, anTeyHUN ckiaj (0a3a) € 3akiagamu
OXOpOHU 370pOB 1.

28. Y mnpuMIlIEHHSAX anTeYHWX 3aKIaiB JO3BOJSEThCS 30epiraHHs JIHIIe
JIKapChKUX 3ac00iB Ta TOBApIB, Kl MAIOTh MPABO MPUIOABATH Ta MPOAABaTH aNTEYHI
3aKiaaM Ta IX CTPYKTYpPHI HiAPO3JUIH, Nepenik sSkux 3arBepmxeHo MO3 (mam —
CYITyTHi TOBapH).

VY nOpuMINIEHHSX anTeYHUX 3aKiIajiB JI03BOJSETHCS 30epiraHHS JIIKapChKUX
3aco0iB Ta CYIMyTHIX TOBapiB, III0 HE HAJIEkKATh JIIEH31aTy, Y BUMAIKaX:

KOJIM TaKl JIIKapChKi 3acO0M Ta CYIyTHI TOBapHW 3aKyIUIEHI 3a JAep>KaBHI KOIITH
abo oTpuMaHi sk ryMaHiTapHa Ta/abo OyiaroiiiiHa JOMOMOTa;

KOJIM Taki JIIKapChKl 3ac00M Ta CyMyTHI TOBapU HaJIeKaTh 1HIIOMY JiIEH31aTy, a
JineH3iaT, mo ix 30epirae, MATBEPAMB BIAMOBIIHICTE BHMOTaM II0JI0 HaJIEKHOI
NPaKTUKH JUCTPUOYIII.

Jlikapcbki 3aco0u Ta CymyTHI TOBapd, II0 HAIIWIIIM OO aNTeYyHOTO 3aKjany,
ONpUOYTKOBYIOThCSI MICHSI TMEpeBIpKH iX (QAKTUYHOI KUIBKOCTI Ta TMPOBEACHHS
BX1/IHOTO KOHTPOJIIO SIKOCTI, ajie He Mi3HillIe HACTYITHOTO POOOYOro AHS 3 MOMEHTY iX
OTPUMAaHHS.

VY BUpOOHMYUX MPUMIIIEHHAX aNTEYHHUX 3aKJIa/iB HE AOMYCKA€ThCs 30epiraTu Ta
BXKUBATH OCOOMCTI JIIKApChKi 3aCcO0U, Xap4yoBi MPOAYKTH, 30KpeMa KyBaJIbHY TYMKY,
HAIoi, TIOTFOHOB1 BUPOOH, Ta TIAIHUTH.

29. Jlinensiat 3000B’s13aHUI MPOTATOM CTPOKY Aii JieH3ii 30epiraT T0KyMEeHTH
a00 KoIii TOKyMEHTIB, fIKi:

http://yurist-online.org/



http://yurist-online.org/

14

NOJABANKCS 10 OpraHy JIIEH3YBaHHS BIAMOBITHO 0 BUMOT 3aKOHY YKpaiHu
“IIpo mimeH3yBaHHS BUIB TOCTIOIAPCHKOT MisUTBHOCTI”,

M1ITBEP/HKYIOTh TOCTOBIPHICTh JaHMX, 10 3a3Hayajaucs 3700yBaueM JIEH31l y
JIOKYMEHTaX, sIKl TIOJaBaJIUCS 10 OpPTaHy JIILEH3yBaHHs BIAMNOBIIHO 10 BUMOT 3aKOHY
VYkpainu “TIpo miteH3yBaHHS BUIIB TOCIOIaPCHKOI TIsUTBHOCTI”, 30KpeMa:

JTOKYMEHTH, SKI MiATBEP/DKYIOTh TMPaBO BIAcHOCTI a00 KOPHUCTYBAaHHS
NPUMILIEHHAM, [0 3aiiMae CcyO0’€KT TrocmojapioBaHHs a0o0 HOro BiJIOKpEMIICHUM
CTPYKTYPHHH MIAPO3ILIT;

TEXHIYHUHM MacnopT NPUMIIIEHHS, 110 3aiMae cy0 €KT ToCHoJaploBaHHsS abo
HOro BIAOKpEMIIEHUI CTPYKTYPHUN M1APO3.ILT;

TEXHIYHI IaCIIOPTH BUMIPIOBAIIBHUX NIPUJIAIB Ta anaparis, IO € B HASIBHOCTI;

JOKYMEHTH TIPO CHeIiadbHy OCBITY Ta MiJBUINCHHS KBamiQikalli 3aBiIyr0u0ro
anTeuyHUM 3aKJa/I0M, YIIOBHOBAXXEHOTI 0COOU, KEPIBHOTO MEPCOHATY BUPOOHUKA Ta/abo
IMIIopTepa JIKapChbKUX 3ac001B;

IITaTHAH PO3KJIAA amnTEeYHOTO 3akKjaay Ta TPYIOBI KHIXKKH 3aBiTylHO4dOro
aNTEeYHUM 3aKJIAZOM (CTPYKTYPHUM MiJPO3ALSIOM), YIIOBHOBaKEHOI 0COOM, KEPiBHOTO
nepcoHany BUpoOHHUKa Ta/abo iMIOpTepa J1KapChKUX 3aC001B;

JOKYMEHTH, IO MIATBEP/KYIOTh IPABOBIIHOCHMHU IMpAIIBHUKIB 13 CYO’€KTOM
rocroJaproBaHHA (HaKa3u Npo NMPU3HAUYEHHS, TPYIOBI JI0TOBOPH TOIIIO).

30. He nonyckaerbcst 31HICHEHHS. KOHTPOJIIO (Y 3Ha4eHH1, HaBeICHOMY B CTaTTI |
3akony Ykpainu “IIpo 3aXuCT eKOHOMIYHOI KOHKYpEHIIi”) 3a MISIbHICTIO 3100yBaya
JiIeH31i, JIeH3iaTta, 10 TMPOBAJWTh T'OCHOJAPCHKY MiSIBHICTh 3 BHPOOHHUIITBA
JKapChKUX 3aCc001B, OMTOBOT Ta PO3JIPIOHOT TOPTiBI1 JIKAPCHKUMHU 3aC00aMH, IMITOPTY
JIKapChKUX 3ac00iB (KpIM aKTHUBHUX (papMalleBTUYHUX IHTPENI€HTIB), ocobaMu —
pe3uJIeHTaMu 1HIIUX JepKaB, M0 31IMCHIOITh 30pOoiiHy arpecito mpoTH YKpainu (y
3HauYeHH1, HaBeJleHoMy B cTatTi 1 3akony Ykpainu “IIpo ob6opony Ykpainu™) Ta/abo
Ji1 SIKUX CTBOPIOIOTH YMOBH JUIsl BAHUKHEHHS BOEHHOTO KOH(IIKTY Ta 3aCTOCYBaHHS
BOEHHOI CWJIM IPOTH Y KpaiHHU.

VY pa3i DOKyMEHTaJIbHOTO TMiATBEP/KEHHST BCTAHOBJICHHS (aKTy KOHTPOIIO
(BUpIMIATHHOTO BIUIMBY) 3a ISUTBHICTIO JilleH31aTa, M0 MPOBAIUTh TOCIOIAPCHKY
JUSJIBHICTH 3 BHUPOOHMIITBA JIIKAPCHKUX 3ac001B, OMTOBOi Ta po3apiOHOI TOPTiBIIL
JIKapChbKUMM  3aco0aMM, IMIOPTY  JIIKApChbKUX  3ac00iB  (KpIM  aKTUBHHUX
(dapManeBTUUYHUX IHTPEIIEHTIB), OCOOAMH — pE3UJACHTAMHU IHIIUX JAEpKaB, IO
3IIHCHIOIOTH 30pOiiHYy arpecito mpotu Ykpainu (y 3Ha4eHHI, HaBeJeHOMY B crTaTTi 1
3akony Ykpainu “IIpo oGopony Ykpainu™) Ta/abo Aii SKUX CTBOPIOIOTH YMOBHU IS
BUHUKHEHHS BOEHHOTO KOH(QIIIKTY Ta 3aCTOCYBaHHS BOEHHOI CHJIM MPOTH YKpaiHu,
OpraHoOM JIIEH3yBaHHA MIPUIMAETHCS PIIICHHS PO aHYIIOBaHHS JIIeH3I1.

31. JlinensiaT 3000B’s13aHUI MOBIIOMIISITH OpTaHy JIiLIEH3yBaHHS MPO BCl 3MIHU
JIAHWX, 3a3HAYCHUX Y JOKYMEHTAX, IO TOIaBaJIMCs 10 3asBU PO OTPUMAHHS JIICH3II.
VY pasi BUHUKHEHHSI TaKMX 3MiH JIIIEH31aT 3000B’I3aHUH MPOTIATOM MICSIIs TOATH 10
OpraHy JIEH3yBaHH BiJIOBIIHE IOB1IOMJICHHS B MUCbMOBIH Gopmi.

VY pasi 3MiHM cepii Ta HOMepa MacmopTa JileH3iata — (i3u4HOI 0cooum —
HiANPUEMIIS, SIKAHH 4Yepe3 CBOI peNiriiiHi MepeKOHaHHS BIAMOBUBCA BiJ| MPUHHATTS
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peecTpaniiHoro HoMepa OOJIKOBOi KapTKH IIaTHWKA MOAATKIB, MOBIJOMHUB TPO 1€
BIJIMOBITHOMY KOHTPOJIIOIOUOMY OpPTaHy Ta Ma€ BIAMOBIIHY BiAMITKY y MacHopTi, BiH
HEBIIKIAIHO TOJA€ JO OpraHy JIIEH3yBaHHS IMHUCHMOBE IOBIJOMIICHHS PO TaKy
3MiHY, JOJaBIIM JO HBOro Komilo ((OTOKOMi0) macmopra 3  BiAMITKOIO
KOHTPOJIFOIOUOTO OpraHy Mpo BIAMOBY dYepe3 CBOi pEIIriiHi TMepeKOHaHHS BiJ
OPUUHSTTS peecTpalliiHOro HoMepa o0JI1KOBOT KapTKH TUIAaTHUKA MOJATKIB.

Jlinensziat 3000B’si3aHUN TMOBIJOMIIATA OpPraHy JIILEH3YBaHHS NP0 YKJIaJCHHS
noroBopy (abo 3MiH 0 HBOTO) 3 IHIIMM JIIIEH31aTOM, SIKOMY BIiATOBITHO JO TaKOTO
JIOTOBOPY TepeaaroThcsl Ha 30epiraHHs JIKapChbKi 3aco0H, 13 3a3HaYeHHAM iHMOopMaIltii
npo cy0’ekTa TOCHOJAPIOBaHHS, 3 SIKUM YKJIQJE€HO JOTOBIp, PEKBI3UTIB JOTOBOPY,
aJipecy anTeuyHOro CKIIAdy.

Bumor# 11010 IpoBaKeHHS rOCIOapChKOT
JISITBHOCTI 3 BUPOOHHUIITBA JIIKAPCHKHUX 3aC001B

32. BupoOHULTBO NIKapChKUX 3ac00IB  3AIMCHIOETHCS 32  HAsSBHOCTI
3aTBEPKCHHUX JIIEH31aTOM: JI0OCh€ BUPOOHUYOI MITBHUIN a00 JOChE JOCHTIKYBAaHOTO
JIKapChKOTO 3aco0y I KIIHIYHUX BHUMPOOYBaHb, BUPOOHHWYOI peUENnTypH i3
BIIMOBIIHUMHU  TEXHOJOTIYHUMH Ta IHIIMMH 1HCTPYKILISIMH, 3aTBEPKEHUMH
BUPOOHUKOM, 3 JoAepKaHHsAM BuMor JlepxkaBHoi gapmakornei Ykpainu Ta/abo 1HIINX
HOPMAaTUBHO-TEXHIYHUX JIOKYMEHTIB, SIKI BCTaHOBJIOIOTh BHUMOTH JO JIKapChbKOTO
3aco0y, MOro YIakoBKH, YMOB 1 TEPMIHIB 30epiraHHs Ta METOIIB KOHTPOJIIO SKOCTI
JKapChKOro 3ac00y.

BupoOHUIITBO JTKApChKUX 3acO0IB 3MIMCHIOETHCS 3 JIOJICP)KAaHHSM BHUMOT
3a3HAYECHUX JOKYMEHTIB Ta BUMOT HAJIEKHOT BUPOOHWYOI MPAKTUKH, TAPMOHI30BAHOT
13 3akoHO/1aBcTBOM €C. VY pasi 3a1licHEeHHsI BUPOOHUIITBA TOTOBUX JIIKAPCHKUX 3ac001B
i3 popmu “in bulk” BupoOHUITBO BCiel mpoaykmii “in bulk”, sika BukopucToByeThes y
IpoIrieci BUpOOHUIITBA JIKAPCHKUX 3ac001B, TOBHHHO BiJIMOBIIATH BUMOTaM HaJICKHOT
BUPOOHUYOT MPAKTUKH.

BupoOHuku nikapchbKux 3aco0iB 3A1HMCHIOIOTH peai3allifo Ta ONTOBY TOPTIBIIIO
MPOJYKIIii BIACHOTO BUPOOHMIITBA HA MiJICTaBl JiIEeH31i HA BUPOOHUIITBO JTIKAPCHKUX
3aco0iB.

33. TlpumimeHHs [ BHPOOHUIITBA JIKApCHKUX 3acO0IB TMOBUHHI OyTH
pPO3MIIIEH] Ta BHOPSAKOBAHI BIAMOBIIHO JIO0 TEXHOJIOTIYHUX 30H: BHUPOOHUYMX,
CKJIQJICBKUX, KOHTPOJIIIO SIKOCTI, JOTIOMIXXHUX.

Jlo BUpPOOHMYMX TPUMIIIEHb (30H) HaJeXaTb MPHUMIMIEHHS, Yy AKHX
BUPOOJISIOTHCS, KOHTPOIIOIOTHCS, MAKYIOThCSI, MAPKYIOThCA JIKapChKi 3aCO0U.

Jlo mpumimeHs (30H) KOHTPOJIIO SKOCTI HaJIeXaTh MPUMIIIEHHS JJIs1 KOHTPOIIO
(pi3uKO-XiIMIYHHUX TOKA3HUKIB Ta MIKpPOOIOJIOTIYHOT0, O10JOTIYHOTO, KIIHIYHOTO)
CUPOBHMHHU, MaTepiajiB, MPOMDKHHX MPOAYKTIB, KOHTPOJIO B XOJ1 BUPOOHHUITBA Ta
KOHTPOJTIO SIKOCTi TOTOBUX JIIKAPCHKHUX 3aCO0iB.

Jlo CKIaJChKUX TPUMIIICHb (30H) HAJeXKaTh MPUMIMICHHS Uil TPUHHATTS,
CKJIalyBaHHS Ta 30epiraHHs, 30KpeMa KapaHTHHHOTO 30epiraHHs, BiAOOpy mpod ams
KOHTPOJIIO SIKOCTI, BIAMYCKY CHPOBHHH, TOTIOMIXHUX PEUOBHUH, MaTepialiB Ta TOTOBUX
JKapChKHUX 3ac00iB.
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Jlo MonmoMiKHHMX TPUMINICHb (30H) HaJEkKaTh MPUMINICHHS, HEOOXimH1 Is
00CITyrOoBYBaHHS MPOBEICHHS TEXHOJOTTYHOTO MPOIIECY, SIKI HE BXOAATh Y BUPOOHUYI,
CKJIAJIChbKlI 30HM 1 30HM KOHTPOJIO SKOCTI Ta BIJIOKpEMJIEH1 BiJl HMX (MaicTepHi,
KIMHATH BIANOYMHKY, 1aJibHI, YMHUBAJIbHI, TyaJeTH, NMPUMILIEHHS MJI1 YTPUMAHHS
TBapUH).

34. JlinensiaT 3000B’s3aHUN 31HCHIOBAaTH BHUPOOHMIITBO JIKAPCHKUX 3acO0iB
TaKUM YHMHOM, 11100 3a0€3MeYnTH BIAMOBIAHICTD JIIKAPCHKUX 3aC001B X MPU3HAUCHHIO,
BUMOTaM HOPMATHBHUX (QHAJNITUYHUX, TEXHIYHHUX, TEXHOJIOTIYHUX) JTOKYMEHTIB,
peecTpaIiifHoOro JOChe ad0 JTO0ChE JOCIIKYBAHOTO JIIKAPCHKOTO 3aC00Y JUTS KIITHIYHUX
BUIIpoOyBaHb ab0 crneuu@ikamiii, 3atBepakeHnx MO3, Ta BUKIIOUUTH PU3UK JUIS
MAlll€HTIB, TOB’A3aHUN 13 HEJOCTaTHHOI OE3MEKOI0, SKICTIO YU €(PEKTHUBHICTIO
JKapChKUX 3aC00i1B.

Jlns mporo JinenH3iat 3abe3nedye HasBHICTh BCEOIUHO pO3pOOJICHOI 1 TpaBUIILHO
(GyHKIIOHYI0UOT (papMalileBTUYHOI CUCTEMH SIKOCTI, IO BKJIIOYAE HAJIECKHY BUPOOHUYY
MPAKTUKY Ta YOPaBIiHHA pU3UKaMu JUIs sikocTi. L{g cuctema noBuHHa OYTH MOBHICTIO
JIOKYMEHTOBaHa, a 11 e(eKTUBHICTP — TPOKOHTpPOJbOBaHA. Bci dYacTwHH
dbapMaleBTUYHOI CHUCTEMH SKOCTI TMOBHHHI HAJICKHUM YHWHOM 3a0e3MeuyBaThCA
KOMIIETCHTHUM TI€PCOHAJIOM, BIAMOBIAHUMH TPUMIIICHHSIMHU, OOJATHAHHAM 1
TeXHIYHUMH 3ac00aMH y KUTBKOCTI, 1110 3a0e31euye QyHKIIOHYBaHHS II€1 CHCTEMH.

35. Ilim yac mpoBaKEHHS MiSUTPHOCTI 3 BUPOOHHUIITBA JIKAPCHKUX 3ac00iB
JIEeH31aT TOBUHEH MaTu KBaJli(hiKOBaHUI MEpCOHAN 3 MPAKTUYHUM JOCB1IOM poOOTH
y KUIBKOCTI, 110 3a0e3meuye Haje)kHe BUKOHAHHS BCIX 3aBllaHb, MOB’S3aHUX 3 MOTO
JISUTBHICTIO.

36. JlineH3iaT MOBMHEH 3aTBEPAWUTH OpraHizaliiiHy cXxeMy Ta M0Ca/loBl
iHeTpyKUii. JIo KepiBHOrO MEepCcoHaNy HalleKaTh KEPIBHUK BUPOOHMIITBA, KEPIBHHUK
BiIUTYy (MiAPO3/iTy) KOHTPOJIO SIKOCTi, YOBHOBakeHa ocoba. KepiBHuii mepcoHan
MOBHMHEH IMPAIIOBAaTH BIIMOBIIHO IO BHYTPIIIHBOTO TPYAOBOTO PO3MOPSAKY Ta BUMOT
3aKOHOJIaBCTBA MPO MPAITIO.

37. KepiBHuii nepcoHan Ta iHII IpaliBHUKA MOBUHHI BUKOHYBATH MOKJIA/IEHI Ha
HUX 00OB’SI3KH 3TiJIHO 3 MTOCAJOBUMH 1HCTPYKITISIMH 1 MaTH BiJIITOBIIHI TTOBHOBaYKCHHSI
JUTST 1X BUKOHAHHS.

38. KepiBHMK BUpOOHMIITBA Ta KEPIBHUK BIAAUTY (HMIAPO3/a1Ty) KOHTPOIIO SIKOCTI
MOBUHHI OyTH HE3aJIeKHI OJIMH BiJl OTHOTO.

39. Jlimenziat 3a0e3nedyye HaBYaHHS  IEPCOHANLY, OOOB’A3KM  SIKOTO
nepeadavaroTh MepeOyBaHHS y BHPOOHHYMX 30HAX Ta 30Hax 30epiraHHs abo B
7a0opaTopisix 3 KOHTPOIIO SIKOCTI (BKJIIOYAIOUM TEXHIYHUNA 1 OOCIyroByrOUMid
NEepCOHAN, a TaKOoX CHIBPOOITHUKIB, SKI 3IMCHIOIOTH MPUOUpPAHHS), Ta I1HIIOTO
NepCcoHaNy, ASUIbHICTD SIKOTO MOYKE BIUTMHYTH Ha SIKICTh MPOJIYKIIII.

40. KpiM OCHOBHOrO HaBYaHHS TEOpli 1 MPAKTHUKU CUCTEMU YHPABIIHHA SIKICTIO
Ta HaJEKHOI BUPOOHMYOI NMPAKTHUKH, KOKEH NPUHHATHI Ha poOOTY CHiBpOOITHUK
NOBHMHEH MPONTH HaBYAHHS BIAMOBITHO 0 3aKPIMJICHUX 32 HUM 000B’s13KiB. [1oTpiOHO
TaKOXX TMPOBOJMWTU TOJANbIE HABYAHHS, MEPIOAMYHO OI[IHIOIOYH HOTO MpPaKTHYHY
epexTuBHICTb. HaBuanbHi mHporpaMud TIOBMHHI 3aTBEP/XKYBATHCA  BiIIMOBIIHO
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KEpPIBHUKOM BHPOOHHITBA a00 KEPIBHUKOM BiJITy KOHTpONIO skocTi. HeobximHo
30epiraTé IPOTOKOJIN HaBYaHHS.

41. Hoctyn y BUpoOHHMYI TIPUMIIIEHHS (30HU) 1 30HA KOHTPOJIO SKOCT1 MIOBUHEH
OyTH [O3BOJICHWH YIOBHOBAXEHOMY Ha 1€ TEPCOHATy 1 KOHTPOJIOBATHCS.
BiaBigyBaui Ta/abo mpaliBHUKH, sIKIi HE MPOMIILIA HABYaHHS, MMOBHHHI MOMEPEIHBO
MIPOUTH THCTPYKTaXK, 30KpeMa 1010 TITIEHIYHUX BUMOT J0 IMEPCOHATY 1 BUKOPUCTAHHS
3aXHUCHOTO OJIATY, Ta OTPUMATH AOIMYCK JO TaKUX MPHUMIIIEHb (30H) 32 HEOOX1AHOCTI
Ta 32 HASIBHOCTI BI/IMIOBITHOTO CYMPOBOY.

42. Ilix gac mpuUHAHATTS Ha POOOTY KOXKEH MpAIliBHHK, MISUTBHICTH SKOTO MOXE
BIUIMHYTH Ha SKICTh JIKApChKUX 3aco0iB, MPOXOJUTh MEIUYHE OOCTEXKEHHS, a B
NOJATBIIOMY — MEPIOJUIHUN METUIHUN OTJISIT 3T1AHO 3 BUMOTaMH 3aKOHO/IaBCTBA.

43. KoxnHa ocoba, ska BXOAWTh y BUPOOHHWYI NpHUMIIICHHS (30HHM) 1 30HU
KOHTPOJIIO SIKOCTi, TOBUHHA HOCUTH 3aXWCHUW OJST, IO BIAMOBi/JIa€ BUKOHYBAaHUM
HEI0 TEXHOJOrYHUM omnepauisM. KoMIIeKTHICTh, CTPOKM 3aMIHM Ta IpaBuia
MIJTOTOBKH TAKOTO OJATY BHU3HAYAIOTHCS 1 3aTBEPUKYIOTHCS JIICH31aTOM 3TiTHO 13
BCTAHOBJICHUM HHM TMOPSAKOM Ta 3 ypaXyBaHHSIM BUMOT HaJeXHOI BUPOOHUYOI
TIPAKTUKH.

44. JlieH3iaT BCTAaHOBIIOE TITI€HIYHI BUMOTH, IO BIAMOBIJAIOTH BHIY
TISITBHOCTI, SIKAWA TPOBAaJUTHCS, Ta 3ade3neuye ix moTpuMmaHHs. Lli BUMOTH MOBHHHI,
30KpeMa, BKJIFOYaTH BHUMOTH JI0 CTaHY 3J0pPOB’S MEpPCOHANY, TIri€HIYHUX MPOIEAYp i
TEXHOJIOTTYHOTO oary. JIireH3iaT MOBUHEH MAaTH JOKYMEHTAIIIIO 3 TITIEHH TIEPCOHAIY.
JlitteH3iaT MOBUHEH BXXUTH 3aXO/liB, AKi O TapaHTyBaJid, HACKUIBKH 1€ MOYKJIUBO, 1100
JKOJIEH TpAIBHUK 3 1HQEKIIHHUM 3aXBOPIOBaHHSIM ab0 paHaMH Ha BIIKPUTHUX
JUISTHKAX Ti1a He OyB 3alHATHIM y BUPOOHUIITBI JTIKAPCHKUX 3aCO0IB.

45. 3a0opoHeHO icTH, XyBaTH, MHUTH, MAJIUTH, a TaKOX 30epiratu 1Ky, Haroi,
TIOTIOHOBI BUPOOM Ta OCOOMCTI JKapChKi 3acOo0M y BUPOOHWYMX 30HAX, 30HAX
KOHTPOJIIO SIKOCT1 1 30Hax 30epiranHs. 3a00poHeHi BCi ii, SKi MOPYIIYIOTh Tiri€HIYHI
BUMOTI'H BCEpEINHI BUPOOHUYMX 30H 200 B OYyJIb-sK1i 1HIIIM 30HI, SIKII0O BOHH MOXYTh
HETaTUBHO BIUIMHYTHU Ha SKICTh JIIKAPCHKHUX 3aCO01B.

46. IlpumimeHHs Ta 00JaJHAHHS MalOTh PO3TAIIOBYBATUCS, MPOEKTYBATHUCA,
KOHCTPYIOBATHCS, MPUCTOCOBYBATHUCS 1 EKCILTyaTyBaTHUCS TaKHUM YHWHOM, 100 BOHHU
BIJINOBIIAJIM BUPOOHUYUM OTEpaIlisiM, Ikl B HUX MNPOBOAATHCS. [IpumimieHHs ciif
npubupaTt 1 Ae3iH(iKyBaTH BIAMOBITHO 10 3aTBEPKCHUX BIMOBITHOIO MOCAT0BOIO
0co0010 JireH3iata MUChMOBHX MeToAuK. OCBITIEHHS, TemrepaTypa, BOJOTICTh 1
BEHTWIALIS TTOBUHHI BIJIMOBIIATH BUMOTAM HOPMATHBHO-TEXHIYHUX JOKYMEHTIB 1 HE
NOBMHHI UYMHUTH HECTIPHUSATIMBOTO BIUIMBY HiI Ha JIKapchKi 3aco0M mig dYac ix
BUpOOHMIITBA 1 30epiraHHs, HI Ha TOYHICTh (PYHKIIOHYBaHHSA OOJIQJHAHHA, HI Ha
NpaliBHUKIB.

47. IlpumimieHHs] TOBMHHI OyTH OCHAIIEHI TaKUM YWHOM, 1100 3abe3neuyBaTu

MaKCUMAaJIbHUH 3aXHUCT Bil[ IMPOHUKHCHHA B HUX KOMax Ta TBAPHH.

48. JlineHsziaToM MOBHUHHI OyTH BXKHTI 3aX0JU JUIs 3a100iraHHs MOTPAIUIIHHIO Y
NPUMIIIEHHS CTOPOHHIX 0ci0. BupoOHMUI 30HM, 30HU KOHTPOJIO SIKOCTI, CKJIaJCHKI
30HM HE MOBMHHI BHKOPUCTOBYBATHCA SIK MPOXIIHI AJsl MEPCOHANY, KU y HUX HE
IPALOE.
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49. He MoXHa NPOBOAWTH OIHOYACHO a00 TMOCIIZOBHO POOOTH 3 PI3HOIO
MPOJYKINEI0 B TOMY CaMOMY IIPUMIIIEHHI, 32 BUHATKOM THX BHUIIAJIKIB, KOJIM HE ICHYE
PU3HKY MEperTyTyBaHHs a00 MmepexpecHoi KOHTaMiHaIlli. 3a I0MOMOTO0 BiAMOBIAHOL
KOHCTPYKIIIi Ta €KCIUTyaTalii BUPOOHUYUX TEXHIYHUX 3acO0IB ISl BCIE€I MPOTYKIIi
JIEH31aT TOBUHEH TOIMEPEAUTH TMepexXpecHy KOHTaMiHalil. 3aXxoau II0/A0
3amo0iraHHs MepexXpecHi KOHTamiHaIlli MarTh CIIBBIIHOCUTHCS 3 pU3UKaMH. JIJis
OILIIHKM Ta KOHTPOJIO PU3UKIB CI1J 3aCTOCOBYBAaTH NMPHUHLMIK YIPABIIHHSA PU3UKAMU
JUIS IKOCTI.

3aJIe)KHO  BiJl BHU3HAYCHOTO JIIIEH31aTOM PIBHA PHU3WKY I Omeparliit
BUPOOHUIITBA Ta/ab0 TaKyBaHHS JilEH31aT BH3HA4Ya€ HEOOXIHICTh HAasBHOCTI
CIELIAJIbHO MPHU3HAYEHUX MNPUMIIICHh Ta 00JIaJHAHHS, 100 KOHTPOJIOBATH PU3UK,
CTBOPIOBaHUH JCIKUMHU JIIKAPCHKUMU TIperiapaTamu.

Jlns BUpOOHUIITBA HEOOXIJHI CIEMiaIbHO MPH3HAYeHI TEXHIYHI 3aco0M, SKIIO
JIKapChbKUM Mpenapar siBjisie COO00 pU3UK BHACIIOK TOTO, IIO:

PU3HK HE MOKE€ OYTH aJIecKBaTHO KOHTPOJIHOBAHUM POOOYHMMH 3axojaMHu Ta/abo
TEXHIYHUMH 3ac00aMHu, a00

HAayKOBI JaHl 3 TOKCHUKOJIOTIYHOI OI[IHKM HE JOBOJSATh, II0 PHUBHK €
KOHTPOJIbOBAHUM, 200

BIIMOBIIHI ~ PIBHI  3aJIMIIKOBOi  KIUJIBKOCTI, OTpUMaHi B  pe3yJbTaTi
TOKCHKOJIOTIYHOI OIIIHKH, HE MOXKYTh OyTH 3aJ0BUIPHO BH3HAYEHI 3a JIOMOMOTOIO
BaJIITOBAHOT'O aHAJIITUYHOTO METOJTY.

BuroTtoBrneHHss CEHCHMOUTI3yIOUMX pPEYOBMH, TaKUX SK NEHIWIHE abo
nedarocopuHN, Cai  3AIMCHIOBATH B CHEIiaIbHO MPU3HAYCHUX JUIS  IIHOTO
BUPOOHUYMX 30HAX, 110 BKJIIOYAIOTh MPUMILIEHHS, 00JaHaHHS JIsl 0OpOOKHU MOBITPS
1 TEXHOJIOT1YHE O0IaIHaHHS, aJie HE OOMEXYIOThCSI HUMHU.

He nmomyckaerbcst BUpOOHUIITBO Ta/abo 30epiraHHS TEXHIYHUX OTPYT, TAKUX SIK
NECTULUAN (32 BUHATKOM THUX, III0 BUKOPUCTOBYIOTHCS JUIsI BUPOOHUIITBA JIKAPCHKUX
npenapariB) Ta repOILUIM, Y 30HaX, BUKOPUCTOBYBAHUX JUJIsi BUPOOHHUITBA Ta/abo
30epiraHHs JiKapChKHUX MPEerapaTiB.

50. Po3TanryBaHHsI MpUMIIICHb TOBUHHO BIJITOBIIATH TOCIITOBHOCTI BUKOHAHHS
orepaniii TeXHOJIOTIYHOrO MPOIeCy 1 BUMOTraM pIBHIB YMCTOTH, YHEMOXKJIUBIIIOBATH
nepexpeiieHHs TEXHOJIOTIYHUX, MaTeplalIbHUX Ta JIIOJICBKUX MOTOKIB.

51. Po3zramryBaHHs 1 KOHCTPYKIIiSl MPUMIIIEHb Ta 00JaHaHHS TIOBUHHI 3BOJIUTH
JI0 MiHIMYMY PH3UK MMOMWIOK 1 3a0€3MeYyBaTH MOXJIUBICTh €()EKTUBHOTO OYHIIECHHS
Ta OOCIIYTOBYBaHHS 3 METOI0 BHKJIFOUEHHS MEPEeXpecHOi KOHTaMiHaIlil, HAKOTTMYCHHS
nwty abo Opyny, Oyab-KMX HECHPUATIMBUX (AKTOPIB JUISL SKOCTI JIKapChbKUX
3aco0iB. [IpumimeHHs Ta oOiagHaHHS, 10 BUKOPUCTOBYIOTBHCS JJISi TEXHOJIOTTYHHX
oreparnii, fKi € KpUTUYHUMH IIOAO SKOCTI JIKApChKUX 3ac00iB, MOBHHHI MPOUTH
BIIMOBIIHY KBaumidikariito. [IpumiteHHs Ay nakyBaHHs JIIKAPCHKUX 3aC001B TTOBUHHI
OyTH poO3TalloBaHi TaKUM YHMHOM, MO0 YHHKHYTH IUTyTaHMHH a0o0 TepexpecHol
KOHTaMiHalii. O0mamTyBaHHs IPUMILICHb TOBUHHO BIJNOBIJAaTH BU3HAYEHUM PiBHSAM
YUCTOTH. BHYTpilIHI moBepxHi (CTiHU, MIJJIOra 1 CTEJs) MOBUHHI JIETKO Ta €()eKTHUBHO
OUHUIIATHC 1 1e31H(IKYBaTHCH.
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52. PoGoui TpyOOmpoBOMM, OCBITIIOBANbHI  MPWIAIWA, BEHTHIAIINHE
YCTaTKYBaHHS Ta 1HII CHUCTEMH OOCIYroBYBaHHs MOBHWHHI OYTH pO3TAIlIOBaHI TaKHM
YUHOM, 1100 He Oyno 3ariauOieHb, sKi YCKIAIHIOIOTH ouuineHHs. OOnaaHaHHS Ta
TpyOONpPOBOIM MOBUHHI OYTH YITKO MPOMAapPKOBaHI.

53. Croku moBHHHI OYyTH BIJMOBIIHMX PO3MIpIB 1 00JIaIHAHI JIJIs 3amoOiraHHs
3BOPOTHOMY MOTOKY. HeoOXimHO YHHUKATH BIAKPHUTHX 3JIMBAIBHUX >K0J001B. KO0
Takl >K0J100M HEOOX1/HI, BOHM TOBHHHI OyTH HETTMOOKUMHU JJisl TOJETIICHHS
OYMILICHHS 1 Ae31H]eKIii.

54. BupoOHuui mpuMilieHHs (30HW) MOBHHHI BEHTHJIFOBATHCS 1 MaTH 3acOo0U s
KOHTPOJIIO TapaMeTpiB MOBITPS BIAMOBIAHO 10 YMOB MPOBEICHHS TEXHOJOTTYHOTO
IPOLECY, TEXHOJIOTIYHUX ONEpaLlii.

55. 3BaxxyBaHHs BUXIJHOI CUPOBHMHHM MOBHUHHO MPOBOJAUTHUCS B OKPEMiil KIMHATI
(30H1), MpU3HAYEHIN IS I[HOTO.

56. Y Tux BUNaAKax, KOJU BiJOYBA€ThCA YTBOPEHHS MUy (HapUKIAJ, MijJ yac
BiOOpY mpoO, 3BaXyBaHHS, 3MIIIyBaHHS), IOBUHHI OYTH BXXHUTI 3aXOdu JUIS
3amo0iraHHs MepexpecHiii KOHTaMiHaIlli Ta MOJIETIIEeHHS OYUIICHHS.

57. Jlinensiat 3abe3neuye y CKJIQJChKUX 30HaX YHOpsAAKOBaHE 30epiraHHs pi3HUX
KaTeropid MarepiajiiB 1 HOPOAYKIIl: BUXIAHOI CUPOBUHH, MAaKyBaJIbHHX MaTepialis,
MPOMIXKHO1, Hepo3(acoBaHOI Ta TOTOBOI MPOYKIIii, a TAKOXK JIKaApChKUX 3ac001B, M0
nepeOyBaloTh Ha KapaHTHHI, JTO3BOJICHUX JJI BUIYCKY, BIIOpaKOBaHUX, MOBEPHYTUX
a00 BIAKJIUKAHUX.

58. Cknaachki 30HM TOBUHHI OyTM YHCTUMU 1 CyXMMH, B HHUX IIOBHHHA
HiATpUMYyBaTUCs HeoOXiaHa it 30epiraHHs JIKapChKUX 3ac00iB, MaKyBaJIbHUX
MaTepialliB, CHPOBHMHH, JIONOMDKHHUX MarepianiB  Temmepartypa. Ckiaacbki
NPUMIIIEHHS MOBUHHI OyTH 00JIalHaHI CUCTEMOIO MPUIUIMBHO-BUTSKHOI BEHTHIISLIT
MOBITPST 3 MEXaHIYHUM CIOHYKaHHAM Ta/ab0 IHIIMMHU 1HXXEHEPHO-TEXHIYHUMU
3acobamu i 3a0e3reueHHs HeOOXiTHUX YMOB 30epiranHs, siki Ciija HMiATPUMYBATH,
MEePEBIPSATU 1 KOHTPOJTFOBATH.

VY 30Hax mpuiiMaHHS Ta BiJIBAHTA)KEHHS TOBHHEH OyTH 3a0e3MeueHui 3aXHCT
MaTepialiB i MPOAYKINi BiJl BIUTUBY MOTOJTHUX YMOB.

59. IloBuHHa OyTH OKpeMa 30Ha JUIsl BiIOOpPY MpOO BUXIAHOI CUPOBUHU. SIKIIO
B1101p MpoO 3AIMCHIOETHCS B 30HI 30€piraHHs, WOro Ciif MPOBOJAUTH TaKUM YHHOM,
00 3anmo0irTu KoHTamiHaIli abo mepexpecHiil KOHTaMiHaIlii.

60. CunbHOAIIOYI, OTPYHHI PEYOBMHHU, HAPKOTHYHI 3aCO0H, TICHXOTPOIHI
PEUYOBHUHHU 1 IPEKypcopH a00 MPOYKIIiFO, IO iX MICTUTH, CIiJ] 30epiraTi B OE3MeUHUX 1
3aXMIIEHNX 30HaX BIAMOBITHO IO BCTAaHOBJICHHMX 3aKOHOJABCTBOM BuMoOr. Jlis
CHJIBHOJIIIOYUX, OTPYHHHUX PEYOBUH, HAPKOTUYHHUX 3aC00IB, ICUXOTPOITHUX PEUOBHH 1
MPEKypPCcopiB a00 MPOIYKIIIi, IO iX MICTHTh, CIiJ] BECTH MPEIMETHO-KUIbKICHUN 00K
Ha BCIX eTarax BUPOOHUIITBA.

30epiraHHs JTIKapChKUX 3aC00iB, SIKI MICTATh HAPKOTHYHI 3aCO0H, TICUXOTPOITHI
PEYOBUHU 1 TIPEKYPCOPH, 3AIMCHIOETHCS 3a HASBHOCTI JIIEH311 BIAMOBIIHO /10 MMYHKTY
22 4yactuHu nepmoi cratti 7 3akoHy Ykpainu “IIpo nineH3yBaHHS BUAIB
TOCHOJAPCHKOi MiSTBHOCTI”: KYJIBTUBYBaHHS POCIHH, BKIIOYEHHX 10 Tabmumi I
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nepeiiKy HApKOTHYHUX 3ac00iB, TICHXOTPOIHMX PEYOBHH 1 TPEKypCOpiB,
3arBepkeHoro KaGinerom MinicTpiB  YkpaiHu, po3poOJiieHHsS, BHUPOOHMIITBO,
BUT'OTOBJIEHHS, 30€piranHs, epeBe3eHHs], NPUA0AHHS, peani3alis (BiAMNYCK), BBE3CHHS
Ha TEpUTOpPiI0 YKpaiHu, BUBE3CHHS 3 TEPUTOPii YKpaiHW, BUKOPUCTAHHS, 3HUIICHHS
HapKOTHYHUX 3ac00iB, ICHUXOTPOIHUX PEYOBHH 1 MPEKypCOpiB, BKIIOYEHHUX [0
3a3HaYCHOI'0 MEePeiKy.

61. Jlns Oe3meyHoro 1 HaalMHOro 30epiraHHs JAPYKOBAaHUX MaKyBaJIbHHX
MatepiajiB CJiJ] CTBOPUTH HAJICKHI YMOBH.

62. CupoBWHa, Marepiajlid, IO HAIXOAATh, 1 TOTOBAa MPOAYKINA Ticas ii
oJiepKaHHsS a00 3aBEpPIICHHS BUPOOHUIITBA 1O BHJIa4ul YINOBHOBAXXEHOI OCO0OO0IO
JI03BOJTy HA BHUKOPHUCTaHHS Yy BHUPOOHHUIITBI a00 BHUMYCK (peaizailito) MOBHHHI
YTPUMYBATHUCS Ha KapaHTHHI 3a JIOMMOMOTOI0 30epiraHHs MPOYKIIi B OKPEMHUX 30HAX
a00 BIAMOBIIHUX OpraHi3alliiHUX 3aXOJiB B YMOBAax, YCTAaHOBJICHHUX HOPMAaTHBHO-
TEXHIYHOIO JOKYMEHTAIIEIO.

Skmo kapaHTHUH 3a0e3MeuyeThCs TUTBKHA 30epiraHHSAM MPOIYKINI B OKPEMHUX
30Hax, TaKli 30HH TMOBWHHI OyTH YITKO MapKoBaHi. JIOCTYyIl y Taki 30HU JI03BOJICHHUM
TUTBKH YIIOBHOB)XEHOMY Ha IIe mepcoHany. byap-ska cuctema, IO 3aCTOCOBYETHCS
3aMICTh (PI3UYHOTO KapaHTUHY, TOBUHHA 3a0€3MeUyBaTH PIBHOILIIHHY O€3MeKy.

63. Konm 3aKkymnoBy€eThCsl IPOMidKHA 1 Hepo3(dacoBaHa MPOAYKILis, 3 HEO ITiJT Jac
oJIepKaHHS HEOOX1THO MMOBOJUTHUCS K 13 BUX1THOK CHPOBHHOIO.

BuOip, kBamidikauis, 3aTBEpAKEHHS MNOCTAYalbHHUKIB BUXIJHOI CHPOBHUHHU Ta
HOiATPUMYBaHHS BIJHOCHMH 3 HHMMH, a TaKOX 3aKyIiBJIs Ta CXBaJeHHS BHXITHOI
CUPOBUHHM MalOTh OYyTH 3aJJOKyMEHTOBaHI SK YacTHHA (apMaieBTHUYHOI CUCTEMHU
SKOCTI.

PiBeHb Harisily MOBHHEH BIAMOBIAATH pHU3HMKAM, IOB’S3aHUM 3 OKPEMHUMHU
pedoBuHamu. Crig 30epirat JoKa3u, IO MIATBEP/UKYIOTh CXBaJeHHS KOXKHOTO
nocravaibHUKa/Matepiany. BupobHuk mikapcekoro 3acoly, mo nepedyBae B YkpaiHi,
MOBUHEH 30epiratv MpOTOKOJIM 11010 JaHIIoTa MOCTavyaHHs Ta HOro MPOCTEKYBAHOCTI
JUISE KOKHOT JAif040i peYOoBMHHM (B TOMY YHCHI JiI0Y0i PEYOBMHU SK BUXIIHOI
CUPOBHHHU); IIi TPOTOKOJIU MarOTh OyTH HOCTymHUMH. HeoOXigHO MpOBOIUTH ayduT
BUPOOHUKIB 1 JUCTPUO’IOTOPIB AIFOYMX PEUOBUH JI MIATBEPIKEHHS IOTPUMaHHS
HUMU BiJIOBIIHMX BUMOT HaJIC)KHOI BHPOOHHMYOT MPAKTHKU Ta HAJICKHOI MPAKTHKU
aucTpuOyIii. BnacHuk mineHsii Ha BUPOOHHMIITBO NMOBHUHEH MEPEBIPUTH JOTPUMAHHS
IUX BUMOT caMm abo uepe3 opraHizailito, mo di€ BiJ HOTO iMEHi BiAMOBITHO 1O
KOHTPAKTY.

64. Yci pedoBuHHU, MaTepiaiy 1 MPOMYKIIiS OBUHHI 30epiraTucs y BiAMOBIAHUX
YMOBax 1 y BU3HAUCHOMY JIIIEH31aTOM MOPSAIKY IJis 3a0e3MeueHHs MOILTy 3a CepisiMU
(mapTisiMu) 1 000pPOTY CKIIAACHKOTO 3aracy.

65. JlabGopaTopii 3 KOHTpPOJIIO SKOCTI TIOBMHHI OyTH BIJIOKpEMJICHI Bif
BUPOOHWYMX MPUMIIIEHb (30H), MaTH B HASIBHOCTI BiJMOBIAHI 1 MpHUIATHI TUIOMII IS
30epiraHHs 3pa3KiB JIKapChKUX 3aC00iB.

[TpumilieHHs, y SIKUX yTPUMYIOThCS TBapUHHU, MOBUHHI OYyTH 130JIbOBaHI BijJ
IHIIMX 30H, MaTH OKPEeMHUH BXif (ZOCTYH IO TBAapHH) i OKpEMi CHCTEMH HiATOTOBKU
HOBITPSI.
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66. JlonmoMixkHi 30HM (KIMHATH BiJIMTOYMHKY, iJaJIbHI, TyaJIeTH Ta 1HIII) MOBUHHI
OyTH B1IOKpEMJICHI BiJl BAPOOHMUHUX, CKJIAJCHKUX 30H Ta 30H KOHTPOJIIO SKOCTI.

67. Jlinen3iaT MOBMHEH MaTH HEOOX1aHE BUpOOHWYE 00JaJHAHHS, SIKE MIOBUHHO
BI/IMOBIIATM BHUMOraM HOPMATUBHO-TEXHIYHUX JIOKYMEHTIB, (DYHKI[IOHAIHLHOMY
MPU3HAYCHHIO BIJAMOBITHO O TEXHOJIOTIYHOTO TMpoIlecy 1 OyTH BCTAHOBJIEHE Ta
imeHTU(dIKOBaHEe TaKUM YHHOM, IM00 HE JIONYyCTHTH PU3UKY IOMHUJIOK abo
KOHTaMIHAaIli.

68. 3acobu BHMIPIOBAJIBHOI TEXHIKM TOBHHHI MaTH BIAMOBITHWUN iama3oH i
TouHIiCTh. Lli 3acobm depe3 BHU3HAYCHI MDKIIOBIPOYHI IHTEPBAIM MIAJIATAIOTH
Jep>KaBHIM MOBIPIIl BIAMOBIHO 10 BUMOT 3aKOHOJIaBCTBA.

69. YcTaHOBKM JUIsl IATOTOBKU BOJIM 1 CUCTEMH ii pO3IMOALTY CHIJl IPOEKTYBaTH,
KOHCTPYIOBATH Ta €KCILTyaTyBaTH TaK, 00 3a0e3MeYnTH HaJiiHE MMOCTadyaHHS BOJIH
BIJIMTOBI/THOI SIKOCTI, Tiepe10aueHo1 TEXHOJIOT1EI0 BUPOOHUIITBA.

70. CratioHapHi TpyOONpPOBOAM MalOTh OYTH YITKO MapKOBaHI1 13 3a3HAYEHHSM iX
BMICTY Ta HaIlPSIMKY MTOTOKY.

71. JlineHsiaT TOBHHEH MaTH I MPOBADKEHHS MISUIBHOCTI HOPMATHBHO-
TEXHIYHY JTOKYMEHTAI[II0, JOKYMEHTAIlII0 13 CTaHJapTH3allil JIKapChKUX 3aco0iB, a
TaKOX JOKYMEHTH, 10 MATBEPIKYIOTh BEJACHHS OyAb-sKOi TIsTIBHOCTI 3 BUPOOHUIITBA
JTIKapChKUX 3ac00iB, y TOMY YHCII 37iHCHEHHS crienudikarmii abo MeToay KOHTPOJIO
SIKOCT1, METOJIUKH (CTaHAAPTHI OIEepalliifHi MpoIeypH TOIO), TPOTOKOIN (KypHaJIH,
JIOCBE Cepii).

72. Taki TOKYMEHTH Ta 3MiHU J0 HMX NMOBHUHHI OyTH 3aTBEpKEHI, IMiAMHCaH] 13
3a3HAaYEHHSM JIaTH YIIOBHOBOKCHHMH Ha IIe 0coOaMH JIilleH31aTa.

73. JlieH3iaT MOBUHEH CTBOPUTH 1 NIATPUMYBATH CHUCTEMY YIPABIIHHSA
JOKYMEHTAlll€l0, 3acHOBaHy Ha croenudikamisXx, BHPOOHMYUX  pELENTypax,
TEXHOJIOTIYHUX THCTPYKINSAX Ta IHCTPYKIISX 3 MaKyBaHHs, METOAMKAX, MPOTOKOJAX,
10 OXOIUTIOIOTH BUKOHAHHS PI3HUX TEXHOJOTIYHUX omepaiiil. JJokyMeHTH MOBHHHI
30epiraTucst MPOTITOM yCTAHOBIICHOTO JJISl IIUX JOKYMEHTIB CTPOKY. METOIMKHU IS
3araJbHUX TEXHOJIOTIUHUX OTepallid 1 yMOB iX MPOBEJEHHS MOBUHHI 30epiratucs ta
OyTH TOCTYITHUMH pa3oM i3 MPOTOKOJIaMH BUPOOHHUIITBA KOXKHOI cepii. Lleit mepemnik
JIOKYMEHTIB IIOBUHEH JJO3BOJISITH IPOCTEXUTHU 1CTOPII0 BUPOOHUIITBA KOKHOT Cepii.

74. IIpoToKOJ BUPOOHUIITBA CEPIi TOCIIKYBAHOTO JIIKAPCHKOIO 3aCO00y MOBUHEH
30epiraTucs He MEHIIE IT’ATH POKIB IMICIIs 3aBepUICHHS a00 MPUIIMHEHHS OCTAHHBOTO
KJIIHIYHOTO BUIPOOYBaHHS, y AKOMY Cepisi BAKOPUCTOBYBAIACH.

75. JlokyMeHTaIlito, 30KpeMa MPOTOKOJIU BHPOOHUIITBA MPOIMYKIIi, HEOOX1THO
yKJIagaTH 1 KOMIUIEKTYBAaTH TiJ dYac KOXHOI TEXHOJOri4HOi omeparii (amii), mio
npoBoauThCs. Ha K0’KHY BUTOTOBIIEHY cepito abo "YacTHHY cepii HeoOXigHO 30epiratu
NpOTOKOJNM ii BUPOOHMIITBA, MaKyBaHHA Ta BHUIyCKy (peamizauii). Lli mpoToxonu
NOBUHHI 30epiratucs He MEHIIIE OJTHOTO POKY Miclid 3aKIHUEHHS TEPMIHY PHUIATHOCTI
cepii JikapchbKkoro 3aco0y abo He MEHIIE IT’SATH POKIB MicCis BUAYl YITOBHOBAXEHOIO
0co00I0 J03BOJIy Ha BHUITYCK (pealizaiiio), NMpu MbOMY OOUPAEThCS OUNBIIUN 13
TepMiHIB 30epiraHHs. KpuTuyHy [IOKyMeHTaIlilo, BKJIIOYAIOYM TEPBUHHI JaHi
(HampukIad, MO0 Bajigamii abo CTabUTLHOCTI), SKi MATBEPIKYIOThH iH(pOpMaIlio y
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peecTpaniiHOMy JOCBE, CIia 30epiraTé TPOTIroM TEpMiHYy il peecTpariitHOro
[MOCBITUEHHS.

76. Y pa3l KOJau 3aMICTh MMCbMOBHMX JOKYMEHTIB BUKOPUCTOBYIOTHCSI CUCTEMHU
eJIeKTPOHHOI, ¢oTorpadiunoi adbo 1HIMOI O0OpOOKM HaHMX, JIEH31aT TOBUHEH
MPOBECTH BATIAAII0 TaKUX CHUCTEM, IIOO0 MPOAEMOHCTPYBAaTH, IO BIiAMOBITHI JaHi
MOXYTh OYTH 30€pekeHl MIPOTArOM YCTAaHOBJIEHOTO TepMiHYy 30epiranns. JlaHi,
30epekeHl HUMHU CUCTEMaMH, IOBUHHI OyTH B IOCTYIHINA Ta 3po3yminiil popwmi. JaHi,
10 30epiraroThCs B CJICKTPOHHIN (opMmi, MOBHHHI OYTH 3aXHUIIEHI TAKUMH METOJIaMH,
SK KOIitoBaHHS a00 CTBOPEHHsI PE3€pPBHOI KOIIii, MEpeMIIIeHHS Ha 1HITUNH HOCIH AJIsI
30epiranHs, 10 3amobirae BTpaTi ad0 BHUIPABICHHIO AaHUX. JlilleH31aT MOBUHEH
IPOBOAUTH KOHTPOJIbHI NIEPEBIPKU 30€PEKEHHS LIUX TaHUX.

77. TeXHOJOTIYHUN TPOIEC TTOBHHEH MPOBOJUTUCS Y MPHU3HAYEHUX I IIHOTO
BUPOOHUYHX MPUMIIICHHSIX Ha BIJIMOBIIHOMY TE€XHOJIOTIYHOMY OOJIaJIHAHHI 3TiTHO 13
3aTBEPKCHOIO JIIIEH31aTOM HOPMATHBHO-TEXHIYHOIO JOKYMEHTaIll€l0. Yci omeparii
TEXHOJIOT1YHOTO TPOIECYy TOBHWHHI 3MIMCHIOBATH 1 KOHTPOJIOBATH MPAIIBHUKH 3
BIJIMOBITHOIO KBaJTi(PiKAIIIEIO Y KITBKOCTI, 110 3a0e31euye BUKOHAHHS IIUX OIepallii.

78. Bynb-sike HOBE BHUPOOHHUIITBO JIKAPCHKUX 3aco0iB a00 3HAayHA 3MiHA
TEXHOJOTIYHOTO  MpOoLecy TMOBMHHI HOpoWTu  Bamigamito. Kputuuni  cragii
TEXHOJIOT'1YHOTO MPOoIIeCcy MOBHUHHI ITiIIaBaTUCS TIEPiOANYHIN peBaTiTamii.

79. Bynp-aki fii, mpoBeAeHI 3 PEYOBHHAMH, MartepialamMu 1 JIKapChbKUMU
3aco0amu, Taki K OJEep)KaHHSA, KapaHTUH, Bia0ip mpoO, 30epiraHHs, MapKyBaHHS,
BUTOTOBJICHHS, PO3IIOIiji, 00p0oOKa, MaKyBaHHS, IOBUHHI MPOBOJAUTHCS BIAMOBIIHO J0
BCTAaHOBJICHHX JIIIEH31aTOM METOAMK 200 IHCTPYKIIH Ta MPOTOKOIIOBATHUCS.

80. IToBuHHI OyTH BXHUTI BIAMOBIIHI TeXHIYHI ab0 opraHizaiiiiHi 3axoau, 1m0
VHUKHYTH T[€pexpecHoi KoHTamiHamii 1 miayraHuHd. [lin dvac BupoOHUIITBa
JOCTI/PKYBAaHUX JIIKAPChKUX 3aco0iB ocoOivBa yBara TMOBHMHHA OyTH MpHALIEHA
CTaJisIM KOJTYBaHHS JIIKAPCHKUX 3aCO01B.

3 MeTow 3amobiraHHs NepexpecHi KOHTamiHaIli CiiJ 3BepTaTH yBary Ha
KOHCTPYKIIi MPUMIIIIEHb Ta O0JIaHAHHS, TEXHOJIOTITYHHUIA TMPOIIEC Ta BIPOBAKEHHS
Oynb-SKUX BIAMOBIAHUX TEXHIYHUX Ta OpraHi3allifHUX 3aXOJliB, BKJIIOYAIOYH
edeKTHUBHI Ta BIATBOPIOBAHI MPOLIECH OYMILEHHS Ta KOHTPOJIb PU3MKY MEpPEeXpecHOi
KOHTaMIHAaIli.

J7is OIiHKM Ta KOHTPOJIIO PU3HKIB MEPEeXpecHOi KOHTaMiHaIlii, III0 MPeICTaBIeH]
BUPOOJICHOIO POAYKIII€I0, CIiI BUKOPUCTOBYBATH MPOLEC YIPABIIHHS PU3HUKAMH IS
SKOCTI, 110 BKJIOYAE B ce0e OIIHKY CHJIM Jii Ta TOKCHKOJIOTIYHUX BJIACTHBOCTEH.
Takoxx  HEoOXiHO BpaxoByBaTH Taki (AaKTOpu: KOHCTPYKIIS  TEXHIYHHX
3aco0iB/00MaHaHHs Ta iX BHUKOPUCTAHHSA, IEPCOHAT 1 MaTepiabHUM TOTIK,
MIKpOO10JOTIYHUN KOHTPOJb, (I3UKO-XIMIUHI XapaKTEPUCTHKH J10Y0i PEUOBUHH,
napaMeTpy TEXHOJIOTIYHOTO MPOIIECY, MPOIECH OYUIICHHS Ta aHAJTITHYHI MOKIIMBOCTI
CTOCOBHO BIJMOBITHUX MEX, BCTAaHOBJICHHX 32 pPe3yJIbTaTaMU OLIHKA MPOMYKIIi.
PesynbraT mpouecy ynpaBiiHHS pU3MKaMH IS SKOCTI € OCHOBOIO JJISi BU3HAUEHHS
HEOOXIJTHOCTI ~ CTEIiaJbHOTO TMPU3HAYCHHS TMPUMINICHh Ta OOJagHaHHS IS
KOHKPETHOTO JIIKApChKOTO 3ac00y a0o Tpymu JKapChbKUX 3ac00iB, a TAKOX CTYIEHS
tTakoi HeoOximHocTi. lle BkiIOWae B cebe cremiaibHe MPU3HAYEHHS JETajlei, 110
KOHTaKTYIOTh 3 MPOAYKIIi€0, a00 CrelialibHe MPU3HAYCHHSI BUPOOHMYMX TEXHIYHHX
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3ac00iB B IIOMY, ajie HE OOMEXY€eThCS HUMH. 32 YMOBU OOTPYHTYBaHHS MOXe OyTH
MPUAHATHUM OOMEXEHHS BHPOOHUYOI MiSJIBHOCTI BIJIOKPEMJICHOIO aBTOHOMHOIO
BUPOOHUYOIO 30HOI0 B MEKaX 0araToluibOBUX TEXHIYHUX 3aCO01B.

PesynpTaT mporecy ympaBiuiHHS pPU3MKAMU JUIS  SKOCTI € OCHOBOK IS
BU3HAYEHHS CTYINEHs TEXHIYHUX 1 OpraHi3alliiHUX 3aXxOMdiB, HEOOXITHUX IS
KOHTPOJIFO PH3UKIB TEpeXpecHOoi KoHTaMiHamii. lle BkItouae Taki 3axoaM, aje HE
00MEXY€EThCSI HUMU.

81. IIpomec BUpOOHUIITBA TOCTIIHKYBAaHUX JIKAPCHKUX 3aC001B MOBUHEH MPOUTH
BaJIIJAII0 Y TOMY 00Cs31, IO € BIAMOBITHUM JUIsl TIEBHOI CTafii HOTO PO3POOKH.
Banigamito MaroTh NpONTH NpUHAWMHI KPUTHYHI CTajAll TEXHOJIOTIYHOTO IPOIECY,
30KpeMa crepuiiizalii. Yci crajli TEXHOJIOTIYHOro MpPOLEeCcy MOBUHHI OYTH MOBHICTIO
3aJIOKyMEHTOBAHI.

82. KoHTpoJIb MEpBUHHOTO 1 JPYKOBAHOTO IMAKyBaJbHOTO MaTepially, a TaKOoXK
MOBO/UKCHHS 3 HHUM 3JIMCHIOIOTBCS 3TIIHO 13 3aTBEPKCHUMH JIIICH31aTOM
METOINKAMH.

83. JlpykoBaHi MaTepiany TOBHHHI 30epiraTucs B O€3NEYHUX yMOBax, IO
BUKJIIOYAIOTh JOCTYI CTOpPOHHIX o0ci0. Po3pizaHi eTHKeTKH Ta 1HIII po3pi3aHi
JPYKOBaHI MaTepiaii HeoOXiAHO 30epiraTd 1 TpaHCHOPTYBaTH B yMOBax, IO
3amobiranu 0 ix meperuryTyBaHHI0. [lakyBasibHI MaTepialid MOBUHHI BHUIABATHCS IS
BUKOPUCTAHHS YMOBHOBA)KEHHMM Ha II€ TMEPCOHAJIOM BIiJMOBITHO JO 3aTBEPIKEHOI
JIIIEH31aTOM METOIUKHU.

84. IlpocTpoueHuii abo TaKWii, IO BHWHINOB 3 YXHUTKY, NEpPBUHHUN a0o
NPYKOBAaHUN TaKyBaJbHUN Marepial HEOOXITHO 3HHIIUTH, a 3a (PAKTOM CKIACTH
IIPOTOKOJI.

85. KoHTposib SIKOCT1 JIKapChKUX 3aCO01B 3[IIMCHIOETHCA 3TIHO 3 METOJUKAMU,
BU3HAYECHUMH METOJIaMH KOHTPOJIIO SKOCTI Ta/abo crienudikaIissMH.

86. Ilicist Bumadi ymOBHOBa)KEHOIO OCO0O0IO JIilleH31aTa JIO3BOJIy HAa BHITYCK
(peanizaliio) JiKapchbKOro 3aco0y HeoOX1qHO 30epiratu K NpUAATHUN AJis peasizaiii
3arac B yMOBaX, yCTaHOBJICHUX METO/IaMH KOHTPOJTIO SIKOCTI Ta/abo crienudikariiero.

87. BimOpakoBaHi pEUYOBMHHU, MaTepiaid 1 TPOAYKIlS IMOBUHHI OyTH YITKO
MapKoBaHi 1 30epiraTucs OKpeMo B 30HaX 3 0OMeKeHUM aocTynoM. Ha Oynb-sky fito 3
HUMH CKJIQIA€ThCS IPOTOKOJ YIIOBHOBXKEHUM Ha 1€ TIEPCOHAIIOM.

88. KoxxHwmii sineH3iaT MOBUHEH MAaTH BiAAUT (MIAPO3/Iia) KOHTPOIIO SKOCTI, 3a
BUHSATKOM BHIIAJKIB, 3a3HaueHUX Yy NyHKTI 89 nwmx JlineH3idHux ymoB, Yy
PO3MOPSHKEHH] IKOTO € 0JIHa a00 JAeKiJibKa J1abopaTopiil 3 KOHTPOIIO KOCTI. Takuit
BiJUIUT (TMiIpO3/1J1) MOBUHEH (PYHKIIIOHYBAaTH HE3QJICKHO BiJ| IHITUX BIJIUIIB, a HOTO
naboparopiss TOBMHHa OYTHM aTECTOBaHA BIAMOBIHO O TOPSAKY TPOBEIACHHS
rajiy3eBoi arecTarlii 1a0opaTtopiii 3 KOHTPOJIO SKOCTI Ta O0€3MeKH JIKApChKUX 3ac001B,
3aTBepaxeHoro MO3.

89. ¥V pasi BiACYTHOCTI y JilleH31aTa BIACHOTO BIAALTY (MIAPO3ALTY) KOHTPOIIO
SAKOCTI 200 OKpeMOoro BUIPOOYBAJIbHOTO OOJQAHAHHSA YU 3ac00iB BHMIipIOBAIHHOI
TEeXHIKM JJisa 3a0€3MeueHHs aHalli3y SKOCTI 3a BCiMa MOKa3HWKaMH, NepeadadyeHuMH
METOJIaMU KOHTPOJIIO SIKOCT1, KOHTPOJb SIKOCTI MOXE 31MCHIOBATHCS 33 JOTOBOPOM 3
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1a0opaTopi€ro, AaTecTOBAHOIO BIAMOBIAHO A0 TOPSAKY TPOBEIEHHS Taly3eBOi
aTectarii JyrabopaTopiii 3 KOHTPOJIO SKOCTI Ta OE3MEeKH JIKApChKUX 3aco0iB,
3arBepmxenoro MO3.

90. ITpumimeHHa Ta oOJaJHAaHHS J1a0OpPAaTOPId 3 KOHTPOJIO SIKOCTI MOBUHHI
BIJIMOB1IaTH BUMOTAM JI0 BUIIPOOYBaHb, SIK1 MPOBOATHCS B ITUX J1a00OpaTOPisX.

91. Kontponp y mporeci BHUPOOHHIITBA, 30KpeMa TOM, IO BHUKOHYETHCS
BUPOOHMYMM TIEPCOHAIOM Yy BUPOOHMYOMY MPUMILIEHHI (30H1), HEOOXIJIHO
3MIIACHIOBATH BIAMOBIIHO 70 3aTBEPIKEHUX METOIB, a 3a pe3yibTaTaMH — CKIIACTH
npotokoj. IlepBuHHI naHi, 3adikcoBaHI B TaKWX JOKyMEHTaX, sK JjgabopaTopHi
XKypHalnu Ta/ad0 NTPOTOKOJIM, MOBHMHHI 30epiratuca Ta OyTH JOCTYDHUMH JUIS
O3HAWOMJICHHS.

Meronu BunpoOyBaHb MarOTh MPOWUTHM Baligamito. Y mabopatopii, e
3aCTOCOBYIOTh METOJ BHUIPOOYBaHHS 1 HE NPOBOJWIM TEPBICHY BalliJallifo, CIiJ
NpOBECTH BepHU]IKalilo MPUAATHOCTI METOAy BumpoOyBaHHSA. Bci omepamii miono
MpOBEJIEHHST BUNPOOYBaHb, OMHCAHMX Y PEECTPALIMHOMY JOChE ab0 TEXHIYHOMY
JIOChE, HEOOX1THO MPOBOIUTH 3T1THO 13 3aTBEPHKEHUMHU METOIaMHU.

92. Ilepen Bumauero YIOBHOBAXKEHOIO 0COOOI0 JI03BOJIY HAa BUITYCK (peai3aliiio)
abo 3acTtocyBaHHsS cepli y KIIHIYHMX BUIIPOOYBaHHSAX OLIHKa JIIKAPCHKOTO 3aco0y
MOBUHHA OXOIUTIOBATH BCl YMHHHMKH, BKIIOYAIOYH YMOBH BUPOOHHMIITBA, PE3YJIbTaTH
BUIPOOYBaHb y MPOIIeCi BUPOOHUIITBA, OTJISAT BUPOOHWYOT JOKYMEHTAITlT (BKIIOUAIOUH
JIOKYMEHTAIlII0 3 MaKyBaHHs), BIAMOBIAHICTH crerudikaiisaM Ha JIKapChKuil 3acid i
MEPEeBIPKY OCTATOYHOTO TOTOBOTO TMaKyBaHHS. bynb-sika JOKyMEHTallis II0/10
KOHTPOJIIO SIKOCTI, sIKa HAJIEKUTh JI0 IPOTOKOIY Cepii, MOBUHHA 30epiraTucs He MEHIIEe
OJIHOTO POKY MICJs 3aKiHYEHHS TEpMIHY IPUJATHOCTI cepii a0 He MEHIlE I’ SITH POKIB
micsi BUJAYl JI03BOJIYy Ha BUMYCK (peaiizailio), mpu 1bOMY OOUPAETHCS OUIBIINN 13
TEPMiHIB IPHUIATHOCTI.

93. KoHTpoibHI 3pa3ku KOXKHOI cepii JiKapchKOro 3aco0y Ta JOCIiIKyBaHHX
JIKapChKUX 3aco0iB  HeoOXimHO 30epiraTM y CHOXKMBYMX NAKyBaHHAX ¥y
PEKOMEHIOBAHUX YMOBAaX OJMH PIK IMicCIs 3aKiHUEHHS TEPMIHY MPHUAATHOCTI. 3pa3Ku
BUXIZHOI CHUPOBUHU (KpiM PO3YMHHUKIB, Ta3iB 1 BOAM) Ta MaKyBaJIbHUX MaTepialliB
ciig 30epiraTd HE MEHIIE HIXK JBa POKHU IMICIsA BUIYCKY Cepil JIKapChKOro 3acoly,
AKIIO e 3abe3nedye ix cTabuTbHICTh. KOHTpOJIBHI 3pa3ku CHUPOBUHHU, MaTepialiB 1
JKapChKOTO 3ac00y MOBHHHI OYTH B KUTBKOCTI, IO JO3BOJISIE 3MIMCHUTH 1X MOBHUM
MOBTOPHUI KOHTPOJIb HE MEHIIIE HiXK J[Ba pa3u.

94. VYci omeparii moa0 MPOBEICHHS BUIPOOYBaHb, OMUCAHMX Y JOKYMEHTaX
peecTpaLiiHoOro 10Che, HEOOX1THO MPOBOIUTH 3T1THO 13 3aTBEPIXKEHUMH METO/IaMHU.

95. TBapuHH, SIKUX BUKOPHUCTOBYIOTH JJIsi MPOBEACHHS BUIPOOYBaHb 3TiHO 13
3aTBEP/KEHUMH  BiJIMOBITHO IO 3aKOHOJABCTBA METOJUKAMHU, YTPUMYIOTHCS i
KOHTPOJTIOIOTHCS TAKAM YHHOM, 100 3a0€3MEUNTH X MPUAATHICTD JIJIs 3aTUIaHOBAHOTO
BUKOpUCTaHHS. TBapuHM MOBHMHHI OyTH imeHTu¢ikoBaHi. JlieH3iaT MOBHHEH BECTU
HAJIGKHUM YHHOM MPOTOKOJIHU, 1110 BiATBOPIOIOTH 1CTOPIIO iX BUKOPUCTAHHS.

96. JlinleH3iaT MOBMHEH CTBOPUTH CHCTEMY BEJCHHS MPOTOKOJIB 1 PO3IISAY
pexiamMaliiii Ta e(eKTUBHY CHCTEMY IIBHJKOTO BIIKIMKAaHHS JIKapChbKHX 3aco0iB 3
Mepexi ONTOBOI Ta po3APiOHOT TOPriBii (A AOCTIHKYBaHUX JIIKAPCHKUX 3aC00iB — 3
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KIiHIYHUX 0a3). Y pa3i BiAKIMKAaHHA cepil JKapChKUX 3aco0iB, MO IMOB’si3aHE 3 ii
AKICTIO Ta 0€3MeKOor0, JiIeH31aT MOBHHEH MOIH(POPMYBATH OpraH JIICH3YBaHHS Ta y
pa3i eKCIopTYy BIANOBIHI YIIOBHOBAXEH]1 OPraHM 1HIIUX KpPaiH.

97. Ilin yac mMpoOBaKEHHSA AISUIBHOCTI 3 BUPOOHHUIITBA JIKAPCHKUX 3ac001B
JineH3iaT 3000B’s3aHUM MPOBOJAWTH CAaMOIHCHEKINii, 100 KOHTPOJIIOBATH TMOPSIOK
BIIPOBA/KEHHA 1 JOTPUMaHHS BHMOT HaJeXHOI BHUPOOHHMYOI TPAKTUKU IS
BHU3HAUYEHHSA HEOOXIIHMX 3amoO0DKHUX Ta KOPUT'YBaJbHUX 3axoiB. CaMOIHCIEKIIis
IIOBHHHA MIPOBOJIUTHCS YIOBHOBaKEHUMH JIIEH31aTOM He3aIe)KHUMU
KOMITIETCHTHUMH INTATHUMH TpaIlliBHUKaAMH 3T1IHO 13 BCTAHOBJIECHHUMH JIICH31aTOM
METOJIMKaMH. 3a HEOOXITHOCTI MoOXKe OyTH TMpOBEACHUM HE3aNeKHUN ayIaUT
eKCIIepTaMM 1HIINX YCTaHOB Ta opraHizaiii. [1inx yac npoBeaeHHs BCIX CAMOIHCTICKIIIM
HEOOX1/THO CKJIaJlaTH MTPOTOKOJI.

98. Ilix yac mpoBaKEHHS AISIBHOCTI 3 BUPOOHHUIITBA JTIKAPCHKUX 3ac00iB Oy/Ib-
Ky IisSUTBbHICTh, HAa SIKY TONIMPIOIOTHCS BHUMOTH HAJICKHOI BHUPOOHHYOI TPAKTHKH,
rapMoHi3oBaHi 13 3akoHOAaBcTBOM €C, 1 sika € 30BHINIHBOIO (2yTCOPCHHTOBOIO)
TISTBHICTIO, HEOOXITHO  BIANMOBIZHMM YHWHOM  ONKHCYBaTH, TIOTO/DKYBaTH 1
KOHTPOJIIOBAaTH, 1100 YHUKHYTH HENOpPO3yMiHb, SIKI MOXYTh CTaTH NPUYHHOIO
HE3aJI0BUIBHOI SIKOCTI JIIKApChKOro 3aco0y abo AisuibHOCTI. MiK 3aMOBHUKOM 1
BHUKOHABIIEM MHCHMOBO YKIAJA€ThCSI KOHTPAKT, Y SKOMY YiTKO BU3HA4Y€HI O0OB’SI3KH
KOXHOI cTopoHH. CHCTEMOIO YIPaBIiHHS SKICTIO 3aMOBHHMKA MOBHHHO OYTH YITKO
BCTAHOBJICHO TOPSAJIOK il Ta MOBHA BIAMOBIJATBHICTH YIMOBHOBAXEHOI OCOOH, IO
BHJIa€ JJ03B1JI HA BUITYCK KOXHOT Cepii JIIKAPCHKOTo 3ac00y.

3axoaM MO0 30BHINIHBOT (ayTCOPCUHTOBO1) MISIILHOCTI, BKIIOUAIOUU OYIb-sKi
3alpOIOHOBAHI 3MIHM TEXHIYHUX a00 1HIIUX YMOB, 3/1MCHIOIOTHCSA BIAMOBIAHO 0
PEryisITOPHUX BUMOT Ta PEECTPALIIHOTO A0ChE Ha BIAMOBIIHUMN JTIKapChKUi 3aciO.

SIKI10 BIACHUK PEECTPAIiHHOTO MOCBITYCHHS 1 BUPOOHHUK HE € OJIHIEI0 0CO0010,
M1 HUMH YKJIQJA€ThCS BIAMOBIIHUNA KOHTPAKT.

3aMOBHMK TOBMHEH KOHTPOJIIOBAaTH 1 MEpEeBIpATH Jii BHUKOHABIS, a TaKOX
BIIPOBAPKEHHSI HUM OY/b-SKOT0 HEOOX1HOTO MOJIMIIIEHHS.

Y KOHTpakTi MOTPiOHO YITKO OMHUCATH, XTO € BIAMOBIJATHFHUM 33 KOKHHUN €Tarl
30BHIIIHBOT (AyTCOPCUHIOBOI) AISUIBHOCTI, 30KpeMa YIpaBJIiHHS 3HAHHSAMU, eperavy
TEXHOJIOT1i, 3a0e3MeueHHs JIaHIIora MOCTaBOK, CYOKOHTPAKTHY ISJIBHICTh, SKICTH 1
3aKyIIiBJIIO MaTepiaiiB, MpPOBEJACHHS BUIPOOyBaHb Ta BHUAAYy JO3BOJIY Ha
BUKOPUCTaHHS MaTepiajiB, BEJCHHS TEXHOJIOT1YHOTO MPOIECY Ta KOHTPOJIb SKOCTI
(BKJIIOYAOYHM KOHTPOJIb Y MpoIieci BUPOOHUITBA, BiAOIp Ipob 1 aHai3).

Bci mporokonu, mTOB’sA3aHi 13 30BHINIHBOIO (2yTCOPCHHTOBOIO) MAiSUIBHICTIO
(MpoTOKONMM BUPOOHHWIITBA, aHANI3y Ta AMCTPHOYIIi), a TaKOX KOHTPOJIBHI 3pa3KH
MOBHHHI 30epiratucs y 3aMOBHHKa abo OyTu Homy gocTymnHi. Byab-siki mpOTOKOIH
HIOJI0 OIIIHKK SIKOCTI JIKApChKUX 3aco0iB y pasi Mpea sBIEHHA NpeTeH3iit abo
nependadyBaHoro Opaky, a0o mig dYac po3chigyBaHHS y pas3l mnependavyBaHol
danbcudikamii JTiKapchbKUX 3aco0iB MarOTh OyTH JOCTYIHI 3aMOBHHMKY 1 TOYHO
BU3HAYEHI B IOr0 BIAMOBIIHUX METOIUKAX.

VY Bumaaxky BUPOOHHUIITBA 32 KOHTPAKTOM BHKOHABELb IMOBHHEH MATH JIIEH31I0
Ha MPOBAHKEHHS TOCHOJAPCHKOI AISITFHOCTI 3 BUPOOHMIITBA JIIKAPCHKUX 3ac00iB. Yci
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JIOMOBJIEHOCTI IIIOJ0 BHPOOHMIITBA Ta aHaMi3y JIKAPCHKUX 3aco0iB TIOBWHHI
BI/IMOBIIATH JIIIIEH3IHHMM YMOBaM, BHUMOTaM HaJIEKHOI BHUPOOHMYOI TIPAKTHKH,
HOPMAaTUBHO-TEXHIYHIN JOKYMEHTallli Ha JIIKapChbKUi 3acid Ta OyTH MOTOMKEHI 0OoMa
CTOPOHAMH.

99. Ilim yac mpoBaIKEHHS MISUTBHOCTI 3 BUPOOHHUIITBA JIIKAPCHKUX 3ac00iB
JIIeH31aT IOBUHEH CTBOPUTHU CUCTEMY Ta 3aTBEPAMTH BiJIIOBIIHI TUCHMOBI METOUKH
(mpouenypu) JUisl BEAEHHS NPOTOKOJIB, OLIHKH, pO3CIIAYBaHHA Ta OIJISALY
peKiiamariiii, BKJIIOYAOYM TMOTEHIIHHI Oe(eKTH SKOCTi, Ta 3a HEOOXITHOCTI IS
€()EeKTUBHOTO 1 IIBUIKOTO BIIKJIUKAHHS JIIKAPCHKHUX MpEIapatiB JJIs JTIOJUHHU, a TAKOXK
JOCIIPKYBAHUX JIIKAPChbKUX 3ac00iB 3 Mepexi auctpudyuii. Jlo po3ciaigyBaHHA Ta
OIIHIOBaHHA Je(EKTIB SKOCTI, a TaKOX J0 MPOLECYy MNPUUHATTSA PIMICHb 100
BIIKJIMKAHHS JIIKAPCHKOTO 3ac00y, KOPUTYBAIBHUX 1 3aMOO1KHUX 3aXOJIB Ta 1HIIHX
JIH I 3HIDKCHHS PU3HUKY CII1JT 3aCTOCOBYBATH MPHUHITUIN YIIPABIIHHS PU3HKAMHU IS
SIKOCTI.

[Hdopmartito, MO MOBIAOMIISIOTE Y 3B’SI3Ky 3 MOXJIMBUMH Je(PEKTaMH SKOCTI,
CIiJ 3aJIOKyMEHTYBAaTH, BKIIOYAlOYHd BCl BHXiAHI moapoowuri. I[udopmariiro mpo
BOXHICTh Ta MacmTald BCiX Je(]eKTiB SKOCTi, MPO 5Kl MOBIIOMIIECHO, HEOOXI1THO
3aJI0KyMEHTYBaTH Ta OLIIHUTH.

VY pasi BusBieHHS AeEKTy SIKOCTI JilIeH31aT BH3HA4Ya€e Ta 3MIMCHIOE BIAMOBIIHI
KOPHUTYBaJIbHI Ta 3amo0ikHi 3aX011. EQEeKTUBHICTS TaKWUX 3aXOiB CIIII IEPEBIPATH Ta
OLIIHIOBATH.

[Ticnms Toro, sk Jikapchbkuii 3aci® OyB poO3MIlIEHWH Ha pPUHKY, Oyab-ske
BUJTyYEHHSI MOTO 3 MEPEXi NUCTPUOYIlii BHACHIIOK Ne(EKTy SKOCTi CIiJl pO3TIIsiaaTH
SIK BIIKIMKAHHS Ta YIPABISATH HUM SIK TAKUM.

[Tporokonu aucTpuOyiii cepii/nikapcbkoro 3aco0y MOBUHHI OyTH JOCTYIHI AJis
ocoOM, BIANMOBIAATbHOI 3a BIAKIWUKAHHS, 1 MICTUTH 1H(OpMAII0 MPO ONTOBUX
TOProBIiB 1 Oe3mocepeHhO 3aMOBHHUKIB, SKi OJepXkald JiKapchbkuii 3acid (i3
3a3HAYCHHSIM aJpecH, HoMepiB Tenedony Ta/abo ¢akcy, 1m0 MpaIoTh 10400080,
HOMEpIB cepii Ta KIJIbKOCTI MOCTABICHUX JIIKAPCHKUX 3aC00iB), BKIIOYAIOYM THX, IO
MOB’sI3aHl 3 EKCIIOPTOM JIIKAPChKHX 3acO0IB Ta TOCTAYaHHSM 3Pa3KiB JIKAPCHKUX
3aco0iB.

VY Bumagkax, KOJMW JIKapChKui 3aci0 TPU3HAYCHMM JJIs BIJKJIMKAHHS,
3a3aieriab Ciij MoiH(GOpMyBaTH BCi 3alHTEpPECOBaHI KOMIETEHTHI YMOBHOBaXKEHI
OpraHm.

Biaknukanuii mikapcbkuil 3aci® cmin ieHTH(IKyBaTH 1 30epiraTd OKpeMoO B
Oe3neyHiil 30H1 A0 NPUHHATTS PIIIEHHS PO MOAABII il 3 HUM.

Crnig mepiognyHO OLIHIOBATH €(GEKTUBHICTH 3aXOJiB IIOJIO0 BIIKIWUKaHb, 100
MIATBEPIUTH iX HAJIWHICTh Ta MPUJATHICTh. Taki OIIHKK MarTh OXOIUIIOBATH SK
cuTyalii y Mexax poOoyoro uacy, Tak 1 CUTyalii mo3a poOouMii yac; mij uac
MPOBEJICHHST TAKOTO OIIHIOBAHHS CJIiJI MPUAUIMTA YBary BUKOHAHHIO yIaBaHWX Jid 3
BiJIKITMKaHH. Take OI[iHIOBaHHS HEOOX1THO 3aJJOKyMEHTYBAaTH Ta OOTPYHTYBATH.

100. Ilix yac mpoBaJKEHHsI AISUIBHOCTI 3 BUPOOHHIITBA JIKAPCHKUX 3acO0IB 3
METOI0 KOHTPOJIIO BiAMOBITHOCTI BUMOTaM HaJIEKHOI BUPOOHUYOI MPAKTUKH, a TAKOXK
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PO3pOOJICHHS Ta BIPOBA/KEHHS HEOOXITHUX 3aNMO0DKHUX Ta KOPUTYBAJbHUX 3aXOiB
CJ1J] POBOJIUTH CaMOIHCIICKIIIIO.

[Ipumiienssi, o0nagHaHHsA, JOKYMEHTAllI0, TEXHOJOTIUHUM Mpolec, KOHTPOJIb
AKOCTI, JUCTPUOYLIIO JIKAPCHKUX 3ac001B, MUTAHHS II0J0 MEpCOHaly, poOOTH 3
peKJIaMaIliiMi Ta BIAKIUKAaHb, a TAKOXK IISUIBHICTh 13 CAaMOIHCIIEKTYBaHHS HEOOX1THO
peryJapHO JIOCTIIHKYBaTH BIAMOBITHO /0 BHU3HAYEHOI MpOTpaMU IS MEPEBIPKU iX
BIJIMOBIIHOCTI MPUHIIUIAM 3a0€3MEUYCHHS IKOCTI.

[IpoBeaeHHsT BCIX CaMOIHCIIEKIIIH CiiJ MPOTOKOIoBaTH. I[IpoTokonu MmoBHHHI
MICTUTH BCl CIIOCTEPE)KCHHs, 3pOOJIeHI MiJ Yac IHCIEKIIi, 1 y pa3i HeoOXiTHOCTI
MPOMO3UIlT MO0 3IMCHEHHS 3aMo0LKHUX Ta KOPUTYBAJIBHUX 3aXxofiB. Takox
NOTpiOHO CKIIaIaTH 3BITH PO JIii, MPOBECHI BHACIIIOK 1HCIEKIIii.

101. BupoOHUIITBO CTEpUIIbHUX JIIKApChKUX 3ac001B, O10J0TTYHHUX (Y TOMY YHCITI
IMyHOO10JIOTIYHHMX) JIIKAPCBKUX 3aco0iB, paJlOaKTHBHUX JIKAPCHKUX 3aco0iB
(pamiodapManleBTUYHUX  TIpemapariB), MEAMYHMX Ta3iB, JIKAPChKUX 3aco0iB
POCITUHHOTO TIOXO/KEHHS, JIIKAPChKUX Mpenaparis, 0JIep>KyBaHUX 3 JOHOPCHKOI KPOBi
a0o0 ImIa3Mu, piIuH, KPeMiB, Ma3ei, J030BaHUX aepO30JIbHUX MPEMapatiB MiJ THCKOM
JUISL IHTQJISIINA, JOCHTIKYBaHMX JIIKAPChKUX 3ac001B, aKTUBHUX (apMarieBTUUHUX
IHTPEIEHTIB, 3aCTOCYBAHHS 10HI3YyIOUOI'O BHIIPOMIHIOBAHHS Yy BHUPOOHHUIITBI
JTIKapChKUX 3aco0iB, Bi0ip mMpoO BHIXIJHOI CHPOBHHHU Ta MaKyBaJlbHMX MaTepialiB,
BHUITYCK 3a TlapaMeTpamu, KBamidikailisa 1 Baiifgallis, cepTUdikaris yrmoBHOBaKEHOIO
0Cc000I0 Ta BHUITYCK cepli MOBMHHI 3A1MCHIOBATUCS 3 JOJEpKaHHSM BHUMOT HAJIECKHOI
BUPOOHUYOI MTPAKTUKH, TAPMOHI30BaHUX 13 3aKOHOaBCTBOM €C.

102. dacyBaHHs 3apeeCcTPOBAHMX B YCTAHOBJIEHOMY 3aKOHOJIABCTBOM MOPSIAKY
AaKTUBHUX (papMalleBTUYHUX IHTPEAIEHTIB BIACHOTO BUPOOHMIITBA Ta/ab0 3aKyIJIEHUX
y MOCTayalbHUKIB a00 1HIIMX BUPOOHUKIB aKTUBHUX (DapMalleBTUYHUX IHTPEIIEHTIB
JUIS 1X TTOAAUIBINOl peari3allii JileH3iaTtaM, sSKi MPoBasATh TOCIOAAPCHKY JISIbHICTD 3
BUPOOHUIITBA (BUTOTOBJICHHS) JIIKAPCHKUX 3ac0o0iB B yMOBaxX anTeKH, IMOBUHHO
3/11MCHIOBATUCS BUPOOHMKAMU JIIKAPCHKUX 3aCO0IB 3 JOTPUMAHHSM BHUMOI HaJIEKHOI
BUPOOHWYOI TPAKTHKH, TapMOHI30BaHMX 13 3akoHonmaBcTBoM €C. Y wmapkyBaHHI
po3dacoBaHOTO AaKTUBHOTO (hapMalleBTUYHOTO IHTpedieHTa, KpiM iHQopmarii,
nepen0ayeHoi  BUPOOHUMKOM  aKTUBHOTO  (papMalleBTMUHOTO  IHTpeAieHTa  Ta
BIJIMIOBITHUMH BHMOTaMU HaJIe)KHOT BHPOOHWYOI MPAKTUKH CTOCOBHO TAaKOTO BHUIY
TiSTBHOCTI, JJOJJATKOBO TTOBUHHA MICTHTHCS 1H(pOpPMAITis PO BUPOOHMKA, 110 31HCHUB
¢dacyBanns, Ta iH(poOpMalis Mpo Te, L0 3a3HAYCHUN AaKTHBHHUU (apMaleBTHUHUIN
IHTPEeIIEHT TPHU3HAUYCHWM BUKIIOYHO ISl peami3aiii JileH3iaTtaMm, Kl MpOBaATh
TOCTIOAAPCHKY MisSUTbHICTh 3 BHUPOOHHUIITBA (BUTOTOBIIEHHS) JIIKAPCHKUX 3ac00iB B
yMOBax anTeKH.

Bumoru 1o npoBapkeHHs rOCoAapChKoi
JISUTBHOCTI 3 ONTOBOI TOPTiBJI1 JIIKAPCHKUMU 3aC00aMU

103. OmroBa TOPriBisl JIKAPCHKUMH 3ac00aMU 3IIHCHIOETHCA 4Yepe3 anTeuHi
ckianu (6a3u). BupoOHukM nikapchKux 3ac00iB 3MIHCHIOIOTH peajizaliio MpoayKIii
BJIACHOTO BUPOOHUIITBA HA MiJICTaB1 JIIEH31i HA BUPOOHHUIITBO JIKAPCHKUX 3aC001B 3a
YMOBHU JOTPUMaHHS BHMOT HAJIEKHOI MPAKTUKU AUCTPUOYLIi, HAIEKHOI MPAKTUKU
30epiraHHs, TapMOHI30BaHUX 13 3aKOHOAAaBCTBOM €C.
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Jlinensiar 3abe3neuye:

TOPTIBJIIO JIMIIE JIKAPCBKUMHU 3aco0amu, SKI 3apeecTpoBaHl 3TIIHO 13
3aKOHOJIaBCTBOM Y KpaiHH;

JOJIEp’)KaHHS BU3HAYEHUMX BHPOOHHMKOM 3arajbHUX Ta CHEUU(]IYHUX YMOB
30epiranHs JIIKAPChKUX 3ac00iB Ha BCIX €Talax ONTOBOI TOPTIBII (B TOMY YHCHI MiA
Yyac TpaHCIOPTYBaHHS);

JOJIEp>)KaHHS. BUMOT HAJIE)KHOI MPAaKTUKH JAUCTPUOYLII Ta HAJIEKHOI MPAKTUKU
30epiraHHs, TaApMOHI30BaHUX 13 3aKOHOAaBCTBOM €C;

BIPOBAKEHH, (YHKIIIOHYBaHHS Ta MIATPUMaHHS cucTeMH ((dapMaieBTHIHOL
CHUCTEMH) SIKOCTI;

HasSBHICTh MEPCOHATY, KBali(iKallisi Ta TOBHOBAXXEHHS SIKOTO BIJMOBIIaI0Th LIUM
JliteH31iHUM yMOBaM;

HasBHICTh MaTepiaJIbHO-TEXHIYHOT 0a3M Ta TEXHIYHHMX 3ac00iB, HEOOXITHUX IS
MPOBAXKEHHS TOCTIOAPCHKOI ISIIBHOCTI 3 OMTOBOI TOPTIBJI JIIKAPCHKUMHU 3aco0aMH,
Ta 11 BIAMOBITHICT BUMOTaM HOPMATHBHUX JOKYMEHTIB IIOJ0 30epiraHHs, KOHTPOJIO
SIKOCT1, TOPTiBJI1 JIIKAPCHKUMH 3aCO0aMH;

JIOKYMEHTYBaHHsI MPOIIECIB, MPOLETYP, ONEpalliii;

JOTPUMAHHS BUMOT IOAO SIKOCTI JIKApCHKUX 3aCcO01B MijJ 4ac OMNTOBOi TOPTiBII1
HUMH;

OpraHizaififo Ta TPOBEJCHHS CaMOIHCHEKIH (BHYTPIIIHBOTO ayAUTy) IIOJI0
BIIPOBAKEHHS Ta JIOTPUMAHHS BUMOT HAJIC)KHOT MPAKTUKHU JTUCTPUOYIIIT,

YHEMOJKJIMBJICHHSI KOHTaMIHAIIi1 Ta MepeTuIyTyBaHHs JIIKApChKUX 3aC00i1B;

(GyHKIIIOHYBaHHSI CUCTEMHU BUSBJICHHS Oylb-sIKO1 MPOJYKIi, 110 HE BiAMOBiIa€e
BCTAHOBJICHUM BUMOTaM (HOPMAaTHUBHUM (QHAJTITUYHUM, TE€XHIYHUM, TEXHOJIOTTYHIM)
JOKyMEHTaM, METOJaM KOHTPOJIO SKOCTI, CTaHAapTaM $KOCTi), Ta €(eKTUBHOI
MPOLEYPH BIKITUKAHHS.

104. JlinensiaT 3000B’sI3aHW TOBOJUTHCS 3 JIKAPCBKUMH 3ac00aMU TaKHM
YUHOM, 100 3a0e3meunTH iX BIAMOBIAHICT, MPHU3HAYECHHIO, BUMOTaM IIOJO
30epiraHHs, BU3HAYCHUM BUPOOHHKOM, 1 3a0€3MEUUTH SKICTh Ta BUKIIOYUTH PUZHK
JUIS TIAIIEHTIB, TOB’S3aHUN 13 HEJIOCTATHBOIO OE3IMEKOI0, SKICTI0 YM €(PEKTHBHICTIO
JKapChKUX 3aC001B.

Jns  3a0e3medeHHs SKOCTI JIKApChbKUX 3aco0iB  JIilleH31aT 3000B’s3aHUI
3alpoBaJUTH Ta 3a0e3MeYuTH (YHKIIOHYBAHHS CHCTEMH SIKOCTI, sika Oa3yeTbcs Ha
HAJICKHIM NpaKkTUIl JUCTPUOYIl, HaNeXHIM mpakTuii 30epiraHHsS Ta BKIIOYAE
YIpPaBIIiHHA PU3UKAMU JJIs1 IKOCTI.

KepiBHuii mepconan mileH3iata € BiANOBIJATHHUM 32 HAsSBHICTh €(EKTUBHOI
CHUCTEMH SIKOCTI 1 HEOOXiIHUX pecypciB A Hei, a TakoX 3a Te, MO0 OOOB’SI3KH 1
MOBHOBAKCHHsSI BU3HAYEHI, JIOBEJCHI JO BiJiloMa 1 BOPOBA/PKEHI Ha pIiBHI BCi€l
oprasizarti.

Cuctema SIKOCTI BU3HAYAETHCS 1 JOKYMEHTYETHCS JIIIEH31aTOM.
CTBOpeHa JiIEeH31aTOM CUCTEMA SIKOCT1 Ma€ TapaHTyBaTH, IIIO:
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HEI0 OXOIUICHI Oprasi3aiiifHa CTPYKTypa, MpOIEAYpPH, MPOIECH Ta PecypcH, a
TaKOX yC1 BUJIM AISUTBHOCTI, HEOOX1/IHI JUTsl TapaHTyBaHHS TOTO, 10 30epekeH] SIKICTh
Ta IUICTh TIOCTABIIEHOT MPOMYKIi Ta M0 BOHA 3aJMINANACSI Y MEXKax JIETallbHOTO
JaHIIora MOCTa4aHHs 1] yac 30epiraHHs Ta/abo TpaHCIOPTYBaHHS;

00OB’SI3KM, TMpolleCH Ta TMPUHUUIK  YNPaBIIHHS  pU3UKAMHU, OIHKCaHI
(BcTaHOBJICHI) HEIO, JalOTh MOXJIMBICTh TIOCTIHHO OJACpP)KYyBaTH, 30epiraTd Ta
MOCTaBJISTH JIKAPChKi 3aCO0U 3 BIAMOBITHUMHU MOKa3HUKAMU SIKOCTI;

BC1 KPUTHYHI €TaIy MPOIeCy TUCTPUOYIIIT Ta CYTTERI 3MIHU OOTPYHTOBYIOTHCS Ta
y BU3HAYCHUX BUMAJKaX MIIAAI0ThCS BaIiallii;

YITKO BU3Ha4Y€H1 000B’SI3KU KEPIBHOTO MEPCOHAITY JIIIIEH31aTa;

BCl BHUAM JISUIBHOCTI, WLI0 CTOCYIOTBHCS SIKOCTI, BH3HA4Y€HI Ta TOBHICTIO
3aJIOKYMEHTOBaHI, a €EeKTHUBHICTh CHCTEMH SKOCTI1 MEPEBIPAETHCS;

3aMpOBaKEHO CHCTEMY YIPABIIHHA 3MiHAMU, SKa (DYHKITIOHYE 13 JOTPUMAHHIM
NPUHLIMIIB YIPaBIIHHSA pUSUKAMU 1JIs IKOCTI;

3aCTOCOBYETHCS BIATOBITHUN pPIBEHh aHANI3y OCHOBHUX TIPUYMH TIiJ dac
pO3CIiyBaHHs BIIXWICHB, MependadyyBaHOTO Opaky MPOMYKII Ta IHIIUX MpoOIeM
(BU3HAYAIOTHCS, HAMMPUKIIA, 3 BUKOPUCTAHHSM TPUHIIAIIB YIIPABIiHHS PU3UKAMU IS
AKOCT1). 3a pe3yibTaTaMW BCTAHOBIICHHSI MPUYMUH BIAXWUJEHb Ta HEBIAMOBIAHOCTEH
PO3pOOJISAIOTECS 1 3IMCHIOIOTHCS BIAMOBIIHI KOPUTYBajdbHI Ta/ab0 3amoOikHI il
EdekTuBHICTh TakuX Iili KOHTPOJIOETHCS 1 OMMIHIOETHCS BIAMOBIAHO A0 TPHHIIUIIIB
YIOPaBIIHHS PU3UKAMH JIJIS1 IKOCTI,

3MIMCHEHI HEOOXIJHI 3aXoAW I 3a0e3MledeHHS SKOCTI JIKapChKUX 3aco0iB
MPOTATOM YChOTO TEPMiHY MPUIATHOCTI MiJ] 4ac ONTOBOI TOPTiBIIi;

HasiBHA MPOILIeIypa MPOBEACHHSI CAMOIHCIIEKIlT (BHYTPIIITHBOTO ayAUTY), 32 SIKOIO
PEryJIpHO OILIHIOIThH €(hEKTUBHICTh 1 TPUAATHICTH CUCTEMHU SIKOCTI;

3a0e3MeueHo0 KOHTPOJIb Ta OIJsA] Oylb-1KOi 30BHIINIHBOI (2yTCOPCHHTOBOT)
TiSTTBHOCTI HA BC1 BUIIU JISUTBHOCTI, IO CTOCYIOThCS TUCTPUOYIIIT;

3aTBEPPKCHO HAJICXKHI MPOIEAYpH TIr€HU MEPCOHANTY, SKI BKIIOYAIOTh BUMOTH
I10JI0 3/TOPOB’ s, TITIEHHU, OJIATY Ta 371HCHEHHS KOHTPOJIIO 3a iX BUKOHAHHSIM.

105. Anreuni cknaau (6a3u) po3MINIYIOTHCS 32 YMOBH BIIAIITYBAHHS BAHTAXKHO-
PO3BaHTAXYBAJILHOTO MalaHYMKa IS i 131y MamuH (pamia 3 HaBicoM TOII0) 1032
(GpOHTOM BIKOH MPUMIILIEHb 3 MOCTIMHUM MepeOyBaHHAM JIOJel Ha OyIb-SKOMY
NOBEpCi B 130JIbOBAaHUX MPHUMIIIEHHAX 3 OKPEMHUM CaMOCTIHHUM BHUXOJIOM Ha30BHI B
OKPEMO PO3TaIIOBAHUX CIICIIATILHO OOJAIITOBAHUX KAMMITAIBHUX OYMIBIISX, & TAKOXK B
JOTIOMDKHUX OYAIBISX MPOMHCIOBUX MIANPHUEMCTB (3 ypaXyBaHHSIM BUMOT IMYHKTY
117 nmx Jlinensiiiaux ymoB). lls BuMora He TOMIMPIOETHCS Ha JIIEH3iaTiB, SKi
3aliMalOTHCS ONTOBOIO TOPTIBIICIO BUKIIOYHO MEIUIHUMHU T'a3aMH.

Po3Mimennss antedyHoro ckiagy (6a3u) B KUTIOBUX OyIMHKaX 1 OyIuMHKax
IPOMAJICHKOTO TpPHU3HAYEHHS (CMOPTUBHUX CHOpYyJaX, 3aKiagax OCBITH (IIKOJaX,
y40OBHX 1 JAWTAYUX JOWIKIIBHUX 3aKiajax), 3akiajax KyJIbTypH, CIOpPTY Ta
COLIIAIBHOTO 3a0e3neueHHs, JIKyBaIbHO-TPOPUIAKTUYHUX 3aKIalax, MiJIPUEMCTBAX
TOPTIBJII TOIO) JOMYCKAETHCS 32 YMOBH €KCILTyaTallli BIAMOBIAHUX BIJOKPEMIICHUX
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OyxiBenb He 3a mpu3HadeHHsAM. L[s BUMoOra He MOIIMPIOETHCS HA JIIEH31aTIB, SKi
3aliMaIOTHCS OMTOBOIO TOPTIBIICIO BUKITIOYHO MEIUIHUMH T'a3aMH.

Anrteuni ckiaau (06a3u) JiNEH31aTIB, SKI 3aliMalOTBCS OMNTOBOIO TOPTIBIICIO
BUKIIFOUHO MEIWYHUMH Ta3aMH, BIAMOBITHO JO 3aKOHOJABCTBA Ta BHUMOT HAJICKHOI
MPaKTUKH JAUCTpUOYIi Ta HaJNeKHOI NPAKTUKU 30epiraHHs pPO3MINIYIOTHCS B
130JIbOBAHUX TPUMIIICHHAX (3 OKPEMHM CAaMOCTIMHHMM BHMXOJIOM Ha30BHI) B OKPEMO
PO3TaIIOBAHUX CIIEIIaIbHO OOJAIITOBAHUX OJHOIOBEPXOBUX OYAIBISAX Ta IIIOMIAAKAX
TUTBKM Ha TEPIIMX TOBepXaX, fAKi po3TamioBaHi He Ommk4ye HiXK 60 METpiB Bif
KUTIOBUX OyauHKIB, He Ommkde HiDK 80 MeTpiB Big OYIHWHKIB TPOMaJChKOTO
NpU3HAUYCHHS (3aJIeKHO BI1J MOTYXKHOCTI) Ta He Ommxde HiX 30 MeTpiB BiA
BUPOOHMYMX OyAiBEJIb MEIUYHUX Ta3iB (3aJ€XHO B iX CTyNEHS BOIHETPUBKOCTI).
Po3ramyBaHHs TakuxX anTeuyHUX CKJIaAiB (0a3) y miABaIbHUX Ta IOKOJIBHUX MOBEpXax
HE JI03BOJISIETHCS.

Ha ¢acani 6ynisii, B Kl po3MillyeTbcs anTeuyHuid ckian (0asa), 3riAHO 3 Horo
NPU3HAYCHHSIM yYCTaHOBJIIOETHCS BUBICKA 13 3a3HaUCHHSAM BUIY 3akiaay. Ha BumgHOMY
MicIll TIepel BXOJAOM J0 alTeyHOro ckiamy (6a3u) posmimryeTbes iH(opMaliis mpo
HallMeHyBaHHS JlilIeH31aTa, peKUM poOOTH anTeuHOTo cKiany (0asn).

AnrteyHoMy ckiany (6a31) NPUCBOIOETHCS MOPSAKOBHI HOMEp Ta 3a Oa)KaHHAM
JireH3iaTa HaiMeHyBaHHS.

106. Anreuni ckinaau (6a3u) MarOTh Y CBOEMY CKJIaJi BUPOOHHYI TPHUMIIIICHHS:
OKpeM1 NpPHUMIIIEHHS, Mol abo 30HW JUIsl HpUiiMaHHS 1 30epiraHHs JIKapChbKUX
3ac00iB Ta X BIAIYCKY/BiJBAHTA)XCHHsI, TOTIOMDKHUX MaTepiajiB i Tapu 3arajibHOIO
wioniero He MeHme HiK 250 kB. meTpiB. Jlo BUPOOHMYMX HaNEXaTh MPUMIIICHHS
(30HM), B SAKUX MPHUIMAaIOThCA, 30€epiraloThbes JIKapChKi 3acO00M, MPUMIIIEHHS (30HM)
JUIS KOMIUIEKTallli Ta BiAMYCKY/BIIBAHTAXKEHHS JIIKAPCHKUX 3ac001B (E€KCHeauIliiiHa),
NpUMIIIEHHs (30HM) 71 30epiraHHsi AOMOMIKHHUX MaTepiaiiB i Tapu, KapaHTUHHOI
MPOYKIII.

Cxian, posTailyBaHHS BHUPOOHMYHMX MPHUMIIIEHh Ta IX TJIomia 3a0e3MedyroTh
MOCIITOBHICTh TEXHOJIOTTYHOTO TIporiecy (mpuitMaHHs, 30epiraHHs, KOMIUICKTAIIIO Ta
BiJIMTYCK/BiIBAHT@)KEHHS JIIKAPChKUX 3aC001B), 32 BUHATKOM BHIIAJIKIB, TIepe0aueHUX
rumu JIileH31iHUME YMOBaMH.

107. Anteuni cknaau (6a3um), KpiM BUPOOHMUYMX MPHUMILIEHb, MalOTh MOOYTOBI,
Cityk00Bi, JOJJATKOBI MTPUMIIIICHHS.

Jlo moOyToBHX MPHUMIIIEHb HaJeXaTh MpuMilieHHs 1 nepcoHainy (0,75 xB.
MeTpa Ha OJHOTO TpaIliBHUKA OJHI€T poO0UO0T 3MIHH, ajle HE MEHIIIC HIXK 8 KB. METPIB),
BOMpANIbHA, 1€ € BOJIOTIPOBIN, KaHamizamis (ajie He MeHIIe HiK 2 KB. METPH),
rapaepoOHa, TyloBa, KIMHaTa JJs BXXUBAaHHSA k1 (inaibHs) TOMIO.

JlomoMiXxH1 MPUMIIIEHHS] TOBUHHI OYTH IUIOLIEIO0 HE MeHIIe Hik 4 kKB. MeTpH. [0
JIOTIOMDKHUX TIPUMIIIEHb HaJIeXaTh MPUMIIICHHS JIJIsl IPUTOTYyBaHHSA JAe31HPEKIIIITHUX
PO34YMHIB, ONEpPaTOPChKA, apXiB, CEPBEPHA, KIMHATH OXOPOHM, HABUAIbHI KaOiHETH,
OpuMilieHHs A 30epiraHHs  poOounMx  3aco0iB Ui HaBaHTAXKyBaJbHO-
pPO3BaHTAXYBAIBHUX pOOIT, MpuUMilIeHHS abo mmadu st 30epiraHHs MpPeIMETiB
npuOHpaHHs.
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Jlo ciryk00BUX MPUMIIIEHh HAJIEKATh MPUMIIICHHS IS TMATOTOBKU Ta 00OPOOKH
CyNpOBIIHOI JOKyMeHTallli, KaOlHeT 3aBigyBada amTeyHOTO ckiamy (0a3m), KaOiHEeT
3aCTyIHMKA 3aBiJyBaya, KIMHATH NEPCOHANy, IO Oepe ydacTh y TEXHOJIOTIYHOMY
npoueci (ompamoBaHHs MpeTeH31 Ta pekiaMalliii, I[OBEpHEHHs, MiArOTOBKa
JOKYMEHTIB 111 ~ BUKOHaHHS  MpOLIECIB  NpUHAMaHHA,  KOMIUIEKTaIii  Ta
BIIMMYCKY/BIIBAHTAXKCHHS TPOAYKIIl), TPHUMINIEHHS (30HU) JUIsI TEXHOJOTTYHOTO
o0JaJiHaHHS aBTOMATU30BAHUX CKJIa/l1B TOLIO.

Jlo 1M0AaTKOBHUX TPUMIIICHb HalleXKaTh KOPHIOPU, TaMOYpH, CXOIOBI KIITKH,
Ti(TOBI MIAXTH, CICKTPOIIUTOBI, OOIIEPHI, BEHTUIAIIHHI KaMepH (ITaXTH) TOIIIO.

JlonyckaeTbcss PO3MIILICHHSI TPUMIIICHHS (30HH) a0o madu mns 30epiraHHs
IHBEHTapIO JJIsl NPUOMpPAaHHS BUPOOHWYMX HPHUMIIIEHb Ta NPUMILICHHS (30HW) JUIS
30epiraHHs poOoYMX 3aco0iB JJIi HaBaHTaXKYyBaJbHO-PO3BAHTAXKYBAJIBHHX POOIT Yy
BUPOOHUYHX MPUMIIICHHSX.

[TpumimienHss anteyHoro ckjaay (06a3u) NOBUHHI PO3TAILIOBYBAaTHCS TaKUM
YUHOM, 1100 BHKIIOYAIacs HEOOX1IHICTh MPOXOY MpaIliBHUKAMHU VIS TIEPEOIsITaHHS
y CHeIiaJbHUN OAAT Yepe3 BUPOOHUY1 TPUMIIIICHHS.

[Ipoxin m0 MOOYTOBUX Ta JOMOMIKHUX MPUMIIICHH HE MOXE 31HCHIOBATUCS
yepe3 BUPOOHMUYI MPUMIMICHHS, 3a BHUHSATKOM BHIIAQJKIB, Tepea0auyeHUX [UMHU
JliteH31iHUMH YMOBaMHU.

108. JlomyckaeTbcsl mioma BUPOOHUUYMX MPHUMIIICHb anTEeYHUX CKIamiB (0a3)
JIEH31aTIB, AKl 3aiiMalOThCSl ONMTOBOIO TOPTIBICIO BUKIIOYHO MEIUYHHMH Ta3aMu,
MeHIie HiK 250 KB. METpiB 3a yMOBHM JIOTPUMAHHS BHMOT HAJIEKHOI MPAKTUKU
JTUCTPUOYIIIT Ta 3aKOHOIaBCTBA.

Anrteyni cknaau (0a3u), sKI 3aliMalOTbCSl ONTOBOK TOPTIBJICIO BHUKIIOYHO
MEIMYHUMHU ra3aMy, TOBUHHI MaTH:

BUPOOHUYI TPHUMIIICHHS/30HN YW BIIIUICHHSA Ui 30epiraHHs OajoHIB (1is
npuiiMaHHs, BIAMYCKY, 30€piraHHsS HAMOBHEHUX OAallOHIB, KOHTPOJIO SKOCTI,
30epiraHHs MOpoXxHiX OaJgoHIB, TApH Ta JOMOMDKHUX MaTepiaiiB, KApaHTHUHY/OpaKy);

noOyTOBI MpuMileHHsT (i1 TepcoHany, 30epiraHHs TpeaMeTiB MPUOUpPAHHS,
BOUpAJIbHSA);

JI0JIATKOBI1 MPUMILIEHHS (Tapak eJeKTPOHABAHTAXKYBAYiB, 3apsHa aKyMYJIsTOPIB
eJICKTPOHABaHTaXXyBauiB, KOPUAOPH, TAMOYpH TOIIO).

Binninennst juis 30epiraHHs HamoBHEHHX OaloHIB eMKicTIO 0 250 OanoHiB
JIOITYCKA€EThCS PO3MIILYBATH B OJTHOMY MPUMIIIEHH] 3 BIAMIJICHHSAM i 30epiraHHs
TaKol JK KUTBKOCTI MOPOKHIX OaJOHIB, IPHU LOMY IUIOIIA, KA 3aiHATa HAIOBHEHUMU
OamoHaM¥u, BIAJIISETHCS BiJl TJIONI, 3alHATOI MOPOKHIMHU OaIOHAMU, BOTHETPUBKOIO
3aropoXero BUCOTOo0 1,5 MeTpa abo MpoxoaoM MIMPUHOIO 2 MeTpu. B HIKHIN yacTuHI
Ooropoka Ha BUCOTI He MeHIe Hix 0,15 MeTpa MOBHHHA OyTH TIIYXORO.

109. JlinensiaT 3a0e3neuye BIAMOBIAHICTh €JEKTpO3abe3MeueHHs, OIaJIeHHs,
OCBITJICHHS, BEHTHWIALIi, TeMIeparypu 1 BOJOrOCTI TOBITPS Yy BHUPOOHHYHMX
NPUMILICHHAX (30HaX) Li107000BO Oy/iBEIHHUM, CAaHITAPHUM HOPMAaM 1 MpaBHJIaM Ta
BUKJTIOUYCHHS HETaTHBHOIO BIUIMBY (NPSIMO YH OINOCEPEIKOBAaHO) Ha aKTUBHI

http://yurist-online.org/



http://yurist-online.org/

32

¢dapManeBTUUHI IHTPEJIEHTH, TOTOBI JIKAapChKi 3aco0M, TOYHICTH (DYHKIIOHYBaHHS
o0JyiaTHaHHS Ta MpaIliBHUKIB.

110. Anrteuni cximangu (6a3u) OONAAHYIOTHCA TMpWIAJAaMH  LEHTPAIBHOTO
onajieHHss a00 aBTOHOMHHMMH CHCTEMaMH OIAJIeHHs, SIKI BIAMOBIJAIOTH HOpPMam
MoXKeXkHOi Oe3rmeku. L{s BUMora He MOITUPIOETHCS Ha JIIEH31aTIB, SKI 3aMaroOThCs
OTITOBOIO TOPTIBJICIO BUKIIFOYHO METUYHUMH Ta3aMHU.

He nomyckaerbcs omaneHHS MNPUMIIIEHb T'a30BUMHU MPWIAJAaMU 3 BIIKPUTUM
HOJyM’siM a00 eJIeKTpOHArpiBaJIbHUMU MPUIIAJIaMH 3 BIAKPUTOIO €IEKTPOCHIPaLIIO.

111. Criam, crens, miajgora BUPOOHUYUX MPUMIIIEHb alTEYHOTO cKiany (6a3n)
NOKPHUBAIOTHCA MaTepiajlaMu, sSIK1 JOIYCKalOTh BOJIOr€ MPUOMPAHHS 3 BUKOPUCTAHHIM
ne3iHeKIInHUX 3ac001B.

[ToBepxHs BUPOOHHMYOIO YCTaTKyBaHHS SK 330BHI, TaK 1 BCEpEWHI, MMOBUHHA
OyTH TJIaJKOI0, BHUTOTOBJICHOIO 3 MaTepiamiB, CTIMKHX IO Mii JIKapChbKHUX 3aco0iB,
BUTPUMYBaTH 00pOOKY N1e31HPEKUIHHUMH 3acO0aMHu.

YcratkyBaHHS BUPOOHHYMX MPUMIIICHH HEOOX1THO PO3TAIIyBaTH TaKHM YHHOM,
100 He 3aJIUIIAIUCS MICIIS, HE TOCTYITHI ISl MpUOUpaHHS.

112. JlinensiaT 3a0e3mneuye caHITapHUA CTaH NPHUMIIIEHb Ta YCTAaTKyBaHHS
anTeyHoro ckiagy (06a3u) BIAMOBITHO 1O BHUMOT CaHITApHO-TIPOTUEIIAEMIYHOTO
PeXUMY anTeYHHX 3akiaaiB. [IpuminieHHs Ta yCTaTKyBaHHS MiUISITAIOTh OYUIIICHHIO
(mpubupanHio), me3iHdexIii, aepatu3aiiii 3rigHO 3 IHCTPYKIISAMH, 3aTBEPIHKCHUMH
JEH31aTOM.

JlineH3iat MOBMHEH MaTH MPOTpaMH OYMUIIEHHS (MpUOUpaHHS) Ta MPOTOKOJH.
VYcraTkyBaHHsl (IHBEHTAp), IO 3aCTOCOBYIOTH JJII MHUTTS Ta OYHUIICHHS, HEOOXiIHO
BUOUPATH 1 BUKOPUCTOBYBATH TaK, II00 BOHO HE CTAJO JKEpesioM KOoHTaMiHamii. s
npuOupaHHs PI3HUX MPUMIILIEHb Ta/a00 30H (BUPOOHWYMX, BOMpAJIEHb, CIYXKOOBHX,
noOyTOBHX, JOMOMDKHUX, JOAATKOBUX) BHJAUIIETHCS OKPEMHUW 1HBEHTAp, SKHI
MapKyeTbcs. 30epiraHHs HOro 3MIMCHIOETHCS B CICHIabHO BHU3HAYEHOMY MICITi
(kiMHaTH, 1adu) OKpeMo 3a NMpU3HAYECHHSM. [HBEHTap A MpUOMpaHHS BOMpaIbHI
30epiraeTbcst OKPeMo.

113. HaBkonuiHe cepeioBHINe MPUMIIICHD 3 OISy Ha BC1 3aX0IU JJIsI 3aXUCTY,
30epiraHHsl JIKApChKUX 3ac00IB Ma€ CTaHOBUTUM MIHIMaJbHUN pU3UK Yy IUIaH1
KOHTaMiHaIlli MPOAYKIIii.

[TpuMminieHHs 3aXUIIAI0THCA BiJl MPOHUKHEHHS B HUX KOMax ab0 TBapHH.

JlineH3iaTroM BXXHBAIOTHCA 3aXOJIW JJIA 3arMO0IraHHS BXOAY Yy NPHUMIIICHHS
CTOPOHHIX 0C10. 30HU 30epiraHHs 1 KOHTPOJIIO SKOCTI HE MOBUHHI BUKOPHUCTOBYBATHUCS
SIK MPOX1/IHI U1 IEPCOHANy, IKUH y HUX HE TPAIIOE.

114. Jlinensiat 3abe3neuyye, mo0 KokHa 0co0a, sika BXOJIUTH Y CKIAJCHKI
OpUMIIIEHH (30HM), HOCHWJIA 3aXHCHHM OJSr, 110 BIANOBIJIA€ BUKOHYBAaHUM HEIO
oTeparlism.

3a0opoHs€ThCS iCTH, KyBaTH, NUTH, MaTUTH, a TaKOX 30epiratu XapyoBy
NPOAYKIO, HAIoi, TIOTIOHOBI BUPOOM Ta OCOOMCTI JIIKapChKi 3aCO0M y BUPOOHUYHMX
MPUMIIIEHHAX (30HaX).
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115. TlpumimenHs (30HM) anTeyHoro ckiagy (6a3u) MamTh OyTH UITKO
MapKOBaHi.

Hoctyn y BHUpOOHMYI MPUMIMICHHS (30HM) TIOBUHEH OYTH J03BOJICHUH
YIOBHOBA)KEHOMY Ha 1€ IMEpCOHaly 1 KOHTpoJstoBaTucs. BinsinyBaui Ta/abo
OpaliBHUKY, SKI HE TMPOHIUIM HaBYaHHS, IONEPEIHbO MPOXOAITh I1HCTPYKTAK,
30KpeMa MI0JIO0 TITIEHIYHUX BUMOT JI0 MIEPCOHATY 1 BUKOPUCTAHHS 3aXHCHOTO OJATY, Ta
OTPUMYIOTH JIOMYCK JO TaKUX MPUMILIEHb (30H) 3a HEOOXIAHOCTI Ta 3a HasBHOCTI
BIJIMOBITHOTO CYIPOBOSY.

116. IlpumimeHHss Ta yCTaTKyBaHHS KIMHATH IEPCOHANY aNTEYHOTO CKIAITy
(6a3m) wmaroTh 3a0e3nedyBaTH YTPUMaHHS Ta CXOPOHHICTH OCOOMCTOTO Ta
TEXHOJIOTIYHOTO OJATY BIJANOBIHO O BUMOT CaHITAPHO-IPOTUENIAEMIYHOTO PEXUMY,
a TaKOXX MOXJIMBICTh BXKHMBaHHS DKi Ta BIAMOYMHKY (0OiamHaHi madamMu s OAsTy,
XOJIOUITHBHUKOM, MEOIISIMU).

VY KIMHaTi NepcoHay I03BOJISIETbCS HE PO3MIIIYBATH XOJOJIWJIBHUK Ta MeOIl,
MPU3HAYCHI IS BXKMBAHHS 1XKi, SKIIO Yy JillEH31aTa € OKpeMe NPUMIIICHHS IS
MpUMaHHS 1Kl 1 71 TPOXOY 10 HHOTO HE MOTPIOHO BUXOAUTH 32 MEXKi OyTiBIIi.

117. TlutanHs oprasizaiii Ta NIATPUMaHHS YMOB 30€piranHs JIKapChKHUX 3ac001B
Ha anTeyHuX ckiazax (0azax) HajiekaTh J0 MOBHOBaXXEHb JileH3iara. JlineH3iarom
BU3HAYAETHCSA KUIBKICTh HEOOXTHMX NPHUMIIIEHb / Tutony / 30H JyUIs 30epiraHHs
JKapChKUX 3aC00iB.

Jlikapcpki 3aco0u y BUpPOOHHMYMX NPUMILIEHHSAX 30€piraloTbCsi Ha CTelaxax,
MiJ0HAaX, MIATOBApHUKaX, y Mmadax, XOJOAWIHFHOMY Ta IHIIOMY CHEI[iaIbHOMY
oOnajiHaHHI i1 TOCTIMHOTO 3a0e3MedyeHHs] YMOB 30epiraHHs JiKapChKHX 3aco0iB
BIJIMOBITHO 70 BUMOT, BU3HAUYEHUX BUPOOHUKOM.

3a3HaueHa BMMOTa HE MOIIMPIOETHCA HA MPUMILIEHHS anTe4YHHUX CKIadiB (0a3)
JIIEH31aTIB, SKI 3alMalOThCS ONTOBOIO TOPTIBJICI0 BUKIIOYHO MEIWYHHMH Ta3aMHu.
MenuuHi ra3u 30epiratoTbes 3 JOTPUMAHHSM BHUMOT, YCTaHOBIICHHX JUJISI IIBOTO BUIY
MPOJIYKIIi1, BIIMOBITHO JI0 3aKOHO/IABCTBA Ta BUMOT HAJIEKHOT MPAKTUKU TUCTPUOYIIII,
HAJIE)KHOT BUPOOHUYOT MTPAKTUKU Ta HAIEKHOT MPAKTUKHU 30epiraHHs.

118. [ns miaTpuMaHHS YHCTOTH TOBITPS MPHUMIMICHHS U1 30epiraHHs
JIKapChKUX  3aco0IB  OONAAHYIOThCSI  MPUIUIMBHO-BUTSDKHOIO — BEHTWIAIIEID 3
MEXaHIYHUM CIHOHYKaHHSIM (200 3MIIIaHOK MPUPOAHO-BUTSKHOK BEHTHIISIIEIO 3
MeXaHIYHO-TIPUIUIMBHOIO), fKa 3a0e3Medye MOBITPSIHO-TEIUIOBHI OalaHC MPUMIIICHb.

3a3HaueHa BMMOTa HE TOIIMPIOETHCA HAa MPUMIIIEHHS anTeYHHX CKiIamiB (0a3)
JIIEH31aTIB, AKI 3aiiMalOThCS ONMTOBOIO TOPTIBICI BUKIIOYHO MEIUYHHMH Ta3aMu,
BEHTWJIAIiSl TaKUX MPUMINIEHb 31HCHIOETBCS 3 JOTPUMAHHSM BUMOT, YCTAaHOBJIICHHX
JUISE TIhOTO BHAY NPOIYKINi, BIAMOBIAHO 1O 3aKOHOJIABCTBA Ta BHUMOT HAJIEKHOT
NPAKTUKHA JAUCTPUOYIIii, HAJIEKHOT BHUPOOHMYOI MPAKTHKU Ta HAJICKHOI MPAKTHKH
30epiraHHs.

119. Bupobuuui mnpumimieHHs (KpiM TpUMILMICHHS Juig 30epiraHHs TapH)
3a0e3MeuyIOThCSl BUMIPIOBAIBHUMH 3aco0aMy  JJIsl TeMIepaTypd Ta BiAHOCHOI
BOJIOTOCTI. J[151 KOKHOTO BUPOOHMYOIo MPUMIIIEHHS 3a0e3MeuyeThes peecTpalis Ta
KOHTPOJIb TEMIIEPaTypH 1 BiTHOCHOT BOJIOTOCTI. 3aIUCH PO TEMIIEPaTypy i BITHOCHY
BOJIOTICTh CIiJ peryiaspHo mnepeBipsaTtu. Jlinmensiar 3abe3meuye CHOpaBHICTH YCiX
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BUMIPIOBAIBHUX 3aC00IB Ta MPOBEACHHS iX PEryisipHOi METPOJOTIYHOI MOBIpKH. Y
pa3i HEOOXITHOCTI CTBOPEHHsS OCOOJMBUX YMOB 30epiraHHs JIKapChbKUX 3aco0iB
NPUMILIEHHSA/30HU I 30epiraHHs MarTh OyTH o0najHaHl MNOpuiIafgamu, Mo
3aMUCYIOTh TEeMMEepaTrypy (Ta BIIHOCHY BOJIOTICTh 3a HEOOXIJIHOCTi), a00 IHIIUMHU
npuiagaMu, Mo (GIKCYIOTh MOKa3HUKH TEeMIepaTypu (Ta BIIHOCHOI BOJIOTOCTI 3a
HEOOXITHOCTI) y moTpiOHOMY miamasoHi. IlinTpumaHHA HEOOXITHUX IapaMeTpiB
BIIMOBIIHMX TIOKAa3HUKIB B YyCIX YacTMHAX BIAMOBIAHOI 30HM  30epiraHHs
3a0e3meuyeThcsl  BIAMOBIAHO 70 3aTBEP/KCHHMX JIIIEH31aTOM  TIpoLeayp, sKi
IPYHTYIOTBCSL Ha pe3ylibTaTaX MpPOBEJACHUX BaliJallIiHUX JOCHIKEeHb, Ta 13
31MCHEHHSIM JIIIEH31aTOM CUCTEMAaTUYHOT'O0 KOHTPOJIIO.

3a3HaueHa BUMOTra HE MOIIUPIOETHCA Ha JIIEH31aTIB, sIKI 3aMa0ThCsl ONTOBOIO
TOPTiBJICIO0 BUKIIIOYHO MEIMYHUMU T'a3aMHu.

120. BupoOHuui mnpuMilieHHs i 30epiraHHs BOTHEHEOE3NEUYHHUX Ta
BUOYXOHEOE3MEYHNUX PEUYOBUH 130JIOIOTHCS, 3aXMINAIOTHCA B CBITJIA MPAMHUX
COHSIYHHMX TPOMEHIB, aTMOC(EPHUX OMNaJIIB Ta IPYHTOBUX BOJ. PO3MIICHHS TaKHX
NPUMIIICHB Y ITiJ{BajaX, HAIIBITIIBajaX Ta Ha IOKOJIBHUX IMOBEPXaX HE JOMYCKA€EThCS.

121. IlpumimenHss (30HM) [ TOpUMMaHHSA JIIKAPChKUX  3ac00iB  Ta
BIJIIYCKY/BIIBAHTAXKEHHs] MalOTh OyTH BiJIOKpeMJeHI Big 30H 30epiraHHs i
3a0e3meuyBaTH HaJCKHUN 3aXHCT JIIKAPChKUX 3ac00iB BiJI HECIPHUATIMBUX MOTOTHUX
YMOB TIiJT 9ac BaHTaKHUX POOIT.

Otpumani JIKapchKi 3aco0M MIUISraloThb BXIAHOMY KOHTPOJIIO  SIKOCTI.
Pe3ynbTaTi BXiTHOTO KOHTPOJIO PEECTPYIOTHCS 3T1IHO 13 BCTAHOBJIEHUM B allTEUHOMY
3aKJ1aJil BHYTPILITHIM MOPSIKOM.

Jlikapcbki 3aco0u, siKi MOTPEOYIOTh OCOONIMBUX YMOB 30epiraHHsi, HeraiHO
IIEHTU(PIKYIOTbCS 1 PO3MIIIYIOTbCS Y BIANOBIIHUX NPUMILIEHHAX (30Hax) JUIs
30epiraHHs 3TiIHO 3 BAMOTaMH 3aKOHO/IaBCTBa.

122. 3a HasiBHOCTI Ha anTe4HOMY ckiaji (6a3i) iMyHOOIOJIOTIYHMX MpernapaTiB
3arajJbHUil  00’€M XOJIOAWJIBHOTO OOJIafHAHHSA, MNpU3HAUYEHUN [ 30epiraHHs
MEIMYHUX IMYHOO10JOTIYHHUX TpernapaTiB, Ma€ 3a0e3MedyBaT BiMOBIIHO 0 JIFOUUX
BUMOT 30€epiraHHs BCi€i KUTbKOCTI 3a3HAYEHUX JIIKAPCHKUX 3ac00iB, 10 MICTITHCS Ha
ckianax (6azax).

123. JlineH3iaT NOBUMHEH MaTH JOKYMEHTH, LIO0 OIUCYIOTh OKpeMi cTajii
TEXHOJIOTIYHOTO Tporecy (MpUiioM, BXiTHUNH KOHTPOJb, 30epiraHHs, KOMIUIEKTALIO,
BIJIYCK/BIIBAHTQ)KEHHA Ta TPAHCIOPTYBAaHHS JIKapChbKUX 3ac00iB) Ha anTeYyHOMY
cknani (6asil), 3aTBepUKEHI, MIAMUCAHI 13 3a3HAYCHHSIM JIaTU B YCTaHOBJICHOMY
JIIEH31aTOM MOPSIIKY.

124. JlineHsiaToM MpOTATOM HE MEHIIE TPHOX POKIB 30epiraroTbcs JTOKYMEHTH,
0 TIATBEPKYIOTh (akT KymiBii abo MpoJaxy, 13 3a3HAUCHHSIM JlaTH, HAa3BH,
KUTBKOCTI, cepli Ta TepMiHy MPUAATHOCTI OTPUMAHUX Ta TMOCTABJIECHUX JIKAPCHKUX
3aco0iB, iHGopMarii mpo mokymis (moctadanbHuka). JlinmeHziaToMm 3abe3medyeThest
MOJKJIMBICTb BIJICTEKEHHS PyXy KOXKHOI cepii JiKapchKoro 3aco0y.

125. Jlinensziar mig yac 30epiraHHs JIKapchKUX 3aco0iB  3000B’s3aHUI
3a0e3MeUNTH YHUKHEHHS 1X TOIIKO/DKCHHS (PO3JIMBAHHS, PO3CHUITAHHS, PO30OUTTH),
3apakeHHS MIKpOOpraHi3MamH i MepexpecHoi KoHTaMiHaIlii.
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V nineH3iata MOBUHHA JisITH CUCTEMA, 1110 3a0e31euye 0OOPOTHICTh CKIAJICHKOTO
3amacy. JIileH3iaT peryaspHO TepeBipse€ TMPaBUIBHICTh pPOOOTH IIi€l CHCTEMH.
Jlikapceki 3aco0M, TEepMiH NPUIATHOCTI SKUX MHUHYB, HE HIUISATal0Th IOCTaBI
(mponaxy) Ta 30epiraroThCs OKPEMO BiJ MPHUAATHOTO J0 peaiizailii 3anacy JiKapChKUX
3aco0iB JI0 iX yTuii3allii abo 3HUIIEHHS.

Cucrema sKOCTI JiilleH31aTa TakKoX 3abe3nedyye TMOCTa4aHHS 3aMOBHHUKY
JIKapChKUX 3aco0iB y TEpMIH, IOTO/UKEHUM MOCTayalbHUKOM 1 3aMOBHHUKOM.
Hanexuuii piBeHb SKOCTI JIIKAPCHKUX 3aCO0IB MIATPUMYETHCSI B MEPEXKi OMTOBOL
TOpriBi 6e3 Oyab-sSKMX 3MiH iX BJIACTHBOCTEH 10 po3apiOHOi Topriemi. Cucrema
MPOCTEKYBAHOCT1 SIKOCTI JIIKAPCHKUX 3ac001B, CTBOpEHa JIIIEH31aTOM, MOBHUHHA
rapaHTyBaTH BUSBIEHHS OYy/b-5KOi HESKICHOI Ta (aibCU(PIKOBAHOT IPOIYKIIIL.

126. TlpoBemeHHs omepallidi 13 3aKymiBIli Ta MNPOJAXKY JIKAPCHKUX 3acO0iB
MIATBEPUKYETHCS BIAMOBIIHUMHU JOKYMEHTAMHM, B SKUX BIIOOpa)KeHO BCi omeparrii 13
3aKyMiBIl Ta MPOJAXYy 13 3a3HAUYCHHSIM JaTW 3aKymiBii abo Mpojaxy, Ha3BH, cepii,
KUIBKOCTI OTPUMaHOTO abo0 TOCTABJICHOTO JKApChKOro 3aco0y, TEepMiHy HOro
MPUIaTHOCT1, HAWMEHYBaHHS 1 MICIIE3HAXO/PKEHHS MTOCTavaIbHUKa a00 o/IepKyBaya.

127. JlineHs3iaT MOBWUHEH MaTH IUJJaH TEPMIHOBUX Mid, sKI 3a0e3MeuyloTh
BUKOHaHHA Haka3iB MO3 Ta Jlepxiikcinyx0u 00 3yNUHEHHS TOPIiBil HEIKICHUMHU
Ta ¢anbcu(iKOBaHUMHU JIKAPCHKUMH 3aco0aMH, BWJIYYCHHS Yy pas3l MmoTpedou
JIKapChKUX 3aco0iB 3 TPOJaXy Ta BXKHTTS BIJIMOBIIHUX 3aXOJliB CTOCOBHO
MOBEPHEHHS 3a3HAY€HUX JIIKAPChKUX 3ac00iB MOCTadyajbHUKY (BUpPOOHUKY) abo ix
3HHIICHHS (YTHIi3arlii).

128. Jlinensiat 30008’ 13aHUI BIUIYIUTH 3 TIPOAAXKY, BIMOBIIHO 11eHTU(IKYBATH
Ta PO3MICTUTH B YITKO BU3HAUYEHUX Ta MPOMAPKOBAHUX MICISX (KapaHTUHHHUX 30HaX)
TakKl JIIKapChbKi 3aCO0M: HEAKICHI JIIKapChKl 3ac00M, 30KpeMa Taki, TEpMiH MPUAATHOCTI
SKUX MUHYB; 3a00pOHEH1 70 peaiis3allii B yCTAaHOBJIEHOMY 3aKOHOJABCTBOM TOPSIKY;
JiKapchKi 3aco0M 3  YIIKO/DKEHWMH  3aKyMOpIOBAbHUMHU — eJeMeHTamMu  abo
MaKyBaHHSMHU; JIKAPCHhKI 3aCO0M, MO0 SIKMX ICHYIOTh NPUMYIIECHHS, IO BOHU €
HeSKICHUMH  Ta/abo  ¢anbcudikoBaHUMH,  TOBEPHEHI  JIKApChKi  3aco0wu;
danbcudikoBaHi JTIKapchKi 3aco0u, HE3apeecTpoBaHi JKapchki 3acolu, sKi
M1JJISTal0Th PEECTpAIIii.

Jlnst Benukux 00’€MiB KapaHTHMHHOI'O TOBAapy JIOMYCKAEThCSl PO3MILIEHHS HOro B
3arajibHii 30H1 30epiraHHs 3a yMOBHU 3a0€3ME€UYECHHSI YITKOTO CUTHATBLHOTO MapKyBaHHS
KapaHTUHHOI TpPOAYKLii Ta JOJATKOBMX 3aco0iB O€3MeKkH, SKi 3armodiraioTh
BiJIBAHTOKEHHIO KapaHTUHHOTO TOBapy, IO BH3HAYCHI B CTAHAAPTHHUX OMNEpaIliiHuX
npolieypax Ta 3aKOHOJIaBCTBI.

129. 3akymiBis JIKapChKUX 3aC001B 3A1MCHIOETHCS BUKIIFOYHO Yy JIIIEH31aTiB, 110
MaloTh JIIEH31I0 Ha BUPOOHUUTBO JIKAPCHKUX 3ac00iB, ONTOBY TOPTIBIIO
JIKapCbKUMHM ~ 3acob0amMu,  IMIOPT  JIIKAPCBKUX  3aco0iB  (KpiM  aKTHUBHHUX
(dapMareBTUYHUX 1HTPETIEHTIB).

130. IligmpueMcTBY 3 ONTOBOI TOPriBJl HEOOX1HO BHKOPUCTOBYBATH BCI
JOCTYTIHI 3ac00U JUI MiHIMI3alii pU3UKY MOTPAIISHHS (anbcru(iKOBaHUX JTIKAPCHKUX
3ac00i1B 10 JIETAJILHOTO JIAHI[IOTA [IOCTaYaHHS.
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[lepen Oynp-sSKOIO 3aKyIiBICIO JIKAPCHKUX 3ac00iB HEOOXITHO 3MIMCHUTH
BIJIMOBIIHY KBamidiKaIlilo MocTavyaibHUKIB Ta 3aTBepauTH iX. Llei mporec HEoOXiaHO
KOHTPOJIIOBAaTU 3TIAHO 3 YCTAHOBJIEHOKO JILEH31aTOM MPOLEAYpOl0, a PE3yJbTaTh
JIOKYMEHTYBATH Ta MEPIOANYHO MEPEBIPATH.

SIKIo miAIPUEMCTBO 3 ONTOBOI TOPTIBJII OTPUMYE JIIKAPChKi 3acO0H BiJl 1HIIIOTO
HiANPUEMCTBA 3 ONTOBOi TOPTiBMIi, CIIJl TEPEKOHATHCS, M0 MOCTAYaJIbHUK
JOTPUMYETHCS BUMOI HAJIEKHOI MPAKTUKH AUCTPUOYIII Ta Ma€ JIILEH31I0 Ha ONTOBY
TOPTIBJIIO, HAITPHUKJIIA, 3a JOTIOMOTOI0 BiJIMOBITHUX 0a3 TaHUX.

131. IIpoBeneHHs omeparliii 13 3aKymiBil JIKapChKUX 3aC001B MIATBEPIKYETHCS
BIJIMOBIIHUMH JOKYMEHTaMHU, Y SIKMX B1J00pa)KeHO BC1 orepallii 3 KyMiBil Ta IPOJaxy
13 3a3HAUYEHHSIM JaTH KyMiBiIl ab0 MmocTayaHHs, Ha3BH, cepii, KUIBKOCTI OTPUMAHOTO
a00 TTOCTaBJIEHOTO JIKAPCHKOTO 3ac00y, TEPMiHY HOTO NMPUAATHOCTI, HAMEHYBaHHS 1
MICIIE3HAXO/DKEHHsI ~ TocTadalibHuka  abo  onepkyBauya.  JlokymeHTH, 11O
HIATBEP/KYIOTh 3A1MCHEHHsS omepanii MK BUPOOHMKAMHU 1 IUCTPUO IOTOpaMH, a
TaKOXX MK CAaMUMHU JUCTPHO IOTOpaMH, TOBUHHI MICTHTH 1H(QOpPMAIIiIO0 TTPO OTpUMaHI1
JTIKapCchKl 3acobm (30KpeMa 3a JOTOMOTOI0 BHUKOPHUCTAHHS HOMEPIB cepii), yCix
NOCTavyaIbHUKIB a00 OIepKyBayiB JIIKAPCHKUX 3aCO01B.

132. Binmyck (peamizaifisi) JiKapCbKUX 3aC001B MTPOBOIUTHCS:

cy0’eKTaM TOCMOJApIOBaHHSA, M0 MAalTh JIIEH311 Ha ONTOBY TOPTIBIIO
JIKapChbKUMHU 3aC00aMH;

cy0’€KTaM roCHOJIapIOBaHH, 110 MAlOTh JILEH311 Ha BUPOOHULTBO JKAPCHKUX
3ac001B (7151 BUKOPUCTAHHS Y BUPOOHUIITBI);

cy0’€KTaM TOCIOJApIOBaHHS, IO MAlOTh JINEH31i Ha pPoO3ApiIOHY TOPTIBIIO
JTKapChbKUMHU 3ac00aMH;

0e3rmocepeIH0  JIKYBAIBHO-MPOPUIAKTUYHUM  3aKjiajiaM a0 HOPUIANYHUM
ocobam, CTPYKTYPHUMH TIAPO3/IITIaMH SIKUX € JTKYBaJIbHO-TIPO(ITAKTUYHI 3aKIa/IH.

133. Jlinensiar miJ 4ac TpaHCIOPTYBAHHS JIIKAPCHKUX 3ac00iB 3a0€31euye yMOBH
30epiraHHs JIKapChbKUX 3aC001B BIJIMOBIIHO J0 BUMOT, YCTAHOBJIEHUX BUPOOHHKOM, a
TAKOX 3aXMCT JIKAPChKUX 3ac00iB Bif YIIKOIKEHHS, (panmbcudikaiiii Ta Kpamikkw,
YHUKHEHHS iX MOUIKO/KeHHS (PO3JIMBAaHHS, PO3CUIIAHHS, PO3OUTTS).

134. TpancnopTHuil 3aci0 s mepeBe3eHHs JIIKapChKUX 3aco01B TMOBHUHEH
3a0e3reuyBaTy JOTPUMaHHs BHU3HAUYEHUX BHUPOOHMKOM YMOB 30€piraHHS J1KapChKUX
3ac00iB 1 HaJlaBaTH MO>KJIMBICTh MPOBEACHHS CUCTEMAaTHYHOTO BOJIOTOTO MPUOUPAHHS
3 BUKOPUCTaHHSM JIe3iH(EeKIiHNX 3ac00iB.

135. Ilix yac TpaHCHOPTYBaHHS JIKapChKUX 3ac00iB MarOTh OyTH OTpUMaHi
YMOBH, M0 3a0e3medyloTh 30epexKeHHS IiX HaJeXKHOI SKOCTi, CXOPOHHOCTI Ta
IUTICHOCTI, HE JOMYCKAIOTh MONAaJAaHHs Ha HUX MUY, aTMOC(EPHUX OMAaJiB 1 BIUIUBY
CTOPOHHIX 3aIaxiB.

Jlikapchki 3aco0M i Yac TPaHCIIOPTYBaHHS 3aXWIIAOTHCS BiJl TONIKOKCHHS
YIIaKOBKH, PO3JMBaHHS, 3a0pyJHEHHS, KOHTaMiHaLlli 1HIIMMHU JTIKapChbKUMH 3aco0aMu
abo pedoBuHamu. He momyckaeThcsi TpaHCIIOPTYBaHHS JIIKapCHKUX 3aC00IB pa3oM 3
IHIITUMU BUJIaMH BaHTaXy, KPiM CyIyTHIX TOBapiB.
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[lepeBe3enHs mikapchbKuX 3aco0iB, IO BUMAraloTh OCOOJMBUX TeMIEpaTypHHUX
yMOB 30epiraHHs, 3JIMCHIOETbCS TUIBKH CICIMIaIbHO OOJIaIHAHUM TPAaHCIIOPTOM,
OCHAILIEHUM pePPHKEPATOPHUMHU YCTAHOBKAMHU, SIKI OOJIAIHYIOTHCS MPUCTPOSMHU IS
HNOCTIMHOT'O MOHITOPUHTY TEMIIEPATYPH, 200 TEPMOKOHTEWHEPAMHU.

136. Jlms TpaHCHOpPTYBaHHS JIKApChKUX 3acO0IB CHiJi BHKOPHCTOBYBATH
KkBamidikoBaHe OOJIAHAHHS 3 METOI0 3a0e3IMeueHHs MOACP)KaHHS HaJCKHUX YMOB
TPAHCTIOPTYBAHHSI.

Kpim Toro, MamTh OyTH NHCHMOBI METOJMKH CTOCOBHO €KCILIyaTallii Ta
TeXHIYHOTO OOCIyroBYBaHHS BCIX TPaHCIOPTHUX 3aco0iB 1 oOJagHaHHS, IO
BUKOPUCTOBYIOTbCSI B NpOLECI AUCTPUOYIi, BKIIOYAIOYM 1 OYMILEHHS, 3aX0JU
0e3neKu, NopsAJ0K TEPMIHOBUX JI1H I1J1 4ac MOJIOMKH TPAHCIIOPTHOTO 3ac00y.

137. HapkoTwuHi 3aco0u, TICUXOTPOIIHI pPEUOBHHU Ta MPEKypcopu
TPAHCIOPTYIOThCSI  BIANOBIAHO 7O BHMOT HOPMAaTHUBHO-TIPABOBHX  aKTiB, SIKi
PEryIIOI0TH iX 00Ir B YKpaiHi.

138. Ilimx yac miaHyBaHHS TPAHCIOPTYBaHHS CIIJ 3aCTOCOBYBATH IIiIXiJ,
3aCHOBaHUH Ha OIIHIOBAHHI PU3HKIB.

139. He nomyckaeTbcsi TpaHCHOPTYBaHHS JIKApChKUX 3acO0IB TPaHCIIOPTOM
3arajJbHOr0 KOPHWCTYBAaHHS, SKAM 3IIHCHIOETHCS TIIEPEBE3CHHS IMACAKUPIB, Ta Y
MOIITOBHX a00 O6ara)KHUX BiMpPaBICHHSX.

140. VY mnUChMOBUX CTaHAApTHUX pOOOYMX METOAMKAX (CTaHIapTHHUX
OTEpaIifHUX TPOLEaypax) OMUCYIOThCA Taki POOOTH, IO MOXYTh BIUIMHYTH Ha
AKICTh JTIKAPCHKUX 3aC001B a00 SKICTh AUCTPUO FOTOPCHKOT JTiSIIBHOCTI; SIK OTPUMAHHS
1 TIepeBipKa MOCTaBOK, 30epiranHs JiKapchKUX 3ac00iB, OUUIIEHHS 1 OOCITYTrOBYBaHHS
MpUMIIIEHb (BKJIOYAaOYM OOpOoTHOYy 3 KOMaxamMH 1 TBapMHAMHU), PEECTpallisi yMOB
30epiranss, Oe3neuyHe 30epiraHHs 3amaciB Ha anTeuyHoMy ckiaal (0a3i), BeleHHsS 1
30epiraHHsa JOKyMEHTAaIlli, Yy TOMY YHWCJIi JOKYMEHTIB IIOJO0 3aKyIIiBIi, 30epiraHHs,
NpOJaXy Ta TPAHCIIOPTYBAHHSI JIIKAPCHKHUX 3aC00iB, MOBEPHEHHSI JIIKAPCHKUX 3ac00iB,
IUTAaHU  BIAKIMKAHHS. 3a3Ha4eHl METOAUKU 3aTBEPIKYIOThCS, MIAMHUCYIOTHCS 1
JATYIOThCS YITOBHOBA)KEHOIO 0CO00I0 JTiIeH31aTa.

141. JlokyMeHTH CIiJi PEryJspHO MeperisgaTd Ta akryamidyBaTd. JlieHsiat
MOBMHEH MaTH CHUCTEMY, IO 3amo0irae BUIMAIKOBOMY BHKOPHCTAaHHIO 3aMIHEHHX
BepCiil micns meperisiny JToKymMeHTa. 3amiHeHl a0o 3acTapiii JTOKyMEHTH HEOOXiJTHO
BIUIYYHTH 3 POOOYMX MiCIlb Ta 30epiratu B apxiBi.

142. 3 meTor0 3a1iICHEHHS KOHTPOJIIO 32 BAKOHAHHSAM BUMOT HAJIEKHOI MPAKTHUKU
TUCTpUOYIIIT Ta HaJeXHOI MPAaKTHKU 30epiraHHs, a TaKOX MIJrOTOBKUA MPOMO3UIIN
I0J10 3IHCHEHHST HEOOXITHUX 3aMO001KHUX Ta KOPUTYBAIILHUX il JIEH31aTOM, KM
NPOBAJAUTh TOCIOAAPCHKY MAISUIBHICTH 3 ONTOBOI TOPTIBII JIIKAPCHKUMHU 3aco0amu,
MPOBOAUTHCS CAMOIHCIIEKIIiS.

[Tpumilienns, oOnaAHaHHS, TOKYMEHTallilo, Mpolec 30epiraHHs, KOHTPOJIb
SKOCTI, AMCTPHOYIIO JIKApChbKUX 3ac00iB, MUTaHHS, IO CTOCYIOTHCS HEPCOHATY,
3axX0JId MIOJI0 pOOOTH 3 peKaMaIliiMUA Ta MO0 BiIKIMKaHb, a TAKOX CAMOIHCIEKIIiT
(BHYTpIIIHI ayJUTH) HEOOXITHO PETYISPHO TOCTIIKYBATH BIAMOBIIHO 10 BUSHAYCHOI
nporpamMu Ui TPOBEACHHS NEpPEeBIPKM X BIAMOBIAHOCTI NPHUHIMIIAM YIIPABIIIHHS
SAKICTIO.
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143. JlineH3iaT Mae BOPOBAIUTH MPOrpaMy CaMOIHCHEKIIiH, IO OXOIUTIOE BCI
ACTIEKTH HAJIEXKHOI MPAKTHKH JUCTPHOYILIi Ta JOTPUMAHHS PErYIATOPHHUX IOJIOKEHb,
MpaBuJI Ta IpoLEeyp, BIAMOBIAHO 10 BU3HAYEHOTO rpadika.

144. TIpoBeaeHHsT BCiX CaMOIHCIEKIIA HEOOXITHO MPOTOKOJtoBaTU. [IpoTokonun
NOBUHHI MICTUTH BCl CHOCTEPEXEHHs, 3pOOJIEHI IIJ Yac CaMOIHCIEKIIH, 1 y pasil
MOTpeOU MPOMO3HIIIT 010 3aMO0DKHUX Ta KOpUryBaidbHUX Aiit. [1po mii, mpoBeneHi 3a
pe3yiabTaTaMy CaMOIHCTIEKIIIH, CKIaIat0ThCs 3BITH.

145. SIkmo 3a pe3yibTaTaMd CaMOIHCIEKLIi BHUSBIEHO MOPYLIEHHS Ta/abo
HEJOJIKMA, HEOOXIHO BHU3HAYWUTU I1X MPUYMHHM, a TaKOX 3aJO0KyMEHTYBaTH Ta
3MIMCHUTH KOPUTYBAJIbHI Ta 3aM001KHI il

146. JlinensiaT, KMl MPOBAaJUTh TOCHONAPCHKY JISIBHICTH 3 ONTOBOI TOPTIBI1
JIKapChKUMM 3aco0aMy, NOBHMHEH MaTH KBaldi(IKOBAHMHM MEPCOHAN y KUIBKOCTI
(3a7eXHO BiJ] KUTBKOCTI Ta MOTYXKHOCTI allTeYHUX CKJIAJIIB), 10 Ja€ 3MOTY BUKOHATH
BCI 3aBJaHHsl, ITOKJIAACH] Ha JileH31aTa.

VY ninensiata TOBUMHHI OyTH 3aTBEp/KEHI INTaTHUM PO3KJIaA Ta TOCAI0BI
IHCTPYKIII TNpaliBHUKIB, Yy SAKUX 3a3Hay€Hl OCHOBHI (YHKIIi, MOBHOBaXCHHS,
npodeciiiHi 3HaHHS, KOMIETEHIIisl Ta 1HII1 BUMOTH JI0 MPalliBHUKIB.

147. Ilepconan mineH3iaTa MOBUHEH 3HATH Ta JOTPUMYBATHUCS BUMOT HaJIeKHOT
OPaKTUKU JUCTPUOYIII Ta BUMOI IIOJI0 HAIEKHOI MNPAaKTUKH 30epiraHHs, MLI0
CTOCYIOTbCS MOTO AISUIBHOCTI, @ TAKOK MIPOXOJAUTH IEPBUHHE Ta MEPIOAUYHE HAaBYAHHS
BIMOBIAHO 110 OOOB’SI3KIB MEPCOHANY, BKJIKOYAIOYM I1HCTPYKTaXX 3 BUKOHAHHS
Tiri€HIYHUX BUMOT.

148. Oco0u, sixi 6e3mocepeHbO 3AIMCHIOIOTh ONTOBY TOPTIBIIO JIIKAPCHKUMU
3aco0aMu, MOBUHHI MaTH:

JOKYMEHT PO BHUILY OCBITY HE HI)XuYe mepuoro (0akajaaBpChbKOTO) pIBHS 3a
crienianbHicTIO “@apmartis’;

Jutst paxiBIiB 3 BUIIOIO OCBITOI0 HE HIDKYE JAPYroro (MaricTepchKoro) piBHI —
cepTudikaT MpoBi3opa-creniaiicTa, BUAaHUN 3aKIaa0M TICISTUIIIIOMHOT OCBITH, 200
MOCBIAYEHHS MNP0 MPHUCBOEHHS (MIATBEPUKEHHsS) BIANOBILAHOI KBami(ikaiiiiHOl
KaTeropii.

3a3HaueHa BUMOTa HE TMOIIMPIOETHCS Ha MPAIiBHUKIB anTeuHUX CKiIajiB (6a3),
K1 3MIIACHIOIOTH BiI0Ip, KOMIUICKTAIII0 Ta yHaKyBaHHs 3aMOBJIeHb. Lli mpaiiBHUKA
MOBHHHI MPOXOJUTH HAaBYAHHS HA TOCTIMHIA OCHOBI BIMOBITHO J0 iX O0OB’SI3KIB Ta
MepIOAMYHUN METUYHUM OTJISI.

149. Crentianicty, sIKi MPOMILIN CHELiadbHY MiATOTOBKY B HABYAJIBHUX 3aKJIafax
1HO3eMHHMX KpaiH, JIOMYCKAalOThCS 1O TNPOBAKEHHS MpodeciiHol AisIIBHOCTI Y
NopsIAKY, BU3HaueHomy MO3.

150. Crnemianictu, SKi HE TPAIIOIOTh TMOHAA I'SATh POKIB 3a 3a3HAYEHOIO Y
muIuioMi, ceptudikati (MOCBiAUYEHH1) CHEIaTbHICTIO, JOMYCKAIOTHCS A0 MPOBAKEHHS
JISUTBHOCTI 3 ONTOBOI TOPTIiBII JIIKAPCHKUMHU 3aC00aMU TUTBKH TICIHIS MPOXOPKEHHS
NEePerniArOTOBKH.

151. Tlocagu 3aBigyBauiB anTeyHOro ckiady (06a3u), 3aCTYMHHUKIB 3aBilyBadiB
anTeyHoro ckianxy (6a3m) MOXKYTh 3aMilIaTucs oco0amH, SKi MAlOTh JOKYMEHT PO
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BUIIY OCBITYy HE HIDKYE JAPYroro (MaricTepchbKoro) piBHA 3a CHEIIaJbHICTIO
“@apwmartis’ Ta cepTudikar MpoBizopa-cremiaricTa 3a cremiamsamnicro “Opraizamis
Ta ynpaBiiHHA Qapmaliiero” abo aTecTOBaHI 3a II€I0 CIeHiali3alll€l0 3 MPUCBOEHHIM
(mATBEpAKEHHSIM) BIJIMOBIIHOI KaTeropii.

He nomyckaeTbcsi 3alHATTS IMOCAJM 3aBiayBada anTeYHOro ckiany (Oa3u) 3a
CYMICHHUIITBOM.

152. JlineHsiaT mpu3Hayae HE MEHII SIK OJHY YIOBHOBaXEHY 0CO0y, sKa
BIJIIIOBIJA€ 3a CTBOPEHHS, BIPOBAKEHHS Ta (PYHKIIIOHYBaHHS CUCTEMH SIKOCTI.

YnoBHOBa)keHa 0c00a 0COOMCTO BUKOHYE CBOI O0OB’SI3KM Ta MOBUHHA MAaTH CTaX
po06OTH 3a CTeIiaTbHICTIO HE MEHIIIE TBOX POKIB.

VYnoBHOBakeHa 0co0a BUKOHYE CBOI OOOB’S3KM TakKUM YHHOM, OO JaTH
MOJKJIMBICTh JIIEH31aTy 3a0e3Me4YuTH JOTPUMAHHS BHUMOI HAJEKHOI NPAKTUKU
JUCTpUOYIIII.

153. Jlimen3siat 3abe3neuye mepioguIHe HaBYaHHS MIEPCOHAITY, MisUIBHICTH SKOTO
MOXE€ BIUIMHYTH Ha SKICTh IPOMYKIIi, BIAMOBIIHO 1O 3aTBEPUKEHUX JICH31aTOM
HABYAJIbHHUX IIPOrPaM.

KpiMm ocHOBHOTO HaBYaHHS 3 MHUTaHb HAJNEKHOI MPAKTUKH JUCTPUOYLIi Ta
HAJIE’)KHOT MPAKTUKU 30€piraHHs, KOXKEH NPUIHATHI Ha poOOTY MpalliBHUK IPOXOJUTh
HABYAHHS BIJAIIOBIIHO OO MOKJIAJIEHUX HA HHOIO 00OB’SI3KIB.

JlitteH3iaT mepioAMYHO OIIHIOE MPAKTHYHY €(DEKTUBHICTh HAaBUYAHHS.

JlinensiaT 3a0e3mnedye HaBUYaHHS IMEpPCOHATY, OOOB’S3KH SKOTO TepenadadaroTh
nepeOyBaHHSI y CKJIQJACHKUX 30HAX (BKJIIOYAKOYM TEXHIYHUNA 1 OOCIYyrOBYIOUMIA
NePCOHA, a TAKOX CMIBPOOITHUKIB, K1 31HCHIOIOTh IPUOUPAHHS).

154. JlineH3iaToM BCTAHOBIIOIOTHCS TITi€HIYHI BUMOTH, 11O BiAMOBITAIOTh BUIY
TUSTBHOCTI, SIKMI TIPOBAJIUTHCA, Ta 3abe3medyeThcs iX AoTpuMaHHs. /[0 nux BUMOT,
30KpeMa, BKJIIOUAIOThCSI BUMOTH JI0 CTaHy 370POB’sI IEPCOHAIY, TTEHIYHUX TPOLEYP
1 TEXHOJIOTIYHOTO ofiry. JlilleH31aT MOBWHEH MaTH JOKYMEHTAlll0 3 TITri€HH
MIepPCOHAITY.

155. Ilix yac npuiHATTS HA poOOTY MEPCOHAN, AISUIBHICTD IKOTO MOX€E BIUTMHYTH
Ha SKICTh MPOAYKIi, MPOXOJUTH MEAHYHE OOCTEKEHHs, a B TMOJAIBIIOMY —
nepioanyuHi MeAudH1 orfisaau. JlineHsiaT € BIAMOBIAAIIBHUM 3a HAsBHICTh 1HCTPYKIIIH,
BITNIOBITHO 110 SIKUX 3abe3meuyeThcsi Horo iH(GOpPMYBaHHS PO CTaH 3A0POB’S
CHIBpPOOITHUKIB, SIKUM MOXeE BIUIMHYTH Ha SKiCTh mpoaykuii. JlimeHsiaT BkuBae
OpraHi3alliiHUX 3axoJliB, fAKI MAalOTh TapaHTyBaTH, IO JKOJEH MpaliBHUK 3
1H(pEeKUIHHUM 3aXBOPIOBAHHSAM a00 paHaMM Ha BIAKPUTUX IUISTHKaX Tina He Oyne
JOTYIIEHUH 10 CKIIaJCHKUX MPUMIIIEHb (30H) Ta 30H KOHTPOJIIO SKOCTI.

Po3npiOHa Toprisis JikapcbKUMU 3ac00aMu,
BUMOTH II[0JIO MPOBAKEHHS TOCMOIAPCHKOI JTisSUTBHOCTI 3
BUPOOHMIITBA (BUTOTOBJICHHS ) TIKAPCHKHUX 3aCO0IB B yMOBaX aNTEKU

156. Po3npiOHa TOpriBis JIKapChbKUMHU 3aco0amMu 3[1HCHIOETbCS JIMIIE 4Yepes
anTeKu Ta IX CTPYKTYpPHI HIAPO3IUIH, KpPIM BHIAJKIB, NependadyeHuX MyHKToM 158
rux JlineH3iifHnX yMOB.
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157. Jlinensiatr, SKMH NTPOBaJAUTH TOCHOJAPCHKY MiSUTBHICTH 3 BUPOOHHMIITBA
(BUTOTOBJICHHS) JIIKApChKUX 3aco0iB B yMOBaxX amnTeKH, pO3JApiOHOI TOpPriBii
JIKapChKUMM 3aco0amu, 3a0e3leuye HasBHICTb MaTeplalibHO-TEXHIYHOI 0a3u,
TEXHIYHUX 3ac00iB Ta iX BIJAMOBIJHICTH BUMOTaM HOPMAaTHUBHUX JOKYMEHTIB II0JI0
BUPOOHUIITBA, 30epiraHHs, KOHTPOJIIO SKOCT1, TOPTIBII JIKAPCHKUMH 3aCO0aMHU.

JianbHICTh 3 BUPOOHHUIITBA (BUTOTOBJICHHS) JIIKAPCHKUX 3acO0IB B yMOBax
anTeKu, po3ApiOHOT TOPTIBII JIKAPCHKUMH 3acO00aMU MPOBAIUTHCS 3 JIOTPUMAHHSIM
BUMOT 3aKOHOJIaBCTBA MO0 SKOCTI JIIKAPCHKUX 3ac001B, Y TOMY YHCIl MPU3HAYCHHUX
JUISL KIITHIYHUX JTOCTIKEHb, 1] 9ac iX BUPOOHUIITBA, TPAHCIIOPTYBAaHHS, 30epiraHHs,
ONTOBOI Ta po3Api0HOT TOPTIBIII HUMH.

HianpHicTh 13 30epiraHHs JIIKapCchKUX 3aco0iB  MiJg Yac BHUPOOHUIITBA
(BUTOTOBJICHHSI) JIIKAPChKMX 3aco0iB B yMOBaxX amnTeKH, pO3JApiOHOI TOpPTriBii
JIKapChKUMM 3ac00aMU TMPOBAAUTHCS 3 JOJECPKAHHSIM BHUMOT HAJIEKHOI MPAKTHKU
30epiraHHs.

158. V cinbebkilt MICLIEBOCTI y pa3i BIICYTHOCTI anTeku abo CTPYKTYPHOTO
MIIPO3AUTY anTeKku po3ApiOHAa TOPriBIsA JIKAPCBKUMH 3aco0aMu 3a TEpeIiKoM,
ycraHoBiieHUM  MO3,  31ilCHIOETbCS Yy — NPUMIIIEHHSAX  (DenpIIepChKUX,
benpaepCehbKo-aKyepChbKUX ~ MYHKTIB,  CUIbCHKUX,  JUIBHUYHHUX  JIIKApEHb,
amMOynaTopiii, amOynaTopiii 3araJibHOi MPaKTUKH — CIMEHHOI METUIIUHU
MpaliBHUKaMH IIUX 3aKJaJiB, sSKi MalOTh MEIWYHY OCBITY, Ha IIJICTaBi JIOTOBOPIB,
YKJIaIeHUX 13 JIILIEH31aTOM, II0 Ma€ JIIEH31I0 Ha PO3JApiOHY TOPTiBIIO JIIKAPCHKUMHU
3acobamu.

[Tpumimiennss  Qenpamepcbkux,  (penpamepcbko-akylmepebkuX  IMyHKTIB,
CUIbCHKUX, AUIBHUYHUX JIKapeHb, aMOynaTopii, aMOynaTopiii 3arajbHOI MPaKTUKA —
CIMEHOT MEIMIIMHU y TaKOMY BUMAJAKy HE € MiCIIeM MpPOBAKEHHS TOCHOIapChKOT
TiSTBHOCTI 3 po37piOHOT TOPriBIIi JIKApCHKUMU 3ac00aMM y 3HAY€HHI, HABEJACHOMY B
3akoni Ykpainu “IIpo mitieH3yBaHHS BUIIB TOCTIOAPCHKOT TISITBHOCTI .

159. Anteku Ta iX CTPYKTYpHI HiAPO3JAUIH 3A1MCHIOIOTH TOPIIBIIO TOTOBUMH
JKapChKUMHU 3ac00aMu, JIIKApCHKUMU 3ac00aMU, BUTOTOBJICHIMH B YMOBAaX arTeKH.

[Tin wac mpomaxy JiKapCchKHX 3aco0iB JiIeH31aT BHUIa€e 0co0i, sika mpuadaBae
JKapChKi 3ac00U, PO3PaxyHKOBHI JOKYMEHT, L0 3acBiauye (aKT KymiBil, Yy NOPSIKY,
BCTaHOBJICHOMY 3aKOHO/IaBCTBOM.

3aKkymiBias  JIIKAPCBKUX  3ac00iB  3MIHCHIOETHCS BHUKIIOYHO Yy CYO’€KTIB
TOCIOJIAPIOBAHHS, 110 MAIOTh JIILEH310 Ha BUPOOHUIITBO JIIKAPCHKUX 3aCO0IB, ONTOBY
TOPTIBIIO JIIKAPCHKUMH 3aco0amu, IMIOPT JIKAPChKUX 3aco0iB (KpiM aKTUBHHX
(dapMareBTUYHUX 1HTPETIEHTIB).

160. B okpemMux MNpHUMIIIEHHSIX amnTeKH, 0 SKUX € MPOXiA TUIbKH 13 3aiy
OoOCITyTOBYBaHHS HACEJCHHS anTeku 4Yd 3 TaMmOypa/KOpHIopy 3arajibHOTO
KOPUCTYBAaHHS, JIOMYCKA€ThCS 3AIMCHEHHS MEIUYHOI TPAKTUKH Yy TIOPSJKY,
BCTaHOBJICHOMY 3aKOHO/IaBCTBOM.

161. Ha dacani Oymimi, B SKIH PO3MILNIYEThCS AaNTEYHUH 3aKia,
YCTaHOBIIIOETHCSI BUBICKA 13 3a3HAYCHHSAM BUIY 3akinany. Ha BumHOMY Mici mepen
BXOJIOM JO amnTEeYyHOTO 3aKJIagy pPO3MIIIYeThCs iHopMaIls mpo HaWMEHYBaHHS
JinensiaTa, pexxuM poOOTH aNTeYHOTO 3aKIaTy.
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Ha BuBicmi Ta 30BHINIHIX peKJIAMHHX KOHCTPYKIISIX aNTEYHOTO 3aKJIamy
JO3BOJIAETHCA, KpPIM BUKOPUCTaHHS TMO3HAYEHHS BUJY AaNTE4YHOTO 3akjany,
pO3MIIIYBaTH HallMEHYBaHHS JIilIEH31aTa, HAIMEHYBAaHHS alTeYHOro 3akiany Ta/abo
3HaKa JJig TOBapiB 1 MOCHYTr (JIOTOTHUIIA), SIKUM HAJICKHUTh JIILEH31aTy Ha 3aKOHHUX
mificTaBax, 3a YMOBH, IO HAalMEHYBAaHHS JIeH31aTa, HAaMEHYBAHHS aNTEYHOTO
3aKiIaay Ta/abo0 3HaK JJIS TOBAPIB Ta MOCTYT (JJOTOTHUIT) HE MICTUTD:

BKa31BKH IIOJ0 PiBHS a00 1HIIOI O3HAKHU I[IH, SIKa MOXE BIUIMHYTH HA HAMIpH
CIIO’KMBava 1010 MpHuI0aHHS TOBApIiB y TAKOMY 3aKJIai;

iHdopmarllii, MO MOXKE€ BBOJUTH CIIOKHMBadYa B OMaHY, MPO OPIEHTOBAHICTH
anTeuyHOTO 3aKJIaay Ha 00CITyroByBaHHS MEBHUX COIIAIbHUX TPYI HACEIICHHS;

MOPIBHSIHD 3 THITUMU AlITEYHUMH 3aKJIaJaMU.

3a O6akaHHSM JIiIIEH31aT BCTAHOBIIIOE CUTHAIbHUN MOKAKYUK alTEeYHOTO 3aKJIaTy
Ta Oro CTPYKTYPHOTO MiAPO3iNY, 3aralIbHUNA OMHC SIKOTO 3aTBepKyeThest MO3.

ATTeYHUM 3aKjajaM TPHUCBOIOETHCS TMOPSAKOBHH HOMEp Ta 3a OaKaHHIM
JirneH3iaTa HaiMeHyBaHHS.

162. Biamyck peuentypHUX JIKapChbKUX 3ac00iB 3MIMCHIOETHCS BUKIIOYHO 3a
peLenToM y nopsaaKy, BcraHoBiaeHoMmy MO3.

Jlo3BoniseTbes  BiAMycKaTH Oe€3 perenta JiKapchbki 3aco0u 3a MEpesikoM
JKapChKUX 3ac00iB, TO3BOJIEHUX J0 3aCTOCYBAaHHA B YKpaiHi, sSKi BiJIITyCKAIOThCA Oe3
perenTiB 3 anTeKk Ta iX CTPYKTYPHHX MiApo3niiiB, 3arBepmkenuM MO3. Bimmyck
JKApChbKUX 3aco0iB, SKI HE BBIWNUIM JO 3rajaHoTO TMepesiKy, 3A1HCHIOEThCS
BIJIMOBIHO JO YMOB BIJIYCKY, BHU3HAYEHUX B IHCTPYKIISAX JJISI MEIUYHOTO
3aCTOCYBaHHS ITUX JIIKAPCHKHUX 3aCO0IB Ta JIMCTKaX-BKJIAIUIIIAX.

163. V 3ami 006cnyroByBaHHSI HAaCEJICHHS HA BITPUHAX, Y CKISHHUX Ta BIIAKPUTHX
magax TOUIO J03BOJSETHCS PO3MILIYBATH JIIKAPChKI 3aCO0M, 110 BiAMycKaroThes 0e3
perienta. B okpemux madax, Ha BITpUHAX (0 SKUX HEMAeE JOCTYIY CIOXKHBayiB)
30epiraloThCsl JKApChKi 3acO0M, IO BIAMYCKAIOTHCA 3a peUenToM Jikaps, 3
000B’s13K0BOI0  MMO3Haukow “Binnmyck 3a peuentom uikaps”. CynyTHI ToBapu
PO3MINIYIOThCS HAa BITPHHAX, B madax OKpPEeMo BiJ JIIKAPCHKUX 3acO0iB.

Pexiiama mikapchbkux 3aco0iB 3MIHCHIOETHCS 3 JOTPUMAHHSIM BUMOT CTarTi 26
3axony Ykpainu “Ilpo mikapcbki 3acoom’.

164. BupoOHULITBO (BUTOTOBJIEHHS) JIIKAPCHKUX 3aC00IB B yMOBax amnTeKu
3MIACHIOETBCS JIMIIE B anTeKax 3a HasgBHOCTI JIIEH31i HAa BHPOOHHUITBO JiKapCHKHUX
3aco0iB Ta BIAMOBIAHO 1O MpPaBHJ BUTOTOBJICHHS JIKapChbKUX 3aco0iB B yMOBax
anTeku, BctaHoBlieHux MO3.

TopriBist JikapchbKUMH 3aco0amu, 10 BHUPOOJEHI (BHTOTOBIIEHI) B yMOBaX
anTeKH, 3IMCHIOETbCA JIMIIE 4Yepe3 anTeKd Ta CTPYKTYPHI MIAPO3AUIM amnTeK
JineH3iarta, IKUi € BIaCHUKOM anTeKH, 110 iX BUPOOJIsie (BUTOTOBIISAE), 3 JOTPUMAHHIM
YMOB TPaHCIOPTYBaHHS, 30epiraHHs Ta BIAMYCKY.

[Tepenik BHYTPINTHBOANTEYHOI 3aTOTOBKH, IO BUPOOJIsA€ (BUTOTOBJISE) anTeka,
NOTO/UKYE TEPUTOpIalbHUIA oOpraH JIepKIiKciyXOM BIAMOBIAHO O MOPSIKY,
BU3HAYEHOTO Jlep KITiKCITy)00¥0.
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165. JlinensiaT, sSIKuii MPOBAUTh AISUTBHICTD 3 PO3APIOHOT TOPTIBII JTIKAPCHKUMU
3aco0amu:

3a0e3neuye HAsBHICTh YCIX HEOOXIAHMX MPUMIIIEHb, YCTaTKOBAaHHA Ta
00J1aTHaHHS JIJIs1 HAJICKHOTO 30epiraHHs Ta TOPTiBIl JIKApChbKUMHU 3aC00aMu;

3abe3mneuye i KO)KHOTO BUPOOHUYOT0 MPUMIIIEHHS PEECTPAIliio Ta 31HCHEHHS
KOHTPOJIFO 3a TEMIIEpaTypor0 1 BIAHOCHOIO BOJIOTICTIO TOBITPS, CIPaBHICTh YCIX
3ac001B BUMIPIOBAJILHOT TEXHIKH 1 IPOBOJIUTS iX PErYJISIPHY METPOJIOTTYHY OBIPKY;

MOBMHEH MaTH HEOOXITHY KUIBKICTh IMpPAIliBHUKIB, K1 BIAMOBIIAIOTH KaIPOBUM
BHMOTI'aM, YCTAaHOBJICHUM ITUMU JIIIICH31HHUMH YMOBaMH;

CTBOPIOE HEOOXIJHI YMOBHU JUIsl JAOCTYIHOCTI OCIO 3 1HBaJiJHICTIO Ta 1HIIUX
MajJoMOOUTBHUX TPyl HAaceJeHHS JO MNPUMINICHb BIANOBIAHO 10 JAEp>KaBHUX
OyIiBEeIbHIX HOPM, TIPABHUJI 1 CTAaHIAPTIB;

JNOTPUMYETbCS BU3HAYEHMX BHMPOOHUKOM 3arajlbHUX Ta CHEHU(PIYHUX YMOB
30epiranHs JIKapChbKUX 3ac001B;

MMOBMHEH MaTH B 3ajli 00CIyroBYBaHHS HaceJeHHs 1H(OpMAIliI0 MpOo HasSBHICTh
JiIeH31i, 0COONMMBOCTI TpPaBWJI BIAMYCKY JIIKApChKUX 3ac00iB, MICIIC3HAXOKCHHS 1
HOMep TenedoHy JlleH31aTa, SKOMY HalleKaThb anTeka Ta CTPYKTYpPHI HiAPO3ILIH,
MICII€3HAXO/KEHHS 1 HOMEp TeseoHy JEepKABHOTO OpraHy y ClpaBax 3axXHCTy IMpaB
CIIO’KMBAYiB, MICIIE3HAXO/DKCHHS 1 HOMep TenedoHy TEepUTOPIAIbBHOTO OpraHy
JIEP>)KaBHOTO KOHTPOJIFO SKOCTI JIIKApChKUX 3aco0iB, a TaKOX KHHUTY BIITYKIB Ta
OpOMO3ULINA, 3a0€e3MeYUTH MOXJIMBICTb  BCTAHOBJIEHHS Ta  (YHKIIOHYBAHHS
iH(dopmariitHoOro cTeHaa abo TepMiHana;

3a0e31nedyye CXOpPOHHICTh JIIKaPChKHUX 3aCO0iB;

30epira€ MpOTATOM HE MEHIIE TPHhOX POKIB JOKYMEHTH, IO 3aCBiIYyIOThH
KYIIBJIIO, 13 3a3HaYEHHSAM JaTH, Ha3BU, (OPMH BUIYCKY, KUIBKOCTI, CEpii Ta TepMiHYy
NPHUIATHOCTI  OJEPXKAHOTO JIKAPCHKOrO 3aco0y, BUpOOHUWKA, iH(MoOpMalii Mmpo
MOCTavYaJIbHUKA Ta PEKBI3UTIB HOTO JIIEH3IT;

BH3HAYa€e YIOBHOBA)XXEHY 0CO0Y, fika Ma€ JOKYMEHT PO BUILY OCBITY HE HUXKYE
Ipyroro (MaricTepchbKoro) piBHS 3a cherianbHicTIo “@apwmariis”, ceprudikar
MPOBi30Opa-CcreIiaaicTa, BUJIaHUHN 3aKJIaIOM ITiCISIMIUIOMHOT OCBITH, 200 ITOCBITYEHHS
PO MPHUCBOEHHS (IMIATBEPIKEHHSI) BIAMOBIIHOT KBasi(ikamiiiHOT KaTteropii Ta crax
poGotn 3a crnewmianbHicTiO “@apmariis” HE MEHIIE JBOX pOKIB (JOMYCKA€ThCA
NOKJIAZICHHA O0OB’S3KiB YHOBHOBA)XXEHOT OCOOM, BIAMOBINANBHOI 32 (PYHKIIOHYBAaHHS
cucTeMu 3a0e3MeyeHHs IKOCTI JIIKapChKUX 3ac00iB B allTelli, 10 PO3TalllOBaHa y Celli,
CEJIMILI, CENUIIl MICBKOTO THUIy, Ha 0co0y, 10 Ma€ JOKYMEHT IpPO BUILY OCBITY HE
HIDKYE nepmoro (6akalaBpchbKOro) piBHA 3a cnemianpHicTio “@Dapmartis” Ta HEe Mae
CTa)Ky poOOTH 32 III€I0 CTIELIATbHICTIO).

166. Jlns antek, siKi BUPOOJSAIOTH (BUTOTOBJISIIOTH) JIIKAPChKI  3aco0w,
000B’SI3KOBUM € HasABHICTH JleprkaBHOi (papmakoriei Ykpainu.

167. lns 3abe3neueHHs AiIIbHOCTI 3 po3piOHOT TOPriBIIi anTeKa MOBUHHA!

1) po3mimyBaTucsi y BUBEJIEHOMY i3 )KHTIOBOTO (DOHIY OKpeMoMy OyIMHKY abo
BOys0BaHOMY (TIprOY0BAaHOMY) 130JbOBAaHOMY MPHUMIIIEHHI Ha TMEPIIOMY MOBEpCi 3
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OKpPEMHUM CaMOCTIMHMM BHXOJOM HA30BHI i3 TOPrOBEIBHOTO 3aly, KpiM BHIAJKIB,
nepea0avYeHNUX 1AM ITiAMTYHKTOM.

J103BOJIA€THCS PO3MILIEHHS alITEK JIMILIE Ha 00’ €KTaX HEPYXOMOI'O MaiiHa, Pe4oBl
MpaBa Ha sIK1 MJUISTaloTh Jep KaBHIA peecTpallii BIAMOBIAHO 10 3aKOHOIaBCTBA.

Jlo3BOJIIE€THCS  BIAIITYBAHHS 3arajbHOrO BXIAHOrO TamOypa B OyaHMHKax
IPOMAJICHKOTO TpHU3HAYCHHS (KpIM IIKLJ, 3aKIajiB JOMIKUIBHOI OCBITH Ta i i3/1B
KUTJIOBUX OYIWHKIB) 3a yMOBHM 3a0€3MEYEHHS BUILHOTO JOCTYIY 10 amnTeKu Ta
JTOTpUMaHHS B TaMOypl CaHITapHO-TITI€EHIYHUX BHUMOT, YCTAHOBJICHHUX ISl amTek.
[1nomra 3aransHOTO BXIIHOTO TaMOypa HE BKIIIOYAETHCS /10 MIHIMAJIBHOI Ta 3arajibHoi
ILIOII allTEKH.

Skiio anTeka 3aiiMae 130Jb0BaHE KUIbKAIOBEPXOBE (B TOMY YHCIHI MiJBalibHE,
HaITIBIiBaJIbHE YU ITOKOJIbHE) MPHUMIIIEHHS 1 Ma€ KiJibKa 3aJliB JJIs1 0OCITYTrOBYBaHHS
HaceJeHHs, OJWH 13 TaKWX 3alliB PO3TAIIOBYETHCS Ha TEPIIOMY IIOBEpCl 3
000B’SI3KOBOI0  OpraHi3ali€lo OJHOTO POOOYOro Micus JJs BIAMYCKY JIKapChKUX
3ac001B.

Jlo3BoJII€THCSL PO3MINIICHHS 3aTy JIsl OOCITYTrOBYBaHHSI HAcEJIEHHs HE TITbKH Ha
MEePIIOMY MOBEPCI, AKIIO PIBEHb HOTO MiAJIOTH HE HUKYE/BUIIE IUIaHYBAJILHOTO PIBHA
3emuti Oinbiie Hix Ha 0,5 meTpa.

JlomyckaeTbcsi pPO3MIIIEHHS aNTeKd Y TMPUMIMIEHHSX CaHATOPHO-KYPOPTHUX
3aKjIaiB, TOTEJIIB, aepOMOPTIB, BOK3aJiB, 130JIbOBAHOMY IPUMIIIEHHI Ha MEPIIOMY
nmoBepci 0e3 yJamTyBaHHS OKPEMOTO CaMOCTIHHOTO BHUXOJYy HA30BHI 32 YMOBH
JTOTPUMaHHS BUMOT TTYHKTY 165 1mux JlineH31iMHUX yMOB.

VY HOpUMINICHHSIX TOPTOBEIBHUX IIEHTPIB JIOMYCKAETHCS PO3MIIICHHS amnTeKd B
1301bOBAaHOMY TNPUMIILIEHH] Ha Oylb-SKOMY MoOBepcl Ta 0e3 yJalTyBaHHS OKPEMOI'O
CaMOCTIMHOTO BHXOJYy Ha30BHI 3a YMOBHM OOJIaJHAHHS TOPIOBEJIBHOTO ILEHTPY
NacaXUpPChKUMH JipTamMu Ta/ab0 MiAMOMHUKAMHU (HAXWJICHUMU a00 BEePTHKATHLHUMHU
HiHIMATBPHAUME TUTaT(OpMaMu TOINNO) y TEXHIYHO CIPABHOMY CTaHi 3 JOTPUMAHHS
BUMOT NyHKTY 165 nux JlineH3iiHux ymoB.

Y  nOpuMimieHHSX — JTIKYBaJIbHO-IPO(UIAKTUYHHUX  3aKJIQAIB  JIOMYCKAEThCS
PO3MIIIICHHS alTeKu B 130JbOBAHOMY MPUMINIEHHI HAa OYyIb-SKOMY IMOBepci Ta 0e3
yJIalITYyBaHHS OKPEMOT'O CaMOCTIMHOIO BUXOJly Ha30BHI.

VY CIIbCHKIM MICHEBOCTI JO3BOJISIETHCS TaKOX PO3MIILIEHHS anTeKu y OyIMHKax
rpOMaJIChKOTO MpHU3HAYeHHS (KpiM IIKiJ, 3aKJIajiB JOMIKIILHOI OCBITH Ta Tia i3miB
KUTJIOBUX OYJIHHKIB), Y TPHUMIMICHHIX CUIBCHKOI (CENHIIHOT) paau, MiANPUEMCTB
MIOIIITOBOTO 3B’5A3KYy 0€3 yJIalmTyBaHHS OKPEMOT'0 CAMOCTIHHOTO BUXO/1Y Ha30BHI;

2) matu 3an jans oOCIyroBYBaHHS HAcCeJCHHS Ta BHUPOOHHYI MPUMIIICHHS
(HeoOXimHy 30HY Ta/ab0 mNPHUMINICHHS Ui TPUAMaHHS JIIKAPCBKHX 3aco0iB,
NpUMIlIeHHS (30HU) A7si 30epiraHHs pi3HUX TpyH JIIKapChKUX 3ac001B BIMOBITHO 10
BUMOT, BH3Ha4eHHX BHpPOOHHMKOM). [Ipoxin 10 BHUPOOHMUYMX NPUMIIIEHb HE MOXKE
3MIACHIOBATHCS Yepe3 MPUMILICHHS 3arajlbHOTO KOPHCTYBaHHS (KOpUAOpH, TamOypu
Toio). MiHimMasbHa 3arajbHa IUIONIA MPUMIMIEHB Ui 30epiraHHs JIIKapCchKUX 3ac00iB
He Moke 0yTu MeHIIo 10 KB. MeTpiB.
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JlommyckaeThecsi 00MamTyBaHHS 3a1y U1l 00CITyroByBaHHS HACEJICHHS 3 BUIBHUM
JIOCTYTIOM CIIOKMBAYiB JO JIKAPCHKUX 3ac00iB, sSIKi BIIITYCKAIOTHCS 0€3 pEeIenTiB
3T1JHO 3 MEPENTIKOM JIKapChbKUX 3ac001B, TO3BOJIEHHUX JI0 3aCTOCYBaHHS B YKpaiHi, sKi
BIJIIIYCKAIOTbCA 0€3 peuenTiB anTekaMd Ta IX CTPYKTYpHUMHU HiAPO3JLIaMHU,
3arBepokeHnM MO3, Ta CymyTHIX TOBapiB 3a HAasIBHOCTI B 3aml (¢axiBIliB-
KOHCYJIBTaHTIB (IIPOBi30piB, (papMarieBTiB).

Jlns anrtek, [Ki pO3TAlOBaHI y JIKYBaJbHO-NMPOPUIAKTUYHMX 3aKIajgax 1
3IMCHIOIOTh BUTOTOBJICHHS (BUPOOHUIITBO) JIIKAPCHKUX 3aCO0IB B yMOBaX alTeKH Ta
BIIMMYCK TOTOBUX JIKAPCHKUX 3aco0iB JHINE Y BUIUICHHS JIIKyBaJbHO-
npoUIAKTUYHUX 3aKIadiB, JIONYCKAE€ThCS BIACYTHICTH 3ally JUIsl OOCIYTOBYBAaHHS
HaceJeHHsA 3a YMOBHM HAasBHOCTI EKCHEAUIIMHOrO mpuminieHHs. [ns 3aificHeHHs
pO31piOHOT TOPriBII JKAPCHKUMHU 3aco0aMu B IUX JIKYBaJbHO-MPOQPITAaKTHIHUX
3aKJIajiaX Taki alTeKu MOKYTh CTBOPIOBATH alT€YHI MyHKTH;

3) matu ciayx’00BO-IOOYTOBI MPUMIIIEHHS — MNPUMIIIEHHS U1 MEpCOHaNy,
BOHpAIBHIO 3 PYKOMUMHHKOM (IS anTeK, PO3TAIIOBAHUX B CLIbCHKIA MICIIEBOCTI Ta
HaceJeHUX TMYyHKTaxX, JI¢ BIJCYTHI KOMYHIKallii (BOJOMpOBiA, KaHami3aIis),
JO3BOJIIETHCSA PO3TAllyBaHHsS BOMpPAJIbHI 11032 MEXaMH anTeKd, MPU LbOMY B anTell
000B’S13KOBO 00JIAHY€ETHCS OKPEME MiCIIE JIJIsl CaHITapHOT 0OPOOKH PYK), MIPUMILIECHHS
abo mady s 30epiraHHs iHBeHTapro s npubupanHsa. [Ipoxim mo ciyx)00Bo-
MoOYTOBUX MPHUMIIIIEHb HE MOXKE 31MCHIOBATHCS Yepe3 BUPpOOHUYI mpumimneHHs. [1ig
Yac BHKOPHCTAaHHS TIEPCOHAJIOM alTeKd OKPEMOTO CIy>KOOBOTO BXOAY 330BHI
JTIO3BOJISIETHCS MPOXIA Y TEXHOJOTIYHOMY OJISI31 Ta B3YTTI 13 CIYKOOBO-TIOOYTOBHUX 1
JOJIATKOBUX MPUMIIIEHB 70 3a1y JIJIs1 00CIyrOBYBaHHSI HACENIEHHS Yyepe3 MPUMIIICHHS
JUIst 30epiraHHs JIIKapChbKUX 3ac001B Ta y 3BOPOTHOMY HANPSMKY.

3aranbHa MiHIMajdbHa IUIONIA TMPUMILIEHb Ui TEpCOHAly HE MoXe OyTu
MEHIIIOIO § KB. METPIB.

168. 3aranpHa MiHIMaJIbHA IIOINIA ANTEK, SAKi 3MIMCHIOIOTH PO3APIOHY TOPTIBIIO
JIKapChKUMH 3aC00aMU, CTAHOBUTH:

JUTSL aniTeK, pO3TallOBaHUX Yy MicTaX, — He MeHIe Hik 50 kB. MeTpiB (Tuiomia
TOPTOBEJILHOTO 33Ty — HE MEHIIE HiXK 18 KB. METpiB);

JUISl al'TeK, PO3TAIllOBAHUX Y CEJIMIIAX Ta CEJMILAX MICHKOTO THIY, — HE MEHIIE
Hik 40 KB. MeTpiB (IJI0111a TOPrOBEJIBHOTO 3a1y — HE MeHlIe HiK 18 KB. MeTpiB);

JUIS anTeK, po3TallOBaHWX y ceni, — He MeHme Hik 30 kB. MerpiB (ruroma
TOPTrOBEJIBHOTO 3ay — He MeHme HiK 10 kB. MeTpiB, MpUMIIIEHHS I 30epiraHHs
JIKapChKUX 3ac00iB — HE MEHINe HK 6 KB. METpIB; KIMHaTa JJid MEepCOHAILYy — He

MEHIIIEC HiXK 4 KB. METPH).

Jlnis anrek, siKi 371HCHIOIOTH BUPOOHUIITBO (BUTOTOBJIEHHS) JIIKAPCHKUX 3aCO0IB,
CKJIaJ] TPUMIIIEHb alTeKH BKJIFOYAE BCI MPUMIIICHHS, sIKI HEOOX1AH1 JJIs TIPOBAJPKEHHSI
JUSTIBHOCTI 3 PO3JpIOHOI  TOPriBil JIKapChKUMM  3aco0aMu, KpiM BHIAJIKIB,
nependadeHnx ad3amoM TPeTiM MiANyHKTY 2 myHKTY 167 mux JlineH3iiHux yMmoB, Ta
NPUMIIIEHHS JUIsl BUTOTOBJICHHSI JIIKAPCHKUX 3aco0iB, CKIAJ 1 IUIOMIA SIKUX
BU3HAYAIOTHCS TPAaBHJIAMH BUTOTOBJICHHS JIIKapChKMX 3aco0iB B YMOBax amnTeKH,
3atBepxkeHnMu MO3.
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169. Anrteka oOnagHyeTbcs TpWIaJaMd LEHTPAJIbHOIO ONAJIeHHA abo
ABTOHOMHHMH CHUCT€MaMU OMaJIeHHs, K1 BIIIIOBIAAI0Th HOPMaM MOXKEXHOT Oe3MeKH, a
il BUPOOHMYI MPUMINIEHHS — YCTAaTKOBaHHSAM JJI1 IIOCTIHHOrO 3a0e3MedYeHHs
HaJIeKHOTO 30epiranHs JiKapChbKUX 3aco0iB (madu, cTenaxi, XOoJOAWIbHUKH, ceiidu
TOLIO) Ta 3aco0aMu s 3I1MCHEHHS KOHTPOJIO 3a TEMIIEpPaTypolo 1 BIAHOCHOIO
BOJIOTICTIO IIOBITPSI.

3a HassBHOCTI JIIKAPCHKUX 3aC001B, 5IKI MOTPEOYIOTh OCOOIMBUX YMOB 30€piraHHs,
JiIIeH31aT BUKOHYE BUMOTH 3aKOHOJABCTBA y YaCTHHI 30epiraHHs TaKUX JIKapChKUX
3ac00iB.

3an nans OOCIYroBYBaHHsSI HAceJICHHS 3 METOI0 3a0e3MeUeHHs] BiAMOBIIHOTO
30epiraHHsg JIKapChKHX 3ac00iB MiJ 4Yac NpoJaxy OOJaJAHYEThCS YCTATKOBAHHIM
(oOnmagHaHHSAM) I TOCTIMHOTO 3a0e3MedyeHHs BIAMOBIIHOTO TEMIEPaTypHOTO
peXuUMy Ta 3aco0aMM JJIA 3A1HCHEHHS KOHTPOJIIO 3a TeMmIepaTyporo. Pobodi mics
NpPALiBHUKIB OO0JAJHYIOTHCS TMPUCTPOSAMH JUISl 3aXUCTy MpPAaliBHUKIB Bl MPsAMOi
KparenabHo1 1H]eKIii.

Jlinenziat 3a0e3reuye BIAMOBIAHICT, CAHITAPHOTO CTaHy IMPUMIIMICHh Ta
YCTaTKOBAHHS alTEKH BHMOTAM CaHITApHO-TPOTHEINIEMIYHOTO PEXUMY aNTECYHHX
3aknaniB. [IpuminieHHs Ta yCTaTKOBaHHS NIUISATal0Th MNPUOMPAHHIO, JE31H(EKI],
JiepaTH3allii 3riHO 3 THCHbMOBHMHU 1HCTPYKITISIMH, 3aTBEPKEHUMH JIIIICH31aTOM.

[IpuMimieHHsT anTeYHWX 3akKIaiB IiJIATal0Th BOJOTOMY MPUOUpaHHIO 13
3aCTOCYBaHHSIM MHUWHHUX 1 JAe3iH¢ekuiiiHux 3aco0iB. Cyxe npuOUpaHHsS KaTEroOpu4yHO
3a00POHSIETHCS.

[Timyora anTe4HOro 3aKiaay MiAIsArae BOJIOTOMY MPUOUPAHHIO HE Pijle OJHOTO
pa3y Ha 3MiHy, a CTIHM 1 JBepl — He piJuie OAHOrO0 pa3y Ha TIKIEHb 13
3aCTOCYBaHHAM Je31H(EKIIIHIX 3ac00i1B.

Crenst y BUpOOHUYUX TPHUMIIMICHHAX MiJJISTAE OYUIICHHIO BiJl MY BOJOTUM
CrocoOOM He Pijiiie OJTHOTO pa3y Ha MICSIIb.

Jnst npubupaHHs pi3HUX MNpUMILIEHb (BUPOOHMYMX, BOMpaJeHb, CIykOOBO-
noOyTOBUX, JOAATKOBUX, 3ajy s OOCIyrOBYBaHHS HAcCeNEHHS) BUIUIIETHCS
OKpEeMHl 1HBEHTap, SIKUH MapKyeThCs. 30epiraHHs MOro 3MIMCHIOETHCS B CIIEHIAEHO
BU3HAUY€HOMY Micli (KiMHaTI, madi) OKpeMo 3a Mpu3HayeHHsAM. [HBeHTap 1Is
npuOupaHHs BOMpabHI 30€piraeTbcsi OKPEMO.

[TpumimieHHss Ta yCTaTKOBaHHS KIMHATH JJisi TEPCOHANY anTeKu MAaloTh
3a0e3nedyBaTH YTPUMaHHS Ta CXOPOHHICTh OCOOMCTOTO Ta TEXHOJOTIYHOTO OJSTY
BIJIMOBITHO /10 BUMOT CaHITAPHO-TIPOTHEMIAEMIYHOTO PEKUMY, a TAKOXK MOXKIUBICTh
BXKMBAaHHSA 1K1 Ta BIANOYMHKY (0OnamHaHi madamMu s ONATY, XOJOTUIHHHKOM,
MeOJIIMHU ).

Jlyist anTek, po3MIIICHUX Y cellaX, HasBHICTh XOJIOAMIBHUKA B KIMHATI TIEPCOHATY
HE € 000B’A3KOBOIO.

AnTeka NMOBMHHA MaTH anTeyky (MKapchbki Ta I1HIN 3aco0M, MEepertiK SKuX
3aTBEPIKYETHCS JIIEH31aTOM) JUTSl HaJIaHHS JOJIIKAPCHhKOi METUYHOI JJOTIOMOTH.

170. Jlinensiat mija yac TpaHCIIOPTYBaHHS JIKAPChKUX 3ac001B 3a0e3Meuye YMOBH
30epiraHHs JiKapChKUX 3aC001B BIAMOBIAHO JO BUMOT, YCTAHOBIIEHUX BUPOOHUKOM.
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TpancriopTHuii 3aci0 Uil TIEPEBE3CHHS JIKAPCHKUX 3aCc00IB  TOBUHEH
BIJIMOBIIATH BHW3HAYEHUM BHPOOHUKOM yMOBaM 30epiraHHs JIKapChbKUX 3aco0iB i
NPOBEJICHHS  CHUCTEMATHYHOTO  BOJIOTOTO  MPUOWpPAHHS 3  BUKOPUCTAHHSIM
ne31HeKIInHUX 3ac001B.

He nomyckaerbcs mepeBe3eHHs JIIKAPCHKUX 3aC001B TPAHCIOPTOM 3arajlbHOIO
KOPUCTYBAHHS, SIKUM 3[IHCHIOETbCS NEPEBE3€HHsS IMAcakUpiB, Ta y MOIITOBHUX
BIJIITPABJICHHSIX.

171. Pexxum poOOTH anTeKk Ta iX CTPYKTYPHHX IMiJAPO3/IIiB BCTAHOBIIOETHCS
JILEH31aTOM.

Pexum poOoTH anrtek Ta iX CTPYKTYPHHUX HIAPO3JLIIB JIILIEH31aTIB AEp:KaBHOI Ta
KOMYHaJbHOT ()OPMHU BIACHOCTI BCTAHOBIIIOETHCS 3a TOTOKEHHSIM 3 BiAMOBITHUM
MICIIEBUM OpraHOM BHKOHABYO1 BJIaJJ 00 OpraHOM MICIIEBOI'O CaMOBPSyBaHHS.

172. Anteka Ta ii anTeyHi MyHKTH YTBOPIOIOTHCS B MeEKax OJHI€l oOnacri,
ABtoHOMHOI PecnyOniku Kpum (BkiatouHo 3 M. CeBactononem), KuiBcbkoi o6macTi
(BkmrouHO 3 M. KueBoM). AMNTEUHI MYHKTH PO3MINIYIOTECS Yy BIIOKPEMIICHHX
MPUMIIIEHHAX 3 BUIIJICHHAM a060 0e3 BUIIICHHS 3Ty sl 00CTyrOBYBaHHS HaceJIECHHS
B KaliTaJbHUX OyJAMHKaX JIKYBaJbHO-NPOPUIAKTUYHHUX 3aKJIaI1B.

[Inoma anteyHoro MyHKTYy He Moxe OyTu MeHmor 18 kB. meTpiB. Skuio
JIOJIATKOBO B aNTEYHOMY ITYHKTI HasBHI BHUPOOHHWYI (NMPUMIIICHHS IS 30epiraHHs
JTIKapChKUX 3ac00iB) Ta CIIy)KOOBO-MMOOYTOBI MpHUMIICHHS (KiMHaTa JJIs MepCOHAITY,
NpUMIILIEHHS 175 30epiraHHsl 1HBEHTapro Juisl npuOupaHHs, BOMpaNbHA), MPOXiA A0
CIY)KOOBO-TIOOYTOBUX TPHUMIIICH, HE MOXKE 3IIHMCHIOBATHUCSA dYepe3 BHUPOOHHUI
MPUMIIICHHS.

VY pasi BIICYTHOCTI y HAceJIeHOMY IYHKTI CLIbCHKOI MICIIEBOCTI JIKYyBajibHO-
npodiTAKTHYHOTO 3aKJIaTy Ta alTEKH J03BOJISETHCS PO3MIIIICHHS allTEYHOTO TYHKTY B
OyAb-sIKUX 1HIIUX MPUMIIIEHHSX, 110 BIAMOB11al0Th BUMOram 1ux JIineH31iMHuX yMOB.

173. TlpuMinieHHsI anTEe4YHOTO MYHKTY OOOB’S3KOBO OONamHYyeThCs madamu,
XOJIOIUJIBHUKOM, ceilpom abo wmetaneBoro madoro st 30epiraHHs JIKapChbKUX
3ac0o0iB, MiclleM IS CaHITapHOiI OOpOOKM pyK, Imadoro Ui OKpeMoro 30epiraHHs
O0COOMCTOrO0 Ta TEXHOJIOTIYHOTO OnAry, mador aius 30epiraHHs iHBEHTApIO IS
npuOMpaHHS OKPEMO 33 TPU3HAYCHHSIM.

Jlnst 30epiraHHst IHBEHTAPIO JIJIsl MPUOUpaHHS MPUMIIICHHS alTeYHOTO MyHKTY Ta
O0COOMCTOTO OJIATY TIEPCOHATY alTEYHOTO IYHKTY JOMYCKA€ThCSI BUKOPUCTAHHS
JOJJATKOBHUX MPUMIIIEHb, SIKI HE CYMIIIEH] 13 MPUMILIEHHIM anTeYHOTro MyHKTY Ta IJIs
MPOXOMAY JI0 AKUX HE MOTPIOHO BUXOAUTH 32 MEX1 OyIiBIIi. [X TuToIma He BKIIFOYAETHCS
70 MiHIMaJbHOI TUIONII aNTEYHOTO MYHKTY, aje BKIIOYAETHCS IO 3arajbHOi TUTONI
anTeYHOTO MyHKTY.

174. AnTedHi NyHKTH 311HCHIOIOTh TOPTIBII0 TOTOBUMH JIIKAPCHKUMHU 3ac00aMu,
110 BIAMYCKAIOTHCS 3@ PELENTOM Ta 6e3 perenTa Jikapsi.

175. Jlinensiat 3abe3nedye caHITapHUH CTaH OPUMILICHb Ta YCTaTKyBaHHS
aNTeYHUX NYHKTIB BIANOBIAHO J0 BUMOT CaHITAPHO-TIPOTHEMIAEMIYHOTO DPEKUMY
anTEeYHUX 3aKJIaiB.
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176. HagxomkeHHST JTIKapChbKUX 3acO0iB 10 CTPYKTYpPHHX MiIPO3ILTIB anTeKu
3MIMCHIOETBCS JIMIIE 4Yepe3 anTeKy, s[Kii BOHU MiJNOPSAKOBYIOThCS, abo uepe3
anTeuyHui ckiaj (6a3y) uporo mdinensiata. [lopsnok mocrauyaHHs JIKapChKUX 3ac001B
JI0 CTPYKTYPHHUX MIAPO3JUIIB aNTeKh BU3HAYAETHCS JIIIEH31aTOM 3 O00O0B’SI3KOBUM
IUCbMOBUM O(DOPMIICHHSIM.

177. JlinensiaT, SKUA TPOBAJUTHh TOCMOAAPCHKY MiSIBHICTH 3 BHUPOOHHUIITBA
(BUTOTOBJICHHS) JIIKAPCHKUX 3acO0IB B yMOBax amnTekud Ta/abo po3apiOHOI TOpriBii
JTIKapChKUMH 3aco0aMu, 3000B’sI3aHUI MaTH TUTAaH TEPMIHOBUX JiH, sIKi 3a0€3MeUyI0Th
BUKOHaHHSA Haka3iB MO3 Ta J[lepxumikcayxOu mIoa0 3YNMUHEHHS BUPOOHUIITBA,
TOPriBil, BUJIYYEHHS 13 TOPriBIl JIKAPCHKUX 3aco0IB 1 BXKUTTA BIANOBIIHUX
oprasi3zalliHUX 3aX0/1B IOBEPHEHHS NPOJaBII0 (BUPOOHUKY) 3a3HAYEHUX J1KAPChKUX
3aco01B a00 iX 3HUIIEHHS Ta YTHII3aIlii.

178. AnTexku Ta iX CTPYKTYpHI MiAPO3JLTH TMOBHMHHI MaTH YKOMIUIEKTOBAaHUU
HITAT MPAIiBHUKIB, SIKI MAIOTh BIANOBIAHY (papMalleBTUUHY OCBITY.

179. TlpaniBHUKK anTek Ta iX CTPYKTYPHUX MIAPO3IUTIB Mif 4ac MPUNUHATTS Ha
po0OTY MPOXOAATh MEIUYHE OOCTSIKEHHS Ta TMOJAIBIIHN MEPIOJUYHUN MEIUIHHUN
OTJIA.

180. JlimensziaToM 3aTBEP/KYIOTbCS IOCAZOBl IHCTPYKIIi MpaliBHUKIB,
TISTIBHICTh SIKUX O€3IMOCEepeIHhO OB s3aHa 3 BHUPOOHHUIITBOM (BHUTOTOBIICHHSIM)
JIKapChKUX 3aco0iB B yMOBax amnTeKH, pO3JApiOHOI0 TOPTIBICK JIIKAPCHKUMU
3aco0amMu, B SKHX 3a3HA4alOTbCsl OCHOBHI (PYHKIIl, MOBHOBaXXEHHS, NpoQeciiiHi
3HAHHS, KOMITETCHIIIS Ta 1HIII BUMOTH JI0 MPaIliBHUKIB.

181. Ocobu, siki 6e3mocepeHbO 3IIACHIOIOTH BHUPOOHHUIITBO (BUTOTOBIICHHS)
JIKapChKUX 3ac00iB B yMOBaX amnTeKH, PO3ApIOHY TOPTIBIIO JIKAPCHKUMH 3ac00aMH,
MOBWHHI MaTH:

JIOKYMEHT TIPO BHUIY OCBITY HE HIDKUE Tepiioro (0akaaaBpPChbKOTO) pIBHS 3a
crienianbHicTIO “Papmartis’;

JUIst paxiBI[IB 3 BUIIOIO OCBITOIO HE HMKYE APYroro (MaricTepchbKoro) piBHA —
cepTudikaT MpoBi3opa-cremiaaicTa, BUAaHUN 3aKIag oM MICISTUIIIIOMHOI OCBITH, a0
MOCBIAUEHHSI TPO TPHUCBOEHHS (MIATBEp/UKEHHS) BIAMOBIAHOI KBamigikariitHoi
KaTeropii.

Binnmyck nikapcbkux 3aco0iB MOXKYTh 3A1MCHIOBATH MPOBI30OPU-CIELIANICTH,
KJIIHIYHI TPOBI30pH Ta (apMaIeBTH 3 TOTPUMAHHIM BUMOT 3aKOHO/IaBCTBA.

182. CnemnianicTy, SKi TpOMIUIM CHIEI[iabHY MATOTOBKY B HABUAIBHUX 3aKJIaiax
1HO3€MHHUX KpaiH, JOMYyCKAlTbCid [0 NPOBAKEHHS MpPOQeciiHol ISIbHOCTI Y
nopsaKy, Bu3HaueHomy MO3.

183. CnemiamicTu, SKi HE MPAIIOIOTh TMOHAA II'SITh POKIB 3a 3a3HAYCHOKO Y
JTUIUIOMI, cepTUdikaTi (MOCBIAYEHH1) CHEIaTbHICTIO, JOMYCKAIOTHCS 10 MPOBAKEHHS
JUSIIBHOCTI 3 BUPOOHMIITBA (BUTOTOBJICHHS) JIKAPCHKUX 3ac00IB B yMOBax amTeKw,
po3npiOHOI  TOPTiBNi  JIKAPCBKMUMH ~ 3aco0aMH  TUIBKM — TICNIs  MPOXOHKEHHS
HeperiaroTOBKH.

184. TIlocamum 3aBimyBadiB amnTeKH, 3aCTYMHHUKIB 3aBillyBauiB  amnTeKu
3aMIMIYIOTBCS 0CO0aMH, MO0 MAIOTh JOKYMEHT PO BHIIY OCBITY HE HIIKYE JIPYroro
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(MaricTepchbKOro) piBHS 3a crenianpHicTIO “@apmariis” Ta ceprudikat mposizopa-
criemiamicra 3a chermiamizamiero “Opradizamis Ta ympaBiaiHHS (apmariiero” abo
aTeCTOBaHI 3a WIE€I0 CHEI[laNi3ali€l0 3 MPUCBOEHHAM (MIATBEPHKEHHIM) BIJIIOBIIHOI
KaTeropii Ta cTaxx poOoTH 3a paxoM HE MEHILE JBOX POKIB.

Jlnst anTek, po3TallOBaHMX Yy Celax, CeJMUIIaxX Ta CEJMIAX MICHKOTO THUIY,
MocaJid 3aBifyBaya anTeKd, 3aCTYITHUKA 3aBiayBayda alTeKH MOXYTh 3aiiMaTu ocoOwu,
[0 MalOTh JOKYMEHT PO BHIIY OCBITY HE HIDKYE MEpIIOro (0akalaBpChbKOTO) PiBHS
3a crerianpHicTIo “Dapmarris™.

He nomyckaeThcsi 3aliMaHHS TIOCaau 3aBijyBaya anTeyHOro 3akjaay 3a
CYMICHHUIITBOM.

BuMorn 1010 npoBaKeHHS rOCOAaPChKOT
JISITBHOCTI 3 IMIIOPTY JIIKAPCHKUX 3ac001B
(kpiM akTHBHUX (hapMalleBTUIHUX 1IHTPEIIEHTIB)

185. Jlikapceki 3aco0u, IO BBO3ATHCS Ha TEPHUTOPiI0 YKpaiHW, MOBUHHI
CYNpPOBOKYBAaTUCA CEPTH(IKATOM SKOCTI cepii JKapchKOro 3aco0y, BHIAHUM
BUPOOHUKOM. IMIOPT HESIKICHHX JIKapChKUX 3acO0iB HE JI03BOJIAETHCS. TepMmiH
MPUAATHOCT] JIKAPCHKUX 3ac00iB, IO BBO3SATHCS Ha TEPUTOPIO YKpaiHH, MMOBUHEH
CTAaHOBUTU HE MEHIIEC TOJIOBUHHM TEPMIHY, BU3HAUEHOTO BUPOOHUKOM, Yy pasi, KOJIH
BUPOOHUK BHU3HAYMB TEPMIH MEHIIIE OJHOTO POKY, a00 HE MEHII SK IIICTh MICSIIB y
pa3i, KOJIM BUPOOHUK BU3HAYMB TEPMiH OUTBIIIE OJJHOTO POKY.

Cy0’exkT rocmojaproBaHHs 3000B’si3aHuUN  30epiraTh cepTU(dIKaTH  SKOCTI
BUpOOHUKA (KOIIii Ha MarnepoBUX YU CKaHOBaHI KOIIii Ha eIEKTPOHHUX HOCISX) Ha cepil
JKapChKUX 3aco0iB, peai3oBaHUX CYO €KTOM TOCIOJAPIOBAHHS, MPOTSATOM OJIHOTO
POKYy TMiclis 3aKiHYEHHS TEepMiHY MpPHUAATHOCTI cepii JKapcbkoro 3acol0y abo
[IOHAMMEHIIIE 1’ SITh POKIB (3aJIEKHO BiJl TOTO, SIKHIl TEPMIH JIOBIIIE).

VY pasi 30epiranHs cepTudikaTiB SKOCTI y BUTJISAI CKAHOBAHUX KOIIiH JilleH31aT
3000B’s3aHUIl HajaTH (HAa BUMOTY) iX pO3JAPYKOBAHI KOIIi, 3acBiI4eHl CyO’€KTOM
rOCIOAAPIOBaHHS, Y CTPOK HE Mi3HiIlIe ABOX POOOUYUX JIHIB.

IMnopTepu 311iCHIOIOTH ONTOBY TOPTIBJIIO JTIKAPCHKUMHU 3ac00aMu, 3a3HAUCHUMU
y TOJATKY J0 JIIEeH31i Ha IMIIOPT JIIKapChbKUX 3ac001B, Ha MiCTaBI i€l JIIMEeH3I .

186. Cy0’ekT rocriogaproBaHHs 3a0e3Meuye:

BIJIMOBIIHICTh MaTepiadbHO-TEXHIYHOI 0a3u, KBaliikailii mepcoHally, a TaKoX
YMOB TIOJI0 3[[IHCHEHHS KOHTPOIIIO SKOCTI JIIKapChKHUX 3ac00iB, MO Oy1yTh BBO3UTHUCS
Ha TepuTOpit0 YKpaiHH, BHUMOTaM HOPMATHBHUX JOKYMEHTIB IIOJO iMIOPTY,
KOHTPOJIIO SIKOCTI 200 BUPOOHUIITBA JTIKaPChKUX 3ac001B;

JOTPUMAHHS BUMOT 3aKOHOJABCTBA MO0 SKOCTI JIIKAPCHKUX 3ac00iB Tij yac iX
BBE3CHHA HAa TEPUTOPi0 YKpaiHU, KOHTPOJIIO SIKOCTI Ta ONTOBOT TOPTiBJIi HUMU;

HasIBHICTh YIIOBHOBa)XEHOI 0COOM (YIIOBHOBaXXEHUX 0C10), sIKa € BIMOBIAAIIbHOIO
3a BUJa4y J03BOJY Ha BUITYCK (peai3alliro) cepii JIIKapchKOoro 3acooy;

HasIBHICTh CKJIAJICBKUX 30H, NPUMIIIEHb A TPUNAHATTS, CKJIaTyBaHHSA Ta
30epiraHHs, 30KpeMa KapaHTUHHOTO 30epiranHs, BiiOOpy mpol At KOHTPOJIIIO SIKOCTI,
BIJIMMYCKY JIKapChKUX 3aCO0IB.
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187. JlineHsiar mOBMHEH MaTH KBali()iKOBaHMH TMEPCOHAT 3 MPAKTHUYHUM
JIOCBIZIOM pOOOTH Y KUIBKOCTI, sIKa JJa€ 3MOT'y 3a0€3MeYnTH HaJIe)KHE BUKOHAHHS BCIX
3aBJaHb, OB’ SI3aHUX 3 MPOBAKEHHSIM TOCIOAAPCHKOI JISTbHOCTI.

188. BBe3zenns Ta mopanbinuii 00Iir Ha TepUTOPil YKpaiHM JiKapchbKUX 3aco0iB,
SKI MICTSITh HApKOTWYHI 3aco0HM, IICUXOTPONHI PEYOBMHU 1 MPEKYpPCOpPH,
3IIMCHIOIOTBCSL 3@ HAsBHOCTI JIIEH311 BIAMOBIAHO A0 MYHKTY 22 YacTUHU MEpIIOl
crarti 7 3akoHy Ykpainu “IIpo JineH3yBaHHS BHJIIB TOCHOJAPCHKOI JISIIBHOCTI”
(KynbTUBYBaHHS POCIIHH, BKJIIOYEHHX 10 Tabmuii | mepeniky HapKOTHYHUX 3ac00iB,
INCUXOTPOIIHUX PEYOBUH 1 MpeKypcopiB, 3arBepixkeHoro KabGinerom MiHicTpiB
VYkpainu, po3poOJieHHs, BUPOOHHUIITBO, BHUTOTOBJIEHHS, 30€piraHHs, IEPEBE3CHHS,
npua0aHHs, peanizauis (BIANYCK), BBE3EHHS Ha TEPUTOPIO YKpaiHU, BUBE3ECHHS 3
TepuTopii YKpaiHU, BUKOPUCTaHHS, 3HUIIEHHS HAapKOTUYHUX 3ac001B, IICUXOTPOIHUX
PEYOBHH 1 IPEKYPCOPIB, BKIIOUCHUX J0 3a3HAUYCHOTO MEPETiKYy).

189. Cy0’exToM rocmojaproBaHHs TMOBHHHA OyTH BHU3HAUEHA MPOIIEAypa MO0
TEPMIHOBHUX iH, siKi 3a0e3meuyroTh BUKOHaHHsA HakaziB MO3 Ta [lepxiikcmyxOu
I0JI0 3yNMWHEHHS IMIOPTY, BHJIYYCHHS 3 0O0ITYy JIKapChKUX 3ac00iB, BKHUTTS
BI/IMOBIIHMX OpTaHi3alllfHUX 3axOMdiB JJIsi PO3B’sA3aHHA MPOOJIEM IIOJI0 SKOCTI,
MOBEPHEHHS TMPOAABII0 (BUPOOHUKY) JIKApChKUX 3ac00iB ab0 iX 3HUINECHHS Ta
yTUITI3aMii y pa3i BUSABICHHS B iMIIOpTEpa 4d B 00Ty (QanbCuiKOBaHUX JIKAPCHKUX
3ac00iB, a00 1HIITUX MPOOJIEM OO STKOCTI JTIKAPChKUX 3ac00iB.

190. ImropT JTiKapChKUX 3aCO0IB 3AIMCHIOETHCS 3a HASIBHOCTI JIIFOYOT JIiIEeH311 Ha
IMITOPT JTIKAPCHKUX 3ac00iB 3 aKTyaJlbHHM JOJaTKOM J0 HeEl, BPaXOBYHOUH IEpesIiK
JTIKapChKUX 3ac00iB, fAKI IMIOPTYIOTbCSA HA TEPUTOPI0 YKpaiHH, 3aTBEPIKEHOTO
Cy0’€KTOM TOCIOJApPIOBaHHS [JOChE€ IMIOpTEpa, 3 JOACpPNKAHHAM BHUMOT LHUX
Jlinensiinux ymoB, BuUMor JlepxaBHoi (papmakoriei Ykpainu Ta/abo €Bpomneicbkoi
dapmaxomei, a 3a BiICYTHOCTI BHMOT y HHX (apMakonesx — IHIIUX TPOBIITHUX
dapmaxomneit (bputanceka dapmakones, papmakomnes CIIA, dapmakomnes Amnownii),
IHIIMX HOPMATHUBHO-TEXHIYHMX JIOKYMEHTIB Ta HOPMATHUBHO-NPABOBUX aKTIB, Kl
BCTAQHOBJIIOIOTh BUMOTH JI0 JIIKAPCHKOTO 3aco0y, HOro ymakoOBKH, YMOB 1 TEpMiHIB
30epiraHHs Ta METOJIIB KOHTPOJIIO SKOCTI JIIKapChKOT0 3ac00Yy.

IMnopT nikapchKuX 3ac001B 3/IHCHIOETHCA 3 JIOJICPKAHHSIM BUMOT 3a3HAYEHHMX
HOPMATHBHO-TEXHIYHUX JOKYMEHTIB, HOPMATHBHO-TIPABOBUX aKTiB Ta BHUMOT
HAJIE)KHOT BUPOOHUYOI TMPAKTUKH, HAJEKHOI MPAKTUKU TUCTPHUOYINI, HAJIEKHOT
NPaKTUKH 30epiraHHs, TapMOHI30BaHMX 13 3aKOHOAABCTBOM €C, fKi CTOCYIOThCS
JUSTBHOCTI 3 IMIIOPTY J1KapChKUX 3aCO01B.

191. BupoOHHMIITBO JIKapChKUX 3ac00iB, SIKI BBO3SITHCS HAa TEPUTOPII0 YKpaiHH,
NOBHMHHO BIiAMOBIJaTH BUMOTaM HaJIe)KHOT BUPOOHMYOT MPAKTUKH JIIKAPCHKUX 3aCO0IB.
[linTBepKEHHS BIAMOBITHOCTI YMOB BHPOOHHUIITBA JIIKAPCHKUX 3ac00IB BUMOTaM
HaJeKHOI BUPOOHWYOI TMPAKTHUKUA 3IMCHIOETHCS  BIAMOBIAHO 70  TOPSAKY,
BcTanoByieHoro MO3.

192. JlineHsziaT MOBMHEH TMPOTSATOM HE MEHIIE TPhOX POKIB 30epiraTu
JIOKYMEHTH, 10 MIATBEP/KYIOTh (DaKT KyMiBIi ad0 MPOAaXy, 13 3a3HAYEHHSAM JaTH,
Ha3BH, KUTBKOCTI, cepii Ta TEpMiHYy MpPHUIATHOCTI OTPUMAHHX Ta IOCTABICHUX
JiKapchKuX 3aco0iB, iH(popmMarii mpo mokynus (mocTadanbHUKA) Ta iHGOpMAIi mpo
Horo JileH3it0, BBE3CHHsS Ha TEPUTOPir0 YKpaiHu, 30epiraHHs, TPaHCIOPTYBAaHHS,
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3HUIIEHHA a0o0 yTWIi3amiio JTikapcbkux 3aco6iB. I[loBuHHa OyTm 3abe3nedeHa
MO>KJIMBICTb BIICTEXKEHHS PYXY KOXKHOI cepii JiKapchKOTO 3aco0y.

193. JlimensiaT 3000B’s13aHMA 3/MIHCHIOBATH IMIIOPT JIKAPCHKUX 3aCO0iB TaKMM
YUHOM, 1100 3a0e3MeYuTH BIJMOBIIHICTh JIKAPCHKUX 3ac00iB iX MPU3HAYCHHIO,
BUMOTaM HOPMATHUBHHUX aHATITUYHUX JOKYMEHTIB, PEECTpAIliiHOrO J0Che abo
crienudikamiii Ta METOMIB KOHTPOJIO SIKOCTI, 3aTBepkeHux MO3, Ta BUKIIOYHTH
pU3HMK I TAILIE€HTIB, TMOB’A3aHUNA 13 HEJOCTATHBOIO OE3MEKOI0, SKICTIO YU
e(eKTUBHICTIO JIKapChKUX 3aco0iB. /[ 11bOoro moBMHHA OyTH CTBOpPEHA, MOBHICTIO
JIOKYMEHTOBaHa 1 MpaBWIBHO (DYHKIIIOHYBaTH edeKTHBHA (apMalleBTHYHA CHCTEMa
AKOCTI, SIKa BUMAarae y4acTi KEpiBHOTO IIEpCOHAIy Ta MPAaLiBHUKIB PI3HUX HiAPO3LUTIB
JieH3iaTa BiIMOBIAHO 0 1uX JIileH31iHUX YMOB.

194. Immopt mikapchKoro 3aco0y 3IIWCHIOETHCS JIIEH31aTOM BIAMOBIAHO 0
VKJIQJICHOTO  KOHTpakTy (moroBopy) (3  1HO3eMHUM  BHpOOHHMKOM  Ta/abo
MOCTaYaJIbHUKOM TaKOTO 3ac00y Ta/a00 BIIACHUKOM PEECTPALIMHOIO MOCBIIYEHHS Ha
Jmikapcekuid 3aci®). Y KOHTpakTi (OroBOpi) BpaxOBYIOThCS BUMOTH HAJEKHOT
BUPOOHUYOI MPAKTUKH, TAPMOHI30BaHOI 13 3aKoHO1aBcTBOM €C.

195. Ilig wac mpoBaKEHHsS MISUTBHOCTI 3 IMIIOPTY JIKapChKHUX 3aco0iB (KpiMm
AKTUBHUX (DapMalleBTUYHUX 1HTPEAIEHTIB) JiIleH31aT 3000B’13aHUN BBO3UTHU JIIKAPCHKI
3acO0M TaKMM YWHOM, 1100 3a0e3MeYuTH iX BIAMOBIAHICTH NMPU3HAYCHHIO, BUMOTaM
peeCTpaIifiHOr0 JI0Ch€ Ta BUKIIOUWTH PU3UK I TAIEHTIB, TOB’A3aHUN 13
HEJIOCTaTHHOIO OE3MEKOI0, AKICTIO Ui €(DEKTUBHICTIO JIIKAPChKUX 3aCO0IB.

196. Jns 3abe3meueHHS SIKOCTI JIIKAPCBKUX 3aco0iB  3alpOBaKYETHCS Ta
dbyHKIIOHYe (papMalleBTUYHA CHUCTEMa SIKOCTi, 110 BKJIIOYA€ BiIMOBIJHI E€JIEMEHTU
HAJIE)KHOT BUPOOHUYOI MPAKTUKH, HAJEKHOI MPAKTUKA JTUCTpUOYII, HaJIEHKHOL
NPAKTUKK 30€piraHHs Ta YIpaBJIiHHS pU3UKAMU JJi SKOCTI B YaCTHHI, 1110 CTOCYIOThCS
JUSTBHOCTI 3 IMIIOPTY JiKapChKUX 3aCO01B.

dapmarieBTUYHA CHCTEMa SKOCTI JIiIleH3laTa — CHCTEeMa YMpaBIiHHSA, 10
CIIPSIMOBYE Ta KOHTPOJIIOE [ISUIBHICTh (hapMalleBTUYHOI KOMIAHII IIOAO0 SKOCTI,
MMOBMHHA rapaHTyBaTH:

0 CHUCTEMa, sKa Ja€ MOXKIMBICTh TOCTIHHO TIOCTABIATH MPOAYKIIO 3
BIJIMOBIIHUMH TOKa3HUKAMHU SIKOCTI, po3p00JieHa, BIPOBAHKEHA, MIIATPUMYETHCS Ta
0e3MepepBHO yI0CKOHAIOETHCS;

YiTKE BHU3HAUYEHHS BIAMOBIJAIBHOCTI Ta OOOB’S3KIB KEPIBHOTO MEPCOHATY
JileH3iaTa;

3aTBEp/UKEHHS] MHCbMOBHX  TpoLEAyp, M0 3a0e3medyroTh  YHpaBIiHHSA
30BHIIIHBOIO (2yTCOPCUHTOBOIO) JISITBHICTIO;

BpaxyBaHHSA MiJ Yac BUIYCKY cepil pe3ysibTaTiB KOHTPOIIO 3a MPOAYKIIEK 1
mpoliecamMmu, PO3CiIiyBaHb BIIXUJIEHb, BXXUBAHHS 3aMO01KHUX 3aX0/11B JJIs1 YHUKHEHHS
MOTEHIIMHUX BIIXUJIEHB, SIK1 MOTJIH O BIAOYTHCS B MaliOyTHHOMY;

3aIpOBaPKEHHS YIPABIiHHS 3MiHAMU;

3aCTOCYBaHHsS BIAMOBIZHOTO PIiBHSA aHali3y OCHOBHHMX TPUYMH TIiJ dYac
pO3cIiayBaHHS BIAXWJIEHBb, MependauyyBaHOTO Opaky MPOAYKINl Ta IHIIUX MpoOIeM
(30KkpeMa 3 BUKOPHUCTAaHHSIM MPHUHLMUIIB YHOPABIiHHS pPHU3UKaMU IS SKOCTi). 3a
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pe3yJibTaTaMy BCTAHOBJICHHSI MPUYHMH BIIXWICHHb T4 HEBIMOBIIHOCTEH MOBUHHI OyTH
po3pobiieHi 1 3iCHEHI BIAMOBIAHI KOpPUTYBajdbHI Ta/ab0 3amoODKHI 3aXOJIH.
EdexTuBHICTh TaKUX 3aXO/1B KOHTPOJIOETHCSA 1 OLIHIOETHCS BIATOBIAHO 10 MPUHIIUIIIB
YIOPaBIIHHS PU3UKAMH JIJISl IKOCTI,

HE3MIMCHEHHs TPOJaXy 1 TIOCTaBKH JIKapChKUX 3aco0iB 7O TOro, sK
YIOBHOBa)K€HA 0co0a HE HaJIacTh J03BLI Ha 11 BUMYCK (peai3alliro), 10 CBITIUTH MPO
Te, II0 KOXXHa cepis JIKapChbKOrO 3aco0y BHUTOTOBJIEHA 1 MPOKOHTPOJIbOBAHA
BIJIMOBIIHO 7O BHMOT PEECTPALIMHOTO JOChE€ Ta OYIb-IKUX IHIINX BHMOT IIIOJO
BUTOTOBJICHHS, KOHTPOJIIO 1 BUITYCKY JIKapChKUX 3aC00iB;

3MIMCHEHHS TOCTATHIX 3aXO/lIB II0JI0 3a0€3MEeUeHHs SIKOCT1 JIIKApChbKUX 3acO01B
IPOTATOM YChOT'O TEPMIHY NPUIAATHOCTI HAa BCIX €Tamnax o0iry;

HasIBHICTH TIPOIEAYPH CAMOIHCIIEKIII1 Ta/abo ayIuTy SKOCTI, 32 SIKOIO PErysipHO
OITIHIOIOTh €(DEKTHUBHICTH 1 MPUAATHICTH (PapMaIieBTUYHOT CUCTEMHU STKOCTI.

197. KepiBHmii mepcoHaNl € BiAMOBIiTaIbHUM 32 €(pEKTUBHE (YHKIIIOHYBAHHS
(dbapMaIeBTUYHOI CUCTEMH SIKOCTI 1 3a0e3neueHHss HeoOXiTHUMH pecypcaMu IS Hel, a
TaKo)K 3a Te, 10 OOOB’A3KM 1 IIOBHOBAa)KCHHS BH3HAYEHI, JOBEIEHI J0 BiJoMa 1
BIIPOBAJI’KEH1 Ha PiBHI BCI€T Opraxizaii.

[lepioguunuii ornsn (QyHKIIOHYBaHHS (apMaleBTUYHOI CHUCTEMHU SIKOCTI 13
3aJy4eHHSM KEepIBHOTO MEPCOHAy HEOOX1AHO MPOBOJUTH HE PiJIIe OAHOTO pa3y Ha

piK.

dapmalnieBTUYHA CHCTEMa SKOCTI MOBUHHA OYTH BH3HAUEHA 1 3aJOKyMEHTOBAaHA.
Jlinenziaty HEOOXiHO 3aTBEPAMTH TOKYMEHT, IO MICTUTH OMHC (apMareBTHIHOT
CHCTEMH SIKOCTI, BKIIFOYar0Yu 000B’I3KH KEPIBHOTO IEPCOHATY.

198. Jlns BUKOHAHHS BUMOI HAJIEKHOT BUPOOHMYOI MPAKTUKHU, 11O CTOCYIOTHCS
IMITOPTY JIIKAPChKUX 3ac001B, HEOOX1AHO MaTH:

HAaBUCHHH IEPCOHAJ, 110 Ma€ HEOOX1IHY KBaTi(hiKaIlito;
HAJIC)KHI TPUMIIICHHS Ta TUIONII;
00J1aTHaHHS 1 MPaBWJIbHE OT0 00CTyrOBYBaHHS;

3aTBEpP/DKEHI TMHUCHMOBI METOAUKHM (MpOlLeaypu) Ta IHCTPYKIi 3TiHO 3
dbapMareBTUIHOIO CUCTEMOIO SIKOCTI;

BIJIMOBIAH1 3ac0o0u 1 30epiraHHs 1 TPaHCIOPTYBAHHS;

IHCTPYKIIII Ta METOIUKH (IIPOLIEypH), BUKIA/ICHI Y BUIJISAI KOHKPETHUX BUMOT
JI0 BUKOHAHHSI TPOIIECiB (orepartiii).

KpiMm Toro, misi BHKOHAHHS BUMOT HaJEXHOI BHUPOOHMYOI NPAKTHUKH, IO
CTOCY€ETHCSI IMITOPTY JIKAPCHKUX 3aC001B, JIIEH31aT MOBUHEH 3a0€3MeUnTH:

BUKOHAHHS IIPOLIEAYP HABUYEHUM IIEPCOHAJIOM;

CKJIaJIeHHs MiJ 4ac IMIOPTY MPOTOKOJIB, SIKI JTOKYMEHTAIbHO MiATBEPIKYIOTH,
10 HAJIGKHUM YMHOM JIOTPUMaH1 BC1 CTaii, sSIKi BAMaraloTh BCTAHOBJIEHI METOJUKH Ta
IHCTPYKIIii, a TaKOX Te€, IO KUIBKICTh 1 SIKICTh JIIKAPChKOTO 3aco0y BiIAMOBITAIOTH
3aIJIaHOBaHUM HOpMaM;
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CKJIQJICHHSI TIPOTOKOJTY Ta JAOCTIPKEHHS OYy/b-SKUX 3HAYHHUX BiJIXWUJIEHBb 3 METOIO
BHU3HAYCHHS OCHOBHOI TNPUYMHM Ta 3JIMCHEHHS BIJIIOBITHUX KOPHIYBaJIbHHX Ta
3aITO0DKHUX 3aX0/1B;

HAasSIBHICTh MPOTOKOJIIB (30KpeMa 3 OMNTOBOI TOPTiBIi (IUCTpHUOYIIi), Kl JAIOTh
3MOTY MPOCTEKUTH BUUEPITHY 1H(HOPMAIIiIO PO CePito JTIKapChKUX 3ac00i1B;

3BEJICHHS /0 MIHIMyMY pPH3UKY 3HW)KEHHS SIKOCTI Ta BpaxXyBaHHS BUMOT
HAJIE’)KHOT NMPAKTUKKU AUCTPUOYILIIT Ta HAJIEKHOI MPAKTUKHU 30€epiraHHs IiJl 4ac ONTOBOL
TOPTIBJI JIIKAPCHKUMH 3aC00aMU;

HasBHICTh CHCTEMHU BWIY4YeHHs Oyab-sfKoi cepii JiKapCchKOro 3acoly 3 00iry
(BLAKJIMKAHHS), IPOJIaXKy abo0 MOCTaYaHHS;

PO3IJISIT peKaMaliii Ha JIKapChbKi 3ac00M, BUSIBJIICHHS] BUMAAKIB Ne(DEKTIB AKOCTI
Ta B)KMBaHHS BIATIOBIIHUX 3aX0JIIB 5K MO0 Je(PEKTHUX JIKapChKUX 3aC001B, TaK 1 JAJIs
3aro0iraHHs MoII0HUM BUMIAKAM.

199. KoHTponp sSKOCTI OXOIUTIOE€ Bigdip 3paskiB, cmenudikarii i MpoBeICHHS
BUIPOOYBaHb, a TAKOXK MPOIEAypH OpTaHi3allii, JOKyMEHTYBaHHs 1 BUIa4i JO3BOIY Ha
BUITYCK, SIKI TapaHTYIOTh, IO MPOBEJICHI BCI BIAMOBIIHI BUIMPOOYBAHHS 1 JIIKAPCHKI
3aco0u He OyAyTh TOMYIIEH] 10 BUKOPUCTaHHS a00 peanizallii JOTH, TOKH iX SKICTh HE
Oyne Bu3HaHA 3a0BUIBHOIO. [lim wac 31CHEHHS KOHTPOJIO SKOCTI HEOOX1THO
JOTPUMYBATHUCS TAKUX OCHOBHHX BUMOT

HasBHICTh HAJIC)KHUX 3ac001B (BIIACHUX a00 3a JJOTOBOPOM), HABUCHHI MTepCOHAT
1 3aTBep/KEeHI METOAWKU (Mpoleaypu) sl BIAOOpY 3pa3KiB, KOHTPOIO i
BUIIPOOYBAHHS JIIKAPCHKUX 3aC001B;

BiJI01p 3pa3KiB JIKAPChKUX 3aC00IB 32 BCTAHOBIEHUMHU JIIIEH31aTOM MMCEMOBUMU
METOJIMKaMH (IIPOLeTypaMHu);

METOJIM BUIIPOOYBaHHS MOBUHHI MPONTH BaJi1allilo;

HAsIBHICTh CKJIQJICHUX AaKTiB/IPOTOKONIB, SKi JOKYMEHTAJIBHO MiATBEPKYIOTh,
0 BCi HEOOXiJHI 3aXxoAu IIOAO BimOOpYy 3pa3KiB, KOHTPOJK Ta METOJIUK
BUMPOOYBaHHS MPOBeJIeHI. ByIb-sK1 BIIXUICHHS MalOTh OyTH MOBHICTIO JTOCJIIIXKEHI;

JI0 CKJIay JIKapChKOTo 3aco0y BXOMATh aKTUBHI (papMalleBTHYHI IHTPEIIEHTH Ta
JOTIOMIXKHI PEUOBUHH, SIKI BIJMOBIAAIOTh PEECTPALIMHOMY JIOCHE IIOAO SKICHOTO 1
KUIBKICHOTO CKJIaay;

JKOJHA cepis JIKapChKOTO 3ac00y HEe MOke OyTH J03BOJieHA JJIS MPoaaxy abo
MOCTaYaHHs JI0 TOTO, SIK YIIOBHOBa)K€HA 0c0o0a JiIeH3iaTa 3acBiAUuTh ii BiMOBIIHICTh
BUMOTaM PEECTPAIIITHOTO JOCKE Ta JILEH31i Ha IMIOPT JIKapChbKUX 3ac001B;

3a0e3neueHHss 30epiraHHs JIOCTaTHbOI KUIBKOCTI ~ KOHTPOJBHUX  3pa3KiB
JiKapchKHUX 3aco0iB, IO Aa€ 3MOTY MPOBOJUTH BUIPOOYBAHHS JIIKAPCHKUX 3aCO0IB y
nporieci 30epiranns (y pasi morpedu) 3rigHo 3 myHKToM 206 1ux JIieH31HHUX YMOB.
3pa3ku HeoOXiaHO 30epiratv B CMOKMBYIM yMakoBIl a00 MaTH JAOCTYH IO HUX, MPO
0 HEOOXiHO 3a3HAYUTH Yy BiANOBiAHOMY noroBopi. Lli3pa3sku Ha BuMoOry
JlepxItikcykOu MOBHHHI OyTH Ha/laH1 B HAMKOPOTIIMIA TEPMiH.
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Jlinensiar 3a0e3nedyye HASBHICTb JOTOBOPY (KOHTPAKTYy) MK CTOpPOHaMH, B
SKOMY BCTAQHOBJICHO iX BIATOBIAHI OOOB’SI3KM IIOJ0 3AIMCHEHHS OTJSAIY KOHTPOJIIO
SIKOCTI.

200. VYmpaBmiHHS pHU3WKaMU JUIS SIKOCTI € CHCTEMaTHYHHUM IPOLIECOM st
3arajpHOl OIIIHKH, KOHTPOJIO, mepenadi iHdopmallli, a TakoXX OTJSAIYy PHU3MKIB IS
SKOCTi JIKApChKUX 3aco0iB. MOro Mo)KHa 3aCTOCOBYBATH SIK IEPCHEKTHBHO, TaK i
PETPOCIEKTUBHO BIANOBIAHO JO BUMOT HAJIEAKHOI BUPOOHUYOT MPAKTHKHU.

201. Ilix yac mpoBaKEHHS MiSIBHOCTI 3 IMIOPTY JIIKAPChKUX 3ac0o0iB (KpiM
aKTUBHUX (DapMalleBTUYHUX IHTPEAIEHTIB) JIIEH31aT MOBUHEH MaTH KBai(hiKOBaHUMA
MEepCOHAl Yy KUIBKOCTI, IO Ja€ 3MOTy BHKOHATH BCl1 3aBJlaHHs, IMOKJIAJICHI Ha
minensiata. IlepcoHan TOBMHEH 3HAaTH Ta JOTPUMYBAaTHUCS BHUMOI HAJEKHOI
BUPOOHUYOI TMPAKTUKH, HAJEKHOI MPAKTUKU TUCTPUOYINI, HANEKHOI NPaKTHKU
30epiraHHs, 0 CTOCYIOTHCS HOTO MiSUTBHOCTI, a TAKOX MPOWTH HABYAHHS BIATIOBITHO
710 ioro 000B’SI3K1B, BKJIIOUAIOUU 1HCTPYKTAX 3 BUKOHAHHS TIT€HIYHUX BUMOT.

Y ineHsiata TOBMHHAa OyTH oprasizamiiiHa cxema. JlimeH3iar MOBHHEH
3aTBEPAMTH TIOCAJOBI IHCTPYKIi 3 BHU3HAYCHHSAM IpaB, OOOB’S3KIB 1 BIAMOBITHUX
IMIOBHOBAYXEHB JUIS IX BUKOHAHHS.

Jlo KepiBHOTO TEpCOHANY HajleXaTh YINOBHOBaXKEHa o0co0a Ta KEpIBHUK
MIIPO3ALTY KOHTPOIIO SIKOCTI, SKIIO YIIOBHOBA)KEHA oco0a HE BIANOBITAE 3a
000B’SI3KM KEpIBHUKA IMIIPO3AIy 3 KOHTPOJ skocTi. KepiBHUI TiepcoHal Mae
MpaioBaTd B PEXHUMI TMOBHOTO pPoOOYOro MAHS BIAMOBIAHO 1O BHYTPIIIHHOTO
TPYJIOBOT'O PO3IOPSAKY.

202. 1o 060B’s13KiB YTOBHOBa)KEHOT 0COOM HAJICKUTh:

HiATBEP/DKEHHS TOro, IO KOXKHA IMIIOpTOBaHa cepis JIKapChbKUX 3aco0iB,
BUTOTOBJIEHA 32 MEKaMU YKpaiHHu, 000B’sI3KOBO IMpoiiiia B YKpaiHi KOHTPOJIb SKOCTI
BIJIMTOB1/THO JI0 3aKOHOJIaBCTBa YKpaiHU;

dikcamist y 103BOJI Ha BHUIIYCK (peami3aililo), BUMOTH JO 3MICTy SIKOTO
3aTBEp/KEHO Yy JojaaTky 23, abo y /103BOJIi Ha BUKOPUCTAHHSA Y BHUPOOHMIITBI, 1110
KOXKHa cepist JKapChKOTO 3aco0y BUTOTOBJICHA 1/abo npoiia
BUIIPOOYBAHHS/TIEPEBIPKY BIAMOBIIHO 10 YMOB, 3a3HaueHUX B ab3all meproMy
nyHkty 201 mux Jlinensiitaux ymoB. [{o3Bi1 Ha BuUmyck (peani3aliiiro) abo J03BUI Ha
BUKOPUCTaHHS y BUPOOHHUIITBI HEOOXIAHO 30epiraT MPOTATOM OJHOIO POKY MICHs
3aKiHYEHHS TePMiHYy IPUIATHOCTI cepil JIIKapchKOTo 3aco0y abo IIOHaMEeHIIe 1 ATh
POKIB 3 TaTH BUAa4i (3aJ€XKHO BiJl TOTO, IKHI TEPMiH JIOBIIIE).

JliteH3iaT MOBUHEH 3a0€3MEYUTH MOCTIHHE BUKOHAHHS YIIOBHOBAXXEHOIO 0COO00
CBOiX 000B’sI3KiB. Y pa3i THMYACOBOI BIICYTHOCTI YITOBHOBaXXEHOI 0COOH 11 000B’SI3K1
BUKOHYE 1HIIIA YITOBHOBaYKEHA 0C0O0a.

OO60B’a3kaM1 KepiBHUKA MIAPO3/ILITY KOHTPOIIO AKOCTI (Y pa3i HassBHOCTI TaKOTO
MiIPO3LTY) €:

Ha/IaHHS 103BOITY a00 BiAXHMIEHHS (B11OpaKOBYBaHHS) TIKapChKHUX 3aC00iB;
3a0e3nedeHHs MPOBEICHHS BCiX HEOOX1THUX BUMPOOYBaHb;

3aTBEPKCHHS 1HCTPYKIi 3 BiIOOpY 3paskiB, MPOLEAYpPH IIOAO KOHTPOJIIO
SIKOCTI;
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3aTBEPDKEHHS MEPEIiKy aTeCTOBAHUX JIAOOPATOPiid Ta MPOBEIEHHS IX OLIHKH;

3MIMCHEHHS KOHTPOJIO 3a CTaHOM 1 OOCIYroByBaHHSM CBOTO IAPO3/ILTY,
MPUMILIEHB 1 00J1aIHAHHS;

3a0e3neyeHHsl MPOBEACHHS BIAMOBIIHOT Balijaiii, kBaiidikaiii oOlagHaHHS Ta
CHCTEM;

3a0e3medueHHs MPOBEACHHS HEOOX1THOTO HaBYaHHS ITepCOHATY CBOTO MiAPO3aLTY.

203. Jlinensiar mMOBHHEH 3a0€3MEUUTH TMEPIOJUYHE HABYAHHS TIEPCOHAITY,
JISITBHICTH SIKOTO MOJKE BIUTMHYTH Ha SKICTh MPOYKIIIi, BIMOBITHO 0 3aTBEPIKECHUX
JIIeH31aTOM HaBYaJIbHUX TIPOrpaMm.

JlineH3iar MOBMHEH 3aTBEPPKYBAaTH HaBYAJIbHI IPOrpaMH, SIKI OXOIUIIOIOTH,
30KpeMa, TeOPito 1 3aCTOCYBAaHHS KOHIICMIIT YIPABIIHHS SIKICTIO Ta BUMOTH HAJIEXKHOI
BUPOOHUYOI MPAKTUKU, HAIEKHOI MPAKTUKH TUCTPHOYII Ta HAJEKHOI MPAKTHKU
30epiraHHs, sKi CTOCYIOTbCS MiSUTBHOCTI TepcoHany. KpiM OCHOBHOrO HaBYaHHS,
MepCOHAJI MOBUHEH MPOUTH HaBUYAHHS BIAMOBIAHO 0 3aKPIIJICHUX 32 HUM O00OB’SI3KIB.
HeoOxigHO Tako) MPOBOJUTH TOJAibIe HABYAHHS, MEPIOJAUYHO OIIHIOIOYH HOTO
pakTUYHY eeKTUBHICTh. [IpoTOKOMM HaBYaHHS HEOOX1THO 30epiraTy.

JlineHsiat He MOBUHEH JAOIYCKaTH MEepcoHall ab0 BIABIAYBayiB, Kl HE MPOUILIH
HaBYaHHS, Y CKJIAJICbKI 30HH a00 30HU KOHTPOIIIO sAKocTi. Ilepconan abo BiaBinyBaui,
K1 He MPOUIIUIM HaBYaHH, IOBUHHI MONEPEIHBO NPOMTH 1HCTPYKTAX, 30KpeMa L1010
TITIEHIYHUX BUMOT JI0 TIEPCOHATY 1 BAKOPUCTAHHS 3aXHUCHOTO OJIATY.

204. Tlix yac mpoBa/PKEHHS MiSUTBHOCTI 3 IMIIOPTY JIKapChKHX 3aco0iB (Kpim
aKTUBHUX  (hapMalleBTUYHUX IHTPEIIE€HTIB) JIIEH31aT TOBUHEH  3aTBEPAUTH
MpOIEAYPH, SKI BCTAHOBIIOIOTH TITI€HIYHI BHMOTH, IO BIAMOBIIAIOTh BHUAY
JUSJIBHOCTI, SIKHH HUM TPOBAIUTHCS, Ta 3abe3meunt iX noTpumanHsa. Lli Bumoru
MOBUHHI, 30KpeMa, BKJIIOYATH BUMOTH /10 CTaHy 370pOB’Sl MEPCOHAIy, TIrl€HIYHUX
MPOLEAYpP 1 TEXHOJIOTTYHOTO OJIATY.

[Tin yac NpUIHATTA Ha POOOTY MEPCOHAI, AISUTBHICTh SKOTO MOXE BIUIMHYTH Ha
AKICTh JIIKAPCHKOTO 3ac00Y, MOBUHEH MPOUTH MEAMYHE OOCTEKEHHS, a B MOIAJIbIIOMY
— TmepiogudHl MeaWdYHi orjisaau. JIimeH3iar € BiANOBiZAJIBHUM 32 HAasABHICTH
IHCTPYKIIIH, BIIMOBITHO JO SKHX 3a0e3leuyeTbcs HOro iHGOpMYyBaHHS TPO CTaH
310pOB’sl CHIBPOOITHHUKIB, SIKHH MOK€ BIUIMHYTH Ha SIKICTh JIKapChbKOTro 3aco0y.
JlitieH3iaT MOBUHEH BXXUTU OpPraHi3allliHUX 3aXOIB, SK1 O rapaHTyBaiH, 10 KOACH
NpaLiBHUK 3 1H(EKUIHHAM 3aXBOPIOBAaHHIM a00 paHaMU Ha BIAKPUTHUX IUISTHKAX Tija
He Oyzie TOMyIIEeHUH 10 CKIaJAChKUX MPUMIIIEHB (30H) Ta 30H KOHTPOJTIO SIKOCTI.

JlilleH31aT TOBMHEH 3a0e3meuynTH, 00 KOKHa oco0a, sSKa BXOIWUTH JIO
CKJIIQJICBKUX TPHUMIMICHh (30H) Ta 30H KOHTPOJIO SKOCTi, HOCHUJA 3aXUCHHUU OJISAT
BiJIOBITHO 70 BUKOHYBAHHUX HEIO OTEpaIliid.

3a00poHs€ThCS iCTH, KyBaTH, MUTH, TAIWUTH, a TaKOX 30epiraTd XapyoBy
OPOJYKI[IO, Hamoi, TIOTIOHOBI BHpPOOM Ta OCOOMCTI JKAapChKi 3aco0u y 30HAX
KOHTPOJIIO SIKOCTI 1 CKJIAQJCBKHX 30HaX. 3a00pOHSIOTHCS BCl Aii, SIKI MOPYIIYIOTh
Tiri€eHiYHI BUMOTH BCEPEIMHI CKJIAJChKUX NMPUMIIICHb, 30H 30epiraHHs abo B Oyxab-
SK1{ 1HIIHA 30H1, K0 BOHM MOXKYTh HETaTUBHO BIUIMHYTHU Ha J1KAPChKI 3aCO0U.
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JlocTyn 10 CKJIAICHKUX TMPUMINIEHBb (30H) 1 30H KOHTPOJIO SIKOCTI TIOBHHEH
JIO3BOJISITHCS YIOBHOBR)XKEHOMY Ha L€ NMEepCOHaly 1 KOHTpojroBaTucs. BinsinyBaui
Ta/ad0 TMpaliBHUKH, $KI HE MPOWIUIM HaBYaHHSA, IOBUHHI IONEPEAHBO MPOUTHU
IHCTPYKTaX, 30KpeMa WIOJ0 TIri€HIYHUX BHUMOI JIO IEPCOHANy 1 BUKOPUCTAHHS
3aXMCHOTO OJATY, Ta OTPUMATH JIOMYCK J0 TaKUX HMPUMILIEHb (30H) y pa3l HasBHOCTI
BIJIMOBITHOTO CYITPOBOKCHHS.

205. Ilix yac mpoBapKEHHS MISUTBHOCTI 3 IMIOPTY JiKapchbKuX 3aco0iB (KpiM
aKTUBHUX (apMalleBTUYHUX 1HTPEIIE€HTIB) CKIAAChKI MPHUMIIICHHS MMOBHHHI MaTH Y
CBOEMY CKJIaJll BAPOOHHMY1 IPUMIIIIEHHS — OKpeM1 MPUMIIIEHHS, TUTOIII a00 30HH IS
npuiiMaHHs 1 30epiraHHsl JIKapcbKUX 3aco0iB Ta iX BIANYCKY/BIIBaHTaKCHHS,
JOTIOMIKHUX MarepiajiiB 1 Tapu. Jlo BUpOOHMYMX HajeXaTh MPUMILIEHHS (30HH) IS
npuiiMaHHs,  30epiraHHs  JIKapChbKUX  3aco0iB,  JUIsI  KOMIUIGKTaIlli  Ta
BIJITYCKY/BIIBAHTAXKEHHS JIIKAPCHKUX 3aco0iB  (excneauiliiiHa), s 30epiraHHs
JOTIOMIKHUX MateplajiiB 1 Taph, KOHTPOJO SIKOCTI JIIKApChbKUX 3ac00iB, 30epiraHHs
KapaHTHUHHOI MPOAYKITii.

206. Cknajn, posTamryBaHHS BHUPOOHMUYMX MPHUMINIEHb Ta iX IUIONIA TMOBUHHI
3a0e3meuyBaTy IOCHIIOBHICTh TEXHOJIOTIYHOTO Ipolecy (NpuilMaHHS, KOHTPOJb
AKOCTI1, 30€piraHHs, KOMIUICKTAIII0 Ta BIAMYCK/BIIBAHTAXKECHHS JIIKAPCHKUX 3acC001B).
3a HaAsABHOCTI JIKapChKUX 3aco0iB, siKi MOTPeOYIOTh OCOOTUBUX YMOB 30epiraHHs
(CHIIBHOIIFOYI, OTpPYHHI, HApPKOTHYHI, TICUXOTPOINHI, IMYHOOIOJIOTI4HI, MPEKYPCOPH,
TEepMOJabisibHI, BOTHEHEOE3NEeuHi, JIerko3aiiMUCTI, BUOYXOHEOE3NeuHl NpenapaT
TOINO), TOBHHHI OyTH BIJAMOBIIHO OO0JaJHAHI OKpeMi MPHUMIIIEHHS (30HHU) IS iX
30epiraHHs.

207. Jlo moOyToBUX MpHUMIIIEHb HaJeXKaTh NPUMIIIEHHS I IepCcoHaly,
BOMpasbHs, /e HasBHI BOJOMPOBIJ, KaHami3alisa. JlomyckaeTbecss MaTu 1HII MOOYTOBI
npuMmilieHHs (rapaepoOHa, TyioBa, KIMHaTa JUIst BXKUBaHHS 1K (iainbHs) TOIIO).

208. JlonoMi>KHUMH TPUMINIEHHSIMUA € MpUMINIeHHsT a0o madu st 30epiranHs
NpeIMeTIB MPUOUPAHHS.

JlomycKkaeTbCss MaTH 1HIIN  JIOMOMDKHI MPUMIIMICHHS (TPUMIIICHHS TS
NPUTOTYBAaHHS Je31HQEKIIMHNX PO3YHMHIB, OIEpaTOpPChKa, apXiB, CEpBEpHA, KiMHATa
JUIS OXOPOHU, HaBYAJIbHI Ka0lHETH, TPUMIILICHHSI 17151 30epiraHnHs pooounx 3aco0iB Jist
HABaHTaXXyBaJIbHO-PO3BAHTAXKYBAJIBHUX POOIT TOILO).

209. Jlo cmyx00BUX NpUMIilIEHb (32 HAABHOCTI) HaleXaTh MPHUMIIIEHHS IS
HiATOTOBKA Ta OOpPOOKM CYMpOBIAHOI AOKyMeHTalii, KaOiHeT KepiBHUKa, KaOiHeT
3aCTyIHUKA KepiBHUKA, KIMHATH I TIEPCOHANY, 110 Oepe y4acTh Y TEXHOJIOTTYHOMY
nporeci — ONpaIlOBaHHI NpeTeH3id Ta pekjamaiiid, NOBEPHEHHi, MiArOTOBII
JOKYMEHTIB ~ JUIsI ~ BUKOHAHHS  MPOLECIB  NpUHAMaHHS,  KOMIUIEKTAIii  Ta
BIJIMYCKY/BIIBAHTAXKEHHS] ~ JIKAPCBKUX  3aco0iB, MNpUMIMIEHHS  (30HU)  JUIS
TEXHOJIOTIYHOTO 00JIaTHAHHSI aBTOMAaTH30BAHUX CKIIAIIB TOIIO.

Jlo moAaTKoBUX TMPHUMIIIEHb (32 HAsSBHOCTI) HaleXaTb KOPUIOPH, TaMOypH,
CXO/IOBI KIITKH, JI()TOBI MIAXTH, €JIEKTPOIIUTOBI, OONIEpPHI, BEHTWIALINHI Kamepu
(I1axTH) TOLIO.

210. Ilpumimenas (3ouu) abo madu ans 30epiraHHs I1HBEHTApIO IS
npuOupaHHs BHPOOHWYMX NPUMILICHb Ta NPUMILICHHA (30HM) i 30epiranHs
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pobounx 3aco0iB i HABaHTAXYBaJbHO-PO3BAHTAXYBAJBHUX pPOOIT MOXKYTb
PO3MIIIYBATHCS Y BUPOOHUYUX MPUMIIIICHHSX.

211. CkmaacbKi MPUMINICHHS MOBHHHI OyTH PO3TAIIOBaHI TaKUM YHHOM, 00
BUKJIIOYAJach HEOOXIJHICTh MPOXOAY HpalliBHUKAMHU JUId TEPEOJsraHHs Yy
CIeIaJIbHAN OJIAT Yepe3 BUPOOHMYI MPUMIIICHHS.

212. CxnaachKi MpUMIIICHHS PO3MIIIYIOTHCS 32 YMOBH BJAIITyBaHHS BaHTaXHO-
PO3BAHTAXKYBAJIBHOI IJIOMIAAKU JJIA Mia i34y MamivH (pamma 3 HaBiCOM TOILO) M03a
(GpOHTOM BIKOH TPHUMINIEHb 3 TMOCTIMHUM TepeOyBaHHIM JIOAeH Ha OyIab-IKOMY
MoBepCi B 1301bOBAHUX MPUMILIEHHSIX 3 OKPEMUM CaMOCTIHHUM BHUXOJIOM HA30BHI, B
OKPEMO pO3TAIIOBAHMX CIIELIAJIBHO O0JAIITOBAHUX KAIMITaJbHUX OYIIBIAX, @ TAKOXK Y
JOTIOMDKHUX OYAIBJISIX MPOMMCIOBUX HIANPUEMCTB (3 ypaxXyBaHHSM BUMOT IYHKTY
244 nux JlineH31iHUX yMOB).

213. IlpuMmimeHHs Ta o0JagHaHHS TMOBUHHI PO3TAIIOBYBATHCS, MMPOCKTYBATHCH,
00JIaIITOBYBAaTUCS, 3aCTOCOBYBATHCS Ta CKCIUTyaTyBaTHCS TaKHM YHHOM, III00
BIJIMOBIIATH ONEpaIlisM, Ki B HUX MPOBOAATHCS, a TAKOX TapaHTyBaTH, III0 PEMOHT i
eKCIUTyaTallis He OyAyTh CTAHOBUTH HisIKO1 HEOE3IMEKH IS SIKOCTI JTIKapChKUX 3ac00iB.
[IpumiieHHss HeOOX1AHO MpUOUpaTH 1 Ne31H(IKyBaTU BIAMOBIAHO O 3aTBEPIKCHHUX
BIJIMOBIIHOIO TIOCAJI0BOI0 0CO0OO0I0 JTiIEH31aTa MHUCBMOBHUX TMpouenyp (METOAUK).
OcCBITJICHHS, TeMIIepaTypa, BOJOTICTh 1 BEHTWJIALIS MOBHHHI BIAMOBIAATH BHMOTaM
HOPMATUBHO-TEXHIYHUX JIOKYMEHTIB 1 HE MOBUHHI HECHPUATIWUBO BIUIMBAaTH Ha
JKapChKi 3acO0M Mij yac ix 30epiraHHs, Ha TOYHICTh (PYHKI[IOHYBAHHS OOJIaTHAHHS Ta
Ha TpaIliBHUKIB.

214. HaBKOJUIITHE CEPEIOBUIIE MPUMIIIEHB 3 OTJISIY Ha BC1 3aXOH AJIS 3aXUCTY
30epiraHHs JIKapChbKUX 3ac001B MOBHHHO CTAHOBUTH MIHIMaJIbHUN PU3HMK Yy MJIaHI
KOHTaMiHalli JJIKapChbKUX 3ac001B.

215. TpuminieHHs] MOBUHHI OyTH 3aXUIIEH] BiJ] MPOHUKHEHHS B HUX KOMax abo
TBapUH.

216. IloBuHHI OyTH BXUTI 3axoad i 3amoOiraHHs TMOTPAIUITHHIO Y
NPUMIIIEHHS CTOPOHHIX 0ci0. 30HM 30epiraHHs 1 KOHTPOIO SKOCTI HE TOBHHHI
BUKOPUCTOBYBATHUCSA K MPOXIJIHI IS IEPCOHAIY, IKUI Y HUX HE TPAITIOE.

217. BupoOHMul NpUMIilIeHHsS (30HM) MOBUHHI MaTH JIOCTaTHIO IUIOHIYy, 1100
3a0e3MeunTy yHnopsiaAKoBaHe 30epiraHHs pi3HUX KaTeropid MarepiaiiB Ta JIKapChbKUX
3ac00iB, a TAKOX JIIKAPCHKUX 3ac00iB, 110 MepeOyBalOTh HA KapaHTHHI, T03BOJICH] IS
BUIYCKY, BiAOpakoBaHi, MOBepHYTI abo BiakiaukaHi. ENeKTpoHHE BiIOKpEMIICHHS
JIKapChKUX 3ac0o0iB B CTaTycl “KapaHTUH~ JIOMYCKA€TbCsl 3a yYMOBH BIAMOBIIHOT
igenTu¢ikamii MpoAyKIii, Bajijanii KOMI IOTEPU30BAaHOI CUCTEMHU Ta 32 YMOBH, IO
Taka cucTeMa 3a0e3reuye eKBiBaJICHTHY Oe3IeKy.

218. CknaachKi NpuUMILIEHHS (30HUM) TOBMHHI OYTH MPUCTOCOBaHI st
3a0e3MeueHHs] HaJIeKHUX YMOB 30€piraHHs, 30Kpema, MOBUHHI OyTH YHCTHUMH 1
CYyXHMH, y HUX NOBHHHA MiIATPUMYyBaTHCS HeoOXinHa TeMmeparypa. SKmo moTpiOHi
criemianbHi YMOBH 30epiranHs (HampuKIaz, TeMIepaTypa, BOJIOTICTb), iX HEOOXiTHO
3a0e3neuyBaTH, epeBIPATH 1 KOHTPOIIOBATH.

219. V micusax mpuiiMaHHS 1 BiANpPaBICHHS OBUHEH OyTH 3a0e3MeYeHmid 3aXUCT
MaTepianiB 1 MPOAYKII BiJ BIUIUBY MOTOJHUX YMOB. 30HHM NMpUHAMaHHS MalOTh OyTH
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CIIPOEKTOBaHI 1 oOyiajHaHi Tak, mo0 Tapy 3 NPOAYKIIEI, SKa HAIXOIUTh, TEpPe
CKJIaJTyBaHHSM 32 HEOOX1THOCTI MOYKHA OyJIO OYMINATH.

220. SIxmo xapaHTUH 3a0e3MeUyeThCs TUTHKU 30€piraHHsIM MPOIYKIIii B OKPEMUX
30HaX, Takl 30HU MalOTh OyTH YITKO MapKOBaHI.

Jlns 30epiranHs BiAOpakoBaHWX, MOBEPHYTHX a00 BIAKIMKAHMX MaTepialliB Ta
MIPOYKIIIT MaroTh OyTH TepeadadeHi OKpeMi 30HHU.

CunpHOIIOYI Ta OTPYHHI JIKApChKI 3ac00M HEOOX1HO 30epiratu B O€3MeYHUX 1
3aXMILEHUX 30HAaX.

221. JTabopatopii 3 KOHTPOJIIO AKOCTi (32 HasIBHOCTI) MalOTh OyTH BiTOKpEeMIICHI
BIJl CKJIAJICBKHUX MPUMILIEHB (30H), Hacammepe 1adopaTtopii 3 KOHTPOIO 010JIOTTYHUX
1 MIKpOOIOJIOTIYHUX TpenapaTiB, a TAaKOX paailoi30TOMIB, Kl MalTh OYyTH TaKOX
BIJIOKpEMJICHI OJTHA BiJl OJHOI.

[TpuminieHHs 1abopaTopiii 3 KOHTPOJIIO SKOCTI TTOBUHHI BiATIOBIATH OTEpaIlisMm,
Kl B HUX NpoBojATbcs. L[00 yHHMKHYTH MOMMIJIOK 1 HEPEXpEecHOi KOHTaMiHalli,
MPUMIIIEHHS MTOBHHHI MaTH JOCTaTHIO Tutonry. HeoOXigHO BUIIIATH HaJEXKHI IO
JUIs 30epiraHHs 3pa3KiB 1 MPOTOKOMIB.

JIist 9yTIMBUX NpUIAAIB, K1 MOTPEOYIOTh 3aXHUCTY BiJl €JIEKTPUYHUX NEPEIIKO/,
BiOpallii, BOJIOTOCTI TOIO, BUKOPUCTOBYIOTHCS 32 HEOOX1IHOCTI OKpemi KiMHaTh. [{o
71a00paTopiil 3 KOHTPOJIIO SAKOCTI, B IKUX MPAIOIOTH 13 CIEU(DITYHIMHU CYOCTaHITISIMH,
TaKUMH K OI10JIOTIYHI 1 pajioaKTHBHI 3pa3KH, HEOOXITHO BCTAHOBUTH CIICIiaJIbHI
BHAMOTH.

222. TloGyToBi NpUMIIICHHS, 30KpeMa TMPUMIIIEHHS TEpPCOHaNy Ta inajbHi,
NMOBUHHI OyTH BiJJOKpeMIJIEHI BiJi BUpPOOHWYMX mpuMimieHb. He momyckaerncs, 1mo0
TyaJleTu 6e310cepeIHbO CIOIYYaIUCs 3 BAPOOHUUMMHU PUMIIIEHHIMH (30HAMU).

Maiictepni MaroTh OyTH  BIJOKpPEMJIEHI BiJ] BHUPOOHHYUX MPUMIILIEHb.
[TpumilieHHst, y SIKUX YTPUMYIOThCS TBapWHHU, MalOTh OyTH J00pe 130Jh0BaHi Bif
IHIIMX 30H; HEOOXiAHO, MO0 Taki MPUMIMICHHS Majl OKpeMH# BXif (JOCTym a0
TBAapUH) 1 OKPEM1 CUCTEMH MiATOTOBKH MOBITPSI.

223. YcrarkoBaHHS (IHBEHTap), IIO 3aCTOCOBYIOTH JUISI MUTTS 1 OYMIIEHHS,
HEOOXiTHO BUOMpPATH 1 BUKOPUCTOBYBATH TaK, MO0 BOHO HE CTaJO JKEPEIOM
KOHTaMiHaIlii.

224. OGnagHaHHA Mae OyTH BCTAHOBJIGHE TaKMM YWHOM, 1100 HE JOMYCTUTH
PHU3UKY MOMIJIOK 200 KOHTaMiHaIlii.

JIsi1 KOHTPOJBHHUX OMNepaliii MaloTh OYTH HasBHI Baru, MpUJIagd Ta 0OJa HAHHS
JUUIsl BAMIPIOBAHb 3 BIJTIOBITHUM J11alTa30HOM 1 TOYHICTIO.

3aco0u BUMIpIOBaHb, Baru, KOHTPOJIbHI MPHJIATU Ta MPHUCTPOi, IO 3aMUCYIOTh,
Yyepe3 MEeBHI NMPOMDKKHM Yacy HEOOXIJHO KajiOpyBaTd 1 TepeBIpsATH BiAMOBIAHUMU
MeTtosaMu. HeoOxiaHO BecTH 1 30epiratu NpOTOKOJIM TaKUX BUIIPOOYBaHb.

HecnpaBHe o0iasiHaHHS MOBUHHO OyTH BWJIYYEHE 13 30H KOHTPOJIIO SIKOCTI abo
CKJIQJICBKUX 30H 200 MpUHANMHI YiTKO MPOMapKOBAHE SIK TaKe.

CrarioHapHi TpyOOTIPOBOIM MAOTh OYTH YiTKO MPOMAPKOBAaHI 13 3a3HAYCHHSM iX
BMICTY, 32 HCOOX1JHOCTI TOBUHEH OyTH MO3HAYEHUI HAMIPSMOK IMOTOKY.
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225. Ckianaceki mpuMilieHHs (30HH) TOBUHHI OyTH 3a0e3redeHi 3aco0amMu st
BUMIPIOBaHHS TEMIIEPATypPH Ta BiTHOCHOI BOJIOTOCTI (32 HEOOXITHOCTI) 3 MOMKJIMBICTIO
peecTpanii Ta KOHTPOJIIO iX IOKa3HMKIB. 3alUCU MpPO TEMIEpPaTypy 1 BIAHOCHY
BOJIOTICTh HEOOXITHO PETYJSIPHO MEPEBIPSITH BIAMOBIIHO 10 CKIAJEHOI JIIEH31aTOM
nmokyMmeHTalii. Jlinensiar moBUHEH 3a0e3MeuyBaTi CIPABHICTh YCiX BHUMIPIOBATBHUX
3aco0iB Ta MPOBEACHHS X PEryaspHOI METPOJIOTIYHOI MOBIpKH. Y pa3i HEOOX1THOCTI
0COONMMBHUX YMOB 30epiraHHsl JIKAPChKUX 3ac00iB MPUMIIICHHS/30HU 30epiraHHs
MalTh OyTH OO0NaJHaHI TPUIAJaMH, IO 3aIMUCYIOTh TEeMIeparypy (Ta BITHOCHY
BOJIOTICTh 3a HEOOXIAHOCTI), a00 IHIIUMH MpUiagaMu, IO (IKCYIOTh MOKAa3HUKH
TeMIiepatypu (Ta BIJIHOCHOI BOJIOTOCTI 3a HEOOXIJHOCTI) y MOTPIOHOMY Jlara3oHi.
[linTpuMaHHs HEOOXIMHMX MapaMmeTpiB BIAMOBIIHUX IMOKA3HUKIB B YCIX YacCTHHAX
BIIMOBIIHOI 30HW 30epiraHHs 3IHCHIOETHCS  BIAMOBITHO OO 3aTBEPHKCHUX
JIIIEH31aTOM TIPOLIENYp, SKI IPYHTYIOThCS Ha pe3ysibTaTaxX MPOBEICHUX BaliIalliiHUX
JTOCJI1I>KEHb, Ta 13 31IHCHEHHSIM JIIIEH31aTOM CUCTEMATUYHOTO KOHTPOJIIO.

226. Enextpo3abe3ledeHHS, OMAJICHHS, OCBITIEHHS, CHCTEMa IMATOTOBKH
MOBITPS, TeMIlepaTypa 1 BOJIOTICTh TOBITPSA y CKIAJICHKUX MPUMIIICHHSIX (30HAaX)
MOBUHHI BIANOBIAaTH OyAiBEJIbHUM, CaHITAPHUM HOpMaM 1 IpaBujiaM Ta HE BIUIMBATH
HEraTUBHO Ha JIIKapChKi 3aCO0U.

227. Marepianu I MOKPHUTTS CTiH, CTEJN, MIJUIOTH BUPOOHUYUX IMPUMIIICHb
(30H) mMOBHMHHI OyTH CTIHKMMH JIO BOJIOTOTO NPHOUpPAHHS 3 BHUKOPUCTAHHSIM
ne31HpeKIInHUX 3ac00i1B.

[ToBepxHs ycTaTKyBaHHsI K 330BHi, TaK 1 BCEpEIMHI, IIOBUHHA OYTH TIIaJKOIO,
BUTOTOBJICHOIO 3 MarepiamiB, CTIMKUX J0 [ii JIKapChKUX 3ac00iB, BUTPUMYBATH
00poOKy ne31HPEeKIITHUMU PO3UYMHAMMU.

VYcTaTKkyBaHHSl CKJIAJChKMX NPUMIIIEHb (30H) HEOOXIJHO pO3TallyBaTH TaKUM
YHHOM, 100 HE 3aJIMIIAIKCS MICIIsl, He JOCTYIHI il pruOupaHHs.

228. Jlns 30epiraHHS JIKapChKUX 3ac00iB CKIAAChKI MPUMIIIEHHS (30HU)
MOBHMHHI OyTH 00JagHaHl NPUILUIMBHO-BUTSXKHOIO BEHTWIAIEID 3 MEXaHIYHUM
CIIOHYKAaHHSIM (200 3MIIIAHOI TPUITUBHO-BUTSKHOI BEHTWIAIIEID 3 MEXaHIYHO-
MPUILTMBHOIO), sIKa 3a0e31euye MOBITPSHO-TEIJIOBUI OajJaHC MPUMIIIEHb.

[TpumitienHs (30HK) Uit 30epiraHHs BOrHEHeOe3NeYHUX Ta BUOyXOHEeOe3MeUHNX
PEYOBHH MOBUMHHI OyTH 130JbOBaHi, 3aXMINEHI B MNPSAMUX COHSYHUX IPOMEHIB,
aTMOC(EpHUX OMaJliB Ta IPYHTOBHUX BOJ. PO3MIIIEHHS TaKWX MPHUMINIEHb Y ITiJ(Bajax,
HaIiBIiIBajlaX Ta HA OKOJBHUX MOBEPXaxX HE JOMYCKAEThCA.

229. [IpuminieHHs Ta ycTaTKyBaHHS MOBUHHI NMpUOUpatucs, Ae3indikyBaTucs (3a
HEOOXiTHOCT1), IePaTU3yBaTHCA 3T1AHO 3 IHCTPYKIISMU, 3aTBEPIKEHUMH JIIIEH31aTOM.

230. Ilix yac mpoBaKEHHS MISUTBHOCTI 3 IMIIOPTY JiKapCchbKHX 3aco0iB (Kpim
aKTUBHHUX (apMalleBTUYHUX I1HTPEIIEHTIB) JIOKyMEHTAIlis, [0 € HEBIJI EMHOIO
JaCTUHOIO (papMaIeBTUYHOI CHCTEMHU SIKOCTI, MOXE ICHYBaTH y pI3HUX Gdopmax
(30KpemMa Ha marepoBuX, eNEKTPOHHUX a00 GoTorpadivHUX HOCIAX).

Jlnst 3a0e3medeHHsT TOYHOCTI, IIJIOCTi, JOCTYITHOCTI Ta YITKOCTI JOKYMEHTIB
JIIEH31aT  3ampoBa/Kye  KOHTPOJIbL 3a 1X  pO3poOJCHHSIM, OQGOPMIICHHSM,
MOTO/KEHHSIM, 3aTBEP DKCHHSIM, ITEPETIISIOM, BIJITYICHHSIM, apXiBaIli€ro TOIIO.
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231. V nineHsiatTa TOBHHHI OyTH JBa OCHOBHHMX BHIW JOKyMEHTAIil —
JIOKYMEHTH Ta IIPOTOKOJIN (3aIHCH).

Jlo nokyMeHTiB (1IHCTPYKII1{, BKa31BOK, BUMOT) JIIIICH31aTa HAJIEXKATh:

JIOChE IMIIOpPTEpA, B SKOMY OIMCAHO MiSJIbHICTH JIiIIEH31aTa, IOB’s3aHa 13
HAJI)KHOIO BUPOOHUYOIO MPAKTUKOIO, 32 (POPMOIO 3T1HO 3 TI0AATKOM 7;

crienndikaiii abo METOAM KOHTPOJIIO SKOCTI, IO JIOKJIATHO OMUCYIOTh BUMOTH,
SKUM Ma€ BIIMOBIIATH JIIKAPCHKUI 3aCi0;

THCTPYKINi 3 eKcruryaTainii, TpodiIaKTHIHOTO OOCIYrOBYBaHHS Ta OYHIIICHHS
o0JaHaHHS, MPHUIUIMBHO-BUTS)KHOI BEHTHJIAIT 3 MEXaHIYHUM CIHOHYKaHHAM (abo
3MIIIAHOT  MPUIUIMBHO-BUTSKHOT ~ BEHTWIALIL 3  MEXaHIYHO-TNIPUIUIMBHOIO) — Ta
KOMIT FOTEPU30BAaHUX CUCTEM (3a HAsIBHOCTI), OYMILEHHS PHUMIIIEHb, BIIOOPY 3pa3KiB
TOIIIO;

MMCHMOBI TpolieIypH (METOIUKH) (CTaHIapTHI poO0Yi METOAMKH a00 CTaHIapPTHI
omepalliifHi MpoLeaypH, sIK1 MICTSATh BKa31BKH I110JI0 BAKOHAHHSI OTepalliif;

MpaBWIIa, SIKI MICTATH 1HCTPYKIIIi I0JI0 BUKOHAHHS Ta MPOTOKOJIOBAHHS MEBHUX
OKpEeMHX OTIepalliif;

JIOTOBOPH (KOHTPAKTH), SIK1 YKJIATAIOTHCS MK 3aMOBHUKAMHU Ta BUKOHABIISIMHU.
Jlo mpoToKoiB (3aKCIB)/3BITIB HAJIEKATh:

JTOKYMEHTAIIisl, 110 MiATBEP/HKYE BUKOHAHHS PI3HUX MiH (HAMpHKIad, Omeparrii
(3axo/iB), MO, MOCTiIKEeHB). IIpOoTOKOIM MOBMHHI MICTHTH TEPBHUHHI JaHi, IO
BUKOPHUCTOBYIOTHCS JIJIs1 POPMYBAHHS 1HIIUX IPOTOKOJIB;

ceprudikatu cepiil, ki MICTATh pe3yJbTaTh BUIPOOYBaHb 3pa3KiB JKapCHKOTO
3ac00y pa3oM 3 OLIIHKOIO BIJMIOBIIHOCTI, BCTAHOBIICHI y crienudikartii,

3BITH, B SKUX JOKYMCHTYEThCSI BUKOHAHHS KOHKPETHHX 3aBJaHb, IPOEKTIB a00
JIOCJIIIPKEHb Pa3oM 13 pe3ysibTaTaMu, BUCHOBKAMH Ta PEKOMEHIAIlIsIMU.

232. JlineH3ilaT TOBHMHEH BIPOBAJUTH BIAMOBIAHI 3aX0JW KOHTPOJO IIOJO
€JICKTPOHHUX JIOKYMEHTIB, TAaKHX SIK Ma0I0HH, (OpMHU Ta MIEPBUHHI TOKyMeHTH. Kpim
TOTO, JIIIEH31aT TIOBMHEH BIPOBAJAUTH BIAMOBIAHI KOHTPOJBHI 3aX0au IS
3a0e3neueHHs III0CTI TPOTOKOJIIIB MPOTITOM TePMiHY 30€piraHHsl.

233. BigTBOpeHHs poOOYMX TOKYMEHTIB 3 TMEPBUHHUX JOKYMEHTIB TOBHHHO
YHEMOJKJTMBITFOBATH BHECEHHS OY/b-KHX IMTOMHIIOK Yepe3 MPOIeC KOIMOBAHHS.

234. JIoKkyMeHTH, 110 MICTSTh IHCTPYKIIii, MTOBUHHI OyTH 3aTBEP/KEHI, MIIUCaH]
13 3a3HAYCHHSM JaTH YIOBHOBAKEHUMH Ha 1€ 0co0aMM. 3MICT JOKYMEHTIB Ma€e OyTu
0JTHO3HAYHUM. [IOKYMEHT MOBMHEH MaTH BIATOBITHUI HOMEP.

JlokymeHTH B Mexax (hapMaleBTUYHOI CUCTEMHU SIKOCTI HEOOXITHO PerysspHO
neperisiaaTy 1 akTyaai3yBaTH.

PykomucHi 3amucu maroTh Oyt 3poOienHi po30ipiaMBO 1 Tak, o0 3amuc He
MOXHa OYJIO CTEpPTH.

235. TlpoTokonau HEOOXITHO YKJIaJaTH 1 KOMIUIEKTYBATH TiJ Yac KOXKHOI Jii
TaKUM YWHOM, MI00 MOXHA OyJ0 TPOCTEKUTH BCIO MISUTBHICTB, KA CTOCYETHCA
IMIOPTY JIKapChKUX 3aCO0iB.
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Bynp-ska 3MiHa, BHeceHa B JOKYMEHT, MIATBEPUKYETbCS MIAMHACOM 13
3a3HAYEHHSIM JaTH; 3MiHA Ma€ JaBaTH 3MOTY IMPOYUTATH MOYATKOBY iH(opmariio. 3a
HEOOX1AHOCTI Ma€ OyTH CKJIaJ€HUN TPOTOKOJ MPUUMHH 3MIHU.

236. HeoOximHO MaTH B HAsIBHOCTI BIAMOBIAHAM YHWHOM CaHKI[IOHOBaHI 13
3a3HaYCHHSIM JaTH crerdikaliii Ha mpoaykiiro “in bulk”, roTosi gikapceki 3aco0u.

Coerudikarii Ha npoaykmio “in bulk”, rorosi mikapceki 3aco0H MOBHHHI
MICTUTH TaKy 1HGOpMAIiIO:

IPUCBOEHE HAlIMEHYBaHHS MPOAYKIIT Ta KO, AKILO TaKUH €;

CKJIAL;

OIMC JIIKApChKOi (POPMH 1 TOKIAIHI BIIOMOCTI PO YIAKOBKY;

BKa31BKH 111010 B1I0OPY 3pa3KiB 1 MPOBEACHHS BUIIPOOYBaHb;

BHUMOTH J10 SIKICHOTO 1 KIJIbKICHOTO BU3HAYEHHS 3 TOIMYCTUMHUMHU MEXAMU;

yMOBH 30epiranHs 1 Oynab-sIKi OCOOJNHBI 3acTEepekHI 3aXOoAgu IiJ dYac
KOPHCTYBaHHS (32 HEOOX1THOCT1);

TEePMIiH MPUIATHOCTI.

237. KoxHe mocTayaHHS cepii JIKapCchbKOTO 3aco0y TIOBUHHO OyTH
33JIOKYMEHTOBAaHNM  BIIMOBITHO O THUCHBMOBOI  MPOILEIYPH, 3aTBEPKEHOT
JIIEH31aTOM, Ta MICTUTH TaKy 1H(opMalliro:

HallMEHYBaHHS JIIKAPCHKOTO 3aC00Y;

JaTy oJIep KaHHs JIIKapChKOTOo 3aco0y;

HallMEHYBaHHS MOCTaYaIbHUKA Ta BUPOOHUKA JIIKAPCHKOTO 3aC00Y;
HOMeEp cepii JiKapchKoro 3acoly;

3arajbHy KUIBKICTh 1 YHCJIO OTPUMAHUX TMAKyBaJbHUX OJUHUIL JKaPCHKOTO
3aco0y;

Oyab-sKy 1HIIY 1H(GOpPMAIIiI0, 10 CTOCYETHCS MOCTaBJIEHOI cepii JIKapChbKOTO
3aco0y (3a HasIBHOCTI).

238. JlieHsiaT 3aTBepKy€ MUCHMOBI MPOLIEIypH 3 BHYTPIIIHHOTO MapKyBaHHS,
KapaHTHHY 1 30epiraHHs JIKapCchKUX 3ac001B 1y pa3l HEOOX1JHOCTI 1HIIKUX MaTepiaiB.

239. V minen3siata MaioTh OyTH HasiBHI MHUCHMOBI MpOLEAYPH BiIOOpPY 3paskis,
10 MICTATH BiZIOMOCTI MPO BUKOPHCTOBYBAaHI METOJM 1 OONaTHAHHS, KIJIBKICTh, SKY
HEOOXITHO BimIOpaTH, 1 OyIb-aKI HEOOXiTHI 3amoODKHI 3aXO[H, 100 YHUKHYTH
KOHTaMiHaIlli JJiIKapchbKOTo 3ac00y a0 Oy/b-SKOT0 MOTIPIIEHHS HOT0 SKOCTI.

240. JlineHsiaT TOBWHEH MaTH THUCHMOBI METOAWKH MIOJI0 BUIPOOYBAHHS
JIKapChKHUX 3ac00iB, SIKi OMHUCYIOTh BUKOPHCTOBYBaHI METOJM 1 oOsiagHaHHA, a0o 3a
HEOOX1THOCTI BOHU MMOBHHHI OYTH JOCTYIHI IMIIOPTEPY.

241. Marotp OyTHM HasiBHI NMHUCHMOBI METOJMKH IIOJO0 TPOIEAYP MO03BOIY 1
BIJIXWJIGHHSI JIIKAPCHKUX 3aco0iB, 30KpeMa Moa0 cepTudikaiii yrnoBHOBAKEHOO
0C000I0 TOTOBUX JIKAPCHKUX 3aCO0IB ISl MPOJaXKY. YTOBHOBa)XKeHa 0c00a MOBUHHA
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MaTH y PO3MOPSAIKEHHI BCi HEOOXimHI mpoTokoiau. Ciig CTBOPUTH CHCTEMY IS
3a3HaYeHHS 0COOJMBUX CIIOCTEPEKEHD Ta OYIb-SIKUX 3MiH, BHECEHUX y KPUTHYHI JaHi.

242. JlineH3iaT MOBUHEH MaTH MPOTOKOJIM peaizallii, siki HeoOXigHo (GopMyBaTH
Ha EJIEKTPOHHUX a00 MamepoBHX HOCISAX 1 30epiraTd Ha KOXHY CEpII0 JIIKApPCHKOro
3aco0y 3 METOIO MOJICTIICHHS MPOIEYPU BIAKIUKAHHS OYIb-IKO1 cepii.

CTOCOBHO KOJXKHOI ormepallii IoJ0 OTpUMaHHS, ITOCTaBKHM abo peamizalii
JIKapChKUX 3aco0liB CIIJI BECTH BIJAMOBIAHI 3amuch abo y (GopMi paxyHKiB-(QakTyp
(HakmagHUX) KYMIBI/Ipoaaxy, ab0 Ha KoMII toTepi, a00 B Oyab-sAKiil 1HIIH dhopmi.

Jlo TpOTOKOJIIB CiA BKJIIOYATH TakKy iH(opMalio: aary, Ha3BY, KUIBKICTh
OTPUMAHOTO ab0 TMOCTaBJICHOTO JIIKApChKOro 3aco0y, HaWMEHYBaHHS Ta aJpecy
nocTavyalibHUKa, TOKynus (oaepxkyBaua) abo BaHTaxoozepkyBaua (y pasi
HEOOX1JTHOCT1), HOMED cepii JiKkapchKOTo 3aco0y.

243. JlinmeH3iaT TOBMHEH MATH NHCHBMOBI HACTaHOBH, METOIUKH/IPOILIECIYPH,
mpaBujia, a TaKOXX 3BITU Ta BIAMOBIIHI MPOTOKOJM MIOJAO0 BUKOHAHUX i abo
3p00JICHIX BUCHOBKIB CTOCOBHO:

Bastijanii Ta kBajiikarii mporeciB, 00JaJHAHHS Ta CUCTEM;
MOHTaXY 1 KaniOpyBaHHS KOHTPOJIBHOT'O 00J1aJHAHHS;
TEXHIYHOTO 00CIyroByBaHHS, OYMILEHHS 1 CAHITApHOI 00pOOKH;

OUTaHb HaBYaHHS MEPCOHANY JOTPUMAHHS BHUMOT HAJIEKHOI BUPOOHHUYOI
NPAaKTUKH, HAJEKHOI MPAKTHUKU AUCTPpUOYLIi Ta HaJeKHOI MPaKTUKU 30epiraHHs Ta
TEXHIYHUX TMWUTaHb, TMEPEBJATaHHS 1 TITIEHIYHUX BUMOI, a TaKOX NEPEeBIPKU
e(eKTUBHOCTI HAaBYAHHS;

KOHTPOJIIO HAaBKOJIMIIIHBOTO CEPEIOBUIIA BiAMOBITHOTO TPUMIIICHHS,
00poTHOM 3 Mapa3uTaMu, MIKIAJTMBUMU KOMaXaMH 1 TBApUHAMU;
pO3MIISIAY peKIaMaltii;

BUJTyYEHHS 3 001ry (BIAKIMKaHHS) JIIKAPCHKUX 3aCO0iB;

MOBEPHEHHS JIIKapChKUX 3aCO01B;

KOHTPOJIIO 3MiH,;

IOCHIHKEHHS BIAXWIEHD Ta HEBIAMOBIIHOCTEMH;

BHYTPILITHBOTO ayUTY;

3BEJICHHSI MPOTOKOJIIB 32 HEOOXITHOCTI (HANpUKIAA, OIS SKOCTI JIIKAPChKUX
3aco0iB — I JIIIEH31aTiB, 10 MPOBAJATH TOCMOAAPCHKY AISUIBHICTh 3 BUPOOHHUIITBA
JiKapChKHX 3ac00iB);

ayJIuTiB BUPOOHUKIB/TIOCTa4YaIbHHKIB.

Ha ocCHOBHI OAuHUIII KOHTPOJBHOTO OOJIaJIHAHHS JIIIEH31aT TMOBWUHEH MaTHh
THCTPYKIIT 3 IX eKCIuTyaTaIlii.

Jlis HaOLIbII BaKIMBUX a00 KPUTHYHMX aHATITUYHUX MPUIAIIB HEOOXiTHO
BECTH XYpPHAJU, B SKHX B XPOHOJOTIYHOMY TOPSAKY 3a3HAYAEThCS 3a HEOOX1THOCTI
Oynb-sK€ BUKOPHUCTAHHS 30H Ta OOJIaHAaHHSI/METOMIB: KamiOpyBaHHS, TEXHIUHE
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o0cyroByBaHHS, OYMIIEHHSI a00 peMOHTHI poOOTH i3 3a3HAYEHHSM JaT Ta 0Ci0, sKi
BUKOHAJIH 111 pOOOTH.

JliteH3iaT MOBUHEH BECTH OOJIIK IOKYMEHTIB.

JlokyMeHTallll0 Ha KOXHY Cepil0 JIIKapChKOro 3aco0y HeoOxigHo 30epiraTu
MPOTSTOM OJHOTO POKY ITCJISI 3aKIHYEHHS TEPMiHY MPHUIAATHOCTI cepii JIIKapChKOTro
3aco0y abo moHalMeHIIIe 1T’ ATh POKIB 3 JaTH BHUJIa4i JO3BOJY Ha BHITYCK (peari3allio)
cepii JIKapChKUX 3ac001B YIIOBHOBAXKEHOIO 0CO00I0 (3aJIEKHO BiJl TOTO, SIKUW TEPMIH
JTOBIIIC).

244, Tlix yac MpOBaKEHHS iSIBHOCTI 3 IMIOPTY JIIKAPChKUX 3ac00iB (KpiM
aKTUBHUX (papMalleBTUYHUX IHIPEIIEHTIB) IMIOPTOBAHI JIKApChKI 3acO0M A0 BUAAUI
J03BOJIy Ha iX BHIIYCK IOBHMHHI 30epiratucs B KapaHTHMHHIN 30HI B YyMOBax,
YCTAaHOBJIEHUX HOPMATUBHO-TEXHIYHUMHU JokyMeHTamu. [licnms BHmaui J03BOJIy Ha
BUITYCK (peaiizallito) JIKapchbKUX 3aco0iB BOHM IOBHHHI 30epiraTucs B yMOBax,
YCTaHOBJICHUX HOPMATUBHO-TEXHIYHUMH JOKYMEHTAMH, Ta peai3yBaTHCS Cy0’eKTam
onToBoi ab0 po3apiOHOT TOPriBII JIKAPCHKHUMH 3aco0aMH, sIKI OTpUMAd Ha IIe
BIJIMOBI/IHI JIiIIEH31i, Ta Oe3mocepeHbO 3aKiIajaM OXOPOHHU 3JI0pPOB’S 1 BUPOOHHKAM
JKapChKUX 3aC001B.

245. Jlimensiat 3a0e3medye OpraHizalilo Ta MATPUMAHHA YMOB 30epiraHHs
JIKapChKUX 3ac00IB B CKIAJAChKUX mpuMiNIeHHAX. JliIeH31aToM BU3HAYAETHCS
KUIBKICTh HEOOXITHUX MPUMIIICHB/TUIONI/30H I 30epiraHHs JIKapChbKUX 3aco0iB.
Jlikapcbki 3aco0M y CKIAACHKMX MPUMIMICHHSIX (30Hax 30epiraHHs) IMOBUHHI
30epiraTucss Ha cTellakax, IMiJJ0HaX, MIATOBApHUKAX, Yy Imadax, XOJOAMIBHOMY Ta
IHIIIOMY CIIelliaJbHOMY OOJIaJIHAHHI JJIsl MOCTIHHOTO 3a0e3reueHHs] YMOB 30epiraHHs
JKapChKUX 3aC001B BIATOBIAHO 0 BUMOT, BUSHAYEHUX BUPOOHUKOM.

JlineH3iar MOBHMHEH BIJOKPEMHUTU CKJIAJChKI 30HM TNPUHAMaHHS JIIKapChKUX
3ac00iB Ta BIJITYCKY/BiJIBAHTAXXEHHS BiJl 30H 30epiraHHs i 3a0e3medyBaT HaJICKHUM
3aXUCT JIKAPCHKUX 3aCO0IB BiJl HECTIPUSTIMBUX MOTOJHUX YMOB IiJI YaC BAaHTAKHUX
pOOIT.

OTpumani JiKapchKi 3ac00M MiISATAIOTh BX1THOMY KOHTPOJIIO SIKOCT1 BiJIOBITHO
0 BCTAHOBJEHOI mporenypu. Pe3ynpTaTH BXiHOTO KOHTPOJK TOBUHHI OyTH
3apeeCTpOBaHI 3T1JIHO 13 BCTAHOBJIEHUM JIIEH31aTOM BHYTPILIHIM OPSAIKOM.

JlikapchKi 3aco0H, 5Kl MOTPeOyIOTh OCOOIMBUX YMOB 30€piraHHs, MOBUHHI OyTH
HEeraifHO PO3MIillleH] Y BiMOBITHUX MPUMIIIEHHX (30HaX) 30epiraHus.

Jlinensiar mig yac 30epiraHHs JIIKapChKUX 3aco0iB 3000B’s3aHMI 3a0e3neunTu
YHUKHCHHS iX TIOIIKO/PKEHHS (pO3JIMBaHHS, PO3CHIIAHHSA, PO30OWTTS), 3apa)kKCHHS
MiKpOOpraHi3MamH i epexpecHoi KOHTaMiHaIlil.

Jlikapcbki 3acobu, TepMiH MPHUIATHOCTI SIKUX MUHYB, HE HiAIATalOTh MOCTaBI
(mpomaxy) Ta 30epiraroThCs OKPEMO BiJ MPHUAATHOTO J0 peaizaiii 3anacy JiKapChKuX
3aco0iB /10 iX yTuii3aIlli abo 3HUIIEHHS.

Jlinensiatom moBMHHA OyTHM CTBOpPEHA CHCTEMa MPOCTEKYBAHOCTI JIKAPCHKHUX
3ac00iB 3 METOIO TapaHTyBAaHHSA iX SKOCTI.

3a HaABHOCTI B  CKJIAJACBKMX  NpPUMINIEHHAX  (30HaX  30epiraHHs)
IMyHOOIOJIOTIYHUX TIpemapaTiB  3arajJpHU  00’€M  XOJOAMJIBHOTO OOJaJHAHHS,
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NpU3HAYCHUH U1l 30epiraHHs MEIUYHHUX IMYHOOIONOTIYHUX MpenapaTiB, MOBHHEH
3abe3medyBaTH BIJMOBIIHO IO JIFOYNX BUMOT 30€piraHHs BCi€l KUTBKOCTI 3a3HAYCHHUX
JKApChKUX 3aCc001B, 10 MICTATHCS Ha CKiIaaax (06a3ax).

246. BinOpakoBaHi JiKapchKi 3acO0M HEOOXIHO WITKO MapKyBaTu i 30epiratu
OKpEMO B 30HAaX 3 OOMEXKEHHM JIOCTYIIOM. IX HeoOXimHo abo mHoBepTaTH
nmocTavdaJibHUKaM, ab0 3a MOXKJIMBOCTI mepepoOssiTH, abo 3HumlyBaTu. Ha Oyab-saky 3
BUKOHAHUX i Halae€ThCsl JO3BUI 1 CKIIAIA€ThCS MPOTOKOJ YMOBHOBAKEHHM Ha I1I€
MIEPCOHAJIOM.

247. JlikapchKi 3aco0u, MOBEPHYTI 3 Mpojaxy (00iry), MOBUHHI OyTH 3HUIIEHI
abo yrtumizoBaHl. B okpemMux BHIIaJKax YHNOBHOBa)XEHa o0co0a MOXXE HPUUHSITH
pIlIEHHS [I0J0 TOBEPHEHHS B OOIr TOBEPHYTHX JIKAPCBKUX 3ac001B MICHs
BIJIMOBITHOTO aHAJIi3y PU3HKIB, 3a pe3yibTaTaMHU SKOTO BIJCYTHI CyMHIBH, IO SKICTh
MOBEPHYTHUX JIIKAPCHKUX 3acO0IB € 3aJI0BUIbHOI. byib-ska BHUKOHAHA Jisl IMOBUHHA
OyTH 33JJOKyMEHTOBAHOIO.

248. Tlim yac mpoBaKEHHS IISJIBHOCTI 3 IMIIOPTY JIKApChKUX 3aco0iB (KpiMm
aKTUBHUX (DapMalleBTUYHUX IHTPETIEHTIB) KOHTPOJb SKOCTI 3IIHCHIOETHCS IIOJO0
B1100pY 3pa3KiB, cnenu@ikaliiil 1 npoBeAeHHs BUNIpoOyBaHb. BiH Takox MOB’s3aHUM 3
oprasizaui€ro, JTOKyMEHTYBaHHIM 1 MpoLeIypaMH BUAAdl J103BOJIB, Kl TapaHTYIOTh,
0 TIPOBEJCHI BCi HEOOXigHI BUIPOOYBaHHS 1 IO JIKApChKHi 3acid He OyB
JIO3BOJICHUH JJIsl MpoAaxy (pearizalii) abo BUKOPUCTAHHS Y BUPOOHHUIITBI O TOTO, SIK
Horo siKicTh Oys1a BU3HAHA 33JI0BUIBHOIO.

30HM KOHTPOJIIO SIKOCTI — TMPUMIIIEHHS HJs KOHTPOIO ((pi3UKO-XIMIYHUX
MOKA3HUKIB Ta MiIKPOO10JIOTIYHOTO, 0G10J0TIYHOTO, KIIHIYHOTO KOHTPOJIIO) CUPOBHHH,
Marepiaiis, mpoaykiii “in-bulk’ Ta KOHTPOITIO TKOCTI TOTOBHX JIIKAPCHKHUX 3aCO0IB.

249. JlineHs3iaT TOBMHEH MaTdU MIAPO3AUT (BIAAUI) KOHTPOItO sikocTti. Llei
migpo3Ain (BiAaia) MOBHHEH (DYHKI[IOHYBATH HE3aJIeKHO BiJ IHIIUX ITAPO3/IIJIIB
(BimmimiB).

250. YV po3snopsa/KeHH1 HiApo3auty (BIAILTY) KOHTPOIIO SIKOCTI MOBUHHA OYyTH
onHa abo nekiIbKa JabopaTopiii 3 KOHTPOJIIO SKOCTi, aT€CTOBAHMUX BIATOBIIHO [0
MOPSAZIKY TPOBEJCHHS Taly3eBOi arecraiii jabopaTopiii 3 KOHTPOIIO SKOCTI Ta
0e3neku JiKapchbKux 3aco0iB, 3aTBepkeHoro MO3. YV pasi BiICYTHOCTI y JiilleH31aTa
nabopaTopiii 3 KOHTPOJIIO SKOCTI ab0 OKpEeMOro BUIIPOOYBAIBHOTO OOJIaTHAHHS YU
3ac00iB BHUMIPIOBAJIBHOI TEXHIKM s 3a0e3MedeHHs] aHalizy sKOCTI 3a BcCiMa
MOKa3HUKaMU, TIepeI0a4eHUMH METOJaMH KOHTPOJIO SIKOCTi, KOHTPOJb SKOCTI MOXKE
3IMCHIOBAaTUCS 3a JOTOBOPOM (KOHTPAKTOM) 3 JlabopaTopi€ro, sKa aTecTOBaHA
BIJIMOBIHO JIO TOPSIIKY MPOBENICHHS Tay3e€BOi aTecTallii J1aboparopiil 3 KOHTPOIIO
SKOCTI Ta O€3MeKH JTiKapchKux 3aco0iB, 3aTBepmxeHoro MO3.

Jlist IbOro MYHKTY NOLIMPIOETHCS HA IMIOPTEPIB, SIK1 JOJATKOBO MAIOTh JIILIEH3110
Ha BUPOOHMIITBO JIIKAPCHKUX 3acO0iB Ta 3A1MCHIOIOTH IMIIOPT JIIKAPCHKUX 3aCO0IB y
dopwmi “in bulk” ans B1acHOrO BUPOOHUIITRA.

251. ImmopTep MOBMHEH 3[ifICHIOBAaTH KOHTPOJb SKOCTI JIKapChbKUX 3aco0iB
BinnoBimHO 10 [lopsaky 3aiCHEHHsS Jep>KaBHOTO KOHTPOJIO SKOCTI JIIKAPCHKHUX
3ac00iB, 110 BBO3SATHCS B YKpaiHy, 3aTBEpKEHOro nocraHoBoio Kabinery MiHicTpiB
VYkpainu Big 14 Bepecus 2005 p. Ne 902.
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252. KoHTponp sKOCTI IMyHOOIOJOTIYHMX TpemnapaTiB iMIOPTep IOBHHEH
3MIMCHIOBATH BIAMOBITHO JO TOPSJAKY 3AIHCHEHHS KOHTPOIIO 3a BIJAMOBIIHICTIO
IMYHOO10JIOTTYHUX IpPEenapaTiB, U0 3aCTOCOBYIOTHCA B MEAMYHIN MPAKTULl, BUMOram
Jep’KaBHUX 1 MDKHApOAHUX CTaHAAPTIB, 3aTBepkeHoro MO3.

253. JlineH3iaT MOBMHEH MaTH HEOOXIIHI pecypcu IJjis rapaHTyBaHHS TOTO, IO
BC1 3aX0/IM KOHTPOJIIO SKOCT1 3/IIMCHIOIOTHCS €PeKTHBHO 1 HamiiHO. [IpumimenHs ta
obnagHaHHs JabopaTopiii 3 KOHTPOIIO SKOCTI MOBHMHHI BIANOBIAATH BUMOTAM [0
BUMPOOYBaHb, K1 MPOBOJATHCS B IIUX JIAOOpaTOPisX.

254. OcHOBHI 000B’s3KH KEpIBHHKA MIAPO3AUTY KOHTPOJIO SKOCTI HaBEACHI B
ab3amax m’sromy — nBaHamgsaToMy myHKTy 202 nux Jlinensiiaux ymos. [ligpo3min
KOHTPOJIIO SKOCTI B LINIOMY MOK€ MAaTH TaKOX 1HII 000B’SI3KH, TakKl sIK po3pOOJIeHHs,
BaJIiJallis Ta 3a0e3MeUYeHHs] BUKOHAHHS BC1X METOAMK 3 KOHTPOJIIO SKOCTI1, 30epiraHHs
KOHTPOJIbHUX (apXiBHUX) 3pa3KiB JIKApCHKUX 3ac00iB, 3a0e3MedYeHHs MPaBUIBHOTO
MapKyBaHHS KOHTEIHEPIB (YIaKOBOK) 13 MaTepialiaMH 1 penapaTaMu, CIOCTEPEKEHHS
3a CTaOUTBHICTIO JIIKAPCHKUX 3ac00iB, y4acTh Yy pO3CIiTyBaHHI peKIaMalliid Imojo
SIKOCTI JIIKapChKUX 3ac00iB Tommo. Taki omeparlii 341HCHIOIOTHCS 3T1THO 3 TUCEMOBUMH
METOAMKAMH 1 32 HEOOX1THOCTI CKJIaJIA€ThCS POTOKOI.

255. OmiHKa JIiKapCchKOTo 3ac00y Ma€ OXOIUTIOBATH BC1 YHHHUKH, K1 CTOCYIOTHCS
SKOCTI, BKJIIOYAalOYM YMOBH BHPOOHHIITBA, BIAMOBIAHICTS crenudikaiisM Ha
JiKapChKUii 3aci0 1 MepeBipKy OCTAaTOYHOT TOTOBO1 YITAaKOBKH.

[TpumimienHs Ta oOjajgHaHHA JabOpaTopiii 3 KOHTPOJIO SKOCTI y pasi ix
HAsBHOCTI TOBWHHI BIJAMOBIJATH 3arajbHUM 1 CHeNU(pIYHAM BHMOTaM J0 30H
KOHTPOJIIO SIKOCTi, HaBeAeHUM Y MyHKTi 221 nux JlineHs3iitHux ymoB.

[lepconan, mpuMillleHHs] Ta OOJIalHaHHS B J1A0OpaTOpiSX 3 KOHTPOIIO SIKOCTI
MOBMHHI BIAMOBIAATH 3aBJIaHHSIM, OOYMOBJICHUM XapaKTepOM Omeparliii 3 KOHTPOJIO
skocti. CTopoHHI aboparopii BUKOPUCTOBYIOTHCS BIAMOBIAHO JIO TPHUHIIHUIIIB,
BUKJIaJIeHUX Y MyHKTi 259 nux Jlinensiitnux ymoB. Take BUKOpPHCTaHHS TOBUHHO OyTH
B1JIOOPAKEHO Y MPOTOKOJIaX KOHTPOJIO SIKOCTI.

JlabopaTtopHa JOKYMEHTAallis Ma€ BiMOBIIATH BUMOTaM, BUKJIAJCHUM y TTyHKTaX
230—243 nux Jlinensiitaux ymoB. OCHOBHA YacTHHA ITI€l JIOKYMEHTAIlli CTOCYEThCS
KOHTPOJIFO SIKOCTI, TOMY B PO3MOPSHKEHHI MIAPO3ALTY KOHTPOJIIO SIKOCTI MOBUHHA
30epiratucs Taka JOKyMEHTALlis:

cnenudikarii Ta/abo METOIU KOHTPOJIIO SIKOCTI;
METOMKH Bi10OOpY 3pa3KiB;

METOJIMKH TPOBEACHHS BUIMPOOYBaHb 1 MPOTOKOJW (BKIIOYAIOYM aHATMITHYHI
po0OYil MPOTOKOIN/TUCTKH Ta/ab0 1abopaToOpHi KypHAIH);

aHaJIITUYHI 3BiTH Ta/abo cepTudikaTy;

JlaHI MOHITOPUHTY HaBKOJIMIIIHHOTO Cepe/loBUIla (TTapaMeTpiB MIKPOKIIMaTy) 3a
norpeou;

3a HEOOXiTHOCTI MPOTOKOJIM Baliiallii METOAiB BUIPOOYBaHHS;

METOAMKH 1 MPOTOKOJIW KaJiOpyBaHHsS NPUIIAAiB 1 TEXHIYHOTO OOCIyroBYBaHHS
oOyaTHaHHS.
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Bynp-sKy mOKyMeHTAIlil0 MO0 KOHTPOJIO SKOCTI cepii JIKapChKOro 3acoly
HE0OX1/THO 30epiraTd OJWH PiK MICHS 3aKIHYEHHS TEPMiHY MPHUIATHOCTI cepii abo He
MEHIIIE II'SITH POKIB Micas cepTudikauii cepii Ta BuAadl J03BOJY Ha peaji3alliio
(BUIyCK) YHOBHOBA)XEHOIO OCOOO0 JlilIeH31aTa (3aJIeXXHO BiJ TOr0, SKUH TEPMIH
JTOBIIIC).

Jns mesxux BHIIB JaHUX (HAMPUKIAA, pE3yJbTaTiB aHAUNITHYHUX BUIPOOYBaHB
TOIII0) HEOOX1/IHO CKJIaJIaTH MPOTOKOJIH.

KpiMm aHamITHYHOTO JOCKE Ha CEpiro JIIKapChKOro 3acoly, MalTh 30epiratucs i
OyTH JIETKO JOCTYIHI IHIII TEepBHHHI AaHi, 3apikcOBaHI B TaKUX JOKYMEHTax, SK
1abopaTopHi )KypHAIU Ta/ab0 MPOTOKOJIH.

256. Binbip 3pa3kiB HEOOXiAHO 3MIMCHIOBATH 3TiTHO 13 3aTBEPKEHUMU
JIIEH31aTOM ITHCEMOBAMU METOIUKAMMU.

[Tepenani mis BunpoOyBaHHS BiMiOpaHi 3pa3Ku MalOTh OYTH pENMpe3eHTATHBHI
JUISL cepii JTIKapChbKOTO 3ac00y, 3 IKOi BOHU Bi10paHI.

Ha xonTelinepax (Tapi) /Il 3pa3KiB IMOBHHHI OyTH €THKETKH 13 3a3HAYEHHSIM
BMICTYy, HOMEpa cepii, JaTh BiOOpPY 3pa3KiB 1 KOHTCHHEPIB, 3 AKUX Oynu BimiOpaHi
3pa3KH.

3axoau 100 KOHTPOJBHUX Ta apXiBHUX 3pa3KiB IMOBHHHI 3/1HCHIOBATHUCS
JIIIEH31aTOM BIJMOBIIHO A0 MyHKTY 265 1ux JIineH31iHuX yMOB.

257. AHanmiTH4YHI METOAW IIOBMHHI TPOWTH Balijaiio. Yci omepalii momo
NPOBEJICHHSI BUMPOOYBAaHb, ONMMCAHUX Yy BIANOBIIHIA JTIOKYMEHTALli peecTpaliiHOro
JI0Ch€, HEOOX1THO TPOBOJUTH 3T1/IHO 13 3aTBEPHKCHUMH METOAAaMH KOHTPOIIIO SIKOCTI.

258. BupoOHuk Ta/ab0 IMIOpTEp TOBHHHI KOHTPOJIOBATH CTaOUIBHICTH
JIKapChKOro 3aco0y MICAs HaAXOJKEHHS Ha PHUHOK. Y J10roBopl (KOHTPAaKTi)
BCTAHOBIIIOIOTbCA  OOOB’A3KM W00 TPOBEACHHS MOJAJIBIIOTO BUIPOOYBaHHS
ctabinpHOCTI. BiamoBimHO 10  1OrOBOpY  (KOHTpPAKTy) JiIEH31aT TOBUHEH
JOTPUMYBATHUCS BUMOT IIOJO MOJANBIIOT0 BHIPOOYBaHHS CTaOIIBHOCTI, 30KpemMa
BHUMOT HaJIe)KHOI BUPOOHUYOT IPAKTUKH.

259. Tlig yac mpoBaJKEHHS MISUIBHOCTI 3 IMIIOPTY JIKapChKHX 3aco0iB (KpiM
aKTUBHUX (papMalleBTUYHUX IHTPEAIEHTIB) BIAMOBITHO O BHUMOT  HAJIEKHOL
BUPOOHMYOI MPAKTUKU NOTPIOHO YKIACTH NUCHBMOBHUI JOTrOBIp (KOHTPAaKT) MIXK
3aMOBHUKOM 1 BHKOHABIIEM CTOCOBHO IPOBA/KCHHS 30BHIIIHBOI (2yTCOPHUHTOBOT)
JISUTBHOCTI, @ TAKOXK BU3HAYUTHU Oy/Ab-AKi OB’ 3aH1 3 HUM TEXHIYHI YMOBH.

VYci 3ax01 11010 30BHIMHBOI (2yTCOPCUHTOBOT) AiSTBHOCTI, BKIIOYA0UN Oy/Ib-
SK1 3alpONOHOBAHI 3MIHM TEXHIYHUX a00 I1HIIUX YMOB, HEOOXITHO 3A1MCHIOBATH
BIJIMIOBITHO /10 BUMOT HaJIe)KHOI BUPOOHHYOI MPAKTUKU Ta PEECTPALIMHOTO JOCHE HA
BiJIMOBIAHUH JTIKApCHKHI 3aCi0.

[TpuHIMIM, onKcaHi B I[bOMY IYHKTi, TOBUHHI OyTH BpaxoBaHI B YKJIaJIECHOMY
KOHTPAKT1 (OroBopi) IMOOPTEPOM 13 CyO’€KTOM/CYO’€KTaMH TOCHOJApIOBaHHA (3
1HO3eMHUM BHPOOHHKOM Ta/a00 TMOCTAYaJIbHUKOM JIIKApChbKOTO 3aco0y, Ta/abo
BJIACHUKOM PEECTPAIiITHOTO MOCBITYEHHS Ha JIIKapChKUH 3aci0).

3aMOBHUK IOBUHEH:

http://yurist-online.org/



http://yurist-online.org/

66

3a0e3neunTy 3IHCHEHHS] KOHTPOJIIO 32 30BHIIIHBOIO JTiSUTBHICTIO 3 YPaxyBaHHSIM
MIPUHITUITIB YIIPABIIHHS PU3UKAMU IS SKOCTI;

JI0 TOYaTKy MPOBAKEHHS 30BHINIHBOI (ayTCOPCUHTOBOT) JISIIBHOCT1 OIIHIOBATH
3aKOHHICTb, MPUAATHICTh 1 KOMIETEHTHICTh BUKOHABIS MIO/I0 YCIHIIIHOTO BUKOHAHHS
30BHIIIHIX POOIT;

BIJNOBIJaTH 32 YMOBHM KOHTPAKTy BIJINOBIAHO JIO BUMOI HPaBUJ HAJIEKHOT
BUPOOHUYOI IPAKTUKH;

3a0e3medyBaTH BUKOHABI BCI€I0 HEOOXiAHOIO iH(OpMAIlE€0 Ta BiIOMOCTIMH
JUIT BUKOHAHHS 3aMOBJICHHX pPOOIT BIAMOBIAHO 10 BHMOI HAJIECKHOI BHPOOHUYOL
NPAKTUKHU 1 PEECTPALINHOrO 1I0ChE HA BIANOBIIHUMN JTIKapChbKUi 3aci0;

KOHTPOJIIOBATH 1 MEPEBIPATH /111 BUKOHABIIS, & TAKOK BIIPOBA/KEHHS HUM Oy/b-
SIKOTO HEOOX1AHOTO MOIIIIIICHHS;

PO3MIISIIATH Ta OIIHIOBATH MPOTOKOJIM 1 Pe3yJbTaTH, MOB’sA3aHl 13 30BHIIIHHOIO
JISITBHICTIO;

rapaHTyBaTH CaMOCTIHHO a00 Ha IIiJICTaBl MIATBEP/HKEHHS YIIOBHOBaKECHOIO
0c00010, IO BCI JIIKApChKi 3ac00M, MTOCTaBJIeHI BUKOHABIIEM, BUTOTOBJICHI BIATIOBITHO
JI0 BUMOT HAJIE)KHOT BUPOOHUYOI MPAKTUKHU 1 PEECTPAIIIHHOTO JTOCHE.

Buxkonasens:

MOBMHEH MAaTH BIJAMOBIIHI MPUMIIICHHS Ta oOJagHaHHS, HEOOXIJHI 3HAHHS 1
JIOCBIJl, @ TaKOK KOMIIETEHTHHUM MEepCOHAN JIs KBami(iKOBAaHOTO BHUKOHAHHS POOIT,
JIOPYYCHUX 3aMOBHUKOM;

HE TIOBUHEH Tepe/laBaTh 3a CyOKOHTPAKTOM TPETid CTOPOHI KOAHHUX PoOIT, 110
JOpy4YeHi HWOMy 3a JIOTOBOpPOM (KOHTpakToM), Oe3 TONepeaHboi OIIHKH 1
CaHKIIIOHYBaHHS JOMOBJIEHOCTEH 3aMOBHHUKOM (JAOrOBOpH (KOHTPAKTH) MIXK
BUKOHABIIEM 1 Oy/Ib-5SKOIO TPETHOI CTOPOHOIO MAIOTh TApaHTYBATH, 1110 1H(QOpMaIlIis Ta
BiJIOMOCTI, BKJIFOYAIOYH OI[IHKY BiJIMTOBITHOCTI TPETHhOi CTOPOHU, HAJAIOTHCSA B TAKOMY
caMOMYy TIOPAJIKY, SIK MDDK TOYaTKOBUMH 3aMOBHHKOM 1 BUKOHABIIEM);

HE TMOBHWHEH 3/1MCHIOBATH HECAHKIIIOHOBAHMX 3MiH, IO BUXOMSITH 3a PaMKH
JOTOBOPY (KOHTPAKTY), SIKI MOXKYTh HECHPHSTIMBO BIUTMHYTH Ha SIKICTh 30BHIIITHIX
poOIT, BUKOHYBaHUX JJIsl 3aMOBHUKA;

Ma€ yCBIJJOMIJTFOBATH, IO 30BHINIHI POOOTH, BKIIOYAKOYH aHAII3 32 JOTOBOPOM
(KOHTPAKTOM), MOKYTb MIJUISITaTH TEpeBiplil 3 00Ky Oprany JilleH3yBaHHS.

TexHiuHI acCEKTH TOTOBOPY (KOHTPAKTy) MOBHHHI CKJIaJaTHCS KOMIIETCHTHUMU
ocobamMu, SIKI MalOTh BIJAIIOBIAHI 3HAHHS IOJO 30BHIIIHBOI JISJIBHOCTI Ta HaJIEKHOT
BUPOOHMYOI TpakTuKd. HeoOXimHO, mo0 BCI JOMOBICHOCTI IIOJO0 30BHINIHBOI
(ayTcOpcHHTOBOI)  MAISUIBHOCTI  BIANOBIZANM  PETyIsATOPHUM  BHMOraM  Ta
peecTpariiHoMy JIOChE Ha BIJMOBIIHMIA JIIKAPCHKHUH 3aci0, a TakoX OyiM MmOro/KeHi
CTOPOHAMH.

Y KOHTPAKTI MOTPIOHO YITKO OMUCATHU, XTO € BIAMOBIAAIHHUM 3a KOKHHUM eTam
30BHIIIHBOT [ISIBHOCTI, HANpPUKIAA, 32 YIOPABIIHHA 3HAHHIMH, 3a0e3MeueHHS
JAHLIOTa TIOCTAaBOK, CYOKOHTPAaKTHY MiSUIBHICTB, SIKICTh 1 3aKyMIBIIO Martepialis,
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OpoOBEACHHS BHUNpPOOyBaHb Ta BUAA4y JO3BOJIY Ha BHIYCK (peasizaiiio),
BUKOPHUCTaHHs Y BUPOOHHIITBI a00 TPaHCIIOPTYBaHHS.

Yci mpoTokosid, TOB’sA3aHI 13 30BHINIHBOIO (ayTCOPCUHTOBOIO) MHISUIBHICTIO,
HaIpPUKJIIAJ, MPOTOKOJIW aHali3y Ta AUCTPUOYIi, a TaKoXX KOHTPOJBbHI (apXiBHI)
3pa3ku 30epiraroThcs y 3aMOBHUKA a00 HMOMY AOCTYIHI. Byab-sKi MPOTOKOIW OO0
OITIHKK SKOCTI JIIKAPCBKOTO 3aco0y y pa3l mpen’sBICHHS TpeTeH3id ado
nepeadaduyBaHoro Opaky, abo MiJg dYac pO3CHiAyBaHHA y pasi mepeadadyBaHoOi
danscudikarii JikapchbKOTO 3ac00y MOBUHHI OYTH JTOCTYIHI 3aMOBHUKY 1 BU3HAYCHI B
METOJINKaX.

Y KOHTpakTi MOTPIOHO TepeAdauyuTH, 0 3aMOBHUK MOKE MPOBOJUTH ayAUT
30BHIIIHKOI (ayTCOPCUHIOBOI) MISJIBHOCTI, $Ka TPOBAJUTHCS BUKOHABIEM a0o
CyOImi ApsTHUKAMHU.

260. Ilix gac mpoBaKEHHS MiSIBHOCTI 3 IMIOPTY JIIKAPChKHX 3ac00iB (KpiMm
aKTUBHUX (apMalleBTUYHHMX IHTPEIIEHTIB) yCl pekjiaMalii Ta iHma iHdopmalis mpo
MOTCHIIHHO  Je(PeKTHY MPOAYKIII0 PO3CTIAYIOTBCSA 3TiAHO 3  MHUCBMOBHUMH
npouenypamu. JlineH3iaTom OOOB’SI3KOBO CTBOPIOETHCSI CHUCTeMa, sIKa B pasi
HEOOXITHOCTI Ja€ 3MOry IIBHUJAKO Ta €e(EKTUBHO BIAKIMKATH 3 TOProOBOi
(IucTpul’I0TOPCHKOT) MEpexi JIKapChKi 3acO00M 3 BIAOMUMHU ab0 mependadyBaHUMU
nedekTaMu, SKIIO:

JIKapChKUi 3aci0 € MIKIAJIMBUM 33 3BUYafHUX YMOB HOTO 3aCTOCYBaHHS;
TepaneBTUYHA e(hEKTUBHICTh € HEIOCTATHHOIO;

CIBBIIHOIICHHS] PU3UK/KOPUCTH HE € MPUHUHSATHUM IIiJl YaC 3aCTOCYBAHHS 3T1THO
3 YMOBaMH peeCTpallii;

AKICHUM 1 KUIBKICHMM CKJIaJ] HE BIJMOBITA€ 3a3HAUYEHOMY B PEECTpaIiiHOMY
JIOChE;

KOHTPOJIb SIKOCTI JIKAapChKOro 3aco0y Ta/abo #Oro IiHrpeNie€HTIB, a TaKOXK
KOHTPOJIb TPOMDKHUX CTaJiil BUpOOHUUOTO TIpoliecy He OyB 31ilicHeHu# abo He Oynu
BUKOHAaHI1 JIEAK] 1HIII BUMOTH Y4 3000B’ I3aHHS.

JliteH3iaT nmpu3Havae 0co0y, sika € BiMOBITAILHOIO 3a POOOTY 3 peKIaMallissMH i
3a BUOIp BIAMOBITHUX 3aXOJiB. Y MiAMOPSAKYBaHHI Ii€l 0COOM 32 HEOOXITHOCTI Mae
OyTH JOCTaTHS KUIBKICTh JOMOMDKHOTO TMepcoHany. Skmo 1 ocoba He €
YIOBHOBaYKEHOIO 0C00010, 11 He0OX1THO MOIH(GOPMYBATH TIPO OYIb-SIKY pEKJIaMallio,
JOCIIKEHHS 200 BUITYUYCHHS 3 00iry JiKapChbKUX 3ac00iB.

261. Jlinensiat 3aTBEpAXKy€e MUCHbMOBI METOJIUKHU (TPOLIETYPH), 110 BU3HAYAIOTH
3aX0/M, SIKI BXKMBAIOTHCSA Y BUMAAKaX OTPUMAaHHS peKIamallii MoA0 MOXKIMBUX
NeQeKTHUX JIKapChbKUX 3ac00iB, BKIIOYAIOUM HEOOXIIHICTh YXBAJICHHS PIIICHHS PO
iX BHSTydeHHS 3 00iry.

Ha Oynp-aky pekiamariito, IO CTOCY€TbCS Je(PEeKTy JIKapCchKUX 3aco0iB,
noTpiOHO ckiacTu mpoTokosn. Ocoba, BiANOBIIaNbHA 32 KOHTPOJIb SKOCTI JIKAPCHKUX
3ac00iB, TOBUHHA OpaTH y4acTh Y BUBUCHHI TAaKUX PEKIaMalliil.

Sxmo pedexT nikapchbKoro 3aco0y BHsBIEHHH abo mnepeabdavaeTscsi HOro
BUSIBJICHHS B SIKIMCh OJHIN cepii, 000B’SI3KOBO MPUUMAETHCS PIIICHHS PO MEPEBIPKY
THIIMX CePii.

http://yurist-online.org/



http://yurist-online.org/

68

[Ipo Bci pimeHHs 1 3aX0au, BXHUTI 3a PEKJIAMAIli€l0, HEOOXITHO CKIIACTH
TIPOTOKOJL.

3anucu npo pekiiamallii HeoOX1HO MeperyisiAaTH sl BUSBICHHS CIEHU(PIYHUX
ab0 TMOBTOPIOBAHUX MPOOJEM 1 MOXJIMBOTO BHJIYyYEHHS 3 00Iry peani3oBaHUX
JKapChKUX 3aC00i1B.

JlitteH3iaT ocoOMMBY yBary MpUIiJIs€ BUSBICHHIO TOTO, UM Oy MiJACTaBH MOSBU
pekiiamaitiii HaciiakoM ¢anbcudikailii 1iKapchKoro 3acooy.

262. JlinensiaT mpu3Hayae oco0y, BIAMOBIIAIBHY 3a 3IMCHEHHS 1 KOOPAUHAIIIO
BWJIYYCHHS 3 00Iry JIKapChbKUX 3ac001B, Y MANOPSAIKYBaHHI SKO1 32 HEOOXITHOCTI Mae
OyTH JOCTAaTHS KUIBKICTh MEPCOHANy U ONpAaLIOBaHHS Yy CTHUCII CTPOKM BCIX
acneKkTiB BHUIIyueHHs 3 0o0iry. Ll BinmoBiganbHa oco0a € He3aJIeKHOK Bl opraHizalii
30yTy 1 Mapketunry. Skmo 1 ocoba HE € YIOBHOBaXXEHOI 0CO00I0, OCTaHHIO
000B’3K0BO 1HPOPMYIOTH MPO OYIb-AKYy IO MO0 BWIYYEHHS 3 O0ITy JIKapChKUX
3aco0iB.

3 MeTor oprasizamii Bci€i MISTIBHOCTI MIOJO0 BHIYYECHHS 3 00ITY JIKapCHhKUX
3ac00IB  PO3POONISAIOTHCS MHUCHMOBI  METOIUKH  (NPOLEAYpH), SAKI PETYIApPHO
NEPEBIPSIFOTHCS 132 HEOOX1THOCTI aKTYali3yIOThCS.

Jlinensiar, AKui Mae€ HaMip BWIYYUTH 3 OOIry JIKapchbKi 3acoOu y 3B’SI3KYy 3
HasBHUM abo mepeadadyBaHuM JeeKTOM, HEBIJIKIAIHO IHPOPMYE MPO Iie OpraH
JIEH3yBaHHS, 3asBHUKA (BJIACHUKA) PEECTpaIliifHOrO0 TOCBiAUeHHs Ta/abo Woro
O(IIIHOrO MpPEeCTaBHUKA.

[Tporokonu peanizaiiii MOBUHHI OyTH JOCTYIHI JJii O0COOM, BiAMOBITANIBHOI 3a
BIJIKITMKAHHS, 1 MICTUTH 1H(oOpMaIlito mpo mineHs3iatiB 3 onToBoi abo po3apiOHOT
TOPriBJIl JIKApChKUMM 3aC00aMM Ta MpPO 3aKJIaJAd OXOPOHHU 3/I0pOB’S 1 BUPOOHHUKIB
JIKapChKUX 3aco0iB, sKI iX ojepkainu (13 3a3HAUYEHHSAM iX MICHE3HAaXOKEHHS,
HOMepiB TenedoHy Ta/abo dakcy, IO MPaIoTh IiI01000BO, HOMEPIB cepii Ta
KUTBKOCTI TIOCTaBJICHUX JIKApPChKUX 3aco0iB), 30KpeMa THUX, M0 TOB’si3aHl 3
EKCIIOPTOM JIIKapChbKUX 3ac001B Ta MOCTaYaHHSAM 3pa3KiB JIKapChbKUX 3aCO0IB.

Bunydeni 3 06iry mikapchKi 3aco0u ciif iieHTH(iKyBaTu 1 30epiratu OKpemo B
KapaHTUHHIHN 30H1 10 TPUWHATTSA PIlICHHS PO MOJAIbIII A1l 3 HUMHU.

Bech mporiec BiIKIMKaHHS JIKAPCHKUX 3ac001B BIIOOpa)KaeThesl Yy MPOTOKOMI 1
OCTaTOYHOMY 3BiTi, 110 MICTUThH CIIBBIJHOIIEHHs (0ajJlaHC) MK IOCTaBJICHOIO 1
MOBEPHYTOIO KUTBKICTIO JIIKAPCHKUX 3aCO01B.

PerynsipHo ciij omiHtoBaTH e(peKTUBHICTH 3aX0/IiB MO0 BiKIUKAHb.

263. Ilig yac mpoBaJXKEHHs AISUNIBHOCTI 3 IMIIOPTY JIKAPCHKHX 3ac00iB (KpiM
aKTUBHUX (apMaleBTUYHUX IHTPEIIEHTIB) 3 METOI0 KOHTPOJIIO BIAMOBITHOCTI
BUMOTaM HaJIe)KHOI BHUPOOHHYOI MPAKTUKH, HAIEKHOI TNPAKTHUKU AUCTpHOyIii Ta
HAJIEKHOT TMPAaKTHKU 30epiraHHs, a TakKoXX pPO3POOJEHHS MPOIMO3ULIA 100
HEOOXIAHUX 3amo0lKHUX Ta KOPUTYBAJIBHUX 3aXO0JlIB HEOOXIHO MPOBOJUTH
CaMOIHCHEKII0 (BHYTPIIIHIN ayIuT).

[Tpumimienns, oOnagHaHHS, TOKYMEHTAIlll0, Mporec 30epiraHHs, KOHTPOJIb
SKOCT1, MUCTPUOYIIIO JIKAPChKUX 3ac00iB, MUTaHHS, IO CTOCYHOThCS IEPCOHAIY,
3axX0JId MIOJI0 pOOOTH 3 peKIamMallisiMy Ta MO0 BIAKIMKAHb, & TAKOXK CaMOIHCIEKIIil
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(BHYTpIIIHI ayIUTH) HEOOXITHO PETYISIPHO AOCTIIKYBATH BIAIMOBIIHO IO 3a3/1aJIETi/Ib
BU3HAYEHOI TpOTpaMu JJisd TEPEBIPKHA I1X BIAMOBIIHOCTI MPUHIIMIAM YIIPaBIiHHS
AKICTIO.

Camoincnekuii (BHYTpIIIHI ayJuTH) HEOOXIJHO MPOBOJUTH HE3AIEKHO 1
JOKJIaJHO;, iX TIOBHHHI 3/IMCHIOBATH KOMIIETEHTHI OCOOHM, MpU3HAYEHI 13 4YHCIa
MepcoHaITy JileH3iaTa. 3a HeoOX1JHOCTI MOKe OYTH MPOBEACHUM HE3aJICKHUN ayauT
EKCIIEPTaMH CTOPOHHIX MIANPUEMCTB, YCTAHOB Ta OpraHizaliiil.

[Tim dac mpoBedeHHS BCIX CaMOIHCIEKIIM HEOOXiJHO BECTH IMPOTOKONH, 5Kl
MOBHMHHI MICTUTH BCl CIOCTEpEXEHHs, 3poOJieHI mMiJg dYac CaMOIHCIEKITH, 1 3a
HEOOX1THOCTI MPOMO3UILIi MIOA0 3amo0IKHUX Ta KOPUTYBAJIBHHUX 3aXOJiB. Takox
NOBUHHI OYTH CKJIa/IeH1 3BITH PO /i, IPOBENIEHI 3a pe3yIbTaTAMHU CAMOIHCIIEKIIIH.

264. Tlix yac mpoBaJKEHHS MiSIBHOCTI 3 IMIOPTY JIIKAPChKHX 3ac00iB (KpiMm
aKTUBHUX (apMalleBTHYHHUX IHTPEHIEHTIB) YIOBHOBAaKEHOIO OCOOOK0 3IIHCHIOETHCS
BHJIaya J03BOJy Ha BHMYCK (peanmizaiiro) abo H03BOJIy Ha BUKOPUCTAHHA Yy
BUPOOHMIITBI cepii JiKapchKOTo 3aco0y.

YrnoBHOBakeHa 0co0a mepeBipsie BIAMOBIIHICTh OJIEPKAHMX JIIKAPCHKUX 3ac001B
CYNpPOBIIHUM JOKYMEHTaM I10J]0 HallMEHYBaHH4, J1KapchbKoi (OpMHU, BUILY Ta pO3MIPY
VIaKOBKH, KUIBKOCTI, JO3yBaHHs, HOMEpIB cepiil, TEpMiHIB MNPUAATHOCTI,
peecTpaLifHOro cTaTycy, BUpOOHHKA.

[Tepen Bumadero 103BOJTy Ha BUITYCK (pealtizalliro) cepii JiKkapchKoro 3aco0y abo
JI0O3BOJTy Ha BHUKOPHUCTaHHS y BHUPOOHHUIITBI YIMOBHOBaXK€HA o0co0a 3000B’s3aHA
NIEPEKOHATHCS B JJOTPUMAaHHI TAKUX BUMOT':

IMITOPTOBaHUH JTIKapChKUH 3aci0 3a3HAYEHO B JIOAATKY JIO JIICH3IT;

IMIIOPTOBAHUM JIIKApChKUM 3aci0 BIAMOBIAA€ TMOJOKEHHSAM peecTpaliifHuX
JIOKYMEHTIB Ha 1€} JIIKapChKHii 3aci0 (peecTpaliiftHoro 10che Ta/abo cnerudikaiiii Ta
METO/IB KOHTPOJIIO SIKOCTI, 3aTBepkeHnXx MO3);

cepist JIKapchbKOTO 3aco0y TMpOWIUIA KOHTPOJIb SIKOCTI  BIAMOBIAHO 0
cienudikamii Ta METOMIB KOHTPOJIO  SKOCTi, 3arBepMxkeHux MO3, 1m0
MiATBEPIKYETbCA  CepTU(IKATOM SKOCTI cepii JIKapchKOro 3aco0y, BUIAHUM
BUPOOHUKOM, YIIOBHOBa)KE€HA 0C00a SKOTO HAJIa€ O3B HAa BUITYCK Cepii;

BUPOOHUIITBO 3IMCHIOETHCS BIJMOBIIHO J0 BHUMOT HAJEXKHOI BHPOOHUYOL
MIPaKTUKH;

npo Oynb-siKi 3MiHM, IO BHMAararTh BHECEHHS 3MiH JI0 JIIEH31i Ha IMIIOPT
JKapChKUX 3ac00iB, TOBIJIOMJICHO BiJMIOBIIHOMY KOMIIETEHTHOMY YIOBHOBAXKCHOMY
OpraHy 1 oJiepKaHo MOTo J103B1J1 HA BHECEHHSI TAKUX 3MiH;

HAsSIBHUI BHUCHOBOK TIPO SIKICTh BBE3EHUX JIIKAPCHKHUX 3aCO0IB BIAMOBIAHO /0
[Mopsiaky 3aiiCHEHHS JEp)KaBHOTO KOHTPOJIO SIKOCTI JIKAapChbKUX 3aco0iB, IO
BBO3SThCS B YKpaiHy, 3aTBep/keHoro noctaHoBoto Kabinery MiHicTpiB YKpaiHu Bif
14 Bepecus 2005 p. Ne 902, aGo BHCHOBOK MpO BIAMOBIAHICTE MEIUYHOTO
IMyHOO10JIOT1YHOTO TIpenapary BUMOTraM JepXaBHUX 1 MDKHApOJHUX CTaHAAPTIB
BiJIMOBIHO JI0 MOPSJKY 3MIMCHEHHS KOHTPOJIIO 32 BIATOBIIHICTIO iIMyHOO10JIOTTYHUX
Ipenapari, L0 3aCTOCOBYIOThCS B MEIMUYHIA MPAKTHIl, BUMOTaM JepXKaBHHUX 1
MDKHApOJHUX CTaHIAPTIB, 3aTBepmKeHoro MO3;

http://yurist-online.org/



http://yurist-online.org/

70

1HITY iH(QOpPMAIIi0, IO CTOCYETHCS SKOCTI cepil JKapChbKOro 3aco0y, BpaxoBaHO.

Jo3Bin Ha BUIyCK (peamizamito) cepii JIKapchKOro 3aco0y BHIAETHCSA
YIIOBHOBAKEHOIO 0CO0OI0 JIiIIEH31aTa Ha MiACTaBl NIATBEPIKEHHS cepTU(iKaTa SKOCTI
cepii JIKapchbKOro 3aco0y, BUJAHOTO BUPOOHUKOM, YIIOBHOBaXK€HA 0c00a SIKOTO Ha/Iae
JIO3BUI HAa BHUIYCK CEpiid, Ta BHCHOBKY IPO SKICTh BBE3EHHUX JIIKAPCHKUX 3acO0IiB,
BUJAHOTO 3TiHO 3 [lopsinkoM 3a1HCHEHHS IepKABHOTO KOHTPOJIIO SIKOCTI JTIKAPChKUX
3ac00i1B, 10 BBO3SAThCSA B YKpaiHy, 3aTBEp/KEHUM IocTaHoBolo KabineTy MiHICTpiB
VYkpainu Bix 14 Bepecus 2005 p. Ne 902, a6o BUCHOBKY MPO BiAMOBIIHICTH METUIHOTO
IMyHOO10JIOTIYHOTO Tpenapary BHMOTaM Jep:KaBHUX 1 MDKHApPOJHUX CTaHAApTiB
BiJIMOBIHO IO TIOPSIKY 3MIMCHEHHS KOHTPOJIIO 32 BiATOBIIHICTIO iIMyHOOI0JOTIYHUX
npenapariB, 10 3aCTOCOBYIOThCS B MEIMYHIM MPaKTHIll, BUMOTaM JEpKaBHUX 1
MDKHApOAHUX CTAaHAAPTIB, 3aTBepkeHoro MO3.

265. Ilix yac mpoBajKEHHS MiSIBHOCTI 3 IMIOPTY JIIKAPChKHX 3ac00iB (KpiMm
aKTUBHUX (hapMaleBTUYHUX IHIPENIEHTIB) 30€piratoThCsl 3pa3ku 13 cepii JTIKapChbKOTo
3aco0y 3 MeTow 3a0e3ledeHHs 3pa3ka s  aHAIITUYHUX BHUNPOOYBaHb Ta
3a0e3medyeHHsT 3pa3ka IMOBHICTIO TOTOBOI MPOAYKINi. 3pa3kud MOAUISIOTHCS Ha JBi
KaTeropii:

KOHTPOJIBHHUI 3pa30K — 3pa30K 13 cepii JIKapChKOTO 3ac00y, KU 30epiracThes
3 METOI0 aHai3y 3a HeOOX1THOCTI, 1[0 BUHUKAE MPOTATOM TEpMiHY 30epiranss cepii,
SIKOT 1€ CTOCYEThCS;

apXiBHHUM 3pa30K — 3pa30K MOBHICTIO YIaKOBAaHOI OJMHMIII 13 cepii JIKapChKOIro
3aco0y, SIKUK 30epiraeTbcs 3 METOIO iMeHTHdIKAIil (HAIPUKIa, MPOTATOM TEPMIHY
30epiraHHs cepii, SKOi II€ CTOCYEThCS, MOXKE 3HAJOOMTHCS aHaji3 3pa3ka ado
YVIaKOBKHM,  MapKyBaHHS, JIMCTKa-BKiaauma  (IHCTPYKWIi A8 MEAUYHOTO
3aCTOCYBaHHS), HOMEpa cepii, JaTu 3aKIHYCHHS TEPMIHY MPUIATHOCTI. 32 BUHATKOBUX
o0CTaBHH, HANPUKIIAJ, SIKIIO HEBEIHUKI cepii YIMaKOBYIOTh JUIsl PI3HUX PHUHKIB abo0 mif
yac BUPOOHMIITBA JOPOTOBAPTICHUX JHKAPCHKUX 3aco0iB, apXiBHI 3pa3Ku He
30epiraroThCsl.

Jlnst mikapchKoro 3aco0y y 0aratboxX BHITaJIKaX KOHTPOJIBHI Ta apXiBHI 3pa3Ku
OynyTh TIpEACTaBICHI OJHAKOBO, TOOTO SIK IMOBHICTIO YIAKOBaHI OAWHUIN. Y TaKUX
BUIIAJIKaX KOHTPOJIbHI Ta apXiBHI 3pa3Ki HEOOX1THO PO3TIAAATH SIK B3a€EMO3aMIiHHI.

KonTponbpHi Ta/abo apxiBHI 3pa3ku BiJl KOXHOI cepii JIKapChKOro 3aco0y
NOBHMHHI 30epiratucs y BUpOOHHKA Ta/abo iMmopTepa Ta MOBHHHI OyTH JOCTYIHI Y
pa3i HeoOXiTHOCTI KOMIIETEHTHUM yITOBHOBA)KEHUM OpraHaM, Mpo IO 3a3HAYAETHCA Yy
BIJIMOBIAHOMY KOHTpPakTI MDK IMIOOPTEPOM Ta BUPOOHUKOM ab0 BIACHUKOM
peeCTparitHoro MOCBiTYEHHS.

KontponpHi Ta/abo apxiBHI 3pa3Kd OIUIHIOIOTHCSA Y BHIIAJKy, HANpUKIAL,
peKiiamallii 1moa0 SKOCTI JIKapChbKOro 3aco0y, 3aluTiB MO0 BIAMOBITHOCTI
peeCTpaliifHOMy IOCh€, 3alUTIB 3 TPUBOAY MapKyBaHHS/YIaKOBKM a00O 3 THUTaHb
bapmakoHarsny.

30epiraHHsi TPOTOKOJIIB MPOCTEKYBAHOCTI 3pa3KiB MOBUHHO OYyTH BHU3HAYECHO Y
BI/IMOBIIHMX KOHTPAKTaX; BOHU TOBMHHI OyTH JOCTYIHI [JI O3HAMOMJIICHHS
KOMIIETEHTHUM YITOBHOBAXEHUM OpTaHaM.
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KonTtponpHi Ta apxiBHi 3pa3Ku BiJ KOXKHOI cepii JIIKapChKOTO 3ac00y HEOOXiaHO
30epiraTd IIOHAWMEHINIE OJWH PIK TICAsA 3aKiHYCHHS TEpMiHYy MPHAATHOCTI.
KoHTpoipHUI 3pa30Kk MOBUHEH OyTH YNAaKOBAHHWI B MOro NEpPBUHHY YINAKOBKY a0o0 B
YIIaKOBKY 3 TOT'O CAMOI'0 MaTtepiaiy, 1110 1 HIEpBUHHUI KOHTEWHED, Y IKOMY JIIKapChbKUI
3acib mepeOyBae HA PUHKY.

KoHTponpHHUIT 3pa30K MOBHUHEH OYyTH JOCTaTHHOTO PO3MIPY [JIsl MPOBEICHHS
IIOHAMMEHIIIE JBOX TMOBHUX AaHAMITUYHUX JOCHIPKEHb cepli BIAMOBIAHO [0
JIOKYMEHTIB peecTpalifHoro nocke, 3atBepkeHnx MO3. Sknio HeoOXiTHUN TaKuit
aHami3, KOXXHUW pa3 IiJ Yac TPOBEICHHS aHATITHYHHX BHIPOOYyBaHb HEOOXITHO
BUKOPHUCTOBYBATH HEPO3KPUTI yIMaKOBKHU. bynb-sike 3anpornoHOBaHe BUKIIOUYEHHS II1€1
YMOBH Ma€ OyTH OOTPYHTOBAHO 1 y3TO/PKEHO 3 OPraHOM JIILIEH3YBaHHS.

KoHTposibHI 3pa3ku MOBUHHI OyTH pENpe3eHTATUBHUMHM JJIS Cepii JIKapChKOTO
3aco0y, 3 skoi BoHu BimiOpaHi. HeoOxigHo 3abe3meunTH, moO Bci HEOOXiaHI
aHaJMITUYHI Marepiaau 1 oOnagHaHHA Oynu B HasBHOCTI (abo MOCTymHI) s
MPOBEACHHS BCiX HABEJCHHWX B crenudikaiii BUIPOOyBaHb II€ OJWH PIK MICIA
3aKiHYEHHS TePMiHY MPUIATHOCTI OCTAaHHLOT BUPOOJICHOI cepii.

30epiraTu KOHTPOJbHI 3pa3Ku JIKapChbKOTo 3aco0y HEOOXITHO BIJIMOBIIHO 0
BHUMOT HaJISKHOI IPAKTUKH 30€piraHHsl Ta HaJeKHOI BUPOOHNYOI MPAKTUKHU.

SIKI10 BIIACHUK PEECTPALIHOTO MOCBITYEHHS HE € OJHOYACHO IMIIOPTEPOM
IIOTO  JIIKapChKOro  3aco0y, OO0OB’sA30K  Mm0oJ0  Bigbopy 1  30epiraHHs
KOHTPOJIBHUX/apXiBHUX 3pa3KiB BUZHAYAETHCS B JOTOBOP1 (KOHTPAKTI) MI?K CTOPOHAMMU
BIJIMOBITHO 710 MyHKTY 259 mux JlineH31iiHUX yMOB.

YrnoBHOBakeHa ocoba immopTepa, ska cepTudikye cepiro Uisi TPOAAXKY,
3a0e3neuye, mo0 Bcl BIAMOBIIHI KOHTPOJBHI Ta apXiBHI 3pa3ku Oyld JOCTYIHI
IOPOTATOM BIAMOBIIHOTO TEpMiHY. 3a HEOOXIZHOCTI BCI OOOB’A3KM MO0 TaKOTO
JOCTYIy BU3HAYAIOTHCS B JOTOBOP1 (KOHTPAKTI).

KonTponpHi 3pa3ku nikapchKkuX 3aco0iB HEoOXimHO BimdOupatu 1 30epiratu B
IMIIOpTepa, po3TalloBaHOro B YKpaiHi, abo y BUPOOHMKA BiANOBIHO A0 JOTOBOPY
(KOHTPAKTY).

ApXiBHI 3pa3Kkd TOBUHHI TPEJCTABISATH CEPII0 JIKAPCHKOTO 3aco0y y TOMY
BUIJIS/IL, B SKOMY BIH BBO3UTBHCS Ha TEPUTOPII0 YKpaAiHUW 1 BUKOPUCTOBYETHCS IS
aHaJi3y 3 METOO MiATBEPXKEHHS B1JIMOBITHOCTI PEECTPAIIHHOMY JIOCHE.
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Jomatoxk 1
1o JlineH31iHuX yMOB

(HaliMeHyBaHHS OpTraHy JIICH3yBaHHS)

3ASBA
PO OTPUMAaHHS JIiIIeH31i Ha MPOBaHKEHHS TiSIILHOCTI 3
BUPOOHUIITBA (BUTOTOBJICHHS ) JIIKAPCHKHUX 3aC00IB B YMOBaX amlTeKH,
ONTOBO1, PO3APIOHOT TOPTriBJIl JIIKAPCHKUMU 3aCO0aMHU

3100yBay nineH3ii

(HaltMeHyBaHHSI, MiCLIe3HAXOKEHHS IOPHINYHOI 0COOH)

(mpizBuIe, iM’s1, IO 6aTHKOBI KepiBHUKA FOPHIUIHOT 0co0H, Kox 3rinHo 3 €IPIIOY)

(npizBuie, iM’s1, 0 6ATHKOBI (i3MYHOT 0COOH — ITi AIPUEMIIS)

(cepist, HOMep macnopra, Jata BUaadi,

opraH, [0 BUAAB MacIOPT, MiCIle IPOXKUBAHHS)

Howmep Tenedony Agnipeca eeKTPOHHOI MOLITH

OpranizariiiiHo-TipaBoBa ¢opmMma:

Peectpauiiinnii HoMep OOJIIKOBOI KapTKU IJIaTHUKA MOAATKIB (I (pi3MyHOI
0CO0M — MiANPUEMIIS)*

Inentudikamniinuit Ko pUAUYHOT 0OcoOu

[Ipomry BuaTH JiIIEH3110 HA MPOBAKEHHS TAKOTO BUY MisUTBHOCTI

BUPOOHUITBO (BUTOTOBJIEHHS) JIIKAPCHKUX 3aC001B B yMOBaX alNTeKu 0
OIITOBA TOPT1BJIA JIKAPCHKUMU 3ac00aMu [
po3apiOHA TOPTIBIIS JIIKAPCHKUMHU 3aC00aMU 0
3a TaKUM MiclieM (MiCIIIMH) TIPOBA/KSHHS TOCIOIaPChKOT TisTBHOCTI:
Anpeca Micis NpoBaKEHHS
. rOCIOAAPCHKOT AISITBHOCTI
Micue npoBaaKeHHs cronap A . .
N (iHnekc, obnacTb, paifoH, Bun rocnonapcebkoi
roCIOAapChKOT . ; . .
. x MICTO/CEHIIE MICBKOTO JiSIBHOCTI
JISIBHOCTI
THUILYy/CeN0/CeNuILe, BYJIULI,
OyJIMHOK TOIIIO)

[Mpomry 3a wiciem (MicssMH) TPOBADKEHHS TOCIHOJAPCHKOI  JiSUTBHOCTI,
3a3Ha4eHUM(UMU) Y IIi{ 3asiBi, POBECTH MEPEBIPKY:
HasBHOCTI MaTepiaIbHO-TEXHIYHO1 0a3u, kBami(ikallii mepcoHary

YMOB HIOZO 3Ai1CHEHHS KOHTPOJIO SIKOCTI JIIKAPChKUX 3aC00i1B, 110
BUPOOJIATUMYTHCS

Kpim enekTpoHHOTO BUTIIANY, OakKat0 OTPUMATH JIIIIEH31I0 Ha TTAaepOBOMY HOCI:

HapO4HO []
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2 ITponosxenHs nonatka 1

MOIIITOBUM BiIIIPABJICHHSIM 32 MICII€3HAXO[KEHHSIM/MiCIIeM 0
MIPOXKUBAHHS

JliteH31iHUM yMOBaM MPOBAKEHHS TOCMOAAPCHKOI MISUTBHOCTI 3 BUPOOHHUIITBA
JIKapChKUX 3aco01B, ONTOBOI, PO3APIOHOI TOPriBiIl JIKAPCHKUMH 3ac00aMH, IMIIOPTY
JIKapChKUX 3ac00iB (KpiM aKTUBHUX (papMarieBTUYHUX I1HTPEIIE€HTIB) BIAMOBiAAIO 1
3000B’A3yIOCh 1X BUKOHYBATH.

Jlato 3rony Ha 0OpOOKY NEPCOHANBHUX JAaHUX 3 METOIO 3a0€31€UEHHS] BUKOHAHHS
BuMor 3akoHy Ykpainu “IIpo simeH3yBaHHS BHIIB TOCHOAAPCHKOI MisUTBHOCTI” (st
b13uIHOT 0COOM — TAPHEMIIS).

[Ipo pimeHHs, TpUIHATE 3a pe3yIbTaTaMH PO3IIIALY 1i€l 3as1BU, TOBIJOMUTH:
HapO4YHO

MOIITOBHMM BIJIIPaBICHHSM 3a MICII€3HAXO0PKCHHIM/MICIIEM

IIPOKUBaHHA
B €JIEKTPOHHOMY BUIJISIAI O
(mocama ocobwu, sika mojana 3asBy) (mmiamuc) (iHimianu, mpi3BHUILE)

[13 2 20_ pOKy
JlaTa i HOMep peecTpartii 3asBu ‘7 20 poky Ne
(mocana ocobwu, sika IPUITHsIA 3a5BY) (mimmc) (iHimianu, mpi3BUIIE)

13 2

20 poky

* Jlnst ¢isnvHUX 0ci0, sIKi 4epe3 CBOI pejiriiHi MepeKOHaHHS BiIMOBIISIOTHCS B MPUUHSATTS
peecTpariiiHoro Homepa OONIKOBOI KapTKW IIaTHUKA TOAATKIB Ta OQIIifHO MOBIJOMWIN PO 1€
BiJIITOBITHOMY KOHTPOIIOI0OYOMY OpTaHy i MalOTh BiIMITKY B IACIIOPTi, — CEpisi Ta HOMEP MacIopTa.

** 3a3Ha4acThCA:

JUTsE. BUPOOHMIITBA (BUTOTOBIICHHS) JIKAapCHKMX 3acO0iB B yMOBaxX amnTeKu — amnTeka i3
3a3HaveHHsM ii HoMepa, HaiiMeHyBaHHsI (32 HassBHOCT );

JUIS. ONITOBO{ TOPTiBII JIKAPCHKUMHU 3aC00aMu — anTedHuil ckiaj (6a3a) i3 3a3Ha4eHHSIM HOro
HOMepa, HalMEeHYBaHHS (32 HasiBHOCTI), 3aralibHOT IJIONI Ta IUTOIi BUPOOHHMYUX MPUMIIIECHB;

Ul pO3ApiOHOT TOPriBNi JIIKAPCBKMMH 3aco0aMM — anTeka i3 3a3HauyeHHsAM il Homepa,
HaliMeHyBaHHs (3a HasBHOCTI); aNTEYHUWH MYHKT i3 3a3HAUYEHHSIM HOro HOMepa, HaliMeHyBaHHA (3a
HasBHOCTI), HOMEpa Ta HaliMeHyBaHHS (32 HAsSBHOCTI) alTeKH, CTPYKTYPHUM ITiJPO3/IIJIOM SKOT BiH €,
JKyBaJbHO-TIPO(IIaKTUIHOTO 3aKIaly, B SKOMY BiH PO3TAIlIOBaHUH.
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Honatok 2
1o JlineH31iHuX yMOB

(HaliMeHyBaHHS OpraHy JIIIEH3YBaHHS)

3ASBA
PO OTPUMAaHHS JIIIeH31i Ha MPOBAHKEHHS I'OCTI0IapCHKOI TISUTPHOCTI 3 BUPOOHUIITBA
JKapChKUX 3aC001B (ITPOMUCIOBOTO)

[Tpoury BuAaTH JILUEH31I0 Ha MPOBAJKEHHS TOCHOAAPCHKOi MISUIBHOCTI 3
BUPOOHUIITBA JTIKAPCHKUX 3aC001B (IIPOMHUCIOBOTO).

|. 3aranpHa iHdOpMalIis Ipo 3assBHUKA

HaiimenyBaHHS IOpUANYIHOT 0OCOOM ™

Micue3HaxoUKEHHS FOpUINIHOI 0co0H

[1pi3Buie, iM’s1, 1o OATHKOBI KEpiBHUKA IOPUIMIHOI 0cOOU

IpisBuie, imM’s, 1o 6aThbKOBI (HI3UIHOT 0COOM — IIATPHEMIIS

Oprani3zaniitHo-mipaBoBa hopma

InenTHdikaifHui KOJ1 FOpUIMYHOI 0coOU

KoHnTakTHa iHpopMalis

Howmep Tenedony Howmep dakcy

E-mail

[ToTouyHMi paXyHOK B HalllOHAJIbHIN BaJIIOTI

Ne

B

[Torounuit paxyHOK B iIHO3€MHill BaItOTI

Ne

B

D-U-N-S nomep (3a HasBHOCTI)
(ioenmudhikayitinuii nomep Oinbhuyi, Hanpukiad, womep D-U-N-S oinenuyi (Data Universal
Numbering System — oani ynieepcanvhoi Homephoi cucmemu) — YHIKATIbHUL [0eHMUPDIKAYIUHULL
Homep, nadanuti Dun&Bradstreet, a6o oani GPS (Global Positioning System — ciobarvna
cucmema Hasieayii ma 6U3HAYEHHs PO3MAULYBAHHS), aDO HOMep [HWOI cucmemu SUHAYEHHS.
2e02papiuHo20 po3mauly8aHHs)
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JlokymenT, mo 3acBiguye Gi3udHy 000y — MiANPUEMIIS

Cepis macmopra Howmep nacnopra

Jara Bumaui Opras, 1110 B11aB IacIOPT

Micue npoxkuBanHs (11 Gi3uaHOT 0COOM — T IPHEMIIS)

Peecrpaniiinuii Homep 00JIIKOBOT KApTKH IJIATHUKA MOJATKIB**

I1. Indopmariis npo AiAABHICTE 3 BUPOOHUIITBA
JKapchKHX 3ac001B, Ky IUIaHY€ MPOBAJAUTHU 3asBHUK

(yetl po30in 3an08HIVEMBCSL OISl KONHCHO2O OKPEMO20 MIiCYs
npPOBAdHCeHHs OILTbHOCHI, IKe POZMAUOBAHE 3d THUIOI0 A0pPecoio)

Anipeca MicIis TPOBAKCHHS TISUIBHOCTI

Address of manufacturing location

KonraktHa iHpOpMaItis

Howmep Tenedony Howmep dakcy

E-mail

3a ajgpecoro CTPYKTYPHOTO MiIPO3ALTY HasIBHI (3a3Hayumu HeoOxioHe)

BUPOOHUYI IUIBHMUIIL 3 IEPENIKOM JIKapChbKUX GopmM™ ]
30HU KOHTPOJIIO SKOCTI 0
CKJIQJIChK1 30HU (TPUMILLIEHHS 1 30epiraHHs) B
30HU 3J1MCHEHHS BH1a4l 103BOJTY Ha BUIYCK JIIKapChbKUX 3ac001B N

[Tepenik mikapcbkux ¢GopM Ta BHPOOHMYMX OINEpalliid, SKi 3alulaHOBaHI 0 BUPOOHUIITBA 3a
MEBHUM MICIIEM NMPOBAIKEHHS AISUIBHOCTI Ta MOTPEOYIOTH JIIIEH3yBaHHS *
(6ubpamu HeoOXiOHe i3 CNUCKY):

1. BUPOBHMYI OIIEPALIIl — JIIKAPCHKI ®OPMU

1.1. CrepunbHi IPOAYKTH
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. AcenTHyHO BUTOTOBIICHI (BUPOOHWYI orepartii i HAaCTYITHHUX JiKapChKUX (GOopM)
.1. PiguHu B yIIakoBKax BEJIMKOTO 00’ €My

2. Jlioginizatu

3. M’siki

4. PimuHu B ymakoBKax Majoro o0’eMmy

.5. TBepai Ta IMIUTAHTAHTH

.6. Inmi (3a3HaunTH)

. lllo migmaroThes KiHIEBIH cTeprIIi3allil (BUpOOHIUI omeparii it HACTYITHUX JIKapChKUX (hopM)
2.1. PimuHu B ynakoBKax BEITHKOTO 00’ €My

2.2. M’siki

2.3. PiguHu B ymakoBKax Majioro o0’emy

2.4. Trepni Ta iMITIaHTaHTH

2.5. IHmni mpomyKTH, 10 MiANAI0THCS KiHIEBIH cTepuii3anii (3a3HaunTh)

1.
1.
1.
1.
1.
1.
1.
1.
1.
1.
1.
1.
1.
1.1.3. Ceptudikanis cepiii CTepUIbHUX MPOIYKTIB

1.
1.
1.
1.
1.
1.
1.
1.
1.
1.
1.
1.
1.
1.

1.2. HectepunibHi TPOAYKTH

1.2.1. HectepusbHi npoayKTy (BUPOOHUYI Omeparlii sl HACTYITHUX JTIKapChbKUX Popm)
1.2.1.1. Kamncynu tBepai

1.2.1.2. Karnicynmu M’ axi

1.2.1.3. XXyBanbHi rymu

1.2.1.4. ImnperHoBaHi MaTpui

1.2.1.5. Piguan U1 30BHITITHBOTO 3aCTOCYBaHHS
1.2.1.6. Piguau a7t BHYTPIMIHBOTO 32aCTOCYBAaHHS
1.2.1.7. MeauyHi ra3u

1.2.1.8. Iamri TBepai mikapchKi hopMu

1.2.1.9. [Ipenaparu mig THCKOM

1.2.1.10. 'enepatopu pamioHyKIiIiB

1.2.1.11. M’sixi

1.2.1.12. Cyno3uropii

1.2.1.13. Tabnetku

1.2.1.14. TpancnepManbHi macTupi

1.2.1.15. Cromarosnoriuni Marepianu

1.2.1.16. Inmi (3a3HaYUTH)

1.2.2. Ceprudikariis cepiii HeCTepUILHUX TPOYKTIB

1.3. BionoriyHi jikapcbki 3acoou

1.3.1. biomoriyHi JikapchKi 3aco0u

1.3.1.1. [Ipenapatu KpoBi

1.3.1.2. ImyHOOGiosori4Hi JiKapchbKi 3ac00n

1.3.1.3. JlikapchKi 3aco0u KIIITHHHOI Teparii

1.3.1.4. Jlixapcbki 3acobu reHHol Teparmii

1.3.1.5. biorexHooriuHi JIikapchbKi 3ac00n

1.3.1.6. [IpenapaTu, ekcTparoBaHi 3 TKaHUH JIFOAWHU 200 TBapHH
1.3.1.7. JlikapchKi 3acoOu TKAaHWHHOT 1HKeHepil

1.3.1.8. Inmmi (3a3Ha4nTH)

1.3.2. Ceprudikanis cepiii (mepemix)

1.3.2.1. IIpenapaTtu kpoBi

1.3.2.2. ImyHOOio0JOTi4HI JIIKAPCHKi 3ac00U

1.3.2.3. JlikapchKi 3aco0u KIITHHHOT Teparii

1.3.2.4. JlikapceKi 3acobu TeHHO1 Tepartii

1.3.2.5. bioTexHoJIOTi4HI JIIKapChKi 3ac00n

1.3.2.6. IIpenaparu, ekcTparoBaHi 3 TKAHHUH JIFOJIUHU a00 TBAPHH
1.3.2.7. JlikapchKi 3aco0u TKAaHWHHOT 1HKeHepil

1.3.2.8. Inmi (3a3Ha4nTH)

1.4. Tauni npoaykT a00 BUPOOHHUYA TTisTHHICTD
http://yurist-online.org/
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1.4.1. BupoOHHUIITBO

1.4.1.1. IlpoayKTH 3 pOCITMHHOI CHPOBHHH
1.4.1.2. T'omeonatnyHi npenaparu

1.4.1.3. Inmi (3a3Ha4nTH)

1.4.2. Crepumizaliisi akTHBHHX PEUOBHH/JONOMIKHUX PEYOBHUH/TOTOBOT PO TYKIIii
1.4.2.1. ®inprpartis

1.4.2.2. CyxokapoBa cTeputizallis

1.4.2.3. Crepwmizaltist mapom

1.4.2.4. XiMiuHa cTepuIi3allis

1.4.2.5. 'aMMa-BUTIPOMIHIOBaHHS

1.4.2.6. EnekTpoHHO-TIPOMEHEBA CTEPHITI3allis
1.4.3. Tami (3a3HaYNTH)

1.5. TTakyBaHHs

1.5.1. IlepBuHHe maKyBaHHs/BUPOOHMYI OTIeparii [Ist HACTYITHUX JIKapChKUX (hopM
1.5.1.1. Kamncynu tBepai

1.5.1.2. Kancynu m’siki

1.5.1.3. XKyBanpHi rymu

1.5.1.4. ImnperHoBaHi MaTpwiIi

1.5.1.5. Pingunu JU1s 30BHIIIHBOTO 3aCTOCYBaHHS
1.5.1.6. Piguau a7t BHYTPIMIHBOTO 32aCTOCYBAaHHS
1.5.1.7. MenunuHi razu

1.5.1.8. Inmi TBepai Jikapcbki opMu

1.5.1.9. [Ipenapatu mijg THCKOM

1.5.1.10. I'eneparopu pagioHyKITi B

1.5.1.11. M’siki

1.5.1.12. Cynosuropii

1.5.1.13. TabneTku

1.5.1.14. TparcaepManbHi miacTupi

1.5.1.15. Cromaromnoriuni Marepianu

1.5.1.16. Tnui (3a3Ha4nTH)

1.5.2. BropuHHe nakyBaHHs

1.6. IlpoBenenHs: BUNIPOOYBaHb Y paMKaX KOHTPOIIIO SIKOCTI
1.6.1. Mikpo0iooriuHi: CTEpHIbHICTh

1.6.2. Mikpo6ionoriudi: MikpoOioJoTi4Ha YrCTOTa

1.6.3. ®iznuni/XimiuHi

1.6.4. bionoriuHi

2. BUPOBHMUI OITEPALIIl — AKTHMBHI ®APMALIEBTUYHI IHT PEJIIEHTU
2.1. BupoOHUIITBO aKTUBHOI PEYOBHMHH HUISIXOM XIMIYHOTO CHHTE3Y

2.1.1. BupoOHHIITBO aKTHBHUX POMIXKHHX PEUOBHH

2.1.2. BUpoOHHMIITBO HEOUHIIICHOI'O aKTHBHOTO (hapMalleBTUYHOTO 1HIPEIIEHTA

2.1.3. ConeyTBOpEHHS/OUHIICHHS (3a3HaYUTH) (HAPHUKIIA1, KPUCTAIi3allis)

2.1.4. Tnmi (3a3HAYUTH)

2.2. OTpuMaHHS aKTUBHOTO (papMalleBTUYHOIO iHIPEieHTa 3 MPUPOAHUX KEPET
2.2.1. OTpumaHHs pe4OBUHH 3 POCIUH

2.2.2. OTpuMaHHS PEYOBUHH 3 TBAPHUH

2.2.3. OTpumaHHS PEYOBUHH 3 JIOACHKOTO Keperna

2.2.4. OTpuMaHHs pE4OBHHHU 3 MiHEPAJIBHOTO JKEpea

2.2.5. Moaudikaiiist oTpuMaHol peYOBHHHU (3a3HAYUTH JPKEPEIIO)

2.2.6. OuurieHHs OTPUMAHOI PEIOBHHM (3a3HAYUTH HKEPETIO)

2.2.7. Iame (3a3Ha4nTH)
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2.3. BUpOOHHUIITBO aKTUBHOTO (papMaIeBTHUYHOTO IHIPEAIEHTA 3 BUKOPUCTAHHIM O10JIOTIYHHUX
MIPOIIEeCiB

2.3.1. ®epmenTalis

2.3.2. KynbTypa KIiTHH (3a3HaYUTH THUI KITITHH) (HAIPHUKJIa], CCaBIliBOaKTepiaibHi)

2.3.3. Bunineuss/oynIeHas

2.3.4. Moaudikarrist

2.3.5. Inme (3a3Ha4NTH)

2.4. BUpoOHHIITBO CTEPIIILHOTO aKTUBHOTO (DApMaIleBTUIHOTO iHTPEIiEHTa
(po3minm 2.1, 2.2 1 2.3 3aMOBHIOIOTHECS Y pa3i He0OXiTHOCTI)

2.4.1. AcenTuyHO BUTOTOBJICHI

2.4.2. Ilpenaparw, 110 MiAAAIOTHCS KIHIIEBIH cTepriizarii

2.5. CryneHni 3araipHOi 0OpoOKH

2.5.1. CrymeHni ¢izngHOi 00p0OKH (3a3HAUNTH) (HAPUKIIA/l, CYIIiHHS, TIOAPiOHEHHS / MIKPOHI3aIlis,
MIPOCIIOBaHH)

2.5.2. TlepBuHHe TaKyBaHHA (3aKyMOPIOBaHHS/TEpPMETU3AIlisl aKTUBHOTO  (papMaleBTHYHOTO
IHTpeieHTa TaKyBaJTbHIUM MaTepialioM, SIKHI iepe0yBae B MPSMOMY KOHTAKTi 3 PEUOBHHOIO)

2.5.3. BropunHe nakyBaHHS (PO3MIIIEHHS TePMETHIHOI MIEPBUHHOI YITaKOBKH BCEPEINHI 30BHIIIHEOTO
MaKyBaJbHOTO Martepiany abo KoHTeliHepa. Lle Takox Bkitodae Oyab-sike MapKyBaHHS MaTepiany s
igeHTudikamii abo MpocTeKyBaHOCTI (HyMepallisl cepii) akTUBHOTO (papMalieBTUYHOTO iHIPEIieHTa)
2.5.4. Inme (3a3HaunTH) (U1 ONepalliil, He 3a3HAYSHIX BUIIIE)

2.6. [IpoBeneHns BUNpoOyBaHb Y paMKaX KOHTPOIIIO SIKOCTI

2.6.1. ®izuuHi/XiMidHI BUTIPOOYBaHHS

2.6.2. Mikpobionoriudi BupoOyBaHHs (KpiM BUTIPOOYBaHHS CTEPHIBLHOCTI)

2.6.3. Mikpo6iosnoriuHi BUPOOyBaHHs (BKJIIOYAIOUU BUMIPOOYBAHHS CTEPUIBHOCTI)
2.6.4. bionoriuHi BUPOOYBaHHS

3. 3bEPI'AHHA

3.1. 36epiranHs roToBO1 MPOAYKIIT
3.2. 30epiraHHs CHpOBHUHU

3.3. 30epiranHs MaTepialis

4. BUPOBHUITBO JOCIIIXXYBAHUX JHIKAPCBKUX 3ACOBIB

4.1. BupoOuuirso Jiikapcbkux 3aco0iB s I, 11 1 111 ¢a3u kIiHIYHUX JOCTIIKEHD

I11. Oco6nuBi yMOBH MPOBaIXKEHHS AiSUTBHOCTI

[adopmariis moa0 ynmoBHOBaXXEHUX 0C10

(npizsuwye, im’s, no bamvKoei)

IHdopmartis 1m0/10 KOHTPAKTHUX BUPOOHHUKIB JIIKAPCHKHUX 3aC00iB

(Hatimeny8aHHs, MICYE3HAXOONCEHH Ma Micye NPOBAONCEHHsL Qi IbHOCMI)

Indopmartist 11010 KOHTPAKTHUX JabopaTopii

(Hatimeny8aHHsA, MICYE3HAX0OINCEHHA MA Micye NPOBAONCEHHsL QisIbHOCTI)

[Ipomy 3a MicueM/MICIIMA TIPOBAXKCHHSI TOCMOAAPCHKOT  IsUIBHOCTI
MPOBECTHU MEPEBIPKY MaTepialibHO-TEXHIYHOI 0a3u, KBali(hiKOBAaHOTO MIEpCOHAITY, a
TaKO’X YMOB 11010 KOHTPOJIIO SKOCTI JIIKapChKUX 3aC001B, 10 BUPOOIATUMYTHCS

JlomaTkoBO 10 e1eKTPOHHOT (OpMH OaKar0 OTPUMATH JIILICH31IO

http://yurist-online.org/



http://yurist-online.org/

6 ITponosxeHHs nonaTka 2

Ha MarnepoBoMy HOCIi
baxkaro oTpumat nineHs3iro:

HapO4YHO

(I I N

MOIITOBUM BIJIIPaBICHHSM 32 MICIIE€3HAXOXKCHHIM/MICIIEM TTPOKUBAHHS

3 TOpsSIAKOM OTpPUMaHHS JileH311 o3HarlomyieHnid. JIieH31MHUM yMoOBam
MPOBAKEHHSI TOCMOJAAPCHKOI TISIIBHOCTI 3 BUPOOHHUIITBA JIIKAPCHKUX 3ac00iB,
ONTOBOI Ta PO3APIOHOT TOPriBII JKAPCHKUMH 3ac00aMM, IMIOPTY JiKapChKUX L
3aco0iB  (KpiM aKTHBHUX (apMarieBTUYHUX 1HTPEIIEHTIB) BIAMOBIIAKD 1
3000B’S3YIOCh 1X BUKOHYBATH.

3rozeH Ha 00pOOKY MEPCOHAIBHUX JIAHUX 3 METOIO 3a0€3MeYeHHSI BUKOHAHHS
BuMor 3akoHy Ykpainu “TIpo mileH3yBaHHsS BMJIB TOCHOAApCHKOi AisyibHOCTI” U
(st Bi3MUHOT 0COOM — IMiAMPHEMIIS)

[Ipo pimeHHs, MPUUHATE 3a pe3yiabTaTaMH PO3TIALY i€l 3asBU, TPOITY
MIOBIJOMUTH:

HAapOYHO N
TIOLITOBUM BiJIIPABJIEHHAM 32 MiCIIE3HAXO0PKEHHAM/MICIIEM TTPOKUBAHHS N
B €JIEKTPOHHOMY BHIJISI N

KepiBHuk 3asiBHHKA 200 ¢izndHa
ocoba — minpueMenb

(miamuc) (iHimianu, mpi3BHIIE)

(13 2 20_ pOKy
(mocaza ocobw, sika IpUIHSIIA 3asBY) (migmuc) (ininiany, npi3BuIIe)

(13 29 20_ pOKy

* 3rigHo 3 JAaHUMU €IUHOTO JEPXKABHOI'O PEECTPY IOPUAMYHHMX 0Ci0, (Gi3MYHMX 0Ci0 —
HiATNPHEMIIB TA TPOMAJICBKUX (OPMYBaHb.

*# Jlnst GpizuuHuX ociO, siKi depe3 CBOi peliriiHi MepeKOHaHHsS BiAMOBISIOTHCS BiJ MPUHHATTA
peecTpariiinoro Homepa OONIKOBOI KapTKM IJIaTHUKA TOJATKIB Ta OGIIiHHO MOBIIOMWIM TIPO IIe
BiJIIIOBIAHOMY KOHTPOJIIOI0YOMY OpraHy i MaloTh BiIMITKY B IaCHIOPTi, — cepisl Ta HOMEP Macrnopra.
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Jomatok 3
1o JlineH31iHuX yMOB

(HaliMeHYBaHHS OpTraHy JIIICH3yBaHHS)

3ASBA
PO OTPUMAHHS JIIeH31i Ha MPOBAKEHHS TOCMIOAAPCHKOT
JISITBHOCTI 3 IMIOPTY JIIKAPCHKUX 3aC001B
(KpiM aKTUBHUX (papMalleBTUYHUX 1HTPEIIEHTIB)

[Tpoury BuaaTH JLIEH3110 HA TPOBAHKEHHS TOCMOIAPCHKOI IISIIBHOCTI 3 IMIIOPTY
JIKapChKUX 3ac00iB (KpiM aKTUBHHUX (papMaIieBTUUHUX 1HTPEITIEHTIB).

I. 3aranbHa iH(MOpMaIIis Ipo 3assBHUKA

HalimenyBaHHs ropuanyHoi ocoOu™

Micuie3HaxoKeHHs FOPUIUIHOI 0COOn

I[1pi3BuiLe, iM’s1, 10 6aTHKOB1 KEPIBHUKA IOPUIUIHOI OCOOU

I[IpizBuie, iM’s, MO0 6aThKOBI (Hi3UIHOT 0OCOOM — I TPUEMIIS

OpranizaitiiiHo-mipaBoBa ¢opma

Inentudikamiinuii Ko ropuIUnYHOI 0coOU

KonTakTtHa iHdopmartis

Howmep tenedony Howmep daxcy

E-mail

[Torounuii paxyHOK y HalliOHAJIbHIN BaJIIOTI

Ne

B

[Torounuii paxyHOK B iIHO3EMHiH BaJIIOTI

Ne

B
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D-U-N-S rHOoMep (3a HassBHOCT1)

(ioenmudgpixkayitinuti Homep OinbHuyi, Hanpuxiao, Homep D-U-N-S dinonuyi (Data Universal
Numbering System — oani ynieepcanvrnoi nomeproi cucmemu) — yHiKaATbHUL
i0enmudpixayitinuii Homep, naoanuti Dun&Bradstreet, abo oani GPS (Global Positioning
System — enobanvha cucmema nasieayii ma usHaueHHs poO3MAULY8aHHs), AOO HOMED THULOT
cucmemu 8UHAYEHHs 2e02PAPDIUH020 PO3MAULY8AHHS)

JlokyMeHT, 110 3acBifuye pi3nyHy 0co0y — MiANPUEMIIST

Cepis nmacniopta Howmep nacnopra

JlaTta Buyaui OpraH, 1110 BUAAB NACIOPT

Micuie npo>xuBaHHs (17151 (H13UIHOT 0COOM — MM AMPUEMIIS )

Peectpartiiianii HoMep 00J1IKOBOT KapTKH IUIATHUKA MTOAATKIB**

II. Tndopmariist mpo AISATBHICTD 3 IMIIOPTY JIKAPCHKUX
3ac00iB, Ky IUIaHY€E IPOBAINTH 3asIBHUK

(yet po30in 3an08HIVEMBCS 0718 KOHCHO20 OKPEMO20 Micys
NPOBAdIHCEHHs OILTbHOCHI, IKe POZMAUOBAHE 3d THUIOI0 A0pPecoio)

HaiimenyBaHHS CTPYKTYpHOTO miipo3ainy (a6o HaiMeHYBaHHS FOPUAMYHOI 0CO0N)

AJipeca CTpYKTYPHOTO MiAPO3ILTY (aapeca MICIs TPOBAKEHHS TISIIBHOCTI)

KonrtakTHa iHpOpMaltis

Howmep Tenedony Howmep dakcy

E-mail

3a agpecoro CTPYKTYPHOTO MiAPO3ALTY HasIBHI (3a3Hayumu HeoOXioHe):

CKJIQJICHK1 30HU (MPUMIIICHHS 17151 30epiraHHs) []
YMOBH II[OJI0 KOHTPOITIO SKOCT1 N
30HU 3[1ACHEHHS BUIa4i I03BOJTY Ha BUIYCK (peaizailiro) cepii TikapchKoro 3acody 0

Tun npoaykIii, O MIaHY€ETHCS IMITIOPTYBATH (3A3HAYUMU HeOOXiOHe):

IMIOPT 3apeeCTPOBAHUX F'OTOBUX JIIKAPCHKUX 3aC001B [

IMITOPT 3apEECTPOBAHUX JIIKAPChKUX 3ac00iB y opmi “in bulk” (mpomykii “in bulk™) [

1HIIIA AISUTBHICTD 3 IMIOOPTY JIIKAPCHKUX 3aC001B (6)0b-sKa iHwa JisbHICMb, He 3a3HaAYeHa suuye)

[ae (3a3nauumu 3a nassnocmi) [

YMOBH 111010 KOHTPOJTIO SIKOCTI1 JIIKapChbKHUX 3ac00iB, IKi OyIyTh BBOSUTUCS Ha TEPUTOPIIO
VYkpainu, Ta iHopMallis PO YIIOBHOBAXKEHUX 0CIO (3a3HauUacmubcst OKpemo 0Jisi KO#CHOL
YINOBHOB8AICEHOI 0COOU)

HasiBHI yMOBH 1110/10 KOHTPOJIIO SIKOCTI JTIKAPChKUX 3ac001B, sIKI OyAyTh BBO3UTHCS Ha
TEPUTOPi0 YKpaiHU

ITocana
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[IpizBumie
Im’s

ITo O0aTpKOBI
Ocsita

Crax pobotm 3a
daxom

[Ipomry 3a micueM/MiCIIIMA MPOBAKEHHSI T'OCIOIAPCHKOI MisUIBHOCTI MPOBECTH 0
NEepeBipKy MaTepialbHO-TEXHIYHOI 0a3u, KBami(pikOBAaHOTO MEpPCOHANy, a TaKOX

YMOB IIOAO 3/IACHEHHS KOHTPOJIIO SKOCTI JIKApChKUX 3ac00iB, MmO OyayTh
BBO3UTHCS HA TEPUTOPit0 YKpaiHu

JlonatkoBo 10 eneKTpoHHOI Gopmu Oakato OTpUMATH JIILEH31I0 Ha ManepoBOMY [
HOCI{

baxxaro oTpumaTH JiIeH3io:

HapO4YHO [
MOIITOBUM BiANPABICHHIM 3a MiCII€3HAXOPKEHHAM/MICIIEM TIPOKHBAHHS [
3 m[opsAKOM OTpUMaHHS JineH3ii o3HaiiomneHuid. JlineH3iiiHUM —ymMoBam []

IPOBA/DKEHHS TOCIOAAPCHKOI TiSUTBHOCTI 3 BUPOOHHUIITBA JIIKAPCHKUX 3ac00iB,
ONTOBOI Ta PO3ApiOHOI TOPTiBIi JIKAPCHKUMHU 3aco0aMu, IMIOPTY JIKAPCHKHUX
3ac00iB  (KpiM AaKTHBHHX (apMaleBTUYHUX IHTPEMI€HTIB) BIANOBITa0 1
3000B’513yI0Ch X BUKOHYBATH

BupoOHUIITBO TiKapChKUX 3aco0iB, SKI IJIAaHYEThCS BBO3UTH Ha TEPHUTOPIIO 0
VYkpaiau, BiAMOBIAa€ BUMOTaM 11010 HAJIEKHOT BUPOOHHYOT MPAKTUKH JTIKAPCHKUX
3ac00iB

3rojieH Ha OOpOOKY MEpPCOHAIBHUX JAaHUX 3 METOI0 3a0e3MeYeHHsS BUKOHAHHS
BUMOT 3akoHy Ykpainu “IIpo mineH3yBaHHsSI BHAIB TOCHOJAPCHKOI JISIBHOCTI”
(st GizuyHOl 0COOM — MIATPHEMIIS)

ITpo pimieHHs, NpUHHATE 3a pe3yabTaTaMy po3IJIsily Li€l 3asBU, IPOILY MOBIAOMUTH:

HapO4YHO [
HOLITOBUM BiANIPABICHHSIM 32 MiCII€3HaXO0JKEHHAM/MICIIeM MPO>KUBAaHHS 0
B €JIEKTPOHHOMY BUTJISIAI [

I11. Tnpopmaris mpo niKapchKi 3aco00H, 110 MIAHY€E

BBO3UTH HA TEPUTOPIIO0 YKpaTHU 3asiBHUK

(yeti po30in 3an08HIOEMBCS 000AMKOB0 8 eNeKMPOHHOMY GU2IAOI
(¢aiin Excel na CD-0ucky)

HaiimenyBanHs cy0’€KTa TOCIIOJapIOBAHHS

MicIie3Haxo/IKeHHSI FOPUIUIHOT 0cO0H
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4 ITponossxeHHs gonaTka 3

InopMaltis mpo JTiKapchKHii 3aci6 Micra- Homep BupoGuuK IocTauanbHUK
o3a KiJIbKi- peectpa- | Kon Micre-
IMopsinko-| Topro- IiI0Y0i | CTh 01U~ poxHa miiaoro | ATC . . 3HAXOKEHHS .
o ¢dopma HeIMaTeH- . St | HATIMEHY- .. | HaliMeny- IIpumitkn
BHii HOMep| BenbHA PEYOBUHH | HHIIb B HOCBiIue- KpaiHa|
BHUITYCKY oy TOBaHA Ha3Ba BaHHS BaHHs .
Ha3Ba B KOXHIN | ymako- (MHH)**** HHSA B KpaiHa | aapeca
OJTMHHUIL BIIi VYxpaini
1 2 3 4 5 6 7 8 9 10 11 12 13 14
Homep cTopinku / 3aranpHa KiTbKiCTh CTOPIHOK
KepiBauk 3asBHHKa a00 (iznuHa
oco0a — MiANpUEMELIb
(mipmuac) (inimianm, npi3BuUIIe)
(13 (13 20— pOKy
(mocaga ocobwu, sika IPUIHSIIA 3a5IBY) (migmmc) (imimiany, npi3Bue)
(13 (13 20_ pOKy

* 3rigHO 3 JaHUMU CIUHOTO JEPKABHOTO PEECTPY IOPUAMYHMX OCi0, (i3uvHHX 0Ci0 —
MiATNPUEMIIB Ta TPOMAJICBKUX (OPMYBaHb.

*% st hismaHUX 0ci0, SKi Yyepe3 CBOI peiriiiHi mepeKoHaHHS BiAMOBISIOTHCS BiJ MPHAHATTS
peecTpaliifHoro HomMepa OOJIKOBOI KapTKH IJIATHWKA TOMATKiB Ta O(DIMiifHO MOBIAOMWIHA TPO IIe
BiJIMIOBiTHOMY KOHTPOJIIOIOYOMY OpTaHy i MaroTh BiZ]MITKY B MACIOPTi, — Cepisi Ta HOMEp Macnopra.

*** 3a3HaunTH TOBHE HaWMEHYBaHHS JIIKApChKOro 3acoly, 3a3HayeHe B peecTpaliiiHoMy
MoCBiTueHHi, BugaHomy MO3.

**** 3a3HauUTH (BUKIIOYHO aHIITIHCHKOK MOBOIO) MDXKHAPOAHY HEMATEHTOBAHY Ha3BY 0401
PEUOBHMHU JIIKapChKOTO 3acoly; uis 0araTOKOMITIOHEHTHUX (KOMOIHOBaHMX) JIKapChKUX 3aco0iB
3a3HAYMTH TEPEITIK YCiX AIF0UUX PEYOBHH.

*H*XF* 3a3HAUNTH HaIMEHYBaHHS MIANPHEMCTBA, YIOBHOBaXKEHA 0c00a SKOT0 Halae JA03BiJ Ha
BUITYCK Cepill MPOmyKIIii.

*AdA** Kog 3riIHO 3 aTOMHO-TEPAIEeBTUYHO-XIMIYHOO KJIaCU(iKaIli€lo.
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Honarok 4
1o JlineH31iHuX yMOB

(HaliMeHYBaHHS OpTraHy JIIICH3YBAaHHS)

(HaliMeHyBaHHs cy0’€KTa rocoAaproBaHHs abo
Tpi3BHIILE, iM 5, TT0 OaTBKOBI (Bi3NIHOT 0COOM — M ATIPUEMIIS)

BIZIOMOCTI
PO HASIBHICTHh MaTepialIbHO-TEXHIYHOT 0a3u Ta KBaTi(iKaIliiiHUN piBEHb
MpaIliBHUKIB (1711 BUPOOHUIITBA JTIKAPCHKUX 3aC00IB B YMOBAX aIllTeKH)

(maifimeHyBaHHS Ta/ab0 HOMEp aNTEeyHOTo 3aKJIaay (CTPYKTYPHOTO MiAPO3ILTY)

(HaiiMeHyBaHHS 200 Tpi3BHUILE, iM’s, IO OaTHKOBI Cy0’€KTa TOCIIOJapIOBAHHS)

3. Koa 3rizno 3 €IPIIOY/peectpaniitnuii HoMep 00IIKOBOI KapTKH IJaTHUKA
MoJaTKiB*

4. Micrie3HaxopKeHHs (MicIie MPOKUBAHHS )

(mowrroBwii iHAEKC, 00IACTS,

paiioH, MicTo (ceno, CenuILe), BYJIULS, HOMep OyIHHKY)
Howmep Tenedony

dopmMma BIIAaCHOCTI

5. Miciie npoBaJKEHHSI T1sUTbHOCTI

(motToBHit iHACKC, 007IACTh,

paiion, micTo (ceno, cenuiie), BYJIUId, HoMep OyINHKY, HOMep Tene]oHy)

6. 3aBiyBau anTe4YHOTO 3aKJIay (CTPYKTYPHOTO MiIPO3ALTY)

(npi3Buie, iM’s1, IO OATHEKOBI)

(ocBiTa, HOMEp 1 JaTa YKJIQJAEHHs TPYIOBOTO TOTOBOPY)

7. Pexxum poboTu

Buxigai gai

8. Ctan mMarepiabHO-TEXHIYHOI Oa3H anTeKku

[TpuminieHHs, y SKOMY PO3MIIIEHO aNTeUHUH 3aKiiaj (CTPYKTYpHUHN MiAPO3in):

(3a3HauaeThCs TUI HPUMIILICHHS: OKpeMe, i301p0BaHe (MpubynoBaHe, BOyIoBaHe, BOYJ0BaHO-NPUOYI0BaHe),

HasIBHICTh OKPEMOT'O BXOJy Ta YMOB JUISl BUTBHOTO JIOCTYITY OCi0 3 00OMEXEeHUMH (Hi3UIHUMH MOKIHBOCTSIMH,

3aMacHOTO YU MOXEKHOTO BUXOY, CYMILIIEHICTh 3 IHITMMH NPUMIIIEHHMHU OyIiBIi)

AnrteuHuii 3aKJa (cTpyKkTYpHUH 1 IPO31LT) PO3MIIIIEHO
Ha nosepci
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(’KUTIIOBOTO/HEKHUTIIOBOTO OYINHKY)

[Iponoskenus noxarka 4

bynisis, ne po3MillieHO anTeYHHH 3aKiIa (CTPYKTYPHUM M APO3.Ii):

(uernsiHa, NepeB’siHA, iHIIA; KalmiTallbHa/HEKaIiTalbHa; KUTBKICTh Oy/1iBelb;

OCHOBHE BUKOPUCTaHHs OYAiBIIi; KITBKICTb IOBEPXIiB)

HasiBHiCTb 1H)KEHEpHOT0 00JIaIHaHHS I 3a0e3MeueHHs (13 3a3HaYeHHSAM BUY):

TCIJIOIIOCTAYaHHA

(ueHTpaizoBaHe, aBTOHOMHE)
BEHTHJIALIT

(MexaHivyHa, IPUPOJIHA, TIPUILUTHBHO-BUTSHKHA 3 MEXAHIYHUM CITOHYKAHHSIM)

BOOOIIOCTAYaHHA

(ueHTpaibHE, aBTOHOMHE)
OCBITJICHHS

(enekTpUYHE, MIPUPOJTHE)
KaHaji3aIi

(ueHTpaibHa, aBTOHOMHA)

Ckaj Ta mioIia nNpuMIIIeHb:

AnTeka, ska

O31001H0BaIBbHL

3I1HCHIOE Marepiaju, 1o
AnTeka, sika )
. BUPOOHUIITBO BUKOPHUCTaHI JIJIst
3IIACHIOE !
: JKapChKUX MOKPUTTA (0OpOOKHM)
po3apioHY :
. . 3aco0iB,
[TpumimieHHs TOPT1BIIIO .
: po3ApiOHY
JTKapChKUMH .
3acobamu TOPTIBIIIO ; i m
: nikapcpkumu | CTIH | CTedi | MiAior
(KB. METpIB)
3acobaMu
(KB. METpIB)
1. 3an 06cyroByBaHHS
HaCeJICHHSI
BupoOHHY1 TpUMIIIEHHS:
2.1. | BurotoBneHHs

HECTEePUJILHUX JIIKIB:

ACHCTEHTChHKa,
(acyBasibHa KIMHATa Ta
poboue Miciie mpoBizopa-
aHATITHKA

MPUMIIICHHS JUISI
OJIep>KaHHS BOJU
OYHUIIEHO1

MUIHA Ta cTepuIIi3alliiHa

http://yurist-online.org/



http://yurist-online.org/
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[TpuminieHHs

ArnTeka, sKa
3IIACHIOE
po3apiOoHY
TOPTIBIIIO
JTKApChbKUMHU
3acobamu
(KB. METpIB)

Arteka, sxa
3IACHIOE
BUPOOHUIITBO
JIKapChKUX
3aco001iB,
po3apiOHY
TOPTIBIIIO
JKapCbKUMU
3acobamMu
(KB. MeTpiB)

O3100/110BaIBHI
Marepiaju, o
BUKOPHUCTaHI JIJIst
MOKPUTTA (0OpOOKH)

CTIH | cTeil | ImiuIoru

KIMHATa afnTe4YHOro
oCyay

1H1IT1 (3a3HAYHTH)

2.2.

BuroroBiieHHs J1iKiB B
ACCNTHYHUX YMOBaX:

ACHCTEHTChKA KiMHATa
acentuyHa (i3 MUTI030M)

(dacyBanbHa KIMHaTa
(13 nmuIF030M)

KOHTPOJIbHO-
MapKyBaJbHa KiIMHaTa

cTepuIi3alliifHa KIMHaTa
JUTSL JTIKAPCHKHX 3aC001B

MPUMIIICHHS JIJIst
OTPUMAaHHS BOJH JJIS
1H €K1

ka0iHeT mpoBi3opa-
aHaJIITUKA

1HII1 (3a3HAYUTH)

2.3.

[Tpumitienns amns
30epiraHHs JiKapChKUX
3ac00iB 1 BUpPOOiB
MEJMYHOTO MPU3HAYCHHS:

KiMHaTa MarepiajibHa
JIKapChKUX 3aCO01B

KIMHATa MaTepiajabHa JJIs
30epiraHHs HAPKOTUYHHUX
Ta MCUXOTPOITHUX
JiKapCchKHX 3ac00iB

KiMHaTa MarepiajibHa
JiKapchKUX 3ac00iB, SKi
BHMAararTh 3aXUCTY BiJ Jii
T IBUIIICHOT TEMIIEpaTypH

MaTepiajabHa 3aco0iB
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[TpuminieHHs

ArnTeka, sKa
3IIACHIOE
po3apiOoHY
TOPTIBIIIO
JTKApChbKUMHU
3acobamu
(KB. METpIB)

Arteka, sxa
3IACHIOE
BUPOOHUIITBO
JIKapChKUX
3aco001iB,
po3apiOHY
TOPTIBIIIO
JKapCbKUMU
3acobamMu
(KB. MeTpiB)

O3100/110BaIBHI
Marepiaju, o
BUKOPHUCTaHI JIJIst
MOKPUTTA (0OpOOKH)

CTIH | cTeil | ImiuIoru

caHiTapii, TITi€HU Ta
BUPOOIB METUIHOTO
PU3HAYCHHS

MarepiajibHa JOTTOMIKHUX

MaTepialiB 1 Tapu

(cymicHa) (B migABaILHOMY

PUMIIICHHI)

1HII1 (3a3HAYUTH)

Ciyx60B0-1100yTOB1
TPUMIIIECHHS:

KaO1HET 3aB1IyI0Y0T0

Oyxrairepis

KiIMHATa JIsl IEPCOHATY

KiMHaTa JUIsl 30epiraHHs
IHBEHTAPIO IS
npuOUpaHHs

BOMpAIIbHA 3
PYKOMUHHHUKOM

Jlo1aTKOB1 TPUMIIIIEHHS:

TaMOypHu

KOPHUJIOPH

3arajipHa IIoma
MPUMIILIEHDb allTeKH
(ycboro)

BupoOuuui npumimieHHs:

AcernTruyHi/HeacenTuYHI

[Ipr3HayeHHs
YMOBH

HaiimenyBaHHs
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IInan-cxema HpI/IMiH_IeHHH alITCKH

Ha mnnani-cxemi ciij 3a3HauuTH HyMepallilo, BXiJ [0 anTe4dHOro 3akKianay
(CTpYKTYypHOTO MIAPO3AUTY), 10 KOKHOTO BHPOOHHYOIO, CIy:KOO0BO-IIOOYTOBOTO,
JIOaTKOBOTO,  JOMOMDKHOIO  MPUMIIICHHS, 30HY (Micle) TmNpuUiMaHHS Ta
B1JIBAHTaXEHHS MPOAYKIli, pyKOMUMHHUK UM MICIE JIJIsl CAaHITapHOI 0OpOOKHU PYK, 30HY
pO3MillIEHHST O00JaAHAaHUX pOOOYMX MICIHH [EpPCOHANy, 30HY OOCIyroBYBaHHS
HACEJICHHS

Excrutikariis mpuMimieHb

Hywmepamis
MPUMIIIEHB 3T1THO 3 HaiimenyBanHs
IUIAHOM-CXEMOIO

[Inoma

(KB. METpIB) Hpuwiria

BupoOHuui onepariii 311HCHIOIOTHCS 32 TAKOIO TEXHOJIOTTYHOIO CXEMOTO:

(3a3Ha4UTH NOCITIAOBHICTH TEXHOJIOTIYHOTO MPOLIECY, HA3BY

MIPUMIILEHb 3 BiAMIOBIIHOO BiaMIiTKOO (®) Ha MmaHi-cxeMi)

9. Cran 3a0e3meyeHHs MPUMIIMICHh AaNTEKU CHCIaTbHUMU  MEOJIAMH,
YCTaTKOBaHHSAM, MpWJIaJaMU 1 amnapaTyporo, HEOOXITHUMHU [JIsl TPOBAJKEHHS
TiSTTBHOCTI 3 BUPOOHHUIITBA JIIKAPCHKUX 3ac00iB, PO3APIOHOI TOPTiBIi JIIKAPCHKUMU
3aco0amu:

3an oOCTyroByBaHHS HACEJICHHS OOJIafHAaHUN MEOISIMHU, YCTaTKOBAaHHSIM JIs
30epiraHHs J1KapChKUX 3aC001B BIMOBIIHO 0 MOTPEOU:

(3a3HauuTyn BuA MebiB (crienianbHi MeOJIi Ha ofiHe (1Ba, TPH)

poboue miciie Ayt NpUiMaHHs PELeNTiB, BIAMYCKY JIiIKapCbKUX 3aC00iB),

MPHUCTPOT AJIS 3aXKCTY MPAIiBHUKIB BT IPSAMOi KpanenbHoT iHdeKIil

Ta ycTaTKOBaHHs (MartepiaibHi madu, X0J0AUIbHUKH, ceiidu Tomio), iHIui 3acoom)

VY 3ani o6¢cyroByBaHHs iHGOpMAITis JIsl HACEJICHHS:

(HasiBHA/BIICYTHS)
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(3a3HaunTH, siKa iHGOPMAIIist MICTUTBCS Ha CTEH/1)

[Iponoskenus noxarka 4

[Ipumimenns anus  30epiraHHs  JTKapChbKUX 3aco0iB  oOMajHaHI TaKUM

YCTaTKOBAHHSIM:
Topsin HaiimenyBaHHS 1 KITBKICTh HasBHICTH BEHTWIALIIHOTO
KOI; it Hazsa HasIBHOIr'O 00JIa HAHHS oOnagHaHHA (THUII, KPaTHICTh
HOMe NPUMIILIEHHS (3a3HAYUTH 7151 KOKHOTO 0OMIHY

p TIPUMIIIICHHS ) TIOBITPS 32 TOANHY)

[IpuMimieHHsT UIsi BUTOTOBJICHHS HECTEPHJIBHMX JIIKAPChKUX 3aco0iB Ta/abo
BUTOTOBJICHHS JIIKAPCBKMX 3acO0iB B acEeNTHYHUX YMOBaX OCHAIEHI TaKUM

cremialbHUM BHPOOHMYMM YCTAaTKOBAaHHSAM, NpUIIaJaMH,
BHUMIPIOBAJIBHOT TEXHIKU:

amapaTtamu, 3acobamu

HaiimenyBaHHS 1
KUTBKICTh HAsIBHOTO
oOnagHaHHs, 3ac001B
BHUMIPIOBAJIBHOT TEXHIKY

HazBa mpumiiieHus

BigomocTi 11010
METPOJIOTTYHOT
MOBIPKH (71aTa

OCTaHHbOI NTOBIPKH,
Ha3Ba, HOMeED 1 J1aTa
JIOKYMEHTA, 110
HIATBEPIKYE ii)

AcCUCTEHTChKA KIMHATa
dacyBanpHa KiMHATa

Kabiner (poboue micrie)
MPOBi30pa-aHaAII THKA

[TpumMitieHHs 1J1s Oiep>KaHHS BOJIH
OYHIIEHOT

MuitHa KiMHaTa

Crepumizaiiiiina KiMHaTa JJIs
JKapChKUX 3ac00iB

AcenTuyHa aCUCTEHTChKA KIMHATa
13 IUTFO30M

CrepuizariiitHa sl JTIKapChbKUX
3aco0iB

[TpumitieHHsI 17151 Oiep>KaHHS BOIH
JUTSL 1H €KIIIHA
KoHTpospbHO-MapKyBaibHa
KIMHaTa

[Hmmi (3a3HaUnTH)
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OcHOBHE TEXHOJIOT1YHE 00JIaJHAHHS, 1110 BUKOPUCTOBYETHCS AJII BUTOTOBJICHHS
HECTEPUWJIBHUX JIIKAPCHKUX 3aco0iB Ta/ab0 BUTOTOBJIEHHS JIKApCHKUX 3acOo0iB B
ACEeNTHUYHUX YMOBAX, CKJIQ/Ia€ThCS 3:

HaiimenyBanus o0y1aiHaHHS

Mapka, kpaina-
BUPOOHUK

BupobHnua notyxHICTh

Jlikapchka hopma

3a0e3neueHICTh cUCTEMaMu 00CIyroByBaHHsI BUPOOHUIITBA!

HaiimenyBanHs cuctemMu

Buam noxkymeHrariii, mo
periIaMeHTyIOTh
00CIyroByBaHHsI

Buau nokymeHnrartii, ae
peecTpyeThes podboTa
CUCTEMHU

(mepeniunuTH CHCTEMH MMiArOTOBKH MOBITPSI, MiATOTOBKH BOU OYHIICHOT, ITiJTOTOBKH BOIH
JUTA 1H’€KIIH, MATOTOBKHU Mapy, CHCTEMH OMalleHHs (KOTeJIbHA) TOIIIO)

B amnreni BUKOPUCTOBYIOTBCS TaKi 300U BUMIPIOBAHHS:

Howmep, nara
JIOTOBODY, JIOKyMEHT,
[Topsia- . | HalMEHYBaHHS Jlara 10
. 3aBOACHKHN . .
koBui | Haszea | Tun HoME Oprany OCTaHHBOI | IMIATBEPIIKYE
HOMED P METpPOJIOTIYHOI | TOBIpKH MPOBEACHHS
CITyk0u, MOBIPKHU
TEpMiH i

JIJIst KOHTPOJIO 3a TeMIEepaTypol0 1 BOJOTICTIO TMOBITPS B MPUMINICHHIX IS
30epiraHHs JIKapChbKUX 3ac00iB BHKOPHUCTOBYIOTHCSI TEPMOMETPU 1 TirpoMeTpu

(3a3naumnty T (MapKy),

JIaTy OCTAHHBOI MEPEBIPKH Ta HAHMEHYBAHHsI OpPraHy, 1o ii IPOBIB)

OO0k TeMImepaTypH Ta BIIHOCHOI BOJIOTOCTI (JJIsI IIFOUMX amnTeK) 31HCHIOEThCS

(3a3HAUNTH TIEPIOANYHICT OOJIIKY, a TAKOXK TOKa3HUKH

HAa JICHb CKJIAJICHHS BiIOMOCTEH OKPEMO JJIsl KOKHOTO MPHUMIIIECHHS)
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[leper BXOmOM B AaCHCTEHTCHKI TPUMINIEHHS, Yy TaMOypi TyaleTy

(3a3HAUUTH: HasIBHI/BIJICYTHI)

TyMOBI KHJIMMKH, 00p00JIeH!1

(3a3HaunTH Ha3BY Je3iH(EKUiHHOro 3ac00y Ta KOHIEHTPALII0 PO3UNHY)

Jns MHTTS pyK TEpPCOHANY B IIIIO31 aCUCTEHTCHKOi, aceNTUYHOI, MHHHINA 1
TyaJIeTHIN KiMHaTaX paKOBUHU

(3a3HaUNTH: HASBHI/BIACYTHI)

[lopstna 3 pYKOMHMHUKOM  €MKOCTI 3  J€31HPEKUIMHUMHU  pO3UMHAMU

(3a3HaYNTH: YCTAHOBJICHI/HE YCTaHOBIICHI)

(3a3HauNTH Ha3BY 3ac00y Ta KOHIICHTPALIIO PO3UHHIB)

Ta MOBITPsIHA €NEKTPOCYIIapKa

(3a3HAUUTH Ha3BY)

VY MuitHIl KIMHATI IPOMapKOBaH1 paKOBUHU
(3a3HAYUTHU: HASIBHI/BIACYTHI)

JJIA MUATTA IIOCYAY B KiJIBKOCTi, 10 IIPU3HAYAIOTBCA OJIA

AcHCTEeHTChKa acenTuyHa KiMHaTa MOBITPSIHUM
(3a3HauUTH: BigOKpemieHa/
HE BiJOKpEMJICHA)

[IUTFO30M BiJT IHIIIUX MPUMIIIEHDb allTeKH.

B amrremi MOBITPOOYHMCHHUKH, OAKTEPHUIIH IHI
(3a3HAUNTH: BCTAHOBJICHI/HE BCTAaHOBJICHI)

OTPOMIHIOBau1

(3a3HaUUTH HA3BY MOBITPOOYMCHHKIB, THII, KiTbKICTh, MOPSIIOK 1X PO3MIILIIEHHS 1 KPaTHICTH

00OMiHY TOBITpSI 32 TOANHY, Ha3By OAKTEPULIMAHUX ONPOMIHIOBAYIB, TUII, KUTBKICTh, a TAKOXK
PEXKHUM TX pOOOTH IJIsl KOXKHOTO NPUMILLIEHHS)

O06:ik yacy po6oTH OaKTEPHUIIMIHUX OMPOMIHIOBAYIB 3/11MCHIOETHCS B

(3a3HaumTH: )XypHAI, iHII Gopmu 00ITiKY)

[[onenne Bojore npuOUpaHHs

(3a3HaYUTH MEPIOANIHICTH HOTO MMPOBEICHHS Ta 3aCTOCYBAHHS J€3iH(IKyIOUHNX 3ac00iB)

Jlnis mpoBeeHHs mpubupanHs abo ne3indexii

(3a3HAYUTH: HASBHI/BiJACYTHI)

BIJIMOBITHUI 1HBEHTAp ISl MpuOUpaHHs, MUITHI Ta Ae31H]eKIiifHi 3acobu, a came

(3a3HaYUTH HA3BY 3ac00iB, KUTBKICTH IHBEHTAPIO 32 MPU3HAYCHHSIM)

ITepconain anteku TEXHOJIOT1YHUHN OJISIT,
(3a3HAYMTH: Ma€/HE MaE)
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crieriaabHe B3YTTS

(3a3HAYMTU HA3BY 1 KUIBKICTh BUJAHUX KOMIUICKTIB, IEPIOAUYHICTh 3aMiHHN)

CreuianpHui, TEXHOJIOTTYHUIA OJLsIT Ta B3YyTTs 30epiratroThes

(3a3HAUUTH NIPUMILIEHHS Ta YCTATKOBAHHS, 130JIbOBAHICTH BiJ] 3MIHHOTO OZATY Ta B3YTTs)

CremianbHUN TEXHOJOTIYHMM OJAT JJIS pOOOTH B ACENTHYHHUX MPUMIMICHHIX

(3a3HAYUTH HA3BY i KIJBKICTh KOMIUICKTIB CIICIIaIbBHOTO TEXHOJIOTIYHOTO OJIATY,

cnocid Horo miaroToBKH, CTEpUIIi3aLii, Micie 30epiraHss, NepioUIHICT 3aMiHH)

Kimuara ju1st nepconany anteku o0yiaiHaHa

(3a3HaunTH yCTaTKOBAHHS: MWADH, XOTOAWISHAKA TOIIO)

10. Ckiag mpariBHHUKIB Ta piBeHb iX KBasi(ikamii

[[ITaTHWi1 po3nUC 3aTBEPIKEHO

(3a3HaunTH NMOCa Ly, NPi3BUILE KePiBHHUKA CY0’€KTa FOCIOIAPIOBAHHS, KUl 3aTBEPAUB, 1aTy)

3a mITaTHUM PO3MHUCOM B amTelll epea0aueHo HasABHICTh (DaxiBIliB

(3a3HaunTH HaliMEHYBaHHS 1 KUTBKICTh MOCAT)

[IITat yKOMIUIEKTOBaHUI daxiBusgMH,
(3a3HaunMTH HAWMEHYBaHH IOCA]I,
Ha sIKi TpU3HaveHi (axiBii)

a caM¢

Ha mocany 3aBigyBaua anTeku mpu3HaYeHUN

(pizBuie, iM’s1, IO OATHKOBI)

Hakas BiJl No , IKUii(a) mae

(3a3HauuUTH OCBITY: BHINA, CEpeaHs, hapMaleBTUYHA, HII Ta 3aKJIa/l, SKUA 3aKiHIKMB, PiK 3aKiHUCHHS)

MpaIfioe Ha 111l mocal

(3a3HaumTH: HAa TIOCTIHIN OCHOBI YH 32 CYMiCHHIITBOM)

besnocepeanbo 3aliMarOThCS BHUTOTOBJICHHAM Ta pO3JAPIOHOI0  TOPTIBIEIO
JIKapChKUMHU 3ac00aMu Taki 0COOU:

HaiimenyBaHHs Howmep
., | IIpizBuie HAaBYaJIbHOTO ceptudikata | Homep, nara
[TopsaxoBuit Pl , He, . Howmep P (b P 2
M1, ITocana | 3aknany, sikui IIpoBi30pa Haka3zy npo
HOMED . . .| ounoma
1o 6aTbKOBI 3aKIHYEHO, pIK 3arajJlbHOTO | MPU3HAYECHHS
3aKIHUYCHHS npodimro™*
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3miiiCHEHHS KOHTPOJTIO SKOCTI JIIKapChKHUX 3ac001B MOKIAJICHO Ha

(3a3HAUUTH MiAPO3JILNI UM MOCALy, MPI3BHUINE Ta iHimiamu (axiBisl, Ha IKOTO MOKJIAJEHO BiAMOBIIHI 000B’SI3KH,
HOMED, JIaTy HaKa3y)

HpaI_IiBHI/IKI/I aIlITCKU Meau4YHe 00CTCIKEHHS
(3a3HAYUTH: POUIILITH/HE TIPOHIILIN)

MiJ 4ac TNpUHAMaHHS Ha poOOTy, a Hajgadl — MEPIOJUYHUNA MEAUYHUM OIS

(3a3HAUMTH JATy JOMYCKY IO pOOOTH KOKHOTO (haxiBIls Ta 3a3HAYUTH

IIpi3BUIIE, T0CATy IPALiBHUKIB, SIKi HE PO MEIUYHE 00CTEKEHHs, IePiOANIHIN METUYHHUN OTJISIT)

11. Ilepenik HasBHUX HOPMAaTUBHUX JOKYMEHTIB 13 CTaHIapTHU3alli,
JOKYMEHTallli 3 BUPOOHUIITBA, KOHTPOJIIO SKOCTI, HOPMAaTUBHO-TIPABOBUX JIOKYMEHTIB,
110 3a0€31euyI0Th BUKOHAHHS OOpaHuX BUIIB POOIT:

[TopsinkoBuii . Hara Pix Kinbkicts
HaiimenyBaHHs TOKyMeHTa : :
HOMED 3aTBEP/KCHHS | BUAAHHS | IPUMIPHUKIB

Haseeni BiZoMOCTI CKJIaJIcHI CTAHOM Ha

Cy0’€exT rocroiaproBaHHs 03HAHOMIICHHH 3 BUMOTaMH 3aKOHOJIABCTBA Y KpaiHH
PO JIIIEH3yBaHHS TOCHOJAPCHKOI MiSIBHOCTI 3 BHPOOHMIITBA JIKapCHKUX 3aco0iB,
OTTOBO1, PO3APIOHOT TOPTIBII JIIKAPCHKUMHU 3aco0aMu 1 BIATOBiIa€ 3a JOCTOBIPHICTH

JTAaHUX, 110 3a3HayeHl B X BIZIOMOCTSAX
Ha apKyIax.

KepiBHuk cy0’ekTa 3aBimyBau

rocroIaproBaHHs arTeKu

(HaliMeHyBaHHS TTOCAJIHN)

(HaiiMeHyBaHHS TTOCA/IH)

(migmuc) (ininianu, npi3BuLIe) (miamuc) (ininianu, npi3BuIIe)
[13 29

(nata)

MII

* Jlnst GisuvHUX 0ci0, sIKi Yepe3 CBOI pemiriiHi MepeKOHaHHS BiMOBIISIFOTBCS BijJl TIPHUHAHSATTS
peecTpaniiiHoro Homepa 0OMIKOBOi KapTKW IJIaTHUKA MOAATKIB Ta OQIIifHO MOBIIOMWIM MPO Le
BiJIIIOBiAHOMY KOHTPOJIIOIOUOMY OpraHy i MaloTh BiIMITKY B IIACIIOPTi, — CEpis Ta HOMEp Macnopra.

*% JIoms crieriamicTiB, 0 3aKiHIMIN BUTITUN HaBYAIGHUN 3aKma micias 1992 poky.
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Honatok 5
1o JlineH31iHuX yMOB

(HaliMeHyBaHHS OpraHy JIIIEH3YBaHHS)

BIZAOMOCTI
PO HASIBHICTh MaTePiaIbHO-TEXHIYHOT 0231 Ta KBaTi(iKOBAaHOTO MIEPCOHATY,
HEOOX1AHUX I MIPOBAIKEHHS FOCIIOAAPCHKOI IISJIBHOCTI 3 pOo3pi0HO1 TOPTiBIII
JTKapChbKUMHU 3ac00aMu

1. BizomocTi 1ipo cy0’€KTa rocrogaproBaHHs

JLyist opuImaHOT 0co0H: Jua dhizmasOoi 0CO0M — M AIPHUEMIIS:
HalilMCHYBaHHS Npi3BHUIIE
iM’st
1o 6aTbKOBI
TenedoH
KOJI 3TiJTHO 3 peecTparliitauii HoMep
€/JIPII0Y Loobbooy 00JTIKOBOT KapTKH 0000000000
dopma IUIATHHUKA MTOJaTKIB
BJIACHOCTI
macriopr:  cepis [ Ne 000000

BUIAHUU

BimomocTi ipo kepiBHHKA Cy0’€KTa TOCTIONAPIOBAHHS (I FOPUANIHOI 0COOH):

TIPi3BUIIE

M’

110 0aTHKOBI

TenedoH

Micrie3HaxoKEHHS FOPUIMYHOT 0CO0M a00 Miclle MPOKUBAHHS (Pi3UIHOT 0COOM — MiAIPHEMIIS

EnexrponHa agpeca

2. BigoMocTi mpo MarepiaabHO-TEXHIUHY 6a3y

AnTeuHui 3aKiiaa

Arnteka HallMEHyBaHH: anTeka,
: anTeYHOTO CTPYKTYpHUM
ANTEYHUN MyHKT HOMEp 3aKyany MiAPO3JIIIOM SKOT
2 (3a HasIBHOCTI) € aNTEYHUH MYHKT

Miclie3HaX0KEeHHS alTeYHOTo 3aKiaay (iHIeKC, 00J1acTh, paiioH, MiCTO/CEIHINE MiCBKOTO THITY/
ceJo/cenutiie, ByJulls, Oy IHHOK)

JlikyBanbHO-IPOQIIAKTUUHUM 3aKiIa, Y SKOMY PO3TaIllOBaHUH BiJOKPEMICHUHN MiAPO3ALT (IJ1s1 anTeUHNX
MTyHKTIB)

Pexum pobotn

3 bi (s} BUXIIHI ITHI

3. XapakTepucTrKa OyIiBiIi, y SKiii pO3MIIIIEHO anTeYHUH 3aKiaz (CTPYKTYPHUH MiAPO3Ii)

http://yurist-online.org/
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CtBOpeHi HEOoOXiTHI YMOBH ISt
JIOCTYITHOCTI 0¢i0 3

IHBaJII AHICTIO Ta 1HIIUX
MaJIOMOOITIBHUX TPYII
HACEJICHH 10 MPUMIIIICHHS
anTEeYHOTO 3aKIary

mi [

tak [

4. IlpaBoBa miacTaBa il BAKOPUCTAHHS NPUMIILICHHS

[MpumimeHHs
BUKOPUCTOBYETHCS Ha MPaBi

BracHocTi || KOPHCTYBaHHS | |

JIOKyMEHT, IO MiATBEPIKYE
npaBo BJIAacHOCTI abo
KOPHCTYBaHHS MPUMIILICHHSIM
(i3 3a3HAaYCHHAM JaTH Ta
HOMeEpa)

5. XapaxTepucTuka NpUMILICHHS, Y SKOMY PO3MIIlIEHO

anTeyHui 3aKnajl (CTPYKTYpHHUH MiAPO3.Ii)

[30omp0BaHE MpUMIiIIEHHS

mi [

tak [ |

KinpkanoBepxoBe mpuUMillICHHS

tak [ | i [J

SIKIIO “Tak”’, MIHIMYM OJIMH i3 3aJI1iB 00CITyroBYBaHHs HACEIICHHS
pO3TaIllOBaHMIA Ha TIEPIIOMY ITOBEPCi 3 000B’SI3KOBOIO OPTraHi3alli€r0 OTHOTO
pobodoro Micus A BiAIMYCKY JIIKAPCHKUX 3aC001B

mi [

tak [ |

Hasgsuuii 3araibHUA BX1IHUA
TaMoyp

tak [ | mi [

SIKIIO “‘Tak”, 3a3HAYUTH, 3 AKUM IIPUMIILICHHSIM Ta HE 3aIlI0BHIOBATH
B1JIOMOCTI 1110JI0 HASIBHOCTI OKPEMOI'0 CaMOCTIHHOIO BUXOJ1y Ha30BHI

HasBuuit okpemuii
CaMOCTIMHUN BUX1J HA30BHI

tak [ mi [J

SIKIIO “‘Hi”, 3a3HAYUTH, JIe PO3TAIIOBAHUH alNTeYHUN 3aKIIa/I: B
TOPrOBEIHLHOMY IIEHTPi, CAHATOPHO-KYPOPTHOMY 3aKJIa/Ii, TOTEI,
aeporopTy, Ha BOK3aJi, y JIKYBaTbHO-MPOQIIAKTHIHOMY 3aKiajli, Oy JUHKY
IPOMaJICBKOTO MPU3HAYCHHS (KPIM K1, 3aKIaJiB JOIMKLILHOI OCBITH Ta
1111’ 13 /11B JKUTIIOBUX OYIMHKIB), Y IPUMIIIEHH] ClIIbCHKOT (CENHIHOT) pajy,
i AMPUEMCTBI ITOITOBOTO 3B’ SI3KY

3ast 006CITyTOBYBaHHS HACEICHHS
PO3MIIICHO Ha MEPIIOMY
moBepci

tak [ mi [J

SIKIIO “‘Hi”, PiBEHB ITiJUIOTH 32Ty OOCIIyTOBYBaHHS HACEIIEHHS HE

HWKYe/BHIIE TUIAHYBAIBHOTO PIBHS 3€MJII OLJIbIIE HiXk Ha 0,5
MeTpa
Tak [ mi [
[IpuMiteHHs po3ranioBase y — i [

JKyBaJbHO-TIPOPITaKTUIHOMY
3aKJaal

SIKIIO ““Tak”, 3a3HAYUTH IMOBEPX, HA IKOMY PO3TAIlIOBAHO alITEeYHUHN 3aKIa]
(CTpYKTYpHUH mipo31ii)

HasiHiCcTB iH)XEHEpHOTO 00N IHAHHS 11 3a0e3neueHHs (YHKIIOHYBAHHS aliTeqHOTO 3aKIay:

TCIJIOIIOCTaAYaHHA

HasBHE | Bigcytne [

KaHan3aris

HasBHA || Bigcytas [
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CTpyKTypa anTe4Horo 3akiany (CTpyKTYpHOTO MigpO3aiTy)

3arajpHa 110114, KB. METIB
y TOMY YHCTI TTOIIA!

TOPrOBEJILHOTO 3aTy > 18 KB. MeTpiB Tak [ | il

(st anTek, PO3TANIOBAHMX y MICTaX Ta CENHIIAX MICHKOTO THITY, CENHIIAX)

> 10 KB. MeTpiB tak [ i [

(st anTek, pO3TAlIOBAaHHUX Yy CeNax)

MpUMillleHb 15 36epiratHs > 10 KB. MeTpiB Tak [ | i [

JKapChKUX 3ac00iB X ;
(Z[J'IS{ alTeK, pO3TalllOBaAaHUX Y MICTAxX Ta CEJIMIIax MICbKOI'O THUILY, cennmax)

> 6 KB. METpiB Tak [ mi [

(mu1s anTex, pO3TAIIOBAHKX Yy Cellax)

TPUMIILCHE JUTA IICpCOHAITY > 8 KB. METpIB Tak [ | i [

(Z[J'Iﬂ arTeK, po3TallioBaHuX y MicTax Ta ceax MiCBKOT'O TUILY, cennmax)

> 4 KB. METPHU Tak [ i [

(nu1st anTex, pO3TALIOBAHUX Yy CEllax)

B anreunomy 3aknami
(CTpYKTYpPHOMY MiPO3Tii)

HasIBHi:
BOMpAITLHS 3 PYKOMUHHUKOM rax ] mi [
MICIIe CaHITapHOT 00OPOOKH PyK rak 0w O
6. O0nmamTyBaHHs alTEYHOTO 3aKIaMy (CTPYKTYPHOTO HiAPO3ALIY)
OO6nagHanHs Ui 30epiraHHst Ta BiIITyCcKy madu 0 crenaxi L XOJIOIMNBHAK ||

JKapChKUX 3ac00iB .
ceiip [  meranesa mada N

eKpaH JUISl 3aXUCTy Bijl NpAMOi KpanenbHoi indexuii [

HasBHI TexHIYHI 3ac00H I IOCTIHHOTO
KOHTPOJIIO 332 TEMIIEPATYPOIO Ta BITHOCHOIO

BOJIOTICTIO TIOBITPS rax L] mi [

O06agHaHHs CI1y)k00BO-TI00yTOBUX madu Juist po3AiILHOTO 30epiraHHs 0COOMCTOrO Ta

MPHMIIICHb TEXHOJIOTIYHOTO OJIATY O
KiMHaTa/mada Ui iHBeHTapio N
XOJIOAMIBHHUK (IS anTeK) O

MeOIi uIs BXKUBaHHS 1K1 (7151 anTeK) N

HasBHiCTE IpOMapKOBaHOTO IHBEHTAPIO IS
NpuOHUpaHHs, IPU3HAYCHOTO AJIsl TPUOUpPAHHS
PI3HUX MPUMIIIICHb a00 30H rax L wi [

7. BigomocTi mpo kBai(ikarito nepcoHary

BinomocTi nipo 3aBigyBaua anTe4HOro 3aKiany (CTpyKTYPHOTO MiAPO3ALTY):

MPi3BUIIIE

iM’sg

110 0aTbKOBI

OCBiTa, HaliMEeHyBaHHS HABYaJIbHOTO
3aKIaay, pik 3aKiHUCHHS, HOMEp
JUIIOMA, CIIEIaIbHICTh
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HOMED i 1aTa YKJIaACHHS TPYAOBOTO
nmoroBopy (ams ¢izngroi 0ocodn —
TIATNPUEMIIS, TKUH BUKOPHUCTOBYE
npaiio HaikMaHoro (axiBLs, —
000B’SI3K0BO), HOMED 1 JaTa HaKazy
PO NMPHU3HAYCHHS Ha T0CaIy

BiJIMIOBI/THICTh KBaTiiKaIitHIM

BHUMOI'aM TaK D Hi D

BimomocTi ipo ynmoBHOBaxeHy 0co0y (I anTeKH):

MIPi3BHIIE

M’

110 0aTHKOBI

tenedoH

OCBiTa, HaliMeHyBaHH: HABYaJIbHOTO
3aKIay, pik 3aKiHIYeHHS, HOMEp
JHIUIOMA, CHELIaIbHICTh

HOMED i 1aTa YKJIaJACHHS TPYAOBOTO
norosopy (amst hizuyHoi ocoon —
HIIIPUEMIIS, SIKHI BHKOPUCTOBYE
MpaIo HakMaHoro (axiBIlsd, —
000B’SI3KOBO), HOMED 1 J]aTa HaKa3y
PO TIOKJIAICHHS 000B’ SA3KiB
YHOBHOBa)XEHO1 0c00HU

BIJIIOBITHICTh KBaTi(iKaIiHHIM
BHUMOTraM

tak [ mi [

8. Hdexmapartist

JlineH3iitHMM yMOBaM MIPOBAPKEHHS TOCTIOAAPCHKOI NiSUTPHOCTI 3 BUPOOHHUIITBA JIIKAPCHKUX 3aC00iB, OMITOBOT,
PO3PiOHOT TOPTiBIIi JIIKAPCHKUMU 3ac00aMU, IMIIOPTY JTIKapChKUX 3aC001B (KpiM aKTUBHUX (hapManeBTUIHUX
IHTpEeIi€HTIB) BIIMOBIAA0 i 3000B’A3YI0Ch iX BUKOHYBATH

VYcs HaaHa y IUX BiZIOMOCTSAX iH(OpMAIIisl € JOCTOBIPHOIO Ta TIOBHOIO

[Ipi3Bumie, iHiniany kepiBHUKA cy0’€KTa
rocrioiaproBanHs abo (izuaHoi ocodm — H1IITAC
T IIPUEMITS

JlaTa cknameHHs UX BiOMOCTEH
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Jlomatok 6
1o JlineH31iHuX yMOB

BIZAOMOCTI
PO HasBHICTh MaTepiajlbHO-TEXHIYHOT 0a3H Ta KBaIi(iIKOBAHOTO
nepcoHany, HEOOX1THUX JJI MIPOBAKEHHS TOCIOIAPCHKOI
JUSTTBHOCTI 3 ONITOBO1 TOPTIBIIl JTIKAPCHKUMHU 3aC00aMH

1. BimomocTi npo cy0’€KkTa rocrnojaproBaHHs

JI1st 'opuAMYHOI 0CO0u: Jlist bizudHOT 0c00M — T AIPUEMIIS:
HallMEHYBaHHS Ipi3BUILE
M5

110 0aTbKOBI

tenedoH
KOJI 3T1JTHO 3 peecTpariiitnuii Homep
cJIPIIOY 00JIIKOBOT KapTKH TUTATHUKA
(dbopma BIIaCHOCTI TMOJaTKIB

Macropr:  cepis Ne

BUJAaHUU

BimomocTi mpo KepiBHUKA CY0’ €KTa TOCIIONAPIOBAHHS (ISl FOPUIMYHOT 0COOH):

Mpi3BUILE

M’

0 0aTHKOBI

TenedoH

Micre3HaxoKeHHsI FOpUANYHOT 0co0u abo MicIie MPOKUBAHHA (PI3UUIHOT 0COOU — MiTTPUEMIIS

Enextponna aapeca

2. BizomocTi mpo MaTepiaibHO-TeXHIYHY 0a3y

ATTeUHMI CKIIaf, HOMEp HalilMEHYBaHHS allTEYHOTO
3aKiaay (3a HasBHOCTI)

Micue3Haxo/KEHHS alTeIHOTro0 3aKIany (iHaeKc, 061acTh, paifoH, MiCTO/CENHIIE MiCEKOTO
THUITY/CEJI0/CeHIIE, BYJIMIIS, OYAMHOK TOIIO)

B anteunomy 3akiaai mpoBaguThCs/Oye MPOBATUTUCS AISUTBHICTD 3.
OIITOBOI TOPTiBJIi JTIKAPCHKUMH 3ac00aMU B

OTITOBOT TOPTiBIIi BUKIIOYHO MEAMYHUMU Ta3aMu ]

Pexum pobotun

3 bi o) BUXIIHI JHI

3. XapakrepucTruka OyIiBii, y SKii pO3MILIIEHO alTeYHUH 3aKIa]]
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OCHOBHC BUKOPHUCTAHHS

4. TTpaBoBa mijcTaBa JJisi BAKOPUCTAHHS MTPUMIIICHHS

[TpuMinieHHs BUKOPUCTOBYETHCS Ha TPaBi BiacHocTi | KopuctyBaHHs [ |

JIOKyMEHT, 10 MiATBEPXKYE MPaBO BIACHOCTI
a00 KopUCTyBaHHS MPUMIIICHHSM (i3
3a3HAYCHHSM JIATH Ta HOMEPa)

5. XapakTepucTUKa MPUMIIIEHHS, Y SKOMY PO3MIIICHO alTeYHUN 3aKJa:

130J1b0BaHE (BHUX1J HA30BHI) tak [ g O
BOyZj0BaHe TaK || Hi [
HasiBHA BaHTA)XKHO-PO3BAHTAXKyBaJIbHA tax [ qi O
TUTOIAIKA

MPUMIIIEHHS PO3MIIY€EThCS Ha roBepci (moBepxax)

HasBHICTH iHXXEHEpPHOT0 00J1aTHAaHHS:

TENJI0NOCTa4YaHHs HaseHe L] Bincyrre [

BEHTHJISLISA MPUIUTMBHO-BUTSKHA BEHTHIIAIISA 3 0
MEXaHIYHUM CTIOHYKaHHSM
3MilIaHa IPUPOAHO-BUTSDKHA BEHTUWIIALISA [ |
3 MEXaHIYHO-TIPUILTUBHOIO

IpUpPOIHA ]
BIJICYTHS ]
OCBITIICHHS EJICKTPUYHE 0
EJIeKTPUYHE 1 IPUPOIHE H
KaHaIi3aris HasiBHA || Bigcyrne [
CTpyKTypa anTeyHoro 3aKjiaay 13 3a3Ha4eHHSM IUIOI TPUMIIIEHb, KB. METPIB
3aranbpHa 1101112 alTeYHOro 3aKJIay, KB. METPIB

y TOMY YHCIIL:

BUPOOHMYMX MPUMIIIEHb (30H): > 250 kB. MeTpiB

Tax [ ai [
NPUMIILEHHS 171 TPUAMaHHS MTPOAYKIIIi tak [] i O
MIPUMIIIICHHS 111 KOHTPOITIO SIKOCTI tax [] g O
MPUMILICHHS IS KapaHTHHY tak [] m O
MPUMILICHHS JJ1s1 30epiranHs JIIKapChbKUX
3aco0iB tak [ Hi [
MPUMIIIEHHS JUTs 30€piraHHsl TOMOMIKHUX
Martepialis, Tapu Tak [ Hi [
MPUMIIIEHHS JJ11 KOMIUIEKTAIII1 Ta
BIJITYCKY/B1IBAaHTA>KEHHS JIIKAPChKHUX 3aC001B
(excrieauitiiiHa) tak [ | mi [
CI1y>k00BO-1T0OYTOBHUX MPUMIIIEHb:
KiMHaTa repcoHainy (He MeHIe 8 KB. METPIB) tak [ | Hi [
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BOUpanbHs (He MeHIIe 2 KB. METPIB) tak [ i [

JOTIOMIXKHI PUMIIIEHHS (TpUMileHHs a0o

madu 11t 30epiraHas MpeIMeTiB

npUOHpaHHS) TUIOIIEIO HE MEHIIIE 4 KB.

METpIB tak [ | Hi [

Po3mimeHHs npuMilieHs BUKITIOYAE

HEOOXiJHICTh IPOXOY MPALIBHUKIB IS

NepeoAATaHHs Y CIICIiaIbHUAN 0T Yepes

BUPOOHUYI PUMIIIICHHSI TaK [ | ai [

[Tpoxin 10 MOOYTOBUX Ta JOMOMIKHUX
MPUMIIIEHB 3IIMCHIOETHCS HE Yepe3
BUPOOHUYI PUMIIIICHHSI TaK [ ai [

6. O0namTyBaHHS aNTEYHOTO 3aKIJIATY

HaﬂBHe O6J.IaIlHaHH$[ IS 36§p1raHHﬂ Ta madu M crenaxi [
BIJIITYCKY JIKapChbKUX 3aC001B .

UYCRy p XOJOMWIbHUK || ceid (]
HasBHi TexHiyHi 3ac00U 11 ITOCTIHHOTO
KOHTPOJTIO 32 TEMIIEPATYPOIO Ta BiTHOCHOIO
BOJIOTICTIO MOBITPS tak [ | ai [
OO6nanHaHHs c1yk00BO-TI0O0YTOBHX wadu [ xomogumbruk [

MPUMIILIEHb . .
MeOui uis ByKUBaHHS DKl [

HasBHMiT mpomMapKoBaHMiA iHBEHTAP LIS
MPUOMPAHHS PI3HUX MPUMIIIEHb Ta/a00 30H
3a IPU3HAYCHHSIM Tak || Hi [

[ToBepxHs BUPOOHUYOTO YCTaTKOBAHHS
HiJJIArae BOJIOroMy NpUOUPaHHIO 3
BUKOPHUCTaHHSM JIe3iHPEKIIHHIX 3ac00iB Tak || Hi [

[TokpuTTS MOITyCKae BOJIOTE IPHOUPAHHS

BUPOOHWYMX MPUMIIIEHb 3 BUKOPUCTAHHSIM

ne3iH¢eKIiitHuX 3aco0iB:

oTiH tak [ mi [

miorn tak [ Hi L]

7. BizomocTi ipo kBamidikaiiito nepcoHary

BigomMocTi mpo 3aBigyBava anTevyHOTo 3aKiaaay (CTPYKTYPHOTO MiAPO3IIIY):

TIPI3BUIIE

iM’a

110 0aTbKOBI1

OCBITa, HAHMEHYBaHHsI HAaBYAJIHLHOTO 3aKJIay,
PIK 3aKIHYEHHS, HOMEp JUIIJIOMA,
CIeLialbHICTh

HOMep 1 /1aTa yKJIaJeHHS TPYI0BOTO
noroBopy (mmst $hizuyHOi 0ocodon —
MiIPUEMIIS, TKUA BUKOPHCTOBYE TIPAITIO
HaliMaHoro (paxiBIll, — 000B’A3KOBO), HOMEP
1 1aTa HaKa3y Mpo MPU3HAYCHHS HA MTOCATY
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BIJIMOBIAHICTD KBAMiIPiKAI[IHHUM BUMOTaM

Tak [ Hi [

BigomocTi mpo ynoBHOBa)ke€HY 0c00Yy:

pi3BUILE

e

1o 0aTbKOBI1

TenedoH

OCBiTa, HAHMEHYBAaHHS HABYAIBHOTO 3aKJIaYy,
PiK 3aKiHYEHHS, HOMEp JAUILIOMA,
CHerlaabHICTh

HOMep 1 J1aTa YKJIaJICHHS TPYIOBOTO
noroBopy (amst ¢pizuaHOT 0co0u —
MiAMPUEMIIS, SIKHH BUKOPHCTOBYE MPAILIFO
HaliMaHoro (axiBusg — 000B’SI3KOBO), HOMEP
1 1aTa HaKa3y Mpo MOKIAJACHHS 000B’S3KiB
YIOBHOBaXXEHOI 0COOM

BIJIMOBIAHICTH KBTI (PIKAI[IHHAM BUMOTaM

Tak [ Hi [

8. lexnapartis

JlieH3iifHUM YMOBaM MPOBAKEHHS TOCTIOAAPCHKOT TiSUTBHOCTI 3 BUPOOHHUIITBA JIIKAPCHKHIX
3ac00iB, ONTOBOI, PO3/IPIOHOT TOPTIBII JIKAPCHKUMH 3aC00aMH, IMIIOPTY JIIKapChKHUX 3aC001B
(KpiM aKTUBHHX (papMalleBTUYHHUX IHTPEIEHTIB) BiAMOBIIat0 1 3000B’A3yI0Ch IX BUKOHYBATH

VYcs HamaHa y UX BiIOMOCTSIX 1H(OpMAILlig € JOCTOBIPHOIO Ta MOBHOIO

[Ipi3Buie, iHilianu KepiBHUKA Cy0’€KTa
rocroiaproBaHHs adbo (13MuHOI 0codu —
T IPUEMITS

M1 ITHC

JlaTa ckIaJieHHS ITUX BiJOMOCTeH
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Jonatok 7
1o JlineH31iHuX yMOB

JNOCHE IMITOPTEPA
I. 3aranbHa 1H(MOpMaILIS PO IMIIOPTEPA

1. Kopotka iHdopmartiis mpo iMrmopTepa

HailimenyBaHHSI Ta MiCII€3HAXO/HKEHHs IMIOPTEPA, KOPOTKHUM OMUC MisNIBHOCTI,
MOB’513aHO1 3 IMIIOPTOM JIIKAPCHKHUX 3aC001B, sSIKa MPOBAJAUTHCS 32 MICLIE3HAXOKEHHSIM
(y TomMy 4nchl AUTBHUII, CKIIAJIIB, TA00PATOPil, CIIOPY/ Ta BUPOOHHYO-TOCTIONAPCHKUX
OJIMHMITh, PO3TAIlOBAaHWX Ha AUIbHMIN). KoHTakTHa iH(opMalis mpo iMmopTepa:
poboui HOMepu TenedoHiB, PakciB, 30KkpemMa Ti, IO MPALIOIOTH LLTOA000BO, aapecu
€JICKTPOHHOI MOIITH, MPI3BHUIIA, IMEHA, MO 0AaTHKOBI Ta MOCAad KOHTAKTHUX OCI0, 70
SKUX 3BEPTAOTHCA y pa3i AedeKTiB a00 BUITyUEHHS 3 00ITYy (BIAKIMKAHHS) JIKaApPChKUX
3ac00iB.

Homep ninpHumi, wnamnpukian, Homep D-U-N-S  minpaumi (Data Universal
Numbering System — nani yHiBepcaJlbHOI HOMEPHOI CHCTEMH) — HOMEp, HaJaHU
Dun&Bradstreet, gani GPS (Global Positioning System — rno0anpHa cuctema
HaBIramii Ta BHM3HAYEHHsS pO3TallyBaHHS) ab0 HOMEp I1HIIOI CHUCTEMU BHU3HAUYEHHS
reorpa@i4Horo po3TamryBaHHs (y pa3i HassBHOCTI).

HaliMmenyBaHHST Ta MICIIE3HAXO/PKEHHSI JJII  KOXKHOTO  Bi1JIOKPEMJICHOTO
CTPYKTYPHOTO MiJPO3/1ay (32 HASIBHOCTI), KOPOTKHH OIHUC IisSIILHOCTI, TIOB’SI3aHOI 3
IMIIOPTOM  JIIKAPChKUX 3ac001B, sIKa 3IACHIOETHCS Y KOXKHOMY BITOKPEMIICHOMY
CTPYKTYPHOMY Miipo3Aiii (y TOMY 4YHCII Ha AUTBHUIN, Y CHOPYAlI Ta BUPOOHUYO-
rOCIIOIapChKIM OJMHMII, IO PO3TamIoBaHi Ha AUIbHUIN). KoHTakTHa iH(MOpMaIis mpo
BIJIOKPEMJIEHUN CTPYKTYPHHM MiAPO3AUT IMIIOPTEPa, y TOMY UKCII1 HOMEpH Tesne]OoHiB,
dakciB, 30KkpemMa Ti, IO MPAIIOITh LUIOA000BO, aAPECH EJIEKTPOHHOI TOIITH,
Mpi3BHINA, iIMEHA, MO0 0AaTHKOBI Ta MOCAJW KOHTAKTHHX OCI0, IO SKUX 3BEPTAIOTHCS Y
pasi nedekTtiB a00 BIIIyYeHHS 3 00Iry (BiIKJIMKAaHHS ) JIKapChKUX 3aCO01B.

Homep ninbnuii, Hanpukiaa Homep D-U-N-S ginpauii, mani GPS a6o Homep
IHIIIO1 CHCTeMH BU3HAYEHHS reorpadiyHOro po3TallyBaHHS KOKHOTO BiJOKPEMIIEHOTO
CTPYKTYPHOTO TIAPO3IiTy (32 HAIBHOCTI).

2. Indopmariist mpo rocnogapchbKy AISIBHICTh 3 IMIIOPTY JIIKAPCHKUX 3aC001B

KopoTkuii onuc rocnoaapchkoi TiSIBHOCTI 3 IMIOPTY, 30€piraHHs, KOHTPOJIIO
SKOCTI, TpPaHCHOPTYBaHHS, ONTOBOI TOPriBiIi  (IUCTPUOYIi) IMIIOPTOBAHUMU
JTIKapChbKUMH 3aC00aMHU TOLIO.

3. Byap-sika 1H11a rocrnojapcbka AisIbHICTb, 10 MPOBAIUTHCS IMIIOPTEPOM

Onuc rocnogapchkoi JisSTBHOCTI, IMIIOPTEPA 332 MICIE3HAXODKEHHSIM Ta/abo 3a
MICIIe3HaXO/XKEHHIM HOT0 BIJOKPEMJICHOTO CTPYKTYPHOTO MiAPO3ALTY (32 HASIBHOCTI),
Jie TIPOBAJAUTHLCS TOCTIOAapChKa AISIIBHICTD 3 IMIIOPTY JIKapChKUX 3aCO0IB (HAsIBHICTH
JIIEH31d Ha 1HII BUAM FOCTOAAPCHKOI MISIIBHOCTI, SKIIO TaKa MPOBAJIUTHCA), Y TOMY
YHCIl JISITBHICTh, IO HE TOB’s3aHa 3 (apMaleBTHUYHOIO IsUTBHICTIO, SIKIO TaKa
MIPOBATUTHCSI.
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[I. ®apmarnieBTHYHA CUCTEMA SIKOCTI iMIIOpTEpa

1. Kopotkuit onuc dapmarieBTHYHOT CUCTEMH SIKOCT1 IMIIOpPTEpPa

Kopotkuii onuc (papManeBTUYHOI CUCTEMH SIKOCTI IMIIOpTEpa Ta NOCHJIAHHS Ha
CTaHJApPTH, IO 3aCTOCOBYIOTHCS.

[TocamoBi ocobu, MO0 BIAMOBIAAIOTH 3a (YHKI[IOHYBaHHS (apMaleBTUIHOL
CUCTEMHU SIKOCTI.

[ndopmamis momgo rocmomgapchkoi  ISUIBHOCTI, g SIKOi  iMIopTepa
aKpeIUTOBaHO a00 aTecToBaHO, a00 cepTH(iKOBaHO, 13 3a3HAYCHHSAM HalMEHYBaHHS
opratiB 3 akpeauTallii abo atecrariii, abo cepTudikariii (3a HasIBHOCTI).

[HpopMalis CTOCOBHO MOJIITUKH IMIOPTEPA Yy cPepi AKOCTI JIKAPChKUX 3aCO01B.

OpranizaiiiiHa CcTpykTypa 3a0e3ledeHHs SKOCTI (CTaHAapTHI MpOLENypH,
mporiecH, crierudikallii, MeTOu KOHTPOJIIO SIKOCTI, BIAMOBIAAJIBHI OCOOH TOIIIO).

[Topsimok aHami3y TEHACHIIIN MO0 SIKOCTI JIIKapChKUX 3ac00iB, 110 BBO3ATHCS Ha
TEPUTOPIt0 YKpaiHU (KOPOTKHII ONMUC Ta IOCWIAHHS Ha BHYTPILIHIO MUCHBMOBY

IPOLENYPY).

2. [TIlpouenypa Bumadi YHOBHOBRXCHOI OCOOOK JIO3BONIy Ha BHITYCK
(peamnizartito) cepii J1KapChKOTO 3acO0y

[Tpouenypa kapaHTUHY NMPOAYKLII Ta BUJa4yl YIIOBHOBAaKEHOK 0CO0OI0 103BOTY
Ha BHIYyCK (peamizailifo) cepii JiKapchKoro 3aco0y, a TaKoX OIlIHIOBaHHS
BIJIMTOBITHOCTI BUMOTaM PEECTPAIIHHOTO JOChE (3araJibHUH OINMKC Ta IMOCWJIAHHS Ha
BHYTPILIHI TUCEMOBI IPOLIEAYPH).

3. BukoHaHHS IMIIOPTEpPOM TMPOIECY VYMPABIIHHA IMOCTavYaJbHUKAMU Ta
PSS THAKAMHA

Heo0OxiaH0 3a3HaYnTH:
nepesnik JadopaTopii, 3 SIKUMH YKIAJAEHO KOHTPAKTH (I0TOBOPH);

nepesik MiANPUEMCTB, YCTAaHOB, OpraHizailiif, 3 SKUMHU YKIQJCHO KOHTPAKTH
(ToroBopM) HA BUKOHAHHS TOCIYT, TMOB’S3aHUX 13 TMPOBAHKCHHSIM TOCIOAAPCHKOL
JTIAJIBHOCTI 3 IMIOPTY JIKApChbKUX 3aco0iB, 30Kpema Mmia dYac 30epiraHHs,
TPaHCTIOPTYBAHHS TOIIO;

KOPOTKE pE3IOME€ CTOCOBHO JIAHILIOra IIOCTAYaHHs, a TakKoX Mporpam
30BHIIIHBOTO ayJIUTY;

OIKC 3aXO/[IiB, SIKI BXKUBAIOTHCSA Yy pasi Mio3pu ad0 BUABICHHS HESKICHHUX, a00
nigpoOnenux, abo QanpcudikoBaHux, abo HeE3apeeCTPOBAHMUX JIIKAPCHKUX 3aco0iB,
Hepo3dacoBaHol poaykilii (mpoaykiii “in bulk™).

4. Yapapniaas puszukamu Juist sskocti (QRM)

Kopotkuit omuc meromonorii QRM, 1m0 BHKOPHCTOBYETHCS iMIIOpTEpoM (3a
HasIBHOCTI 3T1/IHO 3 BUMOTaMH HaJeKHOI BUPOOHUYOT MPAKTUKH).

http://yurist-online.org/



http://yurist-online.org/

3 [IponoBxkenus noxarka 7

5. Orasiay SIKOCTI MPOIYKITii

KopoTkuil onuc MeTonosorii, Ky iMIIOpTEp 3aCTOCOBYE IiJl Yac OIJIALY SKOCTI
JIKapChKUX 3aco0iB (3a HAsBHOCTI 3TiIHO 3 BHMOTaMHM HaJIEKHOI BUPOOHHUOT
IPAKTUKN).

III. ITepconan

1. OpranizamiiHa cxema, BKIIOYAIOYM TEpPeNiK IMOCaoBUX o0cid Ta
yHOBHOBaXkeHY(MX) 0co0y (o0ci0), 0 HamaeTbcsl y BUIMSAAlI J0AaTKa A0 JOChE
iMIIopTepa

Heo0xi1HO 3a3HaYUTH YUCENBbHICTh MTEPCOHATY, 3aHATOTO B YIPABIIHHI SKICTIO,
KOHTPOJI1 SIKOCT1, 30€piraHHi, TEXHIYHUX MOCIyrax Ta ONTOBIA TOPTiBII (IUCTpHOYIIiT)
JTKapChbKUMHU 3ac00aMU BiJIMIOBIIHO, 13 3a3HAYCHHSM PIBHS iX OCBITH.

2. KBanidikaris, ctaxx podotu 3a ¢paxom, mpapa Ta 000B’I3KU ITEPCOHATY

JetanpHuii onuc kBadiikalliiHMX BHUMOT (OCBiTa Ta CTak poOoTH 3a (haxom)
10CaJI0BUX OCi0.

[omo ymoBHOBaXkeHOi(KMX) ocobu (0cib), BiAMOBIAATLHOI(MX) 32 cepTUQIKAIIIO
cepii JiKapchKOro 3aco0y Ta MpoIeAypd BHA4i JO3BOJY Ha BHUIYCK (peai3alliio)
cepii JTIKapChKOTro 3aco0y, 3a3HAYAIOTHCA:

Ha3Ba MOCAIH;
KoHTakTHa iHdopMariis (TenedoH, dakc, eTeKTpoOHHA TOIITA).

[Momo mocamoBux o0ci0, BIANOBIJATBHUX 3a KOHTPOJIb SKOCTI JKapChKHUX
3ac001B, 3a3HAYAIOTHCS

Ha3Ba MOCA/IH;
KOHTakTHa iH(popmarris (TenedoH, pakc, eneKTpoOHHA MOIITA).

[[lomo mocamoBux 0cCi0O, BIAMOBIJATBLHUX 3a 30€piraHHs Ta JAUCTPUOYIIIIO
JKapChKUX 3aC001B, 3a3HAYAIOTHCS:

Ha3Ba MOCaIHN;
KOHTakTHa iH(popmarris (TenedoH, pakc, eneKTpOHHA MOIIITA).
3. Onuc cucTeMu HaBYaHHS EPCOHAY
4. Bumoru 10 Tiri€HW TEepCOHaNy 3 MOCWUJIAHHAM Ha BHYTPILIHIN JOKYMEHT
iMIopTepa, sIKUM TaKi BUMOTH 3aTBEP/IXKEHO.

IV. Ilpumimienss ta 00aHaHHS

1. IlpuminieHHs
KopoTkwuii onuc mignpuemMcTBa, po3Mip AUTEHUIL Ta TIEPETIK CIIOPYA.

[Tnanu ckIaIChKUX MPUMIIIEHB 13 3a3HAYEHHSIM CIIeIiaJTbHUX 30H 30epiranus (3a
HAsBHOCTI), 1[0 HAJAKOTHCS Y BUTTISI JOJIaTKA 10 JOCKE IMIIOpTEpa.

KopoTkwuii onric ymoB 30epiranss J1iKapchbKuX 3aco0iB.
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KopoTkuii onmc cucreM HarpiBaHHS, BEHTWIALIl Ta KOHIAUIIIOHYBAaHHS MOBITPS

(HVAC).

KopoTkuii onuc cuctemMu MNpoBeACHHS MNPOQIIaKTUYHOTO Ta TEXHIYHOIO
0o0CIyroByBaHHsl MPUMIINIEHb 3 TOCHJIAHHSAM Ha BHYTPIIIHIO JOKYMEHTALIIO
JiIeH3iaTa, 0 OIHUCYE:

nporpamMy npoduUIAKTHYHOTO Ta TEXHIYHOTO 00CITyrOBYBaHHS;
MpoLIeAYPY 1 3aIUCH 3 MPOPUIAKTUIHOTO Ta TEXHIYHOT'O 00CIYyTrOBYBaHHS,

TEeXHIYHE OOCITYrOBYBaHHsI, SIKE 3JIIMCHIOETHCS MIAPSIHUMHU OpraHizamisMu (3a
HasIBHOCTI).

2. O0nagHanHs
[lepenik OCHOBHOTO CKJIaJICHKOT0 00JIaIHAHHS.

[Tepenik OCHOBHOTO KOHTPOJBHOTO J1a0OpaTOPHOTO OOJamHaHHS (30KpeMa
xpoMmartorpadis BEPX, I'X, cnekrpodoromeTpiB, NIUYHUILHUKIB YacTOK TOIIO), IO
HaJaeTbcsd K JIOAATOK JO JOChe IMIOpTepa (3a HasgBHOCTI y cyO €KkTa
rOCIIOIapIOBaHHS BJIACHOI JabopaTopii).

3aranpbHUl  omMCc 0ONMagHaHHS MIiKpoOioJoriyHOl  JlabopaTtopii  (30Kpema
1HKyOaTOpiB, cTEepUiIi3aTopiB, ycrarkyBanHs aisa JIAJI-tectiB Touo) (3a HasgBHOCTI Y
cy0’€eKTa roCroJaproBaHHs BJIACHOI JlabopaTopii).

Onuc KOMIT IOTePU30BaHUX CHCTEM BiIMoBiAHO 10 BUMor GMP (3a BUHATKOM
o0najiHaHHS 13 CTIeliaIbHUMU JIOTIYHUMH KOHTpoJiepamH, 1o mporpamytotbest (PLCs
— Programmable Logic Controllers).

Cucrema mpoBeleHHS TPOMUIAKTUYHOTO Ta TEXHIYHOTO OOCIyrOBYBaHHS
00J1aTHAHHS 3 OMKCOM Ta IMOCHUJIAHHSM Ha BiJMOBIIHY JOKYMEHTAITIIO.

Baninamis, kBanmidikairisi, moBipka, KaiOpyBaHHS:

KOPOTKHUH OMUC MOJITUKY IMIIOPTEpa 1010 BaIiAalli Ta kBamidikairii;

BaJI1aIlls aHAJTITUYHUX METO/IB;

BaJIiAaIlisi KOMI FOTEPU30BAHUX CUCTEM;

cuctemMa KajiOpyBaHHS Ta MOBIPKM KOHTPOJbHO-BUMIPIOBAJIbHUX MPUIIA/iB,
3ac001B BUMIPIOBAJILHOT TEXHIKH.

V. JlokymeHTartis

1. KopoTkuii onuc cucteMu TOKyMEHTYBaHHS (HANpUKIaJ, eJEKTPOHHA, PydHa)

Ta NOCUJIAaHHS Ha BHYTPILIHI JOKYMEHTH IMIIOpTEpa

SIKImo JOKyMEHTH Ta TPOTOKONM 30epiraioTh abo apXiBYIOTh 3a MeEXaMHU
TUTHbHUIN (BKITIOYAIOYM JaHi 3 (apMakoHArisiy — 3a HAsBHOCTI): TMEPeliK BUJIB
JIOKYMEHTIB/ITPOTOKOJIIB; HalMEHYBaHHS Ta MICIIC3HAXO/KCHHS 1HINOI JUIBHMIIN, e
30epiraroTh JOKYMEHTAIlI0, a TaKOX MPHUOIM3HUI 4Yac, HEOOXITHUHA Ui OTpUMAaHHS
JIOKYMEHTIB 3 apXiBY, 1110 PO3TAIIOBAHHN 32 MEKaMH JIITHHUILL.

2. KopoTkwuii onuc Ta mocusaaHHs Ha BHYTPIIIHI TOKYMEHTH IMIOPTEPA LI0]10:

CHUCTEeMHU PO3pOOJICHHS, BHECEHHS 3MIH Ta PO3MOBCIOKCHHS JOKYMEHTIB;
http://yurist-online.org/
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30epiraHas JOKYMEHTIB, SIKi CTOCYIOTBCS IMIIOPTY;

OCHOBHHUX BHJIB JOKYMCHTIB, 30KpeMa chernudikaiiidi Ta METOIIB KOHTPOJIO
SKOCTI, JI03BOJIIB Ha BUITYCK (peai3allito) cepiil JikapchbKUX 3ac001B;

croco0y KOHTPOJIIO (Harfsy) TOKYMEHTAIIIT;

CTPOKY 30epiraHHsl JOKYMEHTIB ICJIsI BUJIadl JI03BOJIY Ha BUITYCK (peasti3alliro)
cepii JTiKapchKoro 3acoly;

HPOLEYPH, 1110 CTOCYEThCS €IEKTPOHHUX JOKYMEHTIB (32 HassBHOCTI).

3. [nmmi mokyMeHTH, OB’ s13aHi 13 3a0€3MeUeHHSIM SIKOCTI JIKapChbKUX 3ac00iB
HaBecTu nocunanHsi Ha BHYTPIIIHI TUCHMOBI MPOLEAYPH 100!

KOHTPOJIIO SIKOCT1, HABYAHHS Ta MIATOTOBKH MEPCOHAIY;

00JIIKy Ta pPO3CHiAYBaHHS BIAXWICHb Ta PE3YyJbTaTiB, II0 BUHIUIA 32 MEXI
crienndikarriii (3a HasABHOCTI BIAaCHOT J1abopaTtopii);

KaJIiOpyBaHHS Ta MOBIPKH BUMIPIOBAJIBLHUX TTPUITAIIB.
V1. KonTpoib aKocTi

Onuc IisTTbHOCTI 3 KOHTPOJIIO SKOCTI JIIKAPCHKUX 3ac001B, 10 3IMCHIOETHCS HA
JTUIBHUILN, M0A0 (DI3UYHUX, XIMIYHHX, a TAKOXX MIKpOOIOJOTIYHMX Ta Ol0JOTIYHUX
BUMPOOYBaHb (32 HASIBHOCTI y Cy0’€KTa rOCTOIapIOBaHHs BIIACHOI JJabopartopii).

VII. OnrroBa Toprisist (qucTpuOyis), pexiamarii,
nedeKTy Ta BUIYyYeHHS 3 00iry (BiAKIMKAHHS ) MPOAYKIIil

1. 30epiranns Ta onToBa TOPTIBIS (AUCTPUOYIIisl) IMIIOPTOBAHUMU JTIKAPCHKUMU
3acobamu

KopoTkuii onuc Ta nocuiaHHs Ha BHYTPIIIHI MUCbMOBI JOKYMEHTH CTOCOBHO:

3aXUCTY CKJIAJIChKUX MPUMIIIEHb BiJl HECAHKIIIOHOBAHOTO JIOCTYIIY;

KOHTPOJIIO YMOB 30€piraHHs JIIKapChKUX 3aC001B;

3a0e3neueHHs 0COOIMBUX YMOB 30€epiraHHs JiKapchbKuX 3aco0iB;

croco0y 30epiranHs;

KOHTPOJIIO CTaHy (CTaTycy) JIKapChbKUX 3ac00iB (€TMKETKH, KOMIT I0TEPU30BaHA
CHUCTEMA);

Croco0y AUCTpUOYIIIT 7St KITIEHTIB;
IPOIIEIYPY KOMILUIEKTAIlil 3aMOBJICHb;

CUCTEeMHM 3a0e3leyeHHs BIANOBIAHMX YMOB TMiJ 4Yac TPaHCIOPTYBaHHS
(mepeBe3eHHs);

3axXO0MiB I JUCTPUOYIi MPOMYKIii Ta METOMIB, SIKUMHU MiIATPUMYETHCS
BiJICJTIIKOBYBAaHHSI TIPOJIYKIIii, IO BiJ[IIOBIIafOTh BUMOTAM 3aKOHOJIAaBCTBA PO 3aXUCT
€KOHOMIYHOT KOHKYPEHIIii;
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3aXOJiB I 3am00IraHHs MOTPAIULTHHIO MPOAYKINT IMIIOpTEpa 10 HE3aKOHHOTO
JaHIIOra OCTaYaHHS.

2. Pexnamarii, neeKTH Ta BUITyYEHHS 3 001ry (B1AKJIMKaHHS) MPOLYKIIL
KopoTkuii onuc Ta nocuinaHHs Ha BHYTPIIIHI MUCbMOBI TOKYMEHTH CTOCOBHO:

CHCTeMM III0JI0 OOpoOKHM pekiamariiii, aedekTiB Ta BHIy4YeHHS 3 o00iry
(BIIKITMKAHHS ) TTPOTYKIIIT;

3aXOMiB, IO 3IIHCHIOIOTHCS IMIOAO HEAKICHUX abo migpobneHux, abo
danscudikoBaHnX, a00 HE3apEECTPOBAHUX JIIKAPCHKHUX 3aCO0IB.

VIII. BayTpimHi ayauTu (CaMOIHCIIEKITiT)

KopoTkuii onuc Ta nocuinaHHs Ha BHYTPIIIHI IHCbMOBI JOKYMEHTH CTOCOBHO:
CUCTEMH MPOBEACHHS BHYTPIIIHIX ayAUTIB (CAMOIHCIEKIII);
OITIHKH €(EKTHBHOCTI BHYTPIIIHIX ayUTIB (CAMOIHCTIEKIIiH);

JIOKYMEHTYBaHHs (3allMCIB) 3a pe3yJbTaTaMU IPOBEJICHHS BHYTPILIHIX ayJIHTiB
(caMolHCTICKIIIH);

KOPUTYBJIBHHUX Ta 3aMIOOKHHX JIH;

KOHTPOJIIO 32 BUKOHAHHSM KOPUTYBAJIbHUX Ta 3aMO01KHUX JiH.
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Honatok 8
1o JlineH31iHuX yMOB

(HaliMeHyBaHHS OpTaHy JIIIIEH3YBaHHS)

OIINC
JIOKYMEHTIB, 1110 MOJIaI0THCA JJIsl OTPUMAHHS JIIEH311/IepeopopMIICHHS JIIIIeH31i/
PO3LIMPEHHS MPOBAHKEHHS BUIY TOCIIOAAPCHKOI MISITBHOCTI, 110 IMiJIATaE
JiIIeH3yBaHHIO0/ BHECEHHS 10 €IMHOTO JIEPKABHOTO PEECTPY OPHUIANIHHUX OCI0,
($13MYHEX 0C10 — MIANPUEMIIIB Ta TPOMAACHKUX (POPMYBaHb BIIOMOCTEN PO MICLIE
MPOBAXKEHHS JIIIIEH31aTOM BUAY TOCIOAAPCHKOT AISUTBHOCTI, 110 MiJIsTae
JIIeH3yBaHHIO*

(HatimeHy8aHHs CY6 '€KMa 20cno0apio8antsa abo npiseuwye, im’s, no 6amvkoei Qisuunoi ocoobu — nionpuemys)

[lama i nomep peecmpayii 3as6u 7 20 poxky Ne
BigmiTka mpo
TopsKoBHii Kinbkicts HasBHICTh
iOMe HaiimenyBaHHsl JOKyMeHTa |apkymiiB y| JokymeHTiB |[IpumiTka
P JIOKYMEHTI (HasBHI,

BIJICYTHI)

[Ipuiinss JIOKYMEHTIB
(undpami i cioBamm) (mignue ynoBHOBaKEHOT OCaI0BOT 0COOH,

iHiIIiam, TIpi3BHUIIE, TOCaaa)

[13 2

20 poky

o . *%
I[pyrHH [IpUMIPHHK OTINCY OTprUMaB (mianuc, iHiianm, npi3BUIIE IpeCTaBHUKA

Cy0’€eKTa roCIIoIapIOBaHHsI)

113 2 20_ pOKy

* HeoOXiTHE i IKPECIIUTH.

** 3aroBHIOETHCS y pasi MOAaHHsS 3/100yBadyeM JIIeH311 JOKYMEHTIB JI0 OpraHy JiIeH3yBaHHS
HapOYHO.
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Homatoxk 9
1o JlineH31MHuX yMOB

Hepocasnuii I'epd Yrpainu
VKPAIHA

HaliMmenyBaHHS oprasy JilleH3yBaHHS

JOIOATOK Ne
JI0 JIIIIeH31i Ha MPOBaKEHHS TOCIIOAPCHKOI TISITBHOCTI
3 BUPOOHUIITBA JIIKAPCHKUX 3aCO0IB

Ctpox mii mineHsii 3 *

I. 3ATAJIbBHA ITHOOPMAIIIA

HalimenyBaHHS 10pUAHYHOI 0OcOOU

Micne3Haxo/KeHHS FOPUIUIHOT 0CO0n

JlineH3oBani BUpPOOHWYI omepallii BKJIIOYAIOTh I[IOBHE Ta/ab0 YacTKOBE
BUPOOHUIITBO, 30KpeMa MPOIECH TIEPBUHHOTO Ta BTOPUHHOTO TIAKyBaHHS, KOHTPOJb
SKOCTI Ta cepTUdikailito cepiid, 30epiranHs Ta TUCTPUOYIIITO.

S0  mANPUEMCTBO — 3IIHCHIOE  BHPOOHUIITBO  JIIKAPCBKUX  3ac00iB 3
BUKOPUCTaHHsIM CcyOcTaHIii Ta/abo mponykmii “in-bulk”, sxi BBaxkawTbhcs
BHCOKOCEHCHOUTI3YIOUMMH, CHJIHHOMIIOYMMU a00 BUCOKOTOKCHYHUMHU (HATPHUKIA,
JIKapChKi 3aco0M, sKI MICTSITh OJKWUBI KIIITUHU, TOPMOHH, CyJib(aHIaMiau,
OeTa-makTaMHl AHTUOIOTUKM, Takl SK TEHIIMWIHN, [e(QaloCIOPUHU, TICHEMH,
kapOaniegemMu, MOHOOAKTaMH, 1HIII BHMCOKOCEHCHOUTI3yr04l Martepianu, HaTOreHH1
OpraHi3Mu, IIUTOTOKCHHM) abo SKi MawTh TEBHY HeOe3neKky (Hampukiaj,
pamiodapMmarieBTU4Hi), Mpo II€¢ TOBHHHO OYTHM 3a3Hau€HO sIK OOMexeHHs abo
MOSICHEHHSI, 110 CTOCYETHCS i€ JTIeH3I1.

II. IHOOPMALIA ITPO JIAJIBHICTD 3 BUPOBHUIITBA
JIIKAPCBKHMX 3ACOBIB

(L{ett po30in 3an06HIOEMbCS OISt KOJICHO2O OKPEMO20 MICYsi NPOBAOICEHHS OISIbHOCII, SKe PO3MAUlO8aHe

3a iHWoW adpecor).

Anipeca Miciisi MPOBAKEHHSI TIsUTBHOCTI

[lepenik nikapcbkux ¢GopM Ta BUPOOHHUYUX Olepariii, siki BUPOOJAIOTHCS 3a
MICIIEM TTPOBAKEHHS JisUTBHOCTI**

BUPOBHMYI OIEPALIIl — JIIKAPCBHKI ®OPMU

CrepuiibHi IPOAYKTH

1. AcenTHYHO BUTOTOBIIEH] (BUpOOHUYI omepawii Juis HACTYIHUX JIIKapChKHUX (popm)
1.1. PiquHu B yImakoBKax BEIMKOTO 00’ €My

1

1.
1.
1.
1.
1.1.1.2. JliodimizaTu

1.
1.
1.
1.
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1.3. M’sixi

1.4. Piquau B yImakoBKax Mayioro 06’ emy

1.5. TBepnai Ta IMILTAaHTAHTH

1.6. IHImIi acenTUYHO BUTOTOBJICHI NPOAYKTH (3a3HAUNUTH )

(Y yiti nosuyii moowce 6ymu 3azmaueno, Hanpuxkiad, “Bupobnuymeo cmepunbHOi axmueHoi
pevosunu’”).

1.1.2. Ilo mizmaroThes KiHLEBiH cTepuiizamii (BUpoOHNYI oneparii A HaCTYIMHUX JiKapChKUX
opm)

(Y pasi konu xinyesa cmepunizayia npooykmy He 30IUCHIOEMbCA HA MiCYi 8UPOOHUKOM, d 34
KOHMPAKMOM  THWUM  GUPOOHUKOM, Komenmap ‘“Kinyesa cmepunizayis 2amma-onpoMiHeHHAM
30TUCHIOEMbCS  THWMUM  GUPOOHUKOM ™~ Mae Oymu 3da3HayeHull wjooo yiei nikapcovkoi ¢hopmu 6
VMOYHIOYUX NPUMIMKAX).

1.1.
1.1.
1.1.
1.1.

1.1.2.1. Piguau B ynakoBKax BEJIHKOTO 00’ €My

1.1.2.2. M’sxi

1.1.2.3. Piguam B ymmakoBKax Mayioro 00’ emy

1.1.2.4. Trepai Ta IMIJTAHTAHTH

1.1.2.5. Iamri npoayKTy, o MiANA0THCS KiHIEBIH cTeprizamii (3a3Ha4uTh)

1.1.3. Ceprudikarist cepiif CTEpUIBHUX MPOTYKPTIB

(3acmocosyemvcs 00 6CiX CMEPUIbHUX JIKAPCOKUX (POPM, SKUO GIONOBIOHI 0OMEICEeHHs He
3a3Hayeni 8 YyMouHIoYUX NPUMImKax).

1.2. HecrepunbHi mpoyKTH

1.2.1. HectepusbHi poayKTy (BUPOOHMYI Omeparlii sl HACTYITHUX JTIKApCHKUX POpM)

1.2.1.1. Kancynu TBepai

1.2.1.2. Karnicynmu M’ ki

1.2.1.3. XXyBanbHi TymMu

1.2.1.4. ImnperHoBaHi MaTpuIi

1.2.1.5. Pinqunu JU1s 30BHIIIHBOTO 3aCTOCYBaHHS

1.2.1.6. Piquau u1s BHYTPIIIHBOTO 3aCTOCYBAHHS

1.2.1.7. MenunyHni ra3u

1.2.1.8. Inmi TBepai mikapceeKi popmu

1.2.1.9. [Ipenapartu mig THCKOM

(Basnauaromscs npenapamu 6 cneyianbHux KOHMeUHepax nio muckom 2asy. Akwo, Hanpukiao,
PIOKUll aepo30.ib 8ULOMOGIEHO UIAXOM MEXAHIYHO20 HANOBHEHHS HACOCOM, Maka 00308ana popma
nosunHa Oymu eusHauena ax ‘‘Piouna ona 306niwHb020 3acmocysamna’ abo “Piouna Ons
BHYMPIUWHBLO20 3ACMOCy8anis”).

1.2.1.10. 'enepaTopu pagioHyKJIi/1iB

1.2.1.11. M’sixi

1.2.1.12. Cyno3suropii

1.2.1.13. Tabnetkn

1.2.1.14. TpancaepmaibHi IACTHP1

1.2.1.15. Cromarosnoriuni Marepianu

1.2.1.16. T HecTepuIbHI JIiKapChKi 3acO0M (3a3HAYUTH)

(IIpuxnaou oisnvrocmi, axi moxcyms Oymu 3a3naveni y niopozoini 1.2.1.16. “Inwi”:

“Bupobnuymeo wuanienpodyxmy” (no@uHHi Oymu 6U3HAUEHi, HANPUKIAO, HNOPOWKYU OJis
nooanbuioi 06pooKu);

“Haokancynayia” (ys Oisibhicms 3a36udail nposaoumscs wooo O0CHI0NCYBAHUX JIIKAPCHOKUX
3ac006i8 ma ix KOHMPOIbL MOAHCE BIOPISHAMUCA 8I0 CMAHOAPTNHOZ0 OJIs KANCY MEepOUx).

1.2.2. Ceprudikariist cepiii HeCTEpUILHUX TPOIYKPIiB
(Bacmocosyemvcs 00 6CIX HECMEPUTLHUX TIKAPCOKUX (POPM, SAKUIO GIONOGIOHI 0OMEMNCEHHS He
3A3HAYEHT 8 YIMOUHIOIOYUX NPUMITNKAX).

1.3. bionoriuHi Jlikapcbki 3ac00u
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(Bionoziunuil nikapcekuil 3aci6 — AKAPCOKUL 30Ci0, AKMUBHA PEYOBUHA AKO20 € BIONO2TUHOI
cybcmanyiero.

bionociuna cybcmanyis — pevosuna, ska UpooiseEmucs abo excmpazyemocs 3 0ion02iuH020
Ooicepena i sika nompedye Onisi il XapakmepucmuKku ma SU3HA4YeHHs il saxocmi KomOinayii ¢izuko-
XIMIKO-0I0I02TUHUX 8UNPOOYEAHD, A MAKONIC BUPOOHUHO20 NPOYECY MA 1020 KOHMPOIIIO.)

1.3.1. biosoriuHi JikapchKi 3acO0H

(Knacudghixayis 6ionoziunux npooykmis.

1.3.1.1.Ilpenapamu kpoei

L kamezopia subupaemovcs, AKWO € 8UPOOHUYI onepayii, Wo UKOHYIOMbCA WOO0 OI0N02TUHUX
NPOOYKMIB, W0 MICmMAmMb AKMUBHY PEYOSUHY, GUOLIEHY 3 KPOSi. 3pasku maxkux npooyKmie Micmsamo
anvoymin, paxmop naazmu VII abo imynoenobyninu, axi ompumani 3 kpogi. Qbpodxy gaxmopa VIII,
AKUL 8UPOOIAEMBCS 3 BUKOPUCIIAHHAM MemOody DIOMeXHOI02il, He BKII0YAOMb 8 Y0 Kame2opilo.

1.3.1.2. Imynonoeiuni npooykmu
L[n xameeopia eubupacmovcs, AKWO € SupodOHUYL onepayii, sAKi 30IUCHIOIOMbCA NI0 Yac
BUPOOHUYMEA Dionpenapamis, Wo MaloMv IMYHOAOSIYHUL MemoO il (HANPUKIAO, GAKYUHU).

Ilpooyxkmu knimunnoi mepanii
L[n xameeopis eubupaemvcs, AKWO € GUPOOHUYI onepayii, sKi 30IUCHIOIOMbCA Ni0 Hac
BUPOOHUYMEA NPOOYKMIE KIIMUHHOL mepanii.

IIpooyxkmu eennoi mepanii
Lln xamezopia eubupaemvcs, AKWO € BUpOOHUYI onepayii, AKi 30IUCHIOIOMbCA Ni0 4ac
BUPOOHUYMEA NPOOYKMIE 2eHHOT mepani.

biomexnonoeciuni npodyxmu

biomexnonocis — suxopucmogye — cememuuHo  MOOU@ikoeami  KIimuHu — ccasyie,  abo
MIKpoOpeanizmie (Hanpuxnao, baxkmepii uu Opixncoicig), abo OionociuHux cyocmanyit (Hanpuriao,
gepmenmis) nio uac eupobnuymea 6Oionoziunux npooykmis. Lla xamezopia eubupacmvcs, AKUWO €
8UpoOHUYI onepayii, AKI 30iUCHIOIOMbCA N0 YaAc BUPOOHUYMBA OIONO2IYHUX NPOOYKMIE 3
BUKOPUCMAHHAM OLOMEXHONO02TH.

Ipenapamu, excmpazogani 3 mxaHun 1100UHY OO0 MEApUH

Iln xameeopis eubupaemvcs, [AKWO € SUpOOHUYI onepayii, sKi 30IUCHIOIOMbCS NI0 4ac
BUPOOHUYMEA OION02TUHO20 NPOOYKMY, WO MICIMUMb AKMUBHI PEYOBUHU, OMPUMAHT 3 MKAHUH THOOUHU
abo meapun (KiimuHu, MKaHUHU, PIOUHU), KPIiM KPOE.

Jixapcoki 3acobu mkaHuHHOI iHJCEHepil

Lln xamezopia eubupaemvcs, AKWO € SUpOOHUYI onepayii, sAKi 30IUCHIOIOMbCA NI0 4ac
BUPOOHUYMEA TIKAPCLKUX 3AC00I8 MKAHUHHOL IHJICEeHeDI.

Trwi H6ionoeiuni rikapceki 3acobu (3a3navumu)

Iln xameeopis eubupaemvcs, AKWO € SUPOOHUYI onepayii, SKi 30IUCHIOIOMbCS NI0 4ac
BUPOOHUYMEA  0I0NI02IYHO20 NPOOYKMY, WO Micmums 0OI0I02IY4HO AKMUBHY CcyOCmauyin, sKa
3a3HaYeHa suuye.

Kamezopii nosunni euxopucmosgygamucs, SKuo SUpPOOHUYA OilbHUYS BUKOHYE 0VO0b-5Ki
8UpOOHUYT Onepayii, N8’ sA3ani 3 GUPOOHUYMBOM 0I0N02iUHUX NPOOYKMIE. Bupobnuuymeo 6ionociunoi
cyocmanyii. modice Oymu wacmuuow 6e3nepepeHoco npoyecy nio uac GUPOOHUYMBA 20MOB8020
bionociuno2o npodykmy i yi onepayii maxoxc NosunHi Oymu 3a3HA4eHi 6 YboMy po30ili, Oe ye
oopeuno. Axujo niyen306ami onepayii maxKoxc eKI0UAI0Mb 6ULOMOBGIEHHSL 20MO801 TIKapcuKol hopmu
018 0ion02IuH020 NPOOYKMY, GION0GIOHA NIKAPCbKA (PopMa NOGUHHA MAKONC OymMu 3a3Ha4eHa 6
qiyensii (nanpuxnao, y nioposoini 1.1.1.2. “Jlioginizamu”).

1.3.1.1. IIpenapaTtu kpoBi

1.3.1.2. ImyHOGionoTi4Hi JiKapchKi 3acoon

1.3.1.3. JlixapchKi 3aco0u KIITHHHOT Teparii

1.3.1.4. JlikapceKi 3acobu TeHHO1 Tepartii

1.3.1.5. bioTexHonorivHi JiKapchbKi 3aco0n

1.3.1.6. IIpenapaTu, ekcTparoBaHi 3 TKAHUH JIFOJIUHU a00 TBAPHH
1.3.1.7. Jlixapcbki 3ac00M TKaHUHHOT iHXeHepii

1.3.1.8. Inmri GionoriuHi JikapchKi 3ac00H (3a3HAYUTH)
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1.3.2. Ceprudikaris cepiii (IIepeik)

(IIn xameeopis eubupaemvcsi y paszi ocmamounol cepmu@ikayii ynoeHo8aMcenoio 0coboio
2omogoi’ nikapcvkoi popmu bionpenapamy. 3anucu maxodic nOGUHHI Oymu 3poOneHi 8i0N0GIOHO 00
niopo3oinie 1.1.3 abo 1.2.2, skuo nompioHo 3a3Havumu mun iikapcokoi ¢popmu,).

1.3.2.1. Ilpemapatu KpoBi

1.3.2.2. ImyHOOi0M0Ti4HI JiKapchKi 3acobu

1.3.2.3. JlikapchKi 3ac00H KITITHHHOI Teparii

1.3.2.4. JlikapcbKi 3ac00M TeHHOT Tepaltii

1.3.2.5. bioTexHonorivHi JiKapchbki 3aco0n

1.3.2.6. [Ipenapartu, eKCTparoBaHi 3 TKaHHUH JIOJAUHU a00 TBApUH
1.3.2.7. JlikapchbKi 3acO0M TKaHUHHOI 1H)KEeHepii

1.3.2.8. Inmi GionoriuHi JikapchKi 3ac00M (3a3HAYMTH)

1.4. Tamni nmpoaykT a60 BUpOOHWYA MTiSTHHICTD

(V pasi koau eupobruk 30iticnioe upobHuul onepayii, no8 A3ani 3 UPOOHUYMEOM POCIUHHUX
abo 20MeonamuyHux JKApCobKUx Gopm (Hanpukiad, mabaemok), 6oHU Marwms Oymu 3a3Ha4eHi Ojis
8i0n06iOHOI nikapcwvkoi opmu (poszdinu 1.1 ma 1.2) 0odamkoso 0o 3anucy 6 niopo30ini HuiCue.
AKrwo eupobHuK mac niyensiio Ha eupoOHuYi onepayii MinbKu O0s pOCIUHHUX aDO 20MeOonamuiHux
JUKApCLKUX hopm, NOSUHHA O6YMU YMOUHIOYA NPUMIMKA “MinbKu poCIuUHHI npooykmu’ abo “minbKu
comeonamuyni  npooykmu’”, npo ye NOBUHHO Oymu 3a3HAYEHO YV BIONO0GIOHIU JIKAPCLKIU
Gopmi | upobruuiti onepayii' y niyensii).

1.4.1. BupoOHHIITBO

1.4.1.1. [IpoxyKTH 3 pOCIMHHOI CHPOBUHU

1.4.1.2. 'omeonaTi4Hi IpenapaTu

1.4.1.3. Inmi (3a3Ha4HTH)

1.4.2. Crepuiizanis akTHBHUX PEYOBUH/IOTIOMI>)KHUX PEYOBHH/TOTOBOT MPOAYKIIiT

(Basnauwacmo y pasi, koau disibHicms i3 cmepunizayii He € YacmuHoI0 8UPOOHUYMEBA 00308AHOL
dopmu, Hanpuxkiao, AKWO BUPOOHUK 30IUCHIOE CMEPUNI3AYI0 NPOOYKMY MemooOM 2aMMa-
BUNPOMIHIOBANHHSL 3 KOHMPAKMOM 610 IMEHI IHU020 BUPOOHUKA).

1.4.2.1. ®inpTparis

1.4.2.2. CyxosxapoBa cTeputizaris

1.4.2.3. Crepuiizauis napom

1.4.2.4. XimiuHa crepuitizaris

1.4.2.5. 'aMMa-BUIIPOMiHIOBaHHS

1.4.2.6. EnekTpoHHO-TIpOMEHEBA CTEPIITi3allis

1.4.3. [ammi (3a3Ha9nTH)
(“36epicanns’” enocumvcs y pasi, Koau 6UpoOHUK 30IUCHIOE Tuwe cepmuixayiio cepii ma
3bepicanns Aikapcvkux 3aco6is. [puxnadu OisnbHocmi, AKa Moxce Oymu 3a3naqena 8 nioposzoini 1.4.3)

1.5. ITakyBaHHs

1.5.1. IlepBuHHE MaKyBaHHA

(llepsunne naxyeamHs CMEPUILHO20 NPOOYKMY GUSHAYAEMbCA AK UYACMUHA BUPOOHUYUX
onepayiu, 3a3Hauvenux @ po3oini 1.1 cmoOco8HO CMEpUNbHUX NIKAPCLKUX 3Ac00i8, AKWO GIOCYMHI
0OMedIcen s w000 KOHKPEmHOIL TiKapcbKoi hopmu).

1.5.1.1. Kancynu TBepai

1.5.1.2. Kancymu m’siki

1.5.1.3. XKyBanbHi rymu

1.5.1.4. ImmperHoBaHi MaTpuIli

1.5.1.5. PiguHu aj1s1 30BHIIIHBOTO 3aCTOCYBAHHS

1.5.1.6. Piguau a7t BHYTPILIHBOTO 3aCTOCYBaHHS

1.5.1.7. MenwnuHi razu

1.5.1.8. Inmmi TBepai nikapceeKi popmu

1.5.1.9. Ilpemapaty mig THCKOM

1.5.1.10. I'enepatopu pamioHyKIigiB
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1.5.1.11. M’sixi

1.5.1.12. Cymo3uropii

1.5.1.13. Tabnerku

1.5.1.14. TpancaepmaibHi IIIACTHP1

1.5.1.15. Cromaronoriuai Matepiain

1.5.1.16. Iami HecTepMIILHI JTIKaPChKi 3aCO0M (3a3HAYUTH)

(IIpuxnaou disnvHocmi, axa modice Oymu 3a3Haqera 6 niopo3oini 1.5.1.16. “Inwi necmepunvhi
JUKApCwbKi  3acobu’”: Ko 6upoOHUK 30IlCHIOE NepeuHHe NAKY8AHHA, a4 He (pakmuyHe No6He
BUPOOHUYMBO JIIKAPCOLKOT hopmu, siKe 32000M Ni0OAcmvbcs KiHyesil cmepunizayii, maka J1iKapcbKa
dopma mae Oymu 3azuavena 6 nioposzoini 1.5.1.16. “Inwi necmepunvni aikapcwki 3acoou” “llepeunne
NAaKyeauHs (Ha36a 00308aHOI hopmu), aKa niodaemvcsi Kinyesilu cmepunizayii”).

1.5.2. BropuHHe naKyBaHHS
(V pasi konu niyen3o6ano 6mopuHHe NAKy6aHHs, ye CMOCyeMvCs YCix 00308aHUX GOpM, AKUO
iHWe He 3a3HAYEHO 8 PO3 ACHIOIOYUX NPUMITNKAX).

1.6. [IpoBeneHHs BUNIpoOyBaHb Y paMKaxX KOHTPOIIIO SIKOCTi

(Axwo eupobHux niyeH308aHUll O NPOBEOCHHA KOHMPONO SAKOCMI, 8i0N0BIOHI Kamezopii
KOHMPOJIO NOBUHHI OYMU 3a3HAYEHT HUdCYe).

1.6.1. Mikpo6ionoriuHi — CTepUIBHICTh

1.6.2. Mikpo6ionoriuHi — MikpoOioJIoTi4Ha YUCTOTA

1.6.3. ®i3uuHi/XiMi4HI BUTTPOOYBaHHS

1.6.4. Bionoriuni BUnpoOyBaHHs

2. BUPOBHUYI OIEPALIIl — AKTUBHI ®APMAIIEBTUYHI IH'PEJIICHTU
2.1. BupoOHHUIITBO aKTUBHOI PEYOBHUHU IIISIXOM XIMIYHOTO CHHTE3Y

2.1.1. BupoOHHIITBO aKTHUBHUX MPOMIXXKHHX PEUOBHH

2.1.2. BupoOHHIITBO HEOUHIIICHOTO aKTUBHOTO (hapMalleBTUYHOTO iHIPelieHTa
2.1.3. ConeyTBOPEHHS/OUMILICHHS (3a3HAYUTH, HAPUKIIA], KPUCTAI3aLlis)

2.1.4. Tami (3a3Ha4nTH)

2.2. OTpuMaHHS aKTUBHOTO (hapMalleBTUYHOTO IHIPEieHTa 3 IPUPOAHUX KEPET
2.2.1. OTpumaHHs pEYOBUHH 3 POCIUH

2.2.2. OTpuMaHHSs pEYOBUHHU 3 TBAPHH

2.2.3. OTpuMaHHsI pEYOBUHH 3 JTIOACBKOrO JKepena

2.2.4. OTpuMaHHS p€4OBHHHU 3 MiHEPAJIBHOTO JKEpea

2.2.5. Moaudikaiiist OTpUMaHoOl pe4OBHHHU (3a3HAYUTH JPKEPEIIO)

2.2.6. OuurieHHs OTPUMAHOI PEYOBHHH (3a3HAYUTHU JHKEPETIO)

2.2.7. Inme (3a3HaYNTH)

2.3. BUpOOHUIITBO aKTHMBHOTO (papMaIleBTHYHOIO IHTPEIi€HTa 3 BUKOPUCTAHHIM O10JI0TTUHUX
MPOIIECiB

2.3.1. ®epmeHTaLis

2.3.2. KynbpTypa KIITHH (3a3HaUUTH TUI KJIITHH, HAlIPUKJIaJ, CCaBIiB / GaKkTepiaabHi)

2.3.3. BungineHus/oynineHHs

2.3.4. Moaudikaris

2.3.5. Inmme (3a3HaYNTH)

2.4. BupoOHHUITBO CTEPUIBLHOIO aKTUBHOTO (papMaleBTUYHOTO iHrpenienta (posainu 2.1, 2.2 1
2.3 3aMoBHIOIOTHCS Y pa3i HeOOXiTHOCTI)

2.4.1. AcenTU4HO BUTOTOBIICHI

2.4.2. Ilpenapaty, 10 MiJNA0THCS KIHIEBIH cTepuTizamii

2.5. Cryneni 3araipHOi 0OpOOKH
2.5.1. Cryneni ¢i3nuHoi 00poOKM (3a3HAYMTH, HANPHUKIAL, CYIIIHHSA, MOAPIOHCHHS/
MiKpOHi3allisi, IpOCiIOBaHHS)
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2.5.2. IlepBuHHe mMakyBaHHS (3aKyMOPIOBAHHSI/TEPMETH3AIllSI AKTUBHOIO (hapMalieBTUYHOIO
IHTpeli€HTa MaKyBaJIbHUM MaTepiaioM, sIKUU TiepeOyBae B IPSIMOMY KOHTAaKTi 3 PEYOBHHOIO)

2.5.3. BropuHHe naKyBaHHA (PO3MILICHHS TI'ePMETUYHOI MEPBUHHOI YIMAKOBKH BCEpeAWHI
30BHIIIHBOTO MAaKyBaIbHOTO MaTepiany abo koHTelHepa. Lle Takoxk BKItO4Yae Oyab-sike MapKyBaHHS
MaTepiany I inerTadikamii abo mpocTeXyBaHOCTI (HyMmeparlis cepii) akTHBHOTO (papMaIieBTHIHOTO
IHTpeIIi€HTAa)

2.5.4. Inme (3a3HaunTH) (U151 ONIepalliif, He ONMCAHUX BUILE)

2.6. IIpoBenenns BUMPOOyBaHb Y paMKax KOHTPOJIIO SIKOCTI

2.6.1. ®i3nuHi/XiMi4HI BUIPOOYBaHHS

2.6.2. Mikpo6ionoriuHi BUIpoOyBaHHS (BUKIIOYal0ul BUIPOOYBaHHS CTEPUIIBHOCTI)
2.6.3. Mikpobionoriuxi BunpoOyBaHHs (BKIIIOYAIOYH BUITPOOYBaHHS CTEPHIIBHOCTI)
2.6.4. bionoriuHi BUIPOOYBaHHS

3. 3bEPI'AHHSA

3.1. 36epiraHHs TOTOBOT MPOTYKIIiT
3.2. 30epiranHs CHpOBHUHU

3.3. 36epiranHs MaTepianiB

4. BUPOBHULTBO JOCJIIIXYBAHUX JIIKAPCBKNX 3ACOFBIB
4.1. BupoOuuurso jikapcbkux 3aco0iB s I, 11 1 I da3u kaiHIYHUX TOCTiHKEHD

I1I. OCOBJIMBI YMOBHU ITPOBAJUKEHHA ATAJIBHOCTI

IHdopmartist mpo ymoBHOBaXKEHUX 0OC10

(npizeuwge, im’s, no bamMvKo8i)

[Hpopmalis Mpo KOHTPAKTHUX BUPOOHUKIB JIIKAPCHKUX 3aC001B

(HatiMeHYB8AHHS, MICYE3HAXO0OIICEHHS MA Micye NPOBaAdICeHHs JiNbHOCHI)

Indopmartis mpo KOHTpakTHI Jaboparopii

(HallMerny8aHHs, MICYE3HAX0O0HCEHHS MA MiCYe NPOBAONCEeHHS OiIbHOCMI)

[Mpumitka. Byab-ski 0OMexeHHs a00 MOSICHEHHS 100 1€l JTileH3il:
Jlata i HoMep Hakasy Mpo MPUUHATTS PIICHHS 00 BUaavi foaatka No
JepxaBHa cnyx6a Ykpainu 3 JTiKapchbKUX 3ac00iB Ta KOHTPOITIO 32 HAPKOTHKAMH
ITIINKC BIATOBITAILHOI 0COOM, IIeyaTKa
Anpeca:
Tem.:
dakc:
E-mail:
www.dls.gov.ua

MH *k*x

* [ndopmaris 3a3HAYAETHCA Y BEPXHBOMY KOJIOHTHTYJIi KOXKHOI CTOPIHKH JOAATKa J0 JIIeHs3ii.
** Bubpatu HEoOXiIHE 13 CIIHCKY.
*** Tndopmallis 3a3HaYa€THCS y HIDKHBOMY KOJIOHTHTYJII KOXKHOI CTOPIHKH J0/1aTKa JI0 JIIeH3il.
Howmep cropinku / 3aranbpHa KUIBKICTb CTOPIHOK
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Jomaroxk 10
1o JlineH31MHuX yMOB

Hartimenyeanus opeany niyensysanmsi

JOJATOK Ne J1O JILIEH3II
Ha TIPOBA/KEHHS TOCMOAAPCHKOI AISIBHOCTI 3 IMIOPTY JIIKAPCHKUX
3ac001B (KpiM aKTUBHUX (papMaIleBTHUHHUX IHTPEIAIEHTIB)

Crpox nii minensii 3 *

I. 3AT'AJIbHA ITHOOPMAILIIA

HaiimenyBanHs cy0’€KTa TOCIOIapIOBAHHS

Micre3HaxoKeHHS

Il. IHOOPMALIA ITPO JIAJIBHICTD 3 IMITIOPTY JIIKAPCBKMX 3ACOBIB

(yeil po30in 3an06HIOEMbCA Ol KOHCHO20 OKPEeMO20 MICYsi NPOBAONCEeHHs OIANbHOCMI (01151 KOMCHO20 Micys
NPOBAONCEeHHS OIANbHOCHI, sIKe 3HAXOOUMbCA 3a THULOK A0pecoio)

HaiimeHyBaHHSI CTPYKTYPHOTO MiIPO3ILITY

Anpeca CTpYKTYPHOTO MiIpo3AlTy (aapeca MiCIsd TPOBAHKCHHS TiSTTbHOCTI)

3a aJipecoro CTPYKTYPHOTO MIAPO3AUTY HASIBHI (neobxione sanuwumu):

CKJIQJIChKI 30HM (IPUMIILIEHHs U1 30€piraHHs)

30HU KOHTPOJIIO SIKOCTI

30HM 31MCHEHHS BUJIadl JO3BOJIY Ha BUITYCK (peati3allito) cepii JikapCchKoro 3aco0y

Tun npoaykIii, 1o IMOOPTYETHCS (Heobxione saruwumu);

IMITOPT 3apEECTPOBAHUX F'OTOBUX JIIKAPCHKUX 3aC001B

IMITOPT 3apeecTPOBAHUX JIIKAPChKHX 3ac00iB y opmi “in bulk” (mpomykuii “in bulk™)

[HI1a AiSIBHICTE 3 IMIOPTY JIKapChKUX 3ac001B
(6y0b-siKa iHwia OisnbHICMb, He 3a3Hauenda suuye)

Inme (zasnauumu 3a nasenocmi)

I11. TIEPEJIIK JHKAPCBKUNX 3ACOBIB, AKI IMITOPTYIOTBCSA

HA TEPUTOPIIO YKPATHU
Iadopmaris opo mikapcsKuii 3acid
[Topsn- bopmanis np P HOM.GP
- 1032 Ji04oi KUIBKIiCTB peECTpaLlINHOTO
TOpProBeIIbHA dbopma . [IOCBIJYEHHS B
HOMEP . BUITYCKY PCYOBUHU B KOXKHIM OJIVHUILIb B Vicoain
OJIMHUIII YITaKOBII1 KpalHl
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IV. OCOBJIMBI YMOBU ITPOBAJUKEHHA ATAJIBHOCTI

IH(I)OpMaL[iSI 010 YIIOBHOBAXXCHUX 0CI0 (3aznavaemvcs okpemo Ons KodICHOT YROBHOBAIICEHOT 0CO6IL)

[IpizBuie, imM’s, 110 6ATHKOBI
YIIOBHOBAXXEHO1 0CO0U

JlaTta i HOMep HaKa3y Mpo MPUKUHATTS PILLIEHHS 11040 BuAaul gogaTka No

(mocana, mpi3BuiLe, iM’s1, M0 OATHKOBI, IMiIIKIC BiAMIOBIIAILHOT 0COOM)

MH**

* Tngopmallisi 3a3HAYAETHCA y BEPXHHOMY KOJOHTHTYJIi KOKHOI CTOPIHKM J0AATKA 10 JTileH3ii.

** 'V HWKHBOMY KOJOHTHTYN KOKHOI CTOPIHKM JOAaTKa A0 JileH3ii, KpiM OCTaHHbOI CTOPIiHKH,
3a3HAYAIOTBCSA TOcafia, Mpi3BHUINE, iM’S, TO OaTbKOBI Ta MANMUC BiAmoBigampHOI ocobm. Homep
CTOPIHKHM Ta 3arajibHa KiIbKiCTh CTOPIHOK 3a3HA4al0THCS B HWOKHbOMY KOJIOHTHTYJII KOXKHOI CTOPiHKH
JoJaTKa A0 JIeH3ii.
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Jomarox 11
1o JlineH3iiHux yMoB

(HaiimMeHyBaHHs OpraHy JIIICH3YBaHHS)

3ASBA
PO BHECEHHS 10 €MHOTO JEP>KaBHOTO PEECTPY IOPUINIHUX 0Ci0, Hi3uUHUX 0c10 —
HiAIPUEMIIIB Ta TPOMAJCHKUX (POPMYBaHb BIJIOMOCTEN PO MICLIE TPOBAIKEHHS
TOCTIOIAPCHKOT TISITBHOCTI 3 BUPOOHMIITBA (BUTOTOBJICHHS ) JIIKAPCHKHUX 3aC00IB B
yMOBax amnTeKH, ONTOBOI, pO3ApIOHOT TOPTiBII JIKApCHKUMHU 3ac00aMu

Jlinensiat

(HaliMeHyBaHHS, MICIIE3HAXO0HKEHHS FOPHIMIHOI 0cO0N)

(mpi3BuILe, iM’s1, IO OATHKOBI KEpiBHUKA IOPUANIHOT 0COOM)

(npi3Buiie, iM’s1, 1O OATHKOBI (Pi3MYHOT 0COOM — ITiIITPHEMIIST)

(cepist, HOMep macnopra, Jata BUadi,

opraH, [0 BU/IAB ITACHOPT, Miclie IPOKUBAHHS)

Howmep tenedony AJipeca eJIeKTPOHHOI MOIITH

PeecTpamiitanii HoMep 00IKOBOT KapTKH TIATHUKA
nojaTkiB (Uit pi3uIHOT 0c0OU — MiaIpUEMIs)*

[nentudikamitnuit Ko FOPUANIHOT 0OCOOU

Bun rocniogapcebkoi aisSiIbHOCTI, Ha Ky 0YJ10
BUIAHO JIIEH31I0

JaTa Bunadi i cepisi, Homep (3a HassBHOCTI) JieH31i

[Tpoury BHecTH 10 €IMHOTO JEP>KABHOTO PEECTPY IOPUAMYHHMX OCI0, (PI3UUHMX
0C10 — MIMPHUEMIIIB Ta TPOMaJICHKUX (POPMYBaHb B1JIOMOCTI PO MICIE TPOBAHKEHHS
BHJTy TOCITOAAPChKOI AiSTILHOCTI, Ha SKMH OTPUMAHO JIIEH3110, a caMe:

Anpeca MicIis IPOBaHKCHHS
TrOCTIOIAPCHKOI TiSTTBHOCTI
Micrie npoBaKeHHS (immexc, 0bmacTh, paiioH, Bua rocnonapcekoi
rOCTIOAPCHKOT JISTTBHOCTI ** MICTO/CEJINIIE MICEKOTO TISUTBHOCTI
THUITY/CET0/CeNuIIIe, BYIHULIS,
OyJIMHOK TOIIIO)

[Ipomy 3a  Micuem(sMH) TPOBAPKEHHS  TOCMOAAPCHKOT  AISUTBHOCTI,
3a3Ha4eHUM(MMHU) y LiH 3a5B1, IPOBECTU MEPEBIPKY:
HasIBHOCTI MaTepialbHO-TEXHIUHOI 0a3u, KBasidikallil mepcoHanry [
YMOB I110/10 KOHTPOJIIO SIKOCTI JIIKapChKUX 3aC001B, 110 BUPOOIATUMYTHCS [

http://yurist-online.org/



http://yurist-online.org/

2 ITponossxenHs gonarka 11

[po pimenHs, npuiHATE 32 pe3yIbTaTaMH PO3TISAY i€l 3asBH, TOBIIOMUTH:

HapO4YHO [
HOILITOBUM BiANPABICHHIM 33 MiCII€3HAXOJKSHHAM/MICIIEM IPO>KUBAHHS [
B CJICKTPOHHOMY BHTJISI []
(rocaza oco0w, sika ImoJiaja 3asBy) (migmmuc) (inimianm, npi3BuUIIe)
“« o 20 poky
Jlata i HOMep peecTpartii 3asBu 7 20 poxy Ne
(mmocaza ocoOw, sika IPUHHIA 3asBY) (migmuc) (iniriany, npizBuUIIe)

13 2

20 poky

* Jlnst GizugHEX 0ciO, SKi Yyepe3 CBOi peniridHi mepeKOHAHHS BiIMOBISIOTHCS BiJl MPHHHSATTS
peecTpaniiiHoro Homepa OONIKOBOI KapTKW IUIaTHHKA TOAATKIB Ta OQIIiifHO MOBIJOMWIM TMPO Le
BiJIMIOBIITHOMY KOHTPOJIIOIOYOMY OpTaHy i MaloTh BiIMITKY B [TACIOPTi, — Cepisl Ta HOMEP MacrlopTa.

** 3a3HauaeThCA:

JUIE BUPOOHMLTBA (BUT'OTOBJICHHS) JIIKAPCHKUX 3acO0iB B yMOBax anTeKH — amnreka i3
3a3HavYeHH:M ii HoMepa, HaiiMeHyBaHHsI (32 HassBHOCT );

JUTSL ONITOBOI TOPTIiBII JIKAPCHKUMHU 3aC00aMU — anTedHuil ckiaj (6a3a) i3 3a3Ha4eHHSIM HOTro
HOMepa, HaHMEeHYBaHHS (32 HasIBHOCTI), 3arajibHOI TUIOMII Ta IUIOMI BUPOOHUYMX TPUMIIIICHB;

JUIE PO3JpiOHOT TOPriBJII JIKApCHKUMH 3aco0amMM — anTeka i3 3a3HadeHHsIM 1i Homepa,
HaliMeHyBaHHsI (32 HAsBHOCTI), alTeYHUI MyHKT i3 3a3HaYEHHAM HOro HOMepa, HalilMeHyBaHHs (3a
HAsSBHOCTI), HOMepa Ta HalilMeHYBaHHS (32 HasSBHOCTI) alTeKH, CTPYKTYPHUM ITiPO3/ILIIIOM SIKOi BiH €,
TKyBaJbHO-TIPOLIAKTUIHOTO 3aKIa]ly, B SKOMY BiH pPO3TaIlIOBaHUH.
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Honarok 12
1o JlinmeH31iiHux yMOB

(HaliMeHyBaHHS OpraHy JilleH3yBaHH:)

3ASBA
PO BHECEHHS 10 €MHOTO JAEPKABHOTO PEECTPY IOPUIAMIHUX OCIO,
¢bi3ngHMUX 0Ci0 — MANPUEMIIIB Ta TPOMAJICHKUX (POPMYBaHb
B1JIOMOCTEH PO MicIie MPOBAIKEHHS TOCIOAAPCHKOT TIsUTBHOCTI
3 BUPOOHMIITBA JIIKAPCHKHUX 3aC001B

Jlinensiar (HalitMeHyBaHHsI FOPUAUYHOT 0OCOOM ™)

Micle3HaxoKEHHS FOPUANIHOT 0coOU

[Ipi3zBuie, imM’s, 110 6aTHPKOBI KEPIBHUKA OPUINYHOT 0COON

I[Tpi3Buie, iM’s1, T0 6aTHKOBI (i3MYHOT 0OCOOM — MIAMPUEMIIS

Oprani3amiifHo-ipaBoBa Gopma

InenTrdikaiiauil Ko FOPUANIHOT 0COOU

KoHTtakTHa iHhOpMartis

Howmep Tenedony \ Howmep dakcy

E-mail

JlokyMeHT, 110 3acBiguye (piznuny 0co0y — mianpueMIs

Cepis nacnopta Howmep nacnopta

Jlara Bumadi OpraH, 1110 BU1aB
acrnopr

Micue npoxuBanHs (U1t p13u4HOT 0cOOM — MIATPUEMIIS)

Peectpaniiinuii Homep 06J11KOBOi KAPTKH IJIATHUKA MOAATKIB**

Jlata Bunaui i cepisi, Homep (3a HasBHOCTI) JileH31i

[Tpomy BHectH 10 €AMHOTO JEP>KABHOTO PEECTPY IOPUAMYHUX OCI0, (PI3UYHMX OCiO —
HiANPUEMIIIB Ta TPOMAJICHKUX (OPMYBaHb B1JIOMOCTI IPO Miclie MPOBAKEHHS BUAY TOCHOAapChKO1
JISUTBHOCTI, Ha KM OTpUMaHO JIIEH3110, 3 BUPOOHHUIITBA JIIKAPCHKUX 3aC001B, a came:

Anpeca MicIis TPOBAPKEHHS TiSTTbHOCTI

Address of manufacturing location

3a aipecoro CTPYKTYPHOTO MIAPO3AUTY HAsIBHI (3a3Hauumu HeoOXione):

BUPOOHMYI TUTBHULI 3 TIEPENiKOM JIiKapChbKuX Gpopm™

30HHU KOHTPOJTIO SIKOCTI

CKJIQJICHK1 30HU (TIPUMIIICHHS 17151 30epiraHHs)

OO0 .o

30HHU 3IIMCHEHHS BUa4l I03BOJIY Ha BUITYCK JIIKAPCHKHUX 3aC00iB
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[Tepemnik mikapchkux (HopM Ta BUPOOHUYMX OMeparliid, siki 3arIaHoBaHi 0 BUPOOHMIITBA 3a TIEBHUM
MICIIEM MPOBAHKEHHS TOCIIOAAPCHKO1 AISITBHOCTI Ta MOTPEOYIOTH JIIIEH3YBAHHA™ (6ubpamu neobxione
i3 CRUCKY).

BUPOBHUUI OIEPALIIl — JIIKAPCHKI ®OPMU

CrepuIibHi IPOAYKTH

1. AcenTHYHO BUTOTOBIIEH] (BUpOOHUYI omeparii Juis HaCTYIMHHUX JIIKapchbKUX HopM)
1.1. Pimuau B ynakoBKax BEITHKOTO 00’ €My
1.2. Jliodimizatu

1.3. M’siki

1.4. Pinuau B ymakoBKax Majoro 00’ emy
1.1.1.5. Tepxi Ta IMIDIAHTAHTH

1.1.1

1.1.6. Inmi acenTU4HO BUTOTOBJICHI IPOIYKTHU (3a3HAYHUTH )

1.
1.1.
1.1.
1.1.
1.1.
1.1.
1.1.

1.1.2. o migmaroThcs KiHIEBIH cTeprmizamnii (BUpoOHMYI omiepartii A7 HACTYITHHX JIIKApCHKUX (popm)
1.1.2.1. Piguam B yImakoBKax BEIHKOTO 00’ €My

1.1.2.2. M’sixi

1.1.2.3. Piguam B yrmakoBKax Mayioro 00’ emy

1.1.2.4. TBepai Ta iIMIUTaHTaHTH

1.1.2.5. IHmIi npoayKTy, o MiAaThes KiHIEBIH cTepuizaiii (3a3HaYuTh)

1.1.3. Ceprudikarist cepiit CTepUILHIX TPOIYKTIB

1.2. HecrepunbHi TpOyKTH

1.2.1. HecrepmnpHi mpoayKTH (BUPOOHMUI OTepartii Uit HaCTYITHUX JTIKApCHKUX POPM)
1.2.1.1. Kamncynu tBepai

1.2.1.2. Kancynu m’siki

1.2.1.3. XKyBanpHi rymu

1.2.1.4. ImnperHoBaHi MaTpwiIi

1.2.1.5. PiguHu AJ1s 30BHIIIHBOTO 3aCTOCYBaHHS

1.2.1.6. PiguHu U1 BHYTPIIHBOTO 3aCTOCYBaHHS

1.2.1.7. Menuuui rasu

1.2.1.8. Inmmi TBepai mikapceeKi popmu

1.2.1.9. [Ipenapatu mix THCKOM

1.2.1.10. I'enepaTopu pamioHyKIiIiB

1.2.1.11. M’sixi

1.2.1.12. Cyno3suropii

1.2.1.13. TabneTku

1.2.1.14. TparcaepMaibHi miacTupi

1.2.1.15. Cromarosnoriuni Marepiaiu

1.2.1.16. [ami HecTepUIIbHI JIKapChKi 3acO0U (3a3HAYHTH)

1.2.2. Ceprudikanis cepiii HeCTEpUIbHUX IPOIYKTIiB
1.3. BionoriuHi JikapceKi 3aco0u

1.3.1. biosoriuHi Jikapcbki 3aco0u

1.3.1.1. IIpenapaTtu kpoBi

1.3.1.2. ImyHOOiosOTi4HI JIiIKApCHKi 3ac00U

1.3.1.3. JlixapchKi 3aco0M KITITHHHOT Tepartii

1.3.1.4. JlikapceKi 3acobu TeHHO1 Tepartii

1.3.1.5. bioTexHoJOTi4HI JIIKapCchKi 3ac00n

1.3.1.6. IIpenapatu, ekcTparoBaHi 3 TKAaHHUH JIFOIUHU a00 TBAPHH
1.3.1.7. JlikapchKi 3acoOu TKAaHWHHOT 1HKeHepil

1.3.1.8. Inmri Oionoriuni JikapchKi 3ac00M (3a3HAYUTH)

1.3.2. Ceprudikanis cepiii (mepemik)
1.3.2.1. [IpenapaTty kpoBi
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1.3.2.2. ImyH0OGi00TIUHI JIKAPCHKi 3aCO0N

1.3.2.3. JlikapchKi 3acobu KNITHHHOT Teparii

1.3.2.4. JlikapchKi 3acobu TeHHOI Tepartii

1.3.2.5. bioTexHONOTI4HI JIIKapChKi 3aco0m

1.3.2.6. [Ipenapatu, eKCTparoBaHi 3 TKaHHUH JIOJAUHA a00 TBApUH
1.3.2.7. JlikapchKi 3aco0M TKAaHWHHOT 1HXKeHepil

1.3.2.8. Inmi 6iooTiuHi JTiKapchKi 3ac00M (3a3HAYNTH )

1.4. Tauni npoaykT a00 BUpOOHHUYA JTisSTTLHICTD
1.4.1. BupoOHUIITBO

1.4.1.1. [IpoaykT 3 pOCIHHHOI CHPOBHHHU
1.4.1.2. F'omeonaTiyHi npenapaTu

1.4.1.3. Inmi (3a3Ha4nTH)

1.4.2. Crepuiizanis akTHBHUX PEYOBUH/IOTIOMIKHIX PEYOBHH/TOTOBOT MPOAYKIIiT
1.4.2.1. ®inprpanis

1.4.2.2. CyxokapoBa cTepuii3alis

1.4.2.3. Crepunizatis mapom

1.4.2.4. XimiuHa cTepuizaiis

1.4.2.5. 'aMMa-BHIIPOMiHIOBaHHS

1.4.2.6. EnekTpoHHO-TIpOMEHEBA CTEPHITi3allis

1.4.3. Iami (3a3Ha4nTH)

1.5. ITakyBaHHs

1.5.1. IlepBuHHE MaKyBaHHS

1.5.1.1. Kamncynu tBepai

1.5.1.2. Karicynu M’ axi

1.5.1.3. XKXyBanbHi rymu

1.5.1.4. ImmperHoBaHi MaTpuIi

1.5.1.5. Piguau U1 30BHITIIHBOTO 3aCTOCYBAHHS
1.5.1.6. PiguHu U1 BHYTPITHBOTO 3aCTOCYBaHHSI
1.5.1.7. MenuyHi ra3u

1.5.1.8. Iamri TBepi nmikapchbKi hopmu

1.5.1.9. [Ipenapartu mig THCKOM

1.5.1.10. I'enepaTopu pagioHyKJIi/1iB

1.5.1.11. M’siki

1.5.1.12. Cyno3uropii

1.5.1.13. Tabnetku

1.5.1.14. TpancaepManbHi macTupi

1.5.1.15. Cromarosnoriuni Marepianu

1.5.1.16. i HecTepuIbHI JIiKapchKi 3aco0M (3a3HAYNTH)

1.5.2. BropuHHe naKkyBaHHS

1.6. IlpoBeneHHs: BUNPOOYBaHb B PaMKaX KOHTPOJO SKOCTI
1.6.1. Mikpo06ioJoriuHi — CTepHIIBHICTh

1.6.2. Mikpo6ionoriuni — Mikpo0OioJIori4Ha YuCTOTa

1.6.3. ®i3nuHi/XiMi4HI BUIPOOYBAHHS

1.6.4. bionoriuxi BUIIPOOYBaHHS

2. BUPOBHUUI OTTEPALIIl — AKTUBHI ®APMALIEBTUYHI IHTPEJICHTU
2.1. BUpoOHHUIITBO aKTUBHOI PEYOBUHH NUISIXOM XIMIYHOTO CHHTE3Y
2.1.1. BupoOHHITBO aKTHUBHUX HPOMIKHUX PEUOBHH
2.1.2. BupoOHHMIITBO HEOUHIIICHOI'O aKTHBHOIO (hapMalleBTUYHOTO 1HIPEIIEHTA
2.1.3. ConeyTBOpeHHs / OUMILECHHS: (3a3HAYNTH, HAITPUKIIA], KPUCTAIIi3aLlis)
2.1.4. Iami (3a3Ha4nTH)
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2.2. OTpuMaHHS aKTUBHOTO (hapMarleBTUYHOIO IHTPEIi€HTA 3 MPUPOIHUX KEPEI
2.2.1. OTpuMaHHs peYOBUHH 3 POCITUH

2.2.2. OTpuMaHHs peUOBUHHU 3 TBAPHUH

2.2.3. OTpuMaHHs PEUOBHUHH 3 JTIOACHKOTO DKepena

2.2.4. OTpuMaHHs pEYOBHHHU 3 MiHEPAJIBHOTO JKepea

2.2.5. Moaudikarist OTpuMaHoi pe4OBHHH (3a3HAYUTH JHKEPETIO)

2.2.6. OuurieHds OTpUMaHOl pEYOBUHM (3a3HAYUTH HKEPETIO)

2.2.7. Tnme (3a3HaYNTH)

2.3. BupoOHHIITBO aKTUBHOT'O (DapMaIleBTHYHOTO iHTPEAIEHTA 3 BUKOPUCTAHHIM O10JIOTIYHHX IIPOIIECIB
2.3.1. ®epmenTartis

2.3.2. KynbTypa KIiTHH (3a3HAYUTH TUN KIITHH) (HAIPHUKIJIA, CCaBLiB / OaKkTepiabHi)

2.3.3. BungineHnss / ounineHHs

2.3.4. Moamdikarrist

2.3.5. Iame (3a3Ha4nTH)

2.4. BupoOHHUIITBO CTEPHIHHOTO aKTUBHOTO (hapMareBTUIHOTO iHTpenieHTa (posmimm 2.1,2.212.3
3aIOBHIOIOTHCA Y pa3i HEOOXiTHOCTI)

2.4.1. AceniTU4HO BUTOTOBJICH]

2.4.2. llpenapatu, 10 MiANAI0OTHCS KiHIIEBIH cTepuTi3amii

2.5. CryneHni 3araisHOi 0OpoOKH

2.5.1. CryneHni }iznuHOi 00pOOKH (3a3HAYNTH, HATIPUKIIAJ, CYIIIHHS, TOIPiOHEHHS / MIKpOHi3allis,
MIPOCIIOBaHHS)

2.5.2. llepBuHHE MaKyBaHHS (3aKyTOPIOBAHHS / TEPMETH3AIIiS aKTUBHOTO (hapMalleBTUIHOTO 1HTpeIieHTa
MaKyBaJbHUM MaTepialioM, SIKUil epeOdyBae B IPSAMOMY KOHTAKTi 3 PEYOBHHOIO)

2.5.3. BropunHe nakyBaHHS (PO3MIIIIEHHS TePMETHIHOI IEPBUHHOI YITaKOBKH BCEPEINHI 30BHIITHBOTO
MaKyBaJILHOTO MaTepialry abo KoHTeiHepa. Lle Takox Brurrodae Oynb-sike MapKyBaHHS MaTepiary s
igeHTudikamii abo MpocTexKyBaHOCTI (HyMepallisl cepii) akTUBHOTO (hapMalleBTUIHOTO iHIPEIiEHTa)
2.5.4. ITnme (3a3HaunTH) (U151 OTIEpalliif, HE ONMCAHUX BHUIIIE)

2.6. [IpoBeneHHs BUNIpoOyBaHb B paMKax KOHTPOJIIO SIKOCTI

2.6.1. ®i3uuHi/XiMi4HI BUTIPOOYBaHHSI

2.6.2. Mikpobionoriudi BunpoOyBaHHs (BUKIIOYAIOYH BUTTPOOYBAaHHS CTEPUIIBHOCTI)
2.6.3. Mikpobionoriuni BunpoOyBaHHsI (BKIIFOUAIOYH BUTTPOOYBaHHS CTEPHIIBHOCTI)
2.6.4. BionoriuHi BUNPOOYBaHHS

3. 3BEPI'AHHA

3.1. 36epiranHs rOTOBOT MPOAYKITiT
3.2. 30epiraHHs CHpOBHUHU

3.3. 36epiranus MaTepiaiis

4. BUPOBHUILTBO JOCJIIIXYBAHUX JIIKAPCHLKNX 3ACOBIB
4.1. BupoOuunrso nikapcbkux 3aco0iB s L, 11 1 I11 da3u kaiHIYHUX T0CTiHKEHD

Takox mpomry BHECTH 3MIHM Yy JOJATOK 10 JIUEeH3Il (3asHauacmovca vy pasi
HeobOXiOHOCMI 8HeCeHHs 3MIH Y 000amokK 00 JiyeH3ii. Inghopmayia He nompebdye HecenHs 00
€0uno2o 0epicasHozo peecmpy WOPUOUYHUX 0CiO, Gi3uuHUX 0ciO — nionpuemyie ma
2POMAOCLKUX POopMYBaHb):

Oco065MB1 YMOBH MPOBAKEHHS JTISTTHHOCTI

[adopmariis moa0 yrnoBHOBaXXEHUX 0C10

(npizeuwye, im’s, no 6AMbKOBI)
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Indopmartis 11010 KOHTPAKTHUX BUPOOHHUKIB JIIKAPCHKHUX 3aC00iB

(HatiMEeHYBAHHA, MICYEIHAXOONCEHHS Ma Micye NPOBA0NCEeHHS OIAIbHOCHII)

[ndopmartis mo10 KOHTPAKTHUX J1abopaTopin

(HAUMEHYBAHHS, MICYEZHAXOONCEHHS MA MICYe NPOBAONCEHHS OIAIbHOCHI)

HonaTtkoBa iHGOPMAIS (3a3Hauaemobcs Hiyensiamom y pasi HeoOXioHocmi):

[Tpomy 3a MiCHEeM/MICISIMU TMPOBAKEHHS TOCIONAPCHKOi  iSUTBHOCTI
MIPOBECTHU TMEPEBIPKY MaTepialibHO-TEXHIYHOI 0a3u, KBali(hiKOBAaHOTO MEpCOHAIY, a B
TaKOK YMOB IIIOJI0 KOHTPOJIIO SIKOCTI JIIKAPCHKUX 3aC001B, IO BUPOOIATUMYTHCS

JlomaTkoBO 110 eneKTpOHHOT hopmu Oaxkar0 OTPUMATH JOJATOK JIO JIIIEH311
Ha ManepoBOMY HOCI{ 0

[Tpo pimieHHs, NpuiHATE 3a pe3yiabTaTaMy PO3IJIISAAY 1€l 3asBU, MPOIITY MOBIJOMHUTH:

HApOYHO ]
MOIITOBUM BiATPABICHHSIM 32 MiCII€3HAXOPKCHHSIM/MICIIEM TIPOKHUBAHHS ]
B CJICKTPOHHOMY BHTJISI ]

KepiBHuK 3asBHHMKA a0
¢13uuHa ocoba —

HiAIpueMenb

(trirmc) (iHimianw, Ipi3BHIIE)
“o 20 poky
(mocama ocoOwu, siKa MPUIHSATIA 3asBY) (trigrmc) (iHimianw, Ipi3BHIIE)
(13 2 20_ pOKy

* 3rigHo 3 JaHMMU CIUHOTO JEPKaBHOTO PEECTPY IOPHAMYHHUX 0ci0, ¢i3udHuX ocid —
MIIPUEMIIB Ta TPOMAJICBKUX (POPMyBaHb.

** Jlns ismuHmX 0ci0, AKi yepe3 cBOi pemiriiiHi nepeKOHaHHs BiAMOBIISIOTHCS BiJl MPUHHATTS
peecTpaniiiHoro Homepa OOMIKOBOi KapTKW IUIaTHUKAa MOAATKIB Ta OQIiLiiiHO MOBIJOMWIN PO LE
BIJIIIOBITHOMY KOHTPOJIIOIOYOMY OpTraHy i MaroTh Bi]MITKY B MACIIOPTi, — CEpisi Ta HOMEp Macnopra.
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Homarok 13
1o JlineH31iHuX yMOB

(HaliMeHYBaHHS OpTraHy JIIICH3YBAaHHS)

3ASBA
PO BHECEHHS 10 €IMHOTO JEPKaBHOTO PEECTPY IOPUIUIHUX OCIO,
($13MYHUX 0C10 — MIANPUEMIIIB Ta TPOMAACHKUX (POPMYBaHb BITOMOCTEN
PO MicIie MPOBAKEHHS TOCMIOAAPCHKOI AISIBHOCTI 3 IMIOPTY
JKapChKUX 3ac00iB (KpiM aKTUBHHX (papMarieBTUYHUX 1HTPEIIEHTIR)

|. 3aranbHa iHpopMaLis

Jlinensiat (HaliMeHyBaHHS IOPUIUYHOI 0cOON™)

Micle3HaxoKEHHS FOPUANIHOT 0coOU

[IpizBuie, imM’s, 110 6aATHPKOBI KEPIBHUKA OPUINYHOT 0COON

I[Tpi3Buire, iM’s1, T0 6aTHKOBI (i3MIHOT 0OCOOM — MAMPUEMIIS

Oprasi3amniifHo-paBoBa Gopma

[nenTudikamitnuil KO FOPUANIHOT 0COOU

KonrtakTHa iHpOpMallis

Howmep Tenedony \ Howmep dakcy

E-mail

JloxymeHT, mo 3acBiguye Gi3U4Hy 0CO0y — MIAIPUEMIIS

Cepist macnopra Howmep nacnopra

Jara Bunadi Opran, 110 BH/IaB
acuopT

Micue npoxxuBaHHs (Ju1st p13U4HOT 0cOOM — MIATPUEMIIS)

Peectpariiinnii Homep 00JIIKOBOT KAPTKH IJIATHUKA MOJATKIB**

Jlata Bunaui i cepisi, Homep (3a HaiBHOCTI) JeH31i

[Tpoury BHecTH 10 €AMHOTO JEP>KABHOTO PEECTPY IOPUINYHHX 0Ci0, PiI3MYHUX 0Ci0 —
HiANPUEMIIIB Ta TPOMAJACHKUX (OpPMYBaHb BIJJOMOCTI IPO MICHE MPOBAKEHHS BHIY
rOCIO/IapChKO1 AISUIBHOCTI, Ha KU OTPUMAHO JIIEH31I0 3 IMIIOPTY JIIKapChbKUX 3ac001B (KpiM
aKTUBHUX (papMalleBTUYHHX IHTPEAIEHTIB), MICIIE MPOBAKEHHS JSUIBHOCTI, a came:

HaiimeHyBaHHSI CTPYKTYpHOro niipo3iny (abo HaltMeHyBaHHSI FOPUIMYHOT 0CO0U)

AJipeca CTpYKTYPHOTO MiAPO3aUTY (aapeca MICIsl MPOBAHKEHHS AiSTbHOCTI)
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3a aipecoro CTPYKTYPHOTO MIAPO3AUTY HASIBHI (3asnauumu neobxione):

CKJIAJIChKI 30HU (TIpUMIILIEHHS 1 30epiraHHs) B
YMOBH KOHTPOJIIO SIKOCTi 0
30HU 3IiHCHEHHS BHJadi JT03BOJy Ha BHITYCK (peaiizaliro) cepii JiKapchKOro B

3aco0y

Takox Tmpomry BHECTH 3MIHM Yy JOAATOK [0 JINeH3il (3a3nauaemuvcs y  pasi
HeoOXIOHOCMI 8HeCeHHs. 3MIH ) 000amokx 00 niyensii. Ingpopmayisn ne nompedye 6HecenHs.
gidomocmeil 00 €OUHO2O 0epHCABHOZO peecmpy WPUOUYHUX 0Ci0, @i3uuHUX 0CciO —
RIONPUEMYI8 MA 2POMAOCHKUX (hOPMYBAHD):

Tun npoayKIlii, MO TIAHYETHCS IMITIOPTYBATH (3aznauumu neobxione):

IMITOPT 3apEECTPOBAHUX TOTOBUX JIIKAPCHKUX 3aCO01B ]
IMITOPT 3apeecTpPOBaHUX JiKapChbKUX 3aco0iB y dopmi “in bulk” (mpoxykuii “in ]
bulk™)

[HIIa [AiSUTBHICTD 3 IMIIOPTY JIIKAPCHKUX 3aC00IB (6ydb-sixa inwa disnbricmy, ne 3a3nauena guuye)
Inme (zasnauumu 3a nasenocmi) ]

YMOBH 110710 3A1HCHEHHS KOHTPOJTIO SIKOCTI JTIKAPChKUX 3ac00iB, SIKi OyAyTh BBOSUTHUCS Ha
TepuTopito YKpainu, Ta iHpopmalis Ipo YIOBHOBKEHHUX OCI0 (3a3HAYAETHCSI OKPEMO IS
KOXHOI YIIOBHOBAXXEHOI OCOOM) (3asnauacmucs y pasi neobxionocmi erecenns smin y 000amox 0o

Jiyen3ii)

HasiBHI yMOBHM 110710 3[iliCHEHHSI KOHTPOJIO SIKOCTI JIKapChbKUX 3aco0iB, SKi 0
OyAyTb BBOUTHUCS HA TEPUTOPi0 YKpaiHu
[Tocana
[TpizBuie
Im’st
[To GaThKOBI
OcsiTa
Crax pobotu 3a
dhaxom
3MiHa NepetiKy JIKapChbKUX (] | AOAa€eThCS 3MIHEHUH MepeNiK JiKapChKuX N
3ac00i1B (B TOMY YHCII1 3ac00iB 3ri1HO 3 po3auioM |l B KiTbKOCTI
3BY)KEHHS TIEPENiKY) CTOpIHOK™®**
JIOTIOBHEHHS TIEPEITiKy (] | MOma€eThCS JOTTOBHEHHS JIO MEPETiKY ]
JIKapChKUX 3ac001B JKapCchKHX 3ac00iB 3TiHO 3 po3auiom Il B

KUIBKOCTI CTOPIHOK***

JlonaTtkoBa iHpOpMAITis (3a3HauUacmsbcs iYeH3iamom y pasi HeoOXioHocmi).:

[Tpomry 3a micueM/MiCISIMH NPOBAHKEHHSI TOCHOAAPCHKOI JISIBHOCTI, fKi
3a3HayeHi y 1Iiil 3asBi, NPOBECTH MEPEBIPKY MaTepiaibHO-TEXHIYHOI 0a3wy,
KBaTi(hiIKOBAHOTO TIEPCOHATY, & TAKOXK YMOB IIOJO 31CHEHHS KOHTPOJIIO SKOCTI 0
JIKapChKUX 3ac001B, 1110 Oy1yTh BBO3UTHUCS HA TEPUTOPIIO0 YKpaiHu

baxaro oTpuMaTH J0J1aTOK 70 JIIEH3I:

HapO4YHO

J

MOILITOBUM BiANPABICHHIM 32 MiCIIe3HAXOKEHHAM/MICIIEM POKUBAHHS 0
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BupoOHUIITBO JTiKapChKUX 3ac00iB, SIK1 TJIAHYETHCS BBO3UTH HA TEPUTOPIIO ]
Ykpainu, BiAMOBIIa€ BUMOTaM II0JI0 HAJIEKHOI BUPOOHUYOI MTPAKTUKH JTIKAPCHKUX
3aco0iB

ITpo pimeHHs, NpuiHATE 3a pe3yIbTaTaMU PO3IIISY €l 3asBH, MPOIIY ITOBIJOMHTH:
HapOYHO N
MOIITOBHMM BiIIPABJICHHIM 32 MICII€3HAXO0KEHHSIM/MICIIEM MTPOKUBAHHS ]
B €JICKTPOHHOMY BHTJISI ]

I1. Tnpopmariist mpo sikapchki 3aco0H, 110 TJIaHYE BBO3UTH HA TEPUTOPIIO YKpaiHU
JUEH31aT (Yet po30il 3an08HIOEMbCSL 000AMKOBO 8 eNeKMPOHHOMY 8Uu2s0i (ghatin
Excel na CD-oucky)

HaiimenyBaHHs cy0’€KTa rocrojaproBaHHs

Micrie3Haxo/KeHHSI FOPUANIHOT 0co0n

TudopMartist mpo JiKapchKHii 3aci6 MisicHa- Howme BHpPOGHHK [ocravanpHUK
no3a P Micue-
Iopsn- . .. L poaHa peectpaiii- | Kon .
. | TOpro- J1I04Y01 KUIBKICTh o o 3HAaXO>KCHHA HpI/IMlT-
KOBUM dopma HeEIaTeH- HOTO ATC | HaiimeHy- " HaiMeHny-
BeJIbHA pPEYOBHHH | OIMHULb B . . KpaiHa KU
HOMEDP BUITYCKY ‘o . [TOBaHa Ha3Ba| IOCBIJYCHHA BaHHA BaHHA ..
Ha3Ba B KOXKHIU | YIIAKOBIIL (MHH)***** B YKpalHl KpalHa | aapeca
OJTMHULI
Howmep cropinku / 3arajibHa KiJIbKICTh CTOPIHOK
KepiBHuk 3asBHHKa 200
¢iznyna ocoba —
HiAIpueMenb (migmuc) (imimiany, pizBHILE)
“ o 20 poky
(mocana ocobwm, sika MpUHATIA 3asBY) (migmuc) (iHimianu, npi3BuLIe)
“ o 20 poky

* 3rigHo 3 maHUMHM €IMHOTO JAEPKaBHOIO PEECTPY IOPHIMYHUX OCi0, (i3uuHMX 0OCcid —
i IPUEMITIB Ta TPOMAJICBKUX (POpPMyBaHb.

** Jlna disugHEX 0Ci0, sIKi Yepe3 cBOl peliriiiHi nepeKoOHaHHs BiIMOBIISIOTHCS BiJ IPUHAHATTS
peecTpaliifHoro HomMepa OOJIIKOBOI KapTKH IUIATHUKA TOJATKIB Ta OQIIiIHO MOBIIOMUIHM TIPO IIie
BiJIMTOBITHOMY KOHTPOIIOI0YOMY OpTaHy i MalOTh BIIMITKY B MACIIOPTi, — CEpisi Ta HOMEP MacIopTa.

**#*3rimHo 3 (Gopmoro, HaBeneHow y po3aumi Il. YV pasi BimcyTHOCTI 3MiH 70 Tepeniky
JIKapChbKUX 3aC001B, SAKI IJIAHYIOTHCS 10 BBe3eHHS, po3/ii || He 3amoBHIOETHCS Ta HE MOAAETHCS.

**** 3a3HauMTH NOBHE HAlMEHYBaHHs JIKapChKOro 3aco0y BIAMOBIIHO 0 PeeCTpaliifHOro

MocBiaueHHs, Buganoro MO3.

Fx*F* 3a3HAuMTH (BUKIIOYHO aHTIIHCHKOIO MOBOK)) MIXKHApPOJIHY HENATCHTOBaHY Ha3BY
JI0Y0i PEYOBHMHHU JIKapChKOro 3acoly; aiisi 0araTOKOMIIOHEHTHUX (KOMOIHOBAaHHX) JIIKapChKHX
3ac00iB 3a3HAYNTH NEPEIIiK yCiX OiI0YNX PEUYOBHH.

*xk*** HaliMeHyBaHHS HIANPHEMCTBA, YIIOBHOBa)XKEHa 0c00a SIKOTO HAJa€ JIO3BIJI HA BHITYCK
cepii mpoyKIIii.
Fasdxds® Kon 3riiHO 3 aTOMHO-TEPAlleBTUYHO-XIMIYHOIO KIacudiKawi€ro.
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Honartok 14
1o JlineH31MHuX yMOB

(HaliMeHyBaHHS OpTraHy JIICH3yBaHHS)

3A4BA
Ha nepeoopMiieHHs NiyeH3ii

Jlinensiat

(HalfiMeHyBaHHSI, MiCLI€3HaXOKEHHS IOPUIMYHOT 0cOOn)

(mpi3BuIe, iM’s1, IO 6GaTHKOBI KepiBHUKA FOPHINYHOI 0COON)

(npizBuie, iM’s1, IO 6ATHKOBI (i3HYHOT 0COOM — ITi AIPHEMIIS)

(cepist, HOMep Tmacropra, 1ata Buaayi,

opras, 10 BHJIaB MACTIOPT, MiCIle IPOKUBAHHS)

Howmep Tenedony Anpeca eJIeKTpOHHOT OIITH

PeectpamiitHuii HoMep OO0JIKOBOi KapTKH IIaTHUKA TOAaTKiB (Mt izuuHOl
0CO0M — MiANPUEMIIS)*

[nenTudikaniiauii Koa IPUAUIHOI 0COOU

Buj rocniogapcbkoi AisIbHOCTI, Ha SIKY OyJI0 BUJIAHO JIIICH3IIO,

JlaTa Buzaui 1 cepisi, HoMep (3a HassBHOCT1) JILIeH311

[Tpomry nepeodopMuTH JilIEH3110 Y 3B’ SI3KY 3

(miacraBm)

[Tepenik TOKYMEHTIB, IO TOAAIOTHCS 10 3asBU MPO NepeoPOpMIICHHS JIEH311 Ta
HiATBEP/KYIOTh HasIBHICTD MIACTaB AJisl epeoOopMIIeHHS JTIEeH31i:

Kpim enexTpoHHOrO BUTIAAY, Oaxaro OTpUMaTH nepeodopMIIeHY JILEH31I0 Ha
nanepoBoMy HOCII:

HapO4YHO

MOIITOBUM BiJIIPABJICHHSIM 32 MICII€3HAXO[KEHHSIM/MICIIEM MTPOKUBAHHS
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[Tpo pimeHHs, TPUITHATE 3a pe3yabTaTaMH PO3TIISIY i€l 3asBU, TIOBIJOMUTH:

HapOYHO
MOIITOBUM BIJIIPaBICHHSM 32 MICII€3HAXO/PKCHHSIM/MICIIEM TPOKUBAHHS

B CJICKTPOHHOMY BI/IFJIH,Z[i

(rocaza oco0w, sika Imojiaja 3asBy) (migmmuc) (inimiany, npi3BuUIIe)
[13 2 20_ pOKy
JlaTta 1 Homep peecTpauii 3asBu 7 20 poky Ne
(mocaza ocoOw, sika IPUHHsLIA 3asBY) (migmuc) (ininiany, npizBuUIIe)

13 2

20 poky

* Jlnst diznyHEX 0Ci0, sIKi Yepe3 CBOi peiriiiHi NmepeKOHaHHS BiIMOBIITIOTHCS BiJ MPUHHSATTS
peecTpaniiiHoro Homepa OONIKOBOI KapTKW IUIATHHKA TMOAATKIB Ta OQIIiifHO MOBIJOMWIM PO Le
BiJIMTIOBIITHOMY KOHTPOJIIOIOYOMY OpTraHy i MaloTh BiIMITKY B MACIIOPTi, — CEpisi Ta HOMEP Macnopra.
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Jonatok 15
1o JlineH31iHuX yMOB

(HaliMeHyBaHHS OpTaHy JIIIIEH3YBaHHS)

3ASBA
PO BHECEHHS 3MiH J10 €IMHOTO JI€pPKaBHOIO PEECTPY OPUINYHHUX OC10, (PI3UUHMX
0C10 — MIAMPHUEMITIB Ta TPOMAJICBKUX (JOPMYBaHb y 3B’ S3KY 3 MPUITMHEHHSIM
TISITBHOCTI 3 BUPOOHHUIITBA (BUTOTOBIICHHSI ) JIIKAPChKUX 3aCO0IB B yMOBaX aNTeKH,
ONTOBO1, PO3APIOHOT TOPTiBI1 JIIKAPCHKUMU 3aC00aMHU 3a TIEBHUM MICLIEM i
MIPOBAKEHHS

Jliyensiam

(HatMEHYBANHS, MICYE3HAXOONCEHHSL IOPUOUHHOT 0cobU)

(npizeuuye, im’s, no bamvKo8i KepigHUKA IOPUOUYHOI 0cobU)

(npizeuwye, im’s, no bamvkosi izuyHoi ocobu — nionpuemys)

(cepis, Homep nacnopma, oama uodati,

opeam, wjo 8uoas NACNOPm, Micye npoHCUBAHHS)

Howmep Tenedony Anpeca eJIeKTpOHHOT MOIITH

Peecmpauyitinuii nomep 0611iko80i kapmku
NIamHUKa nooamxis (0s gizuunoi ocobu —
nionpuemys)*

[0enmudgbixayitinuii Koo WPUOUUHOT 0cOOU

Buo 2ocnooapcekoi disnbnocmi,

Ha AKy 0Y10 8UOAHO NiYeH3iI0

Jlama eudaui i Homep (3a nasaeHocmi)
ATYeH3ii

[Tpoury BHecTH BIAMOBIAHI 3MIHM A0 €AMHOTO JOEP>KABHOTO PEECTPY HOPUIUUHUX
oci0, (BUYHMX OCI0 — MIANPUEMIIB Ta TPOMAACBKUX (QOpMYyBaHb y 3B’SI3KY 3
MPUMUHEHHSIM JISUTBHOCTI 32 TAKUMH MICIISIMU TTPOBA/KCHHS

Anpeca MicIis TPOBaHKEHHSI TOCTIOAAPCHKOT
Miciie npoBapKEHHS TOCTIOAAPCHKOT IisTbHOCTI (1HAEKC, 007aCTh, paiioH,

ISIIBHOCTI ** MICTO/CENUIIEe MiCbKOTO TUITY/CE0/CEeNuIIIe,
BYJHUIISL, OYTMHOK TOMIO)
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[Ipo pimieHHs, MpUIHATE 32 pe3yJbTaTaMH PO3TIISLY i€ 3asiBH, TTIOB1IOMUTH:

HApOYHO [l
MOIITOBUM BiJIMTPaBJICHHAM 32 MiCIIe3HAXOPKCHHSIM/MICIIEM TTPOKUBAHHS N
B €JICKTPOHHOMY BUTJISAI1 []
(mocana oco0w, sika oaana 3asBy) (migmuc) (mpi3Bu1e, iM s, IO GATHKOBI)
(19 2 20_ pOKy
Hara i HOmMep peecTpauii 3asBu “___” 20 poky Ne
(mocaga ocobwu, sika IPUIHSIIA 3a5IBY) (mmiamuc) (iHimianu, mpi3BHUILE)

13 2

20 poky

* Jlma  ¢ismvuHEX 0ci0, SKi depe3 CBOI PENiTiifHi TEepPeKOHAaHHS BiIMOBISIOTHCA BiJl TPHHHATTS
peecTpatiifHoro Homepa 00IiKOBOi KapTKH TUIATHUKA MOAATKIB Ta O(illiifHO TTOBIIOMIITH TIPO 1€ BiMOBITHOMY
KOHTPOJIIOIOUOMY OpraHy i MaroTh BiIMITKY B TIACIIOPTi, — Cepis Ta HOMEp Macnopra.

** 3a3HauaeThCA:

JUIST BUPOOHUIITBA (BUTOTOBJICHHS) JIIKAPCHKUX 3aCO0IB B yMOBax alTeKd — alTeKa i3 3a3Ha4YeHHSM ii
HOMepa, HaMeHyBaHHS (32 HasBHOCT);

JUTSL OTITOBOI TOPTIBII JIIKAPCHKUMH 3aco0aMu — amnTedHui ckiaja (0a3a) i3 3a3HaueHHSIM HOro HOMepa,
HaliMEHYBaHHS (32 HAsSBHOCTI), 3arajbHOI IUIOIII Ta IUION[I BUPOOHUYMX IPUMIIIICH;

JUTSL pO3APIOHOT TOPTiBII JIIKAPCHKUMU 3ac00aMu — arnTeKa i3 3a3Ha4eHHsM il HoMepa, HallMeHyBaHHS (3a
HAsSBHOCTI), anTeYHWH WYHKT i3 3a3HaYeHHsIM HOro HOMepa, HalMeHyBaHHS (32 HAsSBHOCTI), HOMepa Ta
HaliMEeHYBaHHsI (32 HAsBHOCTI) anTeKd, CTPYKTYPHHUM MiAPO3/IiIOM SIKOi BiH €, JIKYBaJIbHO-IIPOQIITAKTUIHOTO
3aKJajly, B IKOMY BiH PO3TalllOBaHHIA.

http://yurist-online.org/



http://yurist-online.org/

JomaTok 16
no JlineH3iiHuX yMOB

(HaliMeHyBaHHS OpraHy JilleH3yBaHH:)

3A5BA
PO BHECEHHS 3MiH 10 €IMHOTO0 JEP5KaBHOTO PEECTPY IOPUTUIHHX OC10,
GIBUYHUX 0C10 — MIAMPUEMIIIB Ta TPOMAJCHKHX (DOPMYBaHb Y 3B’ SI3KY
3 IPUIIUHEHHAM A1SUIBHOCTI 3 BUPOOHHUIITBA JIIKAPCHKHUX
3ac001B 32 IEBHUM MICLIEM [TPOBAIKEHHS

JlinenziaT (HaliMeHyBaHHS IOPUIUIHOT 0OCOOH™)

MicIie3Hax0J[KCHHS FOPUIUIHOT 0COOH

[1pi3Buie, iM’s1, 1o 0ATHKOBI KepiBHUKA IOPUIMIHOI 0cOOU

ITpizBuie, imM’s, 110 6aTbKOBI (HI3UIHOT 0OCOOM — M ATPUEMIIS

OpranizaniitHo-npaBoBa ¢popma

InenTudikamiitauii KO FOPUINIHOT 0COOH

KonTakTHa iHpopMalis

Howmep Tenedony | Homep daxcy

E-mail

JloxkymeHT, 1m0 3acBiuye Gi3U4Hy 0CO0y — MIAIPUEMIIS

Cepis nmacnopta Howmep macnopra

Jara Bunadi Opras, 1110 BUJaB
1acropT

Micue npoxxuBanHs (1 (13MYHOT 0COOM — MiIPUEMIIS)

Peectparriiinuii Homep 00I1KOBOI KapTKH IUIATHUKA MOIATKIB™ *

Jlata Bunaui 1 cepisi, Homep (3a HassBHOCTI) JiIeH311

[Ipomry BHecTH 3MIHHM A0 €IUMHOTO AEPKABHOTO PEECTPY HOPUIUYHUX OCiO,
¢BBUYHUX 0ci0 — MANPUEMINIB Ta TPOMAACBKHX (QOpMYBaHb y 3B’SI3KYy 3
NPUMTMHEHHSIM TiSUTbHOCTI 3 BHUPOOHHUIITBA JIIKAPCHKUX 3aCO0IB 3a MEBHUM MiCLEM
NPOBA/KEHHSI, a caMe:

Anipeca micIis MPOBAHKEHHS A1STHHOCTI

[ToBHa miKBiAallist TiIEH31aTOM IIEBHOTO MICIIS IPOBAIKEHHS TOCIIOAAPCHKOT AiSLTBHOCTI 0
(3a3nauumu 6 pasi HeoOXiOHoCcmi)

3BYyXKEHHS epeiiKy BUpOOHUYUX omeparii B
(3a3nauumu 6 pazi HeobXiOHocmi)

(3anuwumu 6 nepenixy supobHuHUX onepayii mi, Wo 38YHCYIOMbCSL)
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.1. AcenTu4HO BUTOTOBJICHI (BUPOOHNYI OTIEpaii Il HACTYITHUX JIIKApChKUX Gopm)
.1.1. Piguau B yriakoBKax BETMKOTO 00’ eMy
.1.2. Jlioginizatu

.1.3. M’ski

.1.4. Piguan B yrmakoBKax Majioro 06’ emy
.1.5. TBepai Ta iMITaHTaHTH

A

.6. [HII1i acenTUYHO BUTOTOBJICHI IPOIYKTHU (3a3HAYHUTH )

1.1.2. o migmaroThcs KiHIEBIH cTepmizamnii (BUpoOHMI omnieparii A7 HACTYITHHX JIIKAPCHKUX POPM)
1.1.2.1. Piguau B ynakoBKax BEJIMKOT0 00’ eMy

1.1.2.2. M’ski

1.1.2.3. Piguam B ymmakoBKax Mayioro 00’ emy

1.1.2.4. TBepai Ta iMIUTaHTaHTH

1.1.2.5. IHmri npoayKTy, o MiAaThCs KiHIEBIH cTepriizaii (3a3HaYuTh)

1.1.3. Ceprudikarist cepiif CTepuIbHIX IPOAYKTIB

1.2. HecrepunbHi mpoIyKTH

1.2.1. HecrepunpHi mpoayKTH (BUPOOHMUI Orepartii Uit HAaCTYITHHX JTIKApChKUX POpPM)
1.2.1.1. Kancynu TBepai

1.2.1.2. Kancynu m’siki

1.2.1.3. XKyBanpHi rymu

1.2.1.4. ImnperHoBaHi MaTpui

1.2.1.5. Pinqunu JU1s 30BHIIIHBOTO 3aCTOCYBaHHS

1.2.1.6. Piguau u11 BHYTPIITHBOTO 3aCTOCYBAHHS

1.2.1.7. MenuuHi razu

1.2.1.8. Inmri TBepai Jlikapcbki opMu

1.2.1.9. [Ipenapartu mig THCKOM

1.2.1.10. I'enepaTopu pamioHyKIIiIiB

1.2.1.11. M’siki

1.2.1.12. Cyno3suropii

1.2.1.13. TabneTku

1.2.1.14. TparcaepMaibHi miacTupi

1.2.1.15. Cromarosnoriuni Marepiaiu

1.2.1.16. Inuni HecTepwIbHI JiKapchKi 3acO0M (3a3HAYUTH)

1.2.2. Ceprudikariis cepiii HeCTepUILHUX TPOYKTIB

1.3. BionoriyHi jikapcbki 3acoou

1.3.1. bionoriuHi Jikapckki 3aco0u

1.3.1.1. [Ipenapatu kpoBi

1.3.1.2. ImyHoGionoriyHi JiKapchKi 3acoon

1.3.1.3. JlikapchKi 3acobu KNITHHHOT Teparii

1.3.1.4. Jlixapcbki 3acobu reHHo1 Teparmil

1.3.1.5. bioTexHonoriuHi JikapchbKi 3aco0u

1.3.1.6. [IpenapaTu, ekcTparoBaHi 3 TKaHUH JIFOAWHHN 200 TBapHH
1.3.1.7. Jlikapcbki 3aco0M TKAaHUHHOT i1HXEHePii

1.3.1.8. Inmi GionoriuHi JiKapceKi 3aco0H (3a3HAYUTH)

1.3.2. Ceprudikarist cepiit (nepenik)

1.3.2.1. [Ipenapatu kpoBi

1.3.2.2. ImyHoGionoriyHi JiKapchKi 3acoon
1.3.2.3. JlikapchKi 3acobu KINITHHHOT Teparii
1.3.2.4. JlikapchKi 3ac00HM TeHHOT Tepaltii
1.3.2.5. BioTrexHooriuHi JIiKapchKi 3ac00u
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3 ITponosxeHHs nonartka 16
1.3.2.6. [Ipenapatu, eKCTparoBaHi 3 TKaHUH JIOAUHA a00 TBaApUH
1.3.2.7. JlikapchKi 3aco0u TKAaHWHHO1 1HKeHepil
1.3.2.8. Inmii 6iooriyuHi JlikapchKi 3ac00U (3a3HAYHUTH)

1.4. Tauni npoaykT a00 BUpOOHHUYA TTisSTLHICTD
1.4.1. BupoOHHIITBO:

1.4.1.1. [IpogykT 3 pOCIUHHOI CHPOBHHHU
1.4.1.2. 'omeomaTuyHi IpemapaTu

1.4.1.3. Tnmi (3a3Ha4nTH)

1.4.2. Crepuizaliisi akTHBHHX PEUOBHH/JONOMIKHUX PEYOBHUH/TOTOBOT PO TYKIIii
1.4.2.1. ®inprparris

1.4.2.2. CyxoskapoBa cTeputizallis

1.4.2.3. Crepwmi3altist mapom

1.4.2.4. XimiuHa cTepuizawis

1.4.2.5. 'aMMa-BUTIPOMIHIOBaHHS

1.4.2.6. EnekTpoHHO-TIpOMEHEBA CTEPHITi3allis

1.4.3. Iami (3a3Ha4nTH)

1.5. ITakyBaHHs

1.5.1. IlepBuHHE MaKyBaHHS

1.5.1.1. Kancynu TBepai

1.5.1.2. Karnicynu m’axi

1.5.1.3. XKyBanbHi rymu

1.5.1.4. ImnperHoBaHi MaTpui

1.5.1.5. Piguau U1 30BHITIIHBOTO 3aCTOCYBAHHS
1.5.1.6. Piguan 1u11 BHYTPIITHBOTO 3aCTOCYBAHHS
1.5.1.7. MeauyHi ra3u

1.5.1.8. Iamri TBepai mikapchbKi hopmu

1.5.1.9. [Ipenapartu mig THCKOM

1.5.1.10. I'enepaTopu pagioHyKJIi/1iB

1.5.1.11. M’siki

1.5.1.12. Cyno3zuTopii

1.5.1.13. TabneTku

1.5.1.14. TpaHcaepMalbHi MmacTUpi

1.5.1.15. Cromarosnoriuni Marepianu

1.5.1.16. Inuni HecTepwIIbHI JTiKapPChKi 3aCO0M (3a3HAUNTH)

1.5.2. BropuaHe naKyBaHHS

1.6. IlpoBenenHs: BUPOOYBaHb B paMKaxX KOHTPOJO SKOCTi
1.6.1. Mikpo0ioJoriuHi: CTEpUITBHICTD

1.6.2. Mikpobiosnoriuni: MikpoOioJoriuHa YHCTOTa

1.6.3. ®@i3uuni/XiMiuHi BUIPOOYBaHHS

1.6.4. bionoriuxi BUIIPOOYBaHHS

2. BUPOBHUYI OITEPALIIl — AKTUBHI ®APMALIEBTUYHI IHTPEJAICHTU
2.1. BUpoOHHUIITBO aKTUBHOI PEYOBUHH NUISIXOM XIMIYHOTO CHHTE3Y

2.1.1. BupoOHHUIITBO aKTUBHHUX MPOMIKHUX PEYOBUH

2.1.2. BUpoOHHMIITBO HEOUHUIIICHOI'O aKTHBHOTO (hapMalleBTUYHOTO 1HIPEIIEHTA
2.1.3. ConeyTBopeHHs / OUMIIeHHS: (3a3HA4NTH) (HAPUKIIA]], KPUCTATI3allis)
2.1.4. Tnmi (3a3HAYUTH)

2.2. OTpuMaHHS aKTUBHOTO (hapMalleBTUYHOTO 1HIPEIieHTa 3 MPUPOAHUX KEPET
2.2.1. OTpumaHHS pEYOBUHH 3 POCITUH

2.2.2. OTpuMaHHs peYOBUHH 3 TBAPHUH

2.2.3. OTpuMaHHsI peUOBUHH 3 JTIOACHKOTO Kepena
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4 [Iponosxxenus noxarka 16
2.2.4. OTpuMaHHs PSUOBUHH 3 MiHEPAIBHOTO JIXKEperia
2.2.5. Moaudikaris OTpuMaHoi pe4OBHHH (3a3HAYUTH JHKEPETIO)
2.2.6. OuuIleHHs OTPUMAHOT PEYOBHHU (3a3HAUUTH IKEPEIIO)
2.2.7. Inme (3a3HaYNTH)

2.3. BupoOHUITBO aKTUBHOTO (hapMareBTUYHOTO IHIPEAi€EHTa 3 BUKOPUCTAHHIM O10JIOTIYHUX MPOLIECiB
2.3.1. ®epmenTartis

2.3.2. KynpTypa KIITHH (3a3HAYUTH TUT KIITHH, HATPUKJIIA/, CCAaBIiB / OaKTepiabHi)

2.3.3. BugineHnss / ounieHHs

2.3.4. Moaudikarrist

2.3.5. Inme (3a3HaYNTH)

2.4. BUpoOHUITBO CTEPUIBHOTO aKTUBHOTO (DapMaleBTUYHOTO iHrpeaienTa (po3minu 2.1,2.21 2.3
3aMOBHIOIOTHCA y pa3i HeOOXiTHOCTI)

2.4.1. AcentuyHo BUTOTOBJICHI

2.4.2. TlpenapaTu, 0 MiIAI0THCS KiHIEBIH cTeprtizaltii

2.5. CtyneHi 3araipbHOi 00pOOKH

2.5.1. CryneHni }iznuHOi 00pOOKH (3a3HAYNTH, HATIPUKIIAJ, CYIIIHHS, TOIPiOHEHHS / MIKpOHi3allis,
MIPOCIIOBaHH)

2.5.2. llepBruHHE MaKyBaHHS (3aKyIOPIOBaHHS / TepMETH3AIlisl aKTUBHOTO ()apMaleBTUIHOTO 1HTpeIi€HTa
MaKyBaJbHUM MaTepiaioM, SIKUi epedyBac B IPSAMOMY KOHTAKTi 3 PEYOBHHOIO)

2.5.3. BropunHe nmakyBaHHs (pO3MILlICHHS! TE€PMETHYHOT IIEPBUHHOI YITAKOBKU BCEPEINHI 30BHIIIHHOTO
MaKyBaJIEHOTO Matepiairy abo kKoHTeiHepa. Lle Takox Brirodae B cebe Oynb-sike MapKyBaHHS MaTepiany
uts izenTrdikanii a0o mpocTekyBaHOCTI (Hymeparis cepii) aKTUBHOTO (papMalleBTUYHOTO iHIPE/Ti€HTA)
2.5.4. Inme (3a3HaunTH) (U151 OTIEpalliif, HE OMMCAHUX BUIIIE)

2.6. IIpoBenenHs BUMPOOyBaHb Y paMKax KOHTPOJIO SIKOCTI

2.6.1. ®i3nuHi/XiMi4HI BUIPOOYBAHHS

2.6.2. MikpobionoriuHi BUunpoOyBaHHsI (BUKIIOYAIOYH BUTIPOOYBAHHS CTEPHIILHOCTI)
2.6.3. Mikpobionoriudi BunpoOyBaHHs (BKIIFOYAIOYH BUTTPOOYBaHHS CTEPHIIBHOCTI)
2.6.4. BionoriuHi BUNIPOOYBaHHS

3. 3BEPIAHHA

3.1. 30epiranHs roToBO1 MPOAYKIIT
3.2. 30epiraHHs CHPOBUHU

3.3. 30epiranHs mMatepiaiiB

4. BUPOBHUILITBO JOCIIIXYBAHUX JIIKAPCHKNX 3ACOBIB
4.1. BupoOuuirso Jiikapcbkux 3aco0iB s I, 11 1 111 ¢a3u kIiHIYHUX JOCTIIKEHD

Takox mpoiry BHECTH 3MIHM Y JOJATOK A0 JIUEH3II (asnavacmovcs y pasi neobxionocmi
6HecenHss 3MIH Yy 000amok 00 Jniyensii. Ingpopmayia ne nompebyec enecemns idomocmei 00 €0unoco
0epaHcasHO20 peccmpy WPUOUYHUX OCID, QI3UUHUX 0CIO — NIONPUEMYIE MA 2DOMAOCHKUX YOPMYBAHD):

Oco065MBi yMOBH MTPOBAKEHHS iSTIBHOCTI

[Hdopmariis 1m010 KOHTPAKTHUX BUPOOHUKIB JTIKAPCHKUX 3aC001B

(Hatimeny8aHHsA, MICYE3HAX0O0NCEHHA Ma Micye NPOBAONCEHHsL JiSIbHOCTI)

Indopmartis 11010 KOHTPAKTHUX J1abopaTopii

(HaliMeHY8AHHS, MICYE3HAXOONCEHHS A MICYe NPOBAOICEHHS OiIbHOCMI)

[adopmariis moa0 yrnoBHOBaXXEHUX 0C10

(npizsuwe, im’s, no 6amMvKoer)
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JlonaTkoBa iHGOPMAITIS (6 momy uucni nasenicms 000amxic 00 3as61; AOCHE EUPOOHUUOT JinbHUYi
ma iHute):

JlomaTtkoBo 110 eneKTpoHHOT hopMu Oa)karo OTpUMATH JT0AATOK JO JIIEH31i:
Ha MarepoBOMY HOCIT

[Tpo pimeHHs, NpuiHATE 3a pe3yiabTaTaMU PO3IIISAAY 1€l 3asBU, MPOIILY TOBIJOMHUTHU:
HapoO4YHO

MOIITOBUM BiATPABICHHSIM 32 MiCII€3HAXOKEHHSIM/MICIIEM TIPOKHUBAHHS

B €JICKTPOHHOMY BUTJISAI

KepiBHuk 3asBHHUKa 200
¢iznyna ocoba —

J

MiTPUEMEITH : — :
(mmiamumc) (imimianu, mpi3BuUIIEe)
(13 2 20_ pOKy
(mocana ocobw, siKa NpHUiHATIA 3asBY) (migmuc) (iHimianu, npi3BuLIe)
(13 2 20_ pOKy

* 3rigHo 3 paHUMHM €IMHOTO JAEPKaBHOIO PEECTPY IOPHIMYHUX OCi0, (i3uuHMX OCcid —
MIiIPUEMITB Ta TPOMAJICBKUX (OPMyBaHb.

** Jnst isuyHEX 0ci0, SKi yepe3 CBOi PeNiriiiHi MepeKOHaHHS BiMOBIISFOTHCS BiJl TPUAHATTS
peecTpaliifHoro HomMepa OOJIIKOBOI KapTKW IUIATHHKA TMOJATKIB Ta OMIIIIHO MOBIIOMUIHN TIPO IIie
BiJIMTOBIITHOMY KOHTPOJIIOIOYOMY OpTaHy i MaloTh Bi]MITKY B MACIIOPTi, — CEpisi Ta HOMEp Macnopra.
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Honatok 17
1o JlineH31iHuX yMOB

(HaliMeHYBaHHS OpTraHy JIIICH3YBaHHS)

3ASBA
PO BHECEHHS 3MiH 10 €IMHOTO0 JEP5KaBHOTO PEECTPY IOPUTUIHHX OC10,
GI3UYHUX 0C10 — MIAMPUEMIIIB Ta TPOMAJICHEKUX (OPMYBaHb Yy 3B’ SI3KY
3 IPUIMHEHHSAM JAISUIBHOCTI 3 IMIIOPTY JIIKAPCHKUX 3ac001B (KpIM aKTUBHHMX
(dbapMaleBTUYHUX IHTPEIIEHTIB) 3a IEBHUM MICIIEM MTPOBAIKEHHS

I. 3aranpHa iHbOpMaIIis

Jlinensiat (HaliMeHyBaHHS IOPUIUYHOI 0cOOH™)

Micue3HaxoKEHHS FOPUINIHOT 0coOU

[1pi3Buie, iM’s1, Mo 0ATHKOBI KEpiBHUKA OPUAMYHOI 0COOU

I[Tpi3Buie, iM’s1, T0 6aTHKOBI (i3MIHOT 0OCOOM — MIAMPUEMIIS

Oprasi3aniifHo-paBoBa ¢popma

InenTHdikaiifHui Kol FOpUIHMYHOI 0cOOU

KonTakTHa iHpopMalis

Howmep Tenedony Howmep dakcy
E-mail

JlokyMeHT, 1110 3acBiguye Ppi3udHy 0c00y — HIANPUEMIIS

Cepis nacniopta Howmep nmacnopra

Jlara Bumaui Opras, 1110 BUJIaB MacopT

Micue npoxuBanHs (Ui G13MYHOT 0cOOU — MiTIPUEMIIS)

Peectpaniiinuii Homep 00J1iKOBOT KapTKH IJIATHUKA MOJATKIB**

Jlata Bunayi i cepisi, Homep (3a HassBHOCTI) JiIeH311
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[Tpomy BHecTH 3MiHM 10 €IUHOTO JEPKABHOTO PEECTPY HOPHIUYHUX OCiO,
GBUYHUX 0ci0 — MANPUEMINIB Ta TPOMAACBKHX (OpMyBaHb Yy 3B S3KYy 3
OPUINMHEHHSIM JISUIBHOCTI 3  IMIOPTY JIIKAPChbKUX 3ac00iB  (KpIM aKTUBHUX
(dbapMaleBTUYHUX IHTPEIIEHTIB) 32 MICIEM MPOBAKEHHS TOCIOIAPCHKOT AISIIBHOCTI, a
came:

HaliMeHyBaHHS CTPYKTYPHOTO NiApo311y (200 HalilMeHyBaHHs FOPUAUYHOI 0cOON)

AJpeca CTpYKTYpPHOTO MiIpo3AiTy (aapeca Miciisi MPOBaAKEHHS TOCOMOAAPCHKOT
JUSITBHOCT1)

Tako MpoIry BHECTH 3MIHM Y JOJATOK 1O JINEH31l (3asnauaemvcs y pasi
HeoOXxiOHocmi GHeceHHsi 3MIH Yy 0o0amok 0o niyewnsii. Ingpopmayia ne nompebdye
8HecenHs1 gidomocmeti 00 €OUHO20 0epIHCABHO20 peecmpy IOPUOUYHUX 0CIO, Qi3uyHUX
ocib — nionpuemyie ma 2pomadcbkux opmyeams).

Tun npoayKiii, 0 TUIAaHY€ETHCS IMIIOPTYBATH (3a3Hayumu HeobXioHe).

IMITOPT 3apEECTPOBAHUX T'OTOBHUX JIIKAPCHKHUX 3aCO0IB

IMIIOPT 3apeeCTPOBAHUX JIIKAPCHKKX 3ac00iB y popmi “in bulk” (mpoaykiii []
“in bulk™)

[HI1a AISIBHICTH 3 IMIOPTY JIIKAPCHKUX 3aC001B (0y0b-saKa iHwa OisnbHicmb, He
3a3navena suuye)

[nme (3asnauumu 3a nasenocmi) O

YMOBH 11100 KOHTPOJIIO SKOCTI JTIKAPChKUX 3ac001B, K1 OYIyTh BBO3UTHUCS HA
TEepUTOPII0 YKpainu, Ta iHPopMallis 00 YITOBHOBAXKEHUX 0C10 (3a3HAYAETHCS
OKPEMO I KOXKHOT YITOBHOBA)XXEHOI 0COOM) (V pazi HeoOXiOHoCmi 6HeCeH s 3MIH Y
000amok 00 niyeH3ii)

HasiBHi yMOBU 1110710 KOHTPOJIIO SIKOCTI JIKapChKUX 3aC001B, sIKi Oy 1y Th B
BBO3ZHUTHCS HA TEPUTOPit0 YKpaiHu

Ilocama

[TpizBuie

IMm’sa

ITo O0aThKOBI

OcsgiTa

Crax pobotu

3a axom

3MiHa MePeNiKy JIKapChbKUX [] | IOJAEThCSA 3MIHEHUH Mepeltik O
3aco0iB (B TOMY 4MCII1 JKapChKUX 3aC001B 3riAHO 3 po3aiiom 1
3BY)KCHHS TIEPEITIKY) B KUTBKOCTI CTOPIHOK™®**
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JTOTIOBHEHHS MEPEITIKY [] | momaeTbcst TOMOBHEHHS 10 MEpeiKy ]
JKapChKUX 3aC00iB JKapChKUX 3ac001B 3T1IHO 3 po3iiaom 11
B KUIBKOCTI CTOPIHOK™*™*

HonarkoBa iH(opMaliis (B TOMY YHUCII HasBHICTh JOJATKIB JI0 3asiBU: JTOCHE
IMITOpTEpa Ta IHIIE):

bakaro oTpuMarty J0JATOK /10 JIILIEH3I:
HapOYHO a
HOILITOBUM BIJPABICHHIM 3a MICHE3HAXOPKEHHIM/MICIIEM NPOKUBAHHS 0

[Ipo pimieHHsa, TpPUNHATE 3a pe3yJbTaTaMH PO3TJSAY i€l 3asBH, MPOIILY
MIOB1JOMUTH:

HapOYHO N
HOILITOBUM BIJMPABICHHIM 3a MICHE3HAXOPKEHHAM/MICIIEM NTPOKUBAHHS 0
B €JIEKTPOHHOMY BUIJISIAI N

I1. Indpopmariist mpo JikapchKi 3aco0u, 1110 TUIAHYE BBO3UTH Ha TEPUTOPIIO YKpaiHU
Jinen3iar (1ei po3/i 3alI0BHIOETHCS TIOAATKOBO B €JICKTPOHHOMY BUTIISAI ((aii
Excel na CD-nucky)

HaiimenyBaHHs cy0’€KkTa TOCIOAapIOBaHHS

Micne3Haxo/KeHHS FOPUIUIHOT 0CO0n

Indopmariist mpo JTikapchKuii 3acio* *** Home BupoOHHK****** INocTayanbHUK
no3a .. |MixHa-poaHa P .

HOp}II[- [[i}O'-IOT IKLITBKICTB| HernaTeH- peecTpamiun- Kon MICIHE3HAXOHKCHHS
KOBHH [ToproBeibHal (opma OMHUIIb HOTO ATC | HaiimeHy- .. | Haiimeny-

pEeYOBUHU TOBaHa Ha3Ba . KkpaiHa
HOMep| Ha3sBa BUIYCKY | 7 it B (MHH)** MOCBITUEHHs| % | panHs BaHHS .

. L KpaiH
. |ymaxoBui B YKpaiHi palHa | ajpeca
OJIMHHMIT

IIpu-
MITKH

Homep cropinku / 3aranpHa KibKiCTb CTOPiHOK
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KepiBHuK 3asiBHHKa 200 ¢izndHa
ocoba — MiApUEMEITH

(miamc) (iHimiaM, MPi3BHIIE)

(13 2 20_ pOKy
(mmocaza ocoOw, sika IPUIHHSATIA 3asBY) (migmmc) (inimianm, npi3BuUIIe)

(13 2 20— pOKy

* 3rigHO 3 MaHUMU C€IUHOTO NEPKAaBHOTO PEECTPy IOPUAWYHHX 0ci0, (i3udyHHX 0cid —
MiIPUEMIIIB Ta TPOMAJICBKUX (POPMyBaHb.

** st ismuHmX 0ci0, AKi yepe3 cBOi pemiriiiHi nepeKoHaHHsS BiIMOBIISIOTHCS BiJ MPUHHATTS
peecTpaliifHoro HomMepa OOJIKOBOI KapTKU IJIATHWKA TOMATKiB Ta O(DIMiifHO MOBIAOMWIHA TPO IIe
BiJITOBITHOMY KOHTPOIIOIOYOMY OpTaHy i MalOTh BIIMITKY B IACTIOPTi, — CEPist Ta HOMEP MMacIopTa.

***% 3rigno 3 Qopmoro, HaBegeHow y posmimi II. ¥V pasi BiacyTHOCTI 3MiH [0 Tepelniky
JKapchKUX 3ac00iB, SKi IDTAHYIOTHCS 10 BBe3eHHS, po3ii Il He 3armoBHIOEThCS Ta HE MTOIAETHCS.

FxA*% 3a3HAUMTH TIOBHE HAWMEHYBAHHS JIIKAPCHKOTO 3aco0y, 3a3HaueHe B peecTpariifHoMy
MOCBiTUeHHI, BUugaHomy MO3.

FHXF* 3a3HaUUTH (BUKITFOYHO aHTIIMCHKOI0 MOBOIO) MiKHAPOJIHY HETIATEHTOBAHY HA3BY JIIFOYOT
PEYOBUHH IIIKAPCHKOTO 3aco0y; Iy 0araTOKOMIOHEHTHHX (KOMOIHOBAaHWX) JIKapChKUX 3aco0iB
3a3HAYMTH TEPEITIK YCiX AIF0UUX PEYOBHH.

FHxF** HaliMeHyBaHHS IMiJIPUEMCTBA, YIOBHOBaXKEHA 0C00a SIKOTO HAJa€ J03BiJ Ha BUITYCK
cepiit mpoyKiIii.

FHxAFxA** Kop 3riTHO 3 aTOMHO-TEPANEBTUYHO-XIMIYHOO KIIACU(IKaII€To.
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Jomarok 18
1o JlineH31iHuX yMOB

(HaliMeHYBaHHS OpTraHy JIIICH3YBaHHS)

3ASBA
po 3MiHy iHdopMaIllii y J01aTKy /10 JIeH31i Ha BUPOOHHUIITBO
JIKapChKUX 3aC001B 110,10 0COOTUBHUX YMOB
MPOBAHKEHHS JiSTTbHOCTI

Jlinen3siat

(HaltMEeHyBaHHS, MiCIIE3HAXOKEHHS IOPHINYHOI 0cO0H™)

(mpi3BuIe, iM’s1, IO 6aTHKOBI KepiBHUKA FOPHINYHOI 0COON)

(pizBuie, iM’s1, IO 6ATHKOBI (i3HYHOT 0COOM — ITi AIPHEMIIS)

(cepist, HOMep macnopTa, JaTa BUadi,

opraH, [0 BUAAB MAcCIOPT, MiCIle IPOXKUBAHHS)
Howmep Tenedpony AJnipeca eJeKTPOHHOI MOILITH

PeectpamiitHuii HoMep OOJIKOBOiI KapTKH IJIaTHHKA MOAATKIB (I (i3HMIHOI
0co0M — miAnpuemI ) **

[nenTudikamiiuuii Koa IPUAMIHOI 0OCOOU

[Tpomry BHECTH 3MiHY/3MIHU Y AOJATOK O JIIIEH311 Ha BUPOOHUIITBO JIKAPCHKUX
3ac00iB

(mara Buzaui i cepist, Homep (3a HasIBHOCTI) JIilleH3ii)

sIKa/sIK1 TIOB’13aHa/TIOB s13aHi 13 (3azHauumu neobxiowne):

3MIHOIO KOHTPAKTHUX BUPOOHUKIB JIIKAPCHKUX 3ac001B (Y TOMY YHCI ]
3BY)KEHHSI JIISUTBHOCT!I)

3MiHOIO KOHTPAKTHHX JIa00OpaTopii (B TOMY YKCIIi 3BYKCHHS JiSTIHOCTI) B
3MIHOIO YITOBHOBa)XEHHX 0C10 []

Oco065MB1 YMOBH MPOBAHKEHHS JISTTBHOCTI (3a3nauumu neobxione)

Indopmartis mo/10 yroBHOBa)KEHUX 0C10

(npizsuwe, im’s, no bamovkoer)

[Hdopmariis 1m010 KOHTPAKTHUX BUPOOHUKIB JTIKAPCHKUX 3aC001B

(HmZMeHyeaHH;z, MicyesHaxo0xuCcenHs ma micye nposadAtcents 20Cno0apcbkoi JisibHOCMI)

[Hdopmariis 10410 KOHTPAKTHUX JIabopaTopiit

(HalLMeHY8AHHS, MICYE3HAX0O0NCEHHS MA MICYe NPOBAOICEHHS 20CNO0aPCHKOL JisibHOCHI)
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JlonatkoBa iH(popmariisi (B TOMY YWCII HAsBHICTh JOJATKIB IO 3asBH: JIOCHE
BUPOOHUYOI JIIJTEHUII TA 1HIIIE):

baxaro OTpHUMATH JOOATOK!:

HapO4HO [l
HOLITOBUM BIJIPABICHHSIM 3a MICHE€3HAXOPKEHHIM/MICIIEM NTPOKUBAHHS O

[Ipo pimeHHsa, TpUHHATE 3a pe3yJbTaTaMu pO3TJSAY 1i€l 3asBH, MPOILY
MIOB1JJOMUTH:

HapOYHO [

MOIITOBHUM BIJIIPaBICHHSM 32 MICII€3HAXOXKCHHIM/MICIIEM TTPOKUBAHHS N

B €JIEKTPOHHOMY BUIJISIAI N
(mocama ocoOwu, sika mojana 3asBy) (mmiamuc) (iHimianu, mpi3BHUILE)

113 2

20 poky

* 3rigHo 3 JaHMMU €IUHOTO JEPKaBHOTO PEECTPY IOPHUAMYHHUX 0ci0, ¢i3nuHux ocid —
MIiJIPUEMITB Ta TPOMAJICBKUX (OPMyBaHb.

** Jlnst izmuHmx 0ci0, sKi yepe3 cBOI pemiriiiHi nepeKoOHaHHs BiJMOBIISIFOTHCS BiJl IPUHHATTS
peecTpaliifHoro Homepa OOJIIKOBOI KapTKW IUIATHWKA TOJATKIB Ta O(DIMiIfHO MOBIAOMWIH TIPO IIe
BiJINTOBITHOMY KOHTPOIIOIOYOMY OpTaHy i MalOTh BIIMITKY B IIACIIOPTi, — CEpisi Ta HOMEP MacIopTa.
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Jomarok 19
1o JlineH31MHuX yMOB

3ASBA
Ipo 3MiHY 1H(popMalii y JoJaTKy A0 JileH31i 3 IMIOPTY
JTKapChKUX 3ac001B (KpiM aKTUBHUX (papMaIleBTHUYHHUX IHTPETIEHTIB)

|. 3aranpHa iHpOpMALTisS

Jlizensiar

(HaltMeHyBaHHS, MiCIIE3HAXOKEHHS IOPHINYHOI 0cO0H™)

(mpi3BuIe, iM’s1, IO 6aTHKOBI KepiBHUKA IOPHINIHOI 0cO0N)

(npizBuie, iM’s1, IO 6ATHKOBI (i3HYHOT 0COOM — ITi AIPHEMIIS)

(cepist, HOMep Tmacropra, 1ata Buaayi,

opras, 10 BHJIAaB MACIOPT, MiCIIe IPOKMBAHHS)

Howmep Tenedony Anpeca eIeKTpOHHOT MOIITH

Peectpariiinnii HomMep 00JIIKOBOT KapTKHU IUIaTHUKA TOAATKIB (st (pizuuHOl
0co0M — miAnpuemI ) **

Inentudikamiinuii Koa PPUINIHOI 0OcOOU

[Tpomry BHecTHM 3MiHY/3MIHM Yy JIOJATOK JO JiIEeH3ii 3 IMIOPTY JiKapChbKUX
3ac001B (KpiM aKTUBHUX (hapMalleBTUYHUX THTPEIIEHTIB)

(maTa Bumadi i cepist, HoMep (3a HassBHOCTI) JIiLICH311)

sIKa TOB’ s13aHa/TIOB ’ A3aHi 13 (3a3HAYUTH HEOOX1THE):

3MIHOIO MEpeiKy JIKapChbKUX 3ac001B, JO3BOJIEHUX JI0 IMIIOPTY JilEH31aTy B
JIOTIOBHEHHSAIM TIE€PEINIIKY JIKapChKUX 3ac00iB, TO3BOJICHUX JIO IMIIOPTY O
JineH3iary

3MIHOIO YITOBHOBa)XEHHX 0C10 ]

Tun npoAykIii, o MIAHYETHCS IMIOPTYBATU (3ANOBHIOEMbCA Y PA3L 3MiH, 3A3HAYUMU
HeoOXiOHe).

IMIOPT 3apEECTPOBAHUX TOTOBUX JIIKAPCHKUX 3aC001IB 0

IMIIOPT 3apeeCTPOBAHUX JIIKAPCHKHX 3ac00iB y popmi “in bulk” (mpomyxkirit 0

“in bulk”)

[H11a MSUTBHICTE 3 IMIOPTY JIIKAPCHKHUX 3aC001B (3an068HI0EMbCA ) pa3i 3MiH, 0Y0b-KA
IHWa OisANbHICMb, He 3a3HAYeHa sulye)

Inme (3asnauumu y pasi nasenocmi) []

BupoOHUIITBO JiKapChKUX 3aCc001B, K1 TUTAHYETHCS BBOSUTH HA TEPUTOPIIO []
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3aco01B

VYkpainu, BIIOBIAa€ BUMOraM HaJIEKHOI BUPOOHMYOT MPAKTUKHU JTIKAPCHKUX

[HpopMmaris mo/10 yoBHOBaKEHHUX 0C10 (3alI0BHIOETHCA Y pa3l 3MiH, 3a3HA4YA€THCS
OKPEMO JUIsl KOXKHOI YTIOBHOBa)KEHO1 0COOM)

ITocama

[IpizBumie

IM’a

ITo OaThKOBI

OcsiTa

Crax poboTu 3a
dbaxom

JlomarkoBa iHopMaIis (8 momy yucii HaAA8HICMb 000AMKIE 00 3A56U).

II. Indopmariist mpo Jikapchki 3aco0u, 110 TUTAHYE BBO3UTH Ha TEPUTOPII0 YKpaiHH

3asBHHUK (Yell po30ill 3aN08HIOEMbC 000AMKOBO 8 eleKMPOHHOMY 6u2is0i (gaiuin Excel

HaiimenyBanHs cy0’€kTa TOCIoIaprOBaHHS

Micne3Haxo/DKeHHS FOPUIUIHOT 0CO0n

Ha CD-0ucky)

Ia¢opmartist mpo JikapchKui 3acio*** Mi>xHa- Homep BupoOHHK***** IocravansHuK
032 P OJIHA e Micne3HaxomKeHn-
Tlopsin- A038 . iekicrs| P peectpauiii-| Kon . o A
o Iir090{ HemaTeH- N HaiiMe- HS .
KOBHI [ToproBenbHa| (opma OJIMHUIIb HOTo ATC | naiimeny- . IMpumiTkn
PEUOBHHA TOBaHa . I KpaiHa HY-
HOMEp| Ha3Ba BUITYCKY . B [IOCBiTICHHS] BaHHS .
B KOXXHIN aKOBL Ha3Ba B Vipaini BaHHsA KpaiHa azpeca
omumm (MHH)****
1 2 3 4 5 6 7 8 9 10 11 12 13 14

http://yurist-online.org/
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bakaro orpumaTu 104aTOK:
HapO4YHO
HOLITOBUM BIJIPABICHHSIM 3a MICHE€3HAXOPKEHHIM/MICIIEM NPOKUBAHHS

[Ipo pimeHHs, TpUUHATE 3a peE3yJbTaTaMU PO3MIBIAY i€l 3asBH, MPOIILY
[MOBIIOMUTH:

HapO4YHO [

MOIITOBUM BIJIIPaBICHHSM 32 MICIIE€3HAXOXKEHHIM/MICIIEM TTPOKUBAHHS N

B €JIEKTPOHHOMY BUIJISIAI N
(mmocaza ocobw, sika 1moJiaia 3asBy) (migmuc) (iniriany, npizBuUIIe)

[13 2

20 poky

* 3rigHO 3 JaHUMU CIUHOTO JCPKABHOTO PEECTPY IOPUAMYHHMX 0Ci0, (i3uvHHX 0Ci0 —
M AIPUEMITB Ta TPOMAJICBKUX (POPMYBaHb.

*% st hismaHUX 0ci0, SKi Yyepe3 CBOI peiriiiHi mepeKoHaHHS BiAMOBISIOTHCS BiJ MPHAHATTS
peecTpaniiiHoro Homepa OONIKOBOI KapTKW IUIATHUKA TMOAATKIB Ta OQIIiifHO MOBIJOMWIM PO L
BiJIMIOBITHOMY KOHTPOJIIOIOYOMY OpTraHy i MaloTh BiIMIiTKY B MACIIOPTi, — CEpisi Ta HOMEP Macnopra.

*** 3a3HaudTH MOBHE HAaWMEHYBAaHHS JIKAPCBKOTO 3aco0y, 3a3HayeHe B peecTpaliiiHoMy
MOCBiTueHHI, BugaHoMy MO3.

**** 3a3HaunTH (BUKIIFOYHO aHTIIIHCHKOI0 MOBOIO) MIKHAPOJHY HENATEHTOBAaHY Ha3BY JiI0YO1
PEYOBUHH IIIKAPCHKOTO 3aco0y; I 0araTOKOMIOHEHTHHX (KOMOIHOBAaHMX) JKapChKHUX 3aco0iB
3a3HAYMTH TEPENIK BCIX AIFOUNX PEYOBHUH.

***** HaiiMeHyBaHHsI MiJIPHUEMCTBA, YIIOBHOBa)XKEHA OCO0a SKOTO Hajae J03BiJ Ha BUITYCK
cepiil mpoayKIIii.

FxAx** Kox 3riIHO 3 aTOMHO-TEPANIeBTUIHO-XIMIYHOIO KIIacH]iKaIli€ero.
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Jomarok 20
1o JlineH31iHuX yMOB

(HaliMeHYBaHHS OpTraHy JIIICH3YBaHHS)

3ASBA
PO 3BYKEHHS MPOBAKEHHS BUAY TOCIIOAAPCHKOI TISUTBHOCTI

Jlinen3siat

(HaiiMeHyBaHHS, MICIIE3HAXOHKEHHS IOPHANTHOI 0COOM*)

(mpi3BuiLe, iM’s, IO OATHKOBI KepiBHUKA IOPUANIHOT 0COOM)

(npizBuiue, iM’s1, 10 6ATHKOBI (i3HYHOT 0COOM — MiAIPHEMIIS)

(cepisi, HOMep macHopTa, fara Bujaaui,

opras, 10 BHJIAB MACIIOPT, MiCIle IIPOKUBAHHS)
HOMep TeJIe(l)OHy Aﬂpeca eJIeKTPOHHO'l' IIOIITH

PeectpauiitHuii HoMep O0OJIIKOBOiI KapTKH IJIaTHUKA MOAATKIB (I (Pi3M4HOI
0CO0U — MiANpUEMIIs ) **

InenTHdiKaIIHHUA KO FOPUINIHOI 0OCOOH

Bun rocnioiapcbkoi AisUIbHOCTI, Ha Ky Oy710 BUAAHO JIIIEH31I0,

JlaTa Bumaui i cepist, Homep (3a HassBHOCTI) JIiIIeH311

[Ipomry 3BYy3uTH TPOBAHKEHHS BHUIY TOCMOJAPCHKOI MISTIBHOCTI, Ha SKHM
OTPUMAHO JIIIEH3110, BUKIIFOUUBIIH 3 HHOTO YACTUHY:

BUPOOHUITBO JIIKAPCHKUX 3aC001B O
BUPOOHUITBO (BUTOTOBJICHHS) JTIKAPCHKUX 3aCO0IB B YMOBAX alTEKH ]
OITOBA TOPTIBJIS JIIKAPCHKUMU 3aC00aAMU O
po3piOHa TOPTIBIIA JIKAPCHKUMH 3aC00aMU ]
IMIOPT JKapChKUX 3aC001B (KPiM aKTUBHHUX (hapMalleBTUYHUX 1HTPEIIEHTIB) O

VY 3B’s3Ky 3 UM BHECTH BIAMOBIAHI 3MIHU 0 €IMHOTO ACP>KaBHOTO PEECTPY
IOPUANYHUX 0Ci0, (I3UYHHUX 0CI0 — MIAMPHUEMIIIB Ta TPOMAACHKUX (POPMYyBaHb 11010
TAKOT0 MICIISI TPOBAKEHHS TOCMOIAPCHKOI AiSUTHHOCTI:

Anpeca micus
TIPOBAJKCHHS
TOCIIOIAPCHKOI JisSTBHOCTI
(imaexc, obmacTh, paioH,
MICTO/CEHIIE MICBKOTO
THUITYy/CeN0/Cenulle,
BYIUIIS, OYIMHOK TOIMIO)

Micrie mpoBaKeHHS
rOCTOJAPCHKOI MISITBHOCTI **%*

Bun rocnnonapeskoi
ISUTBHOCTI
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Kpim enexktpoHHOro BHIISILY, Oaxkard OTPUMATH JILNEH31I0 PO 3BYKEHHS
NPOBaHKEHHS BUIY TOCTIOAAPCHKOI AiSIIBHOCTI Ha ManepoBOMy HOCII:
[

[]

HapOYHO
MOIITOBUM BIJIIPaBICHHSM 32 MICIIE€3HAXOXKEHHIM/MICIIEM TTPOKUBAHHS

[Ipo pimieHHs, TpUITHATE 32 pe3yabTaTaMH PO3IIISIAY 1€l 3asBU, TOBIAOMUTH:

HapO4YHO N
MOIITOBUM BIJIIPaBICHHSM 32 MICIIE€3HAXOXKEHHSIM/MICIIEM TTPOKUBAHHS N
B €JIEKTPOHHOMY BUTJISII N
(mocaga ocobwu, sika mogana 3asBy) (mmiamuc) (mpi3BuiIe iM’s1, IO OATHKOBI)
(13 2 20_ pOKy
JlaTa i HOMep peecTpartii 3asBu “___” 20 poky Ne
(mocaga ocobwu, sika IpUITHSIA 3a5BY) (miamuc) (iHimianu, mpi3BHUILE)

13 2

20 poky

* 3rigHo 3 JaHMMU €IUHOTO JEPKaBHOTO PEECTPY IOPUAMYHHUX 0ci0, ¢i3nuHuX ocid —
i IPUEMITIB Ta TPOMAJICBKUX (POpPMYBaHb.

** Jlnst ismuHmX 0ci0, sKi yepe3 cBOI pemiriiiHi nepeKOHaHHs BiJMOBIISIFOTHCS BiJl IPUHHATTS
peecTpaliifHoro Homepa OOJIIKOBOI KapTKW IJIATHWKA TOJATKiB Ta O(DIMiifHO MOBIAOMWIHA TIPO Iie
BiJIIOBITHOMY KOHTPOJIOIOYOMY OpTaHy i MarOTh BIIMITKY B ITAaCIIOPTi, — CEPisi Ta HOMEP MaclopTa.

**%* 3a3HAa4acThCA:

JUTSE. BUPOOHHMIITBA JIKAPCHKUX 3ac00iB — BHUPOOHWYA MUTBHUI i3 3a3HAYEHHSM TMEPeIiKy
Jikapchbkux (OpM, CKIIJIChKa 30HA (MPUMIIIEHHS s 30epiraHHs, CKJIaJ), 30Ha KOHTPOJIIO SIKOCTI,
30Ha 3/IilICHEHHsI BUAa4i JO3BOJIy Ha BHITYCK JIIKQpPChKUX 3aCO0iB;

JUTsE. BUPOOHMIITBA (BUTOTOBIICHHS) JIKapChKHX 3acO0iB B YMOBaxX anTeku — anTeka i3
3a3HaveHHsM ii HoMepa, HaiiMeHyBaHHsI (32 HassBHOCT );

JUTSL ONITOBOT TOPTIiBII JIIKAPCHKUMHU 3aC00aMU — anTedHuil ckiaj (06a3a) i3 3a3Ha4eHHSIM HOTro
HOMepa, HaMEeHyBaHHS (32 HasiBHOCTI), 3arajibHO1 IJIOII Ta IUIOIi BUPOOHMYUX NPUMIILECHb;

JUIE PO3JIpiOHOT TOPTiBJII JIIKAPCHKUMH 3aco0amMH — anTeka i3 3a3HadeHHsM 11 Homepa,
HaliMeHyBaHHs (3a HasBHOCTI), alTEYHUH MyHKT i3 3a3HaU€HHAM HOro HOMepa, HaliMeHyBaHHS (3a
HasBHOCTI), HOMEpa Ta HalilMeHyBaHH (32 HasABHOCTI) alTeKH, CTPYKTYPHUM MiAPO3AiJIOM AKOI BiH €,
JKYBaJbHO-TIPO(LIAKTUYHOTO 3aKIajly, B SKOMY BiH PO3TalllOBaHUI;

UId  IMIIOPTY JIIKapcbKHX 3aco0iB (KpiM aKTUBHHX (DapMaleBTHYHHMX IHTPEOIEHTIB) —
CKJIaJICbKa 30Ha (TPUMIIIEHHS IS 30epiraHHs, CKJIaJ), 30Ha KOHTPOJIIO SKOCTi, 30Ha 3IHCHEHHS
BUJIavi J03BOJTY Ha BUITYCK (peani3ailito) cepii JikapchbKoro 3aco0y.
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Jomatoxk 21
no JlineH3iiHuX yMOB

(HaliMeHyBaHHS OpraHy JillEH3yBaHH)

3ASBA
PO PO3ILIUPEHHS MTPOBAKEHHS BUAY TOCIIOIaPCHKOT ISITBHOCTI

I. 3aranpHa 1HpoOpMaLis

Jlinen3siat

(HaliMeHyBaHHsI, MiCLIE3HAXO/UKCHHS FOPHANYHOT 0COOH™)

(mpi3BuIe, iM’s1, IO GaTHKOBI KepiBHUKA FOPHIMIHOI 0COON)

(pizBuie, iM’s1, 1O 6ATHKOBI (i3MYHOT 0COOM — ITiAIPHEMIIS)

(cepist, HOMep Tmacropra, 1ata Buaayi,

opras, 10 BHJIAaB MACIIOPT, MiCIIe TIPOKMBAHHS)

Howmep Tenedony Anpeca eIeKTpOHHOT MOIITH

PeectpauiitHuii HoMep O0OJIIKOBOi KapTKH IJIATHUKA MOAATKIB (I (Pi3M4HOI
0CO0U — MiANPUEMIIS ) **

IneHTHdIKAIIHHAN KO FOPUIANIHOI OCOOH

Buj rocniogapcbkoi AisIbHOCTI, Ha SIKY OYyJ10 BUJAHO JIICH3IO,

JlaTa Bumayi i cepist, Homep (3a HassBHOCTI) JHiIIeH311

[Ipormry po3MMpPHUTH TPOBAIKEHHS BHAY T'OCIOJAPCHKOI MiSUTBHOCTI, Ha SKUH
OTPUMAHO JIIIEH3110, TOMOBHUBIIIH HOTO YaCTUHOIO:

BUPOOHUITBO JIIKAPCHKUX 3aC001B
BUPOOHUIITBO (BUTOTOBJICHHS ) JTIKAPCHKUX 3aCO0IB B yMOBAX anTeKu
OITOBA TOPTIBJIS JIIKAPCHKUMU 3aC00aAMU

po31piOHa TOPTiBIIs JIKAPCHKUMHU 3ac00aMu

N O O A B O

IMOOPT JiKapChbKUX 3aC001B (KPiM aKTUBHHUX (hapMalleBTUIHUX
IHTPE/TIE€HTIB)

3a TAaKUM MiCHeM IMPOBA/KCHHA FOCHO}IapCI)KO.l' HiSIJ'II)HOCTiI

Anpeca MicIis IPOBa)KEHHS

Micrie mpoBaKeHHS rOCTIOJIAPCHKOI MISITBHOCTI (1HACKC .
He TpoBaztiter Hap ) AUIS (innexe, Bun rociogapcskoi
rocrnoJapchKoi o0nacTb, paiioH, MiCTO/cemnuIIe TSTBHOCT]
TISITBHOCT] *** MICBKOTO THITY/CEJI0/CenuIIle,

BYJIUIISL, OYIMHOK TOIIO)

[Ipomy 3a Mmicuem(sIMH) TPOBAIKEHHS TISJIBHOCTI y pas3l PO3MIMPEHHS BHIY
TOCIIOAAPCHKOI TiSUTBHOCTI Ha BUPOOHUIITBO (BUTOTOBJICHHSI) JIIKAPCHKUX 3acO0IB B
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YMOBax anTeKH, ONTOBY TOPTIBIIO JIKAPCHKUMHU 3aco0amMu, po3ApiOHY TOPTiBIIIO
JTIKapChbKUMH 3ac00aMu, 3a3Ha4eHUM(MH) Y LIl 3asB1, TPOBECTH MEPEBIPKY:

[]
[]

HAsSBHOCTI MaTepiaJIbHO-TEXHIYHO1 0a3u, kBami(dikallii mepcoHany
YMOB II10/I0 KOHTPOJIIO SKOCTI JIKapChKUX 3aCc001B, 1110 BUPOOIATUMYTHCS

baxkaro oTpuMaTu JILEH31I0 3 PO3IIMPEHUM BHJIOM JISJIBHOCTI HA MarepoBOMY
HOCII:

HapOYHO N
MOIITOBUM BIJIITPABJICHHSIM 32 MICII€3HAXO>KECHHSIM/MICIIEM MTPOKUBAHHS N
B €JIEKTPOHHOMY BHIJISI/I N

[Ipo pimieHHs, MPUHAHATE 3a pe3yIbTaTaMHU PO3TIIANY ITi€l 3asIBH, TTOBITOMUTH:
HapOYHO N
MIOIITOBUM BIJIIIPABICHHSIM 32 MICII€3HAXO0XKCHHSIM/MICIIEM TTPOKUBAHHS N
O

B CIICKTPOHHOMY BI/II‘J'ISII[i

I1. Tndopmartis mpo AiSIBHICTH 3 BUPOOHHUIITBA JIIKAPCHKHUX 3aCO01B,
Ky IUIAHY€E 3IHCHIOBATH JCH31AT (yeu po30in 3an08HI0emMbCsl 071l KOJHCHO20
OKPEMO20 MICYsL NPOBAONCEHHS OISLIbHOCMI (0151 KOWCHO20 MICYsi NPOBAONCEHHS
OIANbHOCMI, SIKe 3HAXOOUMbCS 3d THULOK A0Pecor0)
YV pasi po3uuperts udy 20cno0apcbKoi OiinbHOCMmI
HA 8UPOOHUYMBO TIKAPCHKUX 3aC00i8)

AJpeca Micls MPOBAKEHHS ISIIbHOCTI

KonTaktHa iHopmariis

Howmep Tenedony Howmep dakcy

E-mail

3a aJpecoro CTPYKTYPHOTO MiAPO3AUTY HASBHI (3asnauumu neobxione):

BUPOOHUY1 AUTLHUII 3 TIEPETIKOM JIIKapChKuX hopm™

30HU KOHTPOJIIO SIKOCTI

CKJIQJICBKI 30HH (IPUMIIIEHHS JUIsI 30epiranHs)

O )

30HM 3/11ICHEHHS BHIa4i I03BOJIY HAa BUITYCK JIIKAPCHKUX 3aC00iB

[lepenik nikapcbkux (opm Ta BHUpPOOHHYUX ONEpalii, sKi 3arIaHOBaHI [0
BUPOOHHUIITBA 3a TEBHUM MICIIEM TIPOBA/DKEHHS MISUTBHOCTI Ta TOTPEOYIOTH
JIEH3YBAHHA™ (subpamu neobxione iz cnucky):

1. BUPOBHMUI OIEPAIIIl — JIIKAPCHKI ®OPMU

.1.1. Acentn4Ho BUTOTOBJEHI (BUPOOHMYI OmepaLii sl HACTYITHUX JIKapChbKUX opMm)
.1.1.1. Pigau B yImakoBKax BEJIMKOTO 00’ €My
.1.1.2. Jliodimizatu
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1.1.1.3. M’sxi

1.1.1.4. Pigunau B ynakoBKax Majnoro o0’emy

1.1.1.5. TBepai Ta iMIUTaHTaHTH

1.1.1.6. [HIIi acenTUYHO BUTOTOBJICHI MPOAYKTH (3a3HAYNTH)

1.1.2. o miznaroTbes KiHIEBiN cTepuiizauii (BUpoOHUYI oniepaii A1l HACTYIHUX JiKapChKUX
(opm)

1.1.2.1. PiguiHu B yrmakoBKax BEJIMKOTO 00’ €My

1.1.2.2. M’sxi

1.1.2.3. Piguiau B yrmakoBKax Majioro 06’ emy

1.1.2.4. Tepai Ta IMIUIAHTAHTH

1.1.2.5. [HO1i MpOIyKTH, IO MiANAIOTHCS KiHIEBIH cTepriizallii (3a3HaYuTH)

1.1.3. Ceprudikamis cepiif CTepUIHLHIX TPOIYKTIB

1.2. HecrepuibHi IPOaYKTH

1.2.1. HecrepuibHi npoAaykTH (BUpoOHUYI omepallii [yl HACTYITHHUX JIIKapChbKUX (HopM)
1.2.1.1. Kancynu tBepmi

1.2.1.2. Kancynm M’ siki

1.2.1.3. XKyBanbHi TymMmu

1.2.1.4. ImmperHOBaHi MaTpHIIi

1.2.1.5. Piguieu 171 30BHINIHBOTO 3aCTOCYBaHHS

1.2.1.6. Piguau 17151 BHYTPIIHBOTO 3aCTOCYBAaHHS

1.2.1.7. Menununi ra3u

1.2.1.8. [amIi TBepi mikapchbKi popmMu

1.2.1.9. llpenapaty mix THCKOM

1.2.1.10. T'enepatopu paaioHyKIiaiB

1.2.1.11. M’sxi

1.2.1.12. Cymosuropii

1.2.1.13. TabneTku

1.2.1.14. TpancaepMaibHi TIIaCTUPI

1.2.1.15. Cromarosnoriuni Matepianu

1.2.1.16. Iami HecTepuITbHI JIiKapchbKi 3aco0U (3a3HAYNTH)

1.2.2. Ceprudikaris cepiii HeCTEpUIBHUX IPOIYKTIiB

1.3. BiosoriuHi ikapchKi 3aco00u

1.3.1. BiomoriyHi JiKapchki 3aco0u

1.3.1.1. [Ipenapatu kpoBi

1.3.1.2. ImyHOOGioMOTi4HI JTiIKapchKi 3acoon

1.3.1.3. JlikapchKi 3aco0u KIITHHHOT Teparmil

1.3.1.4. JlixapceKi 3acobu TeHHOT Teparrii

1.3.1.5. bioTexHOJIOTI4HI JiKapChKi 3aCO0H

1.3.1.6. IlpemapaTu, eKCTparoBaHi 3 TKaHUH JIOAUHN a00 TBapHH
1.3.1.7. Jlixapcbki 3acoOu TKaHWHHOT 1HXKEeHepii

1.3.1.8. Iauri GionoriuHi nikapchKi 3aco0H (3a3Ha4YNTH)

1.3.2. Ceprudikanis cepiii (mepemik)

1.3.2.1. [IpenapaTu KpoBi

1.3.2.2. ImyHOOGi0MOTI4HI JTiIKapChKi 3aco0n

1.3.2.3. JlikapchKi 3aco0W KIITUHHOT Teparmii

1.3.2.4. Jlixapcbki 3acobu reHHo1 Tepartii

1.3.2.5. biotexHosoriuHi Jlikapchbki 3ac001

1.3.2.6. Ilpenapatu, ekcTparoBaHi 3 TKAaHUH JIFOJIUHU a00 TBapHH
1.3.2.7. Jlixapcbki 3acoOu TKaHWHHOT 1HXEeHepii

1.3.2.8. Iauri GionoriuHi JikapchKi 3aco0H (3a3HaYNTH)
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1.4. Tauni npoaykTu a00 BUpOOHHYA TiSTBHICTD
1.4.1. BupobHunTBo

1.4.1.1. IlpoayKTH 3 pOCIMHHOI CUPOBUHU
1.4.1.2. 'omeommatuyHi TipemapaTa

1.4.1.3. [ami (3a3Ha4nTH)

1.4.2. Crepuiizalisi akTUBHUX PEUYOBHH/JIOMOMIXKHAX PEYOBUH/TOTOBOI TIPOTYKIIii
1.4.2.1. ®impTpartis

1.4.2.2. CyxoxxapoBa cTepuizariis

1.4.2.3. Crepuizartist mapom

1.4.2.4. Ximiu"a cTepumi3artis

1.4.2.5. 'amMa-BUIPOMiHIOBAaHHS

1.4.2.6. EnexTpoHHO-TIpOMEHEBA CTEPHITi3allis

1.4.3. Iamm (3a3HaYNTH)

1.5. [TakyBauHs

1.5.1. IlepBuHHE aKyBaHHA

1.5.1.1. Kancynu tBepmi

1.5.1.2. Kancynu m’ ki

1.5.1.3. XKyBanbHi rymu

1.5.1.4. ImnperHoBaHi MaTpwHIIi

1.5.1.5. PiguHu 7)1 30BHIIIHBOTO 3aCTOCYBaHHS
1.5.1.6. PiguiHu 1711 BHYTPIIHBOTO 3aCTOCYBAaHHS
1.5.1.7. MennuHi razu

1.5.1.8. [amIi TBepi mikapchbKi popmMu

1.5.1.9. lIpenapaTu mig THCKOM

1.5.1.10. I'eneparopu paaioHyKITiTiB

1.5.1.11. M’sixi

1.5.1.12. Cyno3uropii

1.5.1.13. Tabnetku

1.5.1.14. TpaHcaepMabHi TUTACTUPI

1.5.1.15. CromaromnoriuHi Matepianu

1.5.1.16. Tami HecTepuITbHI JIiKapchbKi 3ac00M (3a3HAYNTH)

1.5.2. BropunHe nakyBaHHS

1.6. IIpoBeneHHs1 BUIPOOYBaHb B paMKaxX KOHTPOJIIO SKOCTI
1.6.1. Mikpo0ioyoriyHi — CTEpPHIBHICTB

1.6.2. Mikpo0ionoriuni — MiKpo0OioJloTi4Ha YUCTOTA

1.6.3. ®i3nuHi/XiMi4HI BUTPOOYBaHHS

1.6.4. Bionoriuni BUITpOOYBaHHS

2. BUPOBHMUYI OIIEPAILIIl — AKTUBHI ®APMAIEBTUYHI IHT'PEJIIEHTU
2.1. BupoOHHIITBO aKTHBHOT PEYOBHHH IIIJISIXOM XiMIYHOTO CHHTE3Y

2.1.1. BupoOHHIITBO aKTHBHUX TPOMIXXHHX PEUOBHH

2.1.2. BUpOOHHIITBO HEOUHIIICHOT'O aKTUBHOTO ()apMalleBTUYHOI'O iHIPeIieHTa

2.1.3. ConeyTBOpeHHs / OUMINEHHS (32a3HAYUTH, HAITPHUKIIA]], KPUCTAITI3allis)

2.1.4. Tami (3a3Ha4nTH)

2.2. OTpuMaHHs aKTHBHOTO (hapMalleBTUYHOTO iHIPEi€HTA 3 IPUPOAHUX KEPET
2.2.1. OTpuMaHHS pEYOBHHH 3 POCIHH
2.2.2. OTpuMaHHS PEYOBUHH 3 TBAPUH
2.2.3. OTpumaHHS PEYOBUHH 3 JIIOJCHKOTO JHKepera
2.2.4. OTpuMaHHSs pe4OBHHHU 3 MiHEPaJIbHOTO JKEpea
2.2.5. Moaudikariisi OTpEMaHOT pEYOBHHH (3a3HAYHUTH JKEPEIIO)
2.2.6. OunIeHHsT OTPUMAaHOI PEUYOBHHH (3a3HAYUTH HKEPEIIO)
2.2.7. Inme (3a3Ha4nTH)
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2.3. BupoOHHIITBO aKTHBHOTO (papMaIrieBTHYHOTO 1HTPEAiEHTA 3 BUKOPUCTAHHIM O10JIOTIIHIX
MPOLIECiB

2.3.1. depmenTairis

2.3.2. KynpTypa KIITHH (3a3Ha4NTH THIT KIITHH) (HAIIPUKIA], CCaBIiB / OaKTepiaibHi)

2.3.3. BuaineHus / oynIeHHs

2.3.4. Moaudikartis

2.3.5. Tame (3a3HaYUTH)

2.4. BupoOHUITBO CTEPUIIBHOTO aKTUBHOTO (papMalieBTUYHOTO iHrpeaienTa (po3ainum 2.1,2.212.3
3aIlOBHIOIOTHCS B pa3i HEOOXiJHOCTI)

2.4.1. AcenTu4HO BUTOTOBIEH]

2.4.2. llpenapary, 1o MiJIal0ThCs KIHIEBIH cTeputizamii

2.5. CtyneHi 3aragpHOi 00pOOKH

2.5.1. Crymeni ¢i3ngHOi 00poOKH (3a3HAYNTH, HAMTPHUKIIA, CYIIiHHS, IIOAPIOHEHHS / MIKpPOHi3aIlis,
MPOCIFOBAHHS)

2.5.2. llepBuHHE TaKyBaHHS (3aKyIOPIOBaHH / TepMETH3AIlisl aKTUBHOTO (hapMareBTUIHOTO
IHTpeIi€HTa TaKyBaJbHIM MaTepiajioM, SIKHH 3HAXOAUTHCS B IPSIMOMY KOHTAKT1 3 PEIOBHHOIO)
2.5.3. Bropunne nakyBaHHs (pO3MIIIICHHSI T€PMETHYHOT IIEPBUHHOI YITAKOBKU BCEPEIHHI
30BHIIIHBOTO MTAKyBAJILHOTO MaTepiany ado KoHTeiHepa. Lle Takox Bkitouae B cebe Oyb-sKe
MapKyBaHHS MaTepiaiy Jis inenTudikaii a0 IpocTexyBaHOCTI (HyMepallist cepii) aKTHBHOTO
(hapMareBTHYHOTO iHTPEIiEHTA)

2.5.4. Inme (3a3Ha4nTH) (U151 OTIEpaliif, He OMMCAHUX BHUIIIE)

2.6. IIpoBeneHHs BUIPOOYBaHb B paMKaX KOHTPOIIO SKOCTI

2.6.1. ®i3uuHi/XiMi4HI BUPOOYBaHHS

2.6.2. Mikpo06iosoriuHi BUnpoOyBaHHS (BUKIIIOUAIOYH BUITPOOYBAaHHS CTEPUIIBHOCTI)
2.6.3. Mikpo06ioioriuyai BUpoOyBaHHS (BKIIFOUAIOYH BUITPOOYBAaHHS CTEPUIIBHOCTI)
2.6.4. bionoriuni BUIpoOyBaHHSI

3. 3BEPI’'AHHA

3.1. 36epiranHs roToBoi NpOAyKLil
3.2. 30epiraHHs CHPOBUHH

3.3. 36epiranHs MaTepiaiiB

4. BUPOBHULITBO JOCJIII’KYBAHUX JIIKAPCBKMX 3ACOBIB

4.1. BupoOuunteo nikapcbkux 3aco0iB s L, 11 1 I da3u kriHIYHUX JOCTIIKEHb

Oco0:11B1 YMOBU NPOBAIXKEHHS T1SIIbHOCTI

[Hdpopmaris moa0 ynmoBHOBaXeHUX 0ci0

(npizeuwye, im’s, no OAMbLKOBI)

Iudopmalris 010 KOHTPAKTHUX BUPOOHHMKIB JIIKAPCHKHUX 3aC001B

(HAUMeHYB8AHHS, MICYE3HAXOOHCEHHS MA Micye NPOBAONCEHHS OiNbHOCMII)

[Hdpopmaris 111040 KOHTPAKTHUX J1abopaTopiit

(HAUMEHYBAHHS, MICYE3HAXOONCEHHS MA MICYe NPOBAONCEHHS 20CNO0APCHKOL OisLIbHOCMI)
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II1. Tndopmartist mpo MiSTIBHICTD 3 IMITOPTY JIKAPCHKUX 3aC001B, SKY TUIAHY€E
3IiMCHIOBATH JiIeH31aT (yeil po30in 3an06HI0EMbCS 1l KOHCHO2O OKPEMO20 MICYs]
NpPOBAOIHCEHHS QISNbHOCII (015 KONHCHO20 MICYS NPOBAONCEHHS OIIbHOCTI, Ke
BHAX00UMbCSL 3 THULOTO A0Pecoi0) Y pasi po3UUpeHH s
8UAY 20CNO0APCHKOI OIAILHOCI HA IMIOPM NIKAPCHKUX 3ac00i8
(Kpim akmueHux gapmayesmuyrux inepedienmis)

HaliMeHyBaHHS CTPYKTYPHOTO MiApo31iy (a00 HaMEeHYBaHHS IOPUINIHOT 0COOM)

AJpeca CTpYKTYPHOTO MiIpo3AiTy (aapeca MicIs MPOBaHKEHHS TOCIIOIaPChKOT
TUSITTEHOCTI)

KonrakTHa iHopMmaris

Howmep Tenedony Howmep daxcy

E-mail

3a aipecoro CTPYKTYPHOTO MIAPO3NILTY HAsIBHI (3a3Hauumu Heobxione).

CKJIJICBbK1 30HU (TpUMIIIEHHS JJ1s1 30epiraHHs) N

YMOBH KOHTPOJIIO SIKOCTI 0

30HU 3J1MCHEHHS BUIa4i I03BOJY Ha BUITYCK (peaiizaiito) cepii JiKapChbKoTo 0

3aco0y

Tun nmponykiiii, 10 TIAHYETHCS IMIIOPTYBATH (3a3Hauumu HeoOXioHe):

IMITOPT 3apEECTPOBAHUX TOTOBHX JIIKAPCHKUX 3aC00iB 0

IMIIOPT 3apEECTPOBAHMX JIIKAPCHKUX 3ac00iB y dopmi “in bulk” (mpomykiii “in 0

bulk”)

[H11a [iSUTBHICTE 3 IMOOPTY JIIKAPCHKUX 3aC001B (6)0b-aKa iHwa OisibHiCMb, He

3a3Hayena suwye)

Inme (3asnauumu y pasi nasenocmi) 0
[]

BupoOHULITBO NIKapChKUX 3ac001B, K1 MJIAHYETHbCS BBO3UTH Ha TEPUTOPIIO
VYkpainu, BiAMNOBiIa€ BUMOTraM HaJIe)KHOI BUPOOHMYOI MPAKTHKHU JIIKAPCHKUX
3aco0iB

YMOBH 111010 3/11ICHEHHSI KOHTPOJTIO SKOCTI JIIKAPChKUX 3aC001B, sIKI OyIyTh
BBO3HUTHCS Ha TEPUTOPII0 YKpaiHu, Ta iHPopMallis U010 YTOBHOBOXKEHHUX 0C10
(3a3HauaAEmMbCsl OKPeMo OJisl KONCHOT YNOBHOBAJICEHOI 0coOU)

HasiBHI yMOBU II0JJ0 KOHTPOJIIO 32 SIKICTIO JIIKAPCHKUX 3ac00iB, AKI OyIyTh O
BBO3UTHCS Ha TEpUTOPit0 YKpaiHu

ITocana

[IpizBuiie

IMm’s

[To 6aTpKkOBi
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OcsgiTa

Crax poboTu
3a haxom

IV. Indopmariis npo nikapcbki 3aco0U, 0 IJIaHY€ BBO3UTH HA TEPUTOPIO Y KpaiHU
3asIBHUK (Yetl p0o30in 30ilCHIOEMbCSA 000AMKOB80 8 eleKmpoHHom) euensaodi (gaiin Excel
Ha CD-0ucky) (3anognioemuvcs y pazi po3umupenus 8udy 20Cn00apcukoi OisLIbHOCMI Ha

iMnOpm NIKaApCcoKux 3acobis (Kpim akmusHux apmayeemuyHux inepedieHmis)

HaiimenyBaHHs cy0’€KTa TOCIIOAapIOBaHHS

Micne3Haxo/KeHHS I0OpUIUIHOT 0CO0n

Hopsn-
KOBHI
HOMEp

- - s T mkkk Fokkkk
Indopmartist nmpo sikapchKuii 3acio ) Homep BupoGHuk TlocTayanbHUK
03a Air04oi Mixuaponsa eccrpamiii- | Kox :
Aosa A KIJIBKICTB nenaren- | PCCCTP N N MICIIE3HaXO/KCHHS
TOproselb- | (opMa | peuOBUHH B HOTO ATC | naiimeny- .. HalMeHy-
- OIIMHHMIIb B | TOBaHA Ha3Ba . . KpaiHa
Ha Ha3Ba | BHUITyCKY KOXHIN naxositi | (MEHH)<* NIOCB1UEHHS BaHHS BaHHS .
OJIMHHII b 1 B YkpaiHi KpalHa | alpeca

IIpumiTka

* 3rigHO 3 JaHUMU CIUHOTO JEPKABHOTO PEECTPY IOPUAMYHMX OCi0, (i3u4yHHX 0Ci0 —
MiIPUEMIIB Ta TPOMAJICBKUX (POPMyBaHb.

*% st hismuHUX 0ci0, SKi Yyepe3 CBOI peiriiHi mepeKOHaHHS BiAMOBISIOTHCS BiJ MPUAHATTS
peecTparniiiHoro Homepa OONIKOBOI KapTKW IJIaTHUKA TMOJATKiB Ta O(MILiAHO MOBIIOMWIM TIPO IIe
BiJIMIOBIITHOMY KOHTPOJIIOIOYOMY OpTaHy i MaloTh BiIMITKY B MACIIOPTi, — CEpisi Ta HOMEp Macrnopra.

*** 3a3Ha4a€THCS:

JUTsE BUPOOHHWITBA IIIKAPCHKUX 3acO0iB: BUPOOHHWYA UIBHHIA 13 3a3HAYECHHSM TEpPeIiKy
nikapcekux (opm (3rigHo 3 posainom II), ckiaacbka 30Ha (MpUMILLIEHHS 1715 30epiraHHs, CKIIaj), 30Ha
KOHTPOJIIO SIKOCTi, 30HA 3/11IHCHEHHS BH/Ia4i JJ03BOJTY Ha BUITYCK JIIKAPCHKHX 3aC00iB;

JUTsE. BUPOOHMIITBA (BUTOTOBIIEHHS) JIKAapCHKMX 3ac00iB B yMOBaxX amnTeKu — amnTeka i3
3a3HaveHHsM ii HoMepa, HaiiMeHyBaHHSI (32 HassBHOCTI);

JUTSL ONITOBO1 TOPTIiBII JTIKAPCHKUMH 3aC00aMU — anTedHui ckiaj (6a3a) i3 3a3Ha4eHHSIM HOro
HOMepa, HalMeHyBaHHS (32 HassBHOCTI ), 3araJIbHOI TUIOMII Ta TUTOMII BUPOOHHYUX PUMIIIEHb;

Ul pO3ApiOHOT TOpriBii JIKApCHKUMM 3aco0aMM — anTeka i3 3a3HadeHHsIM 1i HoMmepa,
HaliMeHyBaHHsI (32 HAsBHOCTI), aliTeYHUI MyHKT i3 3a3HaYEHHAM HOro HOMepa, HalilMeHyBaHHsS (3a
HasIBHOCTI), HOMEpa Ta HaliMeHyBaHH (32 HAsBHOCTI) alTeKH, CTPYKTYPHUM MiAPO3AiJIOM K01 BiH €,
JKyBaJbHO-TIPO(IAKTHYHOTO 3aKIajy, B SKOMY BiH PO3TalllOBaHUl;

JUI  IMIIOPTY JIIKApCBKUX 3aco0iB (KpiM aKTUBHUX (apMalleBTHYHHUX IHTPENIE€HTIB) —
CKJIaJICbka 30Ha (TPHUMIIIEHHS JUIs 30epiraHHs, CKJIad), 30Ha KOHTPOJIO SKOCTI, 30Ha 3I1HCHEHHS
BUJIadi JO3BOJIY Ha BUITYCK (peai3alliro) cepii JikapchKoro 3aco0y.

**** 3a3HauUTH TIOBHE HAaMEHYBaHHS JIIKapchbKOTO 3aco0y BIJIOBIAHO JI0 PEECTPAIiiiHOTO
rocBiguennst, suganoro MO3.

*HXF* 3a3HaunTH (BUKIIFOUHO aHTIIHCEKOI0 MOBOKO) MiXKHApOAHY HENATEHTOBAHY Ha3BY Iil04O01
PEUOBHMHH JIIKapChKOTO 3acoly; Iuis 0araTOKOMIIOHEHTHUX (KOMOIHOBaHMX) JIKapChbKUX 3aco0iB
3a3HAYUTH TEPETiK YCiX MII0YNX PEUOBHH.
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Fxkxk* 3a3HAUNTH HAaMEHYBaHHS IiANPHUEMCTBA, YIIOBHOBa)KEHA 0c00a SKOI'0 Haja€e M03BiI HAa
BUITYCK Cepiil MpomyKIii.

*AdAE* Kon 3rifJHO 3 aTOMHO-TEPANIEBTUYHO-XIMIYHOIO Kiacudikalliero.

(rocaza oco0w, sika 1moJaja 3asBy) (migmmuc) iHimiamy, mpi3BHIIe
p
[13 2 20_ pOKy
Jlata i HOMep peecTpartii 3asBu 7 20 poxky Ne
(mocaza ocoOw, sika IPUHHIA 3asBY) (mimmuc) (iniriany, npizBuUIIe)

13 2

20 poky

Howmep cTopinku / 3aranbpHa KiNbKiCTh CTOPIHOK
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Jomatok 22
1o JlineH31iHuX yMOB

(HaliMeHyBaHHS OpraHy JIIIEH3YBaHHS)

3ASBA
PO aHYJIIOBaHHS JiIEeH311

Jlinen3siat

(HaliMeHyBaHHS, MICIIE3HAXOHKEHHS IOPHINYHOI 0COOM)

(npi3BuLIe, iM’s1, IO OATHKOBI KEPIBHUKA FOPUIUYHOT 0COOM)

(pi3BuIIIe, iM’s, TI0 0aTHKOBI (PI3HUHOT 0COOM — MiIPUEMIIS)

(cepisi, HOMep macmopTa, 1aTa BUaadi,

OpraH, 1o BuaaB HacropT, MiCLle HpO)KI/IBaHHﬂ)

Peectpariiinnii HomMep 00JIIKOBOT KapTKU IUTaTHUKAa ToAaTkiB (st (izuuHOl
0CcO0M — MmiApUEMIIs ) *

IneHTHdIKAIIHHAN KO FOPUIANIHOI OCOOH

[Tpoury aHynOBaTH JIILIEH3110

(3a3HaYMTH HOMEP Ta CEPito JileH3ii (3a HAsIBHOCTI)

(mocaja ocobwu, sika mojaia 3asBy) (migmmc) (iHimianu, npi3BHIIE)

[13 2

20 poky

* Mns isuyHMX 0ci0, AKi yepe3 cBOi pejiriiiHi mepeKOHaHHsS BiIMOBIISIIOTHCS BiJf HPUHHATTS
peecTpaniiiHoro Homepa OOMIKOBOi KapTKW IUIaTHUKAa MOAATKIB Ta OQiLiiiHO MOBIJOMWIN PO LE
BIJIIIOBIITHOMY KOHTPOJIOIOYOMY OpTaHy i MaroTh BiIMITKY B MACIIOPTi, — CEpisi Ta HOMEp Machopra.
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Honartok 23
1o JlineH3iifHnX yMOB

BUMOI'
JI0 3MICTY J03BOJTY Ha BUITYCK (peaizallito)
. HaiimenyBaHHS pOAyKITii.
. lepxaBa-BUpOOHHUK.
. HoMep peectpariitHoro mocBiqueHHs B YKpaiHi.

. Cuna nii/akTUBHICTB.

1

2

3

4

5. Jlikapcbka dopma.
6. Po3aMip Ta TuI aKyBaHHS.

7. Homep Ta po3mip cepii.

8. JlaTa BupoOHUIITBA.

9. laTa 3aKiHYeHHs TEPMIHY NPUIATHOCTI.

10. HalimeHnyBaHHs, MiCIIC3HaXO/KCHHS Ta HOMED JIilleH311 BUpOOHUKA, YITOBHOBa)KEHA 0c00a
SIKOTO HaJa€ JI03B1J Ha BUITYCK cepii (3a HaIBHOCTI).

11. Ceprudikatu BIANOBIIHOCTI  HAJEXHOI BUPOOHMYOI TNPAKTUKKM BHUPOOHUKA,
YIIOBHOBa)KE€HA 0co0a SKOr0 HaJa€ J03BUI HAa BUIYCK cepii, a00 HOMEpH MOocuiaHb y 0a3l JaHuX
EudraGMP (3a HasiBHOCT).

12. MHarta ceprudikata sKocTi cepii JIKapchbKOro 3aco0y, BHIAHOTO BHUPOOHHKOM,
YIOBHOBa)K€HA 0c00a SIKOTO HaJa€e 03B HA BUITYCK Cepii JIIKAPCHKOTO 3ac00y.

13. Homep Ta 1aTa BUCHOBKY MPO SIKICTh BBE3EHHUX JIIKAPCHKUX 3aCO0iB.

14. KomenTapi (3a HassBHOCTI).

15. 3asBa po BUMYCK (peanizailiio) cepii JJIKapCchKoro 3aco0y.

16. [Ipi3Buiie, iHiIIamu Ta IOcaaa/3BaHHs 0coOH, siKa BUaa J03B1J HA BUITYCK cepii.
17. Ilignuc ocobwu, sika BUa1a T03BUT HA BUITYCK Cepii.

18. JlaTa mignmucaHHs TO3BOJIY Ha BUITYCK (peajizario).
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