[MPOEKT

KABIHET MIHICTPIB YKPATHH

MOCTAHOBA

pig = " 2016 p. Ne

Kuin

Mpo zarseprxenns Jlineniifinnx yMOB NPOBAKEHEA TOCAOJAPCLEOT
MAABHOCTE 3 BUPOGHAUTBA JiKapeeKHX 3acobin, onTosol Ta poiapifHol Toprisni
FKAPCHLKHME 3acobaMu, iIMNOPTY AikapesKuX 3acobis (Kpivm akTHBHHY
apMaeBTHUHHX IHIPeliERTIR)

Bianosiano Ao nyHKTY 10 4acTHHH nepiol cTaTri 7, YacTHHR Apyroi crarti 9
Jakowy Vepaiww «llpo  niuewsysaHHR  BHAIB  rocnoJapcbkoi  MIANBHOCTIM
Kadinetr Misictpis YrpaiHi nocTan o B A A €

I. 3areepauti Jliuensifini yMOBH NMPpOBAKEHHA rOCNoJapcekol TIAMLHOCTI 3
BHPOGHHIITES fikapcekuy 3acofis, onrtosol Ta posnpiGuol TOpriBnl NiKapCLKHMM
zacobamMM, iMOOpTY Nikapceknx 3acobiB  (KpiM  aKTHBHAX  (apMancBTHUHHX
IHTPEAICHTIR), 10 J01310ThCA.

2, CyB'ecrTH rocnofapioBaHHy, SKI OTPHMANH JIUEH30 HA NPOBAKEHHS
rocnogapeskol  JIABHOCTI 3 BHPODHMUTBA MIKAPCHEKMX 3acODIB, ONTOBOI Ta
po3apibHOT TOPrisai JNiKAPCHKHMH 3acoDam#H, iMTIOPTY NiKApCceKHX 3acoDisB (KpiM
AKTHBHUX (papMateBTHYIHHUX IHIPelIcHTIB) 10 HADYTTH YHHHOCTI LK NOCTAHOBOW,
30008 A38H1 NPOTACOM IBOX MICALLR MPHBECTH CBOK MIANLHICTE ¥ BLANOBLAHICTS 13
JlineH3iiiHAMH YMOBAMH NPOBAKEHHA TOCMOAAPCHKOT AIANBHOCT] 3 BHPOOHHLTEA
JMikapcekux 3acobis, onTorol Ta po3npiOHOl TOPrieai JIKAPCEKHMH  3acoDamm,
IMIIOPTY NKAPCEEHX 3ac00IB ( KpiM AKTHBHHX QapMaleBTHYHEX IHIPeaieHTIB),

3. YerawoputH, mio ns noctanosa ta Jlinewsiiini yMoBH npoBageHHS
rocnojapebKol  NiM7bHOCTI 3 BHPOOHHMUTBA JKAPCEKHX 3acoDiB, oONTOBOI Ta
po3apidHOT TOPriBAl JIKAPCHKMMH 3aco0amu, IMIOPTY NIKAPCEKMX 3acoDiB (KpiM
AKTHBHHX  hapMaleRTHYHHX  IHTPENIEHTIR), 3IATBEPIAEH] UIEH NOCTAHOBORD,
HabyBaloTe YMHHOCTI 3 AHA 1X onyDmKysanns, kpiM nyakrie 10, 11, nmianyakry 12
nyHkry 16, noyagry 17, 21 poaainy 6 JliueH3lEHUX YMOB NPOBAINKEHHS
rocnojapekkol  QIRABHOCTI 3 BMpoOHMUTBA  nikapeekux  3acodiB, ontoBoi Ta
po3apidHOI TOPTiBgl MIKAPCHKHMH 3acoDamH, IMMOPTY NiKapchkux 3aco0is (Kpim
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AKTHBHHX (PApMALEBTHYHHX iHrpelicHTIB), 3aTnepDKeHHX UICH NOCTAHOBOIO, fAK
HabByBarTh yunHocTi 3 | Gepeana 2018 pory.

[Mpem'ep-minicTp Yepaiuu B. TPOMCMAH

(A, % ;‘i:&c%'_.*. LIPS



JATBEP/DKEHO

nocranosoro  KabBimery — Minictpis
YrpaiH

BT 2016 p. Ne

JHIEH3THHI YMOBH
NPOBAKCHHA FOCTOIAPCHKOT AiLH peri 3 BHPOOHHITEA JNiKapCLKHX
3acobiB, ONTOBOT T po3apibHol TopriBai AikapesKuMu tacobamu, iMnopTy
AikapckKHx 3acobis (KpiM AKTHBIHX dapmanesTHIHHX IHTPENIEHTIR)

Pozaia 1. 3araabmi noao#enns

I. 1li Jlinensifii ymoBa pospolaeni pinnosige A0 OCHOBH
JaKOHOMABCTRA YKpaiMM TpO OXOPOHY 310poB's, Jakowin VYepainu «llpo
nikapeeki sacobuy, «Ipo niueH3yBaHHA BHAIB rocnojapeskoi aisnsHocTin, «llpo
JaransHOACpEABHY  OpOrpaMy ananTaiil  3aKkoHOMABCTBA  YKpaiwM 10
qakononaecTea €rponefickxoro Com3y» Ta BCTAHOBLOKTE BHHEPIHKHIA NEpeniK
BHMOr, OGOB'SIKOBHX [UIA BHKOHAHHS JiLEH3ATOM, T4 BHYCPIHHI Nepeiy
AOKYMEHTIB, (10 JOIA0THES 0 3a8BM PO OTPHMAHHSA silensii A NpoBaDKEHHS
rocrofapekkol HAABHOCTI 3 BHPOOHHUTBA JIKAPCHKHX zacobiB, ONTOROTL,
pospiBHOT TOPriBMi JiKapeeKHMH 3acoDami, IMIOPTY nixapesknx 3acobis (kpiM
ARTHBHHX PApPMALPBETHYHMX IHTPENIEHTIB).

2. Mia umx Jlinensifivgx yMOB OOWHPIOETHCE  HA peix  cyb'exrtin
FOCTIONAPIOBAHHA - SAPEECTPOBAHMX B YCTAHOBICHOMY 3AKOHOIABCTBOM MOPHIKY
OpHINHUX 0Ci0 HesanexHo Bia ix opranizauifino-npasosoi Gopuu 12 Gopys
ATACHOCTI, GisMaEMx ocif - nianpuemiis, AKi NpoOBAIATE TOCMOAAPCEKY
QiBHICTE 3 BMPOOHWITBA NiKapchKkuX 3acobip, onTosoi, po3apidHoi TOpriBl
nikapewkiMe  3acODAMH, IMIOPTY  JMIKAPCHKHX jaco0iB  (KpiM  AKTHBHAX
chapMaleBTHYHHX [nrpeaienTis) (ami - cyG'ekT rocnoiapioBans ).

Tlinenziar 30608 s3anwii sukosyBath BAMOTH X JliueHsiAHHX YMmOB
piAnoBiaForo BWAY rocnojapehkoi AiATBHOCTL, a 3n00yBad ninersi oA 1
oIepikaHHs - BIINOBLIATH JiLEHIHHAM yMOBaM.

Tlis wex Jlinewsifivyx yMOB He MOUIMPIOETHEA Ha JIANBHICTE 3 IMIOPTY
AikapceEAx  3aco0iB (KPIM  aKTHBHKX (apMAUEBTHYHHX iHrpenieHTin), AKa
npoBamHTLE Bianoeinno Ao 3axonis Ykpainu «llpo ryMaHiTapHy A0HOMOTY»,
«[Tpo Gnaromifiny AiAnbHicTs Ta Gaaroaiiini opramizaiii» Ta «[lpo BHKOHAHHA
nporpam | nobansuore douny ats Goporsbu iz C Hi/lom, TyOepKylbo3omM Ta
Manapieto B Y kpainis.

3. Tepminn, W0 BKHBAIOTECA Y WHX JliuensiiHux ymoBax, MaioTh THK]
IHAUEHHA:

aKTHEHKI  (apMaueBTHYHMIt IHTPeNieHT (NIKAPCLKA peHOBHHA, oY
peqoBHHa, cyberanuis) (zam - ADI) - fy/Ib-AKa PeHOBMHA W CYMILI PeYOBHH,
IO NpH3HaYeHa 1719 BUKOPHCTAHHA Y BHPOOHHLTE] NiKapceKoro 3acoby i nin yac
LBOTO BHKOPHCTAHHS CTAE HOr0 AKTHBHHM HTPEIERTOM, Taki pedOBHHH MAKOTh
dapMaKonoriany 4u IHUY GeIN0CepeIHio Ail0 HA OpraHisM MOIHHM; ¥ CKnam
roToRKX (opM TiKAPChEHX 3ac00iB IX 3aCTOCOBYIOTE [ANA NiKyBaHHA, TIArHOCTHEH
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Ji IPOMINAKTHEY 3AXROPIOBAHHA, 115 IMIHM CTaHY, CTPYKTYP abo dizionorivHUX
dwHKLiii opradizmy, 1R 1oraaIy, odpoDKH Ta NOJETIHEHHA CHMITOMIE;

anTeKka - 3AKA4] OXOPOHM 3I0pOB'S, OCHOBHHMM 3aBJAHHAM SKOro €
safe3neyenis HACETEHHA, 3aKIaliB OXOPOHH 310POB'A, MiANPHEMCTE, YCTAHOB T4
opraizauiil JikapceKHME 3ac00aMu,

anTedHHil MYHKT - CTPYKTYPHMIL NIAPO3AIN anTexH, AKHH CTBOPIOETRCA Y
NiKYBaNbHO-NpO(iIaAKTHYHAN  3aKNTagax, Ta (YHKUIOHYE paloM 3 anTexoo
ginnosiago a0 udx  JlineHsifHHX  YMOB, OCHOBHHM 3aBIaHHSM SKOMO €
jafeinedeHHs  HacelcHHA NiKAPCREKMMM  3aco0aMM  IUIAXOM  3MIACHEHHS
po3ApIGHOT TOPTIRII;

anTeuHui cknazn (Gaza) - 3aKna] OXOPOHH 3IOPOB'A, OCHOBHE 3ABIAHHA
4KOT0 NonAraE B 3abeinedenni TikapchKHMH 3acobamu iHmmMx cy0'eKTiB onToBOI
abo po3apieoi TOprieni, 3aK1a1iB OXOPOHH 300p0s' T3 BHPOOHHKIR J1 KAPCHKHX
33cOBIB WAXO0M 3aiiicHeHHs HHM ONMTOBOT TOPrisni;

ANTeYHi 3aknafgM - anTeddi cknam (Basu), anTtexu Ta X CTPYKTYPHI
MLAPO3ILTH;

BiZOKpeMIeHe TPUMILleHHA - [30I1hOBAHA 4YaCTHHA BHYTPILIHLOL OyaiRmi
abo ii BiLLIEHHS, AKi MalOTh OKpeMmHil BXia 13 npuMienss Oynisni (xomy,
kopuaopy, TamOypa) Ta Bigokpemaeni Bl iHWoro ob'emy cnopyau (Dymesni)
CTIHAMHM T4 NEPEKPHTTAMM;

BApOOHHE MKAPCEKHX 3ac0obiB - cy0'ekT rocnoJaploBaHH, SKuil MIACHIE
xoua 6 onMH i3 eTanis BHpPOOHMUTEA NikapchKMX 3acobis Ta Mae NiLeH3lo Ha
RHPOOHHLTBO NIKAPCHKHX 3aC0DIB;

RUPOGHHITEO (BHIOTOBIEHHA) NiKapckKHX 3acobiB B YMOBAX aNTeKH -
IHIHBiAyankHe BHIOTOBNEHHS NIKAPCHKMX 3acoBiB 32 peLIETTaMH nikapis, Ha
JAMORNCHHA  JIKYBAIBHO-MPOMINAKTHYHHX  38KAAAiE T8  BHIOTOBJEHHS
BHYTPIIIHLOANTEYHO!  3ArOTOBKH,  KOHUEHTPATIE, Hanipabpukaris, Ta
nikapckkux 3acobis, MO BATOTORICHI PO 3aMac;

BHpOGHHITED  Jikapeekux  3acobis  (mpommcnose) - BHPODHMUTEO
MKAPCLKMX 3ac06iB — AiATLHICTR, NOR'A3aNa i3 CCPIAHHM BHITYCKOM NKAPCBKHX
1acobin, Aka BKMO4ac Bei abo xoda 6 ozmy 3 onepauil WOAO TEXHOAOMTHHOID
Npouecy, KOHTPOMHD SKOCTI, BHAAYl AOGBOMY HA BHMYCK, 3 TAKOMK IAKY TR

marepiatis i mnpomykuii, 30epiraHHs, ONTORY TOPTIBMO (AHCTpHOVLID)
AikapcekHx 3acobis BIACHOTD BUPOGHHLTEI,
BHYTDIIIMEOANTEYHA  3ArOTOBKA -  KOHUEHTPOBAHL  POTHHHK,

nanispabpukaTi, WO BHKOPHCTOBYIOTE [UNA BHTOTORNEHHA ERCTEMIOPANLHHK
nikapehkHX 3acobiB, excTeMnopansHi Nikapekki 3acobM, BUTOTORNEHI NP0 3aMac
30 YACTO NOBTOPIOBAHHMH NPOINHCAMH;

nucTpuGyuin (ontoBa mHCTpHOYylis) nikapcekux sacobiB - Oyle-fika
NiEnBHICTE, NOEW3aHA 13 olepkaHHaM, 30epiraHHAM,  MOCTAMAHHAM,
TPAHCNOPTYBAHHAM Ta IMIOPTOM/EKCTIOPTOM NIKSPChKHX 3ac0DiB, 38 BHHATKOM
ix npogaxy Ge3nOCEpeaHBD TPOMATAHAM TR 1X 0CODHCTOTO CROMHBAHHA. Lia
NiRABHICTE 3MIHCHIOETRCA CYMICHO 3 BHpoOHMKaMH ab0 iX npencraBHHKAMM,
iMIOpTEpaMH, iHUMMH NignpHemcTBamu 3 onrosol Ta/abo posapidHol TOpriam
NiKEpCEKHMH 3aCoBaMH, TIKYBANLHO-NMPOMINAKTHUHHMH 3aK181aMH]
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aucrpufiotop - cyG'exT rocriofaproBanns, SKHA 3HACHIOE BiAMOBRIIHY
AAneRicTs Wogo aucTprByUiT (onToBol THCTPHOYILT) TKAPCHRHX 3acobis;

30H4 - YACTHHA TIPHMIllIEHHA, NI0IA, AKa BHKOPHCTOBYETBCH ANA OKpPEMOl
CTalil TEXHONOTTMHOrD MPOUECY Ta MAE HiTK] Bi3yaanHi MeRi)

isonkoBaHe MpHMinIeHHs - SacTiHa Oyaisni abo T BiLILIEHHS, AK1 MAKTh
oKpeMiil BXi 1330BHI, OCBITIEHHY, BEHTHARMLIO (NpHpoIHy abo MexaHiyHy) Ta
sinokpemieni Bin inmoro of'emy cnopyu (Gy1iBa1) CTIHAMH Ta MEPERPUTTAMH,

iMmmoptT  nmikapebkux  38coBiB  (KpiM  BKTMBHMX  (apMartleBTHHHHX
{HIpEeMIEHTIB) - AiUIBHICTR, NOB'S3AHA i3 BBCICHHAM Ha TepHTOpIKD YKpaiHW
3APeCCTPOBAHMX NTIKAPCHKMX 3aC00i8 3 MeTOW iX Noialkiwol peanizauii, onToBol
TopriBni abo BHKOPHCTAHHI ¥ BHPOGHHUTBL FOTOBHX NIKAPCHKUX sacobie abo
MeQHMHIH mpakTuui, BrTouaroun: 3Gepirania, KOHTPOME AKOCT], BHIAYY 103B0Y
Ha BHNYCK (peanizauito) cepil fikapcekoro 3acofy, 333HAYEHOrO Y JIOJATKY 10
MeH3;

iMmoprep  mikapcekux  sacobis  (mani - iMnoprep) - cvh'ekT
rocnojapioBanys, 3apeccTpoBanuii B YKpaini, y TOMY uqHCAl BMPODHMK abo
ocoba, WO NpeicTaeise BHpoOHMKa nikapchkwx 3acoBis, sKHH IATACHEOE
FOCAONAPCHKY MANBHICTE 3 IMIOPTY TiKapchkux 3acobis Ta Mae e Ha
IMAOPT TiKapCLEHX 3ac0018;

METONH KoHTpomo AkocTi (nam - MKHA) - sateeprmena B YCTaHOBRNEHOMY
NOPAAKY HOPMATHBHA NOKYMEHTALIA, AKA BH3HAHAE METOAHMKH KOHTPOMNKO AKOCTI
nikapcekux 3acofiB, yeTaHOBMOE AKicHI | KiNBKICHI MOKA3HWKW NIKAPCRKOTO
aacofy Ta X JONyCTHMI Mewi, BHMOTH [0 YNAKOBKHM, MapKyBaHHA, YMOB
sBepirannsg, TPAHCNOPTYBAHHA, TEPMIHY NPHIATHOCTI, WO Dy/IM 3ATREPIKEH] MPH
nepacasHill peecTpauil (nepepescTpanii) nikapeskoro 3acoby,

micue npuiiManis npoaykuii - BupoOHHYa 30HA/MpHMiNEHHA, B AKil
obnamronano poboue Micue daxisus 10i NPOBEIEHHA BXIAHOMD KOHTPOIRD
AKOCTI iKapchkux 3acobis npu iX ofepkansl cyf'ekTOM rocnoaaploBaHis;

HatewHna supobHmda npaktuka (Good Manufacturing Practice, GMP) -
YaCTHHA YIPARNIHHA AKICTHO, KA rapauTye, WO Nikapceki 3acofu nocTiiHo
BUPOOIAIOTECH | KOHTPOMOIOTHCA BIANOBIIHO 10 CTaHIapTiB SKOCTI, AKI
BLINOBIIAIOTR TX NPHIHAYEHAR, & TAKOK BiANOBIIHO A0 BUMOI peeCTpalliHHOTD
[OCKE, JOCHE AGCTII#YBAHONO NiKapckKoro 3acoby JUIA KiHIMHUX BUNpoDYBaHE
abo cneundikauii Ha 1o NponyKLin,

wanewHa npakTika guctpubyuil (GDP) - € wactunow 3abesneverns
SKOCTI, AKA TAPAHTYE, WO AKICTh Nikapcekux 3acobiB MiaTpHMyeThed HA YCIX
TiNAMKAX NAHLIONA MOCTAYAHHA BiA BHPOOHHKA [0 anTexkn abo NiKyBanLHO-
npodiIaKTHYHONO 3aK1810Y )

HeakicHi NiKapcwki 3acobu - 11iKapeeKi 3aco0u, SKICTh AKHX He BIAMOBIJAE
BHMOTEM HOPMATHEHHX fokyMenTin. Jlo HeskicHMX NKapCeKHX 3aC00iB TAKOK
HANeKaTh NiKApCHKI 3aco0H i3 CTPOKOM NPHIATHOCTI, WO MHHYS; AKi 3asHanM
MexaHidHoro, XimigHoro, ¢iiAdsHoro, Giojorivdoro abo iHIIOTO BIUIHBY, WO
YHEMOBITHBIIOE 1% [OAANBILIE BHEOPHCTAHHA,

ONTOBA TOPTiBNA Jikapebkumi 3acofamu - JiSALHICTE 3 nprabaHHA
nikapebkix 3acoGiB y BUpoOHHKIB Jikapehikux sacobis abo iHmpx cyD'exTis
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FOCHOAApHOBAHHA, 10 MakTs  BlInoBiaHy  miuenzio,  30epiranns,
TPaHCNOPTYBAHHS TA NPOJaXy NiKapchkux 3acobis 3 anTeqHHx cknamnis (ba3)
iHmMM cyG'ekTam onTosoi abo po3apibHOT TOPriBal JiKapcexuMH 3acobamu, AKI
OTPHMATH Ha L€ BiANOBiIHI  mineHsil, BHpoDHHEAM AikapeskHx 3acodis,
GesnocepeqnEo  iKYBATBHO-NPOPITAKTHUHNM  3aknagaM  abo  FOpPHAHHHHM
ocoBaM, CTPYKTYDPHMMM NiiposgilaMu  SKMX € NiKyBankHO-TpofinakTHyHi
3AKIAIH;

peanizauis - AiAbHICTE cYO'EKTIE rOCIOAAMHOBAHHA 3 MPOAKY TOBAPIE
{pobiT, mocmyr);

PELEnT - MeaWdHHil JOKYMEHT ¥ Burasgi (dopmi) npumHcy mo anrerm,
ANTEMHOID MYHKTY, BHIHCAHW Ha peuentypHoMmy OnaHky jaxisuem, AKHH Mae
HA 1€ NpaBo BLANOBITHO N0 JAKOHONABCTBA, HA MIACTABI AKOrO 3MIHCHIOETHCA
BHroToBAeHHA Ta/abo BiANYCK miKapcekoro 3acofy 3 anNTeK Ta aNTEHHHX MYHKTIE
34 BCTAHOBNCHUMH TPaBHIaMH;

peLenTypHuii Tikapeskuii 3acid - nikapcekni 3aci0, AKKA BIIYCKAETHCR 3
ANTEK TA ANTEYHHX MYHKTIE 34 PELENTOM JiKaps,

po3APIOHA TOPriaas NiKapchkUMK 3aco0amMi - JIANBHICTE 3 NPMADAHHA,
bepiraiia T4 NPOJAXY TOTOBMX Jikapchkux 3acobis 4epez anreky Ta il
CTPYKTYpHI migposging (¥ ToMy uMcai mikis, suroTosicHux (BHpobnennx) s
YMOBAX anTekH) GesnocepeiHso IPOMAIAHAM T8 IX OCODHCTOrO CHOMHBAHHA,
3AKA84aM OXOPOHH 3A0pOR's (KpiM anTeuHHX 3aKNaznis), @ TAKOK NiINPHEMCTRAM,
VCTAHORAM Ta OpraHizaliaM 0es npasa iX NoaatsLoro Nepenpoiaxy:

CTPYKTYPHHI MiZPO3Ain anTekH - anTedHHH NYHKT, WO CTBOPEHHH Ta
(hYHKLIOHYE Pa3oM 3 ANTEKO BIANOBIIHO [0 3AKOHOJABCTER, ¥ TOMY YHC LMX
JHinensiiHUX YMOB;

VropHopakena ocoda cyf'ekTa rocmofapioBadus (aani - Ynosnosasena
ocoba):

ans cvB'ekTiB TOCHONAPIOBAHHA, AKI JAACHIIOTE ONTOBY, PO3APIGHY
TOPriRI JiKapesKuMH 3acofamu, - ocoba, 1o Mae JHNA0M NPo (GapMalesTHIHY
oceiTy Hasuanswux zaknanie 11l - IV pisxis akpenwranii Ta cepradikar npo
MPHCBOCHHA (MIATBEPIAREHNA) IBAHHA NPOBIIopa-cneuianicra abo arecTosaHa 3a
Hi€k  ¢rewiansHicTio 3 NPHCBOEHHAM (MIATBEpPIMEHHAM) KBamhikalifinol
kareropii Ta Mae cTak poboTH 3a cnewiansHicTio «MapMaligy He MeHllie IBOX
pOKiB (KpiM BHOAAKy, nependavenoro nyuskrom 10 § 5 unx Jlinensiiinnx ymos),
Ha #ky cyO'ekToM  TOCTIOZApIOBAaHHE  noknageno  oDos'dsskd  Wono
diyHKUIORYBaHHA cHcTemH sabesnevcHHA AKOCTI JiKapehkux 3acobis npm ix
onTosiii Ta po3npibuiil Toprisai;

ans  cyQ'ekTiB  rocnomapioBaHHA, AKI 34ifCHIONOTD  BHPODHHITRO
nikapckkHX  3acobiB  (npoMHcnoBe), - axiseus 3 NOBHOK  BHILOK
papMaLesTHYHOWO, XiMi4HOK, OlomoriyHow abo GloTeXHONOITYHOW OCBITOK Ta
crameM poboTH 3a daxoM He MeHe IBOX pokis B chepl BHpoOHULTEA,
KOHTPOMID AKOCTI afo CTBOPEHHA Aikapehkux 3acobiB, Ha Akoro cyf'ekToM
FOCTIONAPHBAHHA moknateno  ofor'AIKu Woae  hyHKUIOHYBAHHA
dapMalesTHYHOT CHCTEMH AKOCTI NIKApChKHMX 3ac0DiB npH iX BHPOOHMLUTBI Ta
HaJAHHR J03BONY HA BHMYCK (peanisaiito) Tikapehkux 3acobis;
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A cyB eKkTiE TOCMOMEpIOBAHHA, #Ki 30IHCHIOITE IMOOPT NiKAPCHKHX
qacobis, - Qaxiselb 3 MOBHOK BHIOW  (apMaueBTHYHOR, XIMIMHOK,
Gionorigxoio abo GioTexHonorivHoOK OCRITOK Ta cTaxem poGork 3a daxom me
MEHIIE IBOX POKIB y cipepi BHpOGHHIITBA, KOHTPOMO AKOCTi, ONTOBOT TOprigm
abo pospodkn nikapeekux 3acobiB, HA HKOTO cv0'EKTOM TOCTOAAPIOBAHHS
HOKIA1eHO OG0R S1KH 100 HYHKIIOHYBAHHA QapMALEETHYHOT CHOTEMH AKOCT]
nikapcekmx 3acofiB mpH X IMOOPT (BBE3CHHI) HA TEPHTOPIK YKpaiHH Ta
HAZAHHS 103B0OMIY Ha BUTYCK (peanizaliiio) iMIopToBaHMX JNiKapchkux 3acodis;

4, TpoBajeHHs TOCNOAAPCHKDT AISNLHOCTI 3 BHPOOHHLTER NIKAPCBKHX
sacoBiB, ONMTOBOI TA ponpibHol Toprieni nikapchkiME 3acobamu, IMIOPTY
nikapcbkix  3acoBis  (KpiM  AKTHBHMX  (JAPMAUCETHYHWX  IHTDELIEHTIB)
IMACHIOETBCA Hepes HACTYTMHI THMH MiICUb MPOBAMKEHHA 333HAYEHOrD BHIY
roOCNOASPChKOl AIATEHOCT:

1718 BMpOGHMITEA Nikapebkux 3acobis (npomHcIoBoro) — BHpoDHHYA
AINBHHIA i3 3A3HAYCHHAM nepeniky Jikapcekux  (hOpM, CKIAACKKA 30HA
(MpHMilLeHHA AnA 30epiraHyd, CKaa), 30Ha KOHTPOJIK AKOCTI, 30HA 30iHCHEHHSA
BHIAY] MO3BOAY HA BHITYCK JiKAPCHKHX 3acobin,

ans BHPOGHHIITES (BHIOTOBACHHA) JIKAapCHKMX 33c00iB B yMOBaX anTexu —
arTeKa;

JUIH ONTOBOT TOPriEAi AKAPCHRHME 3acobami - anTeunmi ckna (Gaza),

ana posnpibuoi Toprieai nikapcekuMM 3acobamu — anTeka, AnTEMHHH
MYHKT;

ang iMmopry nikapeekux 3acobis (KpiM AKTHBHHX (apMaleBTHUHHX
iHrpenieHTIB) — CKmaackka 30HA (NpUMilmeHHA anR 30epiranHa, CKAan), 30Ha
KOHTPOK AKOCTI, 30Ha 3MificHeHHs BHA&4i JOIBONMY HA BHOYCK (peanizauio)
cepil niKapchKoro 3acoby.

5. JoxyMeHTH, NOJaHHS SKHX 10 OpraHy JILIEH3YBAHHA T4 BIIAYa AKHX
opranom JleHsyBaHHA nependavedi 3Jaxonom Yxpainm «llpo aluen3yBaHHs
BHAIB rocnojapcsrol gisnsHocTis Ta wMu JlinedsifiHMMH yMOBAMH, MOKYTh
fyTH nogadi no opraHy NiUEH3YBAHHA T2 OTPMMaHi BiA HBOTO 32 BHBOpOM
ninensiata abo 3noGymsaua migensii y cnocid, BH3HAYEHHH YACTHHOO NEPILOK
crarti 10 Bakony VYepaime «llpo JiueHzyBaHHA BMIIBE TOCHOAAPCHKOL
HISNBHOCTY.

6. [l oTpHMaHis Dinensii y nosHoMy 00cA3] abo HacTKOBO Ha His/ILHICTS:

3 BHPOOHMUTBA (BHTOTOBIEHHA) niKapcekux 3acobis B yMOBax antex,
ONTOBGT TOPriBgl AikapcekuM#H 3acobamu, poiopibuol Topriefi JiRAPCHKHMM
sacobamMi cyG'EKT rOCNOIAPIOBAHHA [OIAE 00 OPraHy ILEH3YBAHHA 3auBYy 34
dopMoio, HapeaeHol0 ¥ Bonatky | 1o uux JliueHsiinux ymos,

3 BHpOOHMITBA  NikapckkMX  3acofiB  (npomMcaoBOro)  cyD'exT
rocnoJapioBaHHA M0Jae A0 OPraHy NIUSHIYBaHHA 3a4BY 33 (POPMOID, HABEJIEHOW
v gogatky 2 a0 uxx Jlinensifinux yMos;

3 iMOOpTY JdikapchiEX  3acobiB  (KpiM  AKTHBHHX (apMALCBTHHHHX
iHrpeaieHTiB) CyD'ekT rOCNONAPIOBAHHA NOAC 10 OPTaHy NMilleHIYBAHHA JaABY 3a
thopmoio, Haseaenow y aoaatky 3 ao nux Jlinessiinax ymos.
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V 3asBl 393HAYAKOTRCA vei Micus nposajkeHHA, uHeped Axi 3nobyead
milewsii Mae Hamip NPOBATAYEATH BHA TrOCOOJPChKOL  AIANBHOCTI, WO
MeHIVETRCA.

7. Mo 3anBx npo OTPHMAaHHA TiHEH3T I0a0TReA:!

I) misreepmui AOKYMEHTH MIOAC KOWKHOIO Miclls NPOBAUKEHHA BHIY
FOCNOAAPCEKOT JIANBHOCTI, WO MiTATAE N1IEH3YBAHHIO,

7) xomis macropta 3gobysada HiueHsii 13 BLAMITKOK OpraHy ﬂEF‘.rI:dHHIJl
MOJATKOBOT CIy#AOH Npo NOBLIOMAEHHA [P0 BIIMOBY uepes CBOI peniriimi
[epeKoHaHHA Bl NpPHIlHATTA peecTpauiiinoro HoMepa OBJIKOBOT KapTKH
NAATHHEA NOJATKIB [I'IIIJ.II.-EETI:EH TistbkH BizHunEMn ocoBaMH - MIANPHEMLHMM, SKI
yepes ceoi  penirifiHi  nepexoHaHHs  BUIMOBJISIOTHCH Bl npnﬁum*rﬂ
peem-paulﬁuﬂm HoMepa o6MiKOBOT KAPTKH NIATHAKA NOAATKIS Ta NOBiZOMUIM
npo Le BIANOBIAHKHI opray JepaBHOT NOJATKOBOT CIYKOM).

3) indpopManis Npo BIACYTHICTE KOHTpomMoO (y 3HAYCHHI, HABENEHOMY B
crarri | Jakony Yrpainm «[lpo 3axMeT eKoHOMIMHOI KOHKYpPeHLIT») 3a
AianpHicTEe 3no0yeaua nineHsii oci® - PeSHISHTIB [HIDWX JepkaB, MO
pificHonTe 30poiiHy arpecio npoti Yepainw (y 3HaueHHi, HaBeIeHOMY B CTATTI
| 3axony Ypainu «[Ipo obopony Yepainus) Ta’abo 4il AKHX CTBOPIOKITE YMOBH
AUl BUHUKHEHHS BOEHHOIO KOH(IIKTY Ta 3aCTOCYBAHHA BOCHHOI CHIM MPOTH
Vipainu. Taka indopmaiiis nogacTecd 8 A0BITEHIR DopMI 3 NOTPHMAHHAM BHMOT
nyukTy 9 posginy | unx Jlinensifinux yMoB.

[TliarsepaHUMH JOKYMEHTAMH, #Ki J0JAI0THCA 10 3a8BH PO OTPHMAEHHSA
Jinensii €:

1A BHPOOHHUTEA NIKAPCBKMX 3acoDiB (MPOMMCIOBOIO) - KOWIS J0CKE
BHPOBHHYOT AINBHALL, 3aTEEpI#KEHOTO CYO'EKTOM MOCTIOAAPIOBAHHA,

1A BHPODHHLUTEA ( BHIOTOBNEHHS ) NiKapeskuX 3acobis B yMOBAX anTexH —
BIAOMOCT] 3a MIANMCOM 3adBHWKA - cyOEKTA TOCTIONAPIOBAHHA TIPO HASBHICTE
MaTepiansHO-TEXHIMHOI Gasu  Ta  wsanidikanifinuf  piseHs NpauiBHHEKIB,
HeoOXiNHHX [/18 [POBAAEHHA TOCTOJAPCHKOT AISALHOCTI 3 BHPOGHHIITRA
(BHTOTOBNEHHS ) JIKAPCHENX 33c0DIB B YMOBAX ANTEKH 32 OPMOND, HABEIEHOK ¥
aonarey 4 o uax JTineHsiinnx ymos;

ana  posapiOHol TOpriEni NiKapchKMMH  3acobaMB  —  BIIOMOCTI  TIpO
HAABHICTE MaTepianeHo-TexHyHOT Oa3M  Ta  KeanidikoBaHoro MepcoHanty,
HeODXIIHUX 11 NPOBATAEHHA rOCOOAAPCHKOT AIRABHOCTI 3 posapitHol Toprismi
nikapcbkumi  3acobami 38 QOpPMOK, HABEOGHOW Y JOJATKY 5 100 uMx
Jlinen3ifiHux yMOB;

A% ONTOBOI TOPriBAl JiKapchKUMH 3acobaMi — BIIOMOCTI NP0 HASBHICTE
MATEPIATLHO-TEXHIYHOT Ba3u Ta KBanihiKOBAHOO NEPCOHATY, HEODXIIHMX IS
NPOBAIAKEHHA Tocnofapchkol NIRALHOCTI 3 ONTOBOI TOPriBAi  JKAPCHKHMH
sacobamu 33 GopMoio, HaBEAEHOO ¥ 10JaTKY 6 a0 unx JliueH3iHANX YMOB;

A% IMOOPTY AiKapehKHX 3aco0iB (KpiM  akTHBHMX dapManeBTHIHHX
iHrpenicHTiB) — KOMiA  docke  iMmopTepa, 3aTepmEeHoro  cyl'exTom
rocnojapioBanHd, 34 GOpMOI0, HaBeldeHOw ¥ Aodatky 7 00 uMx Jlinensifinux
YMOB.



8. Pasom i3 BiANOBIOHOH 3a3ABOK Ta MIITBEPIHHMH AOKVMEHTAMH
3nofyBay  niuensii abo  JiueHsiaT Hanae o oOprady  JiueH3yBaHHA Ba
MPAMIPHUKH ONMCY A0KyMedTiB (dozatok 8 o uux Jlinesinux yMoB), Ha AKHX
YIOBHOB2WEHOK MOCEI0B0I0 0coDOK Opraly JI:ILIL‘.‘H_’I-}BEIHHH poDUTECH BIAMITEA
npo  Jaty OpHiiHATTA DOKYMEHTIB | 3JacBIAYYCTLCA CBOIM  mianucoM i3
Ja3HAYeHHAM  Npi3BMLg, iHiwianis, nocagn, OoWH TPHMIPHME  ONHCY
HAJCHIAETHCH OPraHOM JIHeHIYBAHHA 3000yBavy NileHsii (y pasi noJaHHs
3a00yBadeM JilneH3iT A0KYMEHTIB 10 Oprady JiueH3yBaHHg HAPOYHO - BHAAETLCR
oMY HApPOYHO OJpa3ly micnd 3anoBHEHHA), 4 JAPYTHH TPHMIPHHE OTHCY
IANMILAETHCA B OPraHi NileH3YBAHHA.

Yei nopani 3gobyeauen ninenzil JoKyMeHTH (QOpPMYHOTECH B OKpeMy
CIIpaBy.

9. JogyMeHTn, W0 CKNANAKTLCH 3100yBaveM MAILEHZI] Ta JILSHIATOM
pianosigno go uMx Jligenzidnux yMoB, nosuHHl OyTH BHKIANEHI JCPHABHOW
MOBOKY Ta MianWcadi 3no0yeadem minemsii, niueHsiatom abo  ocobomw,
YNOBHOBAKEHOW NPEACTABIATH IOPHIAHYHY 0Co0Y ¥ NpaBOBLAHOCHHAX 3 TPETiMH
ocobamu, 300 ocoDOK, AKA MAE NPABO BUMHLTH M11 BIA IMEHL OPHAUYHOT ocoDi
fe3 NOBIPEHOCTI, ¥ TOMY HHCA MUIMHCYBATH JIOFOBOPH T4 JaHI NP0 HARBHICTH
oOMENKEHE OO0 NMPEACTABHALITEA BiAl IMEHI I0PHANYHOT 0COOH,

10, Opras mueH3yBaHHA NpHiMaEe PILISHHRA NPO BHIAHY MIUEH31 abo npo
BiAMOBY B il BHOa4i v CTPOK He MmizHile jJecaTd poDoYHX JHIB 3 JHA OJepanHi
OPranoM NiLEHIYBAHHA 3a8BH NP0 OTPHMAHHA JiHEH3T Ta JOKYMEHTIB, L0
A0AAKOTHCA 10 3a9BH.

IMizcraBore ana  BHOA4l JiUeH3!T HA NPOBADKEHHS FOCNONAPCHKON
AIANBHOCTI 3 BMPOOHMUTEA (BMrOTOBNEHHA) Jikapchkux 3acofiR B yMoBax
anTeKH, ONTOBOI, po3APIOHOI TOPriBN JiKAPCHKHMH 3aco0aMH € HaABHICTH
MaTepiaibHO-TeXHIMHOI GaH, KBani(iKOBAHOTO MEPCOHANY, BIANOBIAHICTE HKHX
BCTAHOBACHHM BHMOIAM TaA 33aABICHHM }l’ NOJTARHY 3adBRHMHEOM IIDI'-'.}"HEHTE.K IITH
ofepranis Nuensii xapaktepueTiraM nianarae oGop'sakosill nepepipui nepen
BHIA4EHD JIIUEH3T ¥ Mexax CcIpokie, nepeabaduednx Ang Bujaayl niuedsii, ia
KOGHHM MiCUEM NpOBaKEHHA TIANBHOCTI OpraHoM niueH3yeanHA abo #oro
TEPHTOPIATEHHME OPTAHAMH, ¥ NOPAIKY, BH3HAYEHOMY LEHTPATBHHM OPranoM
BHKOHABYOL BIaAH, o sabesneuye QopMyBaHHE JepaBHOl NOTITHRR ¥ cdepi
OXOPOHH 310POR K.

Migcrasoso ans Bugaqi migeHsii Ha BHpPOOHHMUTBO AiKapckKHMX 3acobis,
IMIOPT JTIKAPChKHX 3acoDIB (KpiM akTHBHMX (apMALEBTHYHHMX THIPELIEHTIB) €
HAABHICTL  BiANOBIOHOT  MaTepiaieHO-TEXHIUHOT  Oa3id,  KeanidikoBaHOTO
NEPCOHANY, 4 TAKOH YMOB HOI0 KOHTPOMO 3a AKICTH JIKapchkWx 3acobis, wo
BHPOONATHMYTECA Ta/abo  OvayTe BeOIMTMCH. BianosiawicTe martepiankHo-
TexHiyHol Oa3W, kpanidikanil nepcoHany, & TAKOW YMOB IIOAO KOHTPOMKD 3a
AKICTIO NiKapchkHx 3acobie, w0 BHpOGAATHMYTRCH Ta/abo OVIYTH BEOIHTHCA,
BCTAHOBACHUM BHMOTEM T 3SRICHHM ¥ NOJAHWX 38ABHHKOM JTOKYMEHTAX IR
onepwanH MiNeHsil XapakTepHcTHEAM miuisrae obos'sskoriit nepesipu a0
BHIAYI NiLeH3iT v Mekax cTpoKiB, Nepenbade dux 108 BHIaUl Tensil, 38 Ko#XHUM
MICHEM NPOBADHEHHN AISNLHOCTI OpPradoM  NiNeHIYBAHHA Vv NOPSIKY,
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BHIHAYEHOMY UEHTPANBHHM OpPraHoM BHKOHABYMOI BIANM, WO 3ade3nedye
dhopMyBaAHHA JepHEABHOT MOIITHKH v cdepi OXOpPOHH 310pPOE'A.

11. Jlinensin wa BHPODHHUTBO MIKAPCBKMX 3aco0IB  BHAACTBCH 13
YpaxyBaHHAM TEpPeniky MiKapchKHX POPM 33 KOMHHM MICUEM TPOBaIKEHHA
rocnofapesxol JANBHOCTI TA OCODMHBHMX VMOB [POBAKEHHH rOCHOJAPCLKOL
AISIBHOCT], SK] 3A3HAMAKOTECA ¥ A0JaTKy 10 nivensii. dosatox no sivewuni € 1
HERIA EMHOI0 HACTHHOI Ta ooPMIIOITECE 38 HOPMOI0, HAREIEHOW ¥ JoaaTKy 9
a0 umx Jlinenszifoux ymos, HasesicTs Q0#aTky 3a3HayacThca B JiueHsil Ha
BHPODHHLUTBO JiKapceKWX 3acoDIB NMpH 1 BMIAY] HA MANepOBOMY Hocil, 14 B
ENEKTPOHHOMY BHMIIAnl (3amic 1o CIMHOIO AEPHABHOIO PEECTPY IOPHIHUHMHX
ocid Ta pisHYHIX 0C1D — NIANPHEMILB),

12.  Jlinewsin w®a iMNOpT JiKapchKMX  3acobiB  (kpiM  aKTHBHMX
apMaLeBTHYIHHX IHIPEAICHTIB) BHOACTECH pPazoM i3 JO0ATKOM, Y SKOMY
3EIHAYANOTLCH MICUA NPOBANMEHHS NIANbHOCTI NILEHIIATA, Nepenik JiKapChkHx
3acobiB, A03BOJIEHHX 10 IMIOOPTY JNiUeH3iaTy, Ta ocolInBl YMOBH NMPOBATKEHHSA
gisaenocti. Jogatox a0 aiuensil 3 IMOOPTY NiKapchKMX 3acobis (KpiM akTHBHHX
papMaleBTHYHHX IHTPETIEHTIB) € 11 HEBLT EMHOI HACTHHOW Ta OOpPMIRETHCA
3a (opmoo, HapeleHow ¥ aogartky 10 mo wux Jliuensidiuux ymos. HasBHicTh
JNeOaTKy 3a3HA4aEThed B NUEHIIT HA IMNOPT JiKapehKHX 3acofis (KpiM aKTHBHMX
(bapMaueRTHYHHY IHTPEdICHTIB) NpH T BMAa4l Ha nDanepoBoMY Hocli, Ta B
ENEKTPOHHOMY BHINAN] (3anMe 10 €HHOMO JepwaBHOTD PEeeEcTPY HOPHIHYHHX
ocid Ta dizHaHEx ocib — nianpueMuig),

13, ¥ pan creopedHs nmiueHziatoM, axuil NpOBATKYE MANEHICTE 3
BHPODHUUTES (BHTOTORIEHHS ) TiKapchkux 3acofis, ONToBOI, posapibHoi Toprieni
MKAPCLKMMH  3acobaMi  AriOHO 3 OTPHMAHOI MilEH3IED, HOBOTO MICLA
NPOBAIKEHHS TOCTIOJAPCHLKOT AiANBHOCTI, BIH NOBMHEH MOJATH 10 Opramy
MUEHIYBAHHA 3@ABY NP0 BHECEHHN [0 EIWHONG [epKaBHOIO PeEcTpy
OPHAHYHHX 0CiD Ta QI3HMHHX oCib - nMianpHeMuis BiIOMoOCTER npo Micus
NpOBAIKEHHN  JUEH3ATOM rocnogapckkoi fgianshocTi 3 BHpoGHWUTRA
(BUrOTOBNEHHA) NIKApChEMX 3acoDis B yMOBAX anTekH, ontosoi, poiapiGHoi
Toprieai nikapcekumu 3acobamu (nogatox 11 go umx Jlinewsifinux ymos), 1a
AOKYMEHTH, nepeabaiedi NyHKTOM 7 UbOTO posginy,

Poirnan sasew npo sxecenda 0o E€OHHOrO NEPWAaRHOMD peecTpy
OpHIHYHUX ol 1a diswunux ocib - nianpuemuis BigomocTeil npo micus
NPOBAIKEHHA MUCHIIATOM BHIY TOCNOMAPCLKO] JIAABHOCTI, W0 Miausrac
NUECHIYBAHHIO,  3NIACHIOETRCA  OPrasoM  NMIUEH3YBaHHA ¥  NOPAAKY,
nepeabadeHoMy nyHkToM 10 uLoro pozminy.

Y pasi smid migomocTedl, wo noe'ssasi 3 aminol indopmauii npo
Jiuensiara, Axki OyaH BHeCeH] 10 €AHHOTO IepPKABHOTO PEECTPY IOPHAHYHKX 0cih
Ta hisHIHHX 0cid — MIANPHEMLIB, & came POILIMPEHHS NEPENIKY NiKAPCHKHX
hopM, 1O nAAHYETRCA A0  BHPOOHMUTEA 33  MICUAMM  OpOBaKEHHS
rOCMONAPCHED]  AIRILHOCTI, CTROPEHHS  HOBOTO  MIiCUS  NPORAKEHHS
roOCnoaapesKol AiANBHOCTI 3 BHPOOHMLITEA JikapchKAX 3acobis, ninewsiar, skmil
MPOBAIKYE JIAIBHICTE 3 BHPOOHHUTEA NIKApCEKHX 3acobiB, NMOBHMHEH NOAATH 10
Oprafy NiUeH3yBaHHA 3afBy Npo BHECEHHA N0 €aMHOrO NepHaBHOMO peecTpy
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FOpHIHTHHX ocib Ta (izwvnMX ocif - nianpuemiie sigomocteill npo Micus
NPOBAIKEHHS NIUEHIATOM BWIY TOCTIOTAPCHKOT IIAABHOCTI, WO MiUIArae
ninerzyeaimio  (noparoxk 12 g0 uux JliueH3ifiHMx yMOB), T2 [JOKYMEHTH,
nepenbaseni nyHkTom 7 usoro posainy. Poarnsn 3asem npo BHeCEHHA 10
€ 1MHOro JepRABHOTO PeccTpy WPHAHYHUX 0ci6 Ta diznunux ocib - nignpuemiis
BiaomocTel Npo MICUA NPOBAIKEHHA TOCIONAPCHEOT JIAIBHOCTI 3 BHPOOHHIITEA
nikapchkHX  3acoDiR  30ifCHIOETRCA  OPraHOM  NILEHIYBAHHA Y  NOPAIKY,
nepenbadenomy nyHktoM 10 usore posginy. dosatok ao aiuensii niansrae
nepeothopMIeHHID,

YV pasi aMmiH BiZomocTedl, mwo nos'szaHi 3 3Minow iHdopmauii npo
niuexsiata, axi Oyiu BHeceHi 10 €aWHOTO NepkKaBHOND PEECTPY IOPHAHUHUX Ocih
ta (izHuHMX ocid — manpHeMuis, a4 CaMe CTBOPEHHA HOBOTO  MICILA
NpOBATKEHHA [OCTOAAPCHKOT AIMILHOCTI 3 IMOOPTY  NIKApCEKMX  3ac00iB,
niuensiar, sxuil NpoOBALKYE NiAAbHICTE 3 IMTOPTY Nikapceikux 3acobis (Kpim
AKTHBHHX (hapMalleBTHYHNMX IHIPCNIEHTIB). NOBHHEH TMOJATH 00 OpraHy
NiLEHIYBAHHA 3aABY NP0 BHECeHHS 0 €AMHOIO JePHABHOIO peecTpy
opHAnyHMX ocib ta dizuHMx ocif - nignpuemuir BlOoMOCTER nNpo Micus
NMpOBATKEHHS JNiLUEHIATOM BHIY [OCIONAPCHKOT JiANBHOCTI, WO niandrae
aiueHzyeanmio (nomatok 13 g0 uux Jlinewsiisex yMoB), Ta JOKYMEHTH.
nepeabadedi myHkToM 7 ukoro posminy. Po3srnsa 3aseM mpo BHeceWHS 10
€ AMHOTO JCPHKaBHOTO PEECTPY HPHIHYHHX 0cib Ta diznunnx ocib - nianpHeMiiB
BlAOMOCTER Npo MICUA (POBADKEHHA TOCHONAPCEKO! AIRABHOCTI 3 IMIOPTY
nikapckkux  3acobiB  (KpiM AKTHBHHX  QapMaueBTHYHMX  IHIPEmieHTIR),
IMIHCHIOETECH OPraHOM JIILEHIYBAHHA ¥ NOPAAKY, nepenfadeHomy myHkTom 10
usoro pozainy. Monatok no miueHsti niansrae nepeoopMacHH.

14, ¥V pasi nixkeinauil (DpPHMHHEHHA) AiLeH3iaToM MICHS MpPOBATKCHHA
rocnofapebKol MIATBHOCT 38 AKMM NPOBAKYBANACE JIAIBHICTE 3 BUpOOHHLTEA
(BHrOTOBICHHA) NIKAPCHKHK 3acobis B yMoBax antexw, ontosa afo poaapibua
TOPriBAs NIKAPCLKHMH 3acobamMH 3riIHO 3 OTPHMaHOW MiueH3icw, JineHsiar
30008 3AHAHA NPOTAroM ceMmH poDOYMX [IHIB Bil JHA NIKBLIAUIT TAKOro Micus
MPOBATKEHHR FOCNOAPCEROT JIANBHOCT NOMATH 10 OpraHy NileHIYBaHHS JanBy
Mp0 BHECEHHA 3IMIH O0 €AHHOTD JEpMABHOTO PEECTPY IOPHAHYHHX ocif Ta
(pr3pyHEX ocid - niANPHEMUIB Y 3B'S3KY 13 TNPHOHHEHHAM QISABHOCTI 3
BHPOOHHUTRA (BHIOTORICHHA) NIKAPCLKHX 38C00IA B YMOBAX anTekM, ONTOBROI,
po3apiGHol Topriens NiKapchKHMH 3aco0aMi 34 NEBHHM MiCUeM 1l NpoBaKeHHs
(aonatok 15 mo wax JlineH3iAiEnx yMoB).

Y pasi nikeiganii (MPpUOMHEHHA) NIUEH3IATOM  MICUA  NPOBAIKEHHS
roCNOAAPCLKOT AISNEHOCTI 33 HKUM TTPOBAKYBANACE MATRHICTE 3 BHPDOHUIITRS
NMiKapchKHX 3acobiB, ¥ pasi 3MiH BlOOMOCTE, WO MOB A38HI 3 3MIHOK iHpOpMAaLLT
npo niuex3lara, Akl 0ynH BHeceHl 10 €IHHOND JepKABHOTO PEECTpyY HOPHIHYHHX
ocid Ta hizmunux 0Cid — NUINPHEMLLB, 4 CAME 3BYKEHHA MEPENiKY JiKapChKMX
dropM, 10 BHPODNAKOTECA 38 MICHAMM NPOBAIAKCHHA FOCNOAAPCHROL AIANBHOCTI,
NigBigami (NPHAMHHEHHA) JIIEH3IATOM [MPOBAIKEHHA MIANBHOCT] 38 MNEBHHM
MiCLleM NpOBR/UKEHHS JisnbHOCTI, nilensiar sobos'ssanuil npoTaroMm cemu
poboHHX JHIB BiZl THS HACTAHHA TAKHMX 3IMIH NOAATH 10 OPraHy NilEH3IYBaHHS
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JaABY PO BHECEHHS IMIH 10 €auHOIO JepkaBHoro PeECTPY HOPHAMYHKUX 0CiD Ta
iznunnx ocib - nignpuemuin v IB'A3KY i3 NPHMHHEHHAM LiAALHOCT 33 TIeBHMM
Micuem 1T nposagxends (miksigauit) (zonatox 16 a0 uMx Jliuessidinnx ymos),
Honarox o niuemii nianarac nepeodopmaennio,

¥ pasi nikeigauil (npunHHeHHs) ninensiatom MICLIH  TpOBAT#EHHS
FOCNofapChKOl AIANBHOCTI 33 AKHM NPOBAIKYBATACE AISABHICTE 3 IMITOPTY
niKapebkux 3aco0in (KpiM aKTHBHHX (apMaLeBTHYHIX iHrpenicnTie), v pasi amin
BlAOMOCTEH, WO noB’'s3aHi 3 3Minow iiopManii npo ninensiara, axi fynu
BHeceH] 0 €IHHOIO IepKaBHOM PeecTpy OPHIHYHHX 0ci6 Ta hivannx ocib —
NUANPHEMILB, a caMe Jikpiganii (NpHIIHHEHHA) JiueH3iaTOM NpOBATKeHHS
AIANLHOCTI 38 MEBHHM MiCHEM NPOBATKEHIS JIANLHOCTI, NieHsiaT 30008 13a1Mi
NPOTATOM CeMH PODOMHX [HIB Bil IHA TAKMX 3MiH NoaaTH 0o opraHy
MiUeHIYBAHHA 3@MBY NP0 BHECEHHS SMIH fo ComHoro NepIKaBHOID PeECTpy
IOPHARYHIX 0cif Ta disnunux ocib - nignpremuin v IB'HIKY (3 NpPUNHHEHHAM
MANLHOCTI 33 MEBHHAM Micuem Ti npoBag#eHHs (niksizauii) (gogatok 17 no max
Jluensifinnx ymos), Jonarok go aiuessii niansrac nepeolopMiaeHHIO,

15. ¥ pasi aMin v nomarky 1o niuewsii ma BHPOOHHUTBO fNiKapehiux
3ac0DIB, NOB"A3AHHX 31 IMIHAMM OCOBIMBHX YMOB MPOBAGKEHHA MOCTIONapPChKO]
MATBHOCTI, NiLeHIIAT NOBMHEH NOJATH 10 Opraty AlUEHIYBAHAS 3aiBY Npo
IMIHY A00aTRY A0 Ailensii Ha BUPOOHHUUTED JiKapceKHX 3acobis, OB A3any 3i
IMIHOW OCODANBAX YMOB NPOBATKEHHS roCrioAapchkol AIRAsHOCTI (qonatok 18
Ao umx Jlinewsifinux ymos). Opran niuensysanns HpOTAroM jecatin poGounx
AHIB MPHEMAE pllleHss 010 BHeCeH S IMiH v I0IaToxK,

Y pasi aminn ta'afo  JonoBHeHHs Mepeniky niKapeekux  3acodis,
AO3BONEHHX A0 IMTIOPTY AileHsiaTy, a Tako® ocoBIHBHX YMOB TPOBAHEHHS
NIAARHOCTI, NOAATOK NigAnarae rnepeoopMieHHIo, 18 UEOTO JiLeH3iaT NoBHHEH
MOJATH 10 Oprady NiLCHIYBAHHS 3a9BY Npo IMIHY 1o0aTtky 10 ninensii 3 iMmopTY
JKApCeKHX 3ac0biB (Nomatok 19 no uux Minensiinux ymos), sxa POIIATAETLCH
OPraHoM NiUeH3YBAHHA NPOTATOM J1ecATH pobounx guis. Opran ninewnsyeanms
MPOTArOM AecATH pobDovux OHiB npuiMac pillleHHEs MODo BHeCeHHs IMIH Y
AOJATOR,

16. 3asma npo 3ByEeHHA NPOBATKEHHS BHIY TOCOOUAPCHEOT JIANLHOCT]
oopMIIOETECA 38 OPMOD, BCTAHOBIEHOIO ¥ pojatry 20 no umx Jiuensiiinux
VMOB.

I7. 3asma npo poslmMpenns nposaTken s BHLY MOCIDAAPCEEOT AiANEHOCT]
OOPMIIOETECE 38 (HOPMOIO, BCTAHOBICHOIO ¥ aoparky 21 ao mmx Jlinensifinnx
YMOB.

[0 3asBit MPO posWMPENHS MPOBATKEHNA BHLy FOCOOJapChKOl AiRIbHOCT
AOIAOTECR NOKYMEHTH, Nependaveni nynkToM 7 us0re posniny B 4actHwi, Ha
AKY [NUEH3IAT MAE HAMID PO3HPHTH CHOIO MiAAbHICT.

I8. 3assa npo amymoBaHHA liueHsii OPOPMMIOETLCS 33 OPMOIO,
BETAHOBNEHOWO Y AonaTky 22 no unx JTiueHsiduux yMos,

Pozain 2. Opraunizauiiini srmors

|. BupoBumuTeo nikapcekux 3acoBis, onTosa Ta po3apibra Toprigng
NIKAPCBKHMH  3acofanm, IMIIOPT  miKapesKMX  3acoBis (KpiM  aKTHEHHX
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(apmauesTHIHHX inrpeaienTis) AnilicHioNTecs cyf'eXTaMH TOCHOAPIOBANHA Ha
mifeTaBi niuew3ii Ha BIANOBIAMMI BHI IiMNBHOCTI 33 YMOBH BMKOHAHHA
KAIPOBHX, OPraHi3auifiHux, iHWHX CreuiaibHHX BHMOr, YCTAHOBJEHHX MMM
JinensifinaMy yMoBaMH,

2. Jliuensiar mowe npOBaIKYBATH BHI NOCIOLAPCHKOT MiRABHOCTI, IO
MITATAE  NIUEHIYRAHHIO, BHKIIOUHO B MERaX  Micllk  [POBATKEHHA
FOCHOAPCHROT AIAABHOCTI, 1O NiAmArae NiUeHIyBaHHK, BiLOMOCT] npo #AKi
BHECEHO 10 CAHHOM JepRaBHOTD PECCTpy IOPHINMHHX ocih Ta dizmaHux ocif —
MIANPHEMILIB, Ta BHKOPHCTOBYBATH BHKTIONHO Taki Micus y NpoBakensi iy
rocnoapesKol JisiLHOCTI, Wo NiANArac AileHIyBaH 0,

3. ¥ pasi 3akpuTTH Micus nNpoBa/KeHHS MIATRHOCTI A% MpOBeNeHHS
PEMOHTHHX PODIT, TEXHIYHOrD Nepeodlannanng 4M iHWUX pobiT, NOB S3aHux 3
BEACHHAM [EBHOID BMAY TOCMOSAPCHKO] AIANBHOCTI 3riamo uHx Jliuewsiiiamx
YMOB, TILEH3IAT MOBHHEH IMCBMORBO NOBITOMMTH NPO L Opray JileHIvBanHs He
nizdiwe Hix 3a 10 poGounx 1uis Big nam nosaTky UKX pobiT.

Mpo zakpurTs Micua NpoBaLKeRHA 1iAABHOCTI, AKHM € anTeMHRH 3aKna,
I NPOBEACHHS PeMOHTHHX pobiT, TexHidvoro nepeoliaiHanHR “M [HILNY
podiT MiuewHsiaT OBHHEH TAKMK NMHCEMOBO MOBITOMHTH TEPHTOPIATBHHI OpraH
Oprafy JIUEeH3YBAHHA 38 MICHEIHANOKEHHAM anTedHoro 3AKNATY ¥ CTPOK,
Inadeddil Yy ablall mepmoMy 1BOTO MYHKTY, Ta pPOIMICTHTH nopsi 3
iHhopMALLED PO PekIM POBOTH OrONOLIEHHA NPO JATY Ta Nepion 3aKpHTTS.

He nonyckactbes supobHuLTBO Ta 36epiraHHs NiKapehKHX 3acoGiB y
MPHMILIEHHAX MiCUb NPOBADKEHHA LIANBHOCTI, WKki 3aKpHTi s NpOBEICHHNA
PEMONTHHX PoDIT, TEXHIMHOTO NepeolIaaHaHNs 41 IHIIHX PobIT.

4. V paii sioHOBNeHHS poGOTH MiCUA NPOBAKEHHA AiSILHOCTI Micns
MPOBEACHHA PEMOHTHUX PODBIT, TeXHiYHOTO nepeobnAnHAHHA 9 {HWMX pobiT
niuexsiaT 30008 A3aHAH NHCHMOBO MOBIAOMHUTH PO Ue OpraH JUeH3YBAHHA He
niznime #ix 3a 10 pobounx aHis Bix 1aTh RiHORNEHHS poboTi.

[lpo sinnoBNeHHs poBoTH Micus nNpoBATKeHHS HNIANBHOCTI, AKHM €
anTevHHi  3aKNan, MICNA  NPOBEEHHS  PEMOHTHHX pobit, TexHiuHOro
nepecOnafiianns 4w iHwHx poBiT nNiueHIAT NOBMHEH TAKOK NHCEMOBO
MOBINOMHTH  Teputopiankhuii  opran  oprany NINEHIVBAHHA 14
MICLEIHAXOKEHHAM ANTeYHOrO 3AKNAMY Y CTPOK, 3a3HAYCHMHA y abzau
MePIIoMY HBOTO MYHKTY,

3. He nonyckaerses nposeieHis peMOHTHHX pOGIT ¥ NPHMIMIEHHAX MICLb
NpOBLKEHHA MANLHOCT NiA Yac BAPOSHULITE], KOHTPOIIO SKOCTI Ta s0epiraHHa
NiKAPChKMX 33cobiB, SKi MOKYTh NPHIBECTH A0 SMiHH YMOB BHPOOHHIITEA,
KOHTPONKY  AKOCTI  Ta  30epirands  nmikapekkux  3acodis, mnepexbavuenmx
BHPOOHHKOM, T4 10 NOTIPILEHHS X SKOCTI,

6. Jliuensiar nosunen sabe3nednTH OTPUMAHHA KopecnoszeHuii, ¥ ToMmy
HHCI TIET, 10 HANPARNSETECH OPraHoM JiLeHIVBaHHg Ta Horo TePHTOPIATEHAME
OpraHaMi 33 CBOIM MICUEIHAXOMKCHHAM, TA MOBIIOMNEHb Y ENEKTPOHHOMY
BHITISAI 33 A1PECOI0 eNEKTPOHHOT MONITH, 3a3HAYCHON Y 3aABi npo OTPUMAHHSR
miueHsii.
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7. Ilia 4ac nposejenns opraHoM JNileHIYBAHHEA abo HOro TepHTOPIATEHIM
OpraHoM 3axoiB KOWTpom 3nofysay miuensii abo niuensiat 30608 g3aHuii
sabesneunTy:

NPHCYTHICTE  KepiBAMKa saofysaua niuewsii afo niuewsiata, fioro
ICTYIHHEA af0 iHIoT yNoBHoBawenol ocobn:

AOCTYN HA TEPHTOPIKO Jritiensiata abo 3106yeata Aiuennii, y supobuuyi Ta
IHUI NpUMIIIEHHA, AKi BHKOPHCTOBYIOTLCA 1A NPOBATKEHHA FOCHOAAPCHKOT
AIRABHOCTI 3 BHPOOHHUTBA NiKaPCLKHX JacobiB, onToBOL, posapibrol Toprisni
AiKapcekumMy  3acobamu, IMOOPTY  JiKapchKHX  3acoBiB  (KpiM  aKTHBHEX
(papMaLEBTHYHHX  IHTPEdicHTIB) Ans  obCTeXeHHs | FACYBAHHA  MHTAHS,
BeanocepeHbLO NOB'AIAHHX 3 NEPeBIPROIO;

FApAHTYBATH 3a0€3NeHeHHs N0CTYNY A0 NpHMilleHb JilensiaTa, sxomy
nepenani Ha 30epiraHHA Nikapebkl 3acobu;

rapaHTyBaTH zabeinedeHHs ACCTYNY 10 TEXHIYHHX 3acobis | cCHCTEMH
3aDeINEYEHHA AKOCTI BHKOHABLS, Sxuil 37iHCHIOE BUPOGHUUTEO Ta/a60 KOHTPOI.
AKOCTI Jikapesinx 3acobiB 3a KonTpakToM.

8. IMnopr mikapcekux 3acobis, onToBA Ta po3mpibma  Toprians
MKAPCHKHMH  33cODAMH  JIONYCKAETRCA NHILE 3aPEECTPOBIHMMH B Ykpaiui
MKapChKMMK 3aco0amMi, KpiM BHMANKIE, Nepenfatennx 3aKoHOM Yxpaiun «[po
NKapceki  3acobuw», 3a  HAMBHOCTE  cepTHdiKata SKOCTI, MO0 BHOAETHCH
BHPOOHHKOM (478 AKMX MORIMBO (OPMYBaHHN, HASBHICTH T4 3bepiranna B
CNEKTPOHHOMY BHIIAL ).

CyB'ekT rocmonapiosanus  3o0om’siaunil  BKHBATH  34X00iB  Modo
3abesnedenns AxocTi JikapeekHx sacoBin mig wac NMPOBAKEHHS BLNOBI 1HOMO
BHIY rocnodapcbkol JisIEHOCTI,

¥ eunagkax, nepepbasenwx [lopagkom  saificwenus JepaaBHoro
KOHTPOJIHO SKOCTI Nikapehkux 3acoliBs, 10 BBOSATECH B VEpaiHy, 3aTBepIKeHIM
noctanosoio Kabinery Minicrpin Vipainn sin 14 sepecns 2005 poxy Ne 902
(Odiniiinuil sicunk Yrpainu, 2005 p., Ne 37, cr. 2297), KowHa cepis JiKapehkuy
3acoDiB  NOBMHHA  CYNPOBOLKYBATHCA BHCHOBKOM TIPO  SKICTh  BECIEHHX
NIKAPCLKNX 3acobis,

KoHTpouik skocTi iMyHoI0rHIK DpenapaTis 30iHcHIOETRCS BIANOBLIHO 10
MOPAIKY  3MACHEHHA KOWTPOMIO 33  BIANOBIAHICTIO  iMymoBionoriummx
MPeNapatis, 10 3acTOCOBYIOTECH B MEJIHYHIA NpakTHIL, BHMOraM ACPHKABHHX 1
MIKHAPOIHMX CTAHIAPTIE, 34TBEDIKEHOTD LEHTPANTBHHM OpPraHOM BHKOHABYOT
BUAIH, Wo sabesnedye (opMyBaHHs JepxaBHOT noniTHkM y cdepi OXOPOHH
30pPOB'A.

Topriens neskicuumu nikapchkHMH 3acobammu abo  TakHMM, TepMiH
MPHAATHOCTI AKHX MuHyB. abo wa ski sigcytwiil cepridikar sxocti, mo
BUAAETBCA BHPODHMKOM Ta/300 iMmoprepom 3afoporseTses.

Topriena  aikapcekmumu  sacobaMH, BHFOTORNCHMMM  anTekolo 3
NOPYIIEHHAMH YMOB BUPOOHHLITEA HE JOMYCKAETLEH,

CyG'ekr rocnonapiosanHa 30608 43amHi] 30epiraty ceptHikari skocTi
BHpoDHMKa Talabo immoprepa (konii Ha ManNepoRMX YM ckanoBaHi Konii Ha



13

CACKTPOHHHX HOCIAX) Ha cepil Jikapcbkux 3acodis, peanizosammux cyG'exrom
rocnofapioBaHHA, NPOTATOM TPLOX POKIB 3 AaTH NpHADAHHA,

Y pasi sbepiranss cepredikarip AKOCTI V BMrNAAl CKAHOBAHMX KOMiil
ceprrikatis ninensiat sobos's3anuil HagaTH (Ha BAMOIY) iX naneposi komii ¥
CTPOK He Ni3HIIE TBOX pofouHX IHiB.

9. Toprina nikapeskumn 3aco0aMi MHCHIOETECA BHKTIONHD Yeped
ANTedH] 3JAKNANH. T8 HE MOKEe 101HCHIOBATHCE AHCTAHIIHHO T4 WAAXOM

SASKTPOHHOT TOPriBdi, a Tako¥ MOWTOI0 Ta Hepes Oymb-AKi sakaamm, Kpim
ANTEYHHX, T3 NO3a HHMH, KpiM BUnajkis, nepeabavennx myHkToM 3 poaminy 5
uux Jlinensifinmux YMOB.

AnTeka Ta I crpyxTypHi nigposaing, anteunnii cxnan (Gasa) € saknaamu
OXOpPOHH 310pOoR's.

L0. Y npuMilIeHHAX ANTEYHHX 3AKNAMIE Q03BOAKETHCN 30EpiraHHA JHINe
ﬂlhapl:hitH:( 3acobiB Ta TOBapiB, AKi MaWTe NPaBo NpunbaBaTH Ta nponaBaTH
anTeuHi 3AKNANM Ta iX CIPYKTYPHI NiOposfind, nepenik AKHX 3IaTBEpPLKCHO
UCHTPAIEHHM OpraHoM BHKOHABHOI Baanm, wmwo 3abesnedye  QopMmysaHus
JepiaBHol NONITHEM v chepi oXopoH« 3,u,upn5':a (zani — eynyTHi muapﬂ}

Y npmmue:mnx ANTEHHHX 3aKNATIB N03BOASETRCA 30epirauis Aikapcexuy
3aco0iB T4 CYNyTHIX mﬂapm [0 HE HANEWATE J'[HlEI]']Im} Y BHNAAKAX:

KONH Taki Jikapeeki saco0u Ta cynyTHi TOBAPH 3aKynieHi 3a jepwaswi
Ko ago mpumam AK ]"}"I'-.-IEHJTE]JHE Ta‘abo Graroaiiina qonoMora;

KONIM TaKi ﬂtE{EI]JCLl{I 3acobH Ta -:ylt:p-ml TOBAPH HANe#aTh LHLIOMY
nideHsiaTy, a nineHsiaT, mo ix 3bepirae, mmBep,ﬂ:HH BIANOBIAHICTE BHMOTaM
HANEKHOT NPAKTHEH AHcTprOyLil.

Jlikapcer! 3acobu Ta E}'I‘I\-‘Tﬂi TOBApPH, WO HAOIHWH 00 anTeyHoro
3AKAALY, nnpﬂﬁx-ﬁcun}a}nﬁca micas Hepempxu X dakTHynol KimeKocTi Ta
NPOBEACHHSA BXIOHOFO KOHTPOIK AKOCT, a7me He MisHime HacTynHoro poGouoro
AHA 3 MOMEHTY IX OTPHMAaHHA,

V' BHPOOHHYHX NPHMIlGHHAX aNTeYHHX 3aKNatis He JAOMY CKACTBCS
aﬁcpuram BIKHBATH OCODHCTI Nikapewki 3acofH, Xap4osi npoaykTh, ¥ Tomy
HHCI KYBTEHY TYMKY, HAnol, TIOTIOHoBI BH]:ruGH Ta NATHTH,

11. Jlinensiar 30608’ s3anni MPOTArOM i1 DiueH3iT 30epiraTH AOKYMEHTH
abo Konii TOKYMEHTIE, 5Ki;

NoOaBalHck A0 OpraHy n1ueu'syaauun BLANOBIIHO 40 BumMoOr 3axomy
Yrpainn «[lpo niuensysanus BB rocnoJapekkol AiaTsHOCTIH:

I'H.n'rﬂepmh} OTh ,JJ.:JLInEI'pH]CTI: JdHHX, M0 3a3HayanHcs 3100ypayem
AHUEH3IT y JOKYMeHTAX, AKi MOJABATHCA 10 OpraMy NilleHIyBaHHs BiANOBLIHO 10
BUMor 3akony Yipainu «flpo niuenIvBanHa BHAIB TOCTIOAAPCHKOT LiAABHOCTIM, &
came:

AOKYMEHTH, RKi NIATBEPIKYIOTH NPaBo BAACHOCTI a60 KOPHCTYBAHHA
NPHMILLEHHAM, o JaiiMae cyb'ckT rocnonaploranns abo jioro BLAOKPE MAEHHT
CTPYKTYPHHI miaposain;

TeXHIMHHIl Nacnopr npuMiliedns, wo safimae cyf'ekT rocnogapioBaHs
abo fioro sinokpesnenmil cTpyRTYpHUI nizposnin;
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TEXHIYHI NACTIOPTH BHMIpIOBANLHHX NpHAAJIB Ta anapatis, wo € 8
HASBHOCTI:

HafBHICTE NOKYMEHTIB 1Ipo  cremianky OCBITY T4  NiABMIIEHHS
kpanidixanii sasimyodoro  anTewnuM  3aknanos, YnosHoBameHoi ocofH,
KepiBHOro repeonnly BHpoGHHKa Ta/abo iMnoprepa Nikapchknx sacobin;

WITATHHA POIKNIAN ANTEYHOIO 3AKNALY T TPVAOBI KHHKH JABLIYHOYOTD
AlTe HHM  3aKAAN0M  (CTPYKTYpHUM migpoaginom), YnoswopameHol ocolm,
KepIBHOIO Nepeonany BipobHuka ta/abo iMnopTepa NKAPCBEHX 3ac00iB;

AOKYMEHTH, 11O  MIATBEPIAKYIOTE NPABOBLIHOCHHM TNPALIBHMKIE i3
cyG'eKTOM TrOCMOZApPIOBAHHS (HAKAIH NP0 NPHIHAYEHHS, TPYAOB] JIOTOBOPH
TOLO),

|2. He nonmyckaeTeca saiiicHeHHs KOHTPONIO, Vv 3HAYEHHI, HABEIEHOMY
cratti 1 Jakony VYrpainw «[lpo saxueT exoHomiunoi KOHKYpeHuiD», 3a
AisneHicTio 3n00yBava ninewsii, nmiuewziara, uwo MPOBAIHTE FOCHIOAAPCREY
AIAABHICTS 3 BHPODHHITEA NiKapCEKHX 3acobiR, ONTOBOT Ta po3APIOHOT TOpriEm
JKAPCEKAMH  3acofamu, IMOOPTY JiKapchkux  3acobis (KpiM  aKTHBHHX
(apMALERTHYHIX IHrpeficHTiB) peInaeHTaMH ASPKaB, WO 301ACHIOTE 30poiHy
arpecito npotH Yrpaiue y sHavenwi, HaseqeHoMy ¥ cratTi | 3akomy Yxpainu
«Ilpo obopory Yipainuw, 1a/abo Al AKHX CTBOPIOIOTH YMOBH 718 BHHHKHEHHS
BOEHHOIO KOHMIIKTY Ta 3aCTOCYBAHHA BOEHHOT CHITH TIPOTH Yrpainu,

¥ pazi 10KyMeHTAILHOTO MiITBEPIAEHNS RCTAHOBASHHS BakTy KOHTPONIO
(BHPLLATBHOIO BITHBY) 33 NiSTBHICTIO AiueH3iaTa, Wo NPoBAAHTE roCiofapcery
MANBHICTL 3 BUPOOHHUTBA NiKapchkux 3acobis, onTopoi Ta po3apiGHoT Toprismi
NIKApCRKHMH  3acofamu, IMUNOpTY NiKapekkwx  3acobis (KpiM  aKTHBHMX
(hapmatesTiannx inrpenientin), oci6 iHwmx nepian, mo 3THCHIOOTS 3bpoiiny
arpeci NpoTH YEpailHH v IHa4eHH, HaBeldeHoMy ¥ cTarti | 3akony Ykpainm
«[lpo obopouy Yxpaiums, Ta/abo aii axux creopiooTs YMOBH 118 BHHHKHCHHS
BOCHHOTO KOHGMIKTY, 3ACTOCYBAHHA BOCHHOI CHIM mpotH YKpainm, oprafoM
NiNEHIYBAHHS NPHAMACTLEH PILIEHHA NPO AHYTIOBAHHS T LEH3IT,

[3. Jlisenziar sobos's3anmii nosigomiatn opran MUEHIYBAHHA Npo Bl
IMIHH JaHHX, 3a3HAYEHHX ¥ AOKYMEHTAX, 10 J00ABANHCE 00 344BH Mpo BAgauy
nivensii. ¥V pail BUHHKHEHHS TAKHX 3MiH JileHIiaT 30008 WIAHMH NpOTAroM
MICALA NMOJATH OO Oprany NiLeH3IYBaHHA BiANOBINE NOBIIOMICHHS B MTHCEMORL
dopmi.

Y pasi amiHK cepil Ta HoMepa nacnopra Niuemsiata - P1IHYHOT ocoby -
NANPHEMLUS, AKHH Y4epes choi pelliriiini MEPEKOHAHHA BIAMOBHBCA Bill NPUAHATTA
peecTpaifinoro Homepa oGiKOBOT KAPTKH MAaTHHKA MOJATKIE, NOBLIOMHS [po
€ BIINOBLAHKH OpraH JepkaBHOI NOJATKOBOI CAVHKBH Ta mae BLANOBLIHY
BIAMITKY ¥ Nacnopri, BiH HEBiIKNAMHO nogae 1o Opra”y NiueH3vVBaHHA MHCBMOBE
NOBIOMICHHS MPO TaKY 3MiHY, AOJGBIIH 10 HBOTO KOMio (pororomnio)
Macnmopra 3  BUIMITKOK OpraHy JEPAEBHOI  NOJATKOBOI ClyxOH  npo
NOBILOMICHHS TIPO BIAMOBY Yepes cBoi peniriiiui MEPeKOHAHHA Bill MPHEHATTS
peecTpanifidoro woMepa of.1KoBoT KAPTKH MIATHHKS NOIATKE,

Jlinensiar so0b0s's3anmi nosinoMasTH opran niuexsysanms PO YKIaAaHH
norosopy (a0o 3MiH 10 HBOro) 3 IHWIM mineHziETOM, AKOMY, BIONOBIAHO OO
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TAKOTO JOrOBOPY, NepefaioTses Ha 30epilanns NIKapChki 3aco6K, i3 3a3HAYCHHAM
indopmauii npo cyG'ekta rocmosaplOBaHES, 3 AKAM YKNageHo Jorosip,
PEKBITNTIB JOTOBOPY, 3APecH anTeuyHoro cKany,

Poagin 3. Buvorn mogo nposagsenun rocmojapenkoi Qisasmocri s
BHPOOHHUTEA JdikapeskuX 3acobin

|. Bupobuuurso nikapcekux 3acofis  30iliCHIOETBCE 38 HARBHOCT!
JTBEPIAEHUX  MileHsiaToM: 1nocke  BHpoOHMMOT  JiNBHMUE 800  10Che
AOCHIKYBAHOID MIKAPCLKOTO 3ac00y ANA KIiHIMHHK BHTNIPODYBaHb, BHPOOHHYO]
PELENTYPH I3 BIANOBIIHHMH TEXHONOTTMHHMM Ta  (HUIMMH  HCTPYKIAMA,
IATREPIKEHHMH  BHPOOHHKOM, 1 JOJCpWanHAM BHUMOT YHHHOT Hepaasnol
Papmakonei Yrpaidn ta/abo (HUWMX HOPMATHEHO-TEXHIYHMX NOKYMEHTIB, AKI
BCTAHOBMIOIOTH BHMOIH 10 MKAPChkoro sacoby, foro ynakosku, yMos i TePMiHIB
30epiranKa Ta MeToIiB KOHTPO/IIO AKOCTI NiKapehKoro sacody,

Bupobunurso nikapceknx 3acobie 3giiicHoerhes 3 JOOepHAHHAM BHMOT
HIHAUEHHX JOKYMEHTIB Ta YHHHOI HACTAHOBH 3 HANEWHOI BHPOBHHHO!
MPAKTHKM, rapmonizoBadol i3 3akonogascteom €C. YV pasi amilicHenns
BHPODHHLTBA FOTORHX Nikapcekux 3acobin iz dopmu «in bulks BHPODHHIITED
seicl npoaykuil «in bulks, sKa sukopHCTOBYETHCH ¥ npoueci BHpOOHHLTEA
MKApChKHX 3acobis, MOBHHHO BIANOBIZATH BHMOTAM YHHHOL HACTAHOBH 1
HanexHol BUPOGHHYOT MPaKTHEM,

Bupobuuin  nikapekux 3acobis nposansts peatizamiio Ta ONTOBY
FOPriBIK  MPOAYKUiT ®nacHoro sWpo0HMUTBA HA  NIACTABI  NiueHal  ua
BHPOGHHULTED JiKapcekny 3acobin

2. Tpumittenss a0 supobHHLTES JAIKAPCHKMX 3aCODIB MOBHHEI GyTH
po3Millieni Ta BNOPAIKOBAHI BIANOBIAHO N0 TEXHONOTINHHMX 30H: BHPOOHHYHX,
CENAICHKHX, KOHTPOMIO AKOCTI, JOTIOMIKHHX.

Bupobuudi npumilnensa (somu) - npuMimenns, ¥ AKHX BHPOOIAIOTHCH,
KOHTPOJIOIOTECA, NAKYIOTECA, MAPKYIOTECA NIKapchKi 33000,

Cknanceki 30HM - OPHMilIEHHR [And  npwitesTo, CKNaayBaMus Ta
30epiraHis, ¥ ToMy WHHCII KapaHTHHHOIO 30epiraHus, BLAGOPY npo@  ans
KOHTPOMID AKOCT], BIAOYCKY CHPOBHHH, N0MOMIMHMX Pe40BHH, MaTepianis Ta
FOTORMX TIKAPCLKHX 3acobin.

JOHH KOHTPONKY AKOCTI - NMpHMilleHHa 1s KOHTPOR {(I3HKO-XIMIYHNX
MOKASHHKIB Ta MikpoBionorivnoro, Gionoriunoro, KAIHISHOIO) CHpOBHHH,
MATEPIANIB, POMIKHHX NPOAYKTIE, KOHTPOMK B X011 BHPOOHHITES Ta KOHTpOm
HKOCTI TOTOBHX JIKAPCHLKHX 34C0bIB.

Hlonomikui 30uM - npumiuenns, Heobximmi s 0DCAYTOBYBAHHA
NPOBEICHHA TEXHONOMYHOTO MpPOLecy, AKi He BXOIATE Y BHpoDHHYI, CKIANCHK
I0HH | 30HH KOHTPOIO AKOCTI Ta BiIoKpeMaeHi mix Hux (MaiicTepHi, KiMHaTh
BIATIOMMHKY, TNanbHi, yMMBambHi, Tyanern, MPHMILLIEHHS A% YVIPAMAHHS
TBAPHH ).

3. Mliuensiar sobo8'a3anuii 3aifickiosarn BUpoSHILTED MKapceEHX 3acobin
TAKHM HHHOM, m00 330e3neudTH BIIMOBIAMICTE Nikapchkux 3acobis Tx
NPHIHAYEHHIO,  BUMOTAM  HOPMATHEHHX  (AHATITHYHMHX, TEXHIYHHX,

TEXHONIOTIYHAX ) IOKYMEHTIR, PEeCTPALIHHOND Aocke B0 10CLE OOCHIKYBAHOI D
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NKApCKOro  sacoldy JMA  KIiHIMHHX BHNpoDYBaHs abo  cnewsdikauiii,
sarsepLaeHux MO3 Vipaikn, Ta BUKMOYHTH PHINK LA DALICHTIB, NOB'S3aHuHii
I3 HeOCTATHLOI Be3nexolo, AKICTIO Un ederTHBHICTIO HiKapChKHX 3acobis,

Hna ukoro mae Gytu scefiuso pozpobiena i NPaBHARHD (PYHKIOHY YA
(rapMalleBTHYHA CHOTEMA AKOCTI, N0 BRIKOYAE HANEKHY BHPOOHHYY NPakTHRY Ta
YIPaBAiHHA pPHIHKAMH U1 SKOCTI. [la cucrema mae GytH  nosmicTio
AOKYMEHTOBAHA, @ [ eeKTMRHICTE — nNPOKOHTPONLOBaHA. Bci  4acTHmM
(hapMaLEBTHYHOT CHCTEMH AKOCTI MAlOTh BYTH HANEHHHM YHHOM 3abesneyeHi
KOMIETEHTHAM [IEPCOHANOM, BIANOBIIHHMH NPHMIILEHHAMN, OGTATHANHAM |
TEXHIYHMMH 33c0BaMM v KinbKOCTi, o 3abesneyye QYHKIIOHVBANHA [l
CHCTEMM,

4. Jlinensiat nmosunen mat kranidikosaHmii NEPCOHAN 3 NPAKTHYHHM
AOCBIAOM POGOTH y KiIbKOCTI, 10 3abe3neyye Hane#He BHKOHARHR BCix ¥ABIAHE,
NOB'R3AHHX 3 HOT0 AiSIBHICTIO

3. Oprasizanifina cxesma Ta Nocatosi HCTPYKLIT MAIOTH Dy TH 3aTBepIAEHi
ailenziatom, Mo xepisHoro MepCoHATy HAalewaTh KePIBHHE BHpPOOHHUTEA,
KepiBHAK Binainy (nigposainy) KOHTPOMO fKOCTI, YnosHosameHa(i) ocobalu),
Kepienuii nepcoman noswren npawosat  BiONOBiIHO 40 BHYTPILIHBOrD
TPYIOBOTO POSNOPAAKY Ta BHMOT 3aKOHOAABCTRA NPO MpaLlo.

6. Kepieuwii nepcowan Ta iMwi npauiBMMKd noBHHE] BHEOHYBATH
noxnageHi Ha Hux oDOB'IKH 3IridHO i3 NocaToBMMK IHCTPYKLIAMH | maTh
BLANOBIIHI NOBHOBAKEHHN 1A 1X BHKOHAHHS,

7. Kepisuuk supolHuuTEA Ta KepiBaMK Bigainy (nigposniay) wonrpomio
AKOCTI NOBHHHI GyTH He3aen i OIHH BiI 0IHOMO,

8. Jliuensiar nomwHeH 3aGe3INEUHTH HABYAHHS BCBOID MepcoHany,
ODOB'AIKH AKOTO Nependauators nepebysanHs ¥ BUpoOHHYMX J0HAX T4 30HAX
3bepirannd abo B  KOHTPOIRHEHX NaBOpaTOPIAX  (BKMOMAKOMH  TEXHIMHUE |
O0CAYroBYIOUMA Tepconan, a Takom cniBpoGiTHuKiB, skl 3milicHo0TS
NpUOHpAHHA), Ta [HWOrO NEPCOHATY, MIATBHICTE SKOMD MOke BILITHHYTH Ha
AKICTB NPOTYKLUIT,

9. KpiM ocHoBHOrO HaBMAHHR 0D Teopii | NPAKTHKH CHCTeMH
ynpasninua sxictio ta GMP, kowen npuiisaTuii wa poboty cnispobiTHHE
MOBHHEH NPOHTH HAB4AHHA BIANOBIAHO 10 JAKPIMIEHHX 32 HUM ODOBM3KIE,
[MoTpibuo Tako® NPoBOIHTH Momatbule HABYAHHA, NEPIOAHYHO OUIHIOKYH oo
NpakTHaRy ehekTHBAicTs, Mawts Gyrn Hapuanesi MpOrpamMu, 3aTBepIweH]
BLANOBIIHO a0 KepiBHHKOM BHpODHHITEA, abo KEPIBHHKOM BIILIITY KOHTPOIHO
sxocti. Heobxinxo 36epirat npoTokonm Hapuamms,

10. Moctyn y supobuuui npuMimenns (30HH) | 30HH KOHTPOMO SKOCTI
MosuKeH OyTH  10IBOJEHMI  yNoBHOBIKEHOMY HA | nepcoHany |
KoHTpomoBaTHes. Biasinysasi ta/abo npauisuukn, sxi we NPOALLIH HABYAHHA,
MOBHHHI MONEPEARLO NMPOiTH THCTPYKTaK, 30KpEMAa WION0 TreHIYHEY BHMOT 10
MEPCOHATY | BHKOPUCTAHHA SAXMCHOTO OIATY, Ta MOKYTh OTPHMATH J0MVCK 10
TAKHX MpHMilllens (30H), 33  HeobXinHocTi, 3a HAABHOCTI  BiANORI AHOTO
CYTnpoBoay.
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L1 Tpr npuiinatTi Ha poboTy KoweH NpailiBHEk, DiSTeHICTS AKOID MO#E
BINIMHYTH HA SKICTH AIKAPCEKHX 38c00iB, NPOXOINTE MEIHUHE ODCTEMEHHS, 4 B
NOJaTBIIOMY - NEPIOAMMHHA MeaMuMHHA  OrFnag  3rigHO 3 BUMOraMi
JAKOHOIABCTEA.

12. Kowua ocofa, Ska BXOOHTE ¥ BHPOOHHHI NpHMItIeHHS (30HM) Ta 30HH
KOHTPOMO  AKOCTL, NOBMHHA HOCHTH 3aXMCHHA ONAT, mo  Bianosinae
BHKOHYBAHHM HEID TeXHOMOTIMHUM onepanism. KoMnnekTHicTs, TepMinK laMinm
Ta NpaBKId NiATOTOBKH TAKOTO OJATY NOBMHHI GYyTH BMIHaueHi i IATBEPIKEH]
NILEHIIATOM AHD i3 BCTAHOBJIEHHM HHM MOPAAKOM T4 3 YPaxyBaHHAM BHMOL
HAJIEWHOT BHPOOHHYOT MPAKTHEM.

13. ¥ niuewsiata nosuuui GyTH BeTaHOBNEH! ririeHiuHi BHMOMH, o
BIANMOBINAIOTE BHIY JMIANLHOCTI, #KkWil NPOBANNTLCH, Ta 3abeIneueHo ix
AoTpumanud. LI BUMOIHM NOBHHHI, 30KpeMA. BEMIOYATH BHMOTH 10 CTaHy
3A0POB'A NEPCOHATY, TITEHIMHIX MPOLeAYp | TeXHOMOMYHOTO onary. Jlinenziar
MOBHHEH MaTH DOKYMEHTaLio 3 ririedn nepconany. JlineHsiar NoBHHEH BKHTH
HXOMH, 8Ki 6 rapanTyBanM, HACKUILKW 118 MOMIHBD, U0 WoLeH NpauiBHHK 3
IHQEKIIHHAM 3aXBOPIORAHHAM 400 PAHAME Ha BIAKPHTHX JiTAHKAX Tima He Dye
SAHHATHH ¥ BHPOOHUIITEI NikapesKux 3acobis,

14, Mae 6ytu 3aGoporeno fCTH, JKyBaTH, MHTH, NATHTH, & TAKOK s0epiraTy
TKY, Haroi, TIOTIOHOBI BHPOOH Ta ocoGucTi Jikapeski 3acoGu ¥ BHPOOHHYIHX
JOHAX, 30HAX KOHTPOMIO AKOCTI i 30Hax 3bepiranna, Mators 6yt saboponeni nci
1il, AKi NOpYIYOTh ririeHiuni BMOrH yeepequyi BHPOOHHYHX 30H abo B Oyab-
AKIl IHIIEHA 30H1, AKILO BOHM MOMKYTE HeraTHRHO BILTHHYTH HE AKICTB JiKapChimy
3aco0iB.

I5.  Tlpumimenns Ta  ofjagHaHdd  MEoOTh POITAIIOBYBATHCH,
NPOSKTYBATHCA, KOHCTPYIOBATHCA, NPHCTOCOBYBATHCA i eKCIUIVATYBATHCA TaKHM
“HHOM, 0O BOHH BUINOBITATH BUPOGHHMHM OTIEPALIAM, AK] B HHX NPOBOIATECH,
lpusiwenns cain npuGupary i nesindiikysarn migmosinmo no 3ATREPILACHHX
BLANOBITHOK NOCAA0BOI0 0COGOI MIeH3iaTa MHCEMOBIX MeToauk. OciTaenns,

TeMneparypa, BONOMCTE | BEHTHAALIA NOBHHHI  BIANOBIAATH  BHMOraM
HOPMATHBHO-TEXHIYHHX JOKYMEHTIB | He TOBMMHI HYHHITH HECTIPHATAHBOrO
BILIHEY Hi Ha mikapeeki acobu mij uac ix sMpobHMuTEa i 3DepiraHHa, Hi Ha

TOYHICTE PyHKUIOHYBaHHE 0B 1aaHAHNS, Hi Ha I paLli BHAKIB.

16. Tlpumimenns nosuwHi 6yTH  ocHameRi TakHM  YAHOM. 110G
safiesrieyyBarti MAKCHMAIBHHI 3AXHCT BLA NPOHHKHEHHS B HIX KOMAX Ta TBAPHH.

17. TloBuERI Gyt BauTi 3axomnm, 1o 3anobiraoTs BXOJY ¥ TMPHMIILEHHA
cTopoHHix ocih. BupoGuudi somm, somd KOHTPO/IO SKOCTI, CKAANCLK] J0HH He
MOBHHHI BHKOPHCTOBYBATHCH K NpOXiZHi s MEPCOHATY, AKHH ¥ HHX He
MpaLe,

I8, He mowmna snificHioBaTH omHowacko abo nocnizosso podOTH 3 pisHOK
NPOYKILIEID, B TOMY CAMOMY MPHMilLEHH], 38 BHHATKOM THX BHIIA/IKIB, KOJIH He
ICHYE PHIMKY NEperayTyBaHHA abo fMepexpecHol KOHTaMiHalil. 3a onoMorow
BIANOBLLHOT KOHCTPYKUIT Ta excrmyatauii BHPODHHUMX TeXHIYHKMX 3acolis nna
BCIET nponykuil mae GytH nonepemxena nepexpecha KoHTamMiHauia, Jaxoau
Moo 3anobiraHes  nmepexpecHiil  kouTaMiHauii  MawoTh CMIBBIAHOCHTHCA 4
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pH3HKaMi. [l1a OUIHKM T2 KOHTPOJIK PHIHKIB CNII 3aCTOCOBYBATH MPHHLHIH
YIPABTIHHA PHIMKAMH LA AKOCTI

JanerHo Bii piBHA PHIKKY A48 onepalifi BHpoGHHIITEA Ta/abo NakyBaHHS
MOKYTH OyTH HeoOXiZHHMH  cneuianbHO NpHIHAYEHi MPHMILIEHHA T3
oBAaIHAHES, 0D KOHTPOIOBATH PHINK, CTBOPIOBAHHA NEAKHME JTIKAPCHKHMH
npenapaTamMi.

[as supobuuuTea HeoOxiaHi cneuianbHO NPMIHAYMEH] TEXHIYH! 3acobM,
AKLLC TIKAPCERHI npenapar se1ge cobold PHIHK BHACII0K TOTD, W0

1) pu3mK He Mowe OYTH AAeKBATHO KOHTPONLOBAHHM PODOMHMH 3aX01AMH
Ta/abo TEXHIMHUMH 3acobamu, abo

2) HavkoBi JaHi 3 TOKCHKOMIOMYMHOL OLIHEH HE JOBOAATHL, WO PHIHK €
KOHTPONEOBAHMM  (HANPHEAAA, anepredla M CHIBHO  CeHCHOIMiZywouux
PeYOBHH, TAKHX 4K DeTa-1aKTaMu), ado

3) mignosiadi piBwl sanmuKopoi KiTBKOCTI, OTPHMAHL B pPe3yibIaTi
TOKCHKOMOTTHHOT OUIHKH, HE MOKYTE OYTH 3410BIIEHO BHIHAYEH] 34 10MOMOIOK
BT A0BAHONO GHATITHIHOTO METOAY.

BuroTtosienHs ceHCHOITIIYIOUNMX PEYOBHH, TaKMX, AK nediumiind abo
pedianocnopasy, C¢ij 3AIHCHIOBATH B CHEUIANLHO [PHIHAYEHHX 108 LWLOIO
BUPOGHHMMX 30HAX, SKI MOWYTh BKIKYATH NPHMIMENHA, obMajHAHHA 1A
obpofKH MOBITPA | TEXHOJOMYHE 0DAANHAHHA,

He aonyckaeThes BHPOOHWUTBO Ta/abo sDepiraHHA TEXHIYHMX OTPYT,
TAKHX 8K TNecTHUMaH (384 BHHATKOM THX, W0 BHKOPHCTOBYHOTBCH 1A
pUpOBHHITEA  Nikapchkwx  npenaparis)  Ta  repiumaM, Yy 30Hax,
BHKOPHCTOBYBaHHX U4 BHPOGHHITREA Ta/abo 30epiranHa NiKapceKHUX Npenaparis.

19. PoaramyeaHHs NpHMilleHb TNOBHHHE BIANOBIIATH NOCTIZOBHOCT
BHKOHAHHA ONepauiii TeXHONOrYHOrD MPOLECY | BHMOraM PIBHIB YHCTOTH,
VHEMOKIHBIIOBATH NEPEXPEILEHHA TEXHOIOTTHHMX, MATEPIATEHIK Ta MOACHKHK
NOTOKIB.

20. Postawypan#s i KOHCTPYKLIA npHMimledk | ofaagHaHHd NOBHHHI
IROANTH A0 MiHiMyMy pHIMK nomunok i 3abe3nedyBaTH  MOMIHBICTH
eteKTHBHOrO ouMIlieHHs H o0cIyroByBaHHA 3 METOI BHKNOYEHHA TepexpecHol
KOHTaMiHalil, HakonwueHHR nuay abo Opyny, DYOb-AKHX HECHPHATIHBIX
daktopie ana skocTi nikapebkux sacofis. [lpusimenHa # oOiaiHanHs, o
BHKOPHCTOBYIOTHCA JUIA TEXHONOTIMHMX Onepatii, #ki € KpHTHYHMMH WOA0
AxocTi Nikapchknx  3acobiB, NOBMHHI NPOATH  BLANOBIAHY Ksanidixauiwo.
[MpumilueHns ATd MaKyBaHHd nikapeekux 3acofis mopuHHI OYTH POITALLOBAHI
TAKMM UMHOM, 100 YHHKHYTH nayranudu abo nepexpecHol KoHTamiHauil
OnopanKeHHs TPHMILlIEHs NOBHHHO BIAMOBLIATH BHIHAYEHHM PIBHAM SHCTOTH,
Buytpiini nosepxui (cTiHM, nianora i cTens) NoBHHHI Aerko #i eeKTHEHO
OMHILATHCA | Je3H(IKYBATHCA.

21. Poboui TpyBonpoBonM, OCBITMOBANGHI NPHIATH, BEHTHIALIHE
YOTATKYBEHHA T4 MWD cucTem# oGCnyroByBaHHA NOBHHHI OyTH POITAIIOBAHI
TaKHM 4HHOM, wWod He Oyno 3arnubieHs, MO YCOKIAHIOWTL OYHILCHHA.
Ofnaananss Ta TpyGONPOBOIH NOBHHHI GYTH YITKO NPOMAPKOBAHI,
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72, Crokd nosHHHi GyTH signosinwmx  possipis i ofnagnani and
sanobiranus BoOpoTHOMY notoky, HeolxifHo yHMKATH BIIKPHTHX MHBANbLHHX
wonoBis: Ko BoHM weobxigni, To nosMHHL OyTH HErTHOOKHMH A
MOAErIeHHA OMHINERHS | Aesinderil.

23, BupoOHudi MPHMileHHS (JOHH) NOBHHHI BEHTHIIOBATHCA | MATH
Jaco0H 1A KOHTPOJIK Napamerpis NOBITPA BIANOBIAHO 10 YMOB NPOBEACHHA
TEeXHONOMYHOIO NPOLecy. TEXHOMOTIMHUX onepaiii,

24, 3BaKYBAHHA BUXIIHOT CHPOBMHH [OBHHHO TIDOBOIMTMCA B OKpewmii
KiMHATI (30HI), NPHIHAYEHIA I8 1O,

25, Y THX BHNaJAKax, KOnH BiaGyBAETBCA YTROPEHHA NTHAY (HAMPUKIAN Nij
yac Biafopy Npod, IBAKYBAHHA, IMIUYBAHHA TOUIO), NMOBMHHI OYTH BRKMTI
3AMOGIKHI 3aX0AH UO00 3anobirasug nepexpechii koHTaMiHanil Ta noJerueHHs
O4HLIEHHS,

26, CKIamceki 30HM TOBHHHI 3afesnedMTH YnopanxosaHe 3sOepiraHHA
pizHHX Kateropiil marepianis i npoXyKil: BHXIIHOT CHPOBHHH, NAKYBAILHUX
MaTepianis, npoMixuoi, HeposdacoBanoi Ta roTosol NPOAYKLI, 2 Takowm
AiKapchKMX 3acobiB, (10 IHAXOAATHCA ¥ KAPAHTHHI, NO3BOJNCHHX IS BHNYCKY,
BIAOPAKOBAHNX, NOBEPHYTHX a00 BIIKAHKAHHX.

27. CKnaiceki 30HM NOBHHHI OYTH YHCTHMH 1 CYXHMH, B HHX NOBHHHA
nigTpuMysatics HeoOxigna ans s0epiranns nikapcbKHX 3acobiB, NAKYBATEHMX
MATEPIANiB, CHPOBHHM, IONOMIKHHMX MaTtepianis Temnepatypa. Cknajceki
npuMimiesHs  nossHei  ByTH  obnanHaHi  CMCTEMONO  MPHNAHBHO-BHTIHHOT
BEHTHIALT MOBITPA 3 MEXaHIMHHM CHOHYKaHHAM Ta/al0 IHWHMH [HKEHePHO-
rexHi9HHMH 3acobamu aas sabesnetieHHa HeobXioHMX yMoB tDepiranns, fKi ciil
MATPUMYBATH, TEPEBIPATH | KOHTPONIOBATH,

Y zoMax npuiiMasHA Ta BinBaHTakeHHA noBuuen Oyrn 3abesneveHui
JAXHCT MATEpIanis | NpoayKuil B BIUIMBY NOTOJHHX YMOB.

28. lMoernna GyTH okpeMa 30Ha 07 Biabopy npod BHXIAHOL CHPOBHHH.
Skuo piAGip npold 3aifcCHIOETLCS B 30H1 30epiraHng, To HOTO COlO NPOROJANHTH
TAKHM 9uHoM, mob 3anobirTy konTasMinail abo nepexpecHiil KoHTaMiHALIL

29, Cunsnonioyi, oTpyiiHi PeMOBHHH, HAPKOTHYHI 3acobH, NCHXOTPONHI
pevoBHHM i mpexypcopn abo npoiykiilo, o X MicTHTE, cnin 3bepirati 8
feaneynnx | IANMILEHHX I0HAX BIANOBIIHO N0 BCTAHOBICHHX 3AKOHOIABCTBOM
puMor. JIng CHABHOLIKOHMHX, OTPYAHHX PEYMOBMH, HAPKOTHYHHX 3acodis,
MCHXOTPONHKX PeYOBHH | Npexypcopis afo mpoaykuil, mo X MICTHTb, NOBAHHO
1a0eINeuyBaTHCh BENCHHA NpeIMeTHo-KinbKicHoro ofiniky Ha Beix ertanax
BEHPODHHIITEA.

J0epiranus  Jikapchkux  3aco0is, #AKki MICTATE HapkoTHuHi  3acobu,
(CHXOTPOMHI PEYOBMHW | NPEKYPCOPH, IIFCHIOETHCA 33 HAABHOCTI AiLen3il
pizmoBiaHo A0 NyHKTY 22 gactmad nepwoi crarri 7 Jakowy Yepaium «[lpo
NiUEH3YBAHHA BHIIB TOCNOAAPCEKO] AIMABHOCTIN: KYNBRTHBYBAHHE POCIIHH,
pemouenux A0 Tabauui I [lepeniky wapkoTHuHHX 3aco0iB, TCHXOTPOMHHX
peqoBHH | mpexypcopis, sarepmmeroro KaGimetom Miuictpis  Ykpainu,
pozpofaenns, BHpoOHHUTEO, BHTOTOBJAEHHS, 30epiraHHs, NepeBeseHHs,
npuabadns, peanizauia (BIANYCK), BBE3CHHA HA TEPHTOPID YEpaiHH, BHBEICHHSA 3
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TepuTopil  VKpaiuM, BHKOPHCTANHS, 3HMILEHHS  HAPKOTHIHHX 3acoiB,
NEHXOTPOITHEX PEYOBHH | MPEKYPCOPIB, BKIIOYEHHX [0 3asnaenoro [epeniky.,

30. Mators 6yTi cTBOpeHi yMOBH 114 GelnedHOro i HamifiHoro sDepiraHHs
APYKOBAHHY MAKYBATEHHX Matepiaiis,

31. Cuposuna, MaTepianu, W0 HAAXOARTH, | roToBa NPOAYKIIA micns T
QIepHaHHA abo 3aBepuicHHa BUPOGHULITRA 10 BUAAYT Y IOBHOBAKEHOW OCOBOI0
AO3BONY HA BHKODHCTAHHA Y BHpOOHMUTEI abo BMnyck (peanmisauino) nosuHH]
YTPHMYBATHCA B KAPaHTHHI 33 JONOMOrOW po3fineHoro sbepirasHs  abo
BLIMOBIAHHX OPraHi3aiiiinux 3axolis B YMOBAX, BCTAHOBICHHX HOPMaTHBHO-
TEXHIYHOIO T0KYMEHTAILER.

Akmo  wapantud  sabeinedyerses  tinbkm  3Gepiramnam Npoaykuil s
OKpeMIX 30HAX, T0 Taki 30HW noBHHHI GyTH yiTko maprosani, Joctyn ¥ TaKi
I0HH Mae OYTH N03BONEHME TIBKM YIIOBHOBRKEHOMY HA Ie nepconany. byag-
AKA  CHCTeM3, MO  3aCTOCOBYETHCA  3AMiCTL  I3HYHOIO KapaHTHHY, Mae
sabeInevysaTi pisHouinHy Geinexy.

32. Konm sakynosyeThes npomikna i weposdacosana MPOIYKILA, 3 Hew
NpH O/IEPIKAHH] HEOGXIIHO NOBOMTHCA AK i3 BUXIIHOI CHPOBHHOI.

Bubip, ksanidikanis, aTBepIKenns NocTaMANEHUKIR BHXi THOT CHPOBHHH
Ta NIATPHMYBAHHA BIIHOCKH 3 HHMM, 3 TAKOX 3AKVITIBNA T CXBANTCHHS BHXiTHOT
CHPOBHHH MAFOTE DYTH 3a0KYMEHTOBAHI HK YacTHHA (DAPMALICBTHYHO! CHCTEMH
AKOCTI,

PiseHb warnamy mac signosizatn puiMkam, nos'ssasHuM 3 OKPEMHMH
pedoBiHaMH, (i 30epirath 10KasH, MO NiATEEPIAYIOTE CXBATEHHS KOWHODO
nocTavansHUKa [ matepiany. Bupobuuk nikapeskoro 38¢00y, 1110 3HAXOINTECH B
Vipaini, mac 30epiraTi npoTokonn woae naMuora NocTavamHs Ta  HOro
MPOCTERYBAHOCT] 118 KoWHOT itoMol peqoBHEH (B TOMY uue girogol PEYOBHHK
AK BHXIIHOI CHPOBMHH), Ui NpoTOKOAH MaoTs GyTH JoctymHumy. Heolxinno
NPOBOTHTH  AyIMT BHPODHWKIB | awcTpub'iotopie iMMX  pedoBHH ans
MIATBEPKEHNS NOTPHMAHHA HHMH BiIMOBIIHHX BHMOT HANEXHO! BHPOGHHYOT
MPAKTHKH T HanewHO! NpakTWrd Aumctpubyuil. Bracuuk  fJiunemsii  na
BHPODHMIITEO NOBHHEH NEPEBIPHTH JAOTPHMANHA UKHX BAMOr abo cam, abo vyepes
Oprafizanii, wo gie Bij foro iMeni Bignosiguo 1o KOHTPaKTY,

33. Yeci pevoBMHH, marepianM i npogykuis nosuHRi shepiraTHes v
BUINOBIAHAX YMOBAX | ¥ BHIHAHEHOMY NilleH3iaTomM NOPHRAKY Jns 3abesneyenns
NOJinY 3a cepiaMy (Napriamu) i oBopoTHOCTI ERIANCEKOMD 3anacy,

34. JlaGoparopii 3 KoHTpOmO AKOCT NOBHHHI OYTH BigOKpemneHi Bij
BHPOBHHYMX MpAMillleHs (30H), MATH B HASBHOCTI BignosiaHi i NPHAETHI MO
A 30epiraHHs 3pa3kie Tikapesinx wacobia.

[puminienHs, ¥ AKHX YTPHMYIOTBCA TBAPHHH, NOBHEHI GYVTH 1301bOBaH]
BIJL IHUIMX 30H, MATH OKpemuii BXil (ZocTyn o TBAPHH) | OKPeMi CcHCTeMH
HLANOTOBKH NOBITPS,

35. Jlomomizui somm (kiMuaru signownsky, inansmi, TYAMeTH Ta iHuli)
NoBHHHI By BiZOKpeMIeH] BN BHPOGHAENX, CKIATICHKHX 30H T2 30H KOHTPOJIH
AKOCTI.
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36. Jlinewsiar nosuHeH MaTH HeoOXxiaue supobuWye oONaHAHHS, SAke
NOBUHHO BIANOBIIATH BHMOTAM HOPMATHBHO-TEXHIYHMX IOKYMEHTIB, CHOEMY
(GYHKLIOHANLHOMY NPUIHAYEHHIO BIANOBIAHO 10 TEXHOMOTIYHOrD Mpolecy Ta
GyTH BCTanoRnene i inenTHHIkoBAHE TAKHM YHHOM, OB He AONYCTHTH PHIHKY
nomMunox abo KoHTaMiHaLLil,

37. 3acoDH BUMIPIOBAIBHOT TEXHIKH TOBWHHI MATH BLONOR 1Hui Dianazod i
TouHicTe, Ll 3acobu wepes su3IHaYeHi MIKMOBIPOMHI iWTepBANM nimisraroTs
NepskaBHii NoBipui BIANOBLAHO 10 BHMOT 3aKOHO1aBCT B,

38, YoraHOBKH Ins MIArOTOBKM BOAM | CHCTemu 1 posmoziay cnig
MPOEKTYBATH, KOHCTPYHOBATH i eKCnTyaTyBaTH Tak, wob sabenewnTH HagiiiHe
MOCTA4AHHA BOJAN BIANOBITHOT AKOCTi, nepenfayenol TexHONOTIEK BHPOGHHITE.

39, CramionapHi Tpybonposoas MaoTe OyTH 9iTKO MapkoBai i3
3ATHAUSHHAM IXHBOTO BMICTY, H& HHX MOBHHEH OYTH NOIHAYEHHH HanpaMok
MOTOKY.

40, Jlinenniar nNOBMHEH MaTH [N IAIACHEHHN JIANEHOCTI  HHHHY
HOPMATHEHO-TEXHIYHY  NOKYMEHTAUlO, JAOKYMEHTaUild i3 cTaHZapTHsawi
AIKAPCBRHX 33C00iB, & TAKOK JOKYMEHTH, IO NiATBEPIKYIOTE 3aiHcHenns Gy 1b-
AKOT 1iAnBHOCT 3 BHPODHHUTBA NIKAPCEKHX 3acOBiB, ¥ ToMy umeni cnetaikatii
abo MK, meroausn (cTanmaprai onepauiiini npoueaypu Tomo), NpoTOKoTH
(ypHANH, JocLe cepil).

41. 3asHaveHi NOKYMEHTH T2 IMIHH 10 HHX TOBHHHI ByTH 3aTBepLKeHi,
MUAMHCAH] TA 1ATOBAHI VIOBHOBAXEHHME Ha Lie ocobaMu JilensiaTa,

42, JliuensiaT NOBMHEH CTBOPHTH il MIATPHMYBaTH CHCTEMY J1OKYMEHTALLT,
JACHOBAHY HA  CReUHQIKALIAK, BUPODHHYHX pPELENTYPaX. TeXHOMOTIYHMX
IHCTPYKLIAX T4 [HCTPYKLISX 3 NAKVBAHHA, MeTOIHKAX, NPOTOKOMIAX, WD
OXOMMOIOTE BUKOHAHHA Pi3HHX TeXHONOTIMHUX onepauiii. JokyMeHTH NoBHEHH]
30epiraTHes NPOTATOM YCTAHOBIEHOTO 1% LHX JOKYMEHTIR TepMiny. Metonukn
ANS FArAIBHHX TEXHOMOTIYHHX onepauiii | yMos X NpPOBENEHHA MOBHHH]
sbepiraTica Ta GyTH LOCTYNHHMHE PaIoM i3 TIpOTOKOTAMK BHPODHHLTEAE KOWHO]
cepii. lleH nepenik nokymMeHTIE NOBMHEH KO3IBONNTH NPOCTEHATH  ICTOPIKD
BHPOOHHLUTER KOMHOT cepil,

43. llporokon mupoBuuursa cepii aocaimkyparoro NiKapCBKOro sacofy
MOBHHEH 30epiraTHCA He MeHIIe N'ATH POKIB NiCAA 3aBeplUIeHHA a6o MPHITHHEEHHA
OCTAHHEOTO KNIHIMHOTO BUTIPOGYBAHHA, ¥ AKOMY CEpif BHKOPHCTORYBAIACH.

44, llokymenTalliio, Wwo #pOTOKOMIOE  BHPOGHHITEO (mpoTokomm),
HeOOXIIHO YKIa1aTH | KOMIIEKTYBATH Nijl 4ac KOWHOT TeXHONOriNHOT onepauii
(aif), mo 3nificHioeTses, Ha komuy BHTOTORNGHY Cepit0 abo uacTHHY cepii
HeoOxiaHO 3fepiraTh nportoxonw Ti eMpoSHMUTBA, NaKyBanHg Ta BHITYCKY
(peanizauii). Lli npotokony noBuHEI 3BepiraTics e MeHIIe oIHOrO POKY micns
IAKIHHEHHA TEPMIHY NPHIATHOCT] cepil Nikapckkoro 3acoby abo He MeHie n'aTH
POKIB Micns sujaui YnosHoBaxeHoo ocofolo 0380y Ha BHITYCK (peanizauito),
OpH  uboMy obupactecs Oinewmi 3 Tepsinie s0epiramus.  Kputwumy
NOKYMEHTAUI0, BKIOYAYH NEPBHHHI OaHi (HANPHKNAN, Woae Banigauii abo
CTabLBHOCTI), MK MATREPIAYIOTE indopMalito ¥ peecTpatlifiHOMY qocke, Cil
3DepiraTi JOKH Jic peecTpauiiite nocBLIMEHHS,
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45. Y pail skmo 3amicTe NUCEMOBHX JOKYMEHTIE BHKOPHCTOBYIOTLCS
CHCTEMH eeRTPOHHOL, (hoTorpaditHoi abo iHmol oGpODKH AaHHX, NiueH3iaT Mae
NpoBeCTH BAMINALII0 TAKWX CHCTEM, 0ol NpOOEMOHCTPYBATH, IO JaHi
BIANOBIIHO MOWYTe OyTH 30epeseHi NPOTATOM YCTAHOBIEHOTD TEPMIHY
wepiranns. Jlaui, 30epeseni UHMH CHCTEMaMH, NOBHHHI OYTH B JOCTYTHIH Ta
sposyMinid opmi. Jasi, wo sdepirarorses B enexTporHiA dopMi, noBHHHT GyTH
AXHUIEHT TAKMMH METOJAMM, AK KOMiOBAHHA abo CTBOPEHHA peiepBHOl Komii,
nepeMiliedHa Ha imMi Hocif nna sbepiraHug, wWo nonepemkae BTpary abo
BHIpasneHHs ganux. Jliuensiat noBHHEH NPOBOOMTH KOHTPONBHI NEPERIpKH
oepeReHHn LHX JaHnX.

46. TexnonoriaHuil NPoUEC MOBHHEH NPOBOIHTHCL V NMPHIHAYEHHX 118
UBOrD  BHPOOHMYHX NPHMIMIEHHSX HA  BUANOBLAHOMY  TEXHONOFIMHOMY
oOMadHaHHl 3riOHO 13 3aTHEPAKEHOID NiUeH3iaToM  HOPMATHBHO-TEXHIMHOK
HoxyMenTauiero. Yol onepamii TEXHONOTHHOTO NMPOLECY MaWTh 3iHCHIOBATH |
KOHTPOMIOBATH MPAlUiBHHKH 3 BIANOBIAHOKW KBani(ikauielo, y KiabKOCTi, w0
3abe3neuye BUKOHAHHA LIHX Onepaiii,

47, byne-gxe HOBe BHpOOHMUTBO Nikapcekux sacobis abo amauna miHa
TEXHONONMHOrO MpoLecy MalTe NpoiTH  Banizauiio. Kputwani  cranii
TEXHOJNOTIYHOrO NPOLECy NOBKMHHI N UIARATHCS MepionnyHiN pesaniauii,

48. bynw-axi nil, npopeleHi 3 PeMOBHHAMMH, MATEplanaMH | NIKAPCHKHMHE
3aco0amu, Taki SK oNepHaHHA, KapaHTHH, Biadip npod, 30epiranua, MapkyBans,
BHTOTORMEHHS, posnodin, obpobka, nakyBaHHs, NOBMHHI 3aificHioBaTHes
BIAMOBIAHO [0 BCTAHOBAEHMX TineniiaToM Metoamk abo iHCTpykuid Ta
ﬂPU’I'ﬂKDJIHJEﬂTHCH.

49. TlosunHl BYTH BRHTI BiANOBIAA] TexHidHl abo opranizauilini saxom,
ol YHHKHYTH nepexpecHol koHtaminauii i noytanmsn. Y pasi supoGuuiTsa
ACCALTKYBAHMX TiKapehkuX 3acobiB ocobnuea yeara nosuina OYTH npHOineHa
CTANIAM KOIYBAHHA TIKAPCEKHY 3ac0bis.

lMepexpecnii  koHTaminauii  cnin  zanobiraTH, APHALAKOYH  ysary
KOHCTPYKLIT npuMimens Ta obnanHanud. Lle mae cvnposomsysaTies VBArow 1o
po3polkH Npolecy Ta BOPOBALKEHHAM OVAb-SKHX BUITOBIIHMX TEXHIYHHX Ta
oprasizaifeex 3axo4ie, BmOYMloun edexkTHBHI TR BiATBOpOBaHI npouecH
OUHIIEHHA TA KOHTPONL PH3UKY NepexpecHol KOHTaMiHawii.

A ouiMKM Ta KOHTPOAK PHIMKIE nepexpecHol KoHTamiHauii, mo
NpencTasnedi BHPOOIIOBAHOI NPOAYKLIEK, il BHKOPHCTOBYBATH NpOLec
YOPABTIHHA PHIMKAMH AR AKOCTI, W0 BKIWHae B cebe ouinky cunm aii Ta
TOKCHKONOriUHMX mnacTHeocTei. Takox cnia npHiiHaTH 10 yeary Taki dakTop:
KOHCTPYKUIN TEXHIYHMX 3ac0bis / obnaiHanns 1a iX BHKOPHCTAHHA, MepcoHan i
marepianbHui  norik,  MikpoDionoriunMii  KOHTPOMbL,  (i3MKO-XIMiuHI
XGPAKTEPHCTHEH [II0MOI  PeYOBHHM, NAPAMETPH  TEXHOMOMIMHOTO  [pOLECY,
MPOLECH OMHINCHHA Td AHATITHYHI MOAUIMBOCTI CTOCOBHO BIAMOBIZHHX MEX,
BCTAHOBIEHHN 33 pe3yabTaTaMH  ouUiHKH npoaykuii. Pesyawtar npouecy
YUPARTIHHA PHIMKAMM 108 AK0CTI Mac OYTH OCHOBONY /48  BHIHIHSHHS
HEODXIIHOCT] CreuiansHOro TPHIHAYEHHA NpHMIlLeHL Ta OONAIHAHHA 11A
KOHKPETHOr0 mEapceroro 3sacoby abo rpymu JikapeekHx 3acobis, a Takow
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ctyneus Takol Heodxigpoceti. lle mome mrmouatH B cefe cnemanbHe
NPUIHAYEHHA JeTaned, W0 KOHTAKTVIOTE 3 nponykuicw, abo cneuianepHe
NpH3IHAYEHHA  BHPOOHHYMX  TexHiYnuX 3acobis  suinomy. 3a  vMoBH
obrpyuTysanns mMowe GyTH npuiHATHAM obMemeHHs BHPOOHH4O! AIATBHOCTI
BIJOKPEMIEHOI ABTOHOMHO BHPODHHMYO0I0 30HOK B MEKax DaraToLinboBHX
TEXHIYHHX 3acobis.

Pesynwrar npoliecy ynpaBniHHA PHIMKAMH 108 AKOCTI Mae GyTH OCHOBOIO
JUIR BHIHAYEHHA CTYNEHA TEXHIYHHK | Opradizamifienx 3axo0is, HeoOXInHHX 118
KOHTPOIID PHIHKIB NepexpecHol konTaMinauii. Lle Moxe BEmoyaTi Taxi 3axo/m,
ane He oOMeRYBATHCA HHMM

50. Tlpouec supobHuuTBA HoCHlAKYBAHHX JiKapchkux 3acoBis mopHHEH
NpolTH Banifaniio y ToMy ofcssi, wo € BLINOBIIHAM A8 nesHoi cradil floro
pospobkn.  Banminanino  maiote  npoiiT  npuHadiMpi  kpHTHEHI  ctamil
TEXHONOTIHHOIO Mpouecy, THmy crepmiizawii. Yei cragii 8 pospobui i
BOPOBALKEHHI  TEXHOJOTMHOTO  mpouecy  NOBMHHI  OYTH  MOBHIiCTIO
JTOKYMeHTORaHI.

51. KoHTponk NepRHHHOTD | PYKOBAHONO MAKYBANBHOIO MaTepialy, a
TAKOA [OBOJKEHHS 3 HHM [OBHHHI NPOBOIMTHCH 3riAHO 13 JATBEPIKCHHMM
MUEHIIATOM METOTHKAMH.

32, [pykobani marepiany noeHHHI 30epiraTiea B Ge3nednmx yMoOBax, WO
BMKTIOHAIOTE JOCTYI CTOPOHHIX ocif. Pospisasi eTeketsn il imwmi pospizani
ApYKOBaHI Matepianm Heobxinwo 3bepiraTh | TpaHCNOpPTYBATH B YMOBAX, 10
sanoGiraik O Tx nepenayTysannio. [lakysaneni Matepiany MORHHHI BMAABATHCS
/i BHKOPHCTAHHA YNOBHOBEMEHHM Ha Ue MNepcoHAloM  BIANMOBIAHO 10
FATBEPIASHO! MUEH3IaTOM METOIHKH.

53. Ilpoctpouennii afo Takuii, wo BHIlWOR i3 YAKHTKY, nepsuHinil abo
ApYKOBAHWH NAKYBAILHUA MaTepian meolxiauo IMMUIYBATH, 3 (DAKT IHHIICHHS
POTOKOIHOBATH.

54. Kontpons axocti nikapeskix 3acobis Nosnien NpoBOANTHCE IMAHO 13
MeToKanMK, BU3HaseHmwn MECS ta/abo cneundikauiamm,

53. Mieas suaadi YnopHOBAKEHON 0coOD0I0 NTUEH3IATA JOTRONY HA BHITYCK
(peanizaiilo) nikapcekoro zacoby weofixigmo 3Gepirati A npuaathwit ans
peanilallii sanac B yMoBax, yeranosaenix MKS ta/abo cnemudikauicio,

56. BinGpakosani pevoBHHY, MaTepiany | NPoONYKUIN NOBMHHI BYTH 4iTko
MapkoBaHi A 30epiraTies okpemo B 3oHax 3 o0MexeHuM 1ocTymoM. byan-sxi mii
3 HHMH NOBHHHI §YTH 3a0POTOROIBLOBAHT YNOBHOBAKEHHM Ha LE EPCOHATOM,

37, KowHuH nilewiiar noBHHeH MatH BiLAIn (niapoimin) koHTpoo
AKOCTI, 32 BHHATKOM BHMAIKIB, 3asHaueHwx ¥ NyHkri 58 uworo poaainy, v
PO3NOPAIKEHH] AKOrO € ofHa af0 IeKiNbKA KOHTPOTBHHX Jaboparopiii. Lle#
BIAAIN (Ninposain) nosuHeH (yHKUIOHYBATH HE3AIECHMHO B IHIDMX BILIIIB, a
Horo  naboparopid  noBuHHa OyTH  aTecTOBAHA BIANOBIAHO 10 MOPATKY
NpoBeleHHs ramy3eBoi arectauii nabopatopiil 3 KoHTpomO skocTi Ta Gesnexy
JiKkapeekux 3acobiB, JATBEPIKEHOTD LEHTPANLHIM OPraHOM BHKOHABYOT BIAIH,
Mo 3abesneyye GopMyBAHNHS NepkRABHOT MOMiTHEK ¥ chepi OXOPOHH 3T0POR'A,
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58. ¥ pa3 Biacyrsocti y niunensziata BaacHoro sigginy (minposainy)
KOHTPOMKY AKOCTI ald OKpeMoro BHTPOOYBANBHOrO ODIANMAHHA HW 3acobin
BHMIPHOBAIBHOT TexHikM Jana  3afe3nedeHHs  awalizy sKocTi 33 BCiMa
noxkasHHKaMu, nepeadavenumn MEHA, konrpone sxoct moxe sgiicuosaTnce 3a
JOroBopoM 3 nabopaTopield, aTeCTOBAHOW BIATIOBIAHO 10 NOPAIKY NpPOBEIEHHS
rany3esol artecrauil naboparopif 3 KOHTPOMO SKOCTI Ta GeImekH MiKApChLKHX
3ac00IB, 3ATBEP/UKEHOID [SHTPATBHHM OPraHoM BHKOHABYO! BAZAM, 10
sabesneuye opMysanna IepaaBHol DONITHEN ¥ cepi 0X0poHK 310poR's.

59. Illpumimienns i ofnannasns KOHTPOIBHHX Nafopatopili NOBHHHI
BIANOBINATH BHMOTAM 10 BHIPOOYBaHE, AKi NPOBONATC B UWX TabopaTopiax.

60. Kowrpons y npoueci BMpoGHMUTEA, ¥ ToMy udeni i Toil, mo
BHKOHYETBCH ¥ BHPODHHYOMY NpPHMILIEHHI (30HI) BHPOGHMYMM mepcoHanoM,
HeoOxinno 30ifCHIOBATH  BIANOBIAHO [0 3aTBEPIUKEHHX METONIB, & jioro
PE3yNbTATH - npoTtokouitosath. [lepsrani Aani, saikcoBan B TAKHX NOKYMEHTAX,
AK nabopatopi wyprans Ta/alo NpoTOKOIM, NoBMHHI 30epiraTMca Ta GyTw
AOCTYTHHMH U8 03HAHOMIIEHHS,

Metonu Bunpobymaws mawTe npolith saninauiro. ¥V nabopatopil, ne
JACTOCOBYIOTE METOJl BHOPOOYBaHHA | A¢ He NPOBOIMIH NEpsicHY Banilauio,
Cil NPOBECTH BepHiKallilo npuaaTHocTi MeTody BMnpobysanns. Bei onepauii
U010 TpOBEACHHA BHOPODYBaHL, ONHCAHMX ¥ peccTpaimifiHomy nocke afo
TEXHIYHOMY [0CEE , HeoGXiIHO MPOBOJNTH 3riIHO 3 JATBEPIKEHIMH METOIAMM,

61. llepen supauers Ynoswoeawenow ocolol0 103807Y HA BHIVCK
(peanizauito) abo 3acTocyBanma cepii ¥ Eniniummx BHOPOOYEAHHAX OIIHKA
MIKAPCEKOTO 3aCo0y NOBMHHA OXOMUIOBATH BCI YHHHHKH, BETIOYEIOMH VMOBH
BHPOOHHIUTEA, peiynsTaTH BHNpobysads v npoueci BUPOGHHLUTBA, OFJNAN
BApOOHHUOT  QOKYMEHTALIl  (BKmMOYAK0NH AOKYMEHTAIIID 3 NaKyBaHHA),
BLANOBIAHICTE cneundikanism Ha nikapeskuil 3acib | mepepipky ocratounoro
roToBOre nakysanuf. bynp-Aka SoxymeHTamia MOAO0 KOHTPOMIO AKOCTI, #Ka
HANEKUTE JIO MPOTOKOTY cepil, nosMAHa 30EpiraTHCA He MEHILE OJHOrD POKY
MICAR 3aKIHYEHHA TEPMiHY TIPHIATHOCTI cepii afio He MeHIIE W'ATH POKIB Micns
BHIa4i J03BONY HAa BHTYCK (peanisauiio), mpH usomy obupaeThes Ginsumii
TepMinie bepiranus.

62. ICDHTpﬂ"lE.Hi 3pa3skH  KOWHOL cepii  nikapcekoro sacoby Ta
AOCHIKYBAHUX  JliKapeekux  3acobiB  HeoBxizHo ‘IEEFIZII'ETH ¥ CTIOMHBYHX
NAKYBAHHAX Y PCKOMEHIOBAHHN YMOBAX OJMH PIK MIiCA8 3aKiHueHHA TepMiny
NPHAATHOCTI. 3pasky BHXIAHO! cHPOBHHM (KPIM POSMMHANKIB, ra3iB i Boau) Ta
MaKyBalkHHX MaTEPIANiB caij EﬁeplraTH HE MEHLUE HiX IBa POKH 1icns BHOYCKY
cepii MiKapCBKOTO mmﬁ} AKIWO 1e aozsonse X crabinkLHicTh. KﬂHTpﬂ.T[I:.Hi
3Pa3KH CHPOBUMHM, MaTepianis i nikapeekoro 3aco0y NoBHHHI OyTH B KinkKoCTi,
10 NO3BOMSE JATACHHTH TX NOBHHI NOBTOPHHI KOHTPONL He MEHIIE Hik ¥ IBOX
MOBTOpaX.

63. Vei onepauil wogo nposefeHHA BHNPOGYBAHL, OMHCAHMX Y
DOKYMEHTaX peecTpauiHHOro  gocke, HeolXiAHO NpoBOIMTH  3rigHO i3
3ATBEPIAKEHHMH METOAAMH.
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64. Tuapunm, SKHX BHKOPHCTOBYIOTE /LIS [IpOBeeHHS BHIIPOOYBAHD 3riHO
I3 3aTREPIKEHHMH BIINOBIAHO 10 3aKOHOAABCTRA METOIMKAMH, VIPHMYKITHCS |
KOHTPOJIIOIOTHCA TakKHM MMHOM, W00 3afeineydTH 1X NPHAATHICTE A0S
JANMMAHOBAHOND BHKOpHCTAHHA. Teapuwk  noBuAHI  OvTH  igedTudikosasi.
JliueHsiaT NMOBHHEH BECTH HATSWHHM HHHOM MPOTOKOMM, WO BLITROPIIOTH
ICTOPLO IX BUKOPHCTAHKA,

65, JlineHsiar MOBHHEH CTBOPHTH CHCTEMY NPOTOKOMOBAHHA | poirnsay
peraaMauiii Ta eQeKTHBHY CHCTEMY ILBHIKOTO BIIKIHKAHHA NKapchKHX 3acobiB
3 Mepewi ontosol Ta posapibuol Toprieni (AnA AocHiKYBAHHMX JNiKapChEMX
3a¢00is - 3 KaiHivEHX Ga3). V pasi BiAKIMKaHHs cepil NnikapchbkAX 3acobis, w0
nos'A3aHe 3 11 AKICTIO Ta Ge3nexomw, Niuensiat nosuHed noindopmysars opray
TILUEHIYBAHHA Ta, ¥ pasl CKCnopTy, BIANOBIAHI YNIOBHOBAMKEH] OPraHW IHILIHX
KpaiH.

66. Jlinensiat  30008'a3aHmil nposoauTH  camoidcnexuii,  wod
KOHTPOMIOBATH BNPOBAMKEHHA il NOTPHMaHHA HANEMHO! BUPODHHYOT MPAKTHKH
A8 BH3HAYEHHA HeoOxiguux 3ano0ikHIX TA KOPHIYBANBHHX aiH. CaMoiHcneruis
NOBHHHA  MPOBOIMTHCA  YNOBHOBAMEHMMH  JIUEHIATOM  HeIwNemHHMH
KOMIETEHTHHMH  IOTATHAMH  NPALIBHAKAMHE  3ri0HO 13 BCTAHOBJCHHMH
miyensiatom mMetonmKkaMi. 3a HeoOXinHocTi Mo#e GyTH npoBeneHuN Hesanew Hiil
aylNT eKchnepraMM IHIWMX  yeranoB Ta  opradizauifi. Tlposenenns  Beix
caMoiHCnekiiil HeoOXigHO NPOTOKOMIOBATH,

67, JoBHIIIHY {4y TCOPCHHIOBA ) NIANBHICTE.

byAb-AKY AANLHICTS, HA AKY NMOUHPIOETHCH YHHHA HACTAHOBA 3 HAICKHO]
BUpoOHKYOT NpaKTMKH, WO TapMOHIZoBaHa i3 saxononaecteom €C, i gxa ¢
30BHIMINLOK (aYTCOPCHHIOBOIO), HEODXIHO BIANOBIJIHMM 4MHOM ONHCYBATH,
MOTOLKYBATH | KOHTPOMIOBATH, 00 YHHKHYTH HENOPO3YMilb, AKI MOKYTE CTATH
MPUYKHHOK  HE3anoBLIbHOI #AKocTi  nikapeskoro  3acofy  abo  misabHOCTI,
Heobx11na HagBHICTE MHCAMOBOTO KOHTPAKTY MI¥ 3aMOBHMKOM | BHKOHABLIEM, ¥
AKOMY WITKO BH3HaueHi ODOB'A3KM KOEHOI cTopond, YV cucTeMi yrnpamniaus
AKICTHO 3aMOBHMKA Mae OyTH JiTKO BCTAHORIEHO NopaaoK Aifl Ta nosHa
BIANOBINATEHICTE YNoBROBAMEHOT 0cO0M, UI0 BIIAE 10BN HA BHIYCK KOXKHOL
cepii nikapcekoro zacofy.

Vel saxoam mono 30BHILHEDT (Y TCOPCHHIOBOT) JIANEHOCT, BKIIOYA0NH
OyAb-AKi 3AMPONOHOBAHI 3MIHH TEXHIYHHX abo IHIIMX YMOB, cain 3MiHCHIOBATH
BUANOBIANO JI0 YHHHHX PEryJIATOPHHX BHMOT T4 PEECTPALiiHOND 10ChE HA
BIANOBITHME NiKapchkmil sacid, aKio HeobxiaHo.

Skilo BnacHMK peccTpauifiHOro NOCRIIYEHHA | BHPOGHMK HE ¢ oaHiew
0CODOD, MIH HUMM Mae Oy T yKaa eHnid BiaNoBiIHKI KOHTPAKT,

3aMOBHHK NOBHHEH KOHTPOMIOBATH | NEPEBIPATH il BHKOHABLS, 3 TAKOW
BIIPOBA/KEHHA HHM Oy AB-AKOID HEoDXITHOTO TONiMIeHHs,

Y KOHTPaKTl Mac DYTH HiTKO ONHCAHO, XTO € BIANOBIAANBHHM 38 KOKHMI
€Tan  30BHIHBOL (AYTCOPCHHIOBOI) MIANLHOCTI, HANPHKNAL, YIPARTIHHS
SHAHHAME, [(epenaqdy  TexHojorii, 3afeImedeHHs  NaHIIOra  NOCTABOK,
CyOKOHTPAKTHY [iSNBHICTE, AKICTe | 3akynismo marepianie, 3a npoeeaenns
BHIPOGYBAHL Ta BHAAYTY N0IBONY HA BUKOPHCTAHHS MaTepianis, 3a BeleHHA
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TeXHONOMYHOTO MPOLIECY T2 KOHTPO/E AKOCT] (BKIFOYAI0MH KOHTPONE Y NPOUEC]
BHPOOHULTEA, BiABip npod i ananii).

Bei npoToko/u, NoB'S3ani i3 30BHIIHBOK (ay TCOPCHHTOBO) TIATEHICTIO,
HAMPUKNAL: MPOTOKOTH BHPOOHMUTEA, aHam3y Ta [OHCTPHOYUIL a TakoK
KOHTPOALHI 3paski MaloTe 30epiraTies y 3amosuuka abo GyTH fomy LOCTYNHI
Byik-sKI MNpOTOKOAM IIOAO OLIHKH HKOCTI  nikapeexux 3sacobis y  pasi
npen'aBaeHHA npetelsiii abo nepeafauysanoro Gpaxy, abo NpH poO3CAIAYBAHHI ¥
pasi nepenGauyeadol panecupikawii rikapeskix 3acobis MawTe OYTH JOCTYIHI
FAMOBHHKY | TOUHO BMIHAYEH] B HOTO BIAMOBIAHHX METOAMKAX,

YV Bunaaky sHpoOHHUTBA 32 KOHTPAKTOM BHKOHABEHL NOBHHEH MATH
NieH3I0  HA NPOBAMEHHA [OCNOJAPCHEOT  AIMABHOCTI 3 BHPOOHHUTEA
Aikapeekux 3acobip. Yei IOMOBNEHOCTI 1080 BHPODHHUTEA T4 AHAMTY NOBUHHI
pianosigatd  JliueHsifiHHM  YMOBaM, HanexHiil  BHpOGHMuIH  npaKTHL,
HOPMATHRHO-TEXHIMHIA JOKYMCHTAWIT HA JikapchkHil 3acid Ta OyTH noromxeni
0DOMA CTOPOHAMH.

68. Pexnamantii, IefiekTH SKOCTI TA BLIKIHKAHHA NIKAPCEKHX 3ac00iB.

Cnin MaTH CHCTEMY Ta BIANOBIAHI NMPOUEIYpPH N4 [POTOKOMIOBAHHA,
OUIHKH, POICTIAYBAHHA Ta OFNALY pexnaMaiii, BRIOYaodH noTeHuwiini Jedexktn
AKOCTI, TA TpH HeoOXIAHOCTI N8 efeKTHBHONO 1 MBMAKOTO BiIKIHKAHHS
NIKAPCEKHX Mpenaparis Ui MOAHHH, 4 TAKOW JOCHIIKYBAHHMX JIKAPCHEHX
sacobis 3 mepesi guerpudyuil. Jlo polcninyBaHHs T4 OWHIOBAHHA AedekTis
AKOCTI, 8 TAKOW 10 NPOLECY MPHITHSTTA PilleHs [HOA0 BIAKTHKAHHS JIKaPChKOTO
3aco0y, KOpPHIyBaNbHHX 1 3ano0iKHHX 3aX00IB Ta IHIOHX A1 08 3HHKEHHA
PHIMKY CiJ 3ACTOCOBYBATH NPHHLHMK YTIPABIIHHA PHIHKAMH 1718 SKOCTI.

[ndopManio, WMo NOBIAOMIAKTE ¥ 3IBAIKY 3 MOGKIHEHMH JedexTamm
SAKOCTL, CALL 38I0KYMEHTYBATH, BIJIIOYaI0UH Bei BHXIAHI noapoduui. BaxkHicTs Ta
macmrad Beix  gedexTiB  AKOCTI, OpO  HKl  OOBLAOMIEHO,  HeoDXIIHO
AJOKVMEHTYBATH Ta OLIHHTH,

Y pianoeine #a gedext skocTi MawTe OyTH BH3HAWeHi i 3gilicHeni
BLATOBIAHI KOPHTYVBANBHI Ta 3anobDimdl i, Edexrusicrs Takux mii cnin
[epeBipATH T4 OLIHIOBATH.

Ilicna toro, sk nikapceknii 3acib Gyve poamilnennii Ha pHHKY, OVIb-fKe
BHIYVUEHHA HOr0 3 Mepewl IAcTpHOyUll BHaAchinok gedekty AKOCT Chill
POIIASATH AK BLAKIHKAHHA TA YIPABIATH HAM 8K TAKHM.

ITpotokonn  awuetprbymii  cepil/nikapcekoro  3acofy  MaioTe  GyTH
AerKOA0CTYIHI 418 0cobu (oci), BiANOBIIATLHOI(HX ) 38 BLAKNHKAHHA, | MICTHTH
iHopMalile [po ONTOBHX TOprosuis i GeanocepeiHL0 3AMOBHHKIE, HKI
OJepAaATH NiKkapchKuH 3acih (i3 3a3sHaMeHHAM anpecH, Homepie Tenedory i/abo
tharcy, WO NpaloTs UIN0A000B0, HOMEpPIE cepil TA4 KIABKOCTI MOCTABJEHHX
MIKAPCHEMX 3aco0iB), BKINOMAIOHMH THX, [0 MOB'A3aHI 3 €KCNOPTOM NiKapCEKHX
3ac001B Ta NOCTAMAHHAM 3PA3KIB NIKAPCEKHX 3300018,

Y BHNankax, KONH JIKApCHKMA 3acid npu3IHa4weHH# OANA BiOKIHKAHHA,
@IAANErAL il NoIHGOPMYBATH BCI JANIKABAEH] KOMNETEHTH] VIOBHOBAXKEHI
OpraHu.
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Bingnskaunii nikapesknii 3acib cnin izentudikysary i 36epirati okpemo B
Oeaneyniii 30H1 B 04IKYBAHHI PilIEHHS PO NOZANLLILL T 3 HEK,

Cnia nepioguuno ouinoBaTH edeKTHBHICTL 3aX0JiB MOA0 BiAKTHKAHD,
wod miaTEepAHTH X HanifiHicTs Ta npunatHicTs, Taki OWIHEH MalOTh
OXOIUIHOBATH SK CHTYAWT ¥ Mexax pofoyoro gacy, Tax i cHTyauil nosa pobosmii
Yac; fpH OPOBEJCHHI TAKOIO OUIHIOBAHHA CNij NPHILIHTH YBary BHKOHAHHIO
yaaBaHHX 1if 3 sigxaukanna, Take ouimosanns HeofXiaHO sa10KyMEHTYBATH Ta
OOIPYHTYBATH.

69, CamoiHcnexizia.

3 MeToi0 KOHTPOMO BiANOBIHOCTI MPHHUMIAM | BHKOHAHHE (PABHI
HAIEWHOI BHPODHHYO] NPAKTHEH, & TAKOWK NPonosuilil HeoOXiaHHX 1anodikHux
Ta KOPUTYBANLHHX J1ill CNia MPOBOIHTH CAMOTHCIEKILIKD,

Mpamiwenns, obragHadHs, [OKYMEHTAUiD, TeXHOMOTIYHNI] npouec,
KOHTPO/B AKOCTI, AMCTPHOYOIO NiKAPCRKUX 3aco0IB, MUTAHHY, IO CTOCYIOTECH
NEPCOHANY. 3aX0IH 1010 poloTH 3 peKTaMaIliAMHA Ta WOA0 BLIKIHKAHE, 4 TAKO®K
MAMBHICTE 3 CAMOIHCTIEKTYBaHHH  weoGXiAHO peryjspHo  moc/mijpkyBath
BUANOBIIHO 10  3a3Jafnerife  BHIHAYEHO! [porpaMy 1A nepesipkH  ix
BIANOBIAHOCT] NPHHUMIAM 3a0eINeYeHHA AKOCTI,

MpoBeaeHHs BCIX caMOIHCNEKUIA Cif NMPOTOKOMOBATH. 3BITH MAlOTH
MICTHTH Bei CnoCTepekeHHA, 3pobaeni nin wac incnexuii, i npu weobxizHoCTI
nponosHiil 3anobixHUX T2 KOPHIYBaJbHHX nill. Takom MaoTs OyTH cKnanexi
ohiuiitni IBITH Npo 11T, npoBeaeHi BHACAIAOK iHCHeKLH.

70. BupoGHHUTBO CTEPHABHUX NiKapehknx 3acobis, Gionoriunmx (y ToMy
HHCAT  IMyHODIONOTIYHKX) Jikapcekux 3acolis, pATioAKTHEHHX MKAPCBKHX
3acodiB  (pagioapMaleBTHYHIX Npenapartis), MeIHYHHX rasis, niKapeLKux
3acoDIB  POCTHHHOIO MOXOKEHHSA, JKAPCLIRAX MPenaparin, oJepKyRAHAX 3
AOHOPCHKOT KPOBI abo niasmm, piaks, Kpemis, Maieil, 1030BAHMX AePOIONBHMX
Mpenapatis 0l THCKOM NS {Hransuifl, JocrimayBaHMx fikapchKHX 3acobin,
AD], sacTocyRanKA ioRIZYIOUOTD BHOPOMIHIOBAHHA ¥ BHPOOHHITE MKAPChKHX
3aco0iB, BLAGIP MPod BHXITHOT CHPOBHHK Ta NAKYBATLHHX MaTepianis, BUNYCK 3
napaMeTpasu, kpanidikauia i sarinauia, ceprudiranis YV nosHoaxesow ocobow
Ta BHOYCK cepil MoBMMHI 3NIHCHIOBATHCA 3 JONE[/KAHHAM BHMOP HHHHOT
HACTaHOBH 3 HanewHol  BHPODHWYO!  NPAaKTHKM, rApMOHIZOBAHOT i3
sakoHonascTEOM €C.

71. QacyBaHHA 3apeecTPOBAHHX B VCTAHOBIEHOMY 3AKOHOIARCTBOM
nopanky A®I pracHoro BHpoBHHITEA Ta/abo 3aKynieHns v MOCTAYAILHAKIB 260
iHWMx BMpobuukie A®] ans ix noganewel peanizamii Juensiaram, Ak
NPOBAIATE MOCHOIAPCHKY AIANBHICTE 3 BHPOOHHITEA (BHIOTOBNEHHS ) NIKAPCHKHN
3aco0iB B YMOBAX anTekH, NOBHHHO 3MifCHIOBATHCH BHPOBHMKAMH MKAPCRKHY
3acobil 3 JOTPHMAHHAM BHMOT YHHHOT HACTAHOBH 3 HANCKHO! BHPOOHKHYOT
MPAKTHKM, rapMOHIZ0BAaHOI 13 3akowojascteoM  €C. Y Mapkysanmi
posdacosasoro AMI, kpim indopmauii, nepenauenoi BupoGHukom ADI Ta
BIAMOBIAHUMH BHMOIAMHE YHHHOT HACTAHOBH 3 HATEXHOT BHPODHHYO! NpaKTHRH
WOA0 TAKOTO BHAY [ISNBHOCTI, NOASTKORD TOBWHHA MICTHTHCH iHQOpMalis npo
BHPOOHMKE, WO 3AlACHHB (acysanng, Ta iHdopMmalia npo Te, WO 3asHadeHu
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A®] npuIHavennii BHEKTOYHO nnw peatisauii miuemsiatam, Axi nposanaTs
FOCNOAAPCEKY AISALHICTE 3 BHPOGHUITEA (BUTOTORNCHNS) MKAPCBEMX 3acobis B
YMOBAX anTekw.

Posnin 4. Bumorn ao npoeagkenns rocnojapenkol QinaLHocTi 3
ONTOBOT TOPriBai JiKapeskumu sacobamu.

I. Ontosa Topriens nikapeskuMy sacoBamu 1ificHoeTwes uepes anteysi
cknamt  (Gasu). Bupobuukw nikapcekmx  sacobis NPOBAIATE  peanizaiiio
NPOAYKILT BASCHONO BHPOGHWUTBA Ha migcrasi miuewsii Ha BHPOOHHIITRO
NIKAPCEKHX 38 YMOBH AOTPHMAHHA BHMOr 3 HANEKHOT MpaKTHKH AHCTPHOYLIT,
HANEHHOT MPAKTHEY 30ePIranns, rapMoHisoBanmx i3 3aKoHonascTEOM €C,

Jhuenziat noBsHen afesneynTn:

TOPriamio Jauwe NKAPCLKHME 3acofamy, axi lapeccTpoBanl ariaHo i3
FAKOHOJABCTBOM YEpainu;

AOAEPKAHAA BUIHAUCHHX BHPOOHMKOM 3araibHHX Ta CHeuHhiHiK YMOB
s0epiraiia mikapcekux 3acoBiB Ha BCIX eTanax omTosal TOPrigai (B ToMy gucni
M 4ac TPAHCMIOPTYBAHHS );

ACICP#AHHA YHHHHX HACTAHOB 3 HANCKHHX NpaKTHK AHCTpUHOYIIT Ta
30epiraHas, rapMOHIOBAHNX 13 3AKOHOAABCTBOM e

BIPOBAJIKEHHA, hyHELIOHYBaHHA T8 i ATPHMAHHSA CHCTEMH
(hapMauerTHYHOT CHCTEMM) AKOCT:

WAABHICTE  nepcosany, keamipikaunia  Ta NOBHOBAWEHHA  NKOTD
BiANOBL AT mas Jinensifinns YMOBAM;

HAABHICTE MaTepiaibHO-TeXHIYHOT Gasn Ta TexHiymHy 3acobis, HeobGxianmx
AU TIPOBAIKEHHA FOCNONAPChKOT MANLHOCTI 3 ONTOBOT TOPri’ni mikapchkumu
3codaMK Ta T BignoBiguicTs BHMoTam HOPMATHEHHX JOKYMEHTIB 110110
30epiraHHa, KOHTPONIO AKOCTI, TOPriAN] TIKAPCEKHMM 3acoBamu;

ACKYMEHTYBAHHSA NPOLECIB, NPoLeLyp, onepaniii:

AOTPHMAaHHA BMMOP LIOAO SKOCTI JiKApChKMXK 3acobiB, nin wac onTopoi
TOPIIBIi HUMH;

OPTaHi3auio Ta NPoBeIeHHA caMoiHCTeKLl (BHYTPILUHBOTD aYIHTY) o0
BIPOBATKCHHA Ta JOTPHMAHHS BUMOT Ta npHHLMIis GDP:

YHEMORNHE/ICHHA KOHTaMIHANIT Ta NepenayTyBaHHA NiKapchkux 3acobis:

(hYHKUIOHYRAHHA CHCTEMM BHARNCHHESN Dyab-aKOl mpoavewil, mwo He
BUIMOBIIA€ BCTAHOBNCHHM BHMOram (HOPMATHBHHM (AHATITHYHUM, TeXHIYHIM.
TEXHONOTTYHHM)  JAOKYMEHTaM, MESA,  quuium CTAHIAPTAM AKOCTI), Ta
elpeRTHBHOT MpotenypH BiKInKaHH,,

2. Jliuensiar 3o6o8's3anuii nosoauTHeL 3 NKAPCEKHMH 3acobamM TakuM
YHHOM, Wob 3abeineunts 1% BianosiaHicTs CROEMY TPHIHAMEHHID, BHMOram
Woxo 30epiranns, BUIHAYCHHMH BHPOGHMKOM. Ta 3abesneyenns AxocTi Ta
BHIHOYHTH PHIMK 118 nauiedtis, nos'ssauuil i3 HelocTaTHBOI Besneron,
AKICTIO 94 eexTHBHICTIO Tikapchkix 3acobi,

Hna zabesnevennn sxocti MIKAPCERHX 3ac0Bis AileH3iaT 30608 A3aHHI
SNPOBAIAHTH Ta 3aDe3nevnTH GyHKUIOHYBAHHA CHCTEMH AKOCTI, HKE MOBHHHA
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Da3yBaTHCh HA HanewHill Mpaktuui JHCTPHOYIIT, HanewHii npakThli 0epiranHs
Ta BIJIKYATH YIPARTIHHA PHIAKAME 118 SKOCT],

Kepisnuli nepcoHan niueHsiata e sinoBiZatRNMM 38 HasBHICTS
epeKTHBHOI cHeTeMH skocTi | HeobxigHux pecypeis ang Hel, a Taxkok 3a Te, wo
ODOBR'A3KH | NOBHOBAMEHHS BHIHAaweHi, NoBejeHi 40 BigoMa | BIPOBAKEHI Ha
PIBHI BCIET Oprafizanii.

CicTema skocTi noBHuna GyTH BHaHaveHa | 300KYMEHTOBAHA,

CTBopena niuensiaTom cHeTeMa sKoCTi noskHHA FAPAHTYBATH, IO

Hel oXxomiedi opramizauifina cTpyKTypa. npouemypa, MpouecH Ta
PECYPCH, & TAKOK YCI BHIM AiSTRHOCTI, HeoBXiaHi 478 rapaHTyBaHHA TOro, wo
3Depewen AKICTs Ta WIAICTL NOCTABICHOT MPOAYKILT, TA 10 BOHA TaTHIIATACH ¥
MEAKAX JeranbHOrO NaWUlOra nocTadaHss nig  yac sBepiranHs  Ta/abo
TPaHCIIOPTY BAHHA;

O00B'A3KM, NPOLECH Ta NPHHILMIH YNPaBliHHA PHIMKAMK, ONHcaH
(BCTAHOBICHI) HElO, AQOTH MORAMBICTS NOCTIHD OJepHYBATH, 30epiraty Ta
MOCTABAATH NIKAPCHKT 3ac00H 3 BIANOBIIHUMY NOKAIHNKAME AKOCT;

BCi  KPHTHYHI  eTamM  npouecy AHCTPHOYUIT Ta  CyTTemi  3Mimum
OOrPYHTOBYIOTBCH T4 ¥ BHIHAYEHNX BHIAMKAX 11LUIRH0THCH Baniaauii;

HITKO Bu3HaYeH] 0G0B'IIKN KepiBHOTO NepeoRany mileHsiaTa:

BCI BHOH AIAMBHOCTI, W0 CTOCYIOTBCH SKOCTL. BHIHAHEH Ta MOBHICTHO
JAN0KYMEHTORAHI. 8 e)eKTHBHICTE CHCTEMM AKOCTI Nepesi PHETLCH;

JANpOBATAEHO  CHCTEMY YOPaBNiHHA 3MiHamu, ska (yHKLiOHYE i3
AOTPHMAHHAM MPHHUKITIB YIPABNIHHE PHIMKAMK 118 SKOCT:

HCTOCORYEThCH BIANOBIANKI piBEHL aHANIYY OCHOBHMX MPHYHH Nig Yac
POICIAYBAHKA  BinxuiaeHs, nepenbauysaHoro Gpaky nponvkuii Ta iHmwmEX
npobieM (BOHM MOXYTH GVTH BHIHatbeHi 3 BUKODHCTAHHAM [PHILMTIE
YOPABIIHHA PHIHKaMH s skocti). 3a PE3YNLTATAMH BCTAHOBACHHA NPHYHH
BIAXHIEHs T8 HeRiImoBilHoctedt nosnwHui GyTH  pospobneni i 3aificHen
BLINOBIAHI KOpHryBaneHi Ta/abo samobimmi mi Edextusnicts Ttakmx it
ROHTPOMIOETHCHA | OLUHIOETRCA BIANOBIAHO 10 NPHHLATIE YTIPABIIHHA PHIHKAME
118 AKOCTI;

3nifcHeH] JoCTaTH 3axo0aH woao 3abesneueHis SKoCT] NKapCEKHX 3acobis
MPOTHIOM YCROTO TEPMiHY IPHAATHOCTI NIPH ONTOBIH Toprisai;

HARBHA NPOLEAYPA NPOBEIEHHA CaMoiHCIeKul ( BHY TPIIIHBOTD ayIHTY ), 32
AKOH PErYNAPHO OUIHIOKTE eheKTHEHICTD | PHIATHICTS CHOTEMH AKOCTI;

3abe3neqeHo KOHTPOML Ta oraas Oy/1s-AK01 30BHILHBOI (ayTcopenHrosot)
JIANBHOCTI HA BCT BHAM QIAILHOCT, Mo CTOCYHTHCR AMCTPHOYLLIT;

JATBEPIKCHO HANCKHI NPOLLAVPH FiMiCHH NepcoHany, mo BKIOHAIOTL
BHMOIW WOAC 300POB'A, ririeHW, opsry Ta saificHeHHs KOHTpomo 33 fx
BHKOHAHHAM.

3. Anveusi cknamm (Gasu) POSMILIYIOTBCS 38 YMOBM RIALITY BAHHA
BAHTAAHO-PO3BAHTAKYBATRHOT NIOWAAKK U8 mig'T30y Manmm ( pamna 3 HaBicoM
TOWO) N03a YPOHTOM BIKOH NMpPHMIlleHs 3 NOCTIHHM nepedyBaHHAM NHojeil Ha
Oynb-sKoMy nosepci B i307bOBAHHX NPHMIMEHHAX 3 OKpPEMHM  CaMOCTIHHHM
BUXOOOM HA30BHI B OKPEMO pOSTAWIOBAHMX CHIEUIATEHO  OBIALITORAHMX
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KaMTANBHHX OyAiBIAX, 4 TAKOK B JONOMIKHMX OYJIBNAX NPOMHCIOBHX
MANPHEMCTB (3 YPaXyBaHHAM BHMOI NYHKTY 15 usoro poiainy), Lla samora ve
NOLWAPHETHCA HA TIUEHIIATIE, K1 3afiMa0TECE ONTOBO TOPIIBAEK BHKTHYHO
MEIHYHHMH FataMH,

Possmittenns anteunoro cknagy (Daim) B wuTnosux Oyaumkax i GyvaHHgax
rPOMAICHKOre NPHIHAYEHHA (CNOPTHBHUX CTIOPYIAX, JAKNANAX OCBITH (LIKONAX,
y4OO0BHX 1 IHTAYHX JOLIKIIBHHX 33KM37ax), 3aKnanax KyNeTYpH, cnopty Ta
COUIANBHOIO zabeineyeHns, NKYBANLHO-NTPODITAKTHYHHX 3aKIa1ax,
MUITPHEMCTBAX  TOPrigjal  TOW) JONYCKACTBCH 32 YMOBH  @KCIUyarauil
BIANOBIAHMX Binoxkpemnenux OymiBens He 3a npH3HaveHHsM. Lla Bumora e
MOWHPHETBCA Ha CYD'EKTIB TOCNOJAPHOBAHHA, HKI  3afiMAIOTRCA  OOTOROK
TOPriBIeH BHEAKMHO MEIHMHHMH FasaMi.

Anreuni ckaaau (6asu) ginensiatis, Axl 3aiiMAKOTECA ONTOBOKY TOPriBJEHD
BHKIHYHO MEIHYHHMH Ta3aMH, POaMilllyFOThCA B 130JIbOBAHKX NPHMILLIEHAAX (3
OKPeMHM CAMOCTIfHHM BHXO/IOM HA30BHI) B OKPEMO POITAIIOBAHMX CTISHIATRHO
0ONANTOPAHUX OJHONOBEPXOBUX OYIIBNAX TA MIOMIAIKAN TibKM HA [NEpiLUMX
MoBepXax BIANCOBLIHO A0 4YHHHOIO 3AKOHONABCTBA TA HACTAHORE 3 HANEWKHOI
AHCTPHOYTOPCEKOT  NPAKTHKH T8 HAJEWHOT NPAKTMKH  30epiraHHd, Ak
posTamosani He Dawaue Him 60 M B wuTHOBHX Ta Gnmwmde Hix B0 m Bin
OVIHHKIB MPOMAACHKOrNC NPH3IHAYEHHA (3a1¢#HO B NOTYKHOCTI) Ta He GanEye
Hid 30 merpis eia supobHHuUMX OyaiBells MEIHUHHX ra3ie (IA0eHHO BiA 1X
CTYMEHA BOrHCTpHBKOCTI). PojrauryBaHHs Takux anTeyHMx ckinamis (Gasz) y
MABRUILHHX Ta LOKOJILHHX NOBEPXAX HE A03BOMACTLCSA.

Ha tacani Gyaieni, ae posminlyerscs anreunmil cknay (Daza), srigHo 3
filore MpHIHAYEHHAM NMOBAHHA GyTH BHBICKA i3 3a3HaYeHHAM BMIy 3aknaay. Ha
BHAHOMY MIiCIi nepel BXOIOM A0 anTeqMHOro ckinagy (0asM) posMillyeTses
iHopMallis Npo HalMeHyBaHHA cyD'exTa rocnojapioBanAs, pexuM poboTH
ANTEYHOTo CKIaay (0asu).

Anreunnii cknan (Daza) NOBHHEH MATH NOPAZKOBHI HoMmep T1a, 34
DaskaHHAM NilleH3iaTa, HAAMEHYBaHHA.

4. Anreqn! cknand (DasH) NMOBHHHI MaTH ¥y CROEMY cKnanl sHpoOHHHI
NPHMILIEHHR: OKpeMi npeMimesns, naoun abo 0HH 404 NpHiMaHHA |
abepirands MiKapceEnX Jacobie Ta IX BUINYCKY/BIIBAHTAKEHHN, IONOMIKHHX
MaTepiaiie i TapH JraIbHOK MIOWER He MeHule Hik 250 kB, M. Jlo BUpOGHHYMX
HAJIEHATE NPHMILIEHHRA (30HK), B SKHX NMPHAMAIOTECA, 30epiralThea NiKapehk]
3aco0H, NPAMILLEHHA  (30HH) KOMIUIEKTAl Ta  BIANYCKY/BIABaHTAKEHHS
pikapeskux  3acobip  (excneguuiitna), npumilienns  (3omu)  30epiraHuHg
NONOMIAHAX MaTepianis i Tap, sbepiranns KapaHTHHHON NPOAYKLLIT,

Crnan, posrallysanHs BHpOOHHSHX NPHMILIEHs T4 TX MIOIA NOBHHHI
sabeineyyBaTH  NOCHAIMOBHICTE  TEXHONOrIHHOTO  Opouecy  (npHiiMaHHs,
sDepirantia, KOMIIEKTalis Ta BLANYCK/BliBAHTAREHHA TiKapebKux 3acobiB), 3a
BHHATKOM BHNAIKIB, nependadennx uamu JliueHsiiHuMn yMoBaMH,

3. Anteuni cknany (H6a3n), KpiM BHPOOHHYHX NPHMILLEHE MOBHHHI MATH v
CBOEMY CKAAM1 MOOYTOBI, cny®00Bl, 10AATKOBI IPHMILEHHA,
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Minimanenwit  nabip noByTOBMX NPUMIINEHE BETOYAE: NPHMILISHHA
nepcorany (0,75 KB. M Ha OOHOTO MpaliBHWKa oanicl poDodol IMiHH, ane He
sMeHwe & KB, M), BOMpanbHIO, J¢ HAABHI BOJONpOBIA, Kawanizaws (3a
pospaxyHxosm, ane He mexme 2 ks M) Jo nobyrosux npuMilueHh TAKOW
HANeRaTe: rapnepofHa, Ay, KIMHATE ANS BAHBAHEA Txi (T1aneHg) Tomo,

MiniManeHui HabDIlp NONOMDKHHX NPUMILIEHL BKAOYAE MPHEMILLIEHHN
NIOLIEK He MeHe 4 KB. M abo madn 104 36epiranHs NpeIMeTis NpUOHpaHHa.

Ao  JONOMIMHHX [PHMILIEHE TAKOE HAISHATL: NPHMILEHHA 108
NPUIOTYBAHHA  JesiHexuiiinux  po3YMHIB, ONEpaTopchKa, apxis, CcepeepHa,
KIMHATH OXOPOHH, HABYANEHI KabiHeTH, MPHMIIIeHHA 11A 30epiraHHs poGounx
3ac00IB 115 HABAHTAXYBAJIBHO-PO3BAHTAKY BANBHUX PODIT TOLLO.

Jdo cnywGoBnx npumimeHs HanekaTh: NPHMINIEHHA MiATOTOBKH Ta
0DpODKH CyNpoBLAHOL A0KyMeHTawWll, kadiner 3aBigveaua, xabiHeT 3acTVIIHHKE
3aBI/lYBAYa, KIMHATH NepcoHany, wo Gepe yyacTs ¥ TEXHONOMIYHOMY Mpouec:
ONPAIIOBAHHAA NPeTen3id Ta pexnamaiiiil, NOBEPHEHHHA, MiIMOTOBKA JOKYMEHTIE
718 BHKOHAHHA NMPOLECiB NPHIAMAHHA, KOMIUIEKTaUil Ta BlOnyceKy/siABaHTameHHs
npoayemii, npumMilleHHs  (I0HH) ANH TEXHONOMYHOro  obDnaaHaHns
ABRTOMATHIOBAHHN CKIAJIB TOLLO.

Jo nonaTkoBMX NPHMIMIEHE HANEHATh: KOPHIOPH, TamMOVpH, CXOUOBI
KIUTKH, JihTOBI WAXTH., enexTpoiuTosl, DofnepHi, BeHTHIAUIAHI KaMepH
(LIAXTH) TOLUO.

[puvinenns  (3omw) abo wmwagm ans  30epiraHHy  (HBEHTApK s
NpHOHpAHHA BHPOOHHYMX TNPHMIILEHb T3 npUMiNeHAR (30HK) 30epiraHHs
pobounx 3acobiB 18 HABAHTAKYBAILHO-POSBAHTARYBATBHHX POBIT MOKYTE
FHAXOAHTHCE ¥ EHPGEHH"-IHK ]'!FFHMiILlEHHFF}L

PosMimenHs NPHMIIIEHE ANTEMHOro cKnany (6asH) NOBHHHO BHKTIOYATH
HeoOXITHICTE NPOXOAY MNPAauiBHUKIB U8 [EPeOAAraHHs Y CheliaibHHil onar
qepes BHPODHHYI NPHMILISHHA.

[Mpoxia no nobyTOBHX Ta JOMOMIKHHX NpHMIlEHE HE MO®e
IMHCHIOBATHCE  Yepes BHPOOHWYI  NpUMilleHHS, 3a BHHATKOM BHIALKIB,
nependauennx uaMH JlineH3iAHIME YMOBAMA,

6. JlonycrkaeTkea naowa BHpoOHAMHX NPHMILIEHE anTeyHIX caanin (Ga3)
MUEH3IATIB, AKI 3afMAKTECH  ONTOBOK TOPriRNe BUKAIOYMHO MeJTHMHHMH
rasasu, MeHme Hix 250 KB, M NpH J0TPHMaHHI BHMOT YHMHHHX HACTAHOB 3
HaTEmHHX IIFIH.HTH!( T4 3dK0OHOIEBCTRA.

Y ceocmy cknagl anTedHi cknanw (Dasm), AK1 3afMAKOTECE ONTOBOKO
TOPTiBIED BHETHOYHO MEIHUHHMH I'a3aMH, NOBHHH] MaTH;

BUPOOHMUI NPHMIIEHHAIOHA M BindineHHs ang 3bepiranng Ganowis,
no0YTOBI Ta JOAATKOEI TIPHMIILEHHS;

BUPOOHKHY] TIPHMILIEHHA30HI 4K BILIINeHHS anq 3Gepiranus Gatowis:

Al npuAMand, Bianycky, 30epiraHHA HaNOBHEHHX OAlOHIB, KOHTPOIK
AKOCT], 30epiraHHs nopoxHix OanoHis, Tapy Ta JONOMIKHHX MaTepianis,
KapaHTHHY/Opaky;

nodYTOBI NPUMILIEHHA: UM NepcoHany, siHpankHa, 30epiraHia npeaMeTis
NpHOHpaHH#A;
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AGJATKOBI  NPUMILIEHHA: Tapak  eTeKTPOHABAHTAKYBA4IB,  3apijiHa
AKYMY A TOPIB eNeKTPOHABAHTAAYBAY| B, KOPUIOPH, TamOyPH TOLLO.

BijninenHs ans soepiraHHA HanosHeHHx Danonis emkicnio a0 230 Garonis
AOMYCKAETRCA POIMILIYBATH B OIHOMY TPHMIlenHi 3 BiLlinewHsm nns
sbepiranns Takoi W winekocTi nopowHix OANOHIB, MPH UBOMY [UOWNE, =Ka
2afiHETA HAMOBHEHHMH GanonaMu, MoBHHHA BYTH BiAAINEHA BiI NAOML, 3alHATOL
nopoHiNMHA GaToHAMH, BOTHETPHBKOIO 3aropokeio BHcoTor 1.5 M abo npoxoaom
wapuaoo 2,0 M. B sumniil gacTHHi oropoma Ha BHCOTI HE MeHIle 0,15 m
MOBHHHA OYTH rMyXoK.

7. EnextpoiabesnedeHHs, OnaieHHd,  OCBITNEHHH,  BEHTHAALIA,
TeMNEpaTYPa | BOJOTICTH MNOBITPA ¥ BHPODHHYHX MPHMIMIEHHAX (30HAX)
HinonoBoRO NOBHEHI BIANMOBIATH Gy 1iBeNEHHM, CAHITAPHUM HOPMAaM i NpasuiaM
TA4 He BITMBATH HETATHBHO (npAMo 4H onocepeakosano) Ha A®I, rotos
AiKApChKi 3acofu, Ha TOMHICTL hyHKIDHYBAHHA 0GNAIHANAA Ta HA NPAUIBHHKIB

8. Amreuni cknamgw (Gask) nposuumi Oyt obnaaHani npUaaiaME
LEHTPANBHOIO ONATeHHA a0 ABTOHOMHMMH CHCTEMAMU  OMANeHHs, SKi
BIANOBLIAIOTE HOpMaMm nowexHol Oesnexu. LA BHMOra He NOUMPIOETHCA Ha
mien3iaTie, AKi 30fMAIOTECH ONTOBOK TOPTriBACH) BHKNOHHO MENHUMHHMH
razamu.

He nonyckaersca ONANEHHA NPHMILLEHL Ta30BUMH  NpUIaiaMu 3
BiOKpHTHM Domym'sm 200 eNeKTPOHATPIRATEHHMH [PHIANAMH 3 BLIKPHTON
eNeKTPOCIIPAILITHD,

9, MarepiaiH A% NOKPHTTA CTiH, CTEN, NiANOrH BHPODHAUMY NPHMILLEHE
anTevHoro cknagy (Gasd) MOBHHHI fgonyckatd  Bonore npuinpaHHa 3
RHKOPHCTAHHAM He3infexuiiinnx 3acobis.

[MopepxHa BHPOOHHYOrO YCTATKYBAHHA SK 330BHI, TaK | BCEPEIHHI
NOBHHHE OVTH rAAKoW, BHIOTOBIEHOW |3 marepiatis, cTifikmx 1o Ai
Nikapesinx 3acobis, BUTPHMYBaTH 00po0Ky Ae3in{eriifiniME POIUHHAMM.

VYerarkvBaHHA BHpOGHHYMX npHMilledb HeoDXUIHO POITALLYBATH TAKHM
YHHOM, 06 He 3AMHILATHCA MICLI, HEAOCTYNHI AR NPHOHPaHHA,

10. Canitapuuii CTaH NPHMILIEHs Ta YCTATKYBAHHA ABNTEHHOIO CKNALY
(Gazi) NOBHHEH BIANOBIAATH BHMOTAM CaHITAPHO-NPOTHENIAEMIYHOTD PEWMHMY
anTeynnx  saxnanis.  [IpAMIIIeHHS T4 YCTATKYBAHHA NOBMMHI  1ignsratH
ouHlleHHI0 (npubnpanino), tezindexuil, neparmsauil srigHo 3 THCTRYKUIAMM,
FATBEPAMCHUMH JTILEHIIATOM.

Cnin  MaTH  MPpOTpaMy  OYMINCHHA  (NPHOHMpPaHHA) T& [POTOKOIM.
VCTATEYBaHHA (iHBEHTAP), LU0 3ACTOCOBYIOTE /U1 MUTTA H O4HIIEHHA, HEODXIIHO
EUOMPATH | BHKOPHCTOBYBATH TaK, 100 BOHO HE CTANO JUKEPeloM KOHTAMIHaLLIL,
Jlna npubupadns pisEax npemimeds Ta/abo son (supoOHuuMx; BOMpaneHb,
cay#OoBAX, NOOYTOBHX, JONOMIKHHX, NOJATKOBHX) NOBHHEH BYTH BHIITEHHH
oKpeMHil iHBenTap, sKMH  MapkyeTbes. 3bepiranna  foro 3mifiCHIOETRCA B
COElaNbHO BUIHAMEHOMY Miclli (KiMHATH, IA(H) OKPeMO 38 MPHIHATECHHAM.
lusenTap ans npubupanns e0upaisHi 30epIracThCa OKPEMO.
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|1, HagkonHIIHE CepefloBMLIE NPHMIlleHb, 3 OrAALY HA BCI 3aX0OM 118
saxuery 30epiranns NiKApCBEMK 3acodis, NOBHHHO CTAHOBMTH MIHIMAIbLHH
PHIMK ¥ IAHI KOHTaMiHauil npoaykuit,

[NpunMilneHHs NOBUHHI OYTH 3aXMIEH] BIA NPOHHKHEHHA B HHX Komax abo

TRAPHH.
Mosuuui GyTH BKHTI 3ax0a4, WO 3aMobiraioTs BXOAY Y TpHMIMLEHHA
cropoHHiX ocib. 3o abepirans | KOHTPO/O  AKOCTI  He  MOBHHHI

BHKOPHCTOBYBATHCA AK POXLIHI 1A nepconany, skul ¥ HHX He pamoe.

12. Jligenziat nosHHed 3a0e3nedmTH, 00 KowHa ocoba, AKA BXOOHTE ¥
CKIafickki TPHMILIGHHA (30MH), HOCHIA 3axMcHMH oasr, Wo sianosizae
BHKOHYBAHHM HEH OTeparia.

JabopoHAeThes iCTH, HYBATH, MATH, MATHTH, 4 TakoW 30epirati Xapyosy
NponyKiilo, Hanoi, TTOHOBI BHpodM Ta ocobWeti Aikapeski zacobu ¥
CKAAJCLKHX 30HaX,

13. INpumiwenns (sonwn) amreqsoro cknamy (Oasu) mMawots OyTH HITKO
MapKOBaHi.

Joctyn y BupobHH4I npHMilmeHHs (30HH) MOBHHEH OYTH J03BONEHHH
YNOBHOBAKEHOMY Ha 1l NepcoHAny i kontpomwosartesd. Binsinysaui ta/abo
NpatiBHAKK, AKi He TPORUIIM  HABYAHHA, TOBMHHI NOTNEPEIHLO  NPOHTH
IHCTPYKTAR, JOKPEMA OO0 TIricHYHAX BAMOr [0 NEPCOHANY | BHKOPHCTAHHA
FAKHCHOTO ONATY, TA MOUKYTH OTPHMATH JOMYCK 0 TAKUX NPHMILIEHE (30H), 33
HeolXigHoeT, 33 HASBHOCTI BIANOBLIHONO CYVIIPOBOLY.

14, TTpuMilleHHs Ta YCTATKYBAHHA KIMHATH MEPCOHATY anTedHoro ckaaty
(Gazn) noBHHH] 3a0e3nNedHTH YTPAMAHHE Ta CXOPOHHICTE ocobucToro Ta
TEXHONOMHHOTO OIATY BIANOBIAHO 10 BHMOT CAHITAPHO-MIIEMINHOTO PEXHMY, 2
TAKOW MOAIMBICTE YViKMBaHHA Tkl Ta Bianouwmsky (oGnanuani wadamu 1k
OIATY, XOMOAHIBHIKOM, MEeDIAMH ).

Y KiMHATI mepcoHany AO3BONAETECA HE POIMILLYBATH XONOIHIBHHE Ta
mefmi, MpUIHAYEH] A8 YAHBAHAA Ta, AKUL0 ¥ nilensiata € oxpeMe NPHMIlLEHHA
1 NpHiMaHHA TKi | 408 DpoXOOy 40 HBOID He MOTPIDHO BHXOIHTH 33 MEX
Gy a1l

| 5. Opranisania ta migrpuMania yMos 30epiraHHs Tikapoeknx 3acobis Ha
anTeyHMy cknanax (6azax) HANEKATH [0 NOBHOBAXEHL NileHziata, JliuenziatoM
BHIHAYACTHECA KUNLKICTE HeoOXITHHX npumimeds / ol / 308 108 30epiranHs
JiKapcekHX 3acois,

Jikapeski sacobn y supobRHMHX NPHMILIEHHAX MOBHHHI 30epiraTHEA HA
cTenamax, TiAAOHAN, MiATOBApHHKAX, ¥y wadax, XONOJAHIBHOMY Ta IHILOMY
cnefiansHoMy oOnagHandi And noctifHOro 3abeinevenus YMoB 30epiraHHs
NiKApchKMX 3ac0BiB BLANOBIAHO 10 BHMOT, BHIHAYEHHX BHPOOHHKOM.

3a3HaYeHa BHMOTA He NOWMPIETHCS HA NPHMIILEHHA ANTEMHHX CKIANIB
(Ga3) niuen3iatis, AKI 3AAMAOTECA ONTOBOK TOPTIBNEID BHEMOMHO METHYHHMH
rasamu, Meanusi razy 30epiraloThes 3 JOTPHMAHHAM BHMOT, BCTAHORNEHHX JU1s
UBOTO BHIV MPOOYKIT, BiAMOBIAHO A0 3aKOHOIABCTBA T4 HACTAHOE 3 HANEKHHX
AMCTPHBYTOPCEKOT, BHPOGHHHYOT NPAKTHK Ta NPaKTHKH 30epiraHHs.
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16, Jlng MiTTPMMAHHA YHCTOTH MOBITPA TPHMilLEHHS AnA 30epiraHHA
QORHHHI GYTH 0GIANHAHI NPHILTHBHO-BHTAKHOK BEHTHIALLIEND 3 MEXAHIYHHM
crioHyKanHAM (260 IMIAHOK IPHPOAHO-BUTAKHOK BEHTHIAUIEI 3 MEXAHITHO-
MPUIIHBHO ), AKa 3abesnetdye NOBITPAHO-TENIOBHHA fananc NpHMiLeHb.

Fa3HaveHa BHMOTE He NOUIHPIOETHCA Ha npummeraua ANTEYHHEX CHIATIB
(Ga3z) miuensiaris, skl 3afiMaoThCs ONTOBOI TOPriRNCH) BHEIOMHO MEIHYHHMH
ra3aMM, BEHTHIALIS TakHX NpHMileHs 3AIACHIOETECA 3 NOTPHMAHHAM BHMOT,
BCTAHOBAGHHX ANA LBOTO BWAY TNPOIYKINL, BIANOBIIHO 00 3aKOHOAABCTEA Ta
HACTAHOR 3 HANCKHHX JHCTPUOYTOPCBKOL, BHPOOHHYO! MPAKTHK T4 NPaKTHEH
3GepiraHHA.

17. BupoGunui npusiieHds (KpiM npUMilieHHs 108 30epiraHHA TapH)
nosrpHi GyTH 3abeinedeHi BHMIPIOBANEHHMH 33CO0AMH JUIS TeMIEPATYPH Ta
pinHockol sonoroctl. Jlns koHOTO BHPOOHHYOID NPHMINIEHHA NOBHHAL DYTH
safesnededi peecTpalis Ta KOHTPOAs TEMNEpaTyp i BiaHocHol BOAOrOETI.
JanucH Tpo TEMNEpaTyYpy 1 BiAHOCHY BONOTICTE CHiJ PETYNAPHO NEPEBIPATH.
Titensiar NOBHHEH 3abe3neuyBsaTH CrpaBHicTs YeiX BHMIpIOBATEHHX 3acobis T4
npoBeneHHs ix peryiApHoi Metponorishoi nosipkn. ¥ pasi HeoOxiaxocTl
ocoBNHBHX yMoB 30epiraHin nikapceknx sacobis NpuUMillleHHA30HN 0epiraHHs
MaloTE GyTH ofNanHanl NpUAAfaMH, O 3aNHCYIOTH TEMOEPaTypy (Ta BLIHOCHY
BONOTICTE npH  Heofxiamocti), afo iHIIHMH npuaagamu, Wo  QikeyOTh
MOKAIHHKH TeMmneparypd (1a eigHocHol sosorocti mpH  HeoOximHocti) ¥
noTpiGHosMy aianasoHi. [liaTpuMadns HeoOXUIHMX NAPAMETPIB BIANOBLAHMX
MOKa3HHKIB B yCIX 4acTHHAX Bianoeiguol zoum 36epiranHs mae BiabyeaThcs y
BIANOBIAHOCTI 13 3aTREP/UKEHHMH NilleH3IIATOM NPOLEAYPaMA, SK1 TPYHTYHOThCA
HE peiyibTaTax [POBENEHHX BanifauifHux AochimkeHs, Ta i3 3nificHeHHAM
NUEH3IATOM CHCTEMATHHHOIO KOHTPOIO.

JazHaveHa BHMOTa HE MOWHPIOETHCA HA JiUeH3iaTie, Akl 3aliMaOTLCA
ONTOBOI) TOPTIBACK) BHKIOHHO MEIHYHAME Fa3aMu.

|8. BupoOuuui npumimeHss ana sbepiraHHs  BornenebesnedHnx  Ta
arbyxoHefeIneynnx pe4oBHH NOBHHHI OyYTH 130NBOBAHI, 3aXHIIEHI BN CBITIA
MpAMHX  COHAMHHX MPOMEHIB, aTMOCHEPHMX ONaiis Ta TPYHTOBHX BOJL
PosMilmienHa Takux NpUMIlIeHE ¥ NiIBAnax, HanipmiiRanax Ta B HOKOIBHHX
MOBEPXAX HE NOMYCKAcThCA.

19,  3oud  (NpHMILEHHA) npHEMadHs  nikapeskux  sacobie Ta
BinMycKy/BilBaHTakenHa MaoTs OyTH BiNOKpesieHi Bin son sbepiradHs |
safesneuyBaTd HANEWHHH 3axHMCT Nikapcekux 3acobis Bil HecnpuaTAMBEHX
NOTOAHHX YMOB [1i]] YaC BAHTAKHKX podiT,

Orpumani nikapceki 3acofH MiATATAOTH BXUIHOMY KOHTPONH AKOCTI,
PeayAbTaTH BXIiZHOTO KOHTPOMIO MOBHHHI OYTH 3apeccTpoBaHi 3rifHo 13
BCTAHOBNEHHM B aTeYHOMY 3aKNA/] BHYTPIHIM MOPAIKOM.

Tikaperki 3acobn, aki notpebyoTs ocobnuenx ymos i0epirannd, NOBHHHI
Gy Heraiino inenTudikosani i poamineni ¥ BiANOBIAHAX NpUMieHHAX (30HAX)
30epiraHHe 3TiIHO 3 BUMOTAMH 33KOHOJABCTBEA,

20. 3a wassHOCTI HA anTeyHoMy ckaam (Dasi) IMyHODIONOTTHHHX
npenapatis 3araneduil of'eM XononuaeHoro obnasHaHHH, NPUIHAYEHHA a8
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shepiranns Meauunux iMyHoGioNorivHMX Npenaparis, nosMHeH 3abesneyyBaTH
BLANOBIAHO N0 NiOUKMX BUMOT 30EpiraHHA BCiET KITHKOCTI 343HAYEHNHX NiKaAPChKHX
3aco01B, 1O MICTATECH Ha clutanax (Dazax).

21. ¥ niuensiara noBHHHL OYTH B HAABHOCT] OOKYMEHTH, IO ONHCYHOTh
okpeMi  cTamii  TexHoAoriMHOro npouecy (nmpuiiomM, BXiZHHE  KoHTpONL,
abepiraHi, KOMIUIEKTALLIA, BIANYCK/BIABAHTAKCHHA Ta TPAHCNOPTYBAHHA
nikapcekux 3acobiB) Ha anTewHOMY ckmani (Dasi), axki MaroTh BYTH JaTBEPUKEH,
nimmc&ui 1 JATOBAH] B YCTEHOBIEHOMY JILEHIIATOM MOPAIKY.

22, JliueHsiaT MOBHHEH TPOTATOM HEe MCHIIE TPhOX pmtm shepirati
AOKYMEHTH, 110 MLATBEpIRYIOTE GakT kynism abo nponamy, i3 3asHaMeHHAM
NaTH, Ha3BM, KUILKOCTI, cepil Ta TepMiHy NpHIaTHOCT! OTPUMAHMX Ta
NOCTABIEHHX JiKapchknx sacodis, iHMOPMaUl Mpo NOKYMUA (MOCTAYATEHHEA).
INosunHa OyTH 3a0e3nedeHa MOMIHBICTE BIUICTEKCHHA PYXY KOKHOL cepli
nikapceroro sacoly.

23. Jlimewsiar npu 30epirandi  nikapchkHx  3acoliB  3oboB'A3aHHi
3a0e3NeMHTH  VHHKHEHHA X  MOWKOUKEHHS  (POINHBAHHA,  POICHITAHHA,
po3BHTTA), 3apaKeHHN MIKPOOPraHiIMaMK | nepexpecHol KoHTaMinanil,

Y niueHdiara NOBHHHA IATH CcHeTema, mo 3zabesnedye oOOpPOTHICTb
cknaacekoro sanacy. JlineH3iaT MoBMHEH PEry/MpHO NEpeBipaTH NPaBHILHICTD
poborn uiel creremu. Jlikapeski 3acobn, TepMIH NPHIATHOCTI SKHX MHHYB, He
MiAIArAIOTE NOCTABNE (Mponaxy) Ta 30epiraldThcA OKPEMO Bil MPHIATHOTD 10
peanizauii 3amacy nikapcekux tacobis 4o ix yranizauii abo sHHILEHHS.

CucTemMa AKOCTI mueH3iaTa TaKo# NOBAHHA 3adesnevyBaTH MOCTAMAHHA
JAMOBHHKY JHKAPCBKHX 3acofiB ¥ CTPOK, MOromEeHHH MK nocTajanbHMKoM i
samMoBHHEOM, Hanewmwii  pisens SKoCT1  iKapebkHX  3aco0iB  MOBHHEH
MIATPHMYBATHCA B Mepewi  onTosol Toprisai  Des  Oyae-AKHX  3MiH X
pnacTusoctell 4o poaapibHol TopriBni. CHcTema npoCTEXyBaHOCTI RKOCTI
nikapceknx 3acobiB, CTEOpEHA NiLEH3ATOM, NMOBHHHA TApaHTYBATH BHABIESHHA
Oy Ae-aK0l HeakicHOl Ta pankeudikoBanol NPOLYKLIT.

24. [posenenus onepaitiii i3 sagynieni Ta nponaxy AiKapcekux 3acobis
MAIOTE DY TH MATBEPIKEH] BIANOBIIHHMEH J0OKYMEHTAMH,

V upx gokymenrax mae Oy pigodpamedo BCl onepauii 3 3axkymisal Ta
Npojaxy i3 3a3Ha4YeHHAM 1aTH 3akynieni abo npojaxy, Ha3BM, cepii, KinbKOCT]
OTPUMAHOre ab0 NOCTARNEHOro NiKAPCEKOro 3acoby, TepMiHy Horo NpMIaTHOCTI,
HEI.!-'I]-'IEH\"E.EI.HHH l h{]LuE'!-IiEIU,I)H:EHH_H MOCTAYMAIBHHES ﬂﬁﬂ ﬂ-ﬂ_f:p:l{}"ﬂﬁ.l:lﬂ

25. JliueHsiaT NOBHHEN MaTH maam TEPMIHOBHX i, Axi 3abesnevyiors
BHKOHAHHA Hakgsie MO3  Vepainw Ta JlepwnikenywOn Vepainn wono
FYIWHCHHS TOPriBAL HEAKICHHMH Ta danbcHiKOBAHUMEN TIKAPCEKHME 3acoDaMu,
BHAYYEHHA Yy pa3i notpedM JiKapchbkuX 3acodiB 3 NPOAAKY T4 BHEHTTR
BLAMOBIAHHX 3aX0MiB WOA0 NOBEPHEHHS 333HAYEHHX [iKapCceKHX 3acodis
NocTavalbHAKY (BHPOGHHKY) ab0 IX IHHIIEHHS (VTHAIZaWIT).

26. Jlinewsiar 3000B'A3aHMH  BMAYHHTH 3 NPOIaKy, BLANOBLIHO
LIeHTHIKYBATH T2 POIMICTHTH B MiTKO BHIHAYEHHX T4 NPOMAPKOBAHHX MICLIAX
(KEPaHTHHHHX 30HAX) TAKi NiKApChKi 3acobH: HesKicHI NiKapceKl 3acobi, B TOMY
YHCTl NMiKapchki 3aco0H, TepMIH NPHIATHOCTI AKHX MHHYB, 3abopoHeHi o
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peanizauil B YCTAHOBIEHOMY 3aKOHOIABCTBOM NOPSIKY: JNIKAPChKI 3aco0M 3
YUIKOIUKEHHMH 3AKYTIOPIOBAIBHIMHE €1EMEHTAMH a0o maKyBaHHAMM; Jmapcm::
3acoBH, IOMO SKMX ICHYIOTE NPUNYINSHHA, 1O BOHH € HeAKicni Ta/abo
thanecudikoBaHnMi; NOBEpHEH] JHKAPCEK] 3ac0DH; dlﬂﬂhEHﬂ}EHEBE]iI NiKApCEKI
sacolfH. HelapeccTpoBaHi Aikapeski 3acofi, AKI MIANArAIOTE PEECTpALLL,

Jlns menuknx of'eMis KapaHTHHHOTO TOBAPY JOMYCKAETHUA POAMILLEHHA
fioro B saranabHiil 3007 36epiranug 3a yMoRH 3a0e3InedeHHA YiTKOrO CHIHAIBHOTO
MAPKYBAHHA KaPaHTHHHOT npomykiii Ta A0JATKOBMX 3acoDiE DesnexH,
fONepeKYIOMHX  BIIBAHTAKEHHS KADAHTHHHOTO TOBapy, IO BHIHA4eHi B
CTAHIAPTHHX ONepallifiHHX NPoLeIypax T4 3aKOHO1ABCTRI.

7. 3akyniBnA NiKapchkux 3acobis 3MIACHIOETECA BHKTIOYHO ¥ NiIIEHIATIE,
WO MAKTh JINEH3I0 HA BHPOGHHUTBO NiKapchkux 3acois, ONTOBY TOPriRMW
nikapchkuME  3acobaMu, iMnopt  nikapcekux  3acobis  (KpiM  AKTHBHHX
(apMaLesTHYHNX IHrpeaieHTis).

28, TTiANpHEMCTBY 3 ONTOBOI TOPriBal HeoOXiAHO BHKOPHCTORYBATH BCI
AoeTynHI 3acobM i MiHimizauil pHsMky noTpannsHas  aikcHdikoBaHuX
MKAPCHKHX 38c00iB 10 1eransHOr0 JAHILIONY NOCTA4AHHA.

Tepen Gymb-axow 3aKyniBnero aikapeernx 3acobis HeoOxiaHo nificHnTH
pianopizny  keanidikauilo nocrauanenukie Ta saTeepanTH ik, Le cain
KOHTPOJKIBATH ITIHO 3 BCTAHOBNEHOIO MILIEHIIATOM [POLENYPOIO, & PelyiLTaTH
IOKYMEHTYBATH Ta NepioluHO NepeBipaTH.

SAKkio NiANPHEMCTRO 3 ONTOBOT TOPTiBNI OTPUMYE NiKapChKi 3acodH Bijl
i HIIOTO MiANPHEMCTBA 3 ONTOROT TOPriB/i, CIL0 NEPEKOHATHEA, 10 NOCTA4ANBHHK
JOTPHMYETECH NPHHUWIIB TA TPaBH HANEKHO! NPAKTHKH THCTPHDYLIT Ta Mae
NUEH3IH HA ONTOBY TOPriBAK), HAMpHENA®, 3 JA0NOMOTCH Bianopianmux Oad
NaHHX,

29, MMpoeesenns onepaiiil i3 3aKynisni JikapcbEHy 3acobiB MadTH BYTH
MATBEPAACHT BIIMOBIAHMMH JOKYMEHTaMH. Y HHX JOKYMEHTAX Mae OyTH
pinoGpaweno sei onepauii 3 Kynisni Ta npofaxy i3 Ia3HAYEHHAM JaTH Kyniani
a0 nocTa4anHsA, HaisM, Cepil, KiNbKOCTI OTpumaHoro abo MNOCTABIEHOTOD
nikapcekoro  3acoby, Tepmidy  floro  npumaarHocti,  HaliMeHyBaHHA |
MICLEIHAXODKEHHA nocTavansHuka abo  ojepxypaua.  JOKyMeHTH, 1m0
NIATBEPAAYIOTE 3AIHCHEHHA onepattii Mix BAPODHHKAME | JUCTPHO IOTOPaMH, a
TAKO® Mid camump aHcTpuG'ioTopaMu, noBuHI MIcTHTH iHpopMauilo moao
OTPHMaHHX Jikapchimx 3acobis (30KpeMa 3a JONOMOTOK BHKOPHCTAHHA HOMEPIB
cepiif), yeix nocTadanbHukis abo ogepwysadie Aikapeeky 3acobis.

30. Binnyek (peanizanis) nikapchkux 3acobis npoBOAHTCS:

cy0'eKTaM rOCTIONAPIOBAHHA, D MANOTh Milensil Ha ONTOBY TOPTIBIH
MKAPCHKHMH FacolamMu;

cy('ekTamM roOCNOOAPIOBAHHA, W0 MATh Jilewii Ha BHPoOHHLTBO
A KAPCHEHX 3aCoDIB (118 BUKOPHCTAHHA ¥ BHPOOHAIITS );

cyBleKTaM rocrnoapioBaHig, 1O MAKTh MiueHsil Ha poiapibHy TOpriEmo
JiKapeEKHMH 3aco0aMu,
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fe3nocepeIHLO MiKYBANEHO-NPOUIAKTHYHUM 3aK1a1aM abo IOpHIHYHHM
ocobaM, CTPYKTYPHHMH MiApO3NinaMH AKHX €  JiKyBATEHO-TpOQinakTHYH
IAKITA0M,

31, Jluewsiat nin 4ac TPaHCTIOPTYBAHHA NiKapChKHX 3acobis NOBHHCH
3gbeaneynT yMoBH 30epiraHus nikapchkuY 38co0iB BIANOBIAHO 10 BHMOT,
BCTAHOBNEHHX  BHPODHMKOM, a Takos 3aXMCT JIKapeekHx  3acobip  Bin
vilkoamenus, Gatkendikami Ta Kpaabkid, 3abe3nedHTH  VHHKHCHHA  iX
MNOLIKOIKEHHA ( PORMHBAHHA, POICHOAHHSA, POIDHTTA),

32, Tpancnoprauii 3acid 118 nepesescHHs NiKAPChKHX 3ac0DIB MOBHHEH
3a0e3eUYBATH  JOTPHMAHHA BHIHAMEHHMX BHpoDHHMKOM ymoB 3fepiraHns
MEAPCEKMX  33c00IB | JO3BOUNTH [POBEJEHHS CHCTEMaTHYHOID BONOIOID
MPHOMPAHNA 3 BUKOPHCTAHHAM IS HPERUIHAAX 3ac00iB,

33. Tia 9ac TpaHCNOPTYBAHHN JIKAPCRKHX 3aC00iB MAKThH OYTH JOTpHMAaHI
YMOBH, o 3aDezneuyioTs zDepewenHs X HanewHol SKOCTI, CXOPOHHOCTI T4
LLTICHOCT, He NOMYCKAloTh TOMANAHHA Ha HHX MUY, arMochepHHx onaiis i
BITHBY CTOPOHHIX 3AMAaXiB.

Jlikapchki 3acofm nif vac TPAHCNOPTYBAHHS NOBUHHI OYTH 3axuilesi s
NOWKOKEHHA YNAKOBKH, POIHBAHHA, 3a0pyIHEHHHA, KOHTAMIHALGT IHIIHMH
nikapcekumu 3acobamu abo pevosnHami. He jonyckaerses TpaHCTIOpTYBAHHA
MKapepkHx 3acobiB pazoM 3 IHILHMH BHAAMH BaHTAKY 34 BHKIKOMCHHAM
CYTIYTHIX TOBAPIR,

[lepesesenns  nikapcekmx  3acobiB, MO0  BMMaraloTe  OCODIHBHX
TEMIEPATYPHHX YMOB 30€piranHA, NOBHHHO 30iACHIOBATHCH TINBKH CNELaibHo
ofAaAHAHUM TPAHCTIOPTOM, OCHALEHHM pedPHKEPATOPHHMH YCTAHOBKAMH, AKi
O0IAAHYIOTBCA MPHCTPOAMM 18 NOCTIHHOTO MOHITOPHHTY Temneparypw, abo
TEPMOKOHTE HHEPAMM.,

34, Jlna TpaHCOOPTYBAHHA NIKapeeKMX 3acobiB ciil BHKOPHCTOBYBAaTH
kBatifikosane obnaananus, 106 rapaHTYBaTH AOASPKAHHA HANEKHHX YMOR
TPAHCIOPTYBAHHA,

MaoTs GYTH NHCEMOBI METOAMKH CTOCOBHO EKCILIYaTauli Ta TeXHIYHOIY
00C/IYTOBYBAHHA BCIX TPAHCMOPTHHX 3acofip | 0ONAIHAHHA, BHKOPHCTOBYRAHNX
B npomeci JHCTPHOVIIT, BRKIIOUAKYH OMHINSHHA Ta 3aXoqH Gesnexn, NopAIOK
TEPMIHOBHX 1iH Nij 4ac NoNoMKH TPAHCTIOPTHOTO 3acofy,

35. HaprorTuuni 3acoM, NCHXOTPONHI peYOBHHH T4 MpeKypPCOpH
TPAHCNOPTYIOTHCA BLIMOBIIHO 10 BHMOTI YHHHHX HOPMATHBHO-TIPABOBHX AKTIB,
AK1 perynooTs X obir B Yepaini,

36. Tlp nnaHysawui TPAHCTIOPTYBAHHA CJiJ 34CTOCOBYBATH Iiaxin,
3ACHOBAHHH Ha OIIHIOBAHHI PHIUKIE.

37. He ponyckaeThes TPAHCTIOPTYBAHHA NiKApChKHX 3acobiB TpaHCHIOPTOM
3ArANBHONO KOPHCTYBAHHA, SKHM 31iHCHIOETECA NEPeBeIeHNs Nacamxupis, Ta y
NOWTOEHX 2800 DarawHNX BLANPaBIeHHAX,

38. Y nuceMOBHX CcTaHIApTHHX pobouMX MeTOOHKax (CTaHAapTHHX
onepauiiinnx npoueypax) nosuHHi GyTH omHeani GyIb-AKi poboTH, MO MOKYTE
BIIMHYTH Ha AKiCTs nikapeeknx 3acobis abo sxicts amcrpuGioTopcekoi
JIATBHOCTI: OTPHMANHA | TepeBipka NMOCTABOK, 30Cpiranla Jikapchkux sacobis,
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OuHLIEHHA | obcayroryRanHs npuMilleds (Bkmodadd GopoTsly 3 KoMaxamy |
TBAPHHAMHE ). peccTpailis ymoB 30epiranus, Gezneude sDepiraHua sk sanacie Ha
anTeyHoMy cknagl (Oasi), seaenns i 3BepiraHns JokymeHTauii, v ToMmy uucni
IOKYMEHTIB wogo 3akynieni, sGepiravHs, npojaky Ta TPAHCIOPTYBAHHA
NiKapcekux 3acofiB, NOBEPHEHHA TiKAPCHKHX 3acobil, MAAHM BiIKTHKAHHA, L1
METOIWKM MalTh OyTH SATBEP/UKEHI, NiANMcani i gatoBadi YNOBHOBAKCHOID
0COD00 JLeH31aTa.

39. JoxymeHTH c¢nil peryaspHO nepernsgatH  Ta AKTYani3yBaTH.
Heofixiano matu  cucremy, mo 3anobirae  mHnazkoBoMy BHKOPHCTAHHIO
aMiHeHHX Bepcili nmicna mepernsny nokymenta. Jamiveni abo sacrapini
METOAHKH HeODXIAHO BUTY4MTH 3 pobounx Micub Ta 30epiraTh B apxisi.

40. 3 MeTol KOHTPOMO BIINOBIIHOCTI NPHHIANAM | BHKOHAHHSA IpaBHi
HANCHKHOT MPaKTHKH AUCTPHOYLIT Ta HanewHol MpakTHEM sGepiraHHs, a Takow
MpONO3HILiH HeOOXIAHNX 3an0GIKHHX T4 KOPHIYBANLHMX il miLeH3iaT nosumen
MPOBOJAHTH CAMOIHCNEKIIIO,

lpusimenns, obnannanig, AOKYMEHTALIO, TpoLiec 30epiranns, KOHTPONs
AKOCTI, AMCTPHOYLIIO NiKapewinX 3acobis, NHTAHES, 0 CTOCYIOTHEA [ePCOHATY,
JAX0OH Woao podOoTH 3 pPeRiaMalliiMH TA OO0 BLIKIHKAHL, 2  TAKOWK
caMoiHcnexuill  (BHYTPIWHI  avanTd) Heobxinxo PETYIAPHO  TOCTITHYEATH
BIAMOBIAHO [0  3asganerids  BHIHEYEHO! TpOrpaMp  is nepesipks 1%
BUIMOBIAHOCTI NPHHLMNAM YIPABRITIHHA AKICTIO

41. Jliuensiar Mae BNpOBAANTH NPOrPaMy caMoiHCIeKRUIH, 10 OXONNIOE Bei
acnekTH GDP Ta 10TPHMAHHA PEryIATOPHUX NONOKEHD, Mparwi Ta NpoLenyp, B
MEHAN BHIHAMEHOTO rpadiy,

42. Tlposenenna Beix camoincnexuiil Heobxigno npoTokomwosarH. 38iTH
NOBHHHI MICTHTH BCl criocTeperenHa, 3poBieni mig 4ac camoiHcrmexuifi., i 3a
HEOOXIAHOCT Nponosuuil mono 3anobikuux Ta KOPHIVBATRHHX il Takow
noBHHHI  OyTH cknanemi 3sith npo  ai, npomemeni a  pesyabTaTamp
camMOIHCTIeKL,

43, fkwo 3a pesvasTaTaMH caMoiHcrexuil CHOCTEPITANHCA MOPYIIEHHS
Ta/abo Hegoniky, HeobXilHO BHIHAMMTH IX MPHUMHN, & TAKOK 3A0KYMEHTYBATH
Ta ANACHUTH KOPUIYBANKHI Ta 3anobikui 1ii.

44. Jliuewsiat nosunen matH Keanidixoanuii nepcosan v KinkKoCTi
(3aMeHO BiA KIIBKOCTI T4 MOTYKHOCTI anTeuHMx CENAdiB), WO O03BOJNNAE
BHPILUHTH BCl 3aBAaHHA, K] TOKIA4eH] Ha JiLeHziaTa,

¥ niuensiaTa noBHHHI GyTH 3aTBEp/UKEH] WITATHHH PO3KIAL T4 NOCATOBI
IHCTPYKUIT npailiBAuKiB, ¥ AKHX BURNAJeHi ocHOBHI GYHKLIT, NOBHORAKEHHS,
npodeciiini 3HAHHA, KOMNETEHLIA T2 (HI BUMOrH 10 TIpauiBHUKID,

43. Tlepcosan niuensiaTa MOBHHEH 3HATH Ta AOTPHMYBATHCL NPHHLKIIE
HalexHOT npaktukn auctpubyuil Ta HAlewnoi npaktakk 3Gepirasss, mo
CTOCYIOTRCH HOrO JIANBHOCTI, @ TAKOM NPOXOAHTH NEPBHHHE Ta nepiogHYHe
HABYAHHA BIINOBIAHO 1o OGOB'MIKIE NEPCONATY, BRMOYAIOHNH IHCTPYKTOK 3
BHKOHAHHA TIFIEHIMHHY BUMOT,

46. Ocobu, aki Gesnocepensso 3aiiMalOTLCA  OTTOBOID TOPriBIEH
NIKAPCERUMH 3ac00aMH, MOBHHHI MaTH BiIMOBI IHY dhapmaLesTHYHY OCBITY,
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3azHaven] ocoDH NOBMHHI MaTH:

1} aunnos npo gapmatesTHYRY 0CBITY Hasuaneuux 3aknanis -1V pisuis
akpeaHTauiil, HapyanbHuX 3aknanis I-11 piexis;

2) npu nosuii  BMmiH  ocBiti - ceprudikar npo nNpHCBOCHHA
(MLATBEpKeHHS ) IBAHHA NpoBilopa-cnewianicta abo nosuuHi GyTH aTecToBawi
3@ LIEW CTIeankHICTI0 3 NPHCBOCHHAM (NiZTBEpIMeHHAM) Keanidixauifinol
KaTeropii AN AKMIOMis HasganeHix 3aknasis HI-1V pienis axpegurarii.

JazHaueHa BUMOra He NOWHPKETECA HA NPALIBHHKIB anTeyHux ckialis
(Ba3), aki gificmoloTs BIAGip, KoMNNeKTAll0 Ta YNAKyBaHHs 3amoBneHs. Ll
NpaUiBHHKH NOBHHHI MPOXOAHTH HABYAHHA Ha NoCTiiHii ocHOBI BLANOBIAHO 10
ixHix 0boB'A3IKIB Ta NepioaMMHKA MeaHYHII ornsa.

47. CneuianicTn, axi npoiiuaM creUlansHyY NiITOTOBKY B HABYATBHHX
JKIanax iHO3eMHMX KpaiH, AOMYCKAKTLCA N0 Npodeciiinol mianbHOCTI v
NOPANKY, BHIHAYECHOMY UEHTPAILHHM OpPraHoM BHKOHABYO! BaamgM, mo
sabeanevye GopmyBaHHA uep}ﬁ:aauni [MONITHEN ¥ -:i:p-epi OXOPOHH 310POB'A,

48. Cneuianict, sKi He DPAUKIOTH TIOHAT M'ATHL POKIB 33 3AIHAMEHOD ¥
THTITIOMI, Lep-rm:]:-maﬂ {I‘IDCHL.EH:!HHL} CMelianbHICTIO, MOWKYTh Gy TH ."mnymem oo
AiRaBHOCTI 3 onTomol TOPriRAi  mikapcekumu  3acobaMH  TiNBKM  micos
MPOX0GKEHHA NePeniIroTORKH,

49. Tlocanum sasimysadis anrtewsoro cknagy (Gasd),  3aCTYNHMEKIB
IABIAYRAYIB ANTEUHOrO CKAALY (Basn) MOKYTE 3aMiaTHEA ocoBaMu, 1O MAKOTE

AHONOM HaByankHoro 3aknagy Il - IV pisnis axpenwrauil ta ceprudixar
npoBisopa-cneniadicra 3a  cnemiambmicmio  «Opramizanis  Ta VYTIpaBiiHAA
apmaiicion afo arectoBaHi 3@ UK cReliaTBHiCcTIO 3 MPHCBOEHHAM

(NATREPIKEHHAM) BLINOBI 1HOT kaTeropii.

He nonyckaersea salimanns nocaam sanilyeaua antedsoro cknaay (Gazm)
38 CYMICHHLUTBOM.

30. JlineHsiat noBHHeH npwsHauWTH npuealiMHi oMy Ynoexosaweny
ocody, AKa BIANOBIZAE 33 CTBOPEHHSA, BNPOBATAKCHHA Ta GYHKIIOHYRAHHA
CHCTEMH AKOCTI.

YMOBHOBAKEHA ocofa NOBHHHA OCOBMCTO BHKOHYBaTH cBOl OGOB 'HIKH,
MATH BHILLY (apMalleBTHYHY OCBITY Ta cTaw poBoTH 3a crieliaibHIcTIO He MeHIe
ABOX POKIB,

YnosroBakena ocofa NosHHAA BHKOHYBATH CBOT 0DOB S3IKH TAKHUM YHHOM,
wed 3abesneyMTH MOXIHBICTS JIUEH3IaTY JOBECTH BINNOBIAHICTE BHMOTAM
GDP.

31, Jliuensiar nosuxed 3a0eIneyuTH MepiogHdHe HABMAHHA NEPCOHANY,
NANBHICTE AKOTO MOKE BIIMHYTH HA AKICTL NPOAYKIT, BiNOBiING 10
3ATBEPIKEHHX NIEH3IaTOM HABYANRHUX POrpaM,

KpiM OCHOBHOrO HABYAHHA 3 NMHTAHb HANEWHHX NPAKTHK aucTpudyuii 1a
ibepiraHHa, KowxeH, npuiluaTHil Ha poboTy NpauiBHMK MOBHHEH npoiTH
HABYAHHA BIANOBIIHO 10 MOKNAASHHX Ha HBOTO 000B'A3KIB.

JliuensiaT moBHHeH nepioaHYHO OUIMIOBATH NpPAKTHYHY edexTHBHICTE
HABYAHHA.
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Jlinensiar noBuHen 1a0e3NeUHTH HABYAKHA NepcoHANY, oBOBAIKH IKOTO
nepeafayiaioTs nepelyBanna ¥ CKIAACHKHX 30HAX (BETIOYAIOMH TeXHiUHHE |
obcnyroByrounif  nepcoHan, @ Takom CNIBPOGITHHKIB, WKi  2AICHIOIOTH
OpHOHPANHA),

22 Y nilenziata NOBHHHI GYTH BCTAHOBICH! rirfeHI4HI BUMOrH, WO
BUINOBIAAIOTE BAAY NisnsbHocTi, skuil npoBaZWTLCH, Ta sabesnmedeHo ix
AoTpHManns, Ll BAMOrM TNOBMHHI, 30KpeMa, BKTIOYETH BHMMOIH 10 cTauy
3AOPOR'S NEPeoHANy, riricHiYHHX NPOUETYP | TeXHONOrYHOrO oaary. Jlinenziar
MOBHHEH MATH JIOKYMEHTALIK 3 MiTiCHH NepcoHany.

53. llpn npuiinstri Ha pobory nepcoHan, RiANLHICTE AKOTO MOmE
BIUIHHYTH Ha AKICTE NMPOAYKUIT, NOBHHEH NPOATH Menuune ofcTeweHHS. a B
DOLANLIIOMY - MEePioanTHi MeawsHi ornsan. JlineHsiat © BiANOBIiIaTEHHM 34
HaABHICTE IHCTPYKUIH, BIANOBIAHO 20 Akux 3aBesneyyverses Horo IHOPMY BaHHS
Npo Takui CTaH 3LA0POE'S CHIBpOOITHHEIR, AkMil Moxe BIUTHHYTH Ha HKICTH
npoaykuii. Jliuensiar nosuHeH swHTH opranizauifiemx JAX0MIB, AKI MAKTh
FAPAHTYBATH, L0 KO/IEH NPALIBHMK 3 indekUiiiniM 3axsopioBanHsm abo panamy
Hd BUIKPHTHX MiNAHKAX Tina We byne aonymeHnH 20 CKAANCEKHX NPUMIIEHE
(30H) Ta 30H KOHTPOIIO AKOCTI.

Posaia 5. Bamorn woso nposagkenns rocnoaapeskoi isibnocti 3
BHPOGHHUTRA (BHrOTOBACHHS) AiKapchkux 3acobis B YMOBAX anTeKH,
posapifina Toprisas dikapebKuMA sacobamn

I. Po3npibua Toprisng nikapcekumi 3acoB0aMy LTiiCHIOETLON THILE qepes
alTekn Ta IX CTPYKTYPHI NiAposninm, kpiM Bunankis, nepeabavennx OYHETOM 3
LBOTD PO3ILNY.

2. Cy0'eKT rocnoapioBanHs, sKmii NPOBAGKYE FOCNONAPCEKY JiANBHICTS 1
BUPOOHUITES (BHIOTORIEHHA) i KAPCHKHX 3ac00iB B YMOBAX AlTTek, pospitHol
TOPiRNI JIKAPCHRHME 3ac0oDaMi MOBHHEH 3a0e3MeMHTH HANBHICTE MATEPIATbHO-
TexHiuHol Gaiu, TexHiuHuX 3acoBis Ta ix sianoRiaHicTL BHMOTraM HOPMAaTHREHHX
NOKYMCHTIE WoAo BupobHMUTBE, 3I0epiranns, KOHTPOIK  AKOCTI, Toprieai
JIKAPCEKMMH 3acoDaMH,

Hianshicts 3 BHpoGHMITBA (BHrOTORNCHHS) TKAPCLKHX 328C00iB B yMOBax
ANTEKH. Ppo3npIOHO] TOPriBnA  NiKapeeKHMMH  3acobaMl  3MINCHIOETRCY 3
ACTPHMAHHAM BHMOP 3aKOHOJABCTEA 10O AKOCTI Nikapchbkux 3acobiE, y TOMY
MHCL NPHIHAYEHHX [UTH KAIHIMHHX JOCTiTKeHb, nin uac ix BHPOGHHLITES,
TPaHCNOPTYBaHHA, 3Depiratns, omTosoi Ta po3apiGHoT Topriami Huwmm,

JisneHicte i3 sbepiradus nikapeekux sacobis min wae BHPOGHHIITEA
(BHFOTOBNERHS) NiKapchKUX 3aco0iB B yMOBaX antexd, posnpiGol TOpriBi
JUKAPCHKHMH 3acofaMi IificHIDeTLes 3 AOJePHAHHAM BHMOI HACTAHORH 3
HANEHHOT NPaKTHKH 30epiranis,

3. ¥ cinecskiil micuesocti v pasi BiicyTHocTi antexs abo CTPYKTYPHOTO
NiApo3iny anTeku poinpitua TOPriENA JiKapCEKHMH 3acobaMu 3a nepeniKoMm,
BCTAHOBNCHHM LECHTPATLHHM OPraHOM BHKOHABYMOT BiagW, wmo sabesneqye
(hopMyBaHHR jepaarnol noaiTHEE ¥ cdepi OXOPOHH 310p0B'S, 301HCHIOETRCH ¥
NPUMILIEHEAY  densnmepceknx, (eNLAIepCEKO-AKYIIEPCERHY  NYHKTIB,
CINLCBENX, AUBHHYHEX AikapeHs, ambynaropisx, amOynatopiax  saranbHol
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NPAaKTHEH - CIMEHHOI MeIHMUHHH NPalisHHKAMKM UHX 33K0agiB, AKl MamTb
MEAMYHY OCBITY, HA MIACTABI JOrOBOPIR, VRIANEHMX i3 JILEHIIATOM, WO Mac
JUEH3TI0 HA POIAPIOHY TOPHBIIO JIKaPCEKHMH 3ac00aMH.

[pumilienns  densamepekknx,  QenbanepCbKO-aKyIIEPChKUX  IYHKTIB,
CLILCBKHY, ALTBHAYHEY JikapeHs, amByaatopii, amGynaropii saransHol npakTHKH
¥ ULOMY BHOAJKY He € MicUeM NpOBaI#eHHs rocnojapeskol mianbsHocTi 3
pO3APiGHOT TOPTiBNI MiKApChKHMH 3acoDaMi ¥ 3HAYeHHi, HABEIEHOMY v 3aKoMi
Yipainn «lTpo JiueHsyBats BHIIB rOCNoaapesrol TiRABHOCTIN,

4. Antexn Ta Ix CTPYKTYPHI MIAPOINUIH 3AIHCHIONTE TOPIRIIO FOTOBHMH
TIKAPCHKHMH 3ac00aMH, B TOMY YHCi BHIOTORISHHMH B YMOBAX allTeKH.

[Min wac npojaamy nikapcskux 3aco0iB cy0'eKT roCHOJApOBAHHS BHIAC
ocobi, ska npuabasac miKaposki  3aco0M, PO3PAXYHKOBHI JOKYMEHT, LU0
Facelauye hakT Kynisni, ¥y noOpaaKy, BCTAHOBNEHOMY 3aKOHOAABCTEOM,

3axynisng nikapcekux 3acobiB 3IHCHIOETRCS BHKIIOYHO v cv0'ekTie
rocrnojapioBadid, [0 MalTh JiLEH3I0 HA BAPOOHMLTBO Nikapeskwx sacolis,
OTTOBY TOPTIBKD JiKapcekuMu 3acoDamu, iMINOPT NiKapeekHX 3acoDiB (kpi
AKTHBHHX (PAPMALICETHYHHX IHFPEAICHTIR).

5. B OKpeMHX NpHMIIIEHHSX ANTeKH, 10 SKHX € MPOXid TIALKH i3 3amy
00cnyTOBYRAHHA HACENCHHS anTexy M 3 TamMOypa/KOpHIOPY 3aramkHOTO
KOPHCTYBAHHA, MOME 3MIHCHIOBATHCH MEAMYHA NPAKTHKA Y [NOPAIKY,
BCTAHOBIEHOMY JaKOHOIaBCTROM,

6. Ha tacani Synisai, ge posminyeTscs anteunuii saxaan, srigHo 3 Horo
NPHIHAYCHHAM NOBHHHA POIMILIYBATHCL BHBICKA 13 Ja3IHAYCHHAM BHIY K147y,
Ha suinomy wmicui mepea BxofoM 10 anTeyHOro 3aKAamy PoOIMILIYETHCH
iHdopMalis npo HafiMenyBanHA cy6'eKTa TOCMOAPIOBAHKA, PEEHM POGOTH
ANTEMHOTO 3aknany. [l antek Ta X CTPYKTYPHHX MiIpo3inis mae 6yTH HasBHa
tHpOpMais npo MicuessaxomKedHs ueprosoi (Uino1o6osoi) Ta HafiGmH#4oT
AnTeK.

Ha aupicui Ta Ha 30BHIWHIX PERNAMHNY KOHCTPYEIIAX anTesHoro AKMANY
ACIBONAECTRCA, OKPIM BHKOPHCTAHHS NO3HAYEHHS BHIY ANTEYHOTO 3AKNALY,
POIMILUYBATH  HafiMeHyBawHA cyG'ewTa  rocnojaploBaHHA, HaliMeHyBaHHA
ANTEMHOrO 3KNAOY Ta IHAKA A0S TOBAPIB | NOCHYT (JIOTOTHNY), SKHR HANEKHTL
CYD'EKTY TOCMOJAPIORAHHA HA  33KOHHHX [ICTABAX, 38 VMOBM, o
HaMEHYBaHHA Cy( €KTa rocnojapioBanis, HARMEHYBAHHA anTeyHOro 3aKsany
Ta/abo 3HaK 11A TOBAPIB T4 NOCHYT (A0rOTHN) He MICTHTH:

- BKA3IBKH W00 pisHa abo iHWol o3saky 1LiH, ska MOXe BILIHHYTH Ha
HAMIPH CMOMHBAYA W00 NPpUABaHHA TOBAPIE ¥ TakoMy 3aknai;

- indopManii, WO MOKe BBOAMTH CHNOKHBAYA B OMaHy 100
OPIEHTOBAHOCTI ANTEYHOTO 3AKNANY Ha OOCAYIOBYBAHHS TEBHHX COLILTBHY
IPYN HACR/ISHHS;

- NOPIBHAHD 3 IHIDAMH 2NTeHAMH 3aKIa0aMH,

3a DaaHHsM JNiUEHIAT MOXE BCTAHOBHTH CHIHATBHWH MOKZMIHE
ANTEYHOrO 3aKnagy Ta HOro CTPYKTYPHOrO MiApo3giny, 3araibHHi OnMc SKOro
JATBEPIKYETHCH USHTPANBHHM OpFaHOM BHKOHABYOI Bian, mo 3abesneuye
PopMYBAHHA depwaBHol DoniTHin ¥ chepi oxopork 110poR's.
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ANTeyHl 3aKNalM NOBHHHI MATH NOPAAKOBMI HOMep T4, 3a OamaHHsM
NieHiiaTa, HalMeHYBaHHS.

7. Bianyck peuenTypHHX JiKapchKHX 3aco0iB 30iACHIOCTECA BHETIOYHO 32
peuenToM Yy TMOPAIKY, BCTAHOBACHOMY UEHTPAIBHMM OpraHOM BHKOHABYOT
Baand, wo 3abesneuye QopMmysaHud aepwanHol MOXITHKH ¥ cdepl oxopoHH
FOPOE'A.

HossonacTbes Biamyckatd O3 peuenta nikapeski acofu 3a nepenikom
MKAPCHKHX 3acofiB, J03BOJEHUN /0 JaCTOCYBAaHHA B YKpalki, aki sianyckawoThes
Ges peuentis 3 antexk Ta X CTPYKTYPHMX NiApo3finis, 3aTBepGKEHHM
LUEHTPANLHHM OpraioM BHKOHaBYOI BIadH, wo 3abeanevye QopMyBaHHA
Aepacasrol noaituEn y oepl oxopodn 3aopos's. Bignyek nikapeekux sacobis,
Aki He BBIHINH 10 UBOTO Tepeniky, IMICHIOETRCH BIANOBIAHO 10 YMOB
BIAMYCKY, BH3HAYEHHX B IHCTIPYKUISX /07 MEIHYHOIO 33CTOCYBAHHA LHX
NIKAPCBKHX 38C0018 Ta NTHCTKAX-BKAE1HILAX.

B. ¥ sani oBCAYroByBAHHA HAceNeMHS HA BITPHHAX, ¥ CKISHHX T4
BIAKPHTHX [madax ToWO A03BONSCTECH PO3MILLYBATH JHKapchki 3acofm. wo
BIAMYCKAIOTECA Ges peuenta. B oxpemux wadax, BiTpHHAX (10 SKHX HeMae
AOCTYILY CAOKHBAYIB) 30epiraoThed NIKApChKi 3acofM, W0 BLANYCKAIOTBCA 33
pelienToM nikaps, 3 obor's3kosoo noswaykow «Biznyek 1a peuentom nikapas.
CynyTHi TOBAPH POIMINIYIOTECH HA BITPHHAX, B WaaX, OKPEMO Bil JiKapChKHX
3acobis.

Pexnama nikapcskux 3acobip 3MIHCHIOETRCA 3 AOTPHMAHHSM BHMOP CTATT]
26 3akony Ykpaiau «llpo nikapeski sacofms,

9. BupobuuuTeo (BHIOTOBNEHHS) JIKAPCEKHX 33COGIE B YMOBAX AMTeKH
INIHCHIOETHCA THILE B ANTEKAX 134 HassHOCTI AineHsil wa BHPODHHLTBO
JNKApchEWX 3acobis.

Bupobunureo (BMrotosneHns) Nikapchkux 3acoGiB B YMOBaxX AanTexkH
MOBHHHO 3AIACHIOBATHCE BIANOBITHO 0 NPaBHI BHIOTOBIEHHS MKAPCLKHX
3ac00IB B YMOBAX ANTEKH, BCTAHOBNEHHX LUEHTPATLHHM OPraHOM BHKOHABYO!
BlaaH, mo 3abesnedye QopMysawHs IepkasHol MomTHRM y cdepi oXopoH
JIOPOB'A.

Toprisas nikapcekumu zacoGamu, wio BupoGieni (BuroToBneHi) s yMosax
ANTEKH, MOWE 3NIHCHIOBATHCE [THILE 4Epe3 anTek Ta CTPYKTYPHI nigposainm
anTex MiueHsiaTa, AKWi € RIACHHKOM ANTEKH, MO iX supobnse (BHroTomnsc), 3
AOTPHMAHHAM YMOB TPAHCIOPTYBaH A, 30epiraHHy Ta BIANYCKY.

[epenik sHyTpilnABOANTeYHOT 3aroToBkM, MmO BHpOGAsE (BATOTOBINE)
ANTEKA, NOTOIKYE TEPHTOPIATLHHA OPraH LEHTPANBHOIO OPraHy BHKOHABYOT
BIAJIH, WO peanisye qepwasHy NoNiTHky ¥ cepi KOHTPOI SKOCT Ta Gesnekn
NiKapeekHX  3acobiB BIAMOBIAHO 10 nopanky, 3aTBEpIKEHOrD HEeHTPaTEHHM
OpraHoM BHKOHABYOI BIAIH, L0 Peaiilye NepmaBHy NOMTHKY ¥ cdepi KoHTpomo
AKOCTI Ta Be3nekH NiKapcsEKHX 3acobis.

10. Jlinensiat, akuil npoBamMTE AiAABLHICTE 3 posupiGHOi TOpriBni
NKAPCHKMMH 3aC00AMHM, TOBHHEH;

3abe3neqlTH HAABHICTE ycix HeoOXinMuX NpHMilleHs, yCTATKYBAHHS Ta
0DJIAHAHHA 274 HANSKHOTO 30epiraHts Ta TOPriBIi NIKAPCLKMME 3acCOBaMI:
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sabesneyysard I8 KOXKHOMG BHPODHHYOTO NPHMILLGHHS peccTpalin Ta
KOHTPOUIb TEMNEPATYPH i BiIHOCHOT BoTOrocTi NOBITPA, cnpagHicTs yeix sacobis
BUMIPIOBAILHOT TEXHIKH | IPOBOANTH TX PEryJISApHY METPOIOriyHY NoBipKy;

MaTH HeOOXIAHY KiNbKICTE NpaniBnvkis, sKi BUINOBIAAIOTE KaIpoBHM
BHMOTaM, BCTAHOBICHHM UMM JTinensifinamu yMoBasu;

CTBOPHTH HeoDXiaHi YMOBH ATH JAOCTYNHOCTI ocib 3 oOMemeHHMH
hIIMTHHMH MOBIHBOCTAMH 10 ANTEK;

ADTPHMYBATHCH BHIHAYCHHX BHPOOHHKOM 3JAraneHHX Ta cneuudidamnx
yMOB 3GepiraHia NiKapeLKHX 3acobis;

MaTH B 3ani ofcnyroByBaHHA HaceneHHA iHdoOpMauild Npo HasBHICTE
Muensii, npo ocoGAMBOCTI  NpaBMa  BIANYCKY  NiKapcekHx  3acobis,
MicleaHaxomkenna | Homep Tenedouny cyfleKTa rocnonaplOBAHHA., SKOMY
HanekaTh ANTeka Ta CTPYKTYpHI NiOposainu, Micue3HaxomXeHHd | Homep
TeneoHy JACpEABHOID OpraHy Yy ChOpasax 3axMcTy [IpaB  CHOMHBadiB,
MiCLe3HAXOUKEHHA | HOMep TeledoHY TEepATOPIATBHOrO OPramy IepHKaBHOIO
KOHTPOMO SKOCTI JIKAPCHKHX 3acobin, a TAKOW KHHCY BIATYKIB Ta NPONOIMII,
3aDe3neyHTH MORIIHBICTE BCTAHOBNEHHA Ta diyHKLIOHYBAHHS indopMauiiinoTo
cTeHaa abo Tepminana;

3abe3ne HTH CXOPOHHICTL Nikapcekux 3acobis;

3fepiraTi NPOTATOM HE MeHINE TPEOX POKIE IOKYMEHTH, 110 3acBiI4YIOTh
KYMIEMO, i3 3a3HAMEHHAM [aTH, HA3BH, (OPMH BHIYCKY, KiILKOCTI, cepii T4
TEpMIHY NPHIATHOCTI OJepianoro Nikapekkoro sacoby, BHpobHHE, IHopManii
Ipo nocTa4YalbHUKA TA PEKBI3HTIB Hol'o Jiuewsii;

BHIHAYHTH YNOBHOBAKEHY oco0y, AKA NOBHHHA MATH JHIIIOM npo
(hapmaLeBTHUHY OCBITY Hasuaneumx saknanis 111 - IV pisnis aKkpequTawil Ta
cepTHiikaT Npo NpHUCBOEHHA (MiATBEpIAKEHHA) 3BaAHHA npoBisopa-creuianicTa
abo GyTH 4TecTOBAHOKY 3a  Wi€l0  chewansHicTIO 3 NPHCBOCHEAM
(ninTeepmxennam) kevanidixauiinoi kaveropii Ta MatH  cram podoTH 34
creuianbHicTio «@apMalis» He MeHIle ABOX POKIB (BHKOHAHHA O6OB'SiKiA
YnosHosaenol ocobW, sianoBizanshoi 33 GYHKUIOHYBAHES  CHCTEMH
3abesnedenns AKOCTI /ikapchkuX 3acobiB B anTeui, mo postawosana y ceni,
CENHIL, CeMHIL MICBKOTD THITY, MOWE MOKNajatues na ocoby, Wo Mac THIOM
Npo PapMaLeBTHYHY OCBITY HaBUANLHHX 3aknain | - 1| pisxis axpenurauii, aGo
ocody, sxa 0TpHMana pisedk Gakanaspa y HaBdaneHHX saxnamax 1 - [V piBHiB
akpeauTanii). Buxonanns obos'sixie YnopHOBa®eHOT ocoGH V Ceni, CemWu,
CEJTHILL MICKKOTO THITY MOME NOKTAJATHCA Ha criedianictis Ges cramy poboTs 7a
cemansHicTO «apamariny,

Il Ana anter, axi supofimorTe (BMroTORNAIOTE) NiKapeRki 3acobu,
0DOB'A3KOBHM € HAsBHICTS uninol [lepaasnoi Mapuakonei Y kpainy.

12. ln= safesneyenns aisabHocTi 3 posapiGHol TOPriBni anTexa NoBHHHA:

1) poaMilysaTcs ¥ BHBEJACHOMY i3 HHTAOBOMO QOHIY OKpEMomMy
Oynuaky abo y sGynosaHomy (npubyzosanomy) I30MLOBAHOMY NPHMILICHHT Ha
NEPIIOMY MOBEPCT 3 OKPEMIM CAMOCTIITHIM BHXOJ0M HA30BHI i3 TOPTOBETBHOMO
MY 33 BUHATROM BHNAAKIB, nepeafaueHuX UMM NiInyHKTOM,
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HosBonseTecs posMilleHns antex AHWe ¥ of'cKTax HepyXoMmoro mMaiina,
peqoBl Npasa Ha AKi NiAnAraoTs Aepxasnif peectpauil BiANOBIAHO A0 YHHHOMO
3AKOHOMABCTEA YRpaTHM.

HossonseTsen yAalTyBaHHA JArANBHOIO BXiZHOrO TamOypa B Oy AHHKAX
IPOMAJICLKONO MPH3HAYEHHA (OKpIM KN, 3aknagie nowkiabHo! ocBiTH Ta
MiAT3ie AHTIOBHX OYAMHKIB) 33 YMoBH 3a6e3NeUeHts BinbHOrO JOCTYIY [0
anTexH T4 JOTPHMAHHA B TAMOYPI CAHITAPHO-TIriCHIYHEX BUMOT, YCTAHOBTEHNX
Ana antes. [L1owa 3araibHOro BXIIHOMO TaMBypa He BKIOYAETBCA B MiHIMATBHY
Td 3arafibHy NNOLLY ANTEKH,

Axmo anteka 3afMae isonsoBaHe ﬂ.&}i].l]hh:arlfl-nf.‘p}:ﬂﬂe (8 TOMy wmCal
MUBANBHE, HANIBNIABATEHE YH LOKONBHE) NPHMIIEHHS | Mae nekinexa samin
DDCIYTOBYBAHHA HACENEHHA, OJWH 13 HMX NOBHHEH GyTH PO3TALLIOBAHHA HA
nepuioMy nuuep-cl 3 0DOR'AIKOBOID Opradizalicio ognoro pobodoro micus ms
BIAMYCKY Nikapcekux 3acobis.

HossosnaeTnea puammmum 3any {}ELJI}'FGB}-'B&HH.H HACEIEHHA HE TITLKH Ha
NEpLIOMY MOBEPCi, SKILO piBeHb HOro MiATOTH He HKYe/BHLIC NIAHYBATHONO
piens 3emni Ginkure wik na 0.5 metpa,

HonyckaeTecs  posMilllenss anTexkn Y OpPHMILIEHHAX CAHATOPHO-
KYPOPTHMX 3aKiajlis, rOTeNiB, @eponopris, BOK3amiB, y isomboBaHOMY
NpHMILLEHHT HA MEPUIOMY TIOBEpC] Ge3 YIAITYBAHHA OKPEMOFO CAaMOCTIHOMO
BHXO/Y HA30BHI 33 YMOBH ZOTPHMAHHA BHMOT nyukty 10 usoro posginy.

¥ IIpHM]I.I[EHT—Iﬂ){ TOProBeNbHHX LEHTPIE JONYCKAcThCA  POSMillleHHS
anTekH B i30/1bOBAHOMY NPHMILICHHI Ha Gyab-sKOMY nosepci Ta Oes
YIALTYBAHHS OKPEMOro caMOCTIHHOrO BHXODY HAI0BHI 3a YMOBM 0614/ IHAHHS
TOPrIBENRHONO HEHTDPY  MACHMHPCHKHMH nipraMn  ta/abo  niaHoMEHEAMM
(HaxuneHuMH abo BEPTHKANLHITMH MAHIMATEHHME  AnaThopMaMu Towoe) v
TEXHIYHO CIPABHOMY CTaHI, 3 TOTPHMAHHA BHMOT nyHETY 10 tsoro posainy.

¥ npHMileHHax  mikyBatsHO-npodinaKTHYHKX  SaKnamis AOMY CKACThOHA
POAMILUEHHA ANTEKH B 30ILOBAHOMY NPHMIISHH Ha ﬁym-mmmy nosepci Ta Hes
YJITYBAHHA OKPEMOTO CAMOCTIHHOTO BUXOMY HA30BHI.

Y CclieceKiH MICHEBOCTI NMOIBONSETHCH TAKOK PO3MIIEHHS ANTEKH Y
E-].-’,[I,HHKEI:{ FPOMBJCEKONO  NPH3HAYCHHA (OKPIM IUKin, 3aknauis moukinkHoi
OCBITH Ta NiATIAIB KHTIOBHN BYAHHKIR), ¥ IPHMILLEHHSX CLIBCHKOT (cenmminoi)
paid, NIANPHEMCTE TNOWTOBOTO IB'A3KY  hes YARUTYBAHHA  OKPEMOro
CAMOCTIHHONO BHXOAY HA30BHI;

2) matH 3an ofcayromyRaHHA HaceTeHHH Ta Bupnﬁﬂmu NMPUMILIEHHS:
HeODXIOHY soHy Ta/abo nTJ-HMlLLIEHHJT ATA NPHAMAHHA [iKapchKHX 3acobie,
NPHMIILEHHA (30HK) A8 3OEpiTaHHA Pi3HHX rPyN TIKAPCEKHX 39CO6IB BiANOBLIHO
AC BHMOT, BHIHA4YeHHX BHpoDHuKOM. [lpoxin no supoGHHuHx NpHMIlLEHEs He
MOME $IHCHIOBATHCS Hepes NPUMILICHHS 3araibHOTO KOpHCTYBaHHA (KopHIopH,
Tamﬁypn Tomo). MidiMankHa saranbHa  NAOWA  TPHMIEHE shepiraHus
NikapceKUX 3acobis He Mome GyTH MeHIow 10 KB, M,

Honyckaetnes oﬁnamw&amm 34TV ﬂDEJ}'TﬂB}'EHHHi HACENEHHN 3 BLIbHHM
ACCTYNOM CNOWHBAYIB 10 NiKapchkux sacodis, AKi BigmycKaroTecs Ges peLenTia
arigno 3 [lepemikoM JNikapcekux sacoie, AoImONEHMX [0 3ACTOCYBAHHA B
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Yrpaini, Aki BianyckaloThC® 0683 peuentis 3 anTexk Ta IX CTPYKTYPHHX
NiApO3TAINIB, IATBEPAKEHHM LEHTPAILHHM OPraHoM BHKOHABYOI BNAAH, 100
sabesnedye GOPMYBAHHA ASPWABHO!T MOMITHEH ¥ cdiepl OXOPOHH 310pOB'Y, Ta
CYNYTHIX TOBapiB 38 HasBHOCTI B 3a7 DaxiBliB-KOHCYAETAHTIE (MPORIIOPIE,
hapmatiesTia).

Jlng anrex, Akl pOITALOBAHL ¥ JIKVBATRHO-NPOPUIAKTHYHNY 3aK1azax |
JMIHCHIOTE BHTOTORIEHAS ( BHPOOHHUTEO) NIKAPCAKHX 3aC0ODIB B YMOBAX ANTEKH
Ta BIOMYCK TOTOBHX MIKAPCEKHX 3acobiB nuine y BiINEHHR NIKYBATLHO-
NpogHAAKTHYHEY 3aKTa0iB, J0NYCKAcTBCA BIACYTHICTE 3aiy 00CHyroBYBaHHS
HACENEHHS 34 YMOBH HAABHOCTI excneduuiiHoro npuMimenHa. Jng 3mificHeHns
po3APIDHOT TOPriEdl AIKAPCLKMX  3acoDIB  HACCNCHHIO B UMX JIKYBalbHO-
NpORINAKTHHHAK 3AKTANAX TAKI ANTEKH MOMKYTh CTBOPIOBATH ANTEYHI NYHKTH;

3) mary cayx00Bo-nOOYTORI NPHUMIILEHHA: MPHMILIEHHA 1714 NEpCoHany,
ROMPANEHIO 3 PYKOMHITHHKOM (18 anTex, PO3TalloBaHKX B CLIBCHKIN MiclesocT]
T& HACeNeHHX MYHKTaX, [ BIACYTHI KOMYHIKAW (BOJONMPOBIA, KaHamilauis),
AOZBONAETLCA POITALIYBAHHA BOMpaneHi M033a MEXaMM ANTEKH, NPH UBOMY B
antelli 0DOR'EIKOBO NOBHHHO OYTH o0NafHAHE OKpEME MICUE NI CaHITapHO!
o0pobkK  pyk), npumienns aGo wady ans 30epiraHHs  IHBEHTAPIO IS
npuGupanns.  [lpoxin g0 caykGOBO-NODYTOBHX NPHMILIEHE HE  MO®e
UMACHIBATHCE “eped BUPODHUYI NpHMILIeHHA, [lpH BHKOpPHCTaAHHI NEpPCOHATOM
alnTekH QKPEMD]’D 'EJ'[}’H{EUED!'U HKL'I-A}' '_-'I'_i:{]-['IHi AOEBOSIRCTERECH I'[Pﬂl'.'i.;l B
TEXHOJNOTIYHOMY OOf31 Ta BIYTTI i3 cAywO0BO-NOOYTOBHX | J0JATKOBHX
MpHMIliEHs 10 3aTy oDCAYTOBYBAHHA HACENeHHA Hepe3 NpHMILleHHs 114
30epiraHHA NIKAPCEKHX 3aCODIE Ta ¥ 3BOPOTHOMY HANPAMEKY.

JaranbHa MiHIMATEHA NIOMA NPHMILEHL A NepcoHany He Mowe OyTH
MEHIIOW & KB M.

|3, 3aranbHa MiHIMAJBHA MUOMIA ANTEK, AKI 3AHMAKOTECH po3apibHOW
TOPTiBISH NIKAPCEKHMH 3ac00aMH, MOBHHHA CTAHORHTH!

18 anTek, po3TAllOBAHMX ¥ MicTax, - He MeHme Hix 50 kB. M (mnoma
TOPTOBEIBHOIO IATY - He MeHLLIE Hix 18 k8. m);

IUIA AnTeK, posTAlIOBAHHN ¥ CeNHLIax Ta CeNHIax MICBKOTO THOY, - He
serine Hix 40 kB, M (N1oma TOProBensHOTO 3any - He MeHme Hix 18 ke, M);

1A anTeK, POITALICBAHMX V ceni, - He MeHme Hix 30 k. M (nnouga
TOPrOBENBHOIO 341y - He MeHwe HiK 10 kB, M, npumitieHHs ans sfepiranns
NiKapCBKHX 3acobiB - 6 KB. M; KIMHATA NCPCOHANY - HE MEHIIe HiK 4 KB, M).

Hna anrek, skl siACHIOOTE BUPOGHHUITBO (BHTOTORNEHHA) NiKaPCHEHX
1acoDiB, CKNAN TPHMILLEHS aNTeKH BKIIOYAE BCI NPHMIiLIEHHA, AKi HeoGxigni 1
MPOBAIKEHHA NISABHOCTI 3 PO3APIGHOT TOPriRnl MKAPCEKHMHA 3acoDamMu, KpiM
BHNanAKiE, nepeadadenwx ab3auom TpeTiM mionyHETY 2 nyekTy 12 uwsoro
PO3ALTY, T NPUMILIEHHA /I8 BHFOTOBNSHHS NiKapesKHX 3acobis, ckian i naoma
AKHX BHIHAYAKOTLCR NPABHIAMH BHIOTOBNCHHA NiKapchKHX 3acobiB B yMOBax
ANTEKH, 3ATHBEPIKEHHMH BHIHAYEHHMH LEHTPANEHHM OpPraHoM BHKOHABYOL
BIAAH, o 3abesnedye (OPMyBAHHE JEPHABHOT NONiTHKH v cepl OXopomu
3OPOB'A.
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14, Bupobuu4i npuMIiLieHHA anTekd nosuudl  OytH obDnaiasaui
YCTATKYBAHHAM 1n8  mocTifinore  3afesnedenHs  HanewHoro 3bepiraHHs
fnikapchkux 3acobis (wadm, cTenaxi, XonoaWNEHHKH, cefidn Towo) Ta sacobamu
w8 31HCHEeHHA KOHTPOITIO 33 TEMNEPATYPOI | BLAHOCHOID BONOTICTIO NOBITPA,

Ja HasBHOCTI JAiKapckkHX 3acobip, AKI NoTpebyOTE OCODAMBHMX yMOB
36epiranng, TUEH3IET NOBHHEH BUKOHYBATH BHMOTH 3AK0OHOJABCTEA T4 HACTAHOR
HAJIERHHX MPAKTHK B 4ACTHHI 30epiraHHs TaKHX [TIKapChKHX 3acobis,

Jan oficayroByBaHHs Hacenenns Aad  salesnedeHHs  BiAnNoBigHOro
shepiranua Jikapcekux 3acobiB nin wac npogaxy nosuHed OyTH obaaaHaHni
yeTarkyBaHHAM (00naiHaHHAM) 1n8 nocTiiimoro 3abesneveHHs BIANOBLAHOTO
TeMneparypHOro peidMy Ta 3acobamn s AmificHEHHS  KOHTPOMHO  3a
Temneparypoto. Pobouwi  wicus npauisvukie  noeuuui  O6yTH  obhajHani
NPHCTPOAMH A8 3AXHCTY Npauisnukis Bia npamol kpanensHol indexuil,

15. CanitapHuii cTal NpUMillleHs T4 YCTATKYBAHHA ANTEKH MOBMHCH
BLANOBIZATH  BUMOraM  CaHITAPHO-MPOTHENIEMIMHOTO — PEKHMY  ANTEYHHX
saxnagis. [IpuMilleHHs T4 VCTATKYBAHHS TOBHHHI niangrard npubHpaHHi,
Aesindertii, qeparusauil 3riIHO 3 NHCEMOBHMH THCTPYKIIAMH, 3TBEPIKCHHMU
MieH31aToM.

Mpumimenss anTedHux 3aKIai8 NUIATAIOTE BOJOTOMY NPHOHPAHHIO i3
JACTOCYBAHHAM MHIAHMX 1| gedindexmidnux  sacobis. Cyxe npHOHpaHHA
KATErOpHYHO 3a00pOHAETLCA.

[lianora anredHoro 3aKnagy NiUANATAE BONOTOMY NpHOHpPAHHIO He pilile
OIHOTO pa3y Ha IMiHY, & CTIHH i ABepl - He pillle OQHOrO pa3y Ha THHIEHb i3
3aCTOCYBAHHAM Ae3inderuifinux 3acodis.

Crend ¥y BHPODHHYHX NPUMILIEHHAX [IATATAC OYHILEHHID Bil NHIY
BOJIOTHM cnocofoM He pliile 0AHOrO pasy Ha MicAllb.

Jina  npubOupanns  pizHUX  npEMimeds  (BHpoDHHuYMX, BDMpaneuHs;
CAYADOBO-NIODYTOBAX, A0JATKOBHY, 347 ODCAYTOBYBAHHA HACCTIEHHA) MOBHHEH
OyTH BHALIGHHUHE okpeMmHH inBenTap, skdil Mapkyerbes. 30epiranns  Horo
IMACHIOETECA B CHEeUiaibHO BH3HA4YEHOMY Micili (KiMHaTH, wadu) okpemo 3a
npusHaueHnsaM. [HsenTap s npuinpanHs BORPATEH] 30ePIracThcs OKPEMO,

IMpumimenHs Ta YCTATKYBaHHS KIMHETH NEpPCOHaNy anTekH NOBHHHI
1a0e3neyyBaTH VIPHMAHHA TA CXOPOHHICTE OCOOHCTOrO T4 TEXHONOTIYHOIO
OIArY BUIMOBIAHO [0 BHMOI CARITAPHO-COIAEMIYHOrO peWHMY, 4 TaKo®
MORCTHBICTE BKHBaHHA %1 Ta Bianouwmuky (obnaamami wadamu ans oasry,
XONOAHNBHHEOM, MebIaMH ).

Hna anTex, poIMillleHHX Y cenax, HAABHICTL XOMOAHTLHHKE B KiMHATI
MepeoHany He € 0DOE'I3IKOBOID

16. AnTera MOBHHHA MATH ANTEHMKY (NIKAPCHK] Ta 1HII 3acO0H — MEpenix
AKHX 3aTBEPIKYETHCE CVO'EKTOM TOCMOJAPHBAHHA) 018 HANAHHA J0NIKApChKO
MeAHYHOL JOTIOMOTH.

7. Jlinensiar mil 9ac TPAHCMNOPTYBAHHA IIKAPCHKHX 3acoDiB NOBHHEH
3abeIneYHTH VMOBH 30epiranns nikapehkux 3acodiB BIAMOBIAHO AC BHMOT,
BCTAHOBIIEHHX BUPODHHUKOM.
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TpancnopTauii 3acif 414 NepeBeieHHA NIKAPCHKAX 3acobiB NOBHHEH
3afeareuyBaTH JOTPHMAHHS BHIHAMEHHX BHPOOHHKOM YMOB 3bepiraHHs
nikapcekMx 2acobis | 03BONATH NPOBENEHHR CHCTEMATHYHOTO BOAOMOTO
NPHGMPAHAS 3 BUKOPHCTAHHAM JesiHeruifinnx 3acobis.

He AonycKAacTsCA TPAHCTOPTYBAHHA JIKApCRKMX 3acODIR TPAHCNOPTOM
3aralbHOTO KOPHCTYBAHHA, SKHM 3iCHIOCTRCA NEpeRe3cHHA MACAMMPIB, Ta Yy
MOITOBHX BLANPABICHHRX.

18. Pestiv poBoTH anTek T8 ix CTPYKTYPHHX NiApO3IINE BECTAHOBIETECA
MUEH3IATOM.

Peum poBoTn ammek Ta IX CTPYKTYPHHX nmigpozginia cyb'exris
rOCHOAAPIOBAHHS JepPHABHOT T8 KOMYHATBHOT (hopMH BIACHOCTI BCTAHOBICTHEA
30 TIOFOMKEHHSM 3 BUANOBIIHMM MICUCBHM OPraHoM BHKOHABYOl Bhagd abo
OpraHOM MICLEROTO CAMOBPAAYBAHHA.

19, Amrexa 14 {i anTeuni MYHKTH MOWYTh CTBOPIOBATHCH B MEWKAaX ONHIEl
obnacti, Astonomuol PecnyGnikn KpHM (BEMIOYMHO 3 MICTOM CesacTononem),
Kuischkoi oGnacTi (BKmownHo 3 MictoM Kuesom). Anrteudi  NyHKTH
POIMILIYIOTECA ¥ BIIOKPEM/IEHHX TNPHMILIEHHAX 3 BHaiTenHAM abo  Ge3
BHIINEHHA 327y OOCTYFOBYBAHHA HACENEHHA B  KamiTalkHHX OyIMHKaX
NiKYBATBHO-MPOMITAKTHHHAX JaK1a/1i8.

MMroma anTedsHore NyHKTY He Mowe OyrH semmow 18 kB, m. Sxulo
NOAATKOBO B AMTEMHOMY MYHKTI HassHi BUpoOHu4i (NpuMilienHs 118 36epiraHHA
nikapeskux 3acobie) Ta caymboBo-noOyTORI NpUMileHHS (KIMHATA MEpPCoHany,
NPUMILLEHHA 108 30epiraHHs IHBEHTaplo s npHOHpannyg, BOHPAILHA), TO
Apoxia Ao cayxboBo-nodyTOBHX NPHMILEHL HE MOKE IMIACHIOBATHCE Hepes
BHPOOHMY] IIPHMILIEHHSE.

Y pasi sigcyTHocTi ¥ HAceldeHOMY nNyHKTi ClibChKOl  MiCHEBOCTI
AIKYBANTEHO-NPOMINAKTHUHOID 3AKNANY T4 ANTEKH NOIBOJACTRCH POIMILIEHHS
aNTEYHOr0 [YHKTY B OYAb-HKHX (HIDHX MPHMIILEHHAX, 10 BiANOBIAZOTE
sHMoraM ux JlineHsiinux yMos,

20. Mpuminenns ante4Horo MyHkTy 0608 A3K0B0 oOnamHyETHCA MAdaM,
xOnoaHIRHUKOM, cefibom abo metancesor mwadoio A 30epiraHiA NiKapesKHX
sacoBip, Micues 018 caditapuol ofpofku pyk, wadow 478 po3diNLHORO
40epiraHHA OcOBHCTOrO Ta TeXHoNoriYHOro ofAry, madoio ans 30epiraHHA
IHBEHTAPIO JUIA NPHOHPAHHA OKPEMO 38 NPHIHAYEHHAM.

Tl 30epiraHHa iHBEHTAPIO ANA NPHOMpaHHs NPHMILLEHHA ANTEYHOro
NYHETY Ta ocobHCTOre ofsry [epeoHANY  anTedHoI's NYHKTY MOKYTh
BMKOPHCTOBYBATHCH A0OJATKOBI NpUMilenus, Akl He cymimieni i3 IPUMILIEHHAM
ANTEYHOro NMYHKTY Ta I8 NPOXOAy A0 AKHX He NoTpifHO BHXOIMTH 34 MEK]
Gyninni. [x nioma ve BpaxoByeTECA ¥ MIHIMANBHY TUIOLLY AMTEYHONO MYHKTY.
ane BKMIOMACTLCH /10 3aralbHOT N0 alTeqHOTO IYHKTY.

21, AnTedHi NYHKTH 3iACHIONOTE TOPriBMO FOTOBHMH TiKAPCHKHMH
sacofaMi, WO BIATYCKAIOTHEA 38 pelentoM Ta Ges peuenTa nikapa.

22, CanitapHuil cTas TPHMILUCHb TA YCTATKYBAHHS ANTEHHHX HYHKTIB
MOBHMHEH  BiINOBII4TH  BHMOTaM  CAHITAPHO-MPOTHEMIIEMIYHOTO  PewHMY
ANTEYHHX 3aKNA1B.



48

23. Hamxomsenus nikapeskux 3acobiB [0 CTPYKTYpHHX nigposdinis
anTekn IAIHCHIOETBCA JIHIIE Hepes anTexy, Akill BowM niinopsxosyoThes, abo
Mepel  anTedHMA cknan (Gasy) uworo niuensiara. [Mopanox  nocrauwanus
nikapebkuX 33co0iB ¥ CTPYKTYPHI MiAPO3AiNH anTek BUIHAYACTECA 1iLeHTiaTOM
3 0DOB'HIKOBHM THCEMOBHM OQOPMICHHAM,

24, Jliuewsiar, axuii NPOBALKYE rOCNOAAPCEKY AIAIBHICTS 3 BHPODHHIITES
(BHTOTOBJIEHHS) JUKApPChKHX 3acobiB B yMmomax antexn ta/abo po3apiGHy
TOPTIBNK JiKapehkuMi 3acobamy 30608 M3aHMi MaTH 1Al TEPMIHOBHX i, Ak
3a0e3NeyIOTE BHKOHAHHS Hakasip MO3 Vkpainu 1a Hepxaikenystn Yrpainn
LOA0 3YMTHHEHHS BHPOSHHUTBA, TOPrieni, BMNywenHs i3 Toprigni JiKApPCEKHX
3aco0iB | BRHTTA BiANOBIAHMX opradizadmifinux 3axomis womno NoBepHeHHs
Npoaapuio (BHPOOHHKY) 3a3HAYEHHX MiKapchikHx 3acobis abo Tx 3MMieHHS Ta
YTHAI3aUIT.

23. AnTexn Ta ix CTpYKTYPHI MiNPO3ALIKM NOBHHAL MATH yKOMIekToBanHi
LITAT NPALIBHHKIS RKI MAOTH BIANOBLIHY (apMarieBTH4HY OCBITY.

26. Ipauisnnku anvex ta iX CTPYKTYPHHX MiAPO3minis NpH NpHAHATTI Ha
poboTy NIPOXOIATE MENHYHe oficTemeHHS T3  NOAATELHI nepioIHYHi
MEIHYHHH Oraa,

27. ¥ niuensiata nosunni Gytu saTeepmmeni nocanosi IHCTPYEILIT
NpalliBHMKin, JiATBHICTE AKHX GesnocepenHso noE'NIaHA 3 BHPODHHUTBOM
| BHTOTORNEHHAM) [liKApChKHX 3acobiB B YMOBAX anTekw, posapibuoio TOPriBIe
JIKAPCEKHMH 32C0DaMH, Y AKMX BHXNANEH] OCHOBHI tyvuxuil, nopHOBAweHnA,
npodeciiini IHAHHA, KOMIETEHIIA Ta i1 BHMOTH 10 NpaLiBHUKIR,

28.  Ocobu, sgxi OesnocepeaHso  3alMAOTLCH BHPOGHHLTEOM
| BHFOTOBIEHHAM ) THKAPCHKHX 3ac00iB B YMOBAX aNTekH, po3apidHOK Topriaie
NKApChKHMH 3acobamm, NOBHHHI MaTH BLANORIAHY dapMmanesTuuny oceity,

3aznaueni ocoby NoBAHEI MaTH:

[) nunnom npo dapMaueBTHYHY OCBITY HaBdanbHKX 3aktags TI-IV piBHiB
AKpeInTaLl, HapYanLHKX akaanis I-11 piBHiB;

2) npu nosHil  BwmiE  ocsiTi - ceprHikar npo  nNpHcBOEHHSR
(MiATBEpKEHHA) 3BAHHS NPOBiZOPE-CreniaTicTa abo NoRMHHI GyTn arecropani
38 L€ CREmianbHICTIO 3 NPHCBOEHHAM (niarsepmkennam) kpanidivauilinoi
KaTEropil ANA THITOMIB HABYATEHHX saknanis [I-IV PiBHIB aKpeaHTAaLiT,

Binnyck  nikapcekux  3acofin  MowyTe  saificHIoBaTH MPOEBLIOPH-
CreLiamicTH, KIiHiTHI nposilopy Ta dapmauesT 3 AOTPHMAHHAM BHMOI YHHHOTO
JAKOHOABCTEA,

29. Creuianicts, sxi npoiiunm cneniansny MAIOTOBKY B HaBYalbHHX
3aKIANAX  iHOIEMHMX Kpail, AONMYCKalOTECA 0 npodeciiinoi  miatbhocti y
NOPAIKY, BHIHAYCHOMY LUCHTPAIBHHM OpraHoM BMKOHABMOT BIagd, wo
3afesnedye opMyBaHHg NepKaBHOT DOTITHKH y ciepi oXoponn 3nopos's.

30. Cneuianictn, fKi e NpawoOTs NoHAL 0'5TE POKIB 38 3a3HAYEHON Y
Aunaomi, ceprupikari (nocsiruenni) creniansricnio, MoxyTe ByTH nonymexi 1o
JIAABHOCTI 3 BApODHHLTEA (BHrOTOBIEHHS) AikapcekHX 3acobip B ymoBax
ANTEKH, PO3APIOHOT TopriBni NikapceKuMu 3acobaMy TiNBEH Mics NPOXOIKEHHN
NEPENLAMOTOBKH.
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31. MNocanyn sapiiysadis anTexH, SACTYNHAKIB 3aBiIyBaYiR anTekH MOKYTL
3aMilaTHcd ocobaMH, [0 MAlTh JHIIOM HasyansHoro saxnany I - IV pissxis
aKpeaHTallii TAa CceprMdiKarT nNpoBIOpa-CHeliaNicTa 33 COeUiANBHICTIO
«Opranizania  ta ynpaenisns  dapmaumicror  afo  aTecToBami 3 wiew
COCLIANBHICTIO 3 NPHCBOEHHAM (MiATEEP;DKEHHAM) BianoeinHol xareropil, Ta
CTaM PODOTH 3a (haxom He MEHILE IBOX POKIB.

Jnsa anTex, PO3TALIOBAHKX ¥ CEax, CeNHIIAX Ta CeNHILIAX MICEKOrO THITY,
MocajH 3aBifyBaya alTexd, 3CTYNHHKA 3aBLIVBAYA anTekH MOKYTh o0ifiMaTH
OCODH, 110 MAIOTE JIMNAOMH HaB4anbHuX 3akaanie | - Il piswis akpennrtanii, abo
ocobu, AKi OTpHManu pisenb Gakanaepa B HasuansHux 3axnagax 11 - IV pisnis
aKpeamTaLii.

He ponyckaerses safiManns nocagu 3aBifyeada anredHoro sakiamy 3a
CYMICHHLITBOM,

Foagia 6. Bumorn moao nposapxenns rocnojapebkol aisiabaocti 3
iMOopTY  JAiKapeskMx  3acobis  (KpiM  AaKTHBHHX  dapManeBTHYHMX
iHIpedieHTiE)

. Jlikapceki  3acobw, MmO BBO3ATRCA B YKpainy, nosupmi
CYNPOBOIKYBATHCA CePTHRIKATOM AKOCTI cepil nikapchkoro 3acody, BHIAHWM
BHPOOHHKOM. IMOOPT HesxicHMX fikapchkHX 3acobis He gossonseThes. Tepmin
NPHASTHOCT] NIKapChKkHX 3acobiB, W0 BBOWITHCA WA TepHTopito Yxpainn, mae
CTAHOBHTH HE MEHIIE TONOBHHA TEPMiHY, BHIHAYEHOTO BHPOGHHKOM, 38 YMOBH,
AKIO BHPOOHHK BHIHAYHE TEPMIH MEHINE OJHOTO poky, abo He MeHUI #K [iCTh
MICALLE 33 YMOBH, AKLIO BHPODHHK BHIHAMHE TEpMiH Gkl OTHOTO POKY.

Cyb'ert rocnogapiosanns 30608'w2aHui 3bepiratn ceprudikarh skocTi
BHPOOHHKA (KOMIT HA MANEPORHX YH CKAHOBAHI KoNii HA ENEKTPOHHHX HOCIAX) Ha
cepii miKapcekuX 3acobie, peanizopanux cyG'ekTOM roCMONAPIOBAHHA, MPOTATOM
OIHOMO POKY MiCHA 3aKiHYEHHA TepMidy npuaathocTi cepil nikapcexoro zacoly
abo woHaAMeHIwe 1" ATk POKIB (3a7emH0 Bi TOTO, AKHIl TepMin ToBIE),

Y paii sGepiranas ceprudikatis sxocTi v BHragdi ckaHOBAHMX Koniil
niuensiaT 30008'A3annii HanaTH (Ha BMMOrY) Tx poapyKoBaHi kKonil, saceimueni
cy0'eKTOM FOCNOAAPIOBAHEA, ¥ CTPOK He NMi3HIE IB0X poboyHx IHIE.

IMnoprepn nikapeekux 3acobis npoBanATE ONTOBY TOPriBMI0 NIKAPCHKHX
3aco0in, 33HAYEHHX ¥ A0JATKY 10 MiLeH3il Ha iMPopT iKapcekHX 3acoBin, Ha
MACTaBl L€l TINEH3IL

2. Cy®'exT rocnopapioBaribas noswren 3abe3nesmTy;

BIANOBIAHICTE MaTepiansHO-TexHiYHOT GasW, kpanidikauii nepcownany, a
TAKOXK YMOB LIOAO KOHTPOMK 33 AKICTH) JiKapchkHX 3acolis, wo 6yayTe
BBOSHTHCA HA TEPHTOPIIO YEPAiHH, BUMOTaM HOPMATHBHHX JAOKYMEHTIR 1100
IMIOPTY, KOHTPOIED AKOCT], A00 BHPOGHHLITEA NiKAPCHENX 3aC00IB;

AOTPUMAHHA BAMOT 3AKOHOJABCTBA OO0 AKOCTI JNiKapcLKHX 3acodis nij
4ac IX BBE3CHHA Ha TepUTOpio YKpaiuu, KOHTPOMO SKOCTI Ta ontosol TOprisai
HHMH;

HasBHICTE  YnoBHOBamewoi(ux) ocolu  (ocif), s#xa  (axi) ¢
BUIMOBLIATEHOIO{MMK) 38 BHMIAYY 003BONY Ha BHIYCK (peanisaniio) cepif
NIKApCHKOro 3acoby;
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HAABHICTE CRNAACHKHX 30H - NPHMILEHE 408 OPUANATTA, CKIALYBaHHA Ta
sbepiranns, ¥y ToMy 4MCHl KapawTuHHOoTo 30epirames, siabopy npod A
KOHTPOMIO AKOCTE, BIANYCKY NiKapceikux 3acobis,

3. Jlinensiar nosuHen maTH KBaniiKOBAHMA MEPCOHAN 3 MPAKTHYHHM
AOCBIAOM PODOTH, ¥ KUIBKOCTI, KA T03IBOIAE 3ade3MedHTH HANCKHE BHKOHAHHSA
BCIX 3aBaHb, NOBA3aHHX 3 TOCMIOIAPCHEON AiANLHICTIO.

4. Beesenna Ta nopanemMi obir Ha TepuTopii YipaiHH JiKapchKMX
3aco0iB, AKI MICTATE HAPKOTHYHI 3acO0H, NCHXOTPONHI PEYOBHHH | NPEeKYPCOpH,
3AIACHIOETBCA 38 HARBHOCTI NiUen3i] BIANOBIAHO 10 NYHKTY 22 YacTHHH nepiuoi
cratti 7 3akony Yxpainu «[lpo nineH3yBaHHA BUAIB rOCNOAAPCHKOT JIATLHOCTIN
KYJILTHBYBRHHA POCIHH, BRMoveHux A0 tabauui | [lepeniky HapKOTHUHHX
3acoDiB, NCHXOTPOTHHX PEHOBHH | NMpeKypcopis, sarsepameHoro Kabinerom
MinicTpis VEpaiun, pospolneHHs, BHPOGHHUTRO, BHrOTOBISHHA, 30epiranns,
nepepeseHHN, nNpHaGaHHA, peanisaiis  (BIANYCK), BBE3EHHA HA TEPHTOPIIO
Yrpaia, susescHHs 3 TepuTopil  YKpaiHH, BHKODHCTAHHS, IHWUIEHHS
HAPKOTHYHMX 3acoGiB, NCHXOTPOMHHN PEYOBHH I NPEKYPCOpiB, BKMOHEHHX 10
sasHaveroro [epeniky.

3. Cy0O'extoM rocnojaproBaHHA MOBHHHA DYTH BHIHAYEHA NpoueIypa
HIOA0 TEPMIHOBHX /1ill, #ki sabeineuyioTs BUKOHAHHA Hakasis MO3 Ykpainu Ta
Aepacnikcnysbu  Yepalu 11000 3yNHHEHHA IMNOPTY, BMAYYEHHS 3 0biry
AiKapeskux  3acobiB, BKHTTA  BIANOBIAHHX OpraHizamiifivHx saxomis momo
pOICAIAYBAHHA MpOOIeM 3 SKICTIO, TNOBEPHEHHA NPONABIIO (BHPOGHHKY)
Aikapcskux 3acobis abo i IHHIEnns Ta yTAmi3auii npu susEneHHi ¥ iMnoprepa
abo B obiry danscudixosannx nikapceknx 3acobis, abo immmx cepHoimmx
npobies, NOB'A3aHNK i3 AKICTIO TiKapchEHX 3acobis.

6. IMnopr nikapeekux 3acoiB nificHIOEThCE 3a HasBHOCTI Aifouol niueHsii
HA IMIOPT Nikapeskix 3acobiB 3 AKTYAABHHM J0JATKOM 10 Hel, BPaXoByIOuH
nepenik Nikapekkux 3acobis, aki iMmopryoTecA Ha TepuTopiio  Yipainm,
3ATBEPHEHOr0 cy0'eKTOM FOCHONAPIOBAHHA J0Cke IMNOPTEpa, 3 J0JepHaHHAM
BiMor uux [lineHsiiiHny yMoB, BHMOT YHHHOT Hepwasnol Dapmaronel Y xpainn
Ta/abo €sponeficekol Gapmakoned, a 9a sincyTHOCTI BHMOL ¥ Lux dapuakoneax -
iHlHx nposiaanx fapsmaxoneit (bpuranceka dapmaxonen, dapmaxones CLIA,
dapmaxones  Snosil), HWHX  HOPMATHBHO-TEXHIYHMX NOKYMEHTIE T4
HOPMaTHBHO-IPABOBHX dKTiB, AKi BCTAHORMHIOTH BHMOMH 10 JNiK4PCHEOTD
3acofy, ROr0 ynakoBkM, YMOB i Tepminis s0epiraHus T4 MeTOAiB KOHTpOMIO
AKOCT] NiKapeeKOTO 3ac06Y.

IMnopr nikapcekux  3acoBiB  3nificHIOETECA 3 JoJepwaHHAM  BAMOT
JAIHAYECHHX HOPMATHBHO-TEXHIUHMX JIOKYMEHTIB, HOPMATHBHO-NPABOBHX AKTIB
Ta YHHHHX HACTAHOR 3 HANEKHO! BUPODHHYMOI NMPAKTHKH, HANEKHOT NPAKTHEN
Auctpulyuil, Hanewwol  npaxThHin  30epiraHHs,  rAPMOHIOBAHMX i3
3akoHoAaBeTsOM €0, AKI CTOCYIOTECA AIANLHOCTI 3 IMNOPTY JiKapehKRX 3acobin.

7. BUpOOHHUTBO NiKapchKHX 3acofiB, Akl BBOZATHECA HA TepHTOPIR
YKpalHH, NOBHHHO BIAMOBIZATH BHMOraM HATewHOI BApOBHWYOI NpaKTHEHN
nikapcekux  3acobis.  [ligreepmwenws  Bignosigwoctri ymos  BHpOOHHLTEA
NIKApPCEKHX 3aco0iB BUMOraM HANEWHO! BHPODHHHOI NMPAKTHEM 3AIHCHIDETRCH
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BIAMOBIAHO 0 NOPAAKY NPOBENEHHA MiATBEPIAEHHA BIANOBIAHOCTI YMOB
BHPOOHHUTEA NIKAPCHKHX 3aC00IB BUMOraM HANSKHO! BUPOGHHYO! NMPaKTHKH,
JATBEPIUKCHOID  LICHTPATLHHM OPraHoM BHKOHaBYOl Baagd, 1wo zalesneuve
(hopmysana aepaaBHOT NOXITHKKY v chepi OXOPOHM 310pos's.

5. JlineHisar NOBHHEH NPOTATOM HE MeHWE TPBOX pokis Gepirary
JOKYMEHTH, 10 NiATESpXYIOTE: (arkT kKyniem abo nponaxy, 13 3a3HadeHHAM
TaTH, HA3BH, KLIBKOCTL, CEpIl Ta TEPMIHY NPHIATHOCTI OTPHMAHHX Ta
MOCTABAEHUX Jikapebkux 3acolis, indopmauil npo nokynus (nocTauansHmka) Ta
indhopsmanii wono foro siuewsii, Bes3eHHA Ha TepHTOpilo YEpaium, 30epiranHs,
TPAHCMOPTYBAHHA, 3HUILEHHA abo YTHAI3aWio NiKapchkHx 3acoGis. TToBHHHA
OyTi 3afeanetiena MOAUMBICTE BiAcTeweHHs pyxy komuol cepii nikapeskoro
3AC00Y.

9. Jlivensiar 3000B'83aHMi 30iHCHIOBATH IMDOPT JNikapchkuX 3acobis
TakUM  4MHOM, o0 3abe3neduTH BIANOBIIHICTS JikapchKHX 3acobim ix
MPHIHAUEHHID, BHMOMAM  HOPDMABTMBHHX  AHATITHYHHX  JOKYMEHTIB,
peecTpauiiinoro nocke abo cnenmbikaniii ta meTonis kontpomo sxocri (MKS),
FATEEQDKCHHY  LUCHTPATRHHM OPraHOM  BHEOHABYO] BAagH, mo sabesmedye
(pOPMYBAHHA NCPIKABHOI MONITHEN ¥ cihepl ONOPOHM ITOPOB'A, T4 BHETIOHUHTH
PHIMK [UI8 NAUIEHTIB, MNOB'M3aHMA 13 HEJOCTATHBOIO OC3NEKO0, AKICTIO u4m
eerruHicTio nikapcekux 3acobis. [lus usoro nosunna GyTw CTBOpEHa,
MOBHICTIO  NOKYMEHTOBAHA |  NpasuibHO  (YHKIIOHYBATH  edeKTHBHA
thapMalleBTHYHA CHCTEMA AKOCTI, AKA BHMArae YHECTI KEPIBHOTO MEpCcoHany Ta
MPaLIBHHKIE PISHHX Midposainis miuewsiata mianosiano o wux Jlinewsiiimm
YMOB.

10, Imnopr nikapcekoro 3acody NOBHHEH 3IAifiCHIOBATHES TiLeH3iaTOM
BIANOBIIHO 10 YKNaZeHOTO(MX) koHTpakTy(is) (aorosopy(iB) (3 3aKopiaouHNM
BHPODHHKOM Ta/alo noctauaibHHKOM  LBOTO Nikapcwkoro 3acoby, Ta/aGo
BIACHHKOM DecCTPAUIRHOMD MOCBIIYEHHN HA  uell  JiKApPCHKHI 3acib), ¥
KOHTpakTi(ax) (aoroBopi(ax) NoBMHHO G6YTH YiTKo 3a3HaYeHO CTOPOHM, [0
BiANOBIAAOTE 3a 3abe3nedenHs AKOCTI, Be3nexkH Ta epeKTHBHOCTI NiKapChkoro
3aco0y BIANOBINHO 10 peecTpauiiiioro Nocke, 3aKOHDIABCTBA Vipaiue ta umx
Jhinenzifinux yMOB, 30KpEMa BHMOTH W00 YMOB 30€piranns, TPAHCIOPTYBAHHS,
ceprdikauii Ta KOHTPOmMO AKOCTI, BIAMOBIIANBHOCTI Y OBHOBIKEHHX ocif,
30epirania KOHTPOILHHX Ta APXIBHIX IPAIKIE TOLO.

¥ KoHTpakTi(ax) (DoroBopi(ax) NOBMHHI, J0KpeMa, MICTHTHCA MOAOMKEHHS
wogo obos’AIKIB CTOPIH  CTOCOBHO posrnAny pekiamaniii Ta jedexris,
BHIYHEHHS 3 00iry (BiOKIHKaHHA) NikapcLKHX 3acobis; sHHmeH s abo YTHII3auil
nixapeskix 3acobis; 3anofiraHug NOCTAYAHHIO HeAKiCHHX, abo ninpoSaeHux, abo
HEMPABHILHO MapkoBaHWX, abo Qanscudikopannx, abo HeIPeCCTPOBAHMX
AiKApebKMX  3acois, HeposdacosaHoi mpomykuii (mpoayxuii «in  bulks);
1a0eINeYeHHA HANCHHHX YMOB TPAHCTIOPTYBAHNHA; 3DEpIraHHs KOHTPOILHUX Ta
apxiBHUX Ipa3xis; inunx 060B'A3KIB CTOPIH WON0 AKOCTI NIKAPCHKIX 3aCOBIB,

| 1. PapmauesTHyna cHeTema aKocTi

|} Miuenziat j0608's3anui BEOINTH NiKAPCEK] 38C00H TAKHM YHHOM, WO
3a0e3NeYHTH IX BIANOBIIHICTE CBOEMY TPHIHAYEHHIO, BHMOTaM peccTpalifinoro
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IOChE T BHEMOYHTH PHIHE 108 NALICHTIE, MOBAAHHH 13 HelOCTATHBOW
Desnexow, AKICTIO YH eeKTHBHICTIO TiKapChKHX 3ac00i18.

s 3abesnedeHHs AKOCTI JNIKApCBKMX 3acobiB 3anpoBaIKyETECH Td@
diyHEUIoHYE (hapMALEBTHYHE CHCTEMA SKOCTI, 110 BKIIOMEE BIINOBIAHI ETEMEHTH
YHHHHM B YKPaiHH BHMOram Hanemnol BHpoDHHYOT MPAKTHEH, HATSHKHOI
MPaKTHKH  AUCTPHOYLIT, HAnewHol NPaKTHKH 30EpIraHHA T4  YOPaBIiHHA
PHIHKAMH I8 AKOCTI B YACTHHI, WO CTOCYROTBCA JISIBHOCTI 3 IMOOPTY
JiKapceKHX 3acobis.

2) MapmanuesTHYHA cHcTeMa gxocTi minemsiata (pharmaceutical quality
system — PQS) - cHecTeEMa YNIPARTIHHA, 110 CTIPAMOBYE T KOHTPONKE MISILHICTE
thapmateBTHYHOT KOMIAHIT LWON0 AKOCTI, NOBUHHA FAPAHTYBATH, L1O;

pospodieHa, BIPOBATMEHE,  MIATPHMYETHCH Ta  DeInepepBHO
VAOCKOHAMOETLCA CHCTEMd, #AK4 [a€ MOMIMBICTE NOCTIHHO MOCTABIATH
MPOAYKLIKD 3 BIONOBIIHHMY MOKATHHKAMH SKOCTI;

HITKO BHIHAYCHI BiANOBIJANLHICTE Ta ODOR'AIKH KepiBHONO MEPCOHATY
MUOEH31aTa,

IATBEPUKEH] THCEMOBI  NpoLeaypd, Mo 3a0e3neuyiors  VIPagliHHA
J0BHILIHBOW (AYTCOPCHHTOBOKY) NIRILHICTIO;

MPH BUOYCKY Cepil BPAXOBYIOTRCH PE3IVILTATH KOHTPOMK NPOAVKIIT i
MPONECiB, POICAIAYBaHb BlIXHICHb, BIKHBAHHA 3anobixnaux Al AN YHHKHEHHS
NOTeHLIHHAX Bigxuneds, aki Moran § piadyTHes B MaiGyTHEOMY;

FArl PDEE.,JJ.]'IEI.’.‘HU YHPABITHHA IMIHAMH]

FACTOCOBYETLCA BIANOBIINMA PiBeHb AHANIZY OCHOBHWX NPHHMHH NI yac
POCAIAYEAHHA  BiaxuieHs, nepeabauysadoro Opaky npoaykwii Ta  iHmHX
npodnem  (BOHH MOKYTh OYTH BHIHAYCH] 3 BHKOPHCTAHHAM IIPHHLMINIE
YIPaBiiHHA PHIHKAMH I8 SKOCTI). 3a pesynbTaTaMi BCTAHOBIECHHS IPHMHH
BIAXHACHs Ta HepinnosiaHoctell nosuuHi Oyru pospoGaedi 1 amilicHeni
BLAMOBIAHI KOpHTYBANEHI Tafabo sanobiwui aii. Edektusdicrs Takux nif
KOHTPOMIETECH | OUIHIOETHCH BIANOBIIHO 10 NPHHUKTIE YIPARIIHHA PHIHKAMH
JUTH AKOCTL,

mikapceki 3acofm e Gynyre npomadi i nocrasneni o Toro, K
Vnoenoeakena ocoba ne wagacTe A03Bia Ha 1T BHNyck (peanizamiic), mo
CBIIMHTB, W0 KOWHA CEpiA  NiKapeekoro sacoGy Owina  BHroTOBAEHAa |
MPOKOHTPOLOBAHA BIANOBIAHO J0 BHMGT PeccTpalifHOTO I0Che Ta OYAb-RKHX
THILHX BHMOT 100 BHIOTOBICHHA, KOHTPOJIR | BHITYCKY NIKAPCEKHX 3ac00iB;

3AiHCHEH] J0CTaTHI 3aX01H WoJ0 3abe3Ne eHAA AKOCTI NIKAPCERHMX 3acobis
MPOTATOM YCRONO TEPMIHY NPHIATHOCTI HA BCiX eTanax obiry;

HasBHA NPpOUEIYpa NpoBeleHHs caMolHcnekuil ta/abo aviauTy gKocTi, 34
AKOKY PEryIAPHO OLIHIWTL CEKTHBHICTL | NPUIATHICTE (hapMaLeBETHUHOT
CHCTEMH HKOCTI,

3} KepisHuil nepcoHan € BLANOBIJAIBHHM 33 HAABHICTE edekTHBHOT
dapmauesTHYHOT CHCTEMH AKOCTI | HeoOXITHUX pecypein 08 Hel, a TAaKOK 3a Te,
1o 000B'A3KH | NOBHOBAKEHHA BHIHAYEH], T0BEIeHI 0 BIIOMA | BAPOBAMKEH] Ha
piBHI BCIET Oprasizanii.
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4) Nepionuynmii ornsa GyHKLIOHYBAHHA (apMAIIEBTHHHOT CHCTEMH AKOCTI
i3 3aMyUeHHAM KepiBHOrO nepconany HeoDXIIHO NPOBOIMTH HE PiIlIE OAHOTO
pasy Ha piK.

5) @apmauesTHYHA CHCTEMA HAKOCTI NoBHHHZ O¥TH  BH3IHAYEHA |
sanokyMenTopana. Jlinensiary HeobXigHO 3ATBEPINTH NOKYMEHT, WO MICTHTH
onue  (APMALEBTHYHOT CHCTEMH RKOCTI, BEMIOYaYH ODOB'AIKH  KEepIBHOIO
MEPEOHANY.

6) TMosuusi GyTH HasBHi Bei 3aco0H M4 BHKOHAHHS BHMOD HanewHol
BHPOGHHYOT MPAKTHKW, WO CTOCYROTBEA IMMOPTY MiKapChKMX 3acobis, ¥ ToMmy
YHCTL

HABYCHHE Nepconal, 1o Mac reobxiany ksanipikanin,

HANEKHI NPHMILLEHHS Ta MO,

HeoDxioHe odnanHanHs | npasuisHe Horo oDCayroBYBaHHA,

FATHEPKEHI NHCBMOBI METOIMKH (NponenypH) Ta IHCTPYKUIT 3riiHO 3
apmMaleBTHYHOW CHCTEMOR AKOCTI;

BianoRiHe 3DEPiraHHA | TPAHCTIOPTYBAHHA;

IHCTPYKILT Ta METOAHKH NOBHHHI OYTH BHENANEHI ¥ BHTIANI KOHKPETHHX
BHMOT IOI0 BHKOHAHHA NpoLecis (onepanii);

NpoueIypPH NOBHHHI BUKOHYBATHCH HABYEHHM NEPCOHATOM;

mig gac iMnopty HeobXiAHO CKAANaTH NPOTOKOMM, AK] JOKYMEHTANLHO
MATEEPUKYIOTE, [0 HANEAKHHM YHHOM NOTPHMAHI BCI CTAmil, SKi BHMararTh
BCTAHOBICHI METOIMKH TA IHCTPYELIL, 4 TAKO® Te, [0 KINBKICTE 1 SKICTh
MKAPCEKONO 3ac00y BIANOBIJAKTE 3ANIAHOBAHHM HOPMAM;

OyAB-AK] 3HAYHI BIAXWIEHHS NOBHHHI OYTH NMOBHICTH 3aNpOTOKOIBOBaHI
Ta JOCHIMKEHI 3 METOK BHIHAYEHHA OCHOBHOI NPHYHHH Ta 3OIACHEHHSA
BIANOBIIHAX KOPHTYBATbHHX Ta 3ano0iaHNN mii;

NpoToROIH (30KpeMa, 3 ontosol Toprienl (AmcTpHbyWIT) Oa0TE 3IMOrY
NPOCTERNTH BHIEPTHY iHHOPMAaLIi 1010 cepii;

npy ontosid Toprieni (AucTpubyuii) nikapcekumu 3acobamu 3seneHnil no
MIHIMYMY PH3IHE 3HHIKEHHA IX AKOCT] T BPAXOBAHI BMMOIH HANEWHO! MPAKTHEN
AHCTpHOYVUIT Ta HANeWHO! NPAKTHKH 30epiraHHA;

ICHYE CHCTeMa BHAyueHHs 3 obiry (Bigknukanns) Oyae-sxol cepii
MKAPCHEKOTo 3acody 1 NpoAaxy abo nocTaYaHHs;

HeOOXIOHO pO3IMAIaTH pekiamMallii Ha JIKapcekl 3aco0H, BHABIATH
BHNAAKH AedekTIB AKOCT] Ta NPHAMATH BIANOBIAHI 3aX0AH AK WO0L0 TedekTHHX
MiKapeeKkHX 3acobip, Tak i Ana anobiranua noaiGHHM sHnankam,

7) KoHTponk SKOCTI 0X0Nmoe Bindip pakie, cneunhikaiii i nposeneHHs
BHNpoOYBaHbL, 4 TAKOK MpoUedypH OpraHisauil, JOKYMEHTYBAHHA | BHOadi
N03BONY HA BHOYCK, #KI TApaHTYOTh, 10 [pOBENeHI BCi  BIANOBIAHI
BUNMPOOYBaHHA 1 WO MIKAPCERI 3acobn He OyayTh AONYWEHT 10 BHKOPHCTAHHS
abo peanizauii JoTH, J0KH 1X HKicTe He Dyviae Bu3HAHA 3anosiasHow. [o
KOHTPOIK} AKOCTI BHCYBAIOTH TaKi OCHOBHI BHMOTH:

HASBHICTh HANeWHWX 3aco0iB (BIACHUX abdo 33 JOroBOPOM); HABYEHWH
NePCOHaAN | 3aTREPIKEH] METOMHKH (Npoueaypy) ans B1abopy 3paskis, KOHTPOT
i BUTTpODYBAHHR NIKAPCEEHX 3ac0DiB,



34

pinbip spaskis Jikapceknx  sacobis  IMiMCHIOCTLCA  BIINOBIOHO  d0
BCTAHORJEHHX NILEH3IATOM MHCHMOBHX METOIHK (NpoUeayp);

METOIH BHIpOOYBAHHS NOBHHHI NPOATH BANIAAILIK,

MAOTR OVTH  CEAadeHi  AKTH/MPOTOKONH, SKi  JOKYMEHTANBHO
i ATEEPIEYIOTE, o Bei HeobxiaHi 3axonm wono sinbopy 3paskis, KOHTPOIO Ta
METOAHK BHTIpoGYBanna nposeneri. Byas-axi iIxHIeHHE MAIOTh GYTH NOBHICTIO
3ANpoTOKONBOBAH] H 1OCTLIHEH;

[0 CKAaAY NKAPCHKOrD 3ac0oby MalTh BXONWTH AKTHBHI iHTPeliEHTH Ta
AONOMiAHI PEHOBHHM, AKI BIANOBIAAOTL PeccTpallifiHoMy J0CkE WOA0 SKICHOTO i
KinBKICHOIO CKAAnY;

AOAHA CEPIA MiKapchroro 3acody He Moke DYTH [103BONEHA NS NPOJAKY
abo MOCTAYAHHS 0 TOro, AK YnoBHOBakeHa ocoba JiuendiaTa saceifunTs i
BiAMOBIIHICTE BUMOrAM peecTpaliiiHoro Jocke Ta AileHsil Ha IMNOpPT NiKapchKIX
3ac001B;

neobxinno salesmeyntH 30epiraHHs AOCTATHBOT KUTHKOCTI KOHTPOJNBHHX
3pa3kie nikapcekux  3acobiB, 10 Jae IMOTY (POBOJHTH  BHTIPOOYBaHHS
FikapeekHX 3acobip B mpolieci 0epiraHHA (38 HeoOXiAHOCTI) 3riAHO 3 NYHKTOM
21 uporo posainy; 3pa3kk HeoOxiaHo 3Bepirati B CNOAKKBYIHA ynaxosui abo MaTH
NOCTYT [0 HUX, NPo Wo Mae 6yTH 3a3Hadsedo y BiANOBiIHOMY Torosopi(ax). Ll
3paskl Ha BHMOIY LEHTPAILHOIO OpPraHy BHKOHABYO! BIaiM, WO peanizye
fepkaBHy NOMITHEY ¥ cdepl KoHTpon fkocTi Ta Geinexu nikapeskHx 3acobis,
noBHHHI OYTH HAdan B HARKOPOTINHI TepMiH.

8) Mae GyTH D0TOBIp (KOHTPAKT) Mix CTOPOHAMM, B HKOMY BCTAHOBIEHO IX
BIINOBLAHI 0DOR 43KM LOL0 3MIHCHEHHA OrIaay SKOCTI.

Q) YnpasaiHHA PH3HKAMH I8 AKOCTI € CHCTEMATHYHHM NPOLECOM [N
FArATBHOT OLIHKH, KOHTPOITK, Nepe/iadl iHopMaLlil, 4 TAKOXK OrIALY PHIHKIB 104
AKOCTI MiKapehknx 3acobis. Horo MowHa 3aCTOCOBYBATH 8K NEPCHEKTHRHO, TAK i
PETPOCTIEKTHEHO  BIANOBIAHO [0 BHMOr YHHHOI HAaCTAHOBH 3 HAIEKMO]
BUPOOHHHOL IPAKTHEN,

12. Mepeonan

1) Jiuenziar nosuHed Mard KeaiidikopaHuii NepcoHan y KinsKoCcTi, o
A03BOTAE BHPILIMTH BCi 3aBIanHA, AKI noxknajiedni Ha minensiata. [lepconan
MORHHEH 3HATH T4 JOTPHMYBATHCh NPHHUMKIE HANESHHOT BHPOGHHIOT NPaKTHEH,
HAJIEWHO! DOpakTHEM  AucTpudyuil, HanlekHol NpaKTHEH 3Depiranis, 1o
CTOCYIOTHCA HOrD NISABHOCTI, @ TAKOW TPOHTH HABYAHHA BUINOBUIHO 10 HOTO
0BOE'AIKIB, BRIIOYAIOYH [HCTPYKTEA 3 BHKOHAHHS MiFEHIMHNX BHMOT.

2) ¥V miuewsiata NoBHHHA GyTH opradizaiidya cxema. Jlinensiat nosHHeH
JATBEPIMTH MOCAZOBI IHCTPYKUIT 3 BHIHAYMEHHAM npas, 000B'A3KIB | BLANOBLIHHX
NOBHOBAKEHL LIS X BHKOHAHHS.

3} o kepieHoro nepconany Hanemars YnosHosamesa(i) ocobalu) Ta
KepiBHHE DIIpo3ainy KOHTPOMO AKOCTI, AKmo YnoeHopaweHa ocoba wHe
BLANOBIAAE 3a 00OB S3KH KepiBHHKA NMiAPO3Niny 3 KOHTpomo skocTi. Kepisnui
HEepCOHAT MAE MPaLoBaTh B PEXUMI NOBHOrO pofoYOro JHA BiIMOBIIHO 10
BHYTPIIHEOTO TPYA0BOID PO3OOPAIKY.

4) Vnoprosamena ocoba Mae Taki 000B'AIKH.
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NiATBEpKYBATH, W0 KOWHA IMIOPTOBAHA Cepis nikapchkux 3acobis,
RUPOBICHHX To3a Memamn Y Epainy, 000B'A3K0BO MPOiLIA B YxpaiHl KOHTPOIIE
AKOCTI BiANOBIAHO 10 3AKOHOJABCTEA Y Kpainn;

dikcysatu y 0038001 Ha BHNYCK (peanizaiiio), BHMOTH 10 IMICTY HKOTO
saTeepTHeno v gogatky 23 o uwx Jlivewsifiunx ymos, abo y NO3BONI  Ha
BHEOPHCTAHHA v BUPOGHHMIITEI, M0 KOWHA CEpif NiKapChKOro 3acoly BHpobIeHa
i/abo sunpoByBaHa/NepeBipena BiANOBIAHO 10 YMOB, 3A3HAYSHHUX ¥ MLANYHKT |
HEoro mAnyaKTy. Jossin Ha Bunyck (peanizauiio) abo 00381 Ha BHKOPHCTAHHA
Y BHPOOHHUTBI HEODXIIHO "iﬁL]JlTETH NPOTATOM OJIHOIO POKY MicHs 3aKiHueHHs
TEPMIHY ['[pH,.!I,E.THﬂETI r.:epn AikapceKOro 3acody abo monaliMeHie N'ATh POKIB 3
AATH BHAAY] (3anexH0 Bl TOTO, AKAH TEpMiH JOBIIE ),

Jhuensiar NOBHHEH 3abe3neduTh nocriiine BHKOHAHHA
VnosHoBakeHo{ MK ) ocoboo(amit) ceoix obos'askis. Y pasi THMYacoBol
BLNCYTHOCTI YnosnosameHol ocobu 17 0f0s's3KH NOBHHHI BHKOHYBATHCA 1HILOK
Y noBHOBaKEHOIO 0CoDOI0.

5) OGor'a3kaMy KepiBHHKA NiAPO3ALNTY KOHTPOMO AKOCTI (Y pa3i HASBHOCT
TAKOFO NiApoO3ALTY) €

no3sonsTH abo slaxunama (siabpakosysary) Jdikapceki 3acobu;

sallesneqyBaTy NMpoBEAEHHA BCIX HeoOXianux BHNpobyBaHb;

3ATBCPIKYBATH IHCTPYRIIT 3 BLAGOPY 3pazkis, NPOUETYPH WOA0 KOHTPOIO
AKOCTI;

3ATBEPIAYBATH MEPENik ATECTOBAHMX Nabopatopili Ta 3nificHoBaTH X
OUIHKY;

KOHTPOMIOBATH €TaH i obCHYroBYBAHHA CBOIO MIOPO3niny, npHMilleHb |
0DIATHAHHA;

jabesnedyBaTH  MPOBEIeHHS  BUINOBIAHOT  Badijalil;  ksanidixaiis
obnagHaHHA Ta CHCTEM,

3a0eInedyBaTH MpoBeieHHs HeodXiIHOMo HaBYaHHA MEPCOHANY CBOMO
MLAPO3ALIY,

6) Jliuensziar nosunen 3abesnevuTH NEpIOIHYHE HABYaHHA NEpPCOHATY,
NiSNBHICTE AKOIO MOMKE BAAHHYTH HA #AKICTh Npoaykuil, BianosiaHo no
IATREPKEHMK TILEHIIATOM HaBYANLHWX nporpas. KpiM OCHOBHOIO HABHAHHA,
KOWEH TIPHARATHA Ha poBoTy NpaliBHHK MOBHHEH MPOHTH HABYAHHA BiANOBIHO
10 NOKJaIeHHx Ha Heoro obos'sakis. JlinessiaT NOBHHEH NEPIOIHYHO OIIHIOBATH
npaxTH4Hy eeKTHBHICTE Hapdanna, Jlinensiar nosHHeH 3a0e3NeHHTH HABYAHHA
mepcoHany, oBOB'A3KH Akoro nepenfaualoTs nepefyBaHua Y CKIANCBKHY 30HAX
ab0 KOHTPONBHHX NabopaTopisx (BKLKOUAHOMH TeXHIYHUH 1 ofcmyrosyroumil
NepeoHat, a TAKOHK cniBpobiTHUKIR, AKI JNHCHIOTE NPHOHPaHH).

7) Jlinewsiar nOBHHEH 3ATEEPLKYBATH HABYANBHI NPOrpaMu, Ak
OXOMAMIOTh, JOKPEMA, TEOPIK | 3ACTOCYBAHHA KOHUEMUIT YIIPaBNiHHA SKICTIO Ta
RHMOTH HANESWHO! BHPOOHMYOT NPAKTHEM, HANSKHO! NPaKTHKH aHCTpHdYLIT Ta
HATEXKHOT MpaKTHKM 30epiraHHd, Akl CTOCYIOTBCH AiAnbHOCT] nepconany. Kpis
OCHOBHOIO HABMAHHA, MEPCOHAT NOBMHEH NPOfTH HABYAHHA BUINOBLINO [0
akpiniaeEux 3a Hum obop'dakis. Heobxigno Takow OPOBOJAHTH MOJATLLIE
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HABYAHHA, NepiodHYHe OUWiHICWYH flore NpakTHYHY edexTHericTe. [TpoTokonm
HapgaHuA HeobxiaHo 30epiraTy.

&) Jlitewsiar He NOBHHEH NOMYCKATH nepcoHan abo ineinysadie, ki ne
npoiiuun Hap4dauHg, ¥ CKNanceki 3oHM abo 3omn kontpomo axocti. [lepconan
abo sinpiaysadi, Axi He npollinM HaBHaHHA, TIOBHHHI NMONEPEIHBO NPOHTH
IHCTPVKTAM®, 30KPEMA OO MriEHIMHHX BHMOT 10 TEPCOHANy | BHKOPHCTAHHSA
FAXHCHOIT -u-.u.!tr'}-.

0} ¥ niuensiata NoBHHAD OYTH NPOUeIypH, SKi BCTAHOBMOKOTE TIFEHIYHI
BHMOrHM, L0 BUINOBLIAKTE BHIAY JIATBHOCTI, AKMI HMM NpoOBAAMTECH, 14
safesnedeHo X aoTpusManns. LI BHMOrH NOBHHHI, 30KpeMa, BEIIOYATH BHMOIH
N0 CTAHY 3J0POB'A NePCOHALY, NMNEHIYHHX NPOLEenyp | TEXHOMOTIYHOTD OIATY.

10) Ilpn npuiiHatTi Ha poboTy nNepcoHan, JHAABHICTE RKOTO  MOMe
BILTHHYTH Ha AKICTH fikapcekoro  3aco0y, NOBHHEH TNPOHTH  MEIH4He
obcTekeHHs, 4 B NONANbIIOMY - mepioguudi Meanudi ornaad. Jlinensiat e
BLAMOBIJANEHHM 38 HAABHICTE IHCTPYKILH, BIANOBIAHD N0 Akux 3abesneuyeThed
fioro iHGOPMYBAHHS PO TaKWi CTAH 300pOB'S CMiBPODITHHKIE, AKMHA MOMe
BIUTHHYTH Ha SKIicT:  nikapcekoro  sacoby.  JlineHsiat noBHHEH BWHTH
OpPraHizalliifHNX 3aXO0JiB, SAKI MAOTL IAPAHTYBATH, 110 KOIEH NPAliBHHE 3
iH(eKifHEM 38XBOPIOBAHHAM ab0 paHaMK Ha BiKPHTHX JiNAHKaX Tina He Oyne
AONYIEHNH 10 CKAAAChKHX NPHMILIEHb (30H) Ta 30H KOHTPOIO AKOCTI.

11} Jlinensiat nosunen 3abesneynTy, Wod KoskHa ocola, AKA BXOIHTE Y
CEAAACEK] TIPMMILEHHS (I0HH) Ta 30HW KOHTPOMO AKOCTI, HOCHIA 3aXMCHMI
OJLAT, 110 BIANOBLAAC BHEOHYBAHHM HEIO ONEpPallisam,

12) 3abopoHscTeCa ICTH, YBATH, NHTH, DATHTH, a Takox 30epirat
XApHOBY NPOAYKLIW, Hanoi, ToToHoBL Bupobl Ta ocobHeT Jikapeskl 3acoby y
JOHAX KOHTPOIIO AKOCTI | CHAQACHKMX 30Hax. 3abopoHsioThes Bei i, AKi
NOpYWYIOTE FirEHiMHI  BHMOTH yCepelAWHl CKIANCBKHX NpHMILLEHL, 30H
ibepiranns abo B Dyae-AKid IHINH 30H], SKINO BOHH MOXYTh HEraTHBHO
BILTHHYTH Ha JIKApCchK] 3aco0u.

13) Hocryn y cknafceki NpHMILIEHHS (30HH) | 30HH KOHTPONK HKOCTI
nosHHeH GyTH A03BONEHMH  YNOBHOBAMWEHOMY HA 1€  nepcoHany i
KOHTpoawsatHea. Bigsiayeadi Ta/abo npaimiBHHKH, AKI HE NPOHILIH HABYAHHA,
[MOBHHHI MOMEPeIHLO NPORTH IHCTPYETAN, J0KPEMA WOAO MIrieHIYHHX BHMOT 10
MEPCOHANY | BHKOPHCTAHHS 3AXHCHOTO OJATY, T4 MOXKYTh OTPHMATH [IONVCK A0
TAKMX TpHMilleHs (30H), 3a HeoOXiIHOCTI, 33 HaABHOCTI BiLANOBIAHOIO
CYNpOBOY.

13, lNpusmiwenns Ta odnagHaHHA

1) Crnancexi NpUMiEHHS MOBHHHI MATH Y CBOEMY CKNaJI:

BHPODHMY] NPUMIILEHHA: OKpesMi NpHMillenHs, nnomi afo soHH  Ans
npuiiManna i 30epiraHsa nikapcekHX 3acobiB Ta X BIAMYCKY/BiABAHTAKEHHA,
AONOMIKHHX MaTepiasis i Tapn. Jlo BupobHHUMX HANEKATE NPHUMILEHHSA (30HH),
B AKHX NpHAMaOTECR, 30epiraloThes JIKapeeki 3acobH, NpuMilleHHA (30HH)
KOMNIEKTAUll Ta BiAMyCKY/BiIBAHTAKEHHA NIKAPCEKHX 3acofip (excneanuifinal,
NpHMileHHs (30H#) 30epiraHHA JONOMIAHHX MaTepianie i TapH, KOHTPOIO
AKOCTI dikapeekux sacobis, sDepiraHHs KapaHTHHHOT TPOIYKIIL
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Cknaa, poaraliyBaHHS BHPOOHHYMX MpHMIMIEHE Ta 1X Mjoila MOBHHHI
JafiesnedyBaTH TOCHIIOBHICTE TEXHOAOITYHOIO OpoUecy (MPHAMAHHS, KOHTPOJh
aKocTi, 30epiraHuf, KOMILIEKTAlis Ta BIANYCK/BIABAHTAKEHHA NiKAPCHKHX
3acoBis). 3a HAABHOCTI JIKAPCHKHX 3acoDiB, AKI NOTPedyIOTH ocoBTHBHX YMOB
sGepiranna (cHIBHOaOYI, m-pyﬁm HAPKOTHYHI, MCHXOTPOIHI, myuc:ﬁmnnnqm
NpPeKypeopH, TepMonabiTkHi, BOTHEHeDeIneyHi, Nerxo3afiMHCTi,
prbyxoHeGe3nedHi npenapartd Towo), nosuHHi GyTH Bianomiamo obaajHAHI
OKpeMi NpHMilieHAs (30H1) Ana X 30epiranns.

Minimansunii  Habip nobyTosux IIPH"-!I!I.T.I.E'H'E- BRITHOVEE: npﬁmmeumr
MepCoHATY, Eﬁnpa.nhjim, e HAABHI BOAONpOBiL, KaHanzamia. Takox y Aluedsiara
MOV Th ﬁy"ru iHmi nobyTosi NpHMilleHHs: rapaepobHa, I¥IIORA, KIMHATA 118
BRHBAHHS 11 (1JaNbHA) TOLILO.

Minimanshuii Habip ZonOMIKHHX DPUMILIEHE BKIIOYAE NPUMilLcHHA abo
mwad U1A 30epiraiHs npeaMeTis NpHOHpaHa.

Takom ¥ niuensiata MOXyTh OyTH iHWi JQONOMIMHI NPHMIMLIEHHS:
NPHMILIEHHs A8 TPHIOTYBaHHs  Aesiddiexuifinux PoIqMHIB, ONEPaTOPChHEA,
apxie, cepmepHa, KIMHATH OXOpOHM, HABYATEHI KaGineTH, NpPHMilLEHHA LIS
sGepiranns poGounx 3acobiB 405 HABAHTAAYBANBHO-POIBAHTARYBANLHHX PoDIT
TOLLD.

Jlo caywbosux NpHMIIEHE (32 HAMBHOCTI) HANENATE: [PHMILLEHHA
MHArOTOBKH Ta 00pobKH cynpoBiaHoT JokyMenTauii, kabider KepiBHiKa, kabiHeT
JACTYNMHUKA KePIBHHKA, KiIMHATH NepcoHany, mo Sepe y9acTh ¥ TeXHONOMHHOMY
npoleci - ONpAliOBAHHA MPETeH3il Ta pexiamauiil, NoBepHEHHSA, NIArOTOBKA
NOKYMEHTIB 478 BHKOHAHHA NPOLECIB NpHAMAEHHA, KOMNAeKTAalll Ta
BiANYCKY/BiOBaHTameHHa Jikapcbkux  3acobis, NpHMILICHHS (30HH) WIS
TEXHOMOTIHHOTO 0DNAIHAHNS ABTOMATH30BAHHX CKATIB TOLIO.

Jlo nopatkoBMx NpHMiNeHs (38 HASBHOCTI) HANe®aTh! KOPHIOPH,
TamMBypH, cxonosi  KNiTkW, nidrosi  waxTw, enexTpoiuTosi, Goltepwi,
BEHTKAMEPH ( IAXTH ) TOLILO.

Tpumimenna (3ouu) abo wadm i sbepiraHHA  IHBEHTApI0 [UIA
npHOHpaHHA BHPOGHHYHX TNpHMillgHb Ta npHMiuEHHA (30HH) 30epiraHH#
poGouny 3acofiB 008 HABAHTAWYBANBHO-POBAHTAKYBATEHMX poBIT MOXYTh
JHAXOIHTHCE ¥ BUPOOHHEHY MPHMIIIEHHAX.

PoamimenHs CKAGICHKHX NPHMILIEHE MOBUHHO BHKNOYATH HeoDXIZHICTH
[poxXo1y NpaliBHUKIE A0S MEPeoIsraHHA ¥ Crelianbiumi oaar Jepes BHpobHHH]
MPHMILEHHA.

2) Cxnafceki DpHMIlEHHS POIMIMIYIOTHECH 33 YMOBH  BAAINTYBaHHHN
BAHTAKHO-POIBAHTAKY BATBHOT TUIOMATKH AN MiATiay MalllMH (PaMia 3 HaBicoM
Tomo) nosa GPOHTOM BIKOH NMpHMilleHs 3 noctifiium nepebysanuaM mojed Ha
Byab-AkOMY MOBEPCi B i301b0BaHMX NPUMILICHHAX 3 OKPEMHM CAMOCTIAHHM
BMXOIOM HA30BHI, B OKPEMO pPOSTAIOBAHMX CNEUiaNBHO ODNAIITOBAHHX
KAMTATBHAX OyLiRMAX, a8 TAKOE Y JONoMikHHX OyIIBNAX NPOMHCIOBHX
MiANPHEMETE (3 YpaxyBaHuaM BUMOr nianyHeTy 1 nymkTy 15 usoro posauny).

3)  [lpumimedHs  7Ta  obOnangqandd  MOBHHHI  POSTAIIOBYBATHCA,
NPOCKTYBATHCA, 0OJAIITOBYBATHCA, 3ACTOCOBYBATHCSA T4 XCIUTYATYBATHCA TAKHM
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UHHOM, WOD BIANOBIAATH ONEpalisM, SKi B HHX TPOBOIATHCH, 8 TAKOW
rapaHTyBATH, W0 PEMOHT | eKcrUryarailis He OyayTh CTAHOBHTH HiSKO! Hebeanekn
aH skocti nikapeekux  3acobiB.  [Mpumimenns weoGxigno npuGupatn |
AesiHQIKYBATH BIANOBIAHO A0 SATREPULREHHX BIINOBIIHOW NOCANOBOK ocobom
ninensiata nuceMOBHX npoueayp (Meroanx). OceiThends, Temnepatypa,
BOJOTICTE | BEHTHNALIA NOBUHHI BIANOBIAATH BUMOTaM HOPMATHBHO-TEXHIYHHX
JOKYMEHTIB | He MOBHHHI YHHHTH HECTIPHATIMBOTO BIUIMBY Hi Ha JNiKapCeKi
saco0H nip gac ix 30epiradHnd, Hi HA TOMHICTE QYHKWIOHYBAHHA O0AaIHAHHA, Hi
Ha NpatLl BHHKIB.

4) HaekonuiuHe cepenosuile NpHMilleHb, 3 OTNATY HA BCi 3aX0aM ans
JAXHCTY 30EepiraHHs NIKAPCHKHX 33c001B, TMOBMHHO CTAHOBHTH MiHIMANBLHHE
PHIHK Y MAAHT KOHTAMiRaLT fikapeskiy 3acobis,

ITpumMimieHHA MOBHHHI OYTH 3aXHLIEH] Bijl NPOHHKHEHHA B HHX KoMax abo

TBAPHH.
[MosuHHi ByTH BWTI 3ax0an, Mo 3ANOGIMAIOTE BXOOY ¥ NPHMILIEHHS
cropounix  ocib. 3omm  30epiraHHA | KOMTPOMIO AKOCTI  HE  [IOBHHHI

BHKOPHCTOBYBaTHCA AK NIPOXIJAHI AN NEPCOHATY, AKHH ¥ HHX He Npaiioe,

) Bupodnu4i npeMitleHHn (3001) NOBHHHI MATH NOCTATHIO NAOLLY, W06
3afe3nednTy  ynopajkosaHe 3DepiraMHA  pisHMX  kateropiit marepianis Ta
JKAPCHKHX 38C0DIR, @ TAKOK MIKAPCEKHX 3aC0BiB, M0 IHAXOOATHCA ¥ KapaHTHHI,
A03BONEHI A8 BHNYCKY, BiaGpakosaui, nosepuyTi abo eigkankani EnexTponHe
BIIOKPEMIEHHA NiKapchkux 3acobiB B CTAaTyCi «KAPAHTHHY NOMYCKAETRCH 14
YMOBH Bianosigdol igentudikauii npoaykuii, sanizauil xomn'woTepuioBaHOo
CHCTEMH Ta 33 YMOBM, [0 Taka cucrema 3abesnedye exsipanenTHy Gesnexy.

6) Cknanceki npemilenns (30HH) NoBWHHI OYTH NpHCTOCOBaHi anw
abelneyenns Halexuux ymoB 30epiranHs. 30Kkpema, BOHHM TOBHHHI GyTH
YHCTHMH | CYXUMH, ¥ HHX NOBHHHA MiATPHMYBaTHes Heobxigua Temneparypa.
Axuwe noTpibui cneuiansHi ymosu 36epiraHna (HaNpHKnaa Temneparypa,
BOIOTICTS), To Tx HeoGxiaHo sabesneyysaty, NepeBipaTH | KOHTPOMIOBATH,

T) ¥ sicusx npuiiManus i BianpasnexHs nosuHen Oyru 3abesnedenuil
JAXHCT MaTepianis i mponykuil sl BNAMBY norogHux ymom, JoHM npuiiManHs
MEIOTE OyTH crnpoexTosaui i obnanwami Tak, wol Tapy 3 nmpoavkuico, fka
HEIXOIHTh, NEPE] CKIANYBAHHAM 38 HeoOXITHOCTI MO%HA OyA0 O4MILATH.

B} HAxio xkapantie saGesneuyeTcs TinbKM 30epiramHAM npoavkuii B
OKPEMHX 30HAX, TO TaKi 30HH MaOTh BYTH 9iTKO MapkoBaHi,

9) Jlas 3OepiranHa  BinOpaKoBaHHX, BitkaMKaHHx afo  nOBepHYTHX
MaTepianis abo npoaykuii mawoTs GyTH nepeabaueni okpeMi 30HH.

10} Caneroniiodi Ta oTpyiini nikapeski zacobM weobxigno 30epiratu @
Gesneunnx i 3aXHILeHHX 30Hax,

I1) Jlabopatopii 3 KOHTPOMO AKOCTI, ¥ pasi ix HASBHOCTI, MalOTh ByTH
BLIOKPEMIIEHT Bl CKAANCEKHX NpHMitueHs (30H), HacaMmnepem, 1aﬁnrpa‘mp1|
KOHTpoII0 GionorivHux i Muq:nﬁmnnrmnux l'lpEl'IElpEthB 4 TAKOW pamioizoTomnis,
AKI MaroTh DY TH TAKOW BiIOKpeMAeHi 01Ha Bi1 odHOT.

Kontpoassi naboparopii MawTs BIINOBLAATH OnepamisM, sKi B HHEX
nposoaaTees. 100 yHHEHYTH NOMHNOK | nepexpecHoi KoOHTaMiHamil. BOHM
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MOBHHHI MaTH gocTaTH mnoury, HeobXigHo BHIIAHTH HANEXH! N0 408
sfepiraHHg Ipakie i NPOTOKOITIB,

Hdns gyTaMBax npuaagie, Axki notpelyioTh 3aXMCTY Bil eNeKTPHYHHX
nepewkon, Bibpallli, BOJAOrOCTI TOUID, MOKYTh BHKOPHCTOBYBATHCH OKpEM]
kiMHard, ¥ naboparopifax, Ae OpaliooTe 31 cneuddivHEME  cYOCTaHIIAMH,
TakUM# 8K DIONOrMH] | PATIOAKTHEHI IpaIkH, HeoOXiIHO BCTAHOBHTH CILianbHi
BHMOTH.

12) TobyTosl NpHMILIEHAA, 30KPEMa (PHMILLEHHS NEPCOHATY Ta [1ankHi,
nosuHHi BYTH BigoKpemaeni Bia BHpobHMuMX npuMmitieHs. He aomyckaerscs,
Wod TyanetH OeINOCepeaHLO CTIOMYYATHCA 3 BHPODHHHHMH NPHMILLCHHAMM
(30HaMH).

MaficTepri MaroTh OYTH BIAOKpEMIEH! Bill BHPODHHYHX MPHMIIIEHE.
[Mpumimennd, ¥ KHX YIPHMYOTLCA TBAPHHH, MatoTh 6yTH no0pe i3onkoBaHi Bia
HIMX 30H; HeoOXigHO, Woh Wi NPHMINEHHSs Manu okpemul Bxia (aocTyn 1o
TBAPHH) | OKpeMl CHCTEMH MiATOTOBKH MOBITPA.

13) Verarkysanus (iHBedTap), W0 3aCTOCOBYIOTE A8 MHTTA H OMHIIEHHS,
HeoOXiAHO BAOGHMPATH | BHKOPHCTOBYBATH TaK, OO BOHO HE CTANO WEpPenoM
KOHTaMIHaLIl,

Obnannanna mac GYTH BCTAHOBACHE TAKMM HHHOM, W00 HE NOMYCTHTH
PHIHKY TOMHIOK 00 KOHTAMIHALT,

A1 KOHTPONBHUX Onepaliil MaloTs 0YTH B PONOPAIAEHH] BArH, MPHIAIH
Ta o0NaJHAHHS 118 BHMIPIOBAHE 3 BIATIOBITHMM AIANa3z0HoM | TOMHICTIO.

Jacobn BHMipIOBAHB, BarW, KOHTPONBHI DPUIAAH T4 NPMCTPOL, MO
3AMUCYIOTE, Hepes NeBHI Npomikkn 4acy HeobGxigwo kaniGpysaru | nepesipaTi
BIAMOBITHAMH Metonamu. Heobxinwo sectn 1 3BepiraTv npoTokond Taxux
BHTIPOOYBAHL,

Hecnpase obnagsanus noswiHo GyTH BHIYYEHE i3 30H KOHTPOIR AKOCTI
ab0 CKNAACHKHX 30H abo NPUHARMHI HiTKO NPOMapKoBaHe AK TAKe,

Crauionapui  tpybonposoan mawote GyTH  9iTKO npoMapkosani i3
IAIHAYCHHAM TXHBOTD BMICTY: 338 HeoDXUIHOCTI MOBHHEH OyTH nNo3HAYeHMil
HANPAMOK MNOTOKY.

14) Crnancrxi npusimeHHA (30HKn) nosunni 6yTH 3abesneyeni sacobamu
AN BHMIPIOBAHHA TEMIEPATYPH T4 BIIHOCHO! BOJOTOCT (NpH HeoGXinHocTi),
noBHHHI OyTH 3abesneyeni peccTpauii Ta KOHTPOIL TeMmnepaTypH i BiaHocHoi
BONOTOCTI. 3anHcH NPo TeMnepatypy i BiAMoCHY BomoricTs HeoOXidHO peryaspHo
MepeBipATH BIANOBIAHO 10 CKAajeHol dineniiatoM nokymentauii. [Tinenziat
nosuHeH 3a0e3nevysaTH  CHpaBHicTh yCiX  BHMIpHOBAIBHHX 3acoliB  Ta
MPOBENEHHA X peryaapHol MeTponorivdol nosipkd. ¥ pasi Heobxiawocri
oco0aHBHX YMOB 30epiranns Nikapebkux 3acodis npuMilueHss/3onn 36epiraqHs
MaloTe GyTH ofnannani npuaazamMy, (MO 3ANMCYIOTE TEMOEPATYPY (T4 BiAHOCHY
BONOTICTE 33 HeobGxiaHocTl), abo HILMME TPHAAAAMH, 100 PIKCYIOTE NOKATHHKH
TeMmepaTypH (Ta BiasocHol BojorocTi 3a  HeoOXLaHocTi) ¥ noTpibHOMY
mianasowi. [ligrpusmanss HeoGXiAHHX napaMeTpis BIANMOBIIHHX NOKA3HUKIB B
YCIX YacTHHAX BiANOBiAHOI 30Hu 30epiranns mac piadysatucs BiANOBiIHO 10
JATBEP/UKEHHX NIUEHIATOM NpoUenyp. #Ki TPYHTVIOTBCA Ha pesyibrarax
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NPOBENEHHX  BaNifalifiHMx jnocnigmeds, T& i3 3OiHCHEHHAM lliUeH3IaTOM
CHCTEMATHYMHOIO KOHTPOMIO,

15) Enexrpozabeinedenns, OnajgeHHs, OCBITIEHHH, CHCTEMa NiArOTOBKH
MOBITPA, TEMNEPATYPa | BONOTICTE MOBITPA ¥ CKIANCBKHX NPHMILLEHHAX (30HAX)
HiNoA060BO NOBHHHI BIANORIAATH Gy AiBeTLHHM, CAHITAPHHM HOPMaM i NpaBHIaM
TA HE BNIMBATH HETATHBHO Ha TiKapchki sacolu,

I6) Marepiams ans NOKPUTTH  CTIM, CTeni, NiANOrH  BHPOBHHYMX
NpHMilLEHs (30H) NOBHHHI JONYCKATH BOJOre NPHOHPAHHA 3 BHKOPHCTAHHAM
Aesinekuiinnx 3acobik.

lMoBepxHA YCTATKYBAHHN AK 330BHI, Tak | BeepenMHi, MoBHHHA OyTH
rAA0KOK, BHIOTOBICHOW 13 MaTtepianie, cTidkHX mo Ail nikapcekux sacobis,
BHTPHMYBaTH 00podKyY Je3i HPeKIiAHEMH posTHHAMM.

Verarkysanns CKIAICHKHX NPHMilIEHE (30H) HeoOXiAHO posTANIVBATH
TAKHM YHHOM, 1100 He 3aIHILANHCH MICIE, HEOCTYTIHI IUIA npuGHpanis,

17) Ona 30epiranua fikapcekux 3acobiB cknanceki npuMimeHHs (30Hu)
NoBHHHL GyTH 00nagHaHi NPHIIHBHO-BHTAMNHOIO BEHTH/IALICIO 3 MeXaHIYHHM
CNOHYKaHHAM  (af0  3IMILAHOW  NPHNAHBHO-BATHXHOK  BEHTHINLICO 3
MEXAHIYHO-MPUILIMBHOW), #Kka 2abesnedye  NOBITpAHO-TenmoBHE  Banane
MPHMILLEH,

[pumimienns  (3omM) ans  s0epiraHua  BordcneOeInedHHX 1A
BuOyxonebetnednnx peqoBiH noBuuAl GyTH i301b0BaH], saxHIIEH] BIX MpAMIx
COHAMHHX NpOMeHiB, atMochepHux onanie Ta rpyHtosux Boa. Poamimenms
TAKHX NPUMIlEHE Y MJBajax, HamiBAidBanax Ta B UOKONLHHX NoBEpXax He
NONVCKAECTHCH.

18) Ilpumimenns Ta ycTaTkyBawHd NOBHHHI NiNISraTh NpHOHpPaHHIO,
pesindexuil  (npu  Heolxigwocti), aepatmsauii IrizEo 3 IHCTPYKLIAMH,
FATBEPIKESHHMH JileH3IaToM,

14. HoxymenTauis

HoxymenTallis, 1o € HepiI'EMHOI YaCTHHOIO (papMaUeBTHYHOT CHCTEMH
AKOCTE, MOME ICHYBaTH ¥ Pianmnx dopmax (30Kpema Ha N4NEPORHX, eTeKTPOHHHX
abo otorpadiunux nociax).

1) Hns 3abesnesenns vtousocti, uinoeri, gocTymHocT Ta  YiTKOCTI
AOKYMENTIB JileHsiaToM mac GYTH 3anpoBajKeHHil KOHTPOIE 3a X po3pobroto,
OGOPMISHHAM, NOTOUKEHHAM, 3ATBEPIKEHHAM, TEPErTsioM, BHIYHEHHAM,
apxiBauien Touw,

2) V oniuensiata nosumHi OyTH 1Ba OCHOBHI BHAM JoKYMeHTAUil -
JOKYMEHTH Ta NPOTOKOIH (3AMHCH).

Jo nokyMenTIB (IHCTpYKUiH, BKa3iBOK, REMOT) NilleH31aTa HANSKATE

AOCHE IMOOPTEPA, B HKOMY ONHCAHO MIANBHICTH NILEHIATA, WO MAaE
BIIHOUIEHHA /10 HANSWHOT BHPOOHHYOT NPAKTHKH, 38 QOPMOID ITiIHO 3 0aTKOM
7 no umux JlinensiiHux ymos;

creunikauii afo metogw xouTpomo axocti (MKH), sxi moxinagHo
OMMCYHOTE BUMOIH, AKHM MAE BiANOBIAaTH TIKApCEEU 3acif;

IHCTPYKIl 3 excnnyatauii, npodinacTHaHoro obcayrosyeaHHa  Ta
OUHLLEHHA O0NANHAHHA, NPHONHBHO-BHTAKHOI BEHTHIALL 3  MEXaHIYHMM
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CNOHYKAHHAM (200 IMIMAHOT NMPHIJIHBHO-BUTHXRHOI REHTHIANT T MeXaHiuYHOo-
NPUILTHBHOKY) T3 KOMITHOTCPHIOBAHHX CHCTEM (33 HASBHOCTI), OYMINEHHS
NpUMitiens, BLAGOPY Ipaskis TOWO,

MHCEMOBI MpoueaypH (Metoankn) (ctanmaptii pobodi Meroamxs abo
cTaHjapTHi onepauilini npoueaypn (COIT), ki MICTATE BKA3IBKH 11010
BHKOHAHHA ONEparii;

NPaBKAE, K1 MICTATE IHCTPYKWIT LWOA0 BHKOHAHHA Ta NPOTOKOJKBAHHA
NEBHUX OKPEMHX onepatiiii;

NOroBOpH  (KOHTPAKTH), SKi  VEKIAZAKOTECA MK 3aMOBHHMKAMM Ta
BHEOHABLIEMHA,

o npoTokonie (3anMCiB)IBITIE HAIEHATE:

AOKYMEHTALIA, 10 MiATBEPI#YE BHKOHAHHA piIHWX 11 (Hanpuknan,
onepauiii (3axonis), nonii, aocnigkens). TIPOTOKONK NOBKHHI MICTHTH NEPBHHHI
AaHi, WO BHKOPHCTOBYIOTHCR TR (POPMYBAHHS IHIINX TPOTOKOIR;

ceprudixaTh cepiil, AKI MICTATE pe3loMe peIyIBTaTiB BHNpoGYBaHE Ipaskin
dikapcekoro  sacofly pasoM 3 ouiwkow Bianosiisocti, scTaHOBAEH] ¥
cremdikaii;

3BITH, B AKHX JOKYMEHTYEThCH BHKOHAHHA KOHKPETHHX 33B1alk, NPOSKTIR
a0 JOCALDKEHE PA3OM 13 PE3VILTATAMM, BHCHOBKAMH Ta PEKOMEH, AL AMH,

3) HeoOxizno BOpoBAanHTH BIONOBIAHI  3aX00H  KOHTPONK) WO
ENEKTPOHHMX JOKYMEHTIB, TakHX AK wWabionu, GOpMH Ta NEpBHHHI JOKVMEHTH.
MatwTh OYTH BIANOBIAHI KOHTpONbHI 3axonm ans zabesneuenns winoCTi
MPOTOKOAIE NPOTAroM CTPOKY 30epiranHs,

4) BinTBopenHa poGoMUX MOKYMEHTIB 3 HEPEHHHMX JOKYMEHTIE NOBHHHO
YHEMORUTHBITIOBATH BHECEHHA DYIb-AKHX MOMHIOK YEpes NPOLes KoninBaHHs,

) Mokymenti, wo MICTATh iHeTpywuil, moBMHHI O¥THM 3aTBepIHeHi,
MIAMHCAHT T4 JATOBAHI YTIOBHOBEWEHHMH Ha Ue ocobamu. IMicT JoxyMenHTIB Mae
OyTH ogHOIHAYHUM, JIOKYMEHT NOBHHEH MATH BiAMOBiTHNIH HOME].

6) Hokymentdn B mekax QapmauesTHdHO! CHCTEMM SKOCTI HEODXiIHO
PEIYARPHO MEPErNAnaTH 1 aKTYATITYBaTH.

7) PyxonucHi 3anucn maots 6yTH 3pobneni posbipauso ta tax, mwob 3amnme
HE MOMHA DYTIO CTepTH.

[Iporokonu HeobXiaHO YKIANATH | KOMNNEKTYBATH il Y4 KORHO! nii, wo
IMACHIOETHCA, | TAKHM YHHOM, 100 MoxHa Gyno NPOCTERHTH BCH) JIIANLHICTE,
AKA CTOCYETLCH IMOOPTY MKAPCEKHX 3ac0bis.

byne-saxa 3Mina, BHECeHa B AOKYMEHT, Mae Gyt niaTeepI&eHa nianucoM |
NATOBAHA: 3MIHA Ma€ [JABATH SMOTY NPOYMTATH MouatkoBy iHdopmaiio. Ia
HeobxinHocTi Mae GyTH 3aNPOTOKONBOBAHA NPHYHHA IMIHH.

8) Heofixizmo mard B HAABHOCTI BIINOBITHMM YMHOM CAHKLIOHOBAHI i
Aarosaul creundikauii va npoaykuit «in bulk», rotosl aikapewki sacobu.

Cneundiranii va npoaykuimo «in bulks, rotosi nikapceki 3acofH noBKHHI
BEIHOMATH (200 MICTHTH TOCHIAHHA Ha):

NPHCBOEHE HAMMEHYBAHHA NPOAYVELIT T8 KO, SKI0 Takui ¢;

CKNAM;

OTHC TIKAPCEROT (POPMH 1 oKAaIH] BiZOMOCTI Npo YNaKoBEY;



fs2

BKAIIBKH 11010 BIABOPY 3paskis | nposeeHiis BUIPOGYBaH::

BHMOTH JI0 SKICHOTO | KiNbKICHOTO BHIHAYEHHSA 3 TOMYCTHMUMH MeKaMi:

YMOBH 3Depiranna i Oyae-axi  ocolnusi  zactepewui  3axonm MpH
KOPHCTYBaHHI (33 HeobXimHOCT);

TEPMIH TIPHAATHOCTI.

9) KowHe nocrasaWHs cepii nikapeskoro 3acoly  NOBHHHO OyTH
3A0KYMEHTOBAHHM  BIANOBIIHO 10 MHCBMOBO] NPOLEAYPH, 3aTBEPIKEHO]
niuen3iaTom, Ta MICTHTH Tary indopMatiio;

HaHMEHYBAHHA NIKAPCLKHX 3acodis:

JATY OJEPHKAHHA JiKAPCRKHX 3aC00iR;

HAHMEHYBAHHA NOCTAYATBHHKS Ta BUPOOHHKA NI KAPCBKHX 1ac00iB:

HOMeEp cepil Nikapckkoro sacoby;

3Ar&ILHY KLIBKICTE | YHCA0 OTPHMAHHX NAKYBANKHHX OZHHMIE 1IKAPCHKHX
zacobis;

OyiIb-AKY iHwy indopMaiio, mWo cTocyeTees nocTaBieHol cepii (3a
HASBHOCTI).

10} ¥ ninenziata nosumHi GyTw 3aTBepiweni MHchbMOBI MpoOLEayYpH 3
BHYTPILLHBOTO MAPKYBaHHA, KAPAHTHHY i 30epiranns MKAPCHKMX 3aCO0IE 1, AKLIO
HeoOXLAHO, iHIIMX MaTepianis.

I1) HeoBxigno matu nHebMoBi npouenypn BLADOPY 3paskie, WO MiCTATE
BIAOMOCTI NpPo  BHKOPHCTOBYBAHI MeTOAM #i  oBnaTHAHHS, KUIBKICTE, SKY
HeoOXiaHo BinibpatH, i Byab-AKi Heobximui sanobixui saxomu, mo6 YHHEHYTH
KOHTaminauii nikapcekoro sacoby abo 6yak-axoro MOripIeHHs Horo SKoCTi.

12) HeobxizHo Matw THCEMOBI  METONHKH  LIONO BHIPOGYRAHHS
AKAPCBRUX 31C0BIB, AKI OMHCYIOTH BHKOPHCTORYRAHI METOM | obnannanna abo
33 HEOOXIAHOCTI BOHK NOBHHAI GyTH ZoCTynui iMmoprepy.

13) MaioTs GYTH HasBHI MHCHMOBI METOIMKM ILOI0 ApoueIyp noisoay i
BIAXHICHHS  7ikapeskWX  3acobim,  sokpema  momo ceprHbikauii
YnopHOBa#eHOW | HMK) Dcobowo(ami) roTosuy MKAPCEKHK 3acobis nms nponasy.
VnosHopameHa ocoba NoBHAHA MaTh ¥ PposnopamlxeHHi Boi  HeobXximHi
nporokoan. Mae DYTH cHeTeMa A8 3a3HAauEHHA OCODIMBHX CHOCTEPekREHs Ta
O¥Ib-HKHX IMIH, BHECEHMX ¥ KPMTHHUEL aaui,

[4) ¥ ninensiata nosunHi Sytw npotokoan peanizauil, Ak HeoBXiTHO
GopMyBarH Ha eNeKTpoHHUX abo NMANePOBHX HOCIAX | 3DepiraTi Ha KowHy cepito
NIKapCLKOro 3acoby 3 METOK) NoNerieHHs MPOLEAYPH BITKIHKAHHS OY1b-aK0]
cepil.

13) Crocoswo xowwoi onepauii wWoZo OTPHMaHHA, noCTABKH afo
peanizauii Aikapcekux 3acobiB cain BecTH BiONOBINHI 3amHCH aBo Yy opmi
paxyHkiB-QaKTyp (HAKIAARKX) Kynisni/nponaxy abo Ha KoMI'1oTepi, uH B Gvib-
AR i dopmi.

Jlo npoTokonis cria BKIOUaTH, K MIHIMYM, HACTYNHY iHpOpManio: aarta,
Ha3Ba; OTPHMana a00 NOCTARIeHa KillkKieTs Nikapenkoro sacoby; Haiga Ta ajpeca
MoCTAMANBLHMEA, HOKynuA (ofepaysata) abo BaHTamwoONEpKYBAYE, NKILO
HEeoBXiIHO; 8 TAKOW HOMEp cepil.
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[6) HeobxXinHo MaTh nHCEMOBI  HACTAHOBM, METOLMKM/NPOUSIYPH,
NpapHia, 4 TAKOMA 3BITH Ta BiANOBIAHI NPOTOKOMH WOAO BHKOHAHMX Nif abo
IPODNEHHK BHCHOBKIB CTOCOBHO!

BAILAAUIT Ta kBanidikanii nponecis, obnaananHa Ta cHCTeM:

MOHTAAY | Ka/iOpyBaHHA KOHTPOILHOrO 00IaIHAHHS!

TeXHIMHOTO 0BCTYTOBYBAHHA, OUHIIEHHA | caniTapuol oBpobiu;

MUTAaHE NEPCOHANY W00 HABYAHHA 3 BHMOT HalekHol sBupoBHHHOl
NPaxTHKH, HANEKHOT NPAKTHKH AHCTpUbYLiT Ta wanekHol npaxTukn 30epiranus
Ta TEXHIMHHX MHTAHL, NEPEBIATAHHSA | MiriCHIYHEX BUMOT, A TAKOK Nepesipi
e(PeKTHBHOCTI HABYAHHS,

KOHTPOMID HABKONHUIHBOIO CEPENOBHILIA BIANOBIIHOIO NPHMILICHHS:

DOpPOTEOH 3 NApaINTaMH, WKLITHBHMH KOMAXAMH | TBApHHAMIT,

POICIALY peKIaMatiii;

BHIIYHeHHSA 3 0DITY (BILIKIHKAHHA) TiKaPChKUX 3aC00IB;

NOBEPHEHHA;

KOHTPOITIO 3MIH;

IOCHIKEHHA BiIXHICHb Ta HeBLOMOBI THOCTE !

BHYTPILIHBOTO Ay ANTY;

IBENICHHA NPOTOKONIB 33 HeoOXiOHOCTI (HANPMKIan, orag]  AKOCTi
AKApCBKUX 38C00IR — Q1A MiNeH3iaTis, Mo NPOBAAATE MOCIONAPCHKY AIATBHICTS 3
BHPOOHHLITRA NIKAPCHKHX 3ac001R);

Ay /IHTIB BUPOOHHKIB/NOCTAYATbHHKIE.

17) Jns OCHOBHMX OJWHHLE KOHTPONBHOTO OONATHANHS MAKOTh OyTH
HaABHI IHCTPYKUI 3 excnayaTauii,

18) [lns waiibineuw BakAHBHX a00 KPUTHYHHX AHANITHYHHX [PHIAAIE
HeoOXiaHo  Bect  skypwand. Y mux  meofxigHo npoTokomosatH B
XPOHONOTTHHOMY TNOPAIKY, AKMO HeoOXizHo, Oyas-ike BHKOPHCTAHMHA 30H Ta
obnanHaHHA/METORIB, KanibpyBaHHA, TexHiuHe OBCTYTOBYRAHAS, OUHLLEHHS 60
PEMOHTHI POBOTH 13 3asHAYEHHAM AaT Ta ocif, Akl BUKOHATH 11i poBoTH,

19) Heobxiano ecth ofnik nokyMenTis.

20) floxymenTauiio Ha KOMHY Cepil0 Nikapcskoro sacoby HeobxigHo
30epiraTH NPOTATOM OAHOTO POKY MIiC/S 3aKIHYEHHS TePMiNy NPHIATHOCT] cepil
nikapecekoro sacoly abo woHalMenie mM'STe pokie 3 1aTH By JAOIBOITY Ha
BHIYCK (peatizauno) cepil nikapcekux 3acofis  YNOBHOBLKEHOIO OCOBOK
(3ame®HO BiA TOTO, AKHA TepMin JoBLE),

15. 30epiranus Nikapcekux 3acobin

1) Imnoprosauni nikapceki sacobu go supawi gozBony Wa ix BHITYCK
NOBHHHI 30epiraTHCA B KAPAHTHHHIN 30HI B YMORAX, YCTAHORNEHNX HOPMATHBHO-
TEXHIYHUMH  JokyMentamu. [lichs suaaui JO3BOY HAa BHOYCK (peanizaiii)
nikapekkux 3acobis  sowM noBHHHI sbepiraTHcA B ymoBax, YCTAHOBIEHMX
HOPMATHBHO-TEXHIMHHMH JOKYMEHTAMM, Ta MO®YTh GYTH peanizosani cyQ'eKTam
onToBOT abo po3ApibHOT TOpriBnl AiKapchKHME 3acofamu, AKI oTpUMATH Ha le
BLAMIOBIAHI  miuewsil, Ta GenocepelHL0 3aKTaZaM OXOPOHH IMOpoB's |
BHPOOHHKAM NIKAPCEKMX 3acobis.
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2} JliuensiaT nosnHeH 3afe3neuntH OPraHilalilo TA MATPHMAHHA YMOB
sGepiranns nikapcekHx 3acobiB B CENANCHKMX npuMimennsx. Jlinensatom
BHIHAYACTLCS  KiTBKiCTh Heofxigwwx npaMimens/miouw/3on ans sGepiradis
nikapeekux sacobis, Jlikapeski 3acobm ¥y CKIAICEKHN npuMileHHsx (30Hax
30epiraHHA) nosuHHi 30epiraTHCA HA cTenamax, MijIoHax, MATOBAPHMKAX, ¥
wadax, XONOIHIEHOMY T4 IHIIOMY crietianbHoMy OOTATHAHHI I8 NOCTIHHOM
jafesneyenns yMoB 30epiraHHs NiKAPCRKHMX 3acobis BIAMOBLIHO A0 BHMOT,
RWIHAMCHHX BHPODHHKOM.

3) Crnagceki  (308M)  npuiiMadss  TIKAPCHEMX acofiB  Ta
BiAMYCKY/BiABAHTAKEHHS MAOTE OyTH BiLoKpemieHi Bil 30H whepiradus |
safleIneuyBaTH HAnekMuA 3axHCT NikapChKMX 3acobiB BII HECHPHATIHBHX
NOPOHUX YMOB NiJl Hac BAHTAKHHK pobiT.

OrpuMani fNikapeeki 3acoln NiANAraOTs BXUTHOMY KOHTPOMRO AKOCTI,
BIANOBIINO A0 NPOLEAYPM CHCTEMH AKOCTI iMmoprepa. Pesynsrati BXiIHOIO
KOHTPOMO NoBMHHI BYTH 3apeccTpoBaHi IriHO i3 BCTAHOBAGHHM TileH3aToM
BHYTPILIHIM TOPAAKOM.

Jlikapebki 2acobu, skl noTpedyoTs 0COGMHBHX YMOB 30epirans, NOBUHHI
ByTH Herafino poIMilieni y BiINOBIIHAX NPHMILLIEHHAX (30Hax) 30epiranHA.

4) Jlinensiat npw 3bepiramHi  nikapcekHx  3acobis  3060B'AIAHHA
3a0e3MeMHTH  YHMKHEHHS TX  NOIIKOTKSHHA  (PONHBAHHA, PO3CUIIAHHA,
pO3BHTTA), IApaKENHs MiKpOOprauisMami i nepexpecHoi KOHTaMiHaIL.

Jlikapeski 3acobu, TepMmiH TpHIaTHOCTE RKMX MHHYB, HE NIANATAOTH
nocTagil (npoaaky) Ta 30epiralThCs OKPEMO Bijl NPHIATHOID A0 peanisauil
janacy Jikapeekux 3acobis 1o ix yrunizauii abo 3HMIIEHHA.

JlinensiaToM mnoBMHHA OYyTH CTBOPEHA CHCTEMAa  MPOCTERYBAHOCTI
Nikapeskux 3acobiB 3 METOIO FAPAHTYBAHHA TX AKOCTI.

5) 3a masBHOCTI B CKIAACHKMX MpHMilueHHAx (30HaX 30epiranus)
imyHOBionOTiuNMX npenapaTia 3araibHui of'eM XonoariakHOro obaagHaHHA,
npH3HavdeHni  0as  30epiraHHd  MeqUqHMX iMyHOBiONOTIYHHX  Npenaparis,
NOBHHEH 3afe3NedyBATH BIANOBLIHO 10 [IOMMX BHMOT 30epiranHa  Beiel
KINBKOCTI 3a3HAYEHMN JIKApChKAX 3acobis, 1o MicTATECA Ha ckaagax (bazax),

6) BinGpaxopani nikapceki zacobu  weobXiHO YITKD MapkyBartH 0
sGepiraTi OKpeMo B 30HAX 3 oBMeskeHuM JocTyrom. Ix weobxinmo abo nomepraTi
MOCTAMATLHUKAM, 200 33 MOKIHBOCTI NepepobaaTy, abo snuuysatd. byas-sxa 3
BHEOHAHKUX 01l Mae OyTe A03B0OJIEHA | 3aNPOTOKO/IBOBAHA YNOBHOBAKCHHM HA 1I¢
NEpCOHAT0M.

7} Jlikapewki 3acofu, nmosepuyti 3 npomamy (obiry), nouHHi OyTM
suuuieHi abo yrunizosadi. B oxpemux sunankax YmosHomaweHa ocoba mowe
OPHITHATH PIIEHHS OO0 MOBEPHEHHS B 00IM NOBEPHYTHX NiKApchKMX 3acobis
micas BiAMOBIIHOTO @HANITY PH3MKIE, 38 PE3V/IBTATAMH SKOTO BIACYTHI CyMHIBH,
10 HKICTE NOBEPHYTHX JIKAPCHKHX 3ac00is € 34/10BUILHOK, by/ib-1Ka BHKOHAHA
Aifl MOBHHHA DYTH 3810KYMEHTOBAHOKO.

16, KOHTpOAL AKOCTI

1) KonTpolk SKOCTi Mae slaowweHHs Ao sinbopy 3paskis, crelndikatii i
nposencHus  Bunpobysams. Bin  Takom nos'asamuil 3 oprasizauieio,
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AOKYMEHTYBAHHAM | NpouenypaMu BMuayi [03BOMIB, AKi CAPaHTYIOTH, MO
nposeeni Bei HeoOxiani sunpobysanks i wo nikapeskuil sacié He oya
ACSBONEHHA LA Mpopaxy (peanisauii) abo BUKOPMCTAHHA V BHpOOHHUTE [0
TOrO, SK HOT0 AKICTL OVIIa BHIHAHA 3a00BLILHOND,

30HH KOHTPOMO SIKOCTI - NPUMiLEHHS 18 KOHTpomo ((iznko-xiMiumnx
MOKA3HHKIE Ta Mikpobionorivworo, GiosoriuHoro, KIIHIYHOTO) CHPORHHH,
MaTepianis, npoaykuii «in-bulks Ta kowTpomwo skocTi roTosmx MKAPCLEHX
3ac0biB.

2) Kot ninensiar nosuned mMaty niapoaain (Biagin) KOHTpoNO AKOCTI.
Hedi ninposain (sinain) nosusen GYHKUIOHYBATH HesalemHo Bif (HIIHX
niapoinis (piaginis).

3) ¥ posnopanwenni niaposainy (Biaginy) koHTpomre sKocTi nosHiHa
Oytr onHa abo AekiihKa KOHTPOIBHIX nabopartopii, aTecTOBAHMX BIANOBIAHO 10
NOPAAKY ITPOBEICHHA ranysenol arectauii nabopatopiit 3 KOHTPOMW sKocTi Ta
Besnexn NiKapcekUX 3aco0iB, 3ATBEP/HREHOTO UCHTPAIBHHM OPFrAHOM BHKOHABYO]
BAanM, mwo 3afesnevye QOPMYBAHHA IEPHABHOT TNOMITHKH Yy cepi OXOpOHH
3p0pos's, Y pazi BincyTHocTi v niuewsiata KoHTpOneHHX nabopatopill abo
OKpeMoro BHNpobysansHoro oflagHanua 4u zacobin BHMIPIOBATBHOT TEXHIKH
ANA 3aBe3NEUEHHA ananisy AKOCTI 3a BCiMA NOKaIHKHKAMHE, Nepentasennm MICS,
KOHTPO/IE  AKOCTI  MOKE  3AIHCHIOBATHCE 32  [OFOBOpOM  (KOHTpakTOM) 3
MabOPATOPIE0, AKA TCCTOBAHA BIANOBIANO A0 NMOPRAKY MPOBEASHIS FATY3CBOT
arectauii aaGopatopili 3 KOHTpOAK SKOCTI Ta GeIneKn NKapCEKHX  33C0018,
SATECRUKEHOND  LEHTPANBHHM OpraHoM BHKOMaB4Yoi Bnaaw, wo sabeinewuye
dopMmyBanHa fepraBHOl NoiTHER ¥ cepi oxopoH# IAOPOB'A.

His ubOro NYHKTY NOUHPHETHES Ha IMIIOpTEpiB, AKI J0JATKOBO MAKTh
NieH3 Ha  BHPOOHMUTBO NikapchkMX 3acoBiB Ta  INifCHIGKOTE IMIopT
NiKapeeKuX 3acobis v dopmi «in bulk» ams mnachoroe BHPOOHULITEA.

4} Imnoprep noswHen 3MICHIOBATH ROHTPOTE FKOCT] NiKapceKMX 3aco0ie
BlANOBLAHO 10 [lopsaky 3aificHenns JepxaBHOTO KOHTPOMO AKOCTI TKAPChKMX
3acobis, o BBOIATECA B YkpaiHy, 3aTBEpIKEHOI® MOCTAHOBOIO Kabdinery
Minictpis Vkpaiun Bin 14 sepecus 2005 poky Ne 902 (Odpintidinmit Bicuuk
Ykpainn, 2005 p., Ne 37, et. 2297).

Koutpons skocti  iMyHonorisusx Npenapatis  iMOOpPTEp NOBHHEH
JUHCHIOBATH BIANOBIAHO A0 TMopaaky smilicHeHHA KOHTPOIIK 38 BLINOBLAHICTIO
IMYHOGIONOMYHHX npenaparis, MO IACTOCOBVIOTBCH B MenHuHil HpaKTHILL,
BUMOram Nep#asHiX | MIKHAPOJIHHX CTAHAApTIB, 3aTBEPAKEHOTO UEHTPAIBHHM
OPraHoM BHKOHABYOT BAadu, wo 3abesneuye dopmysanns OepHanHe] NoOJAITHES ¥
cihpepi OXOpOHH 310poB'A.

5) HeoBxigno Mati B HassHocTi noctaryi PECYPCH IR rapaHTyBaHHY, Mo
BCI 3aXOAM WIOAOD KOHTPOMO AKOCTI MPOBOAATHCA COEKTHBHO | HamifiHo.
Hlpumimenns Ta obnagHAHKA KOHTPONBHHX naboparopiii (30H KOHTPOIO AKoCTi)
NOBHHHI BLANOBIZATH BHMOTAM 10 BHOIpOGYBaHb, SKi NPOBOAATLCH B LIHX
nabopaTtopiax.

6) OcHOBHI 0BOB'#3KM KePiBHUKA NLAPO3AINY KOHTPOMO AKOCT] HABCACH B
mAnyHKT 5 nyukry 12 usoro poaniny. [Migpesain kouTpomo skocti B winoMmy
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MO#E MaTH TAKO® H iHwi obow's3sku, Taki #K pospobka, sanigauix Tta
3aDeIneyeHHs BHKOHAHHA BCIX METOOMK 3 KOMTPOIID skocT, 36epiraHHA
KOHTPOJALHMX  (apXiBHHX) 3paskis  fikapckkwx  sacofis, saBesneuenns
NPABMIBHONO  MapKyBaHHS KOHTCHHepis  (YIakoBOK) i3 marepianamu |
NpenaparTaMy, cNOCTEPEHEHHA 30 CTAOUIBHICTIO NiKapchRUX 3acobis, y4acTh
poscnigyranHi pexiamauill wono axocri nikapebknx sacobis Tomo. Yol wi
onepaiii HeoOXiAHO 3INIACHIOBATH 3riAHO 3 NHCEMOBHMM METOIMKAMH 1 32
HeolXiTHOCTI NPOTOKOIOBATH.

7) Ouinka nikapcekoro 3acofly Mac OXOINOBATH Bl YHHHHKH, #K]
CTOCYHOTBCH  CMPaBH, BKNOMAOYM  YMOBH  BHPOOHHUTBA, EIANOBIIHICTH
cneundikaniam Ha nikapeskuii 3acif i nepesipky ocTaToMHOT FoToROT VIAKOBKH,

8) IpuMimenns ta obnanHanus kowtponsHux habopatopifi v pasi, ix
HAABHOCTL, MAIOThL BIANOBIATH 3aranbHHM | cneundivHMM BHMOraM 10 30H
KOHTPONIO AKOCTI, HABEACHUM Y MYHKTI 13 usoro posaiay.

[lepconan, npumimenss Ta obiagwaHHs B KOHTPOARHMX JaGopaTopiax
MAKOTE  BIAMOBIIATH 3ABIAHHAM, OOYMOBICHHM XapaKTepoM onepaiii 3
KOHTPOMIO AxoCTl. BukopHcranus cropoHHix naboparopili mae sinSysatmes
BIINOBIAHO 10 NPHHUKNIE, BHKTAZEHHX y nymkTi 17 usoro posminy, take
BHKOPUCTAHHA NOBHHHO Oy TH BigofpakeHo y NPOTOKONAX KOHTPOMIO AKOCTI.

9) Jlaboparopra nokyMenTania Mae BiANOBIIATH NPHALNNAEM, BHKTATCHHM
¥ nyHETi 14 usoro posginy, OcHoBHa uacTwma uUiel JokymenTauil CTOCYETHCH
KOHTPOMO AKOCTI, TOMY B po3nopaiaendi niaposginy KOHTPOMO AKocTi Mae
FHAXOIMTHCA TOKYMEHTAIIA TAKHX KaTeropii:

cnenrdikanii ra'adbo MKH;

METOOHEN Binbopy 3paskis;

METOAHKM OpPOBEleHHS BHNpoOyBaHb | NPOTOKONH  (BEIHYENHH
aHaniTuyni pobodi npotokonw/IHeTKH i/aGo naGoparopHi &ypHaH);

AHANITHYHI 38iTH i/ab0 ceprdikaTi;

NaHi  MOHITOPHHTY  HABKOMHIIHBOTO  cepeloBMila (mapamerpia
MIKPOKTIMaTY ), AKLIO BOHH NOTPIBHI;

3a HeoDXizHoCTi NpoTokony Baninauii Metonis BUIPOOYBAHHS;

METOIHKH 1 NpoToKomM  KaniGpyBaHHs npHIAgis | TeXHiYHOro
00CNYTOBYBAHHA OBTANHAHHS,

Byab-aKy [OKYMEHTALilO OO KOHTPOAK SKoeTi cepii Jikapehkoro
3acoDy Heobxigno 36epirath oguu pik nicas 3aKiHYeHHs TEPMIHY NpHAATHOCTI
cepil abo we MeHINe n'sTi pokis nicax ceprudixauil cepii Ta Bugayi A03BOTY Ha
peanizauiino (Bunyck) YnoeHoBaxeHoo ocofoio mineHsiata (3atekHo By Toro.
AKHEA TEPMIH J0BIIE),

JAnd NeAkHX BHOIB OaHMX (HANDUKIA, PeIVILTATIE  AHATITHHHHX
BUINpo0YBaHs TOLLO) HeobXiaHO ckianaTH NPOTOKOAN cniocobom, 1o Aae 3Mory
OLTHHTH TEHIEHILID,

KpiM aHanitiysoro focke HA Cepilo  MKApCBKOro 3acofy, MaloTh
hepirarucs i GyTH Aerko AOCTYIHI iHmi nepeuuui nawi, sadikcomani B TaKMX
NoxymeHTax, sk nabopatopHi kypHann ta/abo npotokonw,
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10} Binbip 3paskis weobximso 3nificHiosati 3riaHo i3 3aTBepIeHHMY
MIEH3IATOM ITHCEMOBHMH METOHKAMH.

[lepepani  nas  sunpobysawna  Binipawi  3paskm  maioTh Gyt
perpeseHTaTHBHI 114 cepil nikapcskoro sacoby, 3 Akoi BoHN BigiGpani,

HeobxinHo, mob kowreiinepn (Taps) and 3paskis MaiH eTHKETKY i3
3a3HAMEHHAM BMICTY, HOMepa cepil, natn sinbopy paikis | koHTeliHepin, 1 gKux
OvnH BiAIOpani 3pa3xn.

JUT mono koHTponeHHX Ta APXiBHMX 3Pa3KiE NOBMHHI 3AilicHIOBaTHCS
niuensiatoM Bianosinno no nyrkty 21 uRoro posginy.

I1) Ananituuni Meroau MaioTh npoiiTi sanigauiio. Yei onepaumii w00
MPOBEACHHA  BHNIpODYBAHb, ONMHCAHMX ¥y Bianosiguil  noxymentanii
peecTpailiiHoro A0cke, HeofXiHO MPOBOANTH IriAHD i3 3aTEepTReHIME MK S,

12) Bupobuuk ta/abo iMnoprep noBHHHI KOHTPOMIOBATH cTabiibHICTE
AiKapepkoro  3acoby MICHA  HAIXOMKEHHA Ha pHHOK. Y qorosopi(ax)
(KOHTPaKTI){ax) Mi% HHMH NOBMHHO OVTH BCTAHOBIEHO OPOB S3IKH 1040
NpoBeieHH NOAANLIOro BUopodysanns crabiibHocti. Bignosigno ao DOTOBOPY
(KOHTpaKTY) NiteHsiaTy HeoOXiIHO AOTPHMYBATHCE BHMOP LUOAO MOAATBIIONY
BUMPOOYBanHa cTablAbHOCTI, BHKIANCHHX Y HACTAHOBI 3 HanewHOL BHpOGHHYO]
MpaKkTHKH.

| 7. 30BHILINA (AYTCOPCHHIOBA) NiATBHICTS

1) Bianosiano 1o susmor HanexHoi supobHM40I npakTHEM Mae ByTH
YEAAAEHHH MHCOMOBHA ZOroBip (KOHTPAKT) MK 3aMOBHMKOM | BHKOHZBIEM
00 BMEOHAHHA 30BHIWNLOT JIANRHOCTI, a TAKOW BHIHAYeH] By1s-aKi nos's3aui
3 HHM TeXHIYHI YMOBH,

Yei zaxoiH  WIO0  30BHINHBOT AIMABHOCTL.  BKTIOYAIOMH Oy ib-AKi
JANPONOHOBAHI IMIHH TexHiguux abo iHumX yMmoB, weobxigHo ImificHOBATH
BIATIOBI/IHO 10 BHMOr HanexHo! BUpobHIYO] NPakTHKH Ta peccTpauifinoro qocke
Ha BiAnOBiOHUH Jikapcekuil 3aci6,

[puHumnme, onHcaHi B UBOMY NYHKTL, NOBHHE] OyTH BpaxoBaHi =B
YVEARACHOMY( HX) KOHTPaKTi{ax) (morosopi(ax)) IMITOPTEPOM 3
CyD exToM/cy6 EXTAMH TOCTIOAPIOBAHHA (3 JAKOPAOHHUM BHpOOHHKOM Ta/abo
nocTaualbHUKOM  fikapeskoro  3acoby, ta/alo  BaacHMKOM peecTpauiifHoro
MOCBIIYEHHA Ha UeH Nikapeskuii sacit),

2) O0oE s1KH 3aMOBHHK;

MAaTH ® HAABHOCTI MpOUEAYPH, #Ki 3abeInedyloTs KOHTpONb 3a
30BHIUHBLOIO ALUIBHICTIO TA BPAXOBYIOTH NPHHIMITA YIIPaBAiHHA PHIHKAMH 117158
AKOCTI;

A0 NMOYATKY BHKOHEHHA 30BHIUHLOT JIANBHOCTI OLIHIOBATH 3AKOHHICT,
NPUAATHICTE | KOMINETEHTHICTh BHKOHABUA WIOLO YCMIIHOTO BHKOHAHHS
IOBHIIIHIX pofiT;

BIINOBINATH 30 YMOBH KOHTPAKTY LIOQ0 BHKOHAHHS MPHHLKIIE | OpaBmHn
HAaNEXHO! BHPOOHHYOT MPaKTHKY, BUKIadeHHX B upx Jlinessifinmy YMOBaXx;

3abesnevyBaTH  BHKOHABUA  BCiclo  Heofximnoio intopmalieo  Ta
BLAOMOCTAMH, 10D OCTAHHI Mam IMOTY TPABMIBHO BHKOHYBATH 3aMORIEH
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pooTh  BiIMOBiAHO M0 BHMOr  HanewHol  BHpOSHHO! NPaKTHEXW Ta
PEECTPAUIHHONO J0CKE HA BIANORI NI MiKapchKril 3acif;

KOHTPOMOBATH | NEPeBIPATH il BHKOHABLA, 4 TAKOK BIPORALKEHHS HHM
Oy AL-AKOTO HeOBXIIHOrD NoNiNeHH

POICIANATH T34 OUIHIOBATH MPOTOKONM 1 peIvasTaTH, nos'ssasi |3
JOBHILHEOID TiATEHICTIO!

rapanTyBaTh  camocTiino  afo  wWa  pigerai  migTeepipenns
¥TNOBHOBAKCHOIO OCOGOK BHKOHABLA, IO BCi NIKapehKi 3acobM, HocTaenexi
HOMY BHKOHABLIEM, BHIOTOBAEHI BiAMOBIAHO A0 BHMOI HalekHOI BHPOOHHYOT
MPAKTHEN | PEECTPALIHHOTND OCkE,

3) ODoB'A3KH BHKOHABLY

MOBHHEH MaTH BIANORIANI NpumilieHHs Ta obnaiHaHuA, HeoOXiani IHanHs
| DOCELY, & TAKOXK KOMOSTEHTHWHA mepcoHan aaa KBaTIhiKOBaHOrD BHKOHAHHA
podiT, AOPYHEHHX 3aMOBHHKOM:

HE NOBHHEN MepeaBaTH 3a CYDKONTPAaKTOM TPeTill CTOpoHi oaHHK pobiT,
Mo fopyueHi HoMy 33 10roBOpoM (KOHTPakKTOM), Hes MONEPEAHBOT OLIHKH |
CAHKLIOHYBAHHA TOMOBIEHOCTEH JAMOBHMKOM (BOroBOpH (KOHTPaKTH) Miwk
BHKOHABUEM 1 OYOL-AKOK TPETBOK) CTOPOHOKY MAKTH rapaHTyBaTH, Wo
IHQOPMALIA Ta BIAOMOCTI, BRTIOYaIONH OLIHKY BiANOBIIHOCT] TPETLOI CTOPOHH,
HAJAOTRLA B TAKOMY CasMoOMy NODAOKY, SK MK NOYATKOBHMM 3aMOBHMKOM |
RHKOHABLEM );

HE MOBHHEH 3MIACHIOBATH HECAHKIIIOHOBAHMK 3MIH, 110 BUXOAATE 34 PAMEH
AOIOBODY (KOHTPAKTY), AKI MOWYTE HECHPHATIMBO BIUTHHYIH Ha  SKicTh
FOBHIIIHIX PODIT, BHKOHYBAHHX 4018 3aMOBHHEA:

MA€ YCBLIOMMOBATH, W0 30BHIWKHI pofoTH, BRNOYAIOMH aHANS 3a
AOTOBOPOM  (KOHTPAKTOM), MOXYTh MiATAraTH mnepesipii 3 GOKy opraHy
NILEH3YRAHHA,

4) Texuiuni acnexts noromopy (KOHTPAaKTY) NOBHHHI cKnTazaTHcs
KOMMETEHTHHMH OCODAMM, #KI MalOTe BIANOBITHI 3HAHHA WOAD 30BHILUHBO]
MAALHOCTI  Ta  Hameknoi  BHpoGHH4Ol npakTHkH. Heobxinwo, mob s
AOMOBIEHOCTI 010 30BHIUHEO] TIT6HOCT] BIAMORIJAH YHHHHM PEryIATORHHM
BHMOTEM Ta peecTpalllHHOMY NOCHE Ha BiANOBITHKI niKapchkKuit 3acif, a takow
DynH noromkeHi cropoHamy,

¥ KOHTPaKTi Mae GyTH 4iTKO OMMCAHO, XTO € BUINOBIAANEHAM 38 KO®WHHI
eTan  J0BHILIHEOD  MiISIBHOCTI, HAllpHKIaA, 33  YOPARIIHHA  IHAHHAMME,
3a0e3Neuents  JAHIIOTA NOCTABOK, CYOKOHTPAKTHY miRbHICTE, AKiCTH |
3aKYNIB/IFO MaTepianie, nposefenss sunpobyRans Ta BHIAYY N03BONY HA BHNYCK
(peanizauiio), BHKOPHCTaHHSR ¥ BipoGHuITSi a6o Tpane MOPTYBAHHS,

¥cl npoTokonW, noB'w3aHi i3 3OBMILHBOI  AiSALHiCTIO. HanpHKnas,
MPOTOKOMH aHanisy Ta AucTprbyNil, a TAKOW KOHTpONEH] (apXiBMi) Ipazky MalThL
30epiraTies ¥ 3aMoBHHKa abo ByTH fomy AocTynui. byab-sxi nporokony wono
OUIHKNM AKOCTI nikapekKoro sacoy v pasi Npe'ABJIeHHs npeTenzii, ato
nepentayysavoro Gpaky, abo npu poscaizysamui Y pai nepeabaqysaHoi
parscudikanii nikapcskoro sacoby  maoTs Oyt joctynui  3aMoBHuky |
BU3HAYEH] B METOIHKAY,
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Y KOHTpaKTi mae GyTH Nepenaueno, WO 3AMOBHHE MOME MPOBOIHTH
AYAMT 30BHIWHEOT NiAnbHOCTI, #Ka 3MifCHIOETRCH BHKOHanUEM abo B3aeMHO
Y3romeHHMH cyDniapsanHKasy.

I8. Pewnamauii 1a Bigknmkanns nikapcskiux 3aco6is

1) ¥ei pexnamanii ra imwa indopmauis wono noteHuiito gederTiol
npeaykuil MawTh GyTH poscaiayBami ICIAHO 3 MHCEMOBHMM NPOLEIYPaMH.
Ofior'a3koso Mac GyTH cTBOpeHa cHeTema. ska B pasi neobxiHocTi gae 3mory
WBHIKO H eeKTHBHO BLAKIHKATH 3 Topromoi (ancTpubyropeskol) mepesi
nikapeeki 3acolu 3 BiaoMuMA aGo nepenbady BaHuMH JedeKTamn, Axmo:

nikapeskmii 3acid ¢ wKiLIHBHM 3a IEHYARHNX YMOB HOI'0 3aCTOCYBaHHA:
abo

TEPANEBTHYHE eEKTHBHICTE € HeZOCTaTHROI: a0

CHIBRIIHOWEHHA PHIMK/KODHCTE He © MPHHHATHUM NPH  3acToCyBaHHi
IAHO 3 yMoBaMHi peectpanil; abo

AKICHHH | KiZekicHWH  cknan e BlANOBRIZaE JasHadenoMy &
peecTpalifHOMY nocke; abo

KOHTpOIL AKOCTI Jlikapebkoro sacoby ifabo fioro IHrpelienTin, a TaKo®
KOHTPOTE NPOMUKHAX cTaaiii sBupofHutoro npouecy He Bye nposeneHuil abo He
OYIH BUKOHAHI Aedki inmi BUMory un 30608 S3ans,

2) Jlhiuenziat noBuyen MPpHIHAYHTH 0co0Y, AKA € BIANOBLIATEHONK 34
poBoTy 3 pexnamaiismu i 3a suGip Bianosimmmx axomis. ¥ nignopanxyeanui
i€l ocobH mae 3a ueobxinmoct] OYTH JOCTATHE KiNBKICTE JonOMiHOMO
nepconany. Axiio us ocoba He € YNoBHOBAKEHOW ocoboro, 1o i Heobxiawo
neindopMysati npo OyAB-AKY pernaMaiiio, JocTiTxenns a6o BHIYYHEHHA 3
obiry nikapchkux 1acobis,

Y niuensiata nosusHi GyTn 3ATBCPIKEH] MHCBMOBI NpoUeIyPH. mio
BUIHAUMOTE Jii, AKI BRHBAIOTHCE v BHMALKAX OTPHMAHHA peKTaMauii wono
MOMIIHBHX  1e(EeKTHHX  JIKAPCLKHX  3acobin. BENOYAKYH  HeoOXiaHicTh
YXBANCHHA PIULCHHA TIPO TX BHITYYeHHs 4 obiry,

byap-sika pexaamanin, mo CTOCYETECA deiekTy NiKapehkux 3acobis, mae
O¥TH 3aNpoTOKONLORAHA | J0chimHeHs. Ocoba, sianosizaeHa 3a KOHTPOMb
AKOCTI MiKapcekux  3acofiB, noBHHLE Opath yuwacTh y BHBYeHHI Takux
peknamariii,

Armo aedert nikapcekoro 3aco0y suABnennii abo nepenBavaetnen fioro
BHABNEHHS B SKIHCE oMl cepil, To ofoB'IIK0BD Mae OYTH npuiiHaTe pilmesnns
NPO NeperipKy iHWMX cepiii,

Yei  piwesss | saxonw.  mmwri  sa pPeKnamanicw,  HeodxinHo
JANPOTOKOIKIBATH,

3anuen npo  pernamauii  HeoBxinwo NEPeriafaTd I8  BHABTEHHNR
ClielnpivHmux abo NMOBTOPIOBAHKX MpobieM | MO IHBOTO BUNYUeHHA 3 obiry
PeaTizoBAHKX MiKApPCLKHX 3ac00is,

Miuensiar ocobiusy yeary mae MPHIAINATH BHABIEHHID TOrO, M Bynm
MIACTABH NOABRH PEKTaMaLiii HacTi koM (hansenirauii nikapeskoro sacoiy.

3) Jliuensiat noBHHEH npr3HaUNTH ocoby, Bignosinansny 3a saificHenns i
KOOPIMHALIK BUIYYEHHA 3 06iry Nikapeskux 3acobis, ¥ NLINOPSARYBaHHI AKoi
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Mae 33 HeoOXiaHocTi BYTH JOCTATHA KiLKICTS NEPCOHATY N8 OnpalloBaHHA, 3
Heobxinnolo TepMmiHOBiCTIO Beix acnekTin BHIY4eHHA 3 0Diry. Lls sinnosinanska
ocoba mae ByTH HesalewHa Bijl opraHisanii 30y Ty | MapkeTHury. fkwo us ocoba
He € VYnosHoBamenow ocofol0, TO OCTAHHS OBOR'SIKOEG Mae  GVTH
noinfopmosana npo GyIL-aky Ak moo BHITYHEHHA 3 0DII'y JiKapeskuy sacobis.

3 Mertoo opradisawii seici  gismeHoeTi  woso BUIYYEHHA 3 ofiry
MKAPCLKHX  3acobiB  MaoTh Gyt  po3pobneni nuchMosi MpoUenypH, HKi
PEryPHO neperipaoTecd | 3a neodxizHocti AKTYANIIYIOThCS,

Mitenziar, axwii Mae Hamip BHAYIHTH 3 0Biry nikapeski sacobu v 3B AIKY 3
HARBHHM abo nepeabauysaniM dederTom, HeBiAKIAIHO inopmye npo ue oprax
NIUCHIYBAHHA, 3aRBHHKA (BIACHHKA) peecTpaliiinoro nocsigyeHns Ta‘afo foro
odhilliiiHOTO NpeacTaBHHKA.

lMporokonu  peanizauil mawts  Gyrn AOCTYNHI A8 ocobn  (ocif),
BLANOBIA4TBHOI HX) 3a BIAKTHKAHHL, | MICTHTH iHpopMaLio npo niuensiatip 3
ONTOBOT aBo po3apidHol TopriBni nikapchkuMM JacoBamu Ta Mpo  saknamm
OXOpOHH 310pOB’A | BHPOOHHKIB nNikapcsxmx sacobie, sxi 1% onepwanm (is
JAIHAYCHHAM IX MiCLEIHANOIKEHHS, Homepis Teaedomy Ta/abo dakcy, wo
NpalooTs 00300080, HOMEPiR cepil Ta kinskocti MOCTABNEHHX MiKAPChKHX
3ac00IB), BRAOYAIOYH THX, ILO NoB'a3ai 3 eKCIOPTOM JiKapchkHX 3acoBip Ta
NOCTAYAHHAM IPAIKIB NikapekKHX 3acobis.

Bunyueni 3 obiry aikapewki 3acoBu ciin inenTudikysati i 36epiraTu
OKPEMO B KapaHTHHHINA 30R1 10 npulliaTTs pitmenus n po nogansiin Al 3 HAMK.

¥Bech npouec piakmmKkanHg MiKAPCRKHX 3cobiB Mar OyTH BinoGpakenuii y
NPOTOKONI | BHAAHHHA OCTATOMHMIA 3BIT, 10 MiCTHTE CIBBIANOLIEHHA (Damanc)
MIZ TIOCTABICHOK) | TOBEPHYTOIO KiNbKICTIO NKAPCEKHX 3acobis.

Perynapso cnin onimosary edexrusnicrs 3AXOJIB OO0 BiIKTHKAHE.

19. Camoincnexuis (smyTpiumiii ayanT)

I} 3 meTow kouTpomo Binnosigmocti NPUHLHNAM | BHKOHAHHA NpaBH
HANEHHOT BHPODHUYOT NPAKTHKY, HANEKHO! MPAKTHEH JHCTPHOYLIT Ta HademHol
MPAKTHKH 30epiraHts, & Tako® mpoNoImL HeoDXIAHMX sanobimuux Ta
ROPUIYBANLHUX 1l HeoOXinHO npoBoAMTH caMoiHcTIeKilo,

[pumimesns, obraznanns, AOKYMEHTaLI0, npouec sbepiranns, KOHTPONE
AKOCTI, IHCTPpHGYLIIIO Nikaperkix 34c00IB, NHTAHHA, WO CTOCYIOTHCS nepcoHany,
JAXOAH OO POGOTH 3 PEKIAMALISMM T4 WOAO BIAKIMKAHB. a TAKOW
caMoiHcneruil  (BuyTpiwmi ayanTH) Heobxigwo peryaspuo ACCTLAKYBETH
BIINOBIIHO 10 2830aNeridh  BHAHAYEHOT NPOrpaMH s nepesipku  ix
BIANOBLIHOCTI NPHHLMMAM YIIPABTIHHS AKicTro,

2} Camoincnexuino neobximmo NpOBOANTH Hesadewno # aoxnagmo: b
NOBHWHHA(L) 3ailicHOBATH KOMMeTeHTHa(i) ocobalu), NpH3Inauena(l) i3 vmMena
NepcoHany niensiata. 3a HeoOxinHocTi Mowme OyTH mpoBeneHuiT HesanewHuil
4YAHT CKCIIEPTAMH CTOPOHHIX MIANPHEMCTB, YCTaHOR, OpraHizanii,

3) IMpopenenns meix camoincnexuili Heo0XiaHo npoToxomosarH. Imity
NOBHHHI MICTHTH BCi cnocTepexenns, ipobnedi min gac camoivcnexuiii, i a
HEODXIAHOCT NMponosuuii woao 3anofikuux Ta KOPHIYBanbHMX gilf, Takow



il

AOBHHHI  ByTH cKknafesi 3pith npo i, OpOBElieHi 33  pesyabTaTaMH
camoiHcIeKLiii.

20. Buaasa YnoBHOBaKEHOH 0coGO0 T03IBOMY HA BMNYCK (peanizauiio)
ab0 J03BOJTY Ha BUKOPHCTAHNA Y BUPOOHMULTRI,

I} ¥noswosakena ocoa nopmnAa MepeBIpHTH BignoBiaHicTs onepwannx
i KapCEKHX 3ac00iB CYMPOBLAHIM JOKYMEHTAM Moao HaliMEHYBaHHA, JiKapchkol
(OpMHM, BHIY Ta POIMIPY YNAKOBKH, KiNhKOCTI, J03YBAHHA, HOMEpIB cepiil,
TepMIHIB NPHAATHOCTI, peccTpaliiinoro CTATYCY, BHpOOHHKA.

[lepen Bupawew nossony wa sunver (peanizaniie) cepii nikapcekoro
3acoby abo nossony Ha BMKoOpHCTAHHA ¥ BHpOOHHUTBL Y noBHOBaweHa ocoba
3000B'A3aHA NEPEKOHATHCA B AOTPHMAHH] TAKHX BHMOT:

IMNOpPTOBAHHIT NiKapekicHil 3acih Ia3Haueno g AONATKY 10 NileHsii

IMnopToBaHmii Nikapeskuii 3acid sinnosiae NONOKEHHAM PeeCTpallifinmux
JOKYMEHTIE Ha ueii nikapcekuil  3acio (peecTpauiiinoro  gocke Talato
cnetirauiii ta MK, satpepnaennx MO3 Ykpainu);

Cepis nikapcekoro 3acofy npoifna KOHTPONE AKOCTI BIANOBIAHO No
cneundirauii MKH, sarsepmwennx MO3 Ykpainn, wo nigreepzmyversca
ceprudikaToM mKoCTi  cepii MEAPCBKOTG  3acoby,  BHIaHEM BHPOBHHKOM,
¥Ynosrosamena ocola AKOro Hazac 103BiT Ha By Myck cepik;

BHPOOHHUTBO 3AIHCHIOETRCR BIANOBIAHO 00 BHMOP HATEWHOT BHpOOHHYO]
MPaKTHICH;

npo Oy1b-AKi IMiHH, WO BUMATAIOTE BHECEHHS 3MIH 10 Miuensi Ha iMnopr
MKAPCEKHX sacofis, MOBIIOMAEH M BLANOBIAH M KOMIIETe HTHH{
YMOBHOBAKCHHI OPTAH | 0JepwaHo HOro T038iN Ha BHECSHHS TAKIX IMIH;

HafsBHHH BUCHOBOK NMPO AKICTH BBEICHHX nikapeekux acobiB BianosiHo
Ao [opaaky saificresns nepaasHoro KOHTPOIIO AKOCT NiKAPChKHX 3acofis, uio
BEOIATRCA B YEpaiHy, 3aTBEPIKEHOND NOCTAHOROKI) KaGinery Minictpis Yxpainn
Bin 14 sepecus 2005 poxy Ne 902 (Odinifinuit picuux Yipainm, 2005 p., M 37,
cr. 2297) ab0 BHCHOBOK fpo BianomimgHicTs MEJHYHOro iMyHOBIOZOM YHOTO
Npenapary BUMOraM [epwaBHHX | MidHapOLHMX CTAHAAPTIE BiANOBIOHO a0
NOPAAKY  3AiHCHEHHA KOMTPOMK 33 BiANOBiAHICTIO IMYHOOIOZ0r YHIX
NPEenaparia, WO 3aCTOCOBYIOTHCA B MeqHuHik [PAKTHLI, BHMOTaM J1EpKaBHHX |
MIKHAPOAHHX CTAHJAPTIB, 3ATBEPIAEHOrO HEHTPANEHHM OpPraHoM BHKOHaBYO!
BlaaM, wo 3abesneyye thopmyBsaHHA ACPHABHOT MOMITHEH ¥ cdepi OXOpOHM
N0POR'A,

IHIY iHGOPMANio, WO CTOCYETHCR AKOCT] cepil aikapeskoro sacofy,
BpaxXOBaHO,

2} Hozsin Ha BHmyck (peanizauim) cepil nikapeekoro 3acofy BMIAETHCR
YnosHosaweHow ocoboio miueHsiata Ha nigcrasi MIATBEPIKEHHS CepTHiikata
AKOCTI cepil nikapekkoro 3acoby, BHaaHOrD BHpoGHMKoM, YnosHoBa#eHa ocoda
AKOTO Hajae J03BLT Ha BMIVCK Cepilf, Ta BHCHOBKY NP0 AKICTh BREEIEHHX
MKApChKHX 3ac06is, BHIAHOrD gHO 3 IMopsankom spificuenss nepwasmoro
KOHTPOMO AKOCTI JiKAPChKHX 3ac06iB, 110 BRBOIATHCR B Ykpaiuy, 3ateepmxernm
nocranosor KaBinery Minictpis Yipainu sin 14 BepecHs 2005 poxy Ne 902
(Odruifinmii pichnr Vipainm, 2005 p.. Me 37, er. 2297) afo sucHOBKY npo



73

3) KonTpounbHHii 9pasok Mae OyTH J0CTATHROrO posMipy aas NpoBEfeHHR
WOHAHMEHIUE ABOX NOBHHX AHANTITHYHMX NOCTIKEHb cepii BiANOBIIHO A0
NOKYMEHTIB peecTpalilinoro nocke, ouinenny i saTsepamenux MO3 Yxpainu,
Axiio veobxiguuil Takuil ananis, To kokHI pas NpH NpoBeNeHH AHATITHIHKY
BHIpOGYBaHE HeODXINHO BHKOPHCTOBYBATH HEPOSKPHTI ynakoskH, byae-fxe
JANPOMOHOBANE BHKMIOUEHNA 1miel yMoBi Mae Gyt obrpynrosano i varomxeno 3
OpPraHoM JileH3yBaHH.

Koutponsui  spaskn  Maiots OYTH penpeIeHTATHBHUMH  ana cepii
Mikapeskoro sacofy, 3 axol ponn piniGpani. Heofxiamo sabesneumnty, wefd Bei
HeoOXiAni ananiTHyni MaTepianm i ofnagHanms Gynu B naasrocTi (abo gocTymmi)
AiA NpOBELCHHA BCIX HapeleHMX B cneundixauii sunpobysans we o piK
MiCns 3aKIHYEHHS TePMiHy NPHAATHOCTI OCTAHHBOT BUpOGIeHOT cepii.,

4) 30epiratH KOHTpONBHI 3IPaIKM  NIKAPCHKORD sacoly Heobxigno
BIANOBIOHO [0 YHHHMX HACTAHOB 3 HANSKHOT npaktvkn 30epiranns Ta 3
HAJIEHOT BHPODHMYOT NpakTHKH,

5) Slkmo BRACHHK peecTpauiiiHoro noceilueHHS He e OIHOYACHD
IMIIOpTEPOM LBOTO TiKapekkoro 3acofy, oGOB'SI0K MOL0 Blnbopy i 3bepiranns
KOHTPONBEHHX/APXIBHUX 3pa3kis mae GYTH BUiHaueHui s Horosopi (koHTpakTi)
MiX CTOPOHAMY BIANOBifHO 10 NYHKTY |7 uporo po3jiay.

Ynosnosamena ocoba imnoprepa, ska cepTHipikye cepilo ams npogacy,
noBMHHa 3abe3nevwysary, mod sei pignosiwi KOHTPOMNEHI Ta apxiBi 3pasku Gynu
AOCTYNHI NPOTArOM BiANOBITHOrO Yacy. 3a HeoBxiaMocTi Bei OBOB s3H Woa0
TAKOIO AOCTYIY MalOTh OyTH BH3HAYCH] B A0rOBOpI (KoHTpaKTi),

6) Kowrponbui 3pazkn nikapeeiwx 3acobis  HeoGxinuo BiaGupary |
30epirath ¥ iMnoprepa, posTalosatore & Yxpaini, a6o y snpobunka, sinnosiguo
10 A0roROpY (KOHTpaKTy).

7) Apxisni 3paskn NOBHHHI NpeacTaBAsTH Cepilo nikapeekoro sacofly y
TOMY BUIAAAL, B AKOMY BiH BBOIMTHCA Ha TepHTOpild  VEpaium |
BHKOPHCTOBYHOTLCA IR BHANISY 3 METOID  MiNTBepIKeHHA BISMOB AHOCT]
peecTpauifiHoMy 1oCkE,



Honmatok 1

j0 JliueH3ifHHX YMOB MPOBAIKEHHR
rocHoAapcEKOl LiANBHOCTI 3
BHPOGHHLITEA MiKAPCRKAX 3Ac00iR,
onTosoi, po3apidHOT Toprisai
MKAPCEKHMH 3acobaMi, IMOOPTY
niKapehKHX 3acobiB (KpiM aKTHBHHX
(hapManeBTHYHHX IHIPEIIEHTIB)

([ i EHYBAHHS OPrasy AiLCHIVEaHA)

FAHBA
npo OTPHMAHHA Jinen3ii 3 pupolnnuTea (BHIOTOBICHHA) JdiKAPCEKNX
sacobis B yMOBAX anTexn, onTorol, poanpiGnoi roprisai sikapesKumun 3acobamn

3no0veay miuensii;

{HARMEHYBAHHA, MICUEIHAXOLECHHA KOPAIIMEOT 0005A)

(MpEEHEE, IM'A, 00 FaThEOB] KEPIBRHER WpHIRSHST ocodu)

{npissiuwe, im'e, no Garexosl fiassmol ocofn - miompresos )

(cepis, HOMESp NAECIEOPTH, TATA BALEYl,

OPTAH, W0 ESAR MACMOPT, MICLe NPOKHBAHHKA)

Homep Tenedomy: Anpeca eneKTPOHHOI MOLITH:

Opranisauiiino-npasosa opma:

PeccTpauiinmi Homep 0BiKOBOT KAPTKH MIATHHKA
nonarkis (ang diznuHol ocoby - nianpHemMisa)®:

InenTudikanifuui kon wopHIEYHOT ocobu:

[poury BrOaTH AILEHZI0 HA TPOBAIKEHHS TAKOTO BIILY NiSIBHOCTI:
BUPODHUUTED (BHIOTORIEHHS ) IIKapCLKHX 3ac00IB B YMOBAX ANTEKH O

ONTOBA TOPTIBIA NiKAPChKHMH 3acobamu
po3apiGHa TOPrieng JikapchKHMH 3acofaMi 0

3a MicueM(SMH ) MPOEA/DKEHHA TOCNONAPCEKOT JIRNLHOCTI:

Micie npoBamKeHH Anpeca MIiCIA NPOBATREHHH Bax rocnogapebiol
rOCNONAPCHKDT TIATEHOCT] ** MCNOTAPCEEOT MTEHOCT] AiRABHOCT, REHA MoRe
(Haeke, obhacTs, pafion, fCMOBATHCE 38
MICTO/CEIHILE MICLKOTO BUITIOE THHM MICTIEM




lpoporxenna noparka |

THII v/ceno/cennme, E}'J'IH.T.IE-I, M PORLTHKEHRA IATEHOCT]
Gy IHHOK TOm0)

[lpoury  3a  wicuem(amu) npoPal#eHHs  rocnojapehkol  Al=aBHOCTI,
3asHaueHuM(uMu) ¥ il 3aasi, nposecTH nepesipky:

HAABHOCTI MaTepialbHO-TexHIYHOT a3k, xearidikauii nepconany |
¥MOB 100 KOHTPOIIO 33 SKICTIO iKapekkux 3acobis, wo supobaatimyTteca [

Kpim enextpontoro surnany Gamaio oTpHMaTH miueHsio sa namepososy Hocii [
y criocif;

HAPOYHO ||
NOUTOBHM BIATIPaBAEHHAM 38 MicllesHaxomkeHHaM/Micuem npoxusanns L]

JlinensifinuM yMoBaM NPOBAKEHHA NOCMIONAPCHKOT MiAABHOCTI 3 BHPOGHHIITEA
nikapeskux 3acobis, orTosoi, posapiGuol Toprimai mikapcskumu sacofamu, immopty
nikapeskux 3acofis (kpiM AKTHEHMX apMaleBTHuHHX IHrpelientin) Binmosinaio |
30D0B'A3YIOCH IX BHKOHYBATH.

3rogen na oGpofKy NMepcOHANBHMX NAHNX 3 METOH 3abe3NeYeHH: SMKOHaHHS
BuMor 3axony Ykpainu «[Ipo nillensysauns BuoiB rocnogapeskol isasHocTin (s
pizrunOl 0cofH — mianpHemLA)

[Mpo piesns, npuiiagTe 33 pe3yNbTATAMH POIMIALY Ui€] Ja9BH NOBLIOMHTH:
HAPOYHO
MOWTOBHM BUINPABICHHEM 32 MiCLE3HAXOMKEHHAM/MICLIEM TIPOKHBARHA O
B EeKTPOHHOMY BHIIAT] O

{mocana ocofi, 15 Mo (i) (ieiniann, opieue)
3aney)

e 20 poxy

Jata i noMep pecctpanii sawan " " 20__ poky N

{nocan ocoli, nka MPRAHEANS 3aasy) (mignmc) (i!lli.i.liﬂ.ﬂll.. MRpIAR L)
e 20 poky

* o pissecun ocif, sxi wepes ceol penirifisl nepexosanng siaMoRTHEOTLCE B MPWANATTE PECCTRAUifITG
Hosepa ofilikobol KapTRl AINTHHER NOZATRIR T8 ofiuilino nosizoMiug npo ue BianoslaHKi opraH JepEaBRcT
DONSTROROT ETyHGH | MaxTh BiAMITEY ¥ NacAOPT, - Cepin Ta HOMED NACHGPTL.

" JaanaaeTeC,



[Ipopoexenns nonarka |

A4 wHpobuiTea (BHroTORNEHNA) Nikopcesay Jacofin B yMOBAX ANTCKM: ANTEKA i3 vaEHANCHEEM 0 HOMERY,
HAlMEHYBAHAR (13 HasRHOCTi);

ane onrosol Toprisni nikspoekuMK sacoboMiz AWTeMHEA cxaan (Du3a) O 3EIMAYCHHAM FOro  HoMepy,
HEFMERYBAHER {38 HEADHeCT), 3aransnol nuemi, Ta mowmi aspoBRHYHE NpEMiLcHs;

aa poanplfisel toprieai nikapehkeMu dacofamis anvewa i3 JawmdeHsAM W Hosepy, nafenyaEHER (48
HEABHOCTL), AOTCSHAR [YHET [3 I0IHA9CHHAM Ao HOMEPY, HARMEHYRAKHA (33 HARBHOCTI), HOMEDY T2 HAMERY BEHIA {93
HESBHOCTI) AITEKH, CTPYRTYPHHM midpodnizom mxol BiH €. Aikysansxo-npodiiakTiuonm IMENANY, ¥ HKOMY Bi
POITALBOBAHHH,



Monatok 2

Ao JliueH3iiHAX YMOB NpOBaTKEHHS
rocmofapebKkol AiAnsHoCT1
pupobHULTEA TiKapchknx 3acobis,
onToBol TA poaapiGuoil Toprisai
fiKkapckKumMH 3acofamu, iMOopTy
nikapcbkix 3ac00iB (KpiM aKTHEHMX
(hapMALEBTHIHIK IHTPEIERTIR)

I,Iﬂ:lli';lﬂ.ll-,;'rlillllll opraiy AlLCEIVENHER)

JAHBA
npo oTpuManns ainensii 3 supoinnuTea JdikapesKux 3acobis

[pomy BEOATH [(iHEHI0 HA NPOBATHKCHEA TOCTOAApChKOl MIAALHOCTI 3 BMpOOHHUTEA
nikapceEMy 3acoDin

I. 3araasna indopsaiis Npo 3agBHHKS

Hafimerysansn lphan4iol ocodn

Name of the Manufacturing License holder

MicnesnaxoTkenng OpHIRYACT Doobi

Legally registered address of Manufacturing License holder

1B kepistaka opuarasol ecobn

ITIE dizwunol ocolin — NAAPHCMOR

Opranizamifine-npasosa GopMa

Lnenradicauifinnit koq OpUIRYHOT 0CO0H

Konraxsa iHhopmaiis

Hosep Tenediny: | Homep dakey:

E-mail:

Tlorouniil pRXVHOK B HAOHATRHIR BamoTi

Howep
8

Morouysnil paxyHoK B IHO3EMHIA BAmOTI

Homep
1]

D-U-N-5 nomep (3 HaspHOCTL)
fidewmnicayidinl sosep dtavauyl, sogueciad, sy D-UN-8 dissmid {Dhwta Unbeersal Numbering Syniam — diwd yuledpeamsual sosepd
T

cucmesul = i idenseghismpiud soep, D ok Bracdsipecr, afo’ don GFS (Global Pontionmg Syniem - aiofisaiur suemess
| e LauiF mar autuo i o mansg win s, G0 MaE NG STCIEVTY ETAA eI YOG PO ecikt)

TokyMmerT, wo sackiave Gisnysy ocoly — TATPHEMILE




[MpoaoBaeHHA TOOATEA 2

Cepid IEcnopTa; | Homep nacmopra:
_,EETB-'B:'II.[I.IHI-' Dpran, WMo EHEIAE
EACTOPT:

Micne nposcueasis (10 dinmemoi ocof — THpHEMIL)

PeecTpanifinmii HoMep 06a1koROT KEPTIN [UIETHAKE MOATRIB

11. lndropmanin npo aisasuicTs 3 aupobamrrsa gikapeeknx 3acobin,
AEY aanyc iilcHoBaTH J3AEHHK

(T pOFILR IECENIDEMBCR QIR KOS QKPEMTNT wicy mponaiveensa digvbwccmi (QR8 ROMCROSG MICKE
nposadacems ditTerooml, ke SHINDORMGIR 30 famrco dpecoss))

Anpeca MicIA TIPoBATKEHHA JLATLHOCTI

Addrezs of manufacturing location

KonrakTHa indopMalis

Homep TenedoHy: | Homep daxcy:

| E-mail:

T aIpecoo CTPYKTYPHOre MiApo3iny RASRH] (aavumy weodixitne);

BApOGHI AL 3 nepeikom nikepekkis dopm® E
JOHN WOHTHOIRE REOCTI

CEARECLEI 30MI (MpUMitesns s Wepiranng) I;
20t LACHEHAS BIIATI DOT0ITY HE BRITYCK 1iKEpCaKHy sacodin

*[lepenix nikapcrkux Gopm Ta BHPOGHHHY Onepauid, siki 3amaroRER] A0 BHPOGHAUITES 38 TICBHIM
| Mictiem npoBAIKEHHR TRILHOCT] T2 NOTPeGYIOTE MEHIYBAHHA

{* i weodyidine 2 crsexy)

(1. BUPORHIUI OHEPAL - TIKAPCHKI @OPMH

L1 Crepuanmi npoayim

1 Acenmigien murororneni {nepofisee onepaadi 118 STV HEIPCHERT sty
.1 Pisiiin o yTsaEnBRDx peaukon of oy
1.2 Mindginimtw

1.3 M &kl

1.4 Pl & ynaxopcas moaoro of' oy

1.5 Toepai 72 iMATEHTAITH

I

1.1
1.1
1.1
i
1.1
1Ll
1.0, 16 Tnitai} SCETTRERG BUIGTAORNEN] TPOTYCTE [BOHALHTH)

2 [ minnawmics kiseesln crepanizsut {pupofam e onepanii 2N seCTyMAIKE MIKIPELEHY g )
2.1, Plgiim b ynosoness senisors of oy

1.0.3. Cepradicnia cepili

1.2 Hecrepsisal npeoysra

1.2.1. Hecrepmaiii apaxyiry (nupoliussd anepaiil 18 1Ty iHi nikapcuenx Gops)
F.2.1.0, Kangyi, Teepai

L2112, Kangynm, M axd

1213, Bynaauii rysu

1.2,1.4, lunpernopani murpidd

1215, Pinmimn mas sosiidiighorn JoTocy Ly

1.2. 16, Piouini I8 By Tpilsi oy J8cTocyssiiHd

1.2.1,7, Memeii rasw

1.2.1.5. luzui Toepni nikapcnkl doman



2.01.% Npenapotn oin TeesiM

I

12,110, Teveparopi pankoaycrisin
P

1.

I

[.2,1,14, Tpapcoepusuiisi ramcTHgi

[ 21,15, Crasarorariamg Mareplam
121,16, hini mecrepenbiE nixnpeukl sacofin (zaasmrng

1.2.2. Copruiicauis cepift

1.3, Blogorive niscapessi 1meobin

I.3.1. Blonoriuui nikapenei mcolbi

13,11, Mipenaparn Kpom

1.3.1.2, ImsmBionorivni sikapcski ncodn

1.3, 1.3, Micaperi ancofn gniTuinml Tepanil

1.%.1.4, Nixapeesd Incofia revnod Tepamt

1.3.1.5. Blorexummrisil aleapou sacoly

1.3.1.6, [Epertapary, eKCTPAORANI 3 Tk BXLIHIH 8o Toapi
1.1.1.7. Jikapeuki sacofi TRaiuEol imsenepil

1,318 Tl Sionorisni alsepessi sacofa {123

1.3.2, Cepricdirauin cepili (nepenix}

1.3.2.1, TipenapsstH Kpond

1,322, lwynofioaerin rikapewsi sacob

1.3.2.3. NMimapeusd 3ncofn waivismol vepanii

1.3.2.4. Nixapcssi 1acofe reppod Tepanil

I.3.2.5, BioTexioaorian micapoesi sacobs

1,3.2.6, Tipenapary, skcTparanasd 3 Tkupme noxins alio ToapHE
1.3.2.7, Minapeuki secobin Teusmimod ioeerepil

13,28, Tingd Glonoriani visepeskl 3acedn (sasimssuTe)

L. D mpoayrri afo nnpodHnys 3inaLHicTs
I.4.1. Bapafumara:

141, 1. Npodysrs 1 pocasniiing cHposHmmg

1.4.1.2, Nosssanarisdsl mpermpari

113, ik {3a@aysrre)

1.4.2 Crepusizngia 2KTHEHHY PEUO BV IOTEMA TR AR TRITOE0E MPOIyELIT
1.4.2.1, drinsrpagia

14.2.2. Cynmkupona crepunisauia

[,4.2.3, Crepanimia nupi

424, Kiwivug

1425 Massg-mnipil g

1.4.2.6, Enexrpoia-mposes 2ed

1.4.3. bt (ammasnra}

1.5, Magynain=

1.9.1. Tlepstsnie nagynmm

1.3.1.0. Kencyse, Tecpai

1.5.1.2, Kaneynm, s sl

1.5,1 3. ynank il rysim

15,04 [nmperimmanl vatpigi

[ 5,0,5 PLamim A58 108 HERD BcTiC B
L5106, Pimsos L0 Sy TRImiLG STy naii
1517, Memmini radu

1.5, 1.8, Lixui Toepoi sikagcsel domse

1.5.1.9. Mpsnaparie ni3 THSRIM

14,1, 10, Tencparopr paniorysnisis

LALLM i

L5112 Cypoawropli

15,113, TafneTen

1.5.1.14. Tpancaepuansi monsTwpi

1.5 1,15, Crovmratariad MoTepiam

1.5, 1. 16, lumi necrepmasn] sieapesai mcofis (JmamseTi)

1.5.2. BropHINe NOKYBadice

1.6, Tipeneaenna punpobyasi & PAMELT KOHTPOJW #KOCT]
6.1, MikpaGinaoriyi; creprdEeTs

TMponossenHa qonatka 2




[ 6.2, Mixpofionoriael: mixpofionoriaes yHeTeT
|43, dimaid sl
1.4, Blonoriumi

[ponossenys Aoaarka 2

(2 BHPOBHMYI OHEPAL] - AKTHBHI @APMAIEBTHYHI IHIPEJIIEHTH

11 BapoDariman ncTrBHOT (eonmniin 1Lmsos Lisimmorn eHiimeELy

2.1.1 BapoSimHmmn AKTHESMY MO pesomis

2,1.2 BupaSimaiieg HEOTMBESTG TRTHILOM dEpMaEEnTHUHETD BpenicTy
2.1.3 CoxevTaopeni | puainesn; {SORaHTe ) (nafnpHEILL, EpISCTRNI A )

2. 1.4 biaur (spsaseTH)

2.2 Orrpumuses ARTHINGrS GapMaUEETHIHOTS BITpRIiCHTY 3 RPRPOAHIY THeped

2.2.1 Crrpasasnois pesoRENH 3 POCTIEE

2.3, 2 Chrpuudtliies peuonuitd 3 TRApHI

2,23 OTpHMaHiIs PEYODHIN 3 IKIEEED M Sepenn
2,24 CrpUMaIHA PESORHEE 3 MINEPAILHDOTD THEpenl

2,28 Moawhixatdd oTpHMINGT PEHOBANK (THATRTH AmEnEta)

216 Ohnaestig opiseaiiol pevomian (EIREUHTH JKepEne)

2.2.7 lisuse {3831 E0ATIH)

2.3 Bupafimssree aRTABNOG (APMATERTHAHOT: inrpealoiTy 1 meopacTame Gloaorivnns npeuscin

23| Depueiraiia

2.3.2 Iy anTvpa AT (ERINTHTI TIEL KA {Espesaa, coaniils [ GnKTepinLig)

73,9 Beninenmi / O=pnzena
234 Monsdizauis
235 Tume | it enTo)

2.4 Bupsfinmurso cTEpRALNSE T AKTHENSID apMaueaTiraors irpenicnty (poasian L1, 1.2, 1.3, m08H0KTRCH 38

pendxinnicri)
941 AcHiTHIID BHraTOnReL
2.4.2 Tipenapats, W0 niLOTLCA Kinoenii CrEpHmimEl

2.5 Crymeni anranwiend efipabi
2.5.1 Cryneni disisisol ofpobicn (3amimaATI)

[REnpEEAa, cyuginss, noapifnenms | mixponimsis, ppGEiE pnE

2.5.2 Thepamiiie MAKYDAINEE [FARYTIHERIHE  repMeTHIALLA SXTHBID QapHAIERTITrT [Mrpesict Ty NaKyantiiio MaTepinaos,

sl JAROANTECE B APEMONMY KOUTIET] 1 PESOmAINNG ]

2.5.3 Bropmanie NaKy 0aHER {poas LLEHAR FEpaETHSIIOT TEpIMIIEL yTIakOnKH peepeaiil 3081 LHFYD BEKYBINEI0TD aTepinay alio

wonrreginepy. Lie Taxoo: searosne o celie GyL-Ane MEPEYBIHRA MITCRATY AT izerrrniixniii 850 npoCTERYIAKICTE (ymcpalke cepify

ARTHBHDT apMaEeETHYRer brpagicury]
2,54 Tt (3a08n0TH ]} LN DRepadlil, 1 onuemnix paLne]

1.6, Mpeaesenns nnnpobyssnes 5 pasikax KONTpOID WwaeTi

361, Mmsitisin ianpoSyEanne

2.6.2. MikpaGionarivini sanpaliyBuiag (Hecses s B npOGYBAIHE CTEpIALHOCTH]
1 6.3, MipoSioaorion sHnpoeGysamo {peionomig mEnpody s creprasnoeTi]

26,4, Biomorivin sunpeiyaHig

| 3 3BEPITAHHSA

1,1 Fiepirasiig romonot paTyui
3.1 IBepirmiid cHpOEHEN
3,3 Fepirmma sareplasis

(4 BHPORHIITTBO AOCHTAYBAHIX JIKAPCHKIX 3ACOBLE

4.1 BuapoSumurso nlxapcsxis sacofin azx |, 1L 11 doan Ko RcEl B,

L. Ocofumpi yMoBl NpOBATKEHH A imasnocT

Inopmania mogo YnoRHDBEEEHIY OCIG
(1B}

d

| Information about an Qualified Persons '
{Fuli Name) |

| |

Iniopuania MO0 KOHTPAKTHIX BHPOGHHKLD
NEAPCHRAX 3aCO0IB (raiveinuan,
MICHETHATOONCENHA 100 MISHE RECEAINCENNE
atarsrocmil

| Information about contract manufacturers of
medicines (name, addeess and location of activities) |
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i - I CEE— |
| nafiopaTopil fusiuexysan, wicuesmarod e adddress and location of activiies)
mat sicye ApoRGAaCENIR diztsoci) |

Tiponry 38 MiCHEM/MICIIMA TIDOBAIKERHR FOSTONAPCLKOT AIAILHOCT MPORCCTH |
meperipky MaTepiAILHO-TEXHIMHOT Gaam, weamidikOBAHONG MEPLOHANY, A TAKOR YMOB O
040 KORTROMG 38 SKICTIO JHRAPCEENK 33cobiB, N0 BHPODIATHMY TRCA

= Jionarkoso 10 gnemuﬂﬁoliuupunamm OTPHMETH JLEH310; : |
i manepogouy ROl | D |

_ Bakeaio oTpHMATH JTiLEHII0 ¥ croci: = |
| _Baposss : d 5o
FOHETOREM BLLOPAIIEHEAM 3 MICIEIHAXOIRTHHAM, MICUCH TPOATIBFHA | O |

3 nopagkoM  OTpuMaHHS  ninewsii  ossaitomnennd.  JlncndifEEM  yMORIM
pOBAKERNA TOCIOMAPEEKOT DIAALHOCT 3 BHPOGHUITRA Tikapeakmx sacofiB, anTOROL T2
posapilinol Toprisni nikapesKiMit 3acobani, jMnopTy nikapewknx tacobis (kpim axmmems | [

‘apMauerTISHIK inrpesicnTis) Bignobi o | j06oumIyiocs Ix BUKORyBATH. |
' Jrofen Ha oBpoGKy MEPCOHATHHIX AR 3 METOI 330CINEHEH A BHEOHANIT BIMOT
3akony ¥xpaiin «lIpo miuensyBasHs BHALE rocnosapeerol finaeHocTin (oax gizsdmnol

 0co0M - NAnpHeEMUA 0

_ Tlpo pitiesss, npRANATE 38 PE3yILTATAMN POITIALY el $aNEH, MpOWY TOBIIOMATH: |
waposHe HIEE ]
NOEITORI BIATPARAEHHAM 8 MICUCIHAXOTECHARM MICUEM IPOXHBONIA ) =N

| B enewTpOHHONY BT x =

KepinrH 3adBHHKL

afo (isrraa ocoba - )
NiANPHEMELE {mizmmc) (I, npisewe)
1] n Zn_ WE}'

{nocana ocofu, Axs npARAATE ZRBY) {ETin - {initgiann, npisssime)
n n Eﬂ-_ 'FI;IHJII'

i s AT RO SRR rT pRECTy pm ocil T g immnnx 06 - niArpEruLia.

¥ Mg Gismunees 003, Bk DEE CBOT PENirifui NepeROHHHA RANCAARKTTRC B MMEIATTS pErcTRenifinoro imaeps ofinikosd KopToe
marTHiKa MOZATEID TR odriuifiHG NOSKIOMITIN Mo B ALANCRmH DpEIH, NN PERICTYC AUEBmMY NOATTRCAY nomiTusy, | MAKTL Easisy ¥
PENTNTL, - CEPEN TR MaAe) DACHOPTE
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mo JliueHsiAHHX YMOB MPOBa/HKCHHA
rocrofapesxol AiAneHoCTi BHpobHHITES
Aikapeskux 3acobie, onToBoi Ta
poANPiGHOT TOPTiBN NiKAPCHKHMH
sacofamH, IMOOPTY NiKapchkKHX 3acobis
(KpiM aKTHBHHX (PAPMALEETHHHHX
IHIPEIEHTIB)

(minEiseiry B1IEN OPrasy I1I'I.D=-I|31'|'I'"|l_?

3AHBA
Mpo oTpHMAHHN Jinensii 3 imnopTy Jikapesknx 3acobis
(kpim akTHERHX GapMALEBTHYHHX iHIPeliEHTIB)

Mpomry BRAATH NileHsio HA NPOBALKEHRA rOCNOAAPCHKOT ARTLHOCTI 3 IMAOPTY AKAPCHEHX
sacolfin (kpiM akTHBHEX DapMAteBTHYHEX INTPeIIERTIR)

I.  3aransna indopmanin npo JaaBHEKE

Hafimenysansa opraasHol ocobis

MiciesHAX O UREHHE IOPHIHYHOT 0cobH

[116 kepispnka wpniHaHol ccobn

IT1E dizsunol ocolii — NANPHEMOR

Opranizalifino-npasosa opma

lnenruhikanifienil Ko opraruaol ocebn

Konraktna indopwaia

Homep tenedoany: | | Hossep arcy: |

E-mail:

[loTownil paxyHok B HalioHATLALT BAmMOTI

Homep
I

MoToysni paxyHoK B iH03eMHIN BAIOTE

Hosep
]

D-U-N-8 sosep (30 HageHocTi)

Hoenmuimmptiveg wamep Oltani, nonpolesd, noeep D-U-N-8 diseid (Dats Usiversal Numiering Syrkem — Myd-qnmuﬂmw
i) — Ywiaasin foenmugbioy i nouep, sodauwd e & Bradureer, oo dowi GPS (Glodal Porironing Syatem — avolan cucmesa
safaTil w Aivayesw porminyemveel aflo inaep Jmu!mﬂmmﬂ;ﬁMEﬂwﬂ

JokysmenrT, wp 3aceimaye dizmmy ocoby - nianpacMos

Cepla nacnopra: Homep naciopra:

Tata puasni: Clpras, i BRIEE NBCOOPT:
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Micue mposusanns (108 (iznirol ocobu — nLpHeMus)

Peectpanifinuii Romep 06/11K0B0T KAPTEH MUIATHHKA NOJATKIR

IL Tndopmauin npo giansuicrs 3 imnopry gikapessux yacobin,
HKY MRy C Yiificuons i adpAnK
(i posdin JAROMINEMECR AT KoNCHaI0 SNPEMOR0 Micyl npesadacenns dianerocmi (IR Koo A
ApoRaaaceitR JRThROCAN, ANE THaYodumert 50 o adpecon))

HafiMenysanus cTpyRTYpHOr Ninpostiny (abo maliMenyBaRas 10pHIHTHOT 0CODH)

Anpeca CTPYKTYPHOTD HiApoaainy (anpeca Mictis TPOBGKEH HE 1iRIsHOCTI)

KonTaxTua indopmMartis

| Hosmep tenedony: | Homep duascy: |
E-mail:
3a AIPECoIo CTPYKTYPHOTO NiAPOSILNY HARBE] (aswavumy xeofixidue);

CHIAECEK] 30HH [TpHMiLseHHa 18 36epiraaHE) E

YMOEE RH-HTFH:I.HI. llﬂ}l:fl
3ot IaiRcHCHHA BRI A0IB0TY WAL BHITYCK (DEANiZauing cepii AIRpCEROre 3acoGy
Tan npoayxuil, o MNaHVETECH IMOOPTYRATH (Zamauumy seobzidug):
[MIMPT SAPECCTPOMIMIY TOTOBMN NIKAPCRXIN yacofin || I
[MIOpT 3apeeeTpORAKX fixapcein 3acofis y dopui in bulk (npomykuil in balk)
THita JATRHICTE 3 IMDOPTY Nikapeeku 3aco0is (Oyab-AKa iHIa JATEHICTE e 3a3HaYeH BRLIE)
lsawme (3azHasiTn, ¥ pisi HasankocTi) | ||
YMOBH mMOO0 KOHTPONE 38 AKicT0 niKapcekmx sacofis, mxi OynyTh BBOIMTHCA HE TCPUTOPID
Yipaiw, T8 IndopMadia mogo VIOBHOBAMCHMX 0cCi6  (33MAUACTRCH OKPEMO LIS KOMHOL
¥nosvosamenol ocobr)
Hanshi yMonn woao koutpome 32 sklcne meapossny sacofin, ani Gyoym sBoaETRCE My TEPHTOpED D
Yepalau
| Mocaan
[Ipnpnﬁe
IM'n
o Gatshomt
_Cremira:
Cras poforn =3
dxom;

[pomry 3a Micues/Miciing DpoBAAKCHHA Tocnogapeskol  AlwIRHOCTI  npoBSCTH
NEPEBIPKY MATEPiaThHo-TEXHIYHOT BasH, KBAMI(IXOBAHOIO NCPCOMATY, A TAKOH YMOB HI010
KOHTPOITIO 38 AKICTIO Tikapebxnx 3acobis, mo GyIyTs BROIMTHCA Ha TeprTopiEo Y kpaiun ull

Honarxoso a0 enexrponyol gopmn Gamaio oTpEMaT Tinersio;

HA DENEPOROMY HOCIT
Basalo OTpHMETH TMEHIN0 ¥ CHocis:

[T
EAPOFH |
MITCHI ai.!mpaalémnm gq_pjjiminmmmu_mﬂ icuen MU HHA Ej
3 mopaakoM OTPHMEHHA Milenaii osmafiomncnnit, JTinesnifiuim yMoRaM MpOBAITKCHAR
TOCTONAPCHKOT ARABHOCTI 3 BIpoGHALITEA Nikapekkin: 3ucofin, ontonol Ta poanpiGHOT TOprisTi
MKAPCEREME 3acofamu, iMmopry nikapesknx tacobis (kpiv axtismux QapmanesTounx | [
IHrPEMEHTIB) BLANOBI L0 | 30008 A37100H TX BHKORYBATH, |

=
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BWWMWT : =EE e S e e

mmﬂﬁpnﬁx}fﬂ:pmnmmm:um 1 BHKOHANHAS BHMOT
Elauuﬂ:.' Yipafun «11pe Nillensysants BAIIB FOCTIONAPCHKOT MAHOCT (1 tizwumol ocobn -
MiIEPHEMILE

1

Tpo pimerns, NpUAHATE 38 PEIYALTATAMH POSFIALY Licl 3RABA TPOLLY NORLIOMHTH
| HAPOIH0
MOUITORKM BLLIPEINE MIEM 30 MICTEIHAKD IS E HEAW/ M ICUEM IPOXHIEH IS E:
B CIEETROHHOMY BITIE

KepiBHHE 3adBHHKA

a0 disnyaa ocoda -
NiAnpREMEILs {mizmuc) {ininiaan, npiasnme)
et 20 pory

(nocans ocedH, Ak pHITHAE 3aany) {nianssc ) (imiuianm, mpivenne)
||__|| 20— POKY

'Mlﬂim“fmummmpiwmqmmﬁnmnﬁ ni g
#* an dinemiec oif, 0 ueper caol PRI NEPENHIINES BLENCEASKITRCE BLL NpehiETTs PLECTRAINICTD HoMERd BRIMOH0] KapTRN

MLATTRG IOOATETR T cdfiillann norinnuinm npo ue sanooizeil opras, @ pesmy JEPHAABNY DOARTROEY TOVETIEGY, | MEmh BLAsITEY ¥ Eenopt -
DS T W BR NECNOPTL
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a0 JliueH3tiiHNx yMOB
NpOBATKEHHA

rOCNOfaPCEROT AISALHOCT 3
BUPOBHHUTES Nikapeskux 3acobis,
onTosol, posapiGrol Toprisni
NMxapchKHMH 3acobaMu, IMITopTy
AiKapchKEX 3acofin (KpiM AKTHBHHX
(papMaleBTHYHNX iHrpenieHTiB)

{HaliMEHYBAHHA OPrauy MUEHIYBAHHA)

{ HafiMenyBatHa ¢yG'exTa rocnogapoaanns afo npiasnwe, iv's, no Gatexori giznerel oco0K - NIANPHEMLN)

BILIOMOCTI
NpPo HARBHICTE MaTepiaasHo-TexHiunol 6a1n Ta keanipikauilinni pisens
npauisnuKis
(a5 BHpodHHITES Jikapeskux 3acofis B ymopax anTexu)

{HafMeHyBaHHA T 200 HOMEP AMTTeSHOre 3AKIANY (CTPYKTYPHOR Maposainy))

{naiiveryaanua afo nplasmime, iM'a T no GaTkkoni cyf'erTa MOCHOSAPIORINNIA)

3. Kox 3a €IPTIOY/
peccrpauifinuil HoMep oGMKOBOT KAPTKH IUIATHHKA NoAATKIB":

4. Micueznaxopaeins (MicHe MPoOMHBAHHA)

{nourronndt innexe, ofnacre, paion, MicTo (ceno, cannme), ByHLA, HOMED BYIHEKY)

fl TEA H

hopma BIACHOCTI

5. Miclie npoRaTKeHHA MignLHOCT

{nourTobKit inteke, oGnacTe, paion, MicTo (ceno, celtiiue), BYIHUA, HOMep OYIHHKY, HoMep Temnedamy )



Ipoaosacenna aonarka 4

(npaBMLe, 1IM'A T N0 DATLECEL)

{ocaiTa, HOMEp | B0TA YRIADCHHS TPYL0BOMO AOTOBOPY)

7. Pexstan poBoTH

Buxinsl gni

L Cran marepiansio-rexmivnol 6ain anTexn

{3a3HAMBCTLCE TH MPUMILIEHHA: Okpeme, isonbosase (npubynosare, pbymosane, sbynosano-npulyaoeane),

HARBHICTE OKPEMOTO BXOQY T YMOB MR BLIBHOTG 0¢TYIY 0Ci 3 oBMessennMu BiansHuMl MOBIHBOCTAMH,

HANACHOND YW NOGKEHHOTD BHXO0IE, CYMILIEHICTE 3 IMLLBEMI IPHMILLeH sy Dyaieai)

1.2, Anrevunii zaknan (crpyvirypHEil niapoaiin) posMiieHo Ha noRepci

(MHTAOBOrO HEXHTI0EOND Gy aMHKY )

1.3. Byzieng, ge posMilieHo amreyHAN 3881/ (CTPYRTYPHHE miaposgin):

(Uernang, jepen'ain, iMWa; KaiTaibHA He KAMiTANBHY, KUBKICTE OyAiBeas; 0CHOBHE EHEORWCTAHHA Gy IiRni; kinsxicTs
Mosepxing

1.4, HagpHiCTE IHMeHepHOTD o0IaANHAHHA N4 3a0e3neyeHHA (13 3a3HauCHHAM BIIY )

TEMNONOCTAYaHHA

[ EHTPAMIFOBANE, ADTOHOMIE)

BEHTHITHILL

{MEeXaHIMHE, MPHPOTHA, NPHTUTHELO-BHTAARHA T MEXAHIUHAM CIOHYKAHHAM )




OCBITASHHA

{ LEHTPANBHE, ABTOHOMHE)

I Iponomsenna nogatka 4

KaHAMiTaii

(enexTpine, npupoane)

[.5. Crnag Ta nnowa npaMileHs:

(LEHTpanLHE, ABTOHOMHA)

[puminienns Antexa, aka | AnTexa, aKa OanobroBansHi
afificHoe nificHioe MATEPIATH, 10
poaipibHy | BHPOGHHITEO | BMKOPHCTAHI NS MOKPHTTS
TOPriBN | JKAPCHKIX obpobikH)

niKapcekEMH | 3acobis, CTIHK | ¢Tena | migmora
3acoDaMu posapiGHy
(wm. ) TOPTIBTI
TKAPCEKHMH
3acobaMu
(KB, M)
Jan obCIyTOBYBAHIA HACEICHHA

1. Bupobunai npumimenns:

1.1. Burorosnenna
HCCTEPHITBHEX TiKiB:

ACHCTEHTCRKA, hacyBanbHa Ta
poboge Micie npoBizopa-
AHATITHEA

MPHMILLEHHA 14 OICpIKaHHS
BOJIH OMHIIEHOT

MAlHa Ta cTepraizanifing
ANTEeYHOTO NOCYay

M1 (3a3HaMHTH)

|.2, BurotosneHns nikis e
ACENTHYHAX YMOBAX:

ACHCTEHTChKA ACEeNTHYHA 13
LLTHO30M

| thacyBansHa (i3 wmosom)

ROHTPONBHO-MAPKYBAIBHA

cTepunizaniiina Ana nikapesxmx
3acobin

MPHMIIEHHS 18 OTPHMAHHS
BOMA A7A iH kUi

kalineT mposisopa-ananiTHKL

| inmmi (3azHauwTH)
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1.3. TIpsmitmenns anx sbepiranss
nikapeekux 3acobis i supobin
MEIHTHOTD MPHIHAYEHHA:

MaTepianbHa NikapchkHX 3acolis

MaTepialbHa NiKapehKHX 3acobia

MATEpIATEHE TKAPCEKHX 3acobin

MATEPIABHA Ans 30cpiranus
HAPKOTHYHHX Ta MICHXOTPONHAX
NKAPCHEHK 3ac00iB

MaTepiaibHa dikapceknX 3acobin,
AKI BUMATAKTE 3AXHCTY BLI 111
NiJBAIEH0T TeMTIEpaTYPH

MATepiaTkHa 3aco0is caniTapil,
ririgH Ta BHpOGip MeIHIHOTO
NpHIHAYEHHS

MaTepiaTEHa TOMOM IKHIX
maTepianis i Taps (cymicua) (8
NIABATLHOMY)

inmi (3a3HAYHTH)

1. Caymboso-nobyTosi
npUMilleHHA:

KaDIHET 3aBiayrYoro

Dyxranrepia

KIMHATA NEPCOHATY
KiMHATA 1nd 0epirannsa
IHBEHTaPIO 1A TPHOHpPAHHS

- BOHPANEHA 3 pYKOMHAHHKOM

iﬂngﬂrmi npHMileHHA:

Tambypu

Kopuaopu

JaransHa naoma npuMimens
ATITEKH (VCLOTO)

1.6. Bupofrmi npuMimeHEA;

Haiimenysanns

I

[puaHaucHus AcerriHi [ HE
ACENTHYH] YMOBH
¥ 3
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|.7. [nan-cxema npHMIlIeHHA anTeKH

Ha mnani-cxemi cnin sasHaumTs Wymepaniio, Bxig a0 amreusoro 3aKnany (CrpykTypHOTO
MAPO3AlTY), 0 KOWHOTO BHpOGHHHOrD, CIyEO0BO-NOBYTOBOTO, NOAATEOBOTG, NOMOMBKHOMO
NpHUMIIERHS, 30HY (Micue) npriiMansas Ta BiIBaHTAMEHNA MPOOVELIT, PYKOMHAHHE 90 Micte

Ans caHitapuoi oBpobxH pyk, J0HY posMimenns ofJanHaHux poBOYX Micls MepeoHaTY,
30HY 0DCTYTOBYBAHHA HACETEHHS

1.8. Excrnnikauia npaMiutens

Hymepariis Haiimernysanns Mroma | MprmiTica
NpHMIlLEHE (KB, M)
ArLIHO 3
TaHoM-
CXCMDED
1 2 3 4
[

1.9, Bupobnwi onepanii 3aicHI00TECH 38 TAKOI TEXHONOMIYHOK CXEMOK);

(VEASETH NOCTIOCEHICTE TEXHONOTIMEHOND NPOLECY i3 TAIHAYSHAAM Ha1EN NPHMILIEHE 3 BEINOBIIHOM BIIMITROM (—5 )
HA MUIAHI=Cxen)

I, Cran saGesnevennn npuminiens anrexn cnemia bHuMn Mebammn,
YCTaTKY BAHHAM, NpuaajamMu i anaparypow, veobxinuumu aaa 3nificnenns
NiRALHOCTI 3 BHpolHHUTEA Aikapeskux sacobin, poanpitnol Topriaai
JiKapesKuMH 3acofamn:

2.1, 3an obenyrosysants HaceneHHs ofnagHaHiii MeBAAMK, yeTaTKyBaHHSM 117 36epiraria
MOTOYMHOI NOTPeOH JiKapehKHX 3aco0is:

{ROMKPETHO FASHAYHTH BHI Mebnis

(erieiansmi medini Ha oame (1ee, Tpu) poGode Micue AnR MPHAMAHA peuenTis,
BIINYCKY NIKAPChEHY 1ac00in),




——
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APHCTROT WA 3aXMCTy Npauisimkie sia npasvol kpanenstol indesuii

T YETATRYBaHHE (MaTepianbii wadu, XonoTHILRHER, colid TowWo ), inui 38coGr)

¥ sani oficayronypanns indopmania nis HaceTeHHs:

{HaAnHA B ACYTHA)

(333HAUHTH KOHKPETHO, AKD IHPOPMALLIA MICTHTEES HE cTeNHAT)

2.2. Tpumimenns o 3depiranna nikapebkix 3acobis ofnamani TAKHM YCTATKYBAHHAM:

Na Hazsa
3/n | npAMilmenHs

HaiimeHyBaHHA i KinLKiCT
HAABHOTO obnanHanHy (KoHKpeTHO

FATHAYHTH 18 KOWHOTO
TIPHMiLLEHNS)

Hassnicts seRTHARUIHROTO
obnanHaHHA (THN, KPaTHICTS
obMiHY NOBITPA 32 roAHHY)

| L | ol | —

2.3, TpuMilenns An8 BHrOTOBNCHHA HECTEPHILHIX ITKAPCLKHX 3aco6iB T0/a60 BHFOTORNCHHS
NIKApCLKUX  3acobis B ACEMTHMHMX YMOBAX OCHAIIEHI TAKHM CrEmiaibHHM BHPOGHHYHM
YCTaTKYBAHHAM, MpHIANaMH, anapaTaM, 3acobaMi BHMIpIOBanLHOT TEXHIKH:

Hasea npamimenns

HaiiMeHyBaHHs | KiTbKiCTh HASBHOTO
ofnanuannd, 3aco6in BHMIpHOBLILHOT

BinomocTi wono
METPONOrIYHOT NOBIpKH

TEXHIKH (AaTa 0CTaHHEOT NOBIPKH,
HA3BA TOKYMEHTIE, No,
JATa, WO MITBEPIKYE 1)
AcHCTENTCEKA
DacyeantHa

Kabiner (poGove micue)
NpOBI30pa-aHANITHEA

Ipumimenns s
QUEPAHAHHA BOIH
- OYHILEHOT

Muiina

Crepunizauiitna ans
NMKAPCHKAX 3acobin

AcenNTHYHA ACHCTEHTCRER
| 31 ITH30M
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Crepraisauifina ana
TKapChKUX 3acobin

[Tpusitenns ang
OJIEPHAHHA BOMM [T
iH'erLif

Kontponeuo-
MAPKYBANBHA KIMHATA

| T (sasHawnTi)

2.4. Ocnoere Texnonoriude OOMANHAHHA, WO BHKOPHCTOBYETHCA [N  BHIOTOBNEHHR
HECTEPHILHHX NKApPCHEMX 3aco6in Ta/abo BHIOTORNEHHA NikapchkHX 3acobiB B acenTHYHHX

YMOBEX, CKIAIAETLCH 3

! HaiimenyBaHna ofnaiHagns

Jlikapeska popma

Mapka, kpaina-
BHpoGHHK

Bupobunya noTyiHicTs

Jikapceka hopma

2.5. 3abeaneneHicTh CHCTEMAMH 00CTYTOBYBARHA BHPOOGHMITEA:

HaiimeryBranna cueremn

Bunu aoxymenTtauil, wo
PErIaMenTyTh 0BCTYTOBYBAHHA

- Buau noxymenrauii, ae
peecTpyeThes poboTa
CHCTEMH

(MRBECTH CHCTEMH NIArOTORKH MOBITPA, NIAOTORKH DOAH OUHILEHO!, MIATGTOBNN BOQH LA IH'CKLLIA, MATOTORKH
NApH, CHCTEMH ONATSRNN (KOTEThHA) TowW)

2.6. B anTeui sukopucToByOTECS TaKi 3aC00H BHMIpIOBAHHA:

No Hasea Tun | 3asonceknii | Ne, gata norosopy, Tara HokyMenT,
a'n HOMED HEAMEHYBAHHA | OCTAHHBOIL Lo
Oprafy MOBIPKH | MiOTBEpIKYE
MeTponorivHol NpOBETeHHA
cry#Ou, Tepmin aif MOBipKH
1
2
3

2.7. Ilns woHTPO/IO 33 TEMNEPATYPOIO | BONOTICTIO NOBITPS B NPHMILIEHHAX 118 abepirannsg
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NIKAPCHKHX 3ac00iB BHKOPHC q iri

(VEEIATH i3 SRTHAMECHHAM THITIE (MapoK),

IATa OCTAHHLOT NEPERIPKH Ta OpraM, o ¥ 1RcHHE)

A JUHIOYHX ANTeR) 3MACHIETRCHE

{vkazaTi nepioamuHicTs ofriky, 2 TRKOK JAIHEYHTH NOKAIHHKE HE S8HE CKIATAHHA BiaoMocTel oxpemo 58
NPHMILEEHHAMM)

2.8. lNepeji BXOAOM B ACHCTEHTCLK] NPHMiWEHHAA, ¥ TaMGypi TvaneTy

(IAIHAMATH! HASBHI/BIACYTHI)

IYMOBI KHITHMEH, 00poGneHi

{zaznaunTH HEapy Aesimbexuiinoro 3acoly TR KOHUSHTPAL{O POIUHITY)

JnA METTA YK NEPCOHANY B LUTHO3I ACHCTCHTCHKOT, acenTHaHol, MAIHIA | TyaneTHif kiMHaTax
PaKoBHHN

(IAFHAMHTH, HARBHI BiACYTHI)

Topsn 3 pykoMHITHHKOM €MKOCTI 3 NesiHpexuifHAME po3uHHAMK

(3EIHRHHTH: YCTAHOBIEHI HE YCTAHOBIEHI)

(3BIHAHTH HEIBY 30C00Y TH KOHLUEHTPALIK pOIYHHIE)

Ta MOBITPAHA ENEKTPOCYINADKA

(ARLHAETH HEdEY )

2.9. ¥V muiinil kimaar NPOMAPKOBaH] PAKOBHHH I8 MUTTS NOCYIY B
{BEIHEMHTH HARBHIBINCYTH)

KLTBKOCTI, 110 MpHINAYAIOTRCA TR

2.10. AcHCTEHTCEKA aceTTHYHA MOBITPRHAM HITH30M BT IHLTHX
(3aTHANMTH: Rigokpesieny e BLIOKpemIena)

MPHMIIEHE ATTTEKH.
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2.11. B arrrexi nosiTpoOMHCHIKM, GAKTEPHITH AR
{SABHAYATH: BCTARORNEHHE RETAHOBACH!)

onpoMiHIOBaI

(VEAIETH HALEY BORITPOOMMCHUKIS, THTI, KUTEKICTE; NOPARGK ix poIsiuienns | KPATHICTS ofsiny NOBITPA, Ay

GAKTERHLATHIN CIPOMIIIORANIE, THIL, KUTLKICTE, 8 TAKOK pesny ix poldoTH 1R KTKIOT TEPAMILLIEHIA )

OGaix yacy poloTH DaKTEPHITHITHHX OnpoMiNIOBaYiB
JIIHCHIOETHCA B (yrazaTw: wypHan, inwi dopan ofiniky)
2.12. lllogesne BoNore NpHOHPAH

(IASHEUHTH NEpioHYHICTE HOTo NPOBELENHA TH HETOCY BAHHE AesHpiKyIOUHY 3ac0biB )

Jlna nposenenHa npHOHpanAs abo nesiHperl

(3ATHAYHTH: HARBHLBLACYTHI)

BianopigHuil iHBeHTAp A4 NpHOHpanus, MUHH] T2 peszindexuifini 3acobi, a came

{ykazaTn maIpy 3acobis, KUILKICTE IHBEHTApO T NPHIHANCHHAM )

2,13, Tlepconan anTexH TexHONoT YUK oaar, CneliaTsHe B3YTTA
{zaamaMMTH: MaEHE Mat)

(VREMETH B3 JATHAMCHHAM KUTLKOCT] BRALHMY KOMIUIEKTIE, nepiogHYHOCT] JMinm)

2,14, Cretiamenuil, TEXHONOT]9HHA ONAT TA BIVTTH 30epiraroThes;

{YKaIaTH NPHMILWEHIA TR YCTATRYRLINA, FOALOBRHICTE DL IMIHHOTO DIATY T2 B3YTTH)

2.15, Cremiansunil Texgonoriunnil onsr ans poboTH B ACENTHIHHX TPHMITTE HHAK:

(HABCCTH HEPeik KOMIIERTY CHEANLHOTD TEXHOAOITHHOTO ORSTY, enoeil foro niaroTonk, creputizamii, Micue
A3epirnis, Teprisu TaMiim)

2,16, KiMuara nepconany antexks o0JaanaHa

(VKRIETH YCTATKYBAHHS: WadH, XOADIRTEHHKH TOLI0)

3. Ckaian npanisnnkis 1a pisens ix xsanidikanii:

3.1, UlraTapi poanHc 3aTBERDKEHO
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(yxasaTi nocamy, Apissmine Kepissusa cyl'FkTa TOSNOARPIORIHHA, AKHA JTBERINE, 2uTY)

Ja WTATHHM PO3Il i e ASBHICTE i

(vxasaTi HalimMerysaiis | kDibkicTs nocan)

[lTar yroMieKToBaHIH IBLIAMM, @ caame
(VKAZETH HailMenyBAITHA NOCAT, HA §Ki npranasei gaxisii)

Ha no 338 KW [IPH3HAYEHH

(npivemme, iM's Ta no Garekoni)
Hakal Bl Ne , siKwHii(a) mae

(yemaaTs 0CBITY: BHILA, Cepenna, GapMaLSTTHUHA, TH. T3 JUKIL, AKAA IAKIHIHE, PIK)

npayoe va wild nocai

{(vrazari; o NOCTIARIR ooHOBT Yl 28 CYMICHHITEOM )

3.3. BeanocepenHbo 3aMMAIOTRCH BHIOTOBIEHHAM T4 poiApiHON TOPTiBAew JiKapCBKHMH
3acoDaMH Taki ocodH:

P

No [Mpisenme, [locaga | HaiimeHyBaHHdA No No No, nara
3'n iM'a, o HABYANBHOTO | OMIioMa | cepTH(IKATa | Hakasy npo
faTeKoBi Janany, axuii nNpoBizopa | NpH3IHAYEHHN
JaKiHYEHD, piK JArAIEHOTD
JAKIHIEHHS npopimo**
1
2
3
4

3.4, 3nificHERHA KOHTPOMO AKCCTI NKAPCHLKHK 3ac00IR NOKIAJICHO Ha

(yE233TH Niapoasin SH Nocaay, NPiseHILE (haxinug, i AROTO NOKNRLEHO BLINOE inni ofon'sika, Ne, JaTY HaKR3Y )
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3.5. TlpauiBHHKH ANTEKH MenugHe 00CTEKeHHS NPy priiManii Ha
{3EiHayKTH: NpoHLK Be Npodiui)

poGoTY, & HaJAN - NepioIHTHHI MeANYHHI OTJIA]]

{¥KamaTi JaTY JOMYCKY 10 poeboTH Romior (axiBua T8 3a3HasHTH

NpiIBHILE, MOCAIM NPALIBHIEIS, AKi HE NP0 METHYHE ODCTERCHHA, MepIoIHMHRE MeTHHit IRy

4. Tepenik wWaupENNX HOPMATHBHMX [0KYMEHTIB i3  crangapTHIani, poKymedTauii 3
BHPOOHMITBA, KOHTPOJI0 WKOCTi, HOPMATHBHO-TPABOBMX JOKYMENTIB, wo 3abesncuyTn
BHKoHAHHA obpannx Bagis pobir:

4.1, Tlepenix HOPMATHBHO-NPABOBHX [OKYMEHTIR, HOPMATHBHHX [OKYMEHTIB 13 CTaHIAPTH3ALII, 0
3afie3neqyl0Th BUKOHAHHA 00panix Bris pobit:

Na HHHMEH}’EIEI_I-IHH Hara Pix KintbkicTh
3/n IaTBEpIIKENHA | BHARHHSA | NpHMipHHKin

BumeHaseaeri BiAOMOCTI CKIANEH] 32 CTAHOM HA

Cyf'exT rocrogapioBaHia o3HaAOMIEHHH 3 BHMOraMH 3aKOHOMARCTRA Y KPalHH npo
AILEH3YBANHA TOCNOApesKol AisnsnocTi 3 BAPOGHALITRA IKAPCRKHX 3AC00IR, ONTOROL,
poaapifuol Toprirai nikapcsxmuMK 3acoGamMy i BIANOBIAAE 33 NOCTORIPHICTE JAHMX, UIO

3a3HAMEH] B LIHX BLIOMOCTHX HA APKYIIAX.
Kepisuuk Japimysayq
cyD'exTa ANTEKO
rOCHONApHBaHHA
{rocna)
(nocasa)
{ mEanme) (iHiiany, npisedmne) (marnme ) (EHALIEANH, [TPEIRALLLE }
n mn
(maTa)

Micue nevarku

* Jlan diizmunix ocif, 4K vepes caoi peniriiiii nepeKoHAHNHS BiIMORAAKTEEE BLI MPHAHATTA PRCCTPAMIAHOMD HOMEPA
oBaiKoBOT KEPTKA IATHAKA nogaTris Ta ofilifHo NOBIOMIAN NP0 Ue BIANORIAMMA oprad AepreRHOl NOAATROROT
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cmy#iM | MAKOTE BLIMITEY ¥ TACNOPTI, - CEPiA T HOMEP nacnopra.

% [laa cnenianieTin, W0 JasiHumn A nansanssil sacnan mcns 1992 poky,
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no JlinensifHUX YMOB NPOBATACHHS
rocnoaapekrol MANEHOCTI 3
BUpOGHHITEA TiKapceKux 3acobis,
onToBOL, PO3ApiGHOT TOPrisgi
nikapchkHME 3acobaMy, iMmopTy
nikapcekHx 3acobis (KpiM aKTHEHHX
hapManeBTHIHIX THIPeIieHTIB)

Binomocti npo nassricts MaTepiaasno-Texnivnol bain Ta keanigikosaHoro
nepconany, HeobXiAHAX 118 NPOBAKEHHA rocnoapeLKol NinaLHocTi 3 onToBol
Topriei Jikapcskumn sacobamn
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no JlineH3iHHUX yMOB MpoBa#eHHS
FOCHOAAPCEED] TIATRHOCTI
BHpOBHHALTEA TiKApCEEHX 3acobis,
onTOBOI Ta po3apiGHOT Toprism
MiKapCLKHMH 3acobaMu, IMNOpPTY
mikapceKHx 3acobiB (KpiM aKTHBHIX
dapManeBTHUHHX IHIPeIiEHTIB)

JOCHE IMITOPTEFPA
L. 3aranuua indopManin npo iMnoprepa

1.1. Koporxa infopmania npo iMnopreps

HafiMesyBanin T8 MiCHEIHAXODECHHA IMIOPTEPa, KOPOTKHEA OINC AiSALHOCTI, NOB'A3aHOT 3
iMropToM  NiKapchER% 3acobiB, AKE ANMCHIOCTECA 33 MICIEIHAXO/MEHHAM (¥ TOMY HHC
niasHAL, cxnanm, tabopatopii, CHOPYIR T2 BRPODHAYO-TOCNOIAPCHK OIMHHLI, POITAINOBAH] HA
aimesnui), Kontakraa indopmanis npo imnoprepa: poGoui Romepn Teneonis, Gakcis, 3oxpema
T, 110 MPAKIETE Hitoaofoso, AApec CREKTPORNOL TONITA, NpisenmE, iMera, mo GaThxosi T4
MOCAAH KOWTAKTHHX ocif, 20 SKux 3sepraiorees ¥ pasi gedesris abo swiydenns 3 obiry
(BigETHERHTA ) NiKEPCREHX 3ac00is,

Homep mimsammd, manpasaag somep D-U-N-S aineesni (Data Universal Numbering System -
IaHi YHiBepcaakHOT HoMepHoT cHoTeMH) - HoMep, vasanril Dund Bradstreet, nani GPS (Global
Positioning System - rno0aIeRa cHCTEMa HABIFSILT T8 BHIHAYEHHA POITAMYBAHHA) 460 HOMEP
IHIOT CHCTEMH BRIHAYENAN reorpapivrore posTAIYBEHAS (38 HAXBHOCTI).

HafiMenvBanHa Ta MiCHEIHAXOTREHHN U7 KOKHOT0 BUIOKPEMTIEHOTO CTPYRTYPHOIC Niaposainy
{8 HassHoCT), KOpOTKEHA onMe AlRARAHOCT], NoB"s3aRl 3 IMAOpPTOM NikapchEns sacofin, Axa
sAIACHIOETREH ¥ KOWHOMY BIIOKPeMICHOMY CTPYETYPHOMY ninposmini (y tomy wmeni ma
AiMEHAL, ¥ cnopyai Ta BHpOGHHYC-TOCTIONAPCEKIH OXHAMIL, MO poFMNOBAHT HA JUTRHHI).
KonrakTaa indopsmanis npo sinokpesuesnll cTpyKTYpRIE Niapossia iMnoprepa, y ToMy YHeni
HoMepH Tenedomis, daxcis, JOKpeMa Ti, WO TPAMIOKTE WAowioR0, AIPECH EICKTPOHHOI
MOWTH, NRizeNmg, iMeHa, No GATEKOR T2 NOCAIN KOHTAKTHIX 0CID, 10 AKHX IBEPTAIOTHCH ¥ pat
netexTie a0 BHIYSERHS 3 o0iTY (BluxnuKanHR) Nikapesknx jacobis,

Hosep pinwawmi, wanpukran womep D-U-N-8 ainsanmi, aasi GPS abo nomep iHwoi cueremu
SHIHEYEHHS  reorpaiuHOTD  POITAINYBAHHA  HOWHOTD  BiSOKPEMICHOTD  CTPYKTYPHOIO
niApoRANY (3 HASBROCTI),

1.2. Tnpopmatis Tpo rocHOmAPChEY MRABHICTE 3 IMOOPTY TIKAPCHKMX 3ac00iB

Koporkuit onme rocmonapeskol inakHoeTi 3 iMmopry, 30epiraHEs, KOHTPOMG AKOECT,
TRAHCHOPTYBAHHA, onToBoi Toprinmi (AMeTpHOYULT) IMOOPTOBRHAMKE MKAPCEKHME FTaco0aMi
TOUIO,

1.3, Bynk-Aka iHIIA rocnogapeska TSIsHICTS, M0 YIACHIOETECA IMITOPTEpOM
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Chtie rocnofapeekol AAIEHOCTI, Ska 3giffcHIOETRER iMTopTepoM 3a Horo MicTeInaxomxeHRAM
Tafabo 33 MicuesHaxomEnHAM [foro BiZOKpeMIEHONO CTPYKTYpHOTO mnigpoamimy (¥ pasi
HAABHOCTI), [€ NPOBANATECY TOCTIONAPCEKA NiANLHICTE 3 IMOOPTY JiKSpCHEHX 3acoDis
(HAABHICTE MINEHIIA RA i BHOM rocnogapeekol QIANBHOCTI, KO Taka IMACHIGETRCR), ¥
TOMY WHCTL AIAMEHICTE, WO HE NOR'S38HE 3 (QAPMALEBTHIHOK SIANEHICTIO, XKD TAKA
CHIOETRCA.

I1. PapmauesTHYHA eHeTeMa ARoCTi iMmopTepa
2.1, Koporkuii omic gapsManssTHaRol cHeTeMi sxocTi iMmoprepa

Kopotenii onne dapsmanesTHIROT CHOTEMH SKOCTI IMITOPTEPE Ta TOCHIAHHA HA CTAHAAPTH, (o
3ACTOCOBYHITRCA,

[ocanosi ocobu, mo sianoeinmoTs 3a gywiionysansn GapManeRTHYHOT CHCTEME AKOCT],
Inopsaniis moae rocniogapeekol JMIATEHOCTI, MM Aol iMmoprepa akpenuTomamo, afo
arecToBaHo, abo cepmdixosano, i3 JaIHAYEHRAM RAMEHYBAHHA OPraHis 3 axpemwraunii, abo
arecTanil, 460 cepradixamil (38 HAIBHOCTI ),

Indopsatia cTocoBHe NOAITHER iIMOopTepa ¥ ofepi RKOCTE NiKapehinx 3acofin.

Opramizamitna  crpywrypa  salleanesenss  skocTi  (CTEROAPTHI  NpOLEAVPH, NPOLECH,
crenrdnkanii, McTonn koRTpomo sxocti (M), signosigmni ocolu Tomo).

Hopaaox ananizy Tennenuili momo skocti nikapeskny 38cofin, MO BBOIRTHCE HA TEPHTOPI
Yrpalud (KopOTKRI QIHE T3 NOCHAAHHA HA BHYTPIIHID THELMOBY MpoLeaypy).

2.2, llpouenypa smmadi ¥MOBHOBEMCHOK OCODOK M0ABONY HA BANYCK (peanizamim) cepil
MEAPCEKOre acofy

[lponenypn wapasruny npoayemii Ta swaaui Yoososawenoo ocoloiw I0IROIY HA BHTYCK
(peamzaniio) cepil nikapcskoro 3acofy, a3 TAKOW OUWIHIOBAHAN BUIMOBIIHOCTI BHMOraM
peecTpauifinoro focke (3aransHmil ONHC TA NOCHIAHAN HA BRYTPILIHI NHCEMOB] TpoURIYPH),
2.3, BAKOHAHHA IMIOPTEPOM NPOLECY YNPARTIHHA NOCTAYLIGHHKAMK Ta MiAPAIHHEIMH
Heofxizso saznaumTH;

nepenik naboparopiil, 3 AKEMHA YKIANEH] KOHTPaKTH (1oroBopr);

Mepenik NiNPHEMETS, YCTAHOB, OPraHizanifl, 3 SkHMH YENAICHI KOHTPEKTH (Z0ToBOpH) Ha
BHEOHAHHE MOCAYT, TOB'A3GHMX 3 MPOBANMEHHAM TOCTIONAPCHKOT NinsHOCTI 3 iMnopry
nikaperkny 3acobis, sokpema npw aGepiradni, TpaHcIopTYBAHKT ToMD;

KUPOTKE PE3lOME CTOCOBHO NAHIHMA MOCTAYANAS, 3 TAKOX MPOrpaM J0BHIIIHBOTD yIHTY;

ONNC 3AXO/A, AKI BRHBAIOTECA OpH Nigopi abo susanenni neaxicHnx, abo ninpoGnenwx, afo

hamscnivosannx, abo HelapecCTPORAHWX Nikapehknx xacoBis, wepovhacomamol mpomykudi
(mpoaykuii «in bulks).
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2.4, ¥Ynpapninnaa prankasi 1us seocti (QRM)

Koporemil onse setoaonorii QRM, mo sukopueToByeThCs iMIOpTEpoM (38 HASBHOCTI AriIHO 2
BHMOTEMH HANSKHOT BHPOGHEIOT MPAKTHKH).

2.5, Ornaam AxocTi MpoIyKITii

KopoTeu#i onMe METOOONONIL, SKY IMIOPTEp 3ACTOCCBYE IPH OTNAAI SKOCT] NIKAPCHENK 38c00is
(38 HASRHOCTI 3TLTHO 3 BEMOTAMH HaTexHOT BRpoDHI0T TpaKTHER).

111. Hepconan

i.1. Oprarizauiiing cxema, BEMOYAOYH Nocanoedx ocib Ta Ynosnosaxery(nx) ocoby (ocib).
116 HANAETHCR ¥ BHITIAN JOJATKA 10 Jocke IMIIopTepa

Heofxizano 3a3HaunTh KUIBKICTE TEPCoHany, 3aiHATOr0 B YIPaBRNIHAL AKICTH), KOHTPOI SKOCTI,
wWiepiraHHl, TEXHIYHHX 1ocayrax Ta onToBill Toprieni {amcTprOynil) nikapcheumy 3acobamu
BLOINOBiAHD, i3 3a7Ha49eHHAM KinskocTi thaxipnis Ta pisais ix ocsitH.

3.2. Knanicikanis, crax poboTn 3a daxos, npasa 1a 0boR’13KH NepooRamy

Hervanssnit onue ksamidicanifnuy suMor (ocBiTa Ta cTas poboTw 3a daxos) nocanosnx ocib.
Mpao Ynosnoskenoi(ux) ocodu  (ociD), BLANOBINATEHCI(MX) 33 CCpTHOIKANID copii
nikapchRoro 3acoby T2 NpONEIYPH BHAY JO3ROTY HA BHNYCK (peatizaliio) cepil NikapesKor
28000y, JTHANAIOTHON;

HE3BA MOCAIH;

EOHTaxTRA IHGopMamnn (Tenedon, Gake, eNexTPOHEA NOWTa),

[Hoao nocamosnx ocif, BLINOBLIATHHAX 38 KOHTPOTE AKOCT] MIKAPCHEAX 3ac00iB, JA3HAMMOTHCR:
HAZHA MOCAIH,

KoxTakTHa iHdopyams (renedon, (pake, enexTpoHHE NoWTa),

Hloas nocancany ocih, sianosinaneHrx 345 s0cpiranns T8 mCTpRGyUilo miKapeskHx 3acodis.
IAIHAHIOTHCA:

HILIB [TOCIIH;
KonTakTRa indopMaris (tenedon, dake, enexTpoHEA NOWTa),
3.3, Onue cHeTeMH HABYRHHS NEPOOHATY

3.4, BaMorn 1o riricHR TepcoRany 3 TOCHTaREAM R BRYTPIERIH JOKYMEHT iMIopTepa, S5HM 10
BHMOIH '.!E.'I'H-Hp..!l.n{l:l-ii.

1V, llpumimenss Ta oGaagHanun
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4.1, Tlpamimensa

KopoTkuil onie NIATPHEMCTEL, poaMip JLTLHALE T& Nepeiik cnopy.

[Lnam cxnafchiiy NpUMitIcHS i3 3JAIRAYCHREAM CNEMATENHX 308 30epiranns (38 HANBHOCTI),
M0 HANAIOTECE Y BHTIANL JONATKS 10 10CHE IMTIOpTCpE.

Kopotewit onse ymon sbepiianss nikapcsknx 3acobis.
Koporkwmit onmc cucTem Harpisasas, BeHTHISILT Ta KOWIMILIOHYBAREA noriTps (HVAC)

KopoTkmii onme CHETEMN NpoBeAeHHS NpodimaxTHIHOIO Ta TexHiuHoro obCHYroBYBAHHR
NpHMILCHE 3 MOCHIAHNAM Ha BRYTPINH JOKYMCHTAIIO AiHeHIiaTa, mo ormueye:

nporpasy NpodiTakTHHHON T8 TEXHIMHOTe 0BCTYroBYBAHHS;

MPOUENYPY | 3ATHCH 3 NpMLIAKTHEHOTD T2 TEXHIMHOrD 0BCIYTORYBANHA,

TeXHi4He OBCAYTOBYRAHNA, AKe LIHCHIOETRCH NLAPITHIME OPraRiIANiAMH (30 HASEHOLTI),

4.2, Obnannanus

[Tepenix 0CHOBHOTO CKNAACHKOND OO/IAIHAHHA

Ilepenik ochoeHoro kowrpoasiory maGoparophoro ofinanmanes (3oxpesa xpomaTorpadis
BEPX, T'X, cnekrpodoToMeTpie, NSWiLHEKIS HSacTOK TOWO), e HANACTHCH NK JOSATOK 10
aocke iMnoprepa (3a HasBROCTI ¥ cy'eKTa rocnogaplsaREs Bnackol tafoparopii).

Jaramsuui  onwe  ofmaeannn  mikpoGionoriskoi  aSopartopil (Joxpema  iHKYOaTOpiB,
creprmizaropis, yeravkyesnns ans  JIAfl-recris  tomwo) (3a mamemocti ¥y cyBlexra
rOCOOIAPIOBAHAS Biackol tabopaTopii).

Cmie KoMT IOTEPHIOBAHKK CHCTEM Bigmoninne no smsor GMP (28 BungTEoM obaanuanus is
CHEMIATRIHME JOTIYHAMH KOHTponepaMy, mo nporpasyrorses (PLCs - Programmable Logic

Controllers).

Cuerema nposeaenna npoditaxriasoro ta rexuiunoro obeiyroayeasng oOIaIHaHAS 1 OMHEOM
Ta NOCHAOHHAM HA BIITOBLIRY QOKYMERTAI,

Banizanis, kranidizanis, noBipKa, KATIBpYBARHS;

KOPOTKHI ONRC NOJITHEH IMTIOpTepa IoAe BATiNAl Ta keanibixamii;
BTLIALIA BHATITHYHHX METOIID,

BALTLIALIA KOMIT IO TE PHIOBAHAE CHCTEM

CHUTEM2  KANiGpYyBAHHA Ta  TOBIPKW  KOHTPOJIBHO-BHMIDIOBANGHHX  npuiagis, 3acobin
BIMipoBansHOl Texriks (3BT).

V. loxymenTauin
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5.1, Koporkall onwe cHeTeMi J0KYMEHTYBINAA (HANDHKIA €1CKTPOHNE, PYYHA) T4 MOCHTAHHS

HE BHYTPIMH] JOKYMERTH IMTopTepa

Ao J0KYMEHTH T4 NPOTOROTH 35¢piranTs a6o apxisyioTh 38 MeRan JimsHHL (BEMOUROTH
Aani 3 GapMaKOHArIANY, 38 HANBKOCTI): nepenik sris AOKYMERTIB/IPOTOKONIE; RAMEHYBAHAT
TR MiCUEIHAXODKEHRA inmol JUTEHALH, Ac 30epiraoTs JoKyMenTalin, a TaKom TpHOMHIHHI]
A, BECTXLIHAI AR OTPHMAHHA I0KYMEHTIR 3 apxiBy, 0 THAXOANTECH 38 MEKAMH MiMLHITI.
3.2. Kopornhi onme Ta NoCHIZHRE HA BRYTPINAE] J0KyMeHTH iMnopTepa moao:

CHCTEMH PO3POGKH, BHECCHHA IMIH T2 POINOBCIOMHEHHT T0KYMEHTin;

30epiranns JoKyMeHTIB, AKI CTOCYIOTRCR IMTIOpTY:

OCHOBHHX BHIIB JIOKYMEHTIR, jokpema cnelmbixanili ta meronis KOHTpoIw sxocTi (MEH),
A03BOTIB HA BHNYCK (peanijaiiio) cepift nikapcexux tacobia;

Ccnocoly KOHTPOIO (HANTALY) AOKYMEHTAIT;

CTpoky 30epiraHMs noKyMeHTiE nicis BHasui Jossony Ha BHnycK (peanizanin) cepii
MEAPCEKOrD 33C00Y;

NPCUEAYPH, N0 CTOCYETRCR CMEKTPORHNX OKYMEHTIE (12 HARBHOCTI).

3.3, Inmi goxymentn, nos's3ani is wEeaneueHuaM FRocTi MEAPCEEHX 3a¢00in
Haseemn nocnnamus wa sHyTpimmi nKckMoni npoteaypn moao:

KONTPMLIIO RKOCTI, HABYAHHAN Ta DLITOTORKH NEPCORLTY;

oOmiky T2 POSCOiTYBANHA BLIXHIEHE T8 PEIYIERTATIE, N0 BHITILIN 38 Mew enennpiranifi (008)
(¥ pasi nansrocTi Bnacnol naoparopii);

KANIGPYBAHHA T2 BONIPKH BUMIDIOBATIEHIX TPHIAIIS,

VL. Konrpons sxoeri

Omie JinTeHOCT 3 KOHTPOMO SKOCT] AIKAPCHKAY 3ac0GiE, mo INilcHIoCTECE Ha JINLHMI, mogo
hiznuanx, XiMitHAX, a Takom Mikpofionorivnex m Giomoridanx  &u npodyeanes (Y pasi

HAABHOCTI ¥ ¢¥0 ' €XTa TOCHOMPIOBANEA Biackol naGoparopi).

VIL Onrosa voprisas (guerpuGyuin), pexiamanii, Oethe kTR Ta BHIVHEHTR 3
obiry (riaknukanna) npoaysuii

7.1. 36epiranu Ta omToBa TOpriBax (HCTPHGYILN) IMIOPTORAHMM nikapehEHMA 3acobamn
KopoTimit OMHC T& NOCHTAHEA HA BHYTPILIRI THCEMOBI JOKYMEHTH CTOCORHD:
JANHCTY CKTANCLKRY NPHMILIENT BLjl HECAHKIIOHOBAHOMD NOCTYTY;

KOHTPOIH) yMOE 3bepiranas nikaperkuy sacobin:
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sabesneuenns ocolimery yMOB 30epiranny NikapchEnx sacobis:

cnocody abepiranns;

KOHTPOMO CTaHy (CTaTycy) Mikapekiny 3acobis (STHKETEH, KOMITIOTEPHIOBAHA CHCTEMA);
cnocody auctpubyini s KniesTing

HPOUENYPH KOMIICKTAILT 3aMORNSHE;

CHCTEMH 320e20eCHEN BIINORITHHX YMOB M1 T3¢ TPAHCTIOPTYSBaHHA (MCPCRCICHIR);

IXOMIE AMA AMCTPHOYIIT MpOAyKUE Ta MeTOMIB, SKHMM NUTTPHMYETECH NpPOCTEXYRAHICTS
MPOAYKOil, o BiANOBIIAITs BHMOTAM IAKOHOIIABCTRA PO 3AXHET EXOHOMINHOT KORKYPEHLIT;

JAXOLIE s 3anoliranHs NOTPAINAHKIO NPOJYKIH iMOOpTepa [0 HEMMKOHHONO AAHILOTA
MOCTAMARHL

7.2, Pexnamanii, redyexti Ta sunyuenna 3 obiry (BLimranna) mpomysuii
Koporkuil onmae 1a nocunanns Ha BHYTRINH] NTHCEMOBI IOKYMENTH CTOCOBHO:
cacTemu e obpobid pexnavanill, nedexTis Ta BIYHEHHS 3 ofiry (BiNEIHKAHEA) TpOIYKUIT

IAXOMIB, WO IACHINOTECA 0D Heskickux, afio mizpobnennx, abo damcubikosannx, abo
HE3APCECTROBAHMX Mikapchknx 3acobin.

VIIIL. Buyrpiwui avanTn (camoincnexuii)

Koporkmii onue 1a nocunanng Ha BHYTRiUE MHCEMOBE JOKVMEHTH CTOCOBED:
CHCTEMH MPOBCCHHA BHYTPILIAIX ayauTis (caMoincnexniit);

OUIHKH efekTHEHOCT] BHYTPIIHIX avInTis (camoincnexiii);

AOKYMEHTYBAHHA  (3anWCiB) 32 pesynbTaTaMH  NPOBENCHHS  BHYTPIDHIX  AyuMTie
(camoiHcTeRmii);

KOPHIYBANEAIX Ta sanofixnmx it

KOHTPOMIO 30 BHKOHAHHEM KOPHTYBATLHEX Ta 3an00imaHx 1ifl.
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no Jlinensifinnx yMos
MPOBARKEHNA MOCIIONEPCEKO]
JIANLHOCTI 3 BHPOOHHIITEA
nikapchkHx 3acobin, omTosol Ta
posnpidHOT Toprieai JiKapceKHMH
3acoDaMu, IMITOPTY JiKapebkux
sacobie (KpiM aKTHBHHX
DapMaUEBTHYHHX IHTPETIEHTIB)

(BafMeHyBaHHA OPrasy NileHIyYRAHHA)

OMHUC
AOKYMEHTIB, W0 NOJAI0THCA 118
OTPUMAHRS JineH3ii/nepeodopmaenns ainensil/ posmupennn NpoBATKEHHA
BHAY rocnogapekkol fisasHoeTi, Mo miaaarae JMEN3YBaRHIO BHECEHHN 10
€annoro aepaxaBnoro peccTpy OPHANUNNX ociG Ta diswTHHX 0cib -
nianpuemuin pizomocTed mpo Micus npoaxKenus JinensiaTom BHIY
rocnojapeskol IS AbROCTI, U0 nigasrac Ainensysanmo®

BiI
{ HASAMEIYRANHA CyTEwT POCHCIPSELINA 860 TREOSIME, in's, no GaTerosd gitemod ocofe - nlanprosg) ==
Hara i noMep peectpauii sansn " " 20__ poxy Ne
No Halimesnynasns noxymenTa | Kinskicts | Biomitka npo | [lpumitka
3/m APKYIIE ¥ HARBHICTE
AOKYMEHTI JOKYMEHTIB
(HamBmi,
BincyTHI)
1 2 3 4 | 5
[pwiingn IOKYMEHTIB
(Lisgppinan | cnomasn {miame ynasnonmeene! nocgaooo’ acofin, lulukans, npismene, nocuas)

20__ poxy

Hpyruii npuMipHEK onHey oTpiMas**

(mignine, isiulaan, npizsnwe npelcTasHux cyG ERTa FoCOOI2POBERHA)
i L]

20__ poxy

* neoGxinwe ninkpecmATH:
** 3anoBHIOETECH ¥ padi NojaRHA 3706yBateM niteHsil noxyMeHTIS 10 OPrany TineHTyYBAHHA
HAPOTHO,
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Ao Jinersifingx yMon TROBALKERHE
TOCHOAAPCHKOT HiAILHOCT]
SMpOSHHLTRA MKAPCEEMX 3ac00in,
oITToBOT T3 posapidnol Toprinmi
AixapehKuMu 3acobumu, iIMIopTy
Aixaperxmx 3acolbin (KpiM aKTHEREX
dapMASHTHYHH IHIpeicHTia)

Vrpainu

YEKPAIHA
UKRAINE

Haiimenysania opaany AyeRIyeanii

TOJATOK N 10 e
Hi NPOBATKEHHN MOCHOAAPCHKOT
aimakHocTi 3
BHPOBHHIITBA JTIKAPCLKHX
JACOBIB

Crpok xif minensil 3
-1

——

L 3ATAJBHA HDOPMAIA
Haiivenysauan opuananol ocoln

Micucimaxomaensn wpuaHaHol ocobn

Jigensosani supolaiml onepauil BKMOYIOTH
fopie TEAhe YacTEORE  BHPODHHITED, DETOELHH
MpOUECH MEPEHARCIO TR ETOPHHHOTO (BKYBAHHA,
MO AX0CTI 0 cepTHdirauio cepil, sbepiratna
Ta gHCTpdy Ui,

Axmo  miompuesMcTRo  3aificHot  pHpeGHHITED
ikapchEny 3acofiiE 3 BUROPHCTAREAM  CyGoTaHuil
/a0 mpoaykuil in-bulk, Sxi EBXELOTRCY BRCOXD
CERCHEIYIDNMMG, CHITBHOAITIA a0
BHCONTTORCIMHHME (HMIPHENRA, Nimapewki tacof,
A1 MICTATH Miml KTTRHNE, FopMoits, cybdaninaian,
frnakTamii  aETHGioTHRR, TAKi K medilaning,
RO IPHEE, IEHEMIL, knphaleqes,
woRobnkTAME,  HWI  Buecoko  cememBinimyioa
MOTepiAaH, NATOrEHHE] OpTERiIME, WHTOTOKCHEN] &bo,
Akl mEsOTE  pemiy  WeDeangmy  (HAOpHKAE,
pagdiobapmanesTivAl}, mpe O noEsnEo  GyTH
IpIHAYERD 4K oOMekeHHE 00 NOECHSHHR, 110 MakTs
BIAHOINEHHA B0 wieT Aluersil,

11 IHDPOPMALIA PO AIIBHICTD 3
BHPOBHHUIITBA JIKAPCBKHX
JACOLIB

fihiemittt PoIdin JEmGRINGEMECE (T KOWHNG GPEN020
atlcis nposadcenil diarenocmi (R KoReRoSe Micip
npoeodycenia  OLLTENOCHE, ANE  TNOXDORMELR 30

Hofivenveanns op2any HiyenIyeanna
e aneRIncsXIT mosl

ANNEX Np OF
MANUFACTURING AUTOHIZATION
FOR MEDICINAL PRODUCTS

the license is valid from
-1

I. GENERAL INFORMATION
Name of the Manufacturing License holder

Legally registered address of
Manufacturing License holder

Licensed manufacturing  operations  include
complete andior panial production, imcluding primary
and secondary peckoging operations, qualiry control anc
batch certification, storage and distribution.

If the company produces medicines using APl andior in-
bulk products, which are considered as highly
sensitizing, potent or highly toxic (eg, medicines that
comain living cells, hormones, sulforamides, [-laciam
antibiotics such as penicilling, cephalosporing, pencms,
carbacephems, monobactams, other highly sensitizing
materiols, pathogenic  organisms, cytoloxingd  of
constitute & danger (eg, radiopharmaceutical), it shouid
he noted as a scope or explanation related 1o this license

11 INFORMATION ABOUT ACTIVITIES
OF MEDICINAL PRODUCTS
MANUFACTURING

fthis section shall be filled for sach separate site of
activities {for each site conducting activities, which is
Incated at anotfer address)
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Anpeca Micna NPOBATLHEAHS TRALHOCTE

{enfipamn nepdxide 2 cmecey)

1. BH:FGEH]I"H ﬂ]]I'.PA]I[I = JMKAPCBKI
DOPMHA

L1 Crepansal npegyeTi

11,1 Agermsiam surctoenad (erpolinmd onspanil ans
HUETYTIHHES AiFapehrmns fieps)

L1 Plownn B ynasosshx nepmkorn off oy

1.1.1.2 Asodpiniaeria

1.1.1.3 M asi

10 L4 Plamun b vnasoskis sanoro of oy

1.1.1.5 Toepai Ta iMansirmimi

LU LS Dl sesnmran surotosaes] npoayKrs (eeasasm)
B LG wimwd moenmuwvin  mmeromoases’  moodywmine
sowcyie (i saswaven,  raRpead s Bopeteaymes
crepzipiol axmmrol pevonmany |

L2 Wk ninsmorecy kimeessill crepanizadl {supofsmy
OREPULIT ANA NBCTYTNEAR KRR (apsd)

¥ pasd aupe  ivgede  erepeaiamis  Apoedpenty ue
sdicuoemecd nd el supofiunios, O 30 siWHERH DA
FTTRIn Ty qumﬁn'uwm. KOGOWINGD, FUONUE RN eringeer
CHIEPUAGEEYIR  Sowar-angonlieanin MRcH emeed i
FupOGHRERE S Mo FPmn KTl io andyommeays  do picl
Arapdanof o & P o unsaRilE Al e,

L L2 Pinaen noynasasxay seansars of " cay
1.1.2.} M am

L1:2.3. Plnmin B ynaseoexas Manodo of oy
1.1,2.4. Twepal v isennnimasi

b1 2.5, Imuri mpnaysTst, 00 miaanerses gincienidt
crepuatiani (saasmm)

1.1.3, Ceprushisnuis espin

{Hacmocomemecn o BUF CAEFALIRINT FIRQDosxy gags,
Axtgo Alioaiinl afrsesns e awanIEl @ oS MY
A

1.2 Heerepisnd npoiysTh

1.2.1. Hecrepaasail npoavers (Enpodamdl onepanii ang
BNCTYIIEHX WEBPEERHN fops)

1.2.1.0. Kancymi, Toepal

1.2.8.2. Kancymu, s sk

12,13, Wysansai rysn

1.2, 14, [smpermopani sarpiagi

1.2, 1.5 Plawiml nus somiuimkor merocymsm

1.2, 16 Piamms L neyTpEunmeor :eTocysadins

1.2, 0.7 Meas o ruan

12,08 Tunr teenai micapossi gapsim

1.2 1.9 [Npenapati alo TMeEaM

1.2.0.10, Nesieparapi palamyzniain

L2 L0 M axd

121,12, ﬁ}mmﬂp‘if

12013, Tafimerxn

12,0, 14, Tpascospseaneni NnaacTHpi

1.2, 0,15, Cromamaanrisic Mirepiast

12014, Tsumi isecrepunsad alczpepid sacofia (sasiasemi)

(1209 wilpemopanay wid mucsans - e Mpoadpamy 8
CHERIRTWURY  womMeRuEpdy  wid  meckosw  Aane S,
uEnpuciodd,  pidail | oEROR0Es  WSOEOETEND ARG
METANIUNARD NMENOSMENMA HACDOAL, g daposeus ghapa
LEEU R |5_|.-rrr|.| sussavena v aMidinn ) soswiuoposs
cmoopsarany oo oPiduna daw sswstuninoen
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Address of manufacturing location

(select the necessary from the lisi}
1. MANUFACTURING OPERATIONS -

DOSAGE FORMS

1.1 Sterile products

1,11 Asepticully prepared [processing operations for the
following dosage fonmns)

1.1.1.1 Large valume I|:|1.lid.1

1.1.1.2 Lyophilisates

1-1.1.3 Semi-solids

[.1.1.4 Small valume liquids

1.1.1.5 Snlids and implants

1.1,1,6 (her aseptically prepared products <free foxi=
(Exampies of activities io be capaered under |7, 1.6« Qther =
e daeectiry of sterile active subsiaaces

1.1 Temimlly serilized {(processing operations for the
fodlawing doanpe fanns)

Where fermima seell zmifon u_l|l'|: p:mn'uﬂ' I mai corried ol
an gile [ the madrfincieer bt 5 confegeted’ ot 10 gaodker
site, o commem sweh o slermine Recllizonan by gosina
feraaiofion & outscurced to another sites shoadd be enfered in

reliaiion fa that dosege form 0 the elar(fiung remoris secrion).

2 Larpe wilume liyaids

1.1.2.2 Seml-solkds

1. 1.2.3 Seanll vodeme lsgaids

1.12.4 Solids and implants

1.1.2.5 Cither leeminally slerilized prepaned products <free
- g

1,13 Baich cerification
Thur ix umgersiood to gopdy o all arerile dosege forms milers
restriciioas are staled (n the clorifidng remarkel.

1.2 Mon-sterile prodects

1.2.1 Mon-sterile products {procesaing operations for the
fallowing dosage forms)

L2101 Capeules, hard shell

1.2.1 2 Capzales, soft shedl

I.& | 3 Chewing gums

1L LA Imprepnated motrices

1R LS Liguids for external use

1.2.1 6 Liguids for inkemal use

1.2.1.7 Medbcinal gases

1.Z.1 8 Cither solid dasage forms

1,215 Pressurized preparations

121,10 Radienuclide peneratons
FEE0 Bemi-solids

12,112 Suppositaress

12,113 Tabletn

1.2.1.14 Transdermal patches

L2 LS Inransdes] desdces

12116 Oileer nan-aterile medicinal produst <fnee text =
L2019 «Pressurized  prepavaiionds  ave  deflmed a0
prdparaiians preserded i Special coatainers under presture of
a gar I for exampls, a figeid eeronal i generated by
mpphanieal pumpiag action rather than a propellaer then such
dosage farms wold be categoniied ar aliguidi for exteragl
uzes or al fquids fov intermal wavs, r apprapeobe,
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digiauocmi,  Awl  womvwn  Aumy RTRGuEeR]
L2 wiumale;
wllipotinmynsa arafeapodycmyy (HooURNE BN ameiwrvei,
HeHpustad, moprourar dan aodarsal edpoti
+ pldOrE Ry fum TR TS MR
SO OSIEMLEE Do Socaldaoaints Alkapcexion Mool
it BX eowmmans Moowe @ldplwirice oid o MG
dhew ey meepdi).

1.2.2, Cepmadirauia cephi
TRCHOCORVEMacE (0 OCEx MPEREILIRFILT SINTPERIm o,
Hemgor iidmoaichy ofMmeNcennt ne moanan @ oK

LLTRINTIETEET

13, Bionarivwi nlgapessd ancofia

(Hurwanewss forosimosn aikaponoss sacoly ¢ fioioswat
e il

droscetvunld Alegprestdl Aaeif - W aleaposiind  sacih,
ARBIHEHT e Nosung ARSST ¢ Bloaosivwoe oplicmaying,
Blosoeioas CpfcRmEiia - PENOSI, ST TIOGARCRECR dafie
PREMPITIORLEA 3 Biorosiuwopo dacdpens, | axe nompefye
ded 0 IOpONMEPUCTHOGY  ma  owsesvenwa T oo
wossineyl  diino-iviio-Fotosiunic  sunpofwans, 2
FRIRCUAS ATAPORUTOSD BERLECH Bt ROa0 ROwWmDEIN,

1.3.1, Bloneriuai aikapesai ancofy

(tarmgdimar Giosomivamsy moodiem,

Haceymul pamecil RowIMW FRCOPRIMOEEIMICE, go
suppBuy isiingn awcouye Syde-ail auzsolfaed onepaull
nog'Rraal 8 mupefidymecs Blatosionr  podpennia
Bupofmuyman  Gloroeimed  cpficmangl]  uooe  fymy
saemungir  AeSErTpeNaTn  HPOWECY  mpw POty
sowmomoco Giotanuwooe apodwory | gl onspagll oo
aowand SV farwaveal @ PIMar yeoso posdity, o ye
dopeune. Heups sigeuazoaaul onepayll mawose SR
cefie  mupomoareNnn  comoaw  alkapenkol  ghapar Ay
flavaeiumasn apadyemy, mo sldnorides siapessn gz
ROBIRND MIROET BV ATinauena 0 Sigenal (uonpawoisd,
1112 wivehiainam).

Mpenapnemi xposi

tla wamezopine ceid anfiupamy, de ¢ supotu ongpayil, wo
BHNTMNIMACR R0 afWiiensm oo Sioansumie Aoodi
WO MCMENE  ACmUTNE  PRUORNRY,  sudilewy 3 epowi
flpmetady  mawur  mpodvwmis  ocaowoste  aiebjon,
ghaenrap it P ofio dgwoziofuin e ampusies) ¢
kposl, Ofpodcy duemopg FIIT gelid supofitscmbeg 3
Susmsmaen aemody Somervotonll, v aRlmevanme &
R AT O

Laprazoeival Apadynm

Lz xamesopin momwing Gymu ofpone de ¢ merofaud
worepanll, pbderwsawl npu supotrapmel (loapeanpaemis, ai
Ararnmb ivovenaosiupant semad KT fusipaciad, ey,

Ipadiwns scaimpmieal mepanii
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Exunples af activitles ip be caphored under |2 1 18 o Otheru:
eldamglaciuey of intermediatesy fiiese showld be speciied 2 g
powders fir further procersing)

stharercapinlalions fthiy goffvily iy weually applicable ro
Py and controls may differ from those wsed in fTiling o
siandard fard shelf copsle prodier)

I.2.2 Baich cemtificaiion
{Thix is undersiood ro apply to ofl mowgerile dosage forme
unfess pesivictions are staled in the elgeifiing ramarks).

1.} Blalogical medicinal products

rDefinirivn. of o Fialogical Medicinal Produs 7 HRiolegical
Fubsiarse,

Biological medicimal prodver; &5 a medicinol produc, the
aeiive mubsianes o whick (f @ Solegical rebafmce;

Biolopleal swbeionce! 5 o substaned Uil is produced by ar
exfracied from a biofogicel sowrce ond that needs for ity
characterismiton and the defermingtion of iy gwality o
combination af physico-chemioal-binlogical fesilng, topether
with e preodfuction procers ard 19 control)

1.3.1 Biplogical medicinal produscts

(Calegarivation af Bielogical Produes,

The follewing product categories should be uved to ideniffi ifo
Fite {5 carrying 06 vy processing sieps Felaiing fo the
marufaerure of @ biologicel praducy, The marafacters of the
tinfogical swbriance may be pard of the comimumm of
Frocessing sieps M the monyfecie of the fiafthed Mological
Frochet and fere operations shewld olve be capiured wider
ihiy  section, wheee appropeiate, Hhere e authorined
aperafions alte fnclude manufocrure of the finished dorage
Jorm for the biological praduct then the relevanr devage form
showld also  be selecied  on ke lideare jeg 1112

Lyophilisatex),

Hlvad products

This cawegory should be seiecred where there are processing
aperalioas  penformed tn refiion fo bialogical producrs
cantairing on golive substance Bolared from Mood  Examples
af swch produces dneliede albumin, plasmn Factor VI or
fmmurogliohuling which ore isolated from Mood The
procesung af Facter VI which Is miaswfirctured wring o
diofechnology method would mor be inctied in iy cavegory

formraclopical producis

This potegory should be seleciod whers thers aee pracesting
cpwralions cavvied out 1 relation fo manyfoinre of biologice!
producty which have on immunological mode of aetion fig
wareimes),

Cell theropny producss
Thiy caiegovy thould be selected where ihere are processing
eperaiions carvied awl i relation fo the mamfaciere of celf

fherapy products,
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1.3, L6 Mpenspari, excrparesas 1 rexims mogmim oo
TP
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TEApHaI
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Crend ey products

Thir category shaulil be selocted where there are processing
cperations carried owd in relation fo e mangfboie of pene
dhigrapn preocucis,

Siwtechnmlomgy procucts

Bictechnology  includes the wre of genstically medified
mammalian cally or milero-crganiims, fe.g bacterta or yeasis),
or hictogical sbaiances (eg ennmmesl v ihe maniiBeine o
divtagicel products. This caregery should be selecied whare
frev are procesring operaiions carefed out in selation to the
mrnigfctiee of biolagicel products wiing Motechrology,

Hunran ve amlsial extracted produci

Thix cotegory should be selected where processing steps ave
earried owl in relation fo te mengfrciee o o blologicol
procict conigiving active subsiances derived from human or
onimel sopeces feells, Hesues, flwide), wich the exception of
Pl ivend,

Tixsor wngineered prodec

Thir category shoald by selecied where processing sieps are
careied awf i Fedarion o the marafacrure of Mimme e ineered
Prowicis

Chier bivlogical medicing! progdueis (specifiy

Thiz categary shauld be selected where processing steps are
earried anl i relmtian to mengaciee of o MNological produc
whick faciuder o biolopical aciive substance whicl does e
fmia fie e o

1.5.0.1 Blood progucts

L3123 Immunabigical products

1.3.1.3 Cell therapy praducts

1.3.1.4 Gena thetapy products

1.3.1.5 Bimechnology producis

1316 Human or animal extracted produocts

1.2.1.7 Tissns engineered products

1.3.1.8 Ober binlogical medicinal products <free text =

1.3.2 Buich certification (list of produsst tvpes)

{Thiz section should be completed with regard to final QP
certificonion of the fnivhed dosage form o a bivlogical
product. Enteies shiuld alvo be mode wider §.0, 3 or 1,23, a8
apprapriaie, o reflect the type of dosage form Being cartlfad).

1.3.2.1 Blood produects

1.3.2.2 Immumnological products

1.3:2.3 Cell therapy producls

1.3.2.4 Gene thempy prodiocs

I.3.2.5 Blotschnobagy products

I.3.2.6 Haman or snimal cxiracted proshecs

[.3.2.7 Tissue efigineered prociscts

|.3. 2.8 Oher binlogical medicingl products <fres text >

L4 Other products or precessing activity

fWore! whiry 3 nonyfaciirer carres oul proceising seps in
relaiion to herbal or homovoparkic devape foroy (e johlec)
ther ifere shonkd be i entry for the rélevans dotage form
rrctions I.! fo 12| fn addiion jo the ewiry in the seciion
below, Wive the facility & only awlhorized for manfactiring
cperativas in relation o herbal or homoeopathie prodies
then a clarifiing remark fwheebal products ey or
whomadepathic produets anlysh should be included fa relation
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to the dorage forms ¢ manufacturing operation auihorized on
rhe fioerse).

I.4.1 Munufacture of!

1.4.1,1 Heshal products

1.4.1.2 Homeeopathic products
1.4.1.3 Oibes <Hree tekt >

142 Sterilization of petive sebstomcesiexcipieni’fintshed
i=]

ﬁ, section i@ faremded fa be compleied where  fhess
itevilizalion oolfvities are mot corriod out oy pot o e
mmaciwee of G dosage form, for exampde; whem ol
mpnEeieer it o conlracl sterilizonion fociliny performing
gamwa  ieeodiation  of producd on  behalf af other
marmyfacirers),

1.4.2.1 Filiraghon

1.4.2.2 Dy bead

1.4.2.3 Molst hen

1.4.2.4 Chemical

1.4.2.5 Gamma Irradiation
14,06 Electron beam

1.4.3 Dthers <free text>

{Eramples of acrivities i b lisved under 4.3 - Rovage ' (for
examyie “storage” would be included here where g site: amly
carries oul baick cerlification and sorage of medicinal
proviucts).

1.5 Packanging

141 Primary packing

(Primary pocking of & sierile product v ke ol being
mefuded ar part of the peacesting operaiions covered ader
receian!_{ i relation ro sierlle producis unless @ conmmend ta
the pearary ir entered in e clarifving remoeks i eelotian o

the particalor dozage farm)

1.5.1.1 Cop=ales, hard shell

1.5.1.2 Capales, soft shell

1.5.1.3 Chewing gums

1.5.1.4 Impregaated matrices

1.5 Liquids for enterrsal uss

I 6 Liguids for intemal zse

1.7 Medicinal guses

1.8 Other selid dosage forms
5 Pressurived preparations
L] delnnm:l!d!n!ﬂﬂm

|
L.
I
1.12 Suppositories
1.
L.
i
1.

14 Transdermal pubches
15 Incraruminal devices

. &
5,
ik
5,
Lk
5,
4
.
Ll
i
5.1, 16 Ocher non-sierile medisinal prochicts <fnee jest >

1
1:
I.
L.
I.
I.
1
]
L.
I
I
I,

{Examples off acivities o be coprured under 15116 aOtfer
non=rierife medicinnl productis; [ ihe momglecimrer careies
ot primary packing bt nel the acrued mangfaenee of a
dosape form whick  seleegeently  wndergoes  lerming
sterilizmiton, @ shovement m below slhowd be emiered wader
& Ciber mpn-rierile medicimal peaduciee L5 11T

« Primary packing of {mame of dosage form) which undergoes
Ierntinal srerifizations]

[.5.2. Secandary packing

{Where secondary pockaging iv anhorized il i wideeiood (o
appdy 1o all dosage foems wnlesr otherwise specified in the
elarifidrng renarke)
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L Cruallty contral testing
{Where Duality Contral 1esfing & carefed ould m the zite then
authorized colpgaries of esting showld be idearfiea bedme)

16,1 Microbiologicol: slerility

1.6:2 Microbiokogical: noa-sterility

1.6.3 ChemicalPhysicxl

1,64 Rinlngical

2. MANUFACTURING OPERATIONS -
2.1 Manufacture of Active Subsiance

by Chemical Synthesis

2.0 Manufacture of active substance ivermediates
2.1.2 Manulaceure of crude nctive subsinnog

2,13 Salt formntion ! Purification steps | <free text={e.p
crystzllization)

1. 1.4 Qther =<free text>

1.2 Extraction of Active Substance from Matural Sources
1.1 ) Exfraction of sabdglsnce fram plant source

1,22 Extroction of sabstamce from animal source

2.1.3 Eatraction of substance from human source

1,24 Extroction of sabstence from mineral source

1.1 3 Modificatlon of extracied subsiance <specify soiree >
2246 Punficwion of extracied substmee <specify source >
127 Onher <free sext>

2.3 Manufacture of Active Substance wiing Biological
Frocesses

1.3.1 Fermentatian

2.3.2 Cell Culture <specify cell type™ |e.g mammalzm |
bacterinlj

2.3.3 I=olation / Purification

2.3.4 Modificamion

2.3.3 Oaher <firee texi=

1.4 Manufacture of sterile pctive substunce (sections 1.1, 1.2,
1.3 to be completed s applicable)

14,1 Azeptically prepared
242 Terminally sresilized

1.5 Genernl Finishing Steps
251 Physical processing steps < specify = (e.g, drying,
milling  mlcronizakon, sieving)
152 Primary Packaging (encloging [/ Sealing the active
substance within o packaging maserial which is i direet
coalaet with the sshsianee)
153 Secondary Packnping (placing the sealed primary
packnpe within as outer peckaging ealesial of container. This
also includes amy lobelling of the muterial which could be used
for identification or traceability (b0 aumberieg) of the active
subsiance)
2.5.4 Onheer =<free text= (for operations not described nbave)

2.6 Quulity Contrel Testing

26,1 Physienl ¢ Chemical testing

2.4.2 Mierobiologics] testing (excluding steriflty vesting)
24,3 Microbiclegical testing { inchading sierility 1esting)
2.6.4 Blalogical Tesing
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JSTORAGE
!IStmng:nflﬁnnhﬂdpmdwdﬂ
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of clinical trials
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{Faill Nermet)

Information aboul contract manufacturers of
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Information about contract laboratories fname,
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Remarks. Any restrictions or clarifying remarks related to
il seope of this Heense:

e s number of the order about decision making
about issue of the Annex Mo,
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Hoparok 10

no JTlinensifHIX YMOB NPOBaKEHHA
rocnogapcbyol JisnsHoCT
BHPOGHHITEA NiKapchkix 3acobis,
ONTOBOI TA po3apiGHOT Topriani
NiKAPCEKUME 3acobanmu, iIMoopTy
NKapCEKHX 3acoBiB (KpiM aKTHBHEX
(apMaleBTHYHNX IHTPEIIcHTIB)

Hatimenysannn opzauy siyensyeanii

JAOIJATOK Me 10 JIEH3
Ha [POBAEEHHA rocnoaapeskol finasnocTi
¥ IMnopTy gikapeskux sacofis (kpiv akTHBHHX dapManesTraEnx inrpegicnria)

Crpok aif ainensii 3

I. 3ATA/IBHA ITHROPMAIIA

Haiimenyeanag cyh’ekra rocnoiaplosanmug

Micmernaxomeenng

1. TH®OPMALILH PO IIHEIBHICTD 3 IMIIOPTY JIKAPCBEHX 3ACOEIR
(it poadin sancewocmscn iR sxowowero oxpeMoso MICYR nposedacennd daaskocmi (DO KooCHORD ALK
ApOSaONCEHIR AMRABROCT, SKe HATOUMLCT 30 ivtuowe adpecon))

HalimenyBaHHA €TPY KTY pHOTo niaposaiay

Aapeea crpyrTyproro niapoyiiay (anpeca micus nposamaenns NinLHOCTI)

3a aapecow erpywryprore niipoanlay RAsRHI frecfividee s

CKIAICHK] 30HH (npuMitnenns 1 sfepirantu)

30HH KOHTPOTE AKOCT

SOHH YIACHEHRR BROAY J03R00Y Ha BHITYCK [pea.nizmiif:} cepil nixapcskoro acofy

Tun npony s uii, o iunnmmen (uofividne Jaauuwnmpy):

[MTopT 3apeecTpOBAHNK TOTOBHX NiKapchkix 1acobin

[MriopT sapeccTposanmx nikapeskux sacobis v dopyi in bulk (mpoayiuii in bulk)

[HIna QIANEHICTE 3 iMILOPTY Nikapchkux sacobis
(Gyab-axa iHWA JisTEHICTS He 3a304eH BIme)

O

e paavavim, v pas nassvocmi)
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M. MNEPEJIK JIKAPChKHX 3ACOGIE, SKI IMIIOPTYIOThCH HA TEPHTOPIH)

YEPAIITH
Eﬁ, Indopmania npo aikapessmii sacib Homep
: : - peccrpaniinono
Topropeatma | gopma | aoda glieof pewonuni | KUEKICTE | poenjquenna u
HAIBA BHMYCKY | b kowmiii oommmmi | opmmnOe B Ywpatui
ynaxonni
| 2 3 4 5 f

IV. OCOBJTHEI ¥MOBH NMPOBAIAKEHHH AIHIBHOCTL

Inopmanis mono YnoBHOBGEEHNX 0¢il fGasmavacnbes oxpens Jut soveunl Yoo peawcenol ocobu)

[Ipiasmme, iM’a Ta no GaThKOB
YnosrosaxeHo! ocobw

Hara v HoMep Hakasy npo OpuiHATTA PlTCHEA MO0 BRIAY] tonaTer Ne

mocada, nptzenmye, v ‘A ma ne Gameroal, nidnre atdneeldanol ooofa

ML

_ IRfpopMELIN TAIHAUAECTRCH ¥ BEPAHLOMY KOAOHTHTY KOMHOT CTOPIHKN DOJaTKS 10 AineHsil

T ¥ AREHEOMY KONOHTHTYRI KoRHOT CTORIHEH A0GATKE 00 AIUSIEIT, KPIM OCTARKEDT CTOPITHKH, MM TRCE MOCA IR,
nplaEEnge, e, o SaTLKoal Ti NLAMHE BionoinaTekol ocode, ML Howep CTOPIAKH T2 IATAARHE KINLKICTS CTOPIMOK
JEEHIYRMHTECA B HAHBOMY KCAOHTHTYN kool cTopinks aoaaTia oo niue s



Homatok 11

o Jlinensiifinnx yMos
NIPOBATKEHHA

rocrofapckkol QiAIBHOCT] 3
BHpOOHHITES JiKapCcLKHX 3ac00iB,
ONTORO, PO3APIOHO! TOPTiBIi
NikapchEHMH 3acobamMy, iMmopTy
MiKapchKHX 3aco0iB (KpiM aKTHBHHX
dapMaleBTHYHIX INTPENICHTIB)

[HAPEHY BAFAE OPCIEY AILCHIYBONIE)
JANBA
npo BHECCHHA 10 CIHHOT0 ACpRABHOTD PEccTpy pmHnx ocid Ta dizwannx ocib
- nianpacvuin sixomocreii npo micus nposaGEenns rocnoaapes kKol AiRasROCTI 3
sHpobHNUTEa (BRTOTOBACHHE) JiKapeskux 3acobis B ymosax anvexn, onTosol, pozapifnol
Toprisai Alkapeskns 3acolfavn

Jliuensiar:

(PP RAARE, MESUISIREXOTESHEE el oecdfi)

(npianeame, i A To oo fereeosi cepinamEn KpsansEnT ooodn

{npizgHae, iM°A T3 10 Sarekoel @IsET 0colH - nianpeodca)

[Cepis, somsp TRENOPTA, IATA e,

CIfFas, 10 SHIA0 MACHT, MiSug npisEnEmma)

Homep renedony: Anpeca enexTpoHHOI MOLITH:

Peccrpauifinnii HoMep o0NiKoBOT KAPTKH NIaTHHKA
nonarkis (ans diznunoi ocobn - mianmpremMg)*:

[nerTndikaniiinuil ko ppHIHIHOT ocobu:

Bra rocnonapeskoi DiAnsHOCTI,
Ha AKy OyN10 BHAAHO JleH3i0

Jlara sraaui i cepis, HoMep (3a HagBHOCTI) MiUeH3il:

Mpowy srecTd 10 €AHHONO JepixaBHOTO peccTpy OpHIHYHKX ocif Ta dizwunnx ocif -
MANPHEMIIE BITOMOCT] TPO MICIHA NMPOBAIKEHHA BHIY TOCNONApCesKOl NIANBHOCTI, HA AKWH
OTPHMAHO JIHCH30, a caMe;

| Micue npoBamkenHy AJipeca MicUA NpORTKEHHN Bua rocrionapesxol QiRnsHocTi,
rocTofapeskoi JismsHoeTi ** rocronapeskol AisasHoCTi (innexe, HKCH MOME 3IHCHIOBETICE 38
obnacTe, paffon, micTo/cennme BLAMIOBIAHAM MICIICM
MICEKOTO THITY/ IO/ CeTHLILE, NPOBATHEHAR MIATBHOCTI
N BVITHILE, BY ANHOK 100 )




[Iponommenna goaarsa |1

Mpotny 3a Micuem(AMH) MPOBAKEHHA FOCNOAAPCHKOT MIATLHOCTI, 3a3HaucHuM{HMH) ¥
i 38981, MTPOBECTH NEPERIPKY:

HaABHOCTI MaTepianbHO-TeXHiYHOT fasH, keanidikauil nepeconany [
YMOB 00 KOHTPOMIO 34 AKICTH NIKapCEKHX 3acobis, Mo BHPOBARTHMYTECA ]

Tpo pimeHns, MPpUITHATE 38 PE3YABTATAMH POITAALY WiE] 30481 NOBITOMHTH:

HapOTHO
MOWTOBHM BIINPARTEHHAM 32 MICIEIHAXOLKEHHAM/MICIIEM TPOMHBAHHA

B ENEKTPOHHOMY BHIIIIL

0o0on

{mocana oceliL WS HUSANA INEEY ) [FHTRTESS (ripdanEues, is' e, B0 GaTLEOnk)
g L 20 poky
Jlara i noMep peceTpauil Jassn " " 20__ poky Ne
{moeaxs aool, aka MpuHELEs By} {igmnmc) (imiuiasn, mpimmene}

il i 2!}_ Fﬂﬂ}'

* Max diswares ocid, nxi vepes cool penirifibl nepekoRAHAR SIIMOBTAKTECA Pl OPHANATTN PEECTPANIANOTO HOMEPD
ofaikopoi KAPTER NJaTHRES nogarkis @ odiuifiso nosizomsin npo ¢ elanoRigwEfl OpraH, WO peAAKYYE BEpURABHY
MOJATECEY NOAETHEY, | MIOTE BIOMITEY ¥ HRCO0PT], - Cepis T4 HOMCP [ECHOpTa,

VAN TECA:

R supoGHATEa (ERroTomRAeHMA) AfkapchkiX aacolin B YMOBAN ANTEKN: AnTeRd i1 JmHEMEHASM T HoMepy,
HEfiMeHyBanis {30 HaIBHOCTI);

ans orrosol ToprieT AiEaposkMME IRCoaAM; AnTedHHA crnan (Gaxa) i3 manacHEEN BOre HOMEDY, HaFfbe Y
(32 ManamocTi) Jnradkbol ILOUL, Ta M0 EHpOOHHYI NPHMINEHE;

i poanpifeol Toprinmi mixapeskdMe sacofamp: anrexs 13 sanavenaa 1 sosepy, Bnfiseysami (32 HAGRHOCT),
arreuEnl oyHET D sonmeeniEy RO HOMepy, HARMOHVBAMEA (10 HANEHOCTI), HOMEPY T@ HAAMEHYBEHHA (38 RERBROCTL)
RITTEEH, CTPYETYPHIM HiIpo3ginos srol sk €, MiKyeanuHo-npodLIRKTHYHON JAKNATY, ¥ AKOMY Bil posTamosand,
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no Jlinensifionx ymMoB
MpORaLKeHHS

rOCHOAaPCEKO] AiILHOCTI
BMPOOHMLTEA TIKAPCLKMX 3ac001B,
OMTOBOI Ta Po3ApiBHOT TOpriEi
NiKAPCEKHMH 3acobamMH, IMIOpPTY
MKApCEKHX 3aco0iB (KpiM aKTHBHIX
(hapMaleBTHHHHX (HTPELIEHTIB)

[FAFMEITY DREHA OPTARY NUCHIVEISIAA)

JAHBA
npo BHecenns 10 EQRHOTD JepRABHOI0 PEceTpy WpHangnux ocid Ta giamunnx
ocib - nianpueMuiB BLIOMOCTEH NPo MicUR NPOBAKEeHHA MOCNoaapeLKol
AignsHocTi 3 BHPODHHUTEA AiKapesLKNX 3acobis

Jlinenziar (RafiMcHYBAHHA W0DHINHEHOT 0C00H?)

MicteIHaxomKeHHA OPHINTHOL oco0n

[115 kepisrnka oprInHOT ocobn

T1IE isnsroi ocoln — MTpHEMILA

Opranizaniifno-npasopa gopaa

[ genradicaniiinmt koo opamTmol ocobn

Konrakmna inbopaanis

Hostep Tenediosy: | Homep dizkcy: I
E-mail:
| JlokyMent, mo sacsimave Gisdany ocoly — mmpreMis
Cepia nacmogpra: | Howsep nacnopra!
|
JlaTa namani: | Opram, o suans naonopt:

Micue nposmsanni [ dhizwynol ocobl — nianpuemia)

Peectputifinnft Homep oBnikopo] KIPTHI MISTHIKE NoTaTKIA**

Jara nugavi i cepin, HoMep (33 HAABHOCTH) MineRaii:

[pomy BrecTs A0 EANHOTY ACPKABHOTG DECCTPY WPRARTARX ocid Ta dimmmmnx ocif -
HLIIpHEMIIE BidoMocTi npo Micus NPOSALKEHHE LTy rocnogapeskol giwasnocti, wa wKni
OTpHMAHO dinenzin 3 pupolnunrea Jikapesknx acobin, a came;

AJipeca MICUA NPOBLUKEHHR QIANLHOCTL

Address of manufacturing location
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Ea._ : m ¢ = mm. - R .-.- i o I‘&mﬂm“"‘ . E m';i::

EHPODHIL ZUTEHML 3 Mepenikos JiEapeskuy Gops®

MK EOHTPONR AROCTI E
CRABICLET BOHH (NPUMInEHES 18 15epirasas)

I0HH ITIACHOHHR BANAYT I03B0TY HA BHITYCK Alkapersny sacobis E

*Hepenix gikapeskux GopM T8 BHPOGHIE un:pamﬁ, Axi aannanosani Lo ﬂpﬂﬁmaa 38 TMEBHNM
MiclleM NPOBDKEHHS JIANBROCT] Ta noTpebyIoTh NileHIVBAHAT

1

LLT Acenmieaise wwrerroanesi {mapodieni onepsil 108 BerynEHs BlEpeienx pops)
LE LT Manem B ymaeosknx penprora off'ody

1.1 12 Mhodinbars

LE L3 M 'umi

1114 Pimim 8 ynasosknx wanoro of'ody

LLLS f&tp.m:n IPACLTARITILTTH

LE L& D sterrmand SHromoeneRi npoayTi (Sx1HasHTH)

1.2 Wa nipzmorcs sisugeil creprnizonil (supofumd coepai wom sscryomms alaposens dopy}
AL Pianmm B yIEKOBKEY BEARkoro of ey

132 M

L2, Pignim b yOekCBRES, Matoro of oy

1.01.2.4. Teepai T iMpnasmare

LEZS, Lieni mponywmee, mo ninasmorees kineslll crepinianl (aonaums

1.L3. Cepreddsazin cepil

1.2 Hecrepwasui npogysti

121, Hectepmnasan npoaysts (eupofind onepaull 1 necrymmmx sicapessux fopse)
1L2.1,0, Kencymn, Teepai

L2112 Kanoymu, M'ski

L2 13 Mymanuni rysm

P2 14, lumpernananl Marpuici

E2LLE Fiamien 18 S0ESHITTIR-00D 19CTOCY A

L2006 Pinmen ek peyTpluisord saerosyuan

1.2 1.7, Meansn ros

L2LE Douni meepo vicspeeed dopade

L2, 1.9 [pensporn nia Trekos

12,010, Feneparopn pazlowyealols

8 I8 BT

12112, C}mnmnpﬂ'

2013, Tafwern

1L.2.1.14, Tpancacpvaaiii noactspd

L2115, Crosoroios e n.r]'rq;l'nnu

L2116 Do siecrepunnil nikspenkd scnbi (ansmmma)

L22, Ceprmdpinmziin cepifl

L3, Bisorivni gisapekkl 1scobi

.31, Bipaorivyni nikaperki ool

L5311 Mpenapary sponi

1.3, 1.2, Inyeodiomorissl nlkapouel aacain
[.3.1.3. Jliknpeexi ancoba pnimmmal Tapantd

L3014, Nikapeesd sacodn revmad Tepanil

L3 1.5 Bloresnnnoriswd viespessl aacoda

I3 1.6 Mpenapary, excrparonali 3 TEAMG T0asmEE o TEapHN
LY LT Mixapcewi ancodn Teasbeod iHsenepdl

I.1.08. Lol Sioaorwd sicepens ancoda {13

132 Cepraixnins cepit {mepesix)

1321, I'Irm'rq:.nu KpoE|

L322 IseviooBlooorian il ancod

1.3.23, Miwapeouki sneoda Enirnzod vepanid
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1.3.24, Nigapesri ancofi reimmd repanii

L3235, Blomexponoriunl nikapeud sscadn

1326 Npenapari, cRCTRAMOERE 1 TRS N SKasEe 350 Teapmm
1327, Mikapeuki aacabu TensmERE0T i1|;.;-|:|-|q;||'|'

1328, L Glonoriael nkapensd aacodia (1amaemmm)

LA, Inuinl mpogysTa aba gHpobimn JieienicT.
.41, Bupofimirea:

1.4.1, 1. TipoayeT 3 pocmsERn] CHprRHN

1.4.1.1 Fomeangriydl mpenapary

1413, Imimi {3asnawere)

1.4.2 Crepiniaanls aETenemns pesosien 1o 0om b pesomas roronod npysoii
1421, dimrpanls

1,422, Cyxookaposa crepAnisiia

1.4.2.3. Crepunisanis napos

1,434, Ximiunn

1.4.2.5. [Mestn-migiposdinonani

1.4 2.6, Epesrponn=nposvesnesa

1,43, Do (3mmmonma)

L5 Tnsymonrm

LA.1, Nepmmme meynenmna

1511 Kancyan, respal

1.5 1.2 Kancyan, M axi

L33 Wypaaeni rywm

1.5 14, Ivnpernossail wempaui

L5.1.5, Piamsie na a0aii minsorn sSeeTicy BRHEE
1L.5.1.5 Piﬂ.HHH.ﬂ,I‘l.l -l.}"q:imlll..m'u IRCTOCYRAHHE
1.5.1.7, Meawyni raan

1.5 1.8, Inml Teepal nikapousl gsopss

LE.1.9. Mpenapars nin THcos

LE LI Cemspartopn probosictiain

L3101, M axi

L5.1, 1 Cynnarropif

L3113, Tafacten

L5114, Tpascsepamasaii nnmpi

L5105 Crosssmosor|anl mareplazy

L5106, linud pesrepaaan siksicssi a0eodH (30HIMHTH)

1.2, Bropumie maxyssm

L. [TpoBeneiin aniipofyaans B pasERT KOTR0IN HROCT]
Liv 1. MikpoGionsruni; crepunssicrs

162, Mikpoficaormai: mixpoflonorine mmeror

L6353, iz ximianl

6.4, hiososiuai

| 2 BAPOBHIYI OTIEPALIT - AKTHBHI GAPMALEETHYHI IHTPEXIEHTH |
L1 Bupofiumurmo sgrwancd peyapEann @A SiMiimors cuatey
2,11 Bupodamimed aETHEIENN MROMisIies pedanii
2.1.2 Bupofuare peoinmeners arthsior gupsanestaaiorg inrpeniomy
213 Comeyronpenis { oruumemis; (JA3ENHTA]) (HANPHEARL KpHeTanlsald)
2,04 [vmi [sanausTa)

L1 Orpusmatss akHaHore dépaauesTHore irpericamy 3 npHpoTHig HEepes
2.1 Chpasemnis pesoENIN 3 pocminl

2.1.3 Oipassmnin pesomom 3 THREHIE

2.1.3 Chipeseanels Pes0sHHA 3 DOCEEOND JEcpens

L. 24 OTpHMRIHA PESOBIIR 3 MIIEPATMIOTD THEPENR

115 Monwisnsia orpastancd pesousn (3amsumy DEepeno |

2.2.6 Oopmenies oTRHMAHDT PESORHIN (IASRSHTI TREpes)

227 lmime [manmumi)

23 BanpolH i Tam astAnmors (i pruenT s mrpealony 1 BuEseT i Slesortnng npouecin
2.5.1 Depoietitanis
232 KyanTypa KEAITHH (IR38HTH TR kaiTaE] (sanpaeaaa, ceopoin | Gasmepiansi)
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2,13 Buainemm / Cammenas
234 Momuehikanis
2.3.% limue (ramm=uare)

1.4 Bupefunumeo crepaasnor arTHonors Ga puinenTunners infpedicHTy (polaione 1.1, 3.2, 1.3, 1anoBink0TheR 34
weshzignier )

241 AsenTHYID BHIOTORISHI

2.4.2 Mpenapara, U NLOSWHTLEA Kinoenil crepaasanl

1.5 Cryneni anrsawnol obpoden

2,51 Crymeni drizwuns obpobn { R}

{(HanpHEny, cyndmm, noopifpemns / sispeidaule, npociomsma}

2.5.2 Teppame naxynasin (IBKYTICHODOHER | FEpseTIIanis BICTHELOET GEPIEERTHYHDTD [ITPELICITY BAEYBLIRHHM MATERILM,
AR SHAROIHTLCA D MPAMOMY EDITACT 3 POBOBHHDS)

2.5.3 Broprime nixyiaHAR (poasienER FEpsMeTRIG] nepEaiiiol YIAKOBKN BESPEANIE I0RIHILOTD NaRyBI0D Mamspiany &io
wonmednepy, Lis Takcok mouisr @ code Sy 0s-axe Maprysanms morepiary ans isimadikonil 060 npeceynasoeTi (HyMEpaLs
CEpIL} ETIEBHAND GAPRAEFTHUR FpedkciTy)

244 Inme (apmmre ) Lans odepall, fe onscEnmHx nee)

L6, Tipomeneiong BAnpedyEalb B PIMERY KERTPRTI0 WKUCT|

26,1 @izmilwisivod annpolysama

2,62 Mizpeblomorisui sunpodyaanny {pegansaoiH BENPoGYBaiE CTeprIRIDCTI]
2.6,3, Mixpofifanarise snnpofyBainiE {BETHMaETH nanpofymune CTepamiocT)
2.6.4. Biosorisni penpelysanng

3 3BEPITAHTIA

1.1 SGepirunn roToso] npagyeall
1.2 I6epirmnne clapanHin
3.3 A6epiranas uomepianin
| 4 BHPOEHHIITBO IOCLGKYBAHIX JTIKAPChbRHX 3ACOBIB

4.1, Bapodunureo aikapcssns mncodin anx L L, I dass kainisme socvizeeis

Tako® Npomy BHECTH IMINH ¥ JORATOK 0 TUEH3IT frrwauaensc ¥ pasi neoBxiduocmi anecennst i
v dodamor do miyewsi [nopsajin we mompebye asecenss o Cduoxy MEpICaRNOID PEECMpY DpudwNANE ool ma
himpywur ocil - midwpueuyls aidosocmen);

OSo8EARL Y NOBH HpORSDREHHE  Special conditions for conducting of activity
NiseHOCTI i e . Il = : —
Indopuanis mogo YnosHosREeHNX OCIG ' Information about an Qualified Persons
misy 250 _{Fuli Name) iEY. =
| |
Indpopaania o0 KORTPAKTHAX BHPOGHHKIS Information about contract manufacturers of
NIKAPCHENY 3aC001B (naiiveiyami, medicines (name, address and location of aciiviries)
| MICHERATHERCEHNR 510 MICHE APCEINCENNR ' :
| digdenacmd) Tl fege & |

..lg@pmaujamnp KOHTPAKTHHX Information about contract laboratories faame,

| naBopaTOpii (e, AlcENTIOdaEN MR address and loearion of activities)

| ma slcye nposaleceRns tiRaHocm Eer] _
||

HNogaTeoes iIRPOPMALIA Samavacmoan riyessianas y pasi neobridwocmi):
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mﬁmuwmm Mﬁﬁi!,munupuﬁmmrjm |
1 Gk OTPHMATH JONATOK 20 Niuerii: |

=

~ Tlpo pitischies, upulisiaTe 3a PesybTaTANI POITIIULY WiEl 30K6H, MPOUTY NOBLIONMTH: |
 HBpOHHO | 0 |
MOETOBHM HIII.II!H.I.IHH}IHJII 12 MICUEIHAXOTHEHRDL MicleM PORHARHAL ; D |
B EJCKTPOHHOMY BHTIATI | E] |

Kepinnik 3a98HUEL
afio divieuna ocoba -

niAnpREMETE {mizmse) : (imiziams, npiseime)
(L] n m- WH

(mocann ocodH, aKE NpUARLTE 3288y ) (ALEneE) {LMELLR N, TRiTBHIDE)
L] ii Eu_ Wx}r

* 3igsin 3 R HMNE COHIETD DEFEREHOTD POCCTRY KRS HIED ool T8 daanim ol - nnnpieewiis

“* Jlan it oif, ani sepen caud penirifit oTpaRaniHIg BUMIIROTICE KU NplANETTS poecTpamilinnee wesespn ofinikosol xap s
PUIATHHESR MOEITIEL T8 oriifmn Nosiacssini (P e BLORosimne opres, wo pranisye Scpsasly FOGATEORY NONITHEY, | METh RAMITRY ¥ NBLTpPTL, -
CEpE TH HOSIED A NOPTR
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o JliuensiifiHax YMOB
NpoBATAKEHHA

FOCMOAARCEKO] AisIBHOCTI
BHPOGHMLITEA TiKAPCHKHX 3ac00IB,
omToroi Ta poanpibuoi Topriam
nikapeeKUME 3acobaMH, IMIIOPTY
mikapehkX 3ac06is (KpIM aKTHBHHX
thapMALLEBTHHHIX iHrpeaieHTin)

{1yl GRCETY ANy e

JAABA
npo pHecennd 10 E1HROTO AEPRABHOID peccTpy IOPHANTHNE ocih Ta dizmanux
0¢if - nianpremuis pigoMocTei NPO MicUs NPOBA/KEHNA rocnogapes Kol
pisabEocTi 3 iMnopTy Jikapeskix 3acobin
(kpim akTHBANX GapManeBTHIHHX iHrpenicaTin)

L. Zaraasna indopmanis

Titensiar (saiiMenynans WpaLrHol ocoin)

MichesHAXOTKEHHI HPRIHTHOT DCODH

TIIB kepisHEEA pHARTHOT 0codH

[11E dizwunol ocobn — NiITPHEMIL

Opragisauiiiso-Npasosa GopMa

Lnenrudisamiitnni koI wprangHOL ocobi

Konrakman tRbopsMania

Homep Tenedomy: | Hosep thskey:

E-prail:

TlokyMelT, nig 3aceimuye piswuny ocoby - TANPHEMIA

Cepln nacnopTa: HoMep nacmopri:

Jlamn mani: Opran, wo BILE NacnopT:

Micue nposiBanns (118 diznmol ocobn — ML PREMILA)

Peeerpaniitinii HoMep ofiikoBol KAPTRH IIATHIKD nosarrin**

Jlara Buiasi | cepis, HoMep (33 HANBHOCT] ) AiLeHEIl:

Mpomy BHect Ao EIMHOT0 TEPHKABHOTD PeCCTpy WPIHIMTHIX oeid Ta piymamnx ocib -
nianpueruis Binomoerl npo micus npoBaTKennd BIAY roenofaperkol AiRasHocTl, Ha SKN
orpumano Jinensiio 3 iMNOPTY AIKAPCLKIX jacobis (kpim axkTesHEX  QapMANCETIIHEX
imrpeaicHTin, Micie NpoRA KT minALHOCTI, 3 caMe:
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Hafiserysanss CTpYKTYpHOro nigpoaainy (a6o safivesyBanH RpRIHYHoT ocobH)

AJipeca CTRYKTYPHOTD THAPOIIUY (Anpeca MicLA NPOBAUKEHHA nmmcrﬂ-'_i

HARBHI (smsname wenfclive):
CENAMCEK] 30HH (NpHMILEHHS 18 30epiranHs) |n|

YMORN KOHTPONE AKOCT]
J0HM 3AACHSHHA BHOAT I0IBOTY Ha BAMYyCK (peanizaniio) cepii nikapckroro sacoly

Taio NPOLULY BHECTH 3MiHH ¥ NONATOK N0 MIEHIT (2amavacmecs y past neofridnoomi auecenns i
v dodamow do sigenstt, Tugopseayie ve nompefive anecenns do Eduvaze depucasnoco pecempy opudise ocll ma
iz octl - nidnpresiyie aidoncemel).
THO TPOIYKLLIT, 10 TITAHYETEEH IMIOPTYBATH (3empuun weofividie).

[MnOpT 3apeccTPOBAHME TOTORKX NikKApChEHX 3aco0in = ]
IMmopT 3apeecTponarix Tixapessnx 3acobis ¥ dopui in bulk (npoxykuil in bulk) .|
Triors MATEHICTE 3 IMIOPTY MKAPCERIX 38c001A (Gy6-aKa I JHATRHICTE HE JASHANCHA BHLILE)

T (3a3Ha9ATH, ¥ pasi HARBHOCTI) =]

VaMOBH MO0 KORTPOMIIO 38 KICTIO MiKapehkHx dacobis, skl GYIYTL BBOIMTHCR HA TepHTOpi
Vepainn, Ta iAdopmanis mone YnorHosaenwx ocif (3aIRATICTECH OKPEMO AAA KOMHOT
VOOBEOBAKEHOT 0C00H) Gawavgemsca ¥ paii neoBXidnosmil execenni Jsin o0 dodamey ha giganailt

HadsHi YMOBH MOZ0 KOHTPONO 33 SKieTIO nikapeksux acolis, Axi GyayTe BBOIHTHCA n
| Ha TepHTOpio YrpaiHn
[locana
TTpitanime .
Im's
[To Garekobi
Ocsita;
Crax poborw 38
daxom:
IMiHa Mepeniky MiKapehrHX aucobis (8 | ] AOMAETLEA IMIHCHHI TepeTiK TKAPChEHY | O
TOMY WHCTI IBVHEHHA Nepeniky) sacobis arinno poaniny 11 8 kKiTkxocTi
cropiHok ***
ZONIOBHEHHN NEPETiKy MiKAPCHERK m| DONAETHCH JONOBHEHHE A0 MepeTiky 1
3acobis nikapeskmx 3acobin srimmo posainy Il s

Kinekocri cropisow ***

Jonatxosa iRQOpMANI (rawavaremses piyenzlamoy 3 pasl Necbxidroc):

Tpomy 3a Micles/MICOAME TPOBATKEHHA TOCNOAPCHKDT MNIBHOCT, Hid SAIHANCH] Y
Uil 3a%8i, TpoBCCTH NEpeRipiY MATepiATEHO-TeXRiNDT Dam, KEATIHIKURANOTO NEPCOHATY, &
TAKOM YMOB L1070 KOWIPOMO 32 AKICTIO Jikapenkmy 3aco0in, mo GYAyT: EROIATHCS HA n
TepHTOpio Yrpalan

Bacaio 0TPHMATH A0AATOK 1o diueHsil ¥ coocid:

Haspi o o
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"N 20 poxy
{nocasa ocofi, Axe NPRAHANE Ja8EY} {mlmnmc) (iuivtianm, mpizemme)
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a0 JlineasifiHNx YMOB ODpOBaKEHHA
rocnojapebKol AIANEHOCTI 3
BHPOOHHLITEA TiKAPCHKAX 3acobin,
ONTOBOI, po3ApibHol Toprisai
NiKapchKHMH 3ac0baMy, iMnopry
NiKapchKHX 3ac0o0iB (KpiM aKTHEHHX
thapMaleBTHYHHX IHTPENiEHTIB)

-[tlﬂ-ﬁj-lﬂ-l}-'BaHHH OpraHy TUeHIyBIHHA )

3ANBA
Ha nepeoopmaennn ninensii
Jlinensiar:

(iaimciyeaicid, sl CHeSBoTHEHER KRRy seolfu)

{mpdeanuee, ba'a Ta no Gemeknsl kepinmon wperyEel ocobu)

(npdsomize, iv'a Ta wo Gorekosl §iznsmol ool = mianprow)

[Cepig, IMIMED NMACTIONTY, A4TH BAIEYL,

P raE, WET B0 NaCnogT, MEALE NpoaHBAIDnE )

Homep renedony: Anpeca enexTPOHHOT MOMITHS

Peectpauifinuf Homep 00NIKOBOT KAPTKH MUIATHHKA
nojatkie (1na gizeyHol ocoln - manpueMug)®:

Lnenrudikauifingit Kon opHIMYHOT 0CO0H:

BHj rocnogapcsKol iasHOCTI,
HA RKY OYNO BHIAHO NOEH310

HNara eraayi i cepis, HoMep (3a HAABHOCTI) NilleH3iT:

Mpoury nepeodopMATH THEH3I0 ¥ 38'53KY 1

{mipcTaru}

[Nepenik IOKYMEHTIB, M0 AOAAIOTLCH A0 328K Npo nepeotopmileHAs Ninersii Ta
MATREPIKYIOTH HASRHICTL NifcTan s nepeodopMIeHHS MilleHsil:
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Kpim enextpoHHOro BHImagy Omxao oTpumari nepec(iopMiieHy JTineHsin Ha
MANEPOBOMY HOCTT
¥ cnociG:
HAPOUHO 0
.

MOWTOBAM BLINPABICHHAM 33 MiCUE3HaXOKEHHAM/MICIIEM MPOXHBAHHS

[Ipo piwenns, NpHIHATE 32 PE3VILTATAMH PO3rARAY WICT 34980 MOBITOMHTH:

HAPOTHO 1
TIOWITOBHM BLINPaBIEHHAM 33 MiCUEIHANOIHEHHAM/MICIIEM NPOKHBAHHA O

B CACKTPOHHOMY BHTIIS] A
{nocana ocolu, axa nogana 1aAey) {nimnme) {mpisenue, iM'8, N0 GaTLEOE)
3y 20 poxy

Hara i HoMep peecTpauii Jagen " " 20 poxy Ne
(rocana ocolbu, ska npuiinsng ol (mianme) (iniutane, npizemme)
HABY )
] L1 2“_ I:“}H}r

* Jas dizianex ook, aki uepes ceol penirifini NepeKoHAHHA BIOMOBNMIOTLCH Bid NPUINATTR peccTpRUiiHOMD
HoMepa olmikopo] KEPTKH NISTHHKR NOLATKID 18 odiniise nosiaoMum Mpo 118 BLIMOBAHHA Opran Jepaaniiot
NoaaTkoeel cayln | mawTs sigMiTky ¥ nacnopri, - cepia T HOMEp NACHOpET,
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a0 JlinensifiHux YMOB NpoBaKeHHA
ToCnonapchrol AANBHOCTI 3
BHPOOHHITEA MiKapckkHX 3acobis,
onToBol, pozapidHol Toprismi
NiKAPCHKHMH 3acobDaMH, IMIOpTY
nixapeernx 3acofie (KpiM aKTHBHIX
(hapMaLeBTHHHHX IHIPCAIEHTIR)

{HAHMEHYEAHHE Oprady NiUeHIYRAHHE)

3AMBA
Npo BHCCCHHE IMIH 10 €ONHOTN0 QEPEABHOTO PECCTRY WPHANTHIX o¢id Ta dimanx ocid -
nimpaemMuis ¥ 30’ @IKY i3 npunanennaM dinasroeTi 3 supofnnTea (BHroToBJICHHN)
MKAPCLKAX 3ac00in B YMOBAX ANTEKN, 0NTOBOT, poaapidHol Toprisas JikapesEuMn
3acobaMu 1a nepnnm mMiciem I npoBaKenna

TlinewnsiaT:

{naiiveHyBIHHA, MICUBIHENODRCHEA WPHIHMYROT 000bK)

(npizsrwe, iM% Ta no GaTEROB KEPIBHHKA PHANMAOT 0C0GH )

{npimn{m}: iM'A Ta e Gaterosl dusedHoT ocobE - MmpHeMLA)

{cepis, HOMEP NaCcNOpTa, BaTa RMOAYI,

OPTEH, WD BHIAE MACNOPT, MiCLE NPOERBAHAE)

Homep Tenedony: Anpecd enexTPOHHOT MOLWITH:

Peecrpauifinni Homep odniKoBOT KAPTKH NAATHHKA
nopatkis (ana gizatHol ocobi - mianpreMim)*:

InenTudikamifinmii Kol OpHARYHOT oco0u:

Bua rocnopapeskol giansHoCTI,
Ha AKY OYJI0 BHIAHO JNiLeH3i0

Hara sujadqi | HoMep (33 HASBHOCTI) MiueH3i:

[Tpomy eHecTH BiANOBIAHL 3MIHKM 00 EAHHONO JEPMABHONO PECCTPY IOPHIHYHAX OCid
Ta PUIMHHRK 0clh — NIANPHEMLIER ¥ 38'83KY 13 NIPHIHHEHHAM [iS1BHOCTI 32 HACTYITHHMHE
MICLLAMH NPOBaDKEHHA:

Micue nposaKeH A roCNoJapeEKol JISNEHOCTI ** AJipeca Micts NpoBAIEEHHS MOCHAAPCRET
IignsrocT (iHaeke, o0macTs, pafon,
MiCTO/CeMHINe MICREDTD THIV/CENo/canniILe,
BYITHLA, DYIHHOK TOMWO)
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[lpo punieHHs, NPHAHATE 38 Pe3YALTATAMH POIMALY UiCT Ja9BH NOBLIOMHATH;

HAPOYHO O
NOWTOBAM BiANPABNCHHAM 33 MICLE3HAXODKCHHAM/MICIIEM TPOXHBAHHA [
B ENEKTPOHHOMY BHIIIS/ [
{MOCAnA ooold, KA moaana (i arme) (npiassme, in's, no GaTeroai)
ALY )
n 2] 2']— Pﬂﬁ:}r
Mara i Homep peectpauii sasey " " 20 poxy Ne
_:Irb.!rl!m acnin, 128 npeARLS Jasmy | [ miamec) {iminianm, n'pi;numﬂ
mn m 2‘}_ Fﬂw

* Ml drsHuidx ocil, axi wepes ceol penirifini NEpeKoHAHAA BIAMOBNAHTECH BUI NPHAHATTA peccTpalifnor
HOMEPS 0GUTIROBOT KAPTKH TUTATHHEA MOSATKIE T2 ohiuiine nosinomuan npo ue BianosiTari opran aepwanHo
NOIATKOBOT YN | MAIOTL BiAMITEY ¥ NACNOPTI, - CEPIR Ta HOMEp NACNOpPTa.

%l RETLCE:

L supofHnuTe (pHroToBAEHHA) AlApchENX ncofiB B YMOBEX BNTCKH: ANTCKE (3 JaSHAYEHHAM T HOMopy,
B EHYBAHAR (38 HAABHOCTI),

AnR oot Toprinni Aikopcexmsn 3ecofasec anrevnnil cnag (Gaza) i3 3aaRaYeHHAM BOTO HOMEDY, HARMEHYRAMAR
{30 HAsBRCCTI), 3aransAcl nreni, Ta Moo BRped HIMHK TpEM IR,

1y poapifso] Toprisni nixapcessMs 38c0GAMIE ATTERS [ SAIHABCHHAM T HOMEpY, HARMEHYBAHIN (18 HaHBHOCTI),
AMTEEHNA TVHET (3 30Ha s Hore nomMepy, BAMeHYEAHES (30 HAABROCTI), HOMEpY T2 HaRMeRvEIsHA (38 HATBHOCT )
AITTEKH, CTRYETYPHEM miapoaninos srof Bid €, nikyRankio-npogLiaeTHYoro 1Enagy, ¥ AKosy Bid porTaisosanih,
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a0 Jlinensifinnx ymos
TPOBAIEHHS

FOCHONAPCEKD] JIAIBHOCT]
BHPOOHULTES TiKAPCEKHX 3acobin,
ONTOBOI Ta po3ApiOHOI Toprigmi
NiKapchKHMHE 3acobamu, IMOopTy
NKAPChKHX 3ac00in (KpiM aKTHBHHX
(hapMaleBTHYHHX IHMPelicHTIR)

_-[IJ.aIIH:LI}'hul:uu OEIEY miGeHTYBIOE)

FAHBA
npo BHeCEHHA 3Min 10 €1MHOrO AepiKkaBHOro PEECTPY WPHIHYHKX ocil Ta
iznaHX ocih - nianpuemuin y 318’ 93KY i3 npUOMEENHAM LiLALHOCT 3
BHpoGHNNTEA AiKApCLKHX 3ac00iB 3a HeBHAM MiceM NpoBaIKenna

Jlinensiar (HUIMCHYDAHEA IOPHARSHOI DCOGH®)

Micuesaaxoamennn wprIwyHol ocoli

I1b kepisanka oprarmol ocobn

1B dyisnsmol ocobu — nigupiesmis

Oprasisauifino-npasosa Gopma

Lnewmn pikamifinnil ko jopwmrsHol ocobu

KontasTaa indopaaris
| Howep rededony: | Homep daxcy:
E-mail; i
Joxysent, mo sachinuye glamany ocoby — nianpHesi
Cepla nacoopra: | Homep macnopra;
Huta asmayi: Oprus, Wwo BRARE NRCHOpT;

Micue nposusain (2na gisnssol ocofin — mianpaess)

Peccrpanifinuil Homep odnixonol KapTky nnaTHHEL MofaTKis™*

JiATa BRAATI | CEpiX, HOMEP (38 HANBHOCTI) NIHCH3IT:
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Hpomy suecrn sminn no Canporo gepaannoro PeCeTpyY WPHANYHAX ocit Ta dlamanux
ocid - nianpuesiis y 18°u3ky i3 npunusennsy Alannaocti 3 pupolunuTBa JiKapehknx tacobis
10 NEBHHM MICHEM TPOBAIKEHRN, 3 CAME:

Anpeca MiCUH NPOBATKEHNR NIRTLHOCT]
Address of manufacturing location

Iosra nixsiganis ninersiaToM NEBHOTO MICIH MPOBATKEHEY MATRHOCT]
{3a3HEETH npw HeofxianocTi)
3uymeHnn nepenixy BHPOGHAYMK onepanii

(3asnasmTs npn HeodxinnocTi)

(=

BRI Al BUPOTHUNIE BHEPNE mi, o I8Vacorhee)
1. BHPOEHHYI OMEPATI — MIKAPCBKI ®OPMH |
L1 Crepsinnei npegyiri
L1 Acerrrvrmo saroTorsend (swpodim| onepasit ans HECTYIRIHK AKOPCRRAN dopm)
Jil F'i_rum:u_i FENKOBRSY BENHEOND 360" Y

1
1
A Plowim n ymskoskax sanaro off oy
.15 Teepai Ta iMoamrmaimy

I-1.2 Lo mianawrees sinuenifl crepitiannil (spoGios anepauil o HECTYIIINN A RSCLENE. fioped]
F- 121 Plawin o ymamosesx seaneoro of oy

1122 M axi

LIS, Pinmm B ynoconen Mo of oy

1.1, 24, Toepai o anaumaTs

.1

LL5, T npoaycri, mun NiLamoTLCE kitgenif crepuabngil (xnam)
L L3, Céprndinnuis cepid

L.Z Heerepunuul nipaaysma

1.2.1. Heerepiunui npogysn (sapofinmi onepanit gy HOETYITHEN DECAPCLEY dhapu )
L2101, Ksncynm, reepisl

L2012, Kancyau, M aki

1113, Eynansai ryan

L2214, Immperisosani sarpyi

215 Plomr ies somios0n saeroeyseimm

L2116, Pinuim ans neytpitnngre 196rocvsasmg

1.2, 0.7, Menrrail rma

L2, L8, besd roepni aimpoued jopans

1219 Mpennpary mix Tiekom

1.L1.10, FenpepaTopy panioserlzis

[2.0.01, Mk

|2 L12, Cynosmropi

1.2.1.13. Tafimernn

LZ 114 Tpancoepaansil maneripd

LZ LG Crosaroiesiyn marepEnm

L2116, Lo mectepacaki nixopenki sacolin (asieymmi)

|.2.2, Cepruiikania cepii

1.3, Bivaorismi alkapessi sncofin
1.3.1. Bionorivni sieapenk aacofs
L.3.1.1, Npenapars xponi

1312, Imymobiosariai nikopoukl sseaby

1.3.1.3. Nixupesai nacofs snimmmol tepani

1.3 1.4 NMixxpesic ancobis el Tepanil

L.3.1.5. Biomesunooriund rikapeskd 3acofiu

LY L4, [penapary, exeTparossis 3 Thasmn mamimn abo TR
1.3.1.7, Jlisnpekki ssc06m ThsmipoT boceeni

1.3.1&, loii Gieaorivni nlkape aacobu (3asmauri)
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-2, Ceprwipixanla cepidl [nepenix)

b | Mpemaparn kposi

2.2, Iaywolionorive sikapes acodu

S5, Miwpend wacofi galtunnond Tepanif

2.4, Minupenki sacabn remol repanii

&8, Blorexnomorivni niknpeLk a0y

2.6, IlpeanpaTs, EKCTRATOBANE 3 TKREHE KT i THApEHNE
2.7, Jliknpessi sacobs teammino? inxemepl]

<28 lami Stomarisi nlkepessd ancofe (zamumrs)

Lk Ll Gk B

ad e ek

L4 Twmi mpoaysrs sfo spofinse sieasnbore
1.4.1. BupoSimoursn;

LAL L TIpomyarn 3 pocasimny cuposmm

1.4.1.2, Noseonariani npemapars

LAY Diun (ansmnsern)

14,2 CTepisisaiin asTHRmn penonsia Donosisbcims PesomHITOToROT tpoayxiil
1421, Diny

1.4.2.2, Cyoowaposs crepasizauls

1.4.2.3. Crepanizaniz Rapaw

1424, Xiaiuma

1425, Teuss-nanprslimosani

14268, Enexrpoomin-poseEeni

143 i (eansuaTid)

1.5, [agynanng

L5, L. ITepnmmie nasysaiis

1.5 1., Kancviw, respai

1502, Kamcynm, w'sxi

L5 L3, Byuanmai rywan

L3114, IMnpermosanl sarpii

L3 15, Pinmim 180 308 iameors Sactocynum
L5, L. Fiamin ame serympl tsisoro ncrooysasis
[.5.1.7. Mennumi raos

1.5 L8, i tnepai vivnpesed diopsae

L5 L9, Npennpari nig nieckom

LE LI Temeparop panisiyralals

LELIL Maxi

LEL12. Cynoauropil

L.3.1,13, Tofnerem

L.5.1.14. Tpancaspuansai noactupi

L5115, Crovmronariad swepias

L5116, lnsi necrepininl nkknpenki macofu {1aanasmy)

1.5.2, BropHsie aukynapps

L&, Tpesesenns nunpofiysabi & pasMssy RONTPRIN SK0CTi
16,1 MixpoStanrimi! crepunsnions

1.6.2. Mixpofosori=i: micpoBingorima sacror

a3, dizmynliolsim

.64, Bionoriymi

|2 BHPORHUYT ONEPALIT - AKTHBHI ®APMALEBTIIT T PEICHTH i
2.1 Bapolauuten nKTHEHGT (4U0snim maaLes LiMianoro CHITELY

201 Bupofine e aT e npomiam PG

2.1.2 BHpoGEHITE HECURIIERGD HKTHRIG lapsanenTHuRoro inrpeticiry

L3 ConeyTeopetion | oaimei: (1aasupma) (Ranpsici, KpHeTazisaing

214 Tl {2anmepmi)

1.1 Orrpuseasiii SKTHRANED i PABIENTHYRGMS InrpegionTy 3 npiposany mwepes
22,1 Crprmaiiies peyoplitl 3 pocing

2.2 (NpuMOiHE PeTDmEITT 3 TRAPHE

2.2.3 Dipeintsicia pesosinm 1 moiewense e peaa

I.14 Oupiusnmia pesosnim 3 MiNepRILHAN Sxepem

2.2.5 Moaspixaugia oTPHMUEACT PEtORnER | 3EHALHTH Jwepen |

L.2.6 Crimenns OTPHMEIGT PEsDBHIN (3a%maprTs Txepena)
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217 Iime (3a3sasue)

L3 Bupofaiures axinsnors GapuauenTHYHOrD IHrpenicaTy ¥ suknpecTames Glasorisnme npouesin
1.3.1 depuesrania

L3.2 Kymypn mniTHi (38516850 Tan maitan) (sanpacons, ceasals / Sacrepiansai)

2.3.3 Bugimensn £ Ovmmeom

.34 Muonmdrisaaiin

L35 lnuse (mamaysTi)

24 Bupalasmimeo eTepiLsoro akTansarn GapsauesTiaisr Imrpenicery (peagion 2.1, 3.2, 1.3, aanoniosomhes 34
menfizimnicren)

L4.1 AcenTHaRo neroToanesn

2.4.2 [penapare, we nianmmoTees kLl crepuaiaanii

1.5 Cryuesti snraannol ofpoden

251 Cryne dizeanot oBpobacn {mnaurm)

(UANpEIRL cYiHa, neapifieens [ Mikposisauis, npocisaniing)

1.5.2 MNepasnie NmCynAE [3AEVTOAIBANG | FepseTinge EETHRINEG JepmesTranmr lrpeabenny necysainimm MrTepliamo,
SR ANASQIHTEER & APAMOMY KONTIRT] 3 PESOBMIa]

2.5.3 Bropaitiss sy nainia {DOOMELLCIHA EMETINMNT NEPRITITIOT YIAKOSKI BCEPSHNT J00HIMHEOre NEKYBARLIKID MTEpiaTy abo
toimeuepy. Lie TaRow: BRmsidac & cefe Gy1e-sxe MBpEysaImA MarepinTy ang iasimodikanit afe mpocrexymancri (mymMepaLin cepli)
OKTHBROTD (hEpManenmImieTn Brpaiicimy)

254 Trnue (FaRAATI) (ANA ONCRAIT, HE OMECRIN AR

1.6. lponegenus punpolypais B paskes KONTROAW AK0CTI
2.6, 1, disraiximivnl BEnpotyaniEis
1.6.1. Misxpofiosoriani menpolyBaimis (BHEMO@ RMMOSYRANIA CTEpLIOeT)

2.6.3. Micpofipgorianl ernpofyeam (pEIR oS pAnpoy BAR i CrepraRocTi)
6.4, Bioaoriam snnpoSyssing

| 3 3BEPITAHHA |
3.1 30epdraamn roTADOT NpULYKIST
3.2 Wepdrasion capannug
3.3 30epirusin MATEEATID
| 4 BHPOBHHIITBO JOCTITKY BAHIX JIKAPCHLKHX 3ACOBIB |

4.1 BupoSmoreo simepesknx sacofin ana 1, 11, [ dos xofidbex qocrinsens

Tako# npouTy BHECTH IMiHN ¥ JOMATOK B0 MIUEHIT (amayacmeen ¥ pasi weofxidwocmi snecenns twis
¥ dodamur da viyenzil Indopscyiv we nompelye anecenin do Coumeco deprcammacs feccmpy opronie ool ma
i o0l - nidnpreewyis sidoucemer):

Orcobamsl ymosn nposagsenis Special conditions for conducting of activity
minaLHoeT
) | T ——

Inpopmanis moAo KORTPAKTHIY BHPOGHUKIE Information about contract manufacturers of
NKAPChKEX 3ac0618 fneailwenywanns, medicings (pame, address and location af aeivities)

| MICHETHAXOONCENHA M MICHE PO OONCERRA
aimHocl] - | e = L
Indopwatia momo KoHTpaKTHIX " Information about contract laboratories fmame,
MabopaTepiil (vaidenyeanis, Micyenarodsenxs address and location of activities)

e Micye nposadecenna diarenocmi) "

Indropmania wogoe Yoosnopaxenux oci6 - _| Information about an Qualified Persons
(L5 : (Full Name) : |
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Honarkosa inhOpMAILa (& mavy vic sasmdcmb dodamide Ao T doche Eupobsal Aivenuyl ma el

§o5 ) W=
NOMFTORHM BPABIEHKAIM 32 MCIEIHAXO DR HHIDLMICUEM NPORHBARNS El |
| U EACKTPOHHOMY BRI | | D-J

KepiBHNE 3aARHHKa

abo dizwuma ocoba -

NLITPHEMELL [ mimmme) {iMiLdame, mpizamne )
(nocana ocobin, ke npRitHAN ansy) {niamme) (iniukaam, npisamme)

Rt M poy

* Friamn 1AM C0HRON DIEEnINa PeECTRY Kpiusri ocif T Gy o2 - mianpecdun,
** Jlnm gizsrmies ecif, uki vepea conl penirdfivi reporanmme siIw0kmsHTCS B NPT PeOCTRI IR PP oSN KIpTEE
MARTHISE TIARTKIE T8 O il NORIDOMIII N 16 BLANDRLIMNT 0P, N0 PERRIYE DEmaniy NS FRAETHEY, 1 ME0TL BhguTiy ¥ ikenopt, -

COpiE T HOME] ML



Hopnatok 17

no Jlinemsifinnx ymon
POBAKEHHS

rocnoiapehrol QisasHoCT
EHpOGHHLTEA MiKApCEKHX 3ac0bis,
OnTOROL Ta po3apibmol Toprisn
JKAPCHKHMM 3acobamu, iMnopTy
miKkapcekHX 3acobiB (kpiM akTHBRIX
(papMaleBTHYHHX IHIPEAIEHTIB)

[Eaiserny BRI opragy slozmyRmmnm j

JANBA
Npo BHeceHHH 3MiH A0 €ANHOrO 1epmaBHOTO PECCTPY WPHARYNHX ocib Ta
hissunnx ocib - ninnpuemuis y 18' 53Ky i3 npunurennam AinaLRoCTI 3 iMmopTy
AikaperkHx 3acobis (kpim akTHBRNX hapMaueBTHIHNX IHFPeRienTiR) 33 NEBHAM
MicueM npoBaKenns

L. Jaraaeua indopmauis

Jinensiar (Bafivenysanug OpHAHTHOT DcoGH?)

Mictuessaxommenna opuaninRot ocofn

[TTh KepiEHHED JOpUARTHOT GColH

TIE driapmiel ocob — ninnpucmis

Opranisanifno-npaeosa hopua

Inenmndikauitinmit ko opim=HOT ocob

Konraxma indopmanis
| Howep renedony: | | Homep dascy: |
E-mail: |
HoxysmenT, o saceirgyve disimimy ocoby — nimpHemin
Cepds nacnopra: Homep macmopi:
| Hlara oo i; Ojprai, o suzas nacnopt:

Micue nposasanns (nas gizaunol ocoln — TLATIpREMLLE )

Peectpaniinni HoMep ofmikonol knpren nnaTHuka nogarkis®*

Td BHIAHL | Cepis, HoMep (38 HAABHOCT ) Timensii:

Mpomy srecrn aminn 10 Eaunore ACEABHOID PRecTpY Wpnawsunx ocif Ta dismannx
ocif - ninpuesie y 38°83Ky B npEIMHCHEAM AiwasEocT 3 iMmopry sikaperiny racobin (Kpiv
HETHBRHX 3 PMATEBTHYHNX iRrpedicnTin) 3a micte nposaseenis AMALHOCTE, A caMe:



[Tponosserdr nomaTea 17

Haiimenysauis CTpyRTYpHOre nigpeaainy (a60 HaiMenyBaiis iopuHol ocosi)

ANpeca CTPYETYPHOMO minpoaginy (aapeca Micils TPOBUTHCHHASA TIANHHOCTI )

Tako® npomy BHECTH IMIHN ¥ O0OATOK J0 MIUEHIT ratvavacmecs ¥ payl weobridnocmi snecerss 1uin
¥ dodamow do sijensil Medopsayin ne nompefive execenwa do Eduwocn depesencio peccmpy ropudlNme ocif ma
imrnur ool - midimmicvyie sidovocmed).

THN npoaykiil, Wo NIAHVETHER IMIOPTYRATH (rmnavumy veobxidwe:

| bénopr sapeccTpoBaHNX FOTORAX JiKapckiny sacolin

| Innopr sapeccTpoBaHEX MikapeskHX xcobis ¥ dopmi in bulk (mpomyskuii in bulk)
[Hma NAEHICTE 3 IMODPTY JKapChKHUX 3acobin (Oyak-aKa iHa UATBHICTE HE SASHAYCHA BHINE)
THine (tasHaqeTH, ¥ pasi HARBHOCTI) =
Yaosu mwoge koHTpOmo & AkicTio Nikapeeiny 3acobis, Akl GYIVTE BROZNTHCE HA TepHTOPDO
Yypaiwn, T3 indopmanis moso YnosnomawenHX ocid (IAIHAMAETECA OKPEMO AR KOWHOT
YHOBHOBLKEHOT 0CO0H) (2amavacmecs v pasl seoficiduocmi suecenna 2viy do dodamy do aiiewsill

mim

Haseri yMOBR HIORO KOHTPOMO 38 SKICTIO NEAPCRRNX 38c00is, Akl OyIyTh BBOINTHCE 0
Ha TEQHTOPIED Y Kpainu

[ocana
Dpizemme

In"st

[lo GaTsrosi

Ocaita:

Cras  poborw  3a

thaxom:

IMiHa nepeniky nikapcexnx 3acobin (8 | [ NONACTHEA IMIHEHHA Nepenik TIKapehKHX ™
TOMY SHC/I 3RYREHHA Nepeniky) sacodis aruaao posany Il B KinekoeTi

cropinog ***

[IOTIOBHEHHA MEPeniky MikapohiH | OOOACTECA TOTIORHEHNS 0 Tepemiky ]
3ac06in nikapceEAX 3acobin arigro poginy [ B

EinbKOCTI cTOpiHOK ***

Honarkosa IpOPMALIR (i mosey vucsl navanicams dodameis do 3ansn; docss iMnapmepa ma bael;

bakaio oTpHMATH D0IATOK A0 MOeH3Il ¥ cmoci:
HAPOHHD
TRNUTOINM BIANPABNSHHAM 33 MICIETHANG NECHHAW MECEEM MPOEHRLHIN
Ilpo piluensa, NPHAHATE 33 PCIYILTATAME POITAAAY HiCT Ia8H, NPOLTY NORIAOMATH
HAPOUHD
TECILTORE BLAMDEDAE HILM 98 BICIES RO IHC AW MICHCM TROEHBAHHE
B EREKTPOHBOMY DHCART]

s=chss

KepisHHK sasBHHKA
b0 fiawwna ocoba -
i IPHEMENR {riane] (iMimianm, npizemne)
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Mpoaorsenns nogarea 17
L L m_ Im:.?
{nocana ocodin, AK NPUiHAMD TaaBy) [ nianse) {iRiukany, npixenwe)
i " 20-_ P‘:"l:}"

# Wi awen 4 a0 E IHE) SEMEDRNITT PECTTRY MpaH ey Sl T (|aInm ool - manpacwuie. J
*% Tl chinemiin Gl dd 9epe) cEni RN nopoROHIHE BiTNORIRKITRE B NHSAUATTE eccTpagifbone mm_uﬁ-m RMpTEH
[LAGTHARE BOEITIC T8 Odifn0 OsmoMi Npoe e EINee] sl opraid w0 peatiaye Icpaaniey HOIATROEY TOMTIRY, | MOKT BLINITRY ¥ Mot -
Cepin T HOKED BRENOPTR

*o®ypimn 3 fopeees, seasnon ¥ ponsin 11 ¥ pasi AcTHOCTE Muli a0 nepeticy mkipokin 16200, Wki IAHYHITRCE 50 BRCICHIR, poasin
Il 12 aanomnocTide T id DIarm.ce



AoHjdngs sswiind sarmieep f ssmndocy dawngy

Ejroniiead g)das andunn g ORITHS ITERIE QIE BHIS0 THISEROHSNE S T R0HEITIN b6 i N e i
“He b YN D108 TR LR B0 R N ) KL RO BV oo coosmadmee missonad |pLon AsETE ANTEnLInRNIH ANTECKIHIHIM. (DRI OS5GS0 O8] miasag]

Wb DY ARKHRTHE THEREIHE] ST TRaned SRR Ko US| i e an e S LR |

Fl £l il [} ]| B L @ & F E i I
A HH) TIHHUED
mpedag o | wEced [TIL R
madre pHieds EHHAREIEION | PHRS0L | MAoHRNL |0 nHRA0hSd
= EHHEH EHHEE OBOH -WROURI | O TRHHNTD | 0RO Anakumne racen
TR LRI -AHanEm anip e =AHangen -ymediasad | wwvod | wiamanmy BEOF wrdoi wnurasosdoL | og
naLimsedp] AHHIITHELIO[] Lﬁﬂxﬂcm ALY Ty dawoy -EHRILY ot gxaader odu simendodg TR

0 mn_.._._”m__—_.ﬁ.____n_n___ EHHIEINONEEEIII Y]

EHHEROIdRT o200 BLN3 04 EHEEE (HINIEH

(AxomE-(17y 0 (Poxy wvwed) wsrana dsonnodigrs 4 ogoM1eror EYLETed 1nreod wuner)
Lercany nuieds ¢ ondoinday go winsoad 3uern om ‘agoars eaadenr odo sinewdodgag -pp

{1 Bu1EToY sHHaEoTod] ]




Jonatox 18

o JlineH3ifHux yMoB
NpPOBATHEHHS

rocnogapehiol MAALHOCT
BHPOGHHIITEA NiKapCEKHX 3ac0GiB,
ONTOBOT Ta po3apidHo] Toprismi
NikapcEKHME 3acob0aMy, iMnopty
MKAPCEKHX 3aco0iB (KpiM aKTHEHNX
thapManeBTHHHIEX iRTpeAieHTIR)

(HARMEHYBAHIN Opfaly FINETy DnE]

JAABA
Npo IMiHY 00aTKY 10 Jinensii na BHpoiHIUTED JiKapcLKRHX Jacobin,
noB’si3any 3i 3Minolo ocobANBHX YMOB NPOBATKENNA FOCHOIAPCLKOT
AlRaLROCTI

I. 3aransna indopmanin

JHIEH3IAT:

{IEsimenyanins, MicusTBECIHeHRE KpiLgEmol ocoba® |

(mplanaie, in"0 Ta oo GaTerosd sepiREHES KPHANSIST GCofn)

(npiansisie, " T8 00 Garkosl st ocolu - |h‘.:n1:|;u-m}

{oepin, I0MEn DUCBOPTL 55T DHA0SI,

O, G0 BAUENR MACTICOPT, MICLHE NPCEHRLIEE |

Homep renedony: AJIpEca ENeKTPOHHOT NOIITTH:
Peccrpanifinnit Homep oGnikosol KapTKM MIATHAKA TonaTKiR (1A% dizsasol ocob - nLITpaCMIE)* Y

InerThdixanifnnil gon opHoraEOT ocobn:

TNpomwy muectu 3miny/aminm y gogaror 1o alnensil 3 snpobunmnrea Jikapesknx jacobis

ik ey 1 cepin, nowner (0 davesocmi) Tiyensil )

HKi moBa3aMi 1 rasaeme seofxise)

IMIRCK? KOHTPAKTHHX BHPOOHHKIB Tikapesxux 3aco0is (B ToMY wHei IBYHCHHA) .

IMINOE KOHTpakTHHX naboparopifi (s Tomy =Hcni sBymeHA)

g

IMIHOD YTOBHOBAREHAN ocib

e




Ocobansi YMOBH NpoRapKERAN QinasHoCT]
fHmnavimy seoficone):

Inopsmantis wono Ynorsosmxenux ocit
{(.LE)

Indopmanis mone KokTpaKTHRX BRPOGHHKIB
TKAPCEKIX IACOTIE (wadwenyeanns,
AFTCHEINATOOMORH R NI MICIE Rpoaadscening
digbwocmi)

Ingopmanin mono konTpakTHEX SafopaTopif
(Mot B anng, Micyeniarodreenni ma sicke
MpoELSEEANS RO

Iponoswenns gomatka |8

Special conditions for conducting of activity
fefect the Recessar:

Information about an Qualified Persons

(Full Neame)

Information about contract manufacturers of
medicines (neme, address and location of aetivites)

Information about contract laboratories fmame,
address and location of activities)

AomeTrosa iHOOPMANIN (& mauy vuest varanicons dodamuis do saisw. docse auponuvol Dl ma )

Bawaw orpumaTi gonarox v cnocib:

HAPOLHD

THELLTORMM BIIOPAATEHHEM 33 MIELIETRAN DK HHAM MICTOM TIpOEnaRHE

Hpo pilnesisg, npuiHATE 38 PEIyNBTATAMH POIIIALY WICT SARBH, NPONTY MO B TOMATH:

| HEPCPIHD

B COCKTROREOMY Burnanf

MOLITORIM BLANPRBICHIEAM 32 MICUEIHAXO LK EHHAN M iCOe NPOEHEAHHA E
|

§OCand oendn, sxa {manmc)
T aanD TaEmy )

20__ poxky

(rpdsnieiee, iv's, Oo SThEDon)

" i 3 oaenme OISO ACERTRIGTD [EEETIY FILZIrE Coit Ta i ma oci - manpiems,
" lan glmrnme 0gifi, dkl deper cood peniniBHI AepeKTIENE RAMORTBOTLZE LT Aphientm peccTpaiifinn sowcpa ofaimaol Gy
ILEITHHES TRanTEin T8 o nonioosmes npo e slasosimieg DTAH, LU PERaiTYT QEpkARMY IMZATRCRY DI THKY, | MIHITR RIMITEY ¥ nacnapm, -

CEIA Til HOMED NICHOETL



Honparok 19

A0 JHUeH3IHHAY YMOB MPOBAIKEHHS
roCooJapchKol JiAABHOCTI
BHPODHHIITEA NiKapchKHX 3aco0ip,
OnTOBOl Ta po3apibrol Topriai
TiKapehHMK 3acobani, iMnopry
TIKAPCHKMX 3acobiB (KpiM axTHEHHX
(hapMaueBTHIHHX iHTpedicHTIR)

3AHBA
npo Miny J0JaTKy A0 Jinensil 3 impopry JAigapeskux sacobis
(kpim akTHBHNX dapmanesTHannX inrpenienTis), nor’aza HY 31 3Mino1I0
0coGAHBHX YMOB HPOBATACHNR Tocnotapeskol AinaLHocTi

L 3aranuas indopmania

JUIEH3IAT:

{ifies) y BOEIGE, MiCURIRANO IR H EPHORNENGT ocofin®*)

(mpizaituse, iv's T0 00 Garuwoni Keplsisec AT 0L Do)

{npémume, bs's T8 0o Grreeoni gisiomnd neoi - ALAMPHEsIL )

{oEpan, ONEp nAacmopTR, BETE M,

O, 10 DRaas MECAORT, MiC1E ApoHHBaHIE]

Homep renedony; Anpeca eNexTpoHHGT (1OMITH:
Peectpanifinnii nomep ofnixosol xapTin niatHinG nonaTkis (Ui iznamoi ocoln - mianpreni)**;

LnenTndrixanitinmit kon sopwmmarol ocolu:

Mpoury suecTn avimy/aming ¥ gonaror 30 sienil 3 mnopTy Alkapesknx wacobis
(Kpis akTwBENX hapyanesTHaHNy inrpenicnrin)

{hemns audayl § cepin, nonep (sa Mareuocmi) Jiyensii )

wKi OB S3aHi 3 Gowavens nenficidue)!

IMIHOIO NEPENiKY TKAPChKRX Jacobis, TOIBONEHNX 10 IMIOPTY TileHaiaTy 'm|
AONOBHCHAR NEPENIKY JTiKAPChENX 3aC00iE, NOTBITEHIK 00 IMTIO nmiren s
| 3Minow Ynosnosamenux ocil

Tun npostysil, mwo naanyethen IMITODTYBETH (Sunoawoemsst 4 pasi 2y, Iamawim weolidue): |
IMnOpT SapeccTROBNIY MOTOBIR fisIpckiX JacobiE : -
IMMOPT JapeecTpOSARHX KikapCLkHX 30c06iB ¥ dopai in bulk { poay kil in bulk)

THID# isaeHicTs 3 iMnopry MEOPCBRHX FACODIB (Fanounnoemsce ¥ pasi mel, Gyds-xxa inima itsmdcms e
Iazuaes muie) =

|_Intue (yaanaqmTh, ¥ paai BRSEHOCTI) | ﬂ ]
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Bupobuiureo nixapeskux jacodin, 1K1 IIAHYETRCA REOIHTH HA TEPHTOPX ¥ Kpalbi, BLINORLISE DHEMOMIM |
HANERHD| HAOT NPAETHEN JiRapesrss sacobin

Inopsanis wono YNODHOBEKEHAN OCIO fianoswwemsce p pasl swin, saewawaemecs agrevo dnr Kool

| Ynoskosascenol a¢obi)
Ilocana

Mpiaemme

Mo fateeeni

Oenita:

Cram polioTh 33 duxom:

Honarkoss indopMaNia s mauy suesi nasawleme dedammein do e

HEDOA 1)

Banaio oTpHMATH J0JTOK ¥ CTiocif: E

NOLITORKM BIATIPARMSHHAM 13 MICUCIHIN0LEERAM MICLEM OpoaREARHE

Tpo pimeans, npuilasre 33 pesyIsTATAMN PO3CMAY LiCi JASBH, NPOLTY TOBLIOMHTH:

| BAPO4YHG 3
THIITOBHM BLLNDRIEHEAM 30 MiCLEEHANO THE MM MICLIEYE T A b

B EACKTPOHHOMY DHFAAL]

T [nocans acodw, sk inimme) (MpRBMIDe, iw's, no Garssosl)
MHELAAD 3AR0Y)
g 20__ poxy

* Jriann 3 s E0AH SEPEaninrT PECeTPY KR EE 058 T0 eI ocif - flampHrsLin.

= e inersaies b, m vepes cand penirilil BepoRSHENIE BIMORNESTECH BLT MpENATTA peccT s nowee efaooant kapri
MIATHHED MOSATERS Ta ofinilea nonlanwsen Npo @ sianoaizs opras, oo PEANT DEpOREENY MOARTHOBY NOQITHEY, | WEOTE BLIATHY ¥
NACTRT, - CERiR T NOMED NECIHTE
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AR KHboeE w100 ey ML E00RE NHEE R R0 S anie UACLE TG W AT OO RN B HE S Rl A SR e {G0a 0w AN LIS DHInE] ISy ;
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AHHW) THHKHDD
Hpeds g & rareEd sy
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KHiEE EHHEH OU0H =Haleiam | 8 AAHEED [ koo Ayadrma 2 Bl
NN T IO ~AHIWHEH i -AHIWPER spenedeosad | weamod | wivmers BEOK enicod ewarasnadoL | e
W rdy HHHILTRELMN | CAHHE JLy oy damig ~BHIKIA jgret peeasduin odu nhesdods) AN
HOO3O WOHERTHAN R TONEHE NI

annanes naiedy g ondoondar en ninsons 2dmern om ‘ugoses peasdesr odo siewdodug e §f

61 BMIBTON ¥HH=xHOTO] |

{An2et-(1 eu (faoxy] ryed) e AwosHodiwars 8 onoxIEror Ky Leres rireod gamer)

£

FHHESOIdRIOND00 B193, 040 EHHEAAHIWHE}]




Hoaatox 20

no JlinensifiHux ymos
MpOBALKEHHA

rocTofapchkol JiANsHOCT] 3
BHpPOOHHLITEA MKAPCEKUX
3acofis, onTosol, poagpibuol
TOPTIBII MiKAPCEKHMM 3acobaMu,
IMIIOPTY NiKapCHKHX 3acobis
(KpiM aKTHRHHX
thapMaleRTHIHHX IHMPEAIEHTIR)

(HBFMEEYESHIN Oprasy DUcsEysan g}
JAHBA
NP0 3BVAEIHE NPOBAIHCHHEE BIIY FOCIToIapehEoT ifaLRoCT

Jliuensiar:

[ BERSIEHY DM, MESUEIEKDDIEITEN SpHIFNHoT ocoda )

(mpianmme, is's T no Gaveoed sepiBines opLomnnT ocofis)

(nplanmue, iu"s 1o no ferecesi gzl ocodn - nlanpeediun)

i, IOMCp AUCHpPTR, BATE nAasi,

DRI, WD BAASA NECNOpT, MicoE npakHamg)

Howmep renedony: _ Anpeca eneKTPOHHOT MOMITH:

PeecTpanifinuil Homep oGnikoBol KapTRH NIaTHHKA
nogatkis (A Gizaanol ocobu - nianpremn)*;

| nerTudikamifinmi Kon wpHANIHOT 0cobu:

Ban rocnmogapcekol AiAnsHOCTI,
Ha AKY Oyio BHnano mTineHsin

Hara sugadi i cepi, HoMep (3a HasBHOCTI) JileHsiT:

Mpowy 3py3UTH BHA rocnogapeskol MiAmbHOCTl, Ha sKkwit  oTpuMano  mineHsiwo,
BHKIMIOMHBIIH 3 HOTO YACTHHY:

BHPOOHHUTED MIKAPCHKHX 3acobis

BHPODHHITEO { BHIOTOBNCHNEA) NIKAPCHKHY 3acobis B yMOBaX anTekH
ONTOBA TOPriBis MKapChruMK 3acobanmu

po3apibHa Topriens nikapeskuMu sacofamu
IMIOPT Jikapeskux 3aco0iB (kpiM aKTHEHIX QapMauERTHIHIX IHrpenieHTis)

Qoooo
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Y 3p'slky 3 UMM BHECTH BiNMOBIMHI 3MiHM A0 €IMHOTO AEPWABHOTO PEECTPY
WOpHIHgHEX oci0 Ta dizwuHux ocid — nignpuemuis wogo wacTynHOro(HX) Micus(s)
TIPOBAIKEHHA Mocnofapebkol AiRALHOCTI:

Micue nposapEcHER rocnofapesxol
HIRNBHOCT] **

AJpeca MiCIA NPoRATHEHHA
rocnogapeskol JiMneHocTi
(inmexc, obnzcTs, palton,
MICTO/CEMHIIE MiCEEOTD
THITY/Cevto/ce/THIe, BYIHLA,
OVIHHOK TOWO)

B rocionapeskol AiRMsHOCT,
A Mome 3HCHIORITHCE 38
BUINOBLIHENM MiCLEM
NpOBYLEEEHHN MiATEHOCTI

Kpim enextpoHroro BTnamy Omkai OTPHMATH JIUEH3O 13 3EYKEHHM BHIOM

AIRILHOCTI Ha MANepoBOMY HOCIT
y cnocid:
HAPOYHO

MOWTOBHM BUINPABIEHHAM 38 MICUEIHAXO/DREHHAM/MICIIEM NMPOHBAHHS

oo

[lpo pimensa, NpRIHATE 38 Pe3yNBTATAME POSTALAY LIE] 32981 TORLAOMHTH!

HAPOYHO

MOMWITOBHM BUITPABTEHHAM 38 MiCLE3HAXOMKCHHAM/MICIEM MPOKHBAHHA

B €IEKTPOHHOMY BHINAA]

oon

{MOCEA OCed, KA THUILT Iy [ amEHE ) {mpiaesuue, is'a, no GaTexoe)
1, 20 poxy
Mata | Homep peecTpanii sases " " 20__ poky Ne
{nocuaa ocofi Act mpuifnens Jaamy) {niznsc} (imtminam, npiaEnme)

20__ poxy

* Irigno 3 astkMK CAHKOM JEPREBHOTO PECCTRY WOPRANHIX 0Cif T8 dizwunny ocif - nlanpuosis,

** lns dizwmmax ocif, axi wepes cwod peairifinl nepexonakes BiamommmOTRCE BiZ  NPHARATIA
PeeCTPRuifiOrD wosepa ofiixosol mapren marseea nogsatkis T8 odiuifne nosinosin npo ne siznosimEmi
CPraM, Wo pEAIye JepraBHY NOJATRORY ONITHEY, | MEIOTE BIAMITEY ¥ nDCOOPTL, - COpiA T8 HOMEP NACNOpTE,

*EP R HAHETRCA:

AnA EHPOGHINTES MiKEPCLERY 3acoGin - prpobmina TNEHENE i3 WIHAYCHEAN NEpenicy Jixaperrny dops,
CRIZACKEA IO {IPHMIILEHIA 1R IGepiranin, CKRAN), 30HA KOHTPO/N AKOCTI, J0HR 10IHCHCHEE BIRAAY] 003R0NY HE

BEITYCE NIEUPCRE IR 38000618,

A - BEPOCHHUTEA (BHFOTOBNEHHA} Alkapeienx Sacobis B VMOBEN ANTERM: ANTEEA i3 Ja3HAMEHAEM T

HOMCDY, HARMEHYDEHNE (33 HatenocTi);

oA onroeo| TOPTIERI AikSpchxEMH smcobason anreannfl cxnan (Gasa) T assHAMEHEM Boro HoMepy,
HEAMEHYEANHA (13 RaxBHOCTI), JarantHol naoml, Ta Meodl sRpoliimux opraimens;
s poaapibnel Topriem nixapeskam sacofami aNTexa i3 MIMAteHNAM T soMepy, HaiiMeHyEaRHa (3a

HARBHOCTI), AOTEMHRA MYMET [ JaoHadeHHAM BOro  HoMepy, HaflMewysanun (3 BosedocTi), AoMepy Ta
HOAMCHYBANHA (34 HARBHOCTI) QNTEKH, CTPYKTYPHMM migpoaninos sxol Bl €, DiKVELILHO-NpoQIaKTHYHOMD
IERAANY, ¥ AKOMY BIH POITALIDBAHHA;

nas iMnopTy nikopcukix dEcobie (EpiM akTHDEEK PEPMAUESTINMNX IRFPCRIEHTIE) — CRIAZCHKA I0HA
(npusiwenss ana 30epiranns, cinan), 10HA KOWTPOMC XKOCT, 30MR JQifCHEHMS BUIIYI Q0IBQAY B0 BHOYVCK
(peanijauin) cepil nixapceroro sacody,
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no JlinensilfiHux YMOB NpoBaIAeHHA
rOCHOAapesKOl JiAABHOCTI 3
EHPOOHHLITEA NiKapchKHX 3acobis,
onToeoi, pozapibuol Toprisni
nixapcexHME 3acofan, iMnopry
NikapchkHx 3acobip (KpiM aKTHBEHKX
(hapMaleBTHYHEX IHTPEeaieHTIR)

{nmdindziymaiing oprasy nlesisynming )
JAHBA
Hpo pomHpeRns NPOBLERCHHA BIIY rocnogapeskol ainasnoeri
I. Jaranena ingopmanin

Jinenziar:

(ualiMeRyBaIE, MICUERREOTEEHHE DPHEMLET ocofin)

{ipismnne, '8 TR 00 GaThkonl kepinamen st peobii)

{npizstmme, ‘e 78 oo Gorakosi lEeEeT ool - nianparam)

{cepln, 13omep mcnopTa, norn swEmd,

OpFail, Uio miman menapr, uisae nposiszimg |

Homep tenedony; Allpeca eneRTPORHOT MOWITH:

Peecrpanifianii vomep obnikosol kaprin naaTHHKE
noaareik (1 dizmanol ocodn - mianpuem)®:

Lrenrndikaniiingil ko wpRanTHol ocobn:

Bitn rocnoapeskol JisasROCT,
HE AKY Oyno BHOARG NiueH3io

Jlara sunavi i cepia, HoMmep (38 HATBHOCTI) Miuensii;

[lpowy postuphTH BRI FOCHIOAAPCEKOT MIATLHOCTI, HA AXMA OTPHMAHD MU0, AONCRHWRLMN foro
HRCTHHOID;

BAPOOHHITEG TKEPChEHX 3ac06is
BHPOOHHUTEO (BHIOTORNEHHEA) NiKapehiny sacobis B yMoBax armmexu
OITTOBA TOPTIRAN JiKaPCRKHME 32c00aMH

posapibHa Toprisam nikapesxiMy sacofamu
iMnopT mixapcsksy sacobis (Kpiv akTHERKX (apMANEBTHIHI IR PeTicHTIR)

oooono

3 HACTYTHHM{MI) MiCTea SvK ) NPORAIKENAN TOCTIQIAPCHKOT TIaTLHOCTI:

| Micue nposamxenna rocnospeskol | Anipeca wicus nposawenns | Bia rocnoaperkol gisasnocti, |
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msasHoCTI **

rocrmogapekkol AiAnsEHOCTI
(inaerc, obnacts, palton,
MICTOVCCARINE MICBKOTO
THITY/CENO/CenmInge, BYTHILA,
BYAHHOK Toln)

AEWH MOKe 30IfiCHIOBATHCE 38
HIMMOBLIHHM MICIIEM
MPOBAIKERAS AlRIRHOCT]

Hpomy sa micuem(smu) nposamsenns aiankHocti npH Gawadki fitewsiata posmmpwTd wa

rDEﬂDﬂ.ﬂpELHUT AlAnsHOCT HA BHPOOHHLTED {nurmumenm] JIKAPCEENY 3ac00ip B YMOBAX SOTEKH,
OITORA TOPTiBAA TiKAPCEKHMHE 38co0amy, po3apitna Topriang JikapcukuMi 3aco0ami, IaHaTeHRM(MI)

¥ iifl 3ansl, NpOBECTH NepeBipKy:

HA¥BHOCTI MaTeplansHO-TexAigHOL Daw, kpanidivanil nepconany

YMOB HIOAO KOHTPOMO 34 AKICTIO TiKAPCLENX 3acofin, 110 RHPOONATHMYTHCH

bamaio oTPHMATH NLUEHII0 3 POIMHPEHHM BHIOM JENLHOCT] HE NANSPOBOMY HOCHT

y coocih:
HAPOHHO

NOMITORAM BiATPARTEHHAM 30 MICHEIHAXO DRCHIAM/ MICIIEM TPOXKHBAHNA

B CHEKTPOHCMY BHTIAT]

[po pimenns, TPATHATE 38 PEIVABTATAME POSTIALY WICT 3AMBH MOBLIOMHETH;

HAPOHHG

AOMTORHM BEATIPARICHHAM 38 MICIEIHEXODKEHHAM/ MICHEM ITPOKHBAHNES

B ETEKTPOHAOMY BHAI

=

ooo poo O

IL Indopmanis npe pisasnicrs 3 supolunurea sikapesknx lacobis, Ay mignye aificHosaTn
AMEHHAT [Bavui posdie Jonoenmocmect A8 KOMCHGED OKDENGSR MICHA MPOSGORcEHMA dlatbtocm] (M KoWHOSD ACTE

MpORASIRENRR DIRIBNOCAN, R THETEORMECR 30 N adpecow) i Baxcanni PORMMENT Eud Sochodapcaral dinrsgn

M SRR BN MY Aikapcari Jaclbis)

Anpeca MICHA NPOBANEHHA AUILHOCT]

Address of manufacturing location

Konraxrna impopmanis

Howmep tenchony:

| Hosep dakcy:

| E-mail;

3a anpecolo CTPYRTYPHOIG NLAPOITITY HASBNI (reimavumy veofidic):

BHPOOHN I JINbHNII 3 nepenikoM mikapesrnx Gopm*

I0HH KOHTPOMIO HKOCTT

.

CHELICEKT J0HH (MEAMILEHHE LA wEepirmkga)

WOHH JiHCHENHE BIIAYE I03IB0AY HE BUNYCK Nikapceknx 3acobis

i

*ane:mx TMEKAPCEERX {I;rnpu T BRPOOHHYHX nn::pau:ﬂ 9Ki SATTAHOBAHL J0 BAPOGHMLTEA 338 MEBHHM
MICHEM NPORATEEHAR TATEHOCTI T4 NoTpelyioms milenIymanns

("aufipamu weofiriiue 3i crmony)

| 1. BHPOEHHYI ONEPALIT - NIKAPCBLKI #OPMH

L1 Crepansai npagyeri

L1l Acermaymn saroronsed (spodaimi onepacii 2o iscrymsn sismpesg gops)

L1.1 Pinteime B ynneoness senHeais of oay
112 Jhiodpinlzarie

13 M a
1.1,

I
|
Ie
L1 LA Piamm & ynneopsas sanoro off oy
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1L LS Toepai 7 iMmAairairmi
1L L& Rmi acenTiyHD BHIDTORREHT NRoIyTe (3meaenTy)

1.0.2 o ningesreed kinuesid crepunbani (eupodam onepanil ans spcrymamx niknpeuce dupa)
1L2 L, Plawen B ynakowsnx senproras ob oy

10122 M i
1.1

L1

11

3. Plasid @ yRARODEEN Magann 00 oy
4. Teepai T n T

28 L opagyvits, 1o nionnoTkees Kinoesil crepsmixanl (aamauema)

1.1.3, Cepranpixania cepift

1.2 Hecrepuaksi npoaykmi

1.2, 1. Hecrepuneei mpogyeTi (Edpodum onepanil ana macrymms sikapcLedx (popu)
[.2.5. 1. Kaneyam, Tnepai

1200 Kangyan, s'sxl

1.2,0.3. Hiymanii ryu

[-2.1.4. Imnperioponi sorpisi

[.2.1.5. Pinsen 108 50sil EED JACTOCYSEITIEE

1216, Piasas ne sarympiun e IR yskiuis

1,217, Meswsml raau

1.2.1.8, lnisui toepal nEkapeuxl §opam

1.2 19 Mp=nnpari nin THemae

L2110, Nemeparopy pavisivaizis

L2 L1L M asd

L2012 Cynoasrroply

1.2.1.13. Tabaetxi

1.2.1.14. Tpapcaepuasuii naacTER

L2115, Cromamonoriusi semepiain

120, 16, lnmi jseerepunnii niknpeni acofie (12aamrms)

1,22, Copruisauia cepil

1.3, Bisnoriumi sikapeni meofin

1.3.1, Binnorismi dicapcssi ncofu

L3110 Npermpara kpos]

1.3 1.2, laymodioaoriun .'linp:u:i aacods

L3135, Mikoperxi ocod wnivasmot vepaniy

1.3 14, Mikaperxl sacodu redsol Tepant]

1.3, 1.5, Bieveximumirii gimpcnii aocole

1.3, 16, Mpeniapars, excrparosalii 3 TeEOHa0 D0an0E 060 TEpuE
1.3 1.7, Jliknpcri mncobs Teaimsins? jiincenepi

1.3 1R, Lk Soansi=n nleapessl sacoly (mapmmmm)

1.3.2. Ceprmilecauln cepli (nepenix)

13,21, lpenipaes kponi

L322 baywobioserivai nikaposki ook

1.3.2.3, MHeapouki 30 kniraisol Tepanit

1.3.2.4. Jikapeuki 3acoBu rettict Tepanit

1.3.2.5, hiorexmamorinmi picaposxi sacoba

1,328, Tpenapami, sKeTRSTORIHT 3 TRORMAN Mazunm @00 Toapa
1,3,2.7, Nikapouki sl reamaniol msepli

1.3.2.8, Limui Ginaprisi nikoponki ool (s

L. Dol npooysTe sfio mepefionen giasiien.
14,1, Bupodimmmen:

141,01, TiponyeTe 3 pocasns capasinm

1412 losseonamiuusl mpenapaTs

LALLE, Dinmi (amemamerie)

1.4.2 Crepaniianie BRTHESN PESHERILTON0MTRANE ety ToToRoT iUyl
1.4.2.]. PimTpamiz

[.4.2.2 Cyxomapoea erepraiza

1.4.2.3. Crepaniiatiie P CIs

[.4.2.4. Xisdnuza

14,25 [ nusn-psinpasdmonues

|.4. 2.6 ENceTpoHB0-ApaMEieRl

1.4.3, lenai {aavmamerria)
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L&, Magymamien

1.5 1, Tepoamme noynaamy

1511 Eancynm, Teepal

5.1 Eaneyns, W A

.13, Woymanssi Tymn

5.1.4, bamgernasasi Marpe

51,5, Piomim L8 3080 TUnEk08 JCTOCyEEHH
5.1.5, Finsun ox8 BayTPELIGORG JCTOCy S
V51,7, Megmini rasi

1.3 18, Do meepai nicapeeki gapmmn

1.5.1 9. IEpenapati fll THoROM

1.5.1.10. TepepaTopn pagionyenisis

LELIL M rxd

15113, Cyneauropil

151,13, Tefneti

LA 114, Tposenepqpnsii mancTiapi

1,51

1.51.1

1
|
|
I
1
i

5 Crosgronorianl saTepianm
L6, T necreprnipl nikapoukl Sac00i [F0RaHTH]

[.5.2, Bropeimie nusy nasiim

1.5, TIposenssnn nunpoSynsnes 5 pRMKEE KOHTR0I0 AReeTi
6.1, Mirpofionorivei: creprneiicTs

162, MikpoeSianoril: sikpoSionorins weroms

163, Piswmmifiwim

.64 Blonoris

[ 2 BHPOBHIYI ONEPAII - AKTHBHI ®APMAIIEBTHYHI IHPPEIEHTH

1.1 Bopofinnurso akTaanal peaossiinn uRianos sisivnoere curmey

2.1.1 Hu;u.ﬁqmrrm URTHEIMN TPOMDEHHY PESIBERN

21,2 Bupofuacreo HecqHIESE0re AKTHIACTD (hopMagertiinong bupeaieimy
2.1.3 ConeyToopering | camieain: (3a5E%HTH) [ HENHEDLL, KpHcTaniinia)
2| A Lo (3osiars)

2.2 O paistnbiia axTHEM fapsaunesTaenima inrpenicnTy 3 npapaiies Sxeped
231 Orpemasii pe1oRIEHH 3 POCIIN

1,22 Crrplsusiinn petlauing 3 vEspiil

2.1 3 Orpisesing peMonmig 3 NICsED Tsepena

224 COTfHiestiA PEMOBEEH 3 MIHCRHLILHOIT DESpeRn

2.2.5 Moasnpismpn ovpiseio? pesoaiii (JAIHBHTH SR )

2. 1.6 OyHule e DTRIEMARGT pEIQRIAInE | B peepana |

227 Inpie [SEIEEMHTH)

1} Bmpofuaums nxrasnary dapialen TR0 [Brpealormy 3 neropieTanns Giedorisiny fipsidecin
2.3.1 Depusrmunia

213 Kymrypa nfmni (J83Es0TH TN KaiTen] (neapuEiag, conmiin | Gaikrepiankal)

2.3.3 Beainenna S Ooynniesin

2,34 Moxnhlenuia

2.3.5 limie {3a3siasnm)

2.4 Bupofauurss cTepiabiome aRTHEHOTS dapMauesmiinors inrpegicomy (peasian 3.0, 3.2, 1.3, sanoenswmiea wa wepbrinvicrsa)
2.4, 1 Acenmigie SHEOTEIEH]

2.4 2 Tlpemmpeti, ime MAAoTLeY ciienil cTepHalaanii

L5 Coyneni surzasnol ofipodism

2,51 Crymeni fianaiot abpodkan {Ssam)

{nastphsng, cvidinn, aonpiieeiEa / Mikpounacie, npocikeaima)

2.5 7 [epprHie TAEYBAHAR (IAKYIOMIOBIARE | PERMETIIAER AKTHIHG (apsiuerei e peIeiTy DOEYBLNLHNN MITERIoN, AR
HENAFTLCE B EPAMOMY EOITEKT] 3 Pesouieion)

2,53 Bropuniie NuEypoies (poasilcins repreTimol nepennHol yakoss peepeamie I0mEinoid AIEYBAILIETe Matepingy abo
konmednepy. e Takes prmodac ncelie Gyan-aes mapsysadio MpTeplary wia ipeiradiranil afo npocresysanocTi (ipmepuis espiv)
ARTHIIED EPAERIEFTHIEND [HEPEA oY)

2.5.4 lnoe (1a3midermi) (08 onepauil, B8 ORHETEHE nause)

b, Mpomenennn nmpofypans. B paspgas KITRPOAT ARDCT]

4.1, driseielsinabumi nicpodynidio

242 MikpoBionoruni pampofyeanng (BHETErsanmn mopofymsing STepiaihbecT)
2.8.3, MikpoGlonoriul BHAp0GYEANHA (KIS H BEHITPOLYESINR CTSpmIneT i)
2.6.4, hioaormpi marpobyenms
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3 3EEPITAHH |
1.1 Ydepiraimm rotabal npagyiwil
E :ﬂi:plmm CRIpRIEIE
1 dnain
4 BHPOBHHIITH HYBAHHX JHEAPCBEHX 3ACOEIB |
4.1, EHFIerHEl.THI} nntq'pnacml :.u.nrﬁn nxs L I, 11 g scalaiisinnas. oL se
| Déﬁml-na.i -3|-'|m; B NPOBAKCHIR Special conditions for conducting of activity
AN TRHOCT]
| ph— |
THfopmattis Mmoo YTIoBHOBAKEHRX 0ciD | ln'_f‘nnnamu about lethii:d Persans '
_ILLE) _(Full Name)
|
!.H@upualu.u 000 KOHTPAKTHHX BHPoOHHKIS Information about contract manufacturers of
JKAPCREIX 3ACOGTR (nakvenysann, '\ medicines (name. address and location af activitles)
MICHETRAXOOMENT M Micye qﬂmmh:'m 5
datesagemi |
| IdhopMalTis MO0 KOHTPAKTHAX | Information sbout contract laboratories faame,

Aabopatopifl {radvermans, MicyeTiaroirceig
B Ml MpeRadaceunR diRaky ocmi) |

Mpomry 3a  wMicueM/MICHAMA NPOBAKERHA rocnofapeekol AiMsHOCTI  mpoBecTH |
nepesipky MarepianbAo-Texmiviol Gan, Keanidgikopanoro nepcoNATy, a TAKOX YMOB MO0 i |

address and location of activities)

KOHTPOMK 3 FRICTHO T KAPCEKITK 3000018, M0 BEPOOTATHMYTECT

JonaTkoRo 10 ENCETPOHHOL opMi Sama aTPHMATH Nilersio:

i HA DanepORnMy wocif
I

 Bukao oTpumaTH AiLensio v enocit:

I:IEII:I.I!TDBH'H BIIII'IIH.B.I'B:HH.HH :I-il MPEL[:]HMHMIDI.HH."HHHCH I'IFIDIHIH-I'II'IH

LR
|
oo o

. Tagopsania npoe ginassicrs s voopry alkapesknx sacobls, sy wanye saliicmonsa i

JNERIAT (Do poodin sanomaemsor A KOWNOAE OKPEUEA MICy] Rpoaadmeenin diarenoemi (18 Koscwo2o
alcim hpoaadacein® dldrhaoertl 8 THITodRmECR 34 .I'Hﬁ.r::l.i:l :.r:}p&c'r.ri'q.l npil -ﬁu.:m:mul p.:l:ru-rupumu L
2pcrodapenr ol e OO B A Sl ris Ay : :

HaiiMesyBanma CTPYKTVRHOMD tﬂ.ﬂg:tmﬂﬂ? fﬂﬁn H Muﬁﬁ]

AJtpeca CTPYKTYPHOTO MAPo3ainy (aapeca Micus NpOBTACHHA TIhHOCTI)

KorTaxTHa iHdopManin

Homep tesedory: | Homep drancy: |
E-mail:
38 anpecoro CTPVETYPHOTD NApoainy HasBHi (sawavumy reofividie):

CRANICRK] SOHN | IPHMILIERAR 1A Moepiranng) ] E

YMORH KOHTPONE BROCT]
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SoHH WHTCHEHIA DIEY] QOTBOTY HA BRNYCK (peaniaauise) cepil nikapeakoro 3acofy | ||
Tun mpoxykwil, Mo MIAHYETLCA IMTIOPTYBATH (Jaswavamy neotxidwe):
IMIOPT IBPEECTROBLKIK MOTOBHY AIKIPCLKHY 3ac00in
IMpT JapeecTpoBaRny Nikapeeny sacobis y $opwi in bulk (mpoayeuil in bulk})

IHma MANEHICTE 3 IMITOPTY Jikapesrry sacodis (Oyob-AKka IHIDA JANERICTE He Ja3Hayena mmxa
Initise (3p3HENHTH, ¥ pasi HARBHOCTI)

BrpoGunimao nikapeskik 3acofin, AKX MIANYETECS BROIATH HA TEPHTOPIO YEpaiHy,
BLANMORLARE BHMOTAM HAanexHo] BHpoDHHYOT NPAKTHEN TIKApCHKREX sacobis O

Vipainm, Ta m:]mpnramn mum ?HGEHDB-MHHE acif
YoonosEHeR0T 0c00H)

Hanmui YMOBH OG0 KOHTPOMR 38 AKICTH Aikapckinx 3acolis, Ak G¥IyTh BEOIHTHCA KR TCPHTODIN D
VEpaiHa

Tocane

lpizsnme

Ia’s

Ilo baTexoBi

(cpiTa:

Cras poboTh 38 faxom;

lipnm'jr 38 MiCHEM/MICIAMH NPOBATKCHHA FOCIOLAPCHEOL HIAITBHOCT] TIPOBECTH
mEpesipiy mmcpwmﬁu-'mmpmm Bazw, keanidiKoBAHONG NEPCOHATY, & TAKOM YMOB
030 KOHTPOMD 38 AKICTH MKAPCRKNX Sacobis, o GYIYTh BBOIMTHCA HA TepHTopio
Y rpaiHe

Jonatkopo Ao enesTponiol Gopun Bamai0 OTPHMATH MileHsin;

HA NROEPOBOMY HOCHT |

B0 OTPHMATH MHerin v enocih:

HAPOUHD

(] | O

IEMOTOSMM BULTPARNSHAEM 3 MICUCIHANOTRE HHEM MICLEEM NPORHELHHE

(mnciEa ooninon, SR Mgan JaEy ) 4] fllpithhl.l.l.t. b ™5, no GEFLEDE)
L. J n Eu_ F}E}I
Jara i nomep peecTpauii sassn " " 20 poxy Ne
{noenan oooiin, S50 mpAEERD 3Ry {miomsc) {infwiaam, npiansme)

2 poxy

* Irigso 3 JEHEMA S IHAOID SEPHERROTD PEECTPY BOprardHa 0l T Jianunns ocil - nlanpaesiis,

o Tnx pispanux ocilf, 2kl vepes cpol peairifHl DepeROHAHHA PIOMOBNRFOTECH  BlO OPHAHSTTS
peecTpagifinore womepa ofnixosol KApTEH MISTHHKE DOZATKs Td ofiuifine nosizoumuns Opo we sinmoesizsn
OPCiH, W0 PERTYE ICPEIEHY MMATKOEY DOAITHEY, | SaMTs BLIMITEY ¥ NBCH0PT, - copll T4 HOMED MRCIOPTS,

*EF JaHEGAETRON:

Ans BMPOOHMLTER Nikapeskuy 3A00fie; BHpeiHHNE 1iNsHHUA 3 3IHASCHHEM NEPCRiky DIEpChEnx. opM
{3riano poaginy 11}, cknagcexe 3oHa (NpHMIDEHHE N8 M0CpITOHEA, CRAQO), J0HS KOHTPOM HKOCTI, 3003
Azl Besenng At | A0IBOAY HE RANVER NiEIpERkin scobing

4nA EHpOSHHUTES [(BHTOTORMCHAA] JIKEpeRkHX 32c00iB B YMOBAX ONTTCEW. BNTeRA (3 3namasesHad 17
HOMEPY, HERMEHYBAHAA (38 HAABHOCTI);

ans onTesd TOPCIBNl NiERpCEEMME acobamu; anTedsui crnan ($asa) @ 3saHAYcHEEM o0 HOMEpy,
HfAMeHY BHHA (30 HAABROCTE), 3aranbeol IR, Ta Nhoul prpolHIF K NpHMILLEHE,

ans poaapifaot Toprien NiEapeERHME 33C002MI BOTEED i3 3a3Rm9eHHAM T HosMepy, HafiMedyeasi (31
HANBHOCTE), AMTEYHMA MYHKT 1 JasHaderssM  foro  moaepy. Rafisenybadmd (18 Hagenocti), Homepy Ta
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RAfMCHYBAHHA (38 HRNBROCTI) anmesy, CIPYETYPRNM nigpoizinod skl BiH €, JiKyBARERO-NPOQUIAKTHEHOTS
TMEEALY, ¥ UKOMY BIH poaTnmonaiai;

A imnopTy nigapoekny 3acofin (xpiM AETHERID (EPMALESTIRHI iNrpenienTia) CKMICkKR J0HA
(mpisiupensm anA 30epirasine, CKEAL), JOHE KOMTpONK: SKOCTI, S0HR INifCHEHMA piags] DOIBONY HA BHITYCK
(peanizatiio) cepil nikapesroro tacody,
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no Jinessiftnax ymos
NPOBALKEHHA rocnoaapebKol
MIANBHOCTI 3 BHpOGHULITEA
JiKapceKHX 3acobis, onTosol Ta
pozapiGuol Toprisni jikapehkuMA
3acobaMu, IMITOPTY MiKAPChKHX
3acobiB (KpiM aKTHBHEX
(PapMaleBTHYHNX IHIPeicHTIR)

(HaiMeHYBARHA Oprany milemsysamus)

IAHBA
Npo aHYIWBAHHA Jinewsii

Jinensiar;

{HaiiveHyRAHAR, MICUEIHAXOIREHHA IOPIINYHO] ool )

(npiasume, in's Ta no Gatskosl kepismkka opHowaHGT ocoln)

(npissnie, is's Ta no Satexori dizwasoi ocoby - OLONpHEMUA)

(cepia, HOMEP NacMOpPTa, JaT8 BHOAYI,

OPTEH, W0 BUERE (UCIOPT, MiSLE PosHBAITA )

PeecTpanifinuii nomep ofnikopol KapTkH NAATHAKE MOATEIR
(4 hizwamol ocobu - nignpremma)*;

InenTrdixaniiiamil kon wopumHHOT ocoGu:

WY AHV/IH eH i

{393KaHTH HOMEP T8 Copilo NiLensii - 3a HAABHOCTI)

—

{nocann ocofn, xkm nogans (miznne) {imittiasm, npivsaume)
IAARY )

. CE———

* [l pizw ocib, wki vepes crol penirifyi NEPEKIHAREA BLAMORRRIOTLCS BT npwiHaT™
pecerpauiiiore nomepa ofinikosol KapTeW naaTIKa NosaTEIs T2 oiliiine nosiRoMHIK 1po ue
PLINOBIANNI OPran Zepaasiol NOaTKoBOT coywlu i MuoTs BLAMITRY ¥ MACNOPTI, - cepia Ta Bomep
MacnopTa,
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Ao JIIneHsifHmx YMOB NpoBaTxKeHHs
rocnofapeelol QiANLHOCT
BHPOOHHLITBA JMiKapChKHX 3ac00i8,
onToBoi Ta posnpibHol Toprisai
NiKapesKHME 3acofamu, iMmopry
TiKapchKHX 3acobin (KpiM aKTHBHHX
hapmateBTHYHEX iHrpenieHTIB)

BHMOTH
110 IMICTY HOIBOUTY HA BV EK (peanizanin)
1. Hafimenynanns npomyxmit,
2. Hepuany-anpolung.
3. Homep peectpanifinoro nocsinuenns » ¥epaiui,
4. Cuna ailfak T BHicTs.
3. Jlikapceka dopma.
6. Posmip ta Tun nakysasus,
7. Hosmep cepil Ta poamip cepif,
8. Jara supoGuniTRa.,
9. Mara saxindenns TepMiny npuoaTHoCTI.

10. Hafimenysanus, Micuesnaxo/msenns Ta HOMEP minendil Bipodanks, YnosHosaKena ocota
AKOTO HALAE JO3BLI HA BHITYCK Cepil (38 HasBHOCTI),

El. Ceprudikatn sianopignocti GMP srpoSianka, ¥ nosnosamera ocoGa sKoro HAMAE M03BIA HA
BHIYCK cepil, a0 HoMepH NocHIaHE ¥ Gasi aasmx FudraGMP {33 HasRHOCTI),

12. ara ceprudixata axocti cepii nKapcekoro acoly, BMARHOTO BH pofHnEoM, YnosHoRKEHE
aeola 9K0r0 HATAE N03BLN Ha BRNYeK copil Nikapeekoro sacoby.

13. Homep 7a nata BHCHOBKY NpPo AKICTS BECICHAX JikaPCLENY 38c06iB.

14, Kosenrapi (38 nassuocti),

15. 3ansa npo sunyek (peanizaniio) cepii Mixkapcskoro sacoby.

16, [1pissmue, ininiann Ta nocana’ssansn ocobu, xa A Q03BN HA BHITYCK cepil.
17. Iinnwe ocobu, sxa Braana A04sin Ha BHNYCK cepil.

I8, Tlava nigmucanus nossony ra sumyex (peanizamio),
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NEPIKABHA CJHIYABA YEKPATHH 3 IIKAPCBKHX 3ACOEBIB
(Mepacrikenyxia Yipainu)

npociest [epemors, 120, w, Kuis, 03115, ren/pake: (044)450-12-66, e-mail: diklz@diklz gov.ua,
hitpwww diklz gov ug Kon €/1PTIOY STTﬁ!MBEI-

Na Ha Ne BLI

; e g MinicTepeTBo eKOHOMIYHOTD
M LA I - o poienTKY i Toprieai Ykpainu

Bimnosizpo g0 m. 2 § 40 Pernamenty Kabimery Minictpis VYipainm,
saTHEpIKEHOr0 mocTanosow Kebinery Minictpis Yipainn sin 18.07.2007 Ne 950
(y pemaxuii noctamonu Kabinery MimicTpis Vkpainu sin 09.11.2011 Ne 1156),
Jepaasna cayxba YkpaiHu 3 nikapchkux 3acoDiB HalpaBlse HA MEPENOTOIKEHHA
npoexT noctanosn KaBinety MinicTpin '."r"ltpmHH «llpo IATBEPIUKEHHA NMivenziinux
YMOB NPOBAKEHHA I'Dl::nﬂ.[.l;apl.hll:ﬂ:l iAMBHOCT] 3 HHpﬂﬁHEHTB-ﬂ .r[llcﬂpr:hﬁux 3acobis,
onToBol Ta posnpifHol Toprisni 'mcapchmmu sacobaMm, IMITOPTY NiKAPCBKHX
3acofiB (KpiM axTHERNX hapManeBTHIHIK iHrpeaienTin)y.

Homaten:
1.IlpoerT NocTaHOBH HA ﬁf a;::-ﬂ B 1 opuM.
2. INoscmopansHa sandcka Ha < apk B | npaM.

/’?.i-re ¥ "E 7:.? E{‘;
."

Zacrvnunk Moaonn komicil 3 peopranizanii r_._@;_ﬂ—{fﬂfl.M. Cysoposa

p3) 354/
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baGiirys 450 12 66

" M MHEHOROAIO BT
DEpwNIRSNyYHIE ¥ igpami
NETES1 5.0 414 0l 716 sia 26.0Paoie 0324392/86-16 sia 27.05.2016 15.27 57
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MIHICTEPCTBO EKOHOMIMHOT'O PO3BHTKY 1 TOPTIBJI YKPATHH
(Minexomompo2BsRTKY Y Kpalnn)

pyn. M. [pymencaxora, 1272, wi, Kidlo, 01008, 7en, 253-93-94, daxe 126-31-31
Wb hitp:/farww me.gov.ua , e-niall: meonomy@ine pov.us , koa EOPTIOY 37508596

B[]
Ha Mo Bia

Jlepaxanns cayxba Yrpaine 3 nixapesicux
w2

Bmx. Mo 381021177203 sig 21.04. 1

[1fod e mig 21.04 216 (5:41:15
KaGinemy Minlcmpls Yipatiu L Tt i

‘MiNekoHOMPOSBHTEY BANCHNAE TpOEKT nocTamoEw Kabigery™ Mimictpis Yxpainu
«llpo sareepmwenns Jlinemiamx  yMos  npo i pkoT  fiRmeHOCTI 3
pupofumITea nikapeskmx 3acolin, omroeol Ta po ‘!‘mhpumuu sacobamu,
tunopTy JiKapcsks 3acobin (KpiM axTEemDe GEpMBMARTIREIN Hrpelidmie)s, dagicranui
amcToM JlepmaBnol cmymbu Vipaime® 9 Aldifitaink sacofis sindl.022016 Ne2233-
2.0.1/4.0/17-16, noromeesnii 13 3ayBaReHHAME, M0 JOLAKTRCH.

KpiM TOTO, BHOCIOBAMEMO HACTYIIN] JACTCREMEHI.

1. Tiyrsrom 14 poaginy 1 npoexry Jlinemsifiamu) yMOR OpONOHYETHCK IATBCPITH

spgey MpO BHOCEHHA 3IMiH A0 CIHHOTO NEPKABHOIO PEECTPY OPHIMYHHX ocif Ta
pinmnmx ocif - mignpuesmuip y 38'RIKY i3 NPUTHHENEAM AlAABROCTI 3
(BproToBaesHs) NikapchkEx 3acofip B ymoBax AIMTEEH, OMTOBO, poagpiGuol Toprirni
nikapeskuME 3scofamm 33 mesHEM micueM T mposaperns  (101aTOK 15 mo umx
Tlinermifimme yMos)

sagBy Mpo BHECCHHA IMiAH no €IHHOID NEPEABHONG PEECTRY HPHIHMHHX oci6 Ta
biswannx ocil - mANPHEMUIB ¥ 38'K3KY I3 NPHOHHEHHAM ASABHOCTI 33 DEBHMM M CLIEM
mpusamxenns (niksigani) (nozarox 16 no wix Jlinexaifsn yMoB)

3ugEy NPO BHECeHHA il 10 EIHHOTO ASPHEABHOND PCECTPY HPHIMTHMX ocib Ta
dizmammx ocif - ninmpaeMuis y 38°23KY i3 IPHOMHEHTEM MigTREHOCT] 38 meEHEM MicueM 1T
nponamxenns (nikeizauii) (ronarox 17 go wax Minensifwnx ymos).

PasoM 3 TiM, BiANMOBiANO A0 NyRKTY | HaCTHHH omMHATUATOl cTaTT 9 aKony Yapaing
«[Ipo minewsysaHHA BHAIR TOCOOJAPCEKOT AIAMEHOCTIN (nani - 3axow) AimensiAETMH
YMOBIMH BOTAHOBAKIOTLCR aMicT T8 Gopma:

1) 3a58¥ NpO ONEPRAHNHA NIEHIII,

2) ACKYMEHTIB, MO JOARKTECA 0 JAABH PO OJCPHANHA MILSHIIT,

3) onECY AOKYMEHTIE, M0 NOJMOTLES I ofepsany nineHil;

4) noKyMeHTIR MOAC KOKHOTO MIiCILA NPOBAIUACHIS TOCTIONAPCHKOT ALTEHOCTI.

Binnoniguoe Ao uacTHER nepumol crarri 49 Saxowy Yxpaim «Ilpo KaGiner Minictpis

aik ! Minictpis Yxpainn sa ocosi Ta Ha suxoHamns Komersmynil | 2axouis
mepinenTa Yipaius, nocranos Bepxossoi Pamm Yxpaiud, npufinamx

Al T
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[ Rerlom ot

piznosiano go Komcraryuil Ta saxonis Yepaiaw, eunae obos'saxosi BHKOHAHHA AKTH -
HOCTAHOBH i POIIOPUTKEHHE s m—— WA g
."__ u:lnr. YHBOM, TPONOHYEMO POSIINHYTH NMHTEHHA PO NOONPANOBAHHA mymkry 14
. ) 1 mpoexry JMiuensifmwx ywmop Ta BExmowTH nomsTEs 15-17 mo npoexty
YMOB.
Anmnmwmpmmmnnunyﬂrmﬂmli lipm.uinylupuerry Minersithnn
ymoB T2 nogatkis 11-13 ta 18-22 no mpoexry Jlinenifmo ysmon.

.

2. ABsauom TpeTiM mysxty 10 poaginy 2 npoexty Jlineiifinux ymon nepesSaueso, mo
ainesiar Moxe afilcHoRATH Tiﬁﬁpli’li[ﬂ.l u:::a.pcmm 3acofiB Ta CymyTHIX TOBApis, fKi
fioMy He HAEXKETH, ¥ BHIAIKEX, SKINO BiR DUITBEPOHE mmmmmm BAMOTEM HAMEKHOT
npaxTHrs mecTpubynii (GDP).

3a wassmoio B Minicreporai Wﬁ CTAHOM HA KiHems Eﬂlﬁmﬂl cyG'exTa
TOENGAEORENNHN, MO MAIOTE AIHEHIED HA OMTORY TOPHBMO NikapehkAMEA jacobamm, NRmE
9 mawTs ceprudikaTd BinnomigmocTi BEMOrad Hanémmol AucTpRG'0TOpchEOT MPAKTHKH
(GDP) ma 17 amreudsx cinanis, 3 sxux 9 cinaais HANEKATE OJHOMY ONTOBOMY
apetprtoTopy. Tpe upoMmy, HA pHEKY NocHyT 3 OOCTAYMAHHA ONTOBMX MapTill MikapcLEmX
saco6is Ta Bupolis MeAHYHOTO NPHIHAYEHAA ICHYE KONEKTHBEA MOHOTIONIA.

Bpaxosyious BHKIANCHE, 3 MCTOH POIBHTKY KOHKYPEHIL] HA PHHKY OTmOBOl TOPTiRmi
nixapchiMH 3acobaMH, CTBOPEHHA [NA BCIX NiNCHIIATIE PIBHEX yMOB 3MifCHOHHA CBOEL
rOCHOAEPCHKOT JIANBHOCT, MPONOHYEMO POIINARYTH MATAHEA B npoexti Jlinessiflmo ymos
CTOCOBHO BCTRHORNCHHA NEBHOM NepexigHoro nepiomy, MO HAJACTE MONUIHBICTE
opepxaHud BiquoBigHOIO ceprudikary YHacHHXAM pHBKY ONTOROl Toprimmi MiKAPCHKHM
sacofann, ski me ne oTpumany ceprudikar GDP ane magmors alo MUaHYIOTE HATARATH
irmam oy 6’ exTaM roCnoAApIOBANKHE NOCHYTH i3 3fepiraimm mreprerny 3acolis Ta CYIYTHIX
TOBRPIB.

3. Ypaxopyous BMOrY NyHKTY 3 uacrisu nepmoi crarr 3 3axowy, elanosinko no
AKX BEMOTA Nimemsifinny yMOPR MaroTe GYTH OJMOIHETHHME, TPOIOPHME Ta BHKTOTITH
MORIHBICTE X cyTeXTHBHOID 38CTOCYBAHHA OpraHaMH NiOeRIYBARHN S AiljsHIaTAME,
NpONOHYEMO JOOMPAIOBATH HECTYNHI nomowendd npoexty Jluewsifimx ymop
MPOBAKEHHS rocnojapceeko] giwTerocTi 3 BHpobHMITES Aikapcekwx 3acobis, ommoBol Ta
poaspifinol Topriam mikapcexuMy 3acobamy, iMnopTY NikaposkHX 3acobiB (KpiM AKTHEHHX
dapmanesTiannx  iarpegientie)y (nami — npoexr Jlinemsitax ymos), IMicT AKHX €
HEOXHOSHATHAM:

v myuxr 18 posginy 3 mpoexry JlinensifHux yMOR C/0BE KPHIHKY NEperTyTYBAHHL
abo nepexpechol xonTaMinaniiy;

y nyrkri 2B powniny 4 npoexry JlinemsifiHpx yMoB 00 NCTATBHOTO JSaRIOTY
MOCTAYEHHER

y gopatky 2 mo mpoexty Jlinessilfarx yMon: cioBa «3 NOpPAOKOM OTPHMANHE mincH3il
oayadiomneimin.

4. ABsagoM mocTHM mamynkry | myskry 12 posainy 5 mpoexty Jlinmewsiftmix ymos
HONYCKACTECE POIMILNEHEA AMTEKH Y NpUMIMeHHSX CAHATOPHO-KYPOPTHHX 34Knazis,
roTefis, acponopris, eoxsamie, ¥ isonsosasoMy npeMimenni ®a nepmomy nopepci Ged
YAAMITYRAHHE OKPEMOr0 CAMOCTIHOrD EMXONY HA3OHHI 38 YMOBH JOTPHMAHHA BHMOT
myakry 10 usoro poaminy.

Bormouac, a60anom csoMmM DigmyHkTy 1 myHKTY lzpnmﬁnpmnﬂﬁum:ﬂﬂm
yMoB Yy HPEMIEHHIN TOPriBCTEHAX OEHTPIB AOLYCKAETRCR pOAMIMIEHAS ANTEKH B
BonsopadoMy DpEMimenni Ba Oyne-sxoMy noBepcl Ta Ge3 yIammypasHS OKpesmoro

e e T e ——— o
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CAMOCTIHHOTO BHXOAY Has0BHI 332 YyMOBH o0nafHAmHE TOPriBEOBHOTD  IIEHTRY
macaHpchikMu  NidTamn Te/abo mglomamkamy (HexmneHWME 800 BEPTHEATEHHME
MLIHIMANRHHME TUIATHOPMAMH) ¥ TEXHIYHO CHOPABHOMY CTEHI, 3 AOTPHMAHHAM BHMOr
mysETy 10 nsoro posairy.

3 Touxu 30py 3afesncucHHR SK POIBHTKY KOHKYpenuil y cdepi pmzwiﬁmfmpﬁmi
wmmlmﬁmmwmmﬂ: oOMeEMEHIMH
MORTHBOCTAM, TIPOMOHYEMO POITIAHYTH MOAIHBICTS pmumuimn AITTEK ¥ npmm:mmt
CAHATOPHO~KYPOPTHIAX 3AKNafis, roTediB, ACpPOMOPTIE, BOKIANE, B ONROBAROMY
]]PH:HIIII-EHEE Ha Gyne-axomy noscpei Ta Gea YNAIITYBAHHA OKPEMOTO caMocTifEoro RHXOTY
HA30BHI, 38 yMOBE O0NaIHARHA 3AIHAYMEHMX 3AKTNATIR DACAMHPCEKHMEH midmamm Talalo
nigfoMHUKAME (HAXHIEHHME 800 BepTHEAMBHNMH NigHiMatenusmy miardopsmase) vy
TEXHITHO COPABHOMY CTAHL, 3 ROTPAMAHHEAM BHMOr myHKTY 10 moro poaginy.

5. Kpim Toro, npoext Jlinersifinugy yMos MicTHTE YHCISHE] Saranbii NON0KERNs Wono
BHIHAYMEHHN BHMOT [HX YMOB, 30KpEMa WONO BHKOPMCTAHHA N0 TEKCTY BMHBAHHE CIiB
«BLANOBIIHIY, «BiANOBINHEXY, «EIANOBIAHEMY.

Y am'saky 3 UMM, SBEpPTAcMO YBATY Ha pHIHK ¢y0'CKTHBHOIO THYMANSHHS TakHx
NONGKEEE Ta NOPYIICHHS Npak ¢y0'eXTiB rOCNOIApHOBAHHN.

§. Kpim Tor0, chia saynamuTh, mo 3axkoHoM Yxpainm pig 26.11.2015 MNe 835-VIII
BRINIAACHO ¥ HOBil pepaxuii 3axon Yipainn «Ilpo pepacanny peectpauiio opuuMarEx ocib
Ta izwummx ocif — nigopuemuiny TA BHeceHo Minm go 3axomy npo niueHIyBaHHd, MO
ualupaors wwasoctl 01.01.2017 poxy.

JwonEucHMM 32XOHOM, 30KpeMa 3MiHeHO Hespy EJMHOrO JEPEAEHOTO PeeCTPY
OpAIFTHEX 006 Te dimwimnx oci6-mignpaesaris wa CAmEN nepwasmuit peccrp
wprmrHey ocll, diywmirx ocif - nimmpreMuis Te rpoMagceix GOpPMYBAHL, A TIKOE
BHIHATEHD, W0 OPraH AileHIYBAHHA 33 BUANOBLINEM BHAOM FOCHOJAPCEKO] ALUILHOCTI
HHOCHTS 0 EJHHOIO ASpHMasHoro peecTpy wprawinx oci, disnunnx ocib - niagnpremiin
T2 rposaceiux GopMyBans OpEMENTI MMM pimcHEs, JOKyMeHTH T2 immi sinomocti mpo
NiUeR3IYBAHEN BHAIB rocnofapenko] giantmocti, HeoOximHi N8 BefEHAA ULOTO PECCTRY, ¥
nopRuxy, emuagenomy Kabineros Mirictpis Yipaing.

Jonarox: HH..£_ apk. B 1 npana.

Mepuawi plus-npem'ep-minictp Yepalon —
MinicTp exomomiasoro poasuriy | Toprisni Crenan KYBIB

Cromiemss, 521-19-61



JAYBAKEHHS TA IPOITO3HINT

MimicTepcrea exonomivsoro po3suTKy i Toprisu ¥Yxpainu
ao mpoexTy nocranoss Kafinery Minicrpis ¥xpaluu
«IIpo sareepraennn Jlinensifinux yMOB NpoBalEeHNA MOCNOAAPCLKOT
pisasaocti 3 sApolaanTea Alkapesxux sacofis, onrosol Ta posapiGeol Topriani
NigapeLkumu 3acobamu, iMoopry dikapeskux 3acobie (kpiM axTEBHAX
dapmanesTHIHAX iBTpenicnTin)»
(ani — MpoexT NOCTAHOEH)

I. Absamom npes'sTHM nyHkTy 67 poaminy 3 mpoexty JlinessifiEmx ymoB
MPONOHYETHCA BHIHATHTH, N0 UeHTPAIsHHN OpraH BHKOHABYOL BNAKH, [0 Peamsye
AEpEABHY MONITHKY ¥ cdepl KoRTpomo sxocti Ta Gesnexu nikapohimx 3acobis mae
Npaso ivenexmyeamy Texuivni sacoby | cucremy 3afeaneyeHns SXOCT] BHKOHABIA,

Bignosizso Ao mysxTy 3 9scTHEH Apyrol cratri 6 3axomy Ywpaimm «IIpo
TMNEHIYBAHHR BHAIB MOCHOAAPCHEO] MIANBHOCTY? OPraH JNIUCHIYBAHHR AI8 wined
ILOTO 3aKoHy 33 BIONOBIAHMM BHAOM rocIofAepeskol MiANsHOCTI 3AificHioe KOHTPONS
38 JOoJepWAHHAM MiNeH3aTAME BHAMOr MUEH3IIHAX YMOB TA 33 pe3yNETATEMMH
nepesipkd npHiiMac pilnesHs,

KodTponk 3a [gopepmaHHAM ITIEHIiATAMH BHMOr JNileHsifiHmX ymoB
amificEroioTs ¥ mMemex cpolX [OBHOBANEHE OpPraHM JIUSHIYBEHHA OUNXOM
NpOBEJEHHA MNAHOBHAX i MO3aniaHOBRHX NMepesipox BinmoBiAHO A0 3axomHy ‘:"npm"m
«[Tpo ocHOBHI 3acagd NepEaPHOre HArmAny (KoHTpomo) ¥ cbhepi rocnonapchkol
BiAmeHOCTIH 3 ypaxyBaHHAM ocobmHpocTef, BHIMEMEHHX LHM 3axoHOM (MacTHHA
csOMa cTarTi 19 sasmavenHoro Saxomy). i i P

Binmosinso oo wacTHHA 9eTBepToi crarri 4 3akony Yxpainm «llpo ocHobsi
3acam¥ [MepEAEHOTO HATHANY (koHTpomo) ¥y chepi rocmopapcskol MiSAEHOCTIN
BHEMOYHO 3AK0HAMH BCTAHOBMIOIOTECA!

Oprafy, ynoBHOBXeH] 3MifCHIOBATH RepwaBinil Harnan (xoHTpons) y chepi
rocnoAapehikol JIANEHOCTI;

BHOH rocnomapeskol miameHocTi, SKi € NpeIMETOM JCPMABHONO HATTLTY
(koHTpOMO);

NOBHOBAXEHHA OPTaHiB JSpKABHOIO HAIMANY (KOHTPO/IO) IONO IYOHHEHHA
eHpobHEUTES (BHroTORNEHHA) abo peanizauii npoxyxuii, EHKoHaHHs pobiT, HANAHHA
NOCTyT,

BHMepuHAl nepenik mgcTas QA 3YNHHEHEA MOCNOARPCHKOT AansHOCTI;

cnocif 3nificHenEn epKABHOTO Harmany (KOHTpoMo);

caHklil 3a DOpYmEHHN BHMOT 33KDHOZABCTEA | NMepenik MOpYIUEHs, NKi €
MiACTABOK [JIA BHAAYI OpPraHoM [EpaBHOIO HArmAfy (KOHTpOMIC) NPHITHCY,
postopaLEeEHa 800 1HIOro PO3NOPAIYOr0 AOKYMEHTA.

Opran AepXABHOMO HAMMAKY (KOHTPOMIO) He MoMe 3AidcHIOBATH JepaaBHui
Harngy (xoHTpoas) ¥y cidepi rocnogapcskol AIANLHOCTI, SKMD SaKOH MPAMO He
YOOBHOBAXNYE TaxHil oprad Ha 3gilicHenHE NepMaBHONO HArALNY (KOHTpOMID) ¥
nestifl cepi rocmogapcexol QIANRHOCTI TR HE BH3IHEYAE MOBHOBLMEHHA TAKOTO
Oprasy min wac saiffcHeHHA JepAaBHONO HArALTY (KOHTPOMIO).
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Pasom 3 THM 3BEPTAEMO YBaTY, I Bignomigeo mo mnyekry 19 Tlpasmn
nigroroekn  npoektie  axTin Kafimery Mimictpie Vxpalum, 3srsepmaeHmx
nocranosoio Kabiwery Minicrpie Yipainw Bin 6 sepecus 2005 p. Ne 70, npoext
NOCTAHOBH HE MOBMHEH 33 IMICTOM BEXONHTH 3a Mexi npeaMera fioro npasosoro
pery/moBaNi,

Ypaxosyioun Hasemewe, abzan ges'stull mymkry 67 posminy 3 mpoexty
JlineEsifine YMOB DoTpelye LOONpAITOBaIHI,

2. Y nynkri 40 poaginmy 3 mpoexty Jlinersiliuax ymor norpebye yrouseHHS
NOHSTIH «JOKYMeHTaltia i3 crasmaprusauil nixapcekmx 3sacobimw, oOcKimLKH
sijmosigao go crarri 6 3axony Yepains «[Ipo cramaaprasauiion sanekHo sif pisHa
cy0'exTa CTAMAAPTHIAIN, WO NMpHMAE HOPMATHEHI NOKYMEHTH, BOHH NOAUIAOTECH
HA:

1) HauioBANEHI CTAHOAPTHE T8 KONEKCH :,rmumm NpaKTHEH, NpHIAHATI
HAINOHATEHRM OpraHoM CTAHOEpTHIALIT,

2) cTARHOAPTH, KONEKCH YCTanenol MpaKTHKH Ta TEXHIYHI YMOBH, OpHiiHaTi
MiANPHEMCTBAMH, YCTAHOBAMH Ta OprafisanisnH, mo 3ificHIolTs CTANIAPTHIALIIO,

Hepmuii sine-npesm’ep-mimicTp ¥ xkpainm -
Minicrp exonomiunore posewrky i Toprinui % Creman KYBIB
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L. H;tmunqny Jliuenaifi YMOBA NPOBATKEHHA FOCH
HpofasyTea nbm:umx 3acobis, omrosol Ta poanpiGEct ¥

pottpibact Toprimmi nikaposamm sacobemi, iMnopry nh.-#mm pesiy 3ac00is (i
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3. Yeranon¥TH, M0 0 OOCTAROBA Ta
rociofaposkol  piwmEceTi 3 awpoCiunTea mmw
mlﬁmwwmmimmmﬁm

nﬂrﬂmﬁmﬂdumh a "_wmmnm
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rocnonapchkol lwmmocTi 3 espoSwuutea mikapcskEx sacoffm, omvomel Ta
poagpifuel Topriani nikapessium sacofomu, imnopry miwapceiex 3acobis (xpis
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MOACHIOBAJILHA 3AINHCKA
a0 npoekty nocranosn Kabinery Minierpis ¥ kpainn «llpo saTeeprachis
JineHsilinux YMOB NPOBAIKEHNS rocnofapebiol TifasHOCTi 3 BHPOGHHUTEA
Nikapesknx tacobis, onToBoi Ta po3apionoi Topriedi AikapeeKuMnB sacobamu,
iMnopTy Aikapehbknx 3acofiB (Kpiv aKTHBHUY dapManeBTHHHAX
IHFpeRicHTiB)»

1. OdrpynTysanus weolxiinocTi npuilHATTA aKTa

TMpoekt noctanosi Kabinery Minictpis Yrpaitu «Ilpo 3aTREpIMEHHA
JHueH3 AN YMOB MPOBATHEHHH rocnogapeskol  AiAnsHOCTI 3 BHPOBHHLTEA
nikapeekux 3acobis, ontosoi Ta posapibuol Toprisni NIKAPCEKHMH  3acofamH,
iMnopry nikapcerux 3acobis (KpIM aKTHEHHX thapMaleBTHYHHX IHTPEXIEHTIE )Y
(fan — NPOeKT MOCTAHOBH) po3pobNieHo Ha BHKOHAHHA YACTHHH apyroi crarmi 9
Jakouy Vipainu «[Ipo nileH3yBanHs BAIIB NOCHOAAPCEKOL JIAALHOCTIY.

V npoekti NOCTAHOBH BPAXOBAHI MOTOMEHHS nonepeiHix  penaxiin
JHuensifiHuX ¥YMOR [POBAKEHHS TOCMONAPChROT MAABHOCTI 3 BHPOGHHIITEA
fnikapeekiux  3acobis, omTosoi, po3apidHOT toprieai  nikapebkMmu  3acobamu,
TliueHsifinHx  yMOB TNpOBAMAKEHHA TOCHOZAPCEKOT  AISABHOCTI 3 IMMOPTY
mikapehknx 3acoliB @ TAKOK BHMOTH IIONO MPOLETYPH MUEHIVBAHHA, MK
sanposagkeri Jawonom Yipaiuu «llpo AileH3IYBAHHA BHIOIR TOCHOLAPCHEO]
AANBHOCTiH.

2. Mera i wanaxu i 10CATHEHHH

Metolo npuiinaTTs akTa ¢ sabesnevenus peanizauii €aHHOl Aep#aBHOL
monmiTukd y cipepi NileHIyBAHHA, IAXHCT [HTepecis NAlieHTIE Ta CTBOPEHHA
HANEHKHMX YMOB U8 3aDesNeueHHs MaCCHCHHS  NIKAPCHKHMH sacobaMu
BiANOBIHOT AKOCTI.

PeanizysaTi MOCTARNEHY METY MPOMNOHYETLCH LITAXOM 3ATEEPILKEHHA
MineHsiiiHux  YMOB MPOBAKEHHS TOCNOAAPCEKOT [IANBHOCTI 3 BHPOGHHLTBA
Aikapcekux 3acobis, ontoBoi T2 poanpibuoi Toprieal NiKapchKHMM 3acoDamMH,
iMMOpTY NikapchKMK 3acO0iB (KpiM aKTHBHWX (apMaleRTHYHHX iHrpeaieHTIB),
AKHMH BCTAHOBHTH:

BHYEpUHMIl  NEpenix MIITBEPIHMX JOKYMEHTIS, 10 MIITBEPIKYIOTE
BiANOBIAHICTE ¢Y6'CKTA MOCTIOIAPIOBAHHA BHMOTAM [HUEHIHHHX YMOB,

hopmu BioMOCTell Npo MICIA NPOBADKEHHA NOCMOAAPCEROT ASIEHOCT] 13
JaIHAYCHHAM 1010 KOKHOMO 3 HHX BHIY AISJIBHOCTI,

(opME 3asB, WO TOAAOTRCH 310DyBauem niuewsii abo Jinen3iaTroM 1o
Oprafy NiuEHIVBAHHA]

KBani(ikauifiHi BAMOTH 10 NMEPCOHAY MLeHIIaTIE,

BHMOTH MOA0 HAKBHOCTI MarepiaibHo-TexHiqnoi Da3, KeamidikoBaHOro
MEPCOHATY, 8 TAKO® YMOB LIOA0 KOHTPOMHD 34 AKicTIO NikapeeKMX 3acoliB, WO
BHPOGIRTHMYTheH, BIATMOBIHICT SKHX BCTAHOBIEHHM BHMOTAM Ta 3asBICHHM ¥
MOTAHMX SASBHHKOM JOKYMEHTaX JUIA OJEpHaHHA NILEH3IT XapaKTepHCTHRAM
Hifgrae ofop'ssKoBill mepesipul NMepen Buzatelo NMiuensil y Memax CTPOKIB,
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repeabaveHHx LA BHAAY JIUEHIIT, 33 KOWHHM MiCileM NPOBALKEHHS TifIbHOCTI,
TOWO,

1. lNpasoei acnekTy

[paposiaHocnen ¥ uifi chepi rOCHOAAPCHROT JISNBHOCTI PeryIKKTECH
HACTYNHHMH HOPMATHBHO-MPABOBHMM AKTAMM:

KoHeTHTYLIS YEpaiin;

Tocnoaapchiuil KoJeke Y KpaiHu;

Jakon Ykpainn «[1po NileH3yBAHHA BUIIB rOCNONaPCEEO] MANBHOCTIR,

Jaron Yxpainu «[Ipo nikapceki 3acobun,

«O)CHOBH 2aKOHONABCTBA YKPATHH PO OXOPOHY 3A0POE'SY;

Jakon Yxpaiun «llpo jabesnedenHs  CaHITApHOrO T4  enijeMiuHorD
Gnarononyq4s HaceleHHA»,

Jakon Yepaiuu «[lpo mHaprorTHudi 3acobm, NCHXOTPONHI  PEHOBHHM 1
NPeEyPCoOpH:.

4. Dinancono-eKOHOMiuHE OOTPYHTYBAHHS

Pearii3ailis nono#eHs BOTO NPOSKTY NOCTAHOBH, ¥ pasi HOTO NPHHHATTA,
He noTpebye AOJATKOBHX MATEDIATEHMX T8 IHIMX BUTpaT 3 Jlepaasioro
Bromery Yipaiun 1a micuesnx GromxeTis.

5. Mo3muin saiNTEpecOBAHKX OPranis

[Mpoext noctasosn norpebye norogmenns 3 MiHicTEPCTEOM (hinancis
Vipaine, MinicTepcTBOM — SKOHOMIMHOTO — PO3IBHTKY i Toprieml  YEpainw,
JlepsanHO PErynATOpHO cry#Goio Y KpaiiH.

Mpoekt noctanosd NOTpedye HPOXOIKEHHA [IPABOBOI  EKCMEpTHIH ¥
MinicTepcTsi WCTHULT Y KpalHH,

6. PerionaasHuii acnext
[MpoekT NOCTAHOBH HE CTOCYETHCH [MHTAHE POSEHTEY ATMiHICTPATHBHO-
TEPHTOPIATBHHX OJIHHHLB.

| 5 . s

6'. Janodirauus JHCKpHMida U

YV [lpoexti nocTaHoBd BiICYTHI TONMKEHHH, WO MalOTh  O3HAKH
AMcKpUMiHaii, [poMaschka aHTHIHCKPUMIHALIHHA EKCIEPTH3IA HE NPOBOIHIACE.

7. Janobiranns Kopymuii
V npoexTi NOCTAHOBN BIACYTHI MpaBuia I NPOLELYPH, AKI MOEYTh MICTHTH
PH3HKH BYMHEHHA KODYNUIAHAX TisHb,

8. ['pomanceke 00TOBOPEeHHA

[lpoexT NOCTaHOBH PoaMileHo Ha caiitax MiniCTepcTBa OXOPOHH JAOPOB'S
Yipainu rta Jepanikcnyxbu ans OTPHMAHHA [ponosH it Ta 3ayBamcHb
rpoMajckKocTi, cyG EKTIB rocnoJapioBalig T8 FPOMAICEKHX oprasizaiui.
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9. Moanuin couianbuux napTHepie
ITpoekT NOCTAHOBH HE CTOCYETHCA MHTAHB COLIATEHO-TPYA0BOT chiepH.

10, Ouinka peryasropHoro BILIMBY
OuigyBani pe3yaeTaTH NPHAHSTTE PeryisTOPHOMO aKTY BHIHAYEHO 13
JACTOCYBAHHAM METOOY BHIOI TA BHTPAT i HapeleHD ¥ Tabmuui;

Cipepa Bnausy Buroaw Butpatu
l]l'I"EpE{:H JabesneveHHs BHKOHAHHAR BHMOT YHHHOIO BiACYTHI
AepEaBH FAKOHONABCTRA, &

Uitkuil T2 npo3opHil MCXaHi3M JIUeH3YBAHHA
AATBHOCTI 3 BHpOGHMUTBA  JMiKApPChKHX

[HTEpeCcH : & Cdi R
2 }’ﬁ’ﬁ i 3aco0iB, OnToBOI TAa po3npidHOI TOpriemi s
JikapchKuMy sacofaMy, IMIOPTY NiKapCBKHX LS
rocCroapHBAHHA : .
sacobip (KpiM axKTHBHHX (dapMaleBTHHIHX
IHIpeLieHTiB)
lnTepecn 3abcaneyeHHA Npas MPOMAIRH HA OTPHMAHHS o
rpoMaisH AKICHHX JiKapeLikHy 3acobis. &

[IpoekT nNOCTAUOBH BIAMOBIAAC TPHHIHNAM ASPKABHOT PeryIATOPHOL
NOMITHEH,

10'. Bnaug peanizauil aKkTa Ha PHHOK npai
Peanizauis npoexTy NocTAHOBH He BIMHE HA PHHOK Mpai.
11. Ilpornos peayawrarie

Poanonin cy@'ekTiB rocnogaploBaHia 38 3aTBEPDKEHHMH KPHTEPIAMH Ta
RIHECEHHA X [0 BIANOBIAHMX CTYNEHiB PHINKY NpH3BEde N0 3MCHIICHHS
KIMBKOCTI Ta 9ACTOTH 3HifCHeHHN' NMIaHOBMX MNepeBipoK NiANpHEMCTE, Ak
3IRCHIOOTE AIATEHICTE 3 BEPOGHMLITES NiKapCEKMX 3ac00iB, IMMOpPTY NikapchKuX
sacobin, onTosol Ta posapiGHOT TOPrisnl NiKApCLKHMH 3acobamH,

B.o. Minictpa / B. IIADPAHCHKHIT
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