Honatox 1

1o [opsaky HamaHHS T03BOJY Ha MapalieIbHUH IMITOPT
JIKapChKOTro 3ac00y, BHECEHHS 3MiH 0 J03BOJY Ha
napasnelbHUN IMIOPT JIIKapChKOTo 3ac00y,
NPU3YIHUHEHHS, CKACYBaHHS Ta MPUITMHEHHS JTii JO3BOIY
Ha TapaJieTbHUHN IMIIOPT JIKapChKOTO 3ac00y

(myHkT 1 po3ainy II)

3AABA
PO OTPMMAHHA J103B0JIy HA NMapaJieJibHUN IMIIOPT JIiKapchbKHUX 32c00iB

JlaTa mogaHHs
« _» 20  poky No
3asBHUK (3100yBay A03BOIY):

IMinnucanHaM 1i€l 3asiBU Ta iHIIUX MaTepiadiB 10Ch€ 3asiBHUK (3100yBay 103B0JY):

1) miaTBEepaKYyE, MO JTIKAPCHKUN 3aci0, HA SIKUW MOMAOTHCS MaTepiaiv JOChE JJIsi OTPUMAHHS J03BOJIy Ha MapajebHUM
IMITOPT JIIKAPChKHUX 3ac001B (7ami - 03BUT), Ma€ YMHHHUM JO3BIJ Ha MapKETUHT, BUJAHUNA KOMIIETEHTHUM OPTaHOM KpaiHu-
eKCIIopTepa, MPU3HAUYCHUI Ta BUITYIIICHUH B O0IT /s 3aCTOCYBaHHS Ha TEPUTOPIT KpaiHU-EKCTIOpTEpa, @ TAKOXK BI/IMOBIIa€ OHIN
3 TAaKUX YMOB (nO3Haume yMo8y, Wo € 3aCMOCOBHOI0):

[] nikapchkuii 3aci0 1S mapaiebHOTO IMITOPTY € iICHTUYHUM Y| MTOXI0HUM 10 €TAIOHHOTO JIIKapChKOTOo 3ac00y; abo
[ nmikapchkuit 3aci0 aJisi MapajelibHOTO IMIIOPTY Ta €TAJIOHHWH JKapChKui 3acid € oaHOYacHO peepEeHTHHM YU

TeHEpUYHUM JIIKapCHKUM 3ac000M B YKpaiHi 1 B KpaiHi-eKCTopTepi.

2) rapaHTy€e JOCTOBIPHICTh BCIX MaTepiaiiB/iHdopmallii/JOKyMEeHTIB, III0 MICTATLCA Yy HAaJaHUX MaTepiaigax JOChe, Ta HECe
3a 11€ BIJTMOBIIAJIbHICTD, Iepe0aueHy YHHHUM 3aKOHOIaBCTBOM;
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3) y pa3i oTpuMaHHS J103BOJTy Oepe Ha ceOe BIMOBIIAIBHICTD 32 €(DEKTUBHICTD, 0€3MEKY Ta SIKICTh JIIKapChbKOT0 3ac00y, Ha
SKUW BUIAHO JIO3BLI, MPOTSATOM CTPOKY 3aCTOCYBAHHSI TAKOIO JIIKAPCHKOTO 3aco0y B 00Iry Ha Teputopii YKpaiHu, 30KpemMa
HUIIXOM:

- 3a0es3neueHHs (QYHKIIIOHYBaHHS CUCTeMH (papMaKOHATJISAY BiITOBITHO 10 BUMOT, BCTaHOBIIEHUX [lopsiikoM 3/1iCHEHHS
dapmakoHarisay, 3aTBEpIKEHUM Haka3oM MiHicTepcTBa OXOpOHM 370poB’s Ykpainu Bia 27 rpynus 2006 poxy Ne 898,
3apeecTpoBaHUM B MiHicTepcTBi rocTulii Ykpainu 29 ciuns 2007 poky 3a Ne 73/13340 (y penakuii Hakazy MiHicTepcTBa
OXOpOHHU 370poB’s1 YKpainu Bijg 26 BepecHs 2016 poky Ne 996), 3 ypaxyBaHHSIM 0cOOIMBOCTEH 10 3A1MCHEHHS (papMaKOHATIIA LY
II0J10 JIIKAPChKUX 3aC001B, BBE3EHUX HA TEPUTOPIIO YKpPATHU JIJIs UIJIEH napaneabHOro iMnopry;

- HaJaHHS OpraHy Jep>KaBHOTO KOHTPOJIO Ta BJIACHHUKY JO03BOJy HAa MAapKETHHT JIKapChKOTO 3aco0y B KpaiHi-
EKCIIOPTEP1/MOro YIOBHOBAXEHOMY MpPEACTaBHUKY 1H(opMallii npo aeexTu sSKOCTi JIKapChbKOro 3aco0y, Ha KU BHIAHO
JIO3BUI, MPOTITOM 15 KalleHJapHUX AHIB 3 JaTH BUSABJICHHS BIAMOBIAHOTO AEPEKTYy AKOCTI (SKIIO BHUPOOHHK €TaJIOHHOTO
JKapChKOro 3aco0y Ta JIIKapChbKOTO 3ac00y, Ha KU BUAAETHCS/BUAHO JT03B1I, BIIPI3HIETHC);

- CBOEYACHOTO BHECEHHsI 3MiH JI0 MaTepialliB JOChE JIKAPCHKOTO 3ac00y, HA KU BUIAHO JIO3BLI, MPOTITOM CTPOKY Iii
JI03BOJTY;

- HaJIaHHS OpTaHy Jep>KaBHOTO KOHTpoItO Ta LleHTpy mocToBipHOi iHOpMaIlii B MaTepiaiax T0Che/3MiHAX O HUX;

- CBOEYACHOT'O MOBIJIOMJICHHS OpPraHy JIep>KaBHOTO KOHTPOJIIO PO MPU3YNUHEHHS, IPUITMHEHHS a00 CKacyBaHHS JO3BOJIY
Ha MapKETHUHT JIIKAPChKOTO 3ac00y JUIsl MapajenbHOro IMIOPTY B KpaiHi-€KCIOPTEPI.

Bix imMeH1 3aaBHUKA
(3moOyBaya 103BOITY)

(mianuc)

(trpi3BuiIe Ta iM's1)

(Ha3Ba MOCAH, SKIIO 3aCTOCOBHO)
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1. BZIOMOCTI ITPO JIKAPCHKHM 3ACIB JJISI TAPAJIEJIBHOI'O IMITOPTY B YKPATHI

1.1. Hasa Jikapcbkoro 3aco0y 11
napajejabHOro iMnopry B YKpaiHi

(Hazea HABOOUMbCSL 3 OOMPUMAHHAM
Kpumepiig, 6CmaHo8ieHux NyHKmom 7
Jlooamxka 1 0o Ilopsioky)

1.2. 3asiBHUK (3100yBa4 103B0.1y)/YIIOBHOBaKEHi 0CO0H

1.2.1. 3asBHuK (3100yBay /103BOJIY ):

HaiimenyBaHHS 10pHINYHOT 0COOH 200
Mpi3BUIIE, 1M ’s, 110 OATHKOBI (32 HASIBHOCTI)
¢bi3uyHO1 0cO0U - MANPHEMILS

Micue3Haxo/DKeHHS OpUIUIHOI ocoou abo
MicCLIe IPOKUBaHHS PI3UYHOI 0COOH -
1 IIPUEMIIS

Tenedon/dakc

Anpeca eJIeKTPOHHOI OIITH

Homep 1 nmara mineHsii Ha iIMOOPT JIKapChbKUX
3aco0iB (3a 11 HasgBHOCTI) abo iH(popmarii mpo
MPUIHATE pillIeHHS PO BHUAady JineH3ii (nara 1
HOMED)

1.2.2. YnioBHOBaxkeHa 0c00a, fiKa Ji€ BiJl iMeHi 3aaBHUKA (3100yBaya 103B0.1Y) 3 MUTAHb, OB'SI3AHUX i3 BUa4€I0 103BOJIY:

[pi3Buie, iM’s, 0 6aTHKOBI (32 HASIBHOCTI),
Ha3Ba MOCau (SKIIO 3aCTOCOBHO)
YIIOBHOBaXEHOT 0CO0H

HaiimenyBaHHs 1opuu4Ho1 ocodu abo
Mpi3BHILE, M 51, IO OATHKOBI (32 HAIBHOCT!I)
¢b1314HO1 0cO0U - MIAMPUEMIIS

Micrie3Haxo[)KeHHsI FOPUIUIHOT 0codu abo
MicIie MpoKuBaHHs (Pi3nIHOT 0cOOH -
T IIPUEMIIS
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Tenedon/dakc

Anpeca eJIeKTPOHHOI NOIITH

1.2.3. KopoTkuii onuc cucreMu (papMaKoHATJISIY 3asiBHUKA.
YnoBHOBa:KeHA 0c00a 3asiBHHKA (3100yBaya 103B0.1Y), BilNOBiga1bHA 3a papMaKOHATJISL:

[IpizBuimie, imM’s1, Mo OaThKOBI (32 HASBHOCTI)
YIIOBHOBAXXCHOT ocoou 3assBHUKA,
BI/IMOB1TAJIbHOI 32 (papMaKoHArJIsI

Micrie npoBaPKeHHS TisSUTBHOCTI

[imono6oBuii Tenedon/dakc

AJipeca eJIEKTPOHHOI IIOIITH

Mactep-¢aiia cucremu papMakoHarasigy

Howmep mactep-daiina

Micrie3Haxo/KeHHSI FOPUIMIHOT 0co0u a0
Miclie MpoKuBaHHs (Pi3nIHOT 0cOOH -
nignpueMis (e 30epiraeTbesi Mactep-haiin)

1.3. IlepenakyBaHHsi/nepeMapKyBaHHsI BTOPUHHOI OPUTiHAJTbHOI iHO3eMHOI YIIAKOBKH

1.3.1. JlikapcbKuii 3acid 0ye BBoAUTHCS B 00ir Ha TepuTopii YKpaiHu B OMH i3 TAKHX cN0CO0IB (no3naume 3acmocosHe)

OpuriHanbHa  1HO3€MHa  yIakoBKa 3
CYIPOBOJIOM KOXHOI YMAaKOBKU  KOIII€I0
NepeKyany JepKaBHOIO MOBOI  TEKCTY
MapKyBaHHSI 1 KOpPOTKOI XapaKTepPUCTUKU
JKapChKOTO 3ac00y (3a HAIBHOCTI), @ TAKOXK
JMCTKOM-BKJIAJIKOI0  JIEP’KaBHOIO  MOBOIO,
3aTBEPIKEHUM PIIICHHSIM opraHy
JIep>KaBHOTO KOHTPOJIIO, 0e3 mepenaKkyBaHHS
Ta/a00 NepeMapKyBaHHA

OpuriHagbHa  1HO3€MHa  YIAaKOBKa 3
CYIIPOBOJIOM KOXHOI YIAaKOBKH JIMCTKOM
BKJIQ/IKOIO JIepKaBHOIO MOBOIO,
3aTBEPHKCHUM pilIeHHSIM oprany
Jep>KaBHOTO KOHTPOJIIO, Ta JOAATKOBUM
MapKyBaHHSIM BUPOOHHKOM abo
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napajellbHUM  IMIIOpTepoM (32  YMOBH
HAsBHOCTI B HBOTO BIMOBIIHOI JIiIIEH31T Ha
BHPOOHUIITBO JIIKAPCHKUX 3aC001B)

[TepemapkyBaHHs Ta MeperaKyBaHHS
BTOPUHHOT OpUTiHATIBHOT 1HO3eMHO1
YIIAKOBKKM ~ BHUPOOHWUKOM ab0 TapalebHUM
IMITOPTEpOM (32 YMOBHM HAsIBHOCTI B HBOTO
BIJIMOBIAHOI  JTIEH31T HAa  BHUPOOHUIITBO
JIIKapChKUX 3aC00iB)

1.3.2. O0cHr 3anjI1aHOBAHUX 3MiH

Y MapKyBaHHI BTOPHHHOI OpUTIHAIBHOT
1HO3EMHOI YIaKOBKH (KO 3ACMOCOBHO)

1.4. BupoOHuKH, BiiNIOBiJa/IbHI 32 NepenaKkyBaHHs Ta/a00 nepeMapKyBaHHS JiKaAPCHKOI0 3ac00y (K0 NiKapcbKull 3acib 05 napaneibHo2o
iMnopmy 06yde mamu 000amKo8e MApPKY8AHHA abO NepenaxKy8anHs GMOPUHHOI OpuliHanbHOi iHo3emHoi ynakosku). Jliasi koxHOI AibLHUUI
3all0BHIOETHCSI OKPEMO (5K YKA3AHO 8 MAPKYBAHHI)'

HaiimenyBanHg  topuandHoi ocoOu  abo
Mpi3BUINE, 1M’s, IO OATHKOBI (3a HASBHOCTI)
¢bi3n4gHOT 0cOOH - MiANPUEMIIT

Anpeca BUpOOHUYMX MOTY>KHOCTEH

Kpaina

Tenedon/dakc

Anpeca eleKTpOHHOI OIITH




[IponoBxkenHs nogatka 1

KopoTtkuii onuc BUKOHYBaHUX (PyHKIIN

1.5. Inwi BizomocTi npo Jikapcbkuii 3aci0 A1 napaJjieJibHOro iMnopry B YKpaini

Ha YKpaiHny
(rak  [wi

SIKIIO «TaKy:

1.5.1. Yu 3axuieHuil JikapcbKkuil 3aci0 maTeHTaMHM HAa BUHAXIJ, KOPUCHY MO/e/Ib 200 POMHUCI0BHUH 3Pa30K, Aifl AIKUX PO3MOBCHIKYEThCS

Homep narenty dara Bugaui

Mie no

BaacHuk nmareHry

1.5.2. Un 3axumieHa Toproea Mmapka B YKpaini

Lrak  Owi

SIkmio «TaK», 3a3HAYUTH .
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Homep nokymenra

Jlara Bugaui

Jie mo

Baacuuk
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2. BIIOMOCTI ITPO JIKAPCHKHUM 3ACIB JJISI TAPAJIEJIBHOTI'O IMIIOPTY B KPATHI-EKCIIOPTEPI

2.1. HasBa Jjikapcbkoro 3acody s
napaJjiejbHOro iMmopTry B KpaiHi-
eKcrnoprepi

(3a3Hauaemvbcsi MOBOH OpUiHALY (MOBOI,
BIOMIHHOIO B8I0 0epHCABHOL) Ma AHINIUCHKOIO
MOBOI0 (30 HAABHOCMI))

2.2. livoua(i) peuoBuna(u)

2.3. MHH

2.4, Jlikapcbka popma,
a03a

2.5. Bua, po3mip Ta KOMILUIEKTHICTh
YHAKOBKH

2.6. Tepmin npuaaTHocTi

2.7. Tepmin npuaaTHocTi (mic/s mepmoro
PO3KPHUTTS YIAKOBKH/KOHTelHepa)

2.8. Tepmin npuaatHocri (micjs
Bi/IHOBJICHHS1/PO34YNHEHHS a00 PO3BeICHHS)
(AAKWO 3aCMOCOBHO)

2.9. YMoBH 30epiranus.

2.10. YMoBH 30epiranusi micJjs nepiioro
PO3KPHUTTS YIAKOBKH.

2.11. lasx(u) BBeAeHHS

2.12. BizomMocTi npo 103BiJ1 HA MAPKETHHT
JIKapchKOro 3aco0y AJisi NapajejbHOro
iMIopry B KpaiHi-ekcrnoprepi
(3asnauaromovcs mogoro opueinany (Mogoio,
BIOMIHHOIO 8I0 0ePIHCABHOI) MA AH2AIUCHKOIO
MOB010 (34 HAsLBHOCMI))

2.12. 1. Homep 103BOaY HA MAPKETHHT

2.12.2. Jlata Bujauyi 103BOJIy HA MApKETHHT

2.12.3. Ctpok nii 103BOTy HA MAPKETUHT
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2.12.4. HailiMeHyBaHHS  KOMIIETEHTHOIO
Oprany B KpaiHi-eKCIOpTepi, SKHil BHJIAB
JI03B1J1 HA MAPKETHHT

2.12.5. HaiimenyBanHs a0o mpi3BuIe Ta iM's
BJIACHHKA J03BOJTY

2.12.6. Micue3HaxoKeHHs/aapeca BIacCHUKa
JI03BOJIY HA MAPKETUHT

2.12.7. Kpaina-exkcoptep, KOMIETEHTHH I
OpraH sKOi BHJIaB JO3B1JI HA MAPKCTHHT

2.13. KopoTka xapakTepucTHKa
JiKapcbKOro 3acoly
(3a3Hauumu Has8Hicmov abo 8i0CYMHICMb)

2.14. Slkmio Jikapcbkuii 3aci6 Mae 3amMicTh
JUCTKA-BKJIAJAKH AaHAJOTIYHNI 10 HHOI'0
AOKYMEHT B KpaiHi-eKkcrnopTepi, 3a3HaYNTH
Ha3BY TaKOI0 IOKYMEHTAa

(3a3Hauumu Moo opucinaiy (Mogoio,
BIOMIHHOIO 8I0 0ePIAHCABHOL) MA AH2AIUICLKOIO
MOB0I0 (3a HAsABHOCMI))

2.15. SIxicHuii Ta KiNbKiCHUH cKJIaj JiKapcbKoro 3aco0y (Ai04i Ta JONOMiKHI pe4OBHHH)

Bka3zyerbcs, Ha sIKy KUIBKICTh pO3paxoBaHUi ckiaj (Hampukial, 1 kamcyna).

Hitoui peyoBunu (/IP) Ta 1OMOMiXKHI peYOBHHH HAaBOASITHCSI OKPEMO

Hazsa JIP* KinbkicTh

OauHuI

ITocunanns/ Mmonorpadis
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HazsBa JOTIOM1KHO1(1X)
PEYOBUHU(HH)

Kinexicts

OnuHAIA

[Mocunanns/ MmoHorpadis

*HaBoauThcs TUIBKK O/1HA Ha3Ba Jiy1st KoxkHO1 JIP y Takiit mocmimoBHocTi: MHH (HaBoasTh 3a ii pekomennoBanoro MHH 3 ykazanusm coneit abo
rizpatHoi popmu, ko HeoOxinHO), DY, €Bponeiicbka hapmakones, 3arabHONPUIHATA Ha3Ba, HAYKOBa (XiMiUHa) Ha3Ba.

[Hdpopmaris npo HAATUIIKOBY KIJIBKICTh HE BKa3YETHCS Y KOJIOHKAX 111010 CKJIaly, 8 BUKJIAAAE€ThCS HUXKYE!

nitoya(i) peyoBuHa(1)

nornomixHa(i) peyoBUHA(1)
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2.16. Ko ATX

dapmakoTepaneBTHYHA rpyna (BUKOPUCTOBYEThCS Aitounii kog ATX)

Kog ATX | | Tpyna |

2.17. IlpaBoBuii cratyc

Kareropis Bignycky:
3a pelenTom
0e3 perenTa

2.18. BupooHuxk(u), mo BignoBinae(10Tn) 3a BUmyck cepii. Jisi Ko:KHOT TiTbHUIII 32aNIOBHIOETHCSI OKPEMO (K VKA3AHO 6 TUCMKY-8KIA0YI ma )
8IONO0GIOHUX BUNAOKAX Y MAPK)YBAHHI):

HaiimenyBaHHS 10pHINYHOT 0COOH 200
Mpi3BUIIE, 1M ’s, 110 OATHKOBI (32 HASIBHOCTI)
¢bi3nyHO1 0cO0U - MANPHEMILS

Anpeca BUpOOHUYMX MOTYKHOCTEH

Kpaina

Tenedon/pakc

Anpeca eJIeKTPOHHOI OIITH

KonrakTHa oco0a, BianoBigajibHa 3a poooTty 3 inpopmauiero npo gedekTu sikocTi JiKapcbKkoro 3aco0y (pexkjaamanii)

ITocana [IpizButmie Ta im'st

Micre3HaxoKEHHS

Kpaina
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imogo6oBuii Tenedon/dakc

Anpeca eJeKTPOHHOI MOLITH
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3. BIIOMOCTI ITPO ETAJIOHHUM JIKAPCHKHWM 3ACIB

3.1. Ha3Ba eTaJIOHHOT0 JIiIKAPCHKOI0
3aco0y

3.2. BizomocTi npo aep:kaBHy peecTpaniio
€TAJIOHHOI0 JIIKAPCHKOI0 3ac00y B YKpaiHi

3.2.1. HomMep peecTpariiiHOro mocBiT4eHHS

3.2.2. Jlata Buaa4i peecTpamiitHoro
[IOCBI1TUYEHHS

3.2.3. Ctpok nii peecTpaiiiftHOTro
MOCBITYCHHS
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4. MATEPIAJIU, IIIO TOJAAIOTHCS
A0 3adBA IIPO OTPUMAaHHA 103BOJIY HA HapaHeJII)HI/Iﬁ iMHOpT JIiKapCl)KI/IX 33006iB

Jns miaTBEpJKEHHS BIJAMOBLAHOCTI JIIKAPCHKOTO 3aco0y Il Iijed TmapajieiabHOTO IMIOPTY BHUMOraM Ta YMOBaw,
BCTAHOBJICHUM 3aKOHOM, 3asSBHHUK (3700yBau M03BOJIy) TOJA€ JIO OpraHy JAep>KaBHOTO KOHTPOJIO Pa3oM i3 3asBOIO0 TaKi
MaTepiaiu:

1) [0 nmexmapariiro, CKiaJieHy 3assBHUKOM (3100yBadeM JI03BOJIY) Y IOBUIBHIN (Gopmi, PO Te, M0 BIACHHUK JO3BOJIY Ha
MapKETHUHT JIIKaPChKOTO 3aco0y Juisl MapajeiabHOro IMIOPTY B KpaiHi-€KCIOpTepi MOBIIOMJICHHM MpO Hamip 3asBHUKA
3MIICHIOBATHU TIApaJIeIbHUN IMIIOPT;

2) [] xormiro JINCTKA-BKJIAIKK 00 aHAIOTIYHOTO JJOKYMEHTA B KpaiHi-eKCIOpTepi, BUKIaICHIUX MOBOIO OpUTIHATY (MOBOIO,
BIJIMIHHOIO BiJ] IEp>KaBHO1);

3) L] mepexan mucTka-BKIAAKU a00 aHAIOTIYHOTO JJOKYMEHTA B KpaiHi-eKCOPTEpi Iep:KaBHOK MOBOKO, aBTCHTUYHICTh

SIKOTO TIATBEPKEHA YIIOBHOBAKEHOI0 0CO00I0 3asIBHUKA, sIKA € BIATOBIJAIBLHOIO 32 BUJIaYy JO3BOJIY Ha BUITYCK (peasizalliio)
cepii JIIKapChbKOTO 3ac00Y;

4) U npoekT nucTKa-BKIAIKU JePKABHOT MOBOIO, 1110 OY/I€ MOAaBaTHCS Ha 3aTBEP/DKEHHS OPTraHy IeP:KaBHOTO KOHTPOJTIO

y pa3i NpUUHATTS PIllICHHS MPO BUAAa4y J03BOJY Ha MapajebHUN IMIOPT JIKapChKUX 3ac001B (Jalli - 103BL1), 3 YPaXyBaHHAM
TAKHX BUMOT:

a) B IPABOMY BEPXHbOMY KYTi IPOEKTY JIMCTKA-BKJIAJAKH 3asiBHUK:
323HAYAC TAKUMN TEKCT:
“BATBEPJIDXEHO

Haka3 Jlep>xaBHoi city:x0u YKpaiHH 3 JIKapChbKUX 3aCO0IB Ta KOHTPOJIIO 32 HAPKOTUKAMU
No

(mata mpUUHATTS HaKa3y) (HOoMep Hakazy)




15 [IponoBxenHs nogatka 1

Ne n03BOJTY Ha mapayieIbHUM IMIIOPT JIIKAPCHKUX 3aC001B

BKa3ye HATMEHYBaHHS Ta MiCIIE3HAXOKCHHSI MTapajieIbHOTO IMIOpTepa (BIaCHUKA JT03BOJTY);
3a3Hava€e TaKUi TEKCT:

“ITpo BC1 BUMAIKH IM1/103pIOBAHUX MOOIYHUX PEeaKLii Ta BIICYTHOCTI €EKTUBHOCTI JIIKAPCHKUX 3aCO01B CII1J1 HOBLAOMIIATH
yepe3 ABTOMaTH30BaHy iH(opMaIliiiHy cucremy 3 (hapMaKkoHarysiay 3a nmocuiaHHsM: https://aisf.dec.gov.ua.”;

3asIBHUK TaK0X BKa3ye Y BUMNAJKy BBEJICHHS B 0OIr Ha TEpUTOPIi YKpaiHU JIKAPCHKOro 3ac00y 3 NmepeMapKyBaHHS Ta
nepenaKkyBaHHd BTOPMHHOI OpPUTIHAJIBHOI 1HO3€MHOI YHNAKOBKM BHPOOHHMKOM a00 MapaiellbHUM IMIOPTEPOM (32 YMOBH
HasBHOCTI B HBOIO BIJAIMOBIJHOI JILEH3li HAa BHPOOHUIITBO JIKAPCHKUX 3ac001B) HallMEHYBaHHS, MICLI€3HAXOJKEHHS Ta
BUPOOHWY1 JNUIBHUII BUPOOHMKA, BIAMOBIIAJIBHOTO 3a TEPEMaKyBaHHS (SAKWO MAKuli 8UPOOHUK, U020 MICYE3HAXOONCEHHS,
aopeca micysi npo8a0NCeHHs OSLIbHOCMI BIOPI3HAIOMbCA GI0 MUX, WO 3A3HAYEHI 8 NepeKaadi TUCKA-BKAAOKU OepICABHONO
MOB010, W0 HABOOUMbCS HUJICYE 8 NPOEKMI TUCMKA-8KAAOKU);

0) HUX4YE 3aIBHUKOM HABOJUTHCS TMEPEKIaJ JIMCTKA-BKJIAJIKH a00 aHaJOTIYHOTO JIOKYMEHTa B KpaiHi-eKcropTepi
JIepKaBHOIO MOBOIO, aBTEHTHYHICTD SIKOTO IMATBEP/PKEHA YITIOBHOBAXKEHOIO 0CO00I0 3asBHUKA, KA € BIJIIMOBITAIHHOIO 32 BUAATY
JI03BOJTY Ha BUITYCK (pealti3aliito) cepii JJIKapCchbKOTo 3aco0y;

5) U mexmapariito, CKJIaJicHy 3assBHUKOM (3700yBadyeM J103BOJTY) Y AOBLIbHIA GOpMI, PO Te, IO 3MICT JUCTKA-BKIAJIKH
ab0 aHaAJOTIYHOr0 JOKYMEHTa B KpaiHi-eKCIOpTEpl, BUKJIAJACHUX MOBOIO OpHUTiHAy (MOBOIO, BIIMIHHOIO BIJl JI€PKABHOI), €
1IEHTUYHUM BMICTY €TaJOHHOTO JIKapChKOTO 3aC00Y, KPIM:

Ha3BU Ta aJpecu ocoOu, ska Oyie 3A1MCHIOBATH MapajieIbHUM IMIIOPT;
HallMEHYBaHHS BUPOOHMKA, SIKILO BIH BIIPI3HIETHCS AJIs1 000X JIIKAPChbKUX 3aCO01B;
TEPMIHY MIPUIATHOCTI (TIepioAy CTaOUIBHOCTI), SAKIIO BiH BIAPIZHAETHCS JJIsI 000X JIIKAPCHKHUX 3aC001B;

JOTIOMKHHUX PEYOBHH, 3a3HAUYEHUX Y JIMCTKY-BKJIA/II, SKIIO BOHU BIAPI3HAIOTHCA A1 000X JIKaPChKUX 3aCO01B;


https://aisf.dec.gov.ua/
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6) [] 3pa3oxk jgikapchbKoro 3aco0y B TOMY BUIJIS/II, B IKOMY BiH BBEJICHHUH B 00Ir B KpaiHi-eKCIIOPTEPI;

7) L] 3pa3ok eTaoOHHOTO JIIKapCHKOT0 3aC00y B TOMY BHUTJISI, B SKOMY BiH 3apEECTPOBAaHMI B YKpaiHi.

Mamepianu, 3a3uaveni 6 nynkmax 6 ma/a6o 7 ybo2o po30iny 3as6u, Ha0armsbCs 01 MUX JKAPCLKUX 3AC00i8, ONs AKUX
iXHs nikapcoka ghopma 0036015€ 30IUCHUMU Bi3YaANbHE NOPIBHAHHA eMAIOHHO20 JIKAPCHbKO20 3ac00y ma JiKapCcbKoeo 3acoby 6
Kpaini-ekcnopmepi (HANpuKiao, maodiemxu, Kancyiu), a maxKoic y 6UNAOKax, Koau 00 6Micmy ynakoexu 6y0b-sK020 3 TiKAPCbKUX
3ac00i8, W0 NOPIBHIVIOMBCSL, BKIIOUEHO 003VIOUUL NPUCMPIU, NPUCTPILL 051 86e0eHH S IIKAPCHKO20 3AC00y MOuo,

8) [0 ¢oTo BCiX cTOpiH MEPBUHHOT Ta BTOPUHHOT YIIAKOBKH JIIKAPCHKOT0 3ac00y B KpaiHi-eKCIOpTEPi;

9) L0 mepekiaa nepkaBHOI MOBOIO TEKCTY MapKyBaHHS JIKapChKOTO 3aC00Y B KpaiHi-eKCIIOpTepi, aBTCHTUYHICTH SIKOTO

MIATBEPKEHA YIIOBHOBAKEHOIO 0CO00I0 3asiBHUKA, KA € BIAMOBIIANLHOIO 32 BUJIayy JO3BOJIY Ha BUITYCK (peasizailito) cepii
JKapChKOro 3aco0y;

10) [J komito KOpOTKOT XapaKTEPUCTHKH JIIKAPCHKOTO 3aC00y B KpaiHi-eKCIIOPTEPi (3a HAA6HOCMI);

11) U mepekiaa 1ep:kaBHOK MOBOIO KOPOTKOT XapaKTEPUCTHUKH JIIKAPCHKOTO 3aCO0Y B KpaiHi-eKCIIOPTEPi, aBTCHTUYHICTh

SIKOTO TIATBEPKEHA YITOBHOBAKEHOIO 0CO00I0 3asIBHHKA, SIKA € BIAMOBIIAIBLHOIO 32 BUJIaUy JI03BOJIY Ha BHIYCK (peai3alliio)
cepii JIKapCchKOTO 3ac00y (3a Has8HOCMI);

12) [ mpoeKT eTHUKETKH 3 TEeKCTOM JICPIKaBHOI MOBOIO (y pasi 6sedenHs 6 00ie Ha mepumopii Ykpainu nikapcvko2o
3acoby 0715 napanerbHo20 IMHOPMY 68 OPUSTHANbHIU THO3EMHIl YNAKO8YI 3 CYNPOBOOOM KONHCHOI YNAKOBKU NTUCMKOM - 8KIIAOKOO
0epIAHCABHOI0 MOBOIO, NPOEKM SIKO20 3AMEEPONCEHUL PILUEHHAM OP2aH) 0ePAHCABHO20 KOHMPOTIO, Ma 000AMKOBUM MAPK)8AHHIM
BUPOOHUKOM a0 NApanebHUM IMRNOpMepPoM (3a YMOBU HASABHOCMI 8 Hb020 8I0N0BIOHOI NiYyeH3il HA 8UPOOHUYMEO JIIKAPCHKUX
3aco0i8) 6MOPUHHOI OPUCIHANBLHOI [HO3EMHOI YNAKOBKU JiKapcbko2o 3aco6y). TIpoeKT TEKCTy €THUKETKH BUKIAJAAE€ThCS
3asIBHUKOM BIJIIIOBIHO JI0 BUMOT, BCTAHOBJICHUX y noAaTKy 22 1o [lopsiaky mpoBeieHHs €KCIIePTU3U PeECTPAIiTHUX MaTepialiB
Ha JIIKapChKi 3aco0u, IO TMOJAIOTHCA Ha JEp’KaBHY peecTparlito (ImepepeecTpariio), a TaKoX EKCIEPTU3U MaTepiajiiB mpo
BHECEHHS 3MIH JO0 pEeECTpaliiiHuX MaTepiaiiB MNpOTAroM Jii PeecTparifiHOro MOCBIAYEHHS, 3aTBEPIKEHOTO0 HaKa3oM
MinictepcTBa oxoponu 370poB'st Ykpainu Big 26 ceprus 2005 poky Ne 426, 3apeecTpoBaHoro y MiHicTepcTBi I0ocTULIIT Y KpaiHH
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19 Bepecus 2005 poxy 3a Ne 1069/11349 (y penakiii Hakazy MiHicTepcTBa 0XOpPOHHU 370poB'a Ykpainu Bif 23 imunas 2015 poky
Ne 460) (nami - [lopsimok ekcnepTusm). 3aMiCTh HOMEPY PEECTPALIITHOTO MOCBIIYEHHS B TEKCT1 3a3HAYA€THCSI HOMED J103BOJTY;

13) [0 opurinan-makeT rpadigHoro opopMICHHS JIKapChbKOro 3aco0y Ui mapajiebHOIo IMIOPTY Y (GopMmi, B sIKii BiH
Oyze BBeleHHWH B 00Ir Ha TepuTopii YKpaiHW (Y pasi ésedeHHs 6 o0bie Ha mepumopii Ykpainu 1nikapcvkoco 3acoby 0ns
napaneibHo20 IMNOpmy 3 NepemMapKy8auHAM ma NepenaKy8anHiIM 6MOPUHHOI OPULTHATILHOT IHO3eMHOT YNAKOBKU BUPOOHUKOM
abo napanenbHuM iIMROpmMepoM (3a YMOBU HASABHOCHIT 8 HbO2O 8IONOBIOHOI iYeH3Ii Ha BUPOOHUYMEBO NIKAPCLKUX 3ac0o0i8). TEeKCT
MapKyBaHHS JIEP’KaBHOIO MOBOIO, HAHECEHUW Ha OpHUTIHAI-MakeT rpadidyHoro ohopMIICHHS JIKapChKOro 3aco0y, TOTYETHCS
3asIBHUKOM BIJIIOBIJTHO JI0 BUMOT, BCTAaHOBJICHUX y J0oAaTky 22 no [lopsaky ekcrnepTusu. 3aMmicTh HOMEPY pPEeCTparliitHoOro
MOCBITYCHHS B TEKCTI 3a3HAYAETHCSI HOMEP JI03BOITY;

14) [J korito KOHTPAKTY MiXk 3assBHUKOM (37100yBa4yeM J03BOITY) Ta 0COOaMH, SIKi 3AIHCHIOIOTH [isJIbHICTh 3 BUPOOHUIITBA
JKapChKUX 3aC001B, SIKIIO 3asBHUK (3700yBay J103BOJIY) HE Ma€ BIAMOBIHOT JIilIeH311 HA BUPOOHUIITBO JIIKAPCHKUX 3aCO0IB (Kpim
BUNAOKIB, KOJIU 3A8HUKOM (3000y8auem 0036801y) 8 3as61 3A3HAYEHO, WO JIKAPCLKUL 3ACiO 0Jis1 napaieibHo2o imnopmy 6yoe
6600umucs 6 obic Ha mepumopii Ykpainu 6 OpuciHanbHili [HO3EMHIU YNAKOBYI 3 CYNPOBOOOM KONCHOI YNAKOBKU KONIEH
nepexnady 0epiHcasHol0 MOB0OI0 MEKCMY MAPKY8AHHS Ma KOPOMKOI Xapakmepucmuky (3a Hasa8HOCMI), d MAKOMC TUCIKOM
BKAAOKOI0 0EPIAHCABHOIO MOBOIO, NPOEKM SIKO20 3AMBEPONCEHUL PIUEHHAM OP2AHYy 0epHCABHO20 KOHMPOJIO);

15) I xomiro ceptudikaTy BiAMOBITHOCTI BUMOTraM HajexHOI BupoOHHUOI mpaktuku (GMP) Ta xomis mirensii Ha

BUPOOHUIITBO JIIKAPCHKHUX 3aC001B, BUJIaH1 YIIOBHOBAXEHUM KOMIIETCHTHHM OPTraHOM KpaiHU-eKCIIopTepa (Kpim 8UNAaoKis, Koau
3asA6HUKOM (3000y8auem 00360J1)) 8 3a561 3A3HAYEHO, WO JIKAPCLbKUL 3ACiO 015 napaieibHo20 iMnopmy 6yoe 6600UmMucs 8 00ie
Ha mepumopii YKkpainu 6 opuciHanbHiti IHO3eMHIl YNAKo8Yi 3 CYNPOBOOOM KONCHOI YNAKOBKU KONIEI NepeKkiady 0eprHCAGHO
MOB0I0 MEeKCm) MApPKY8AHHs Ma KOPOMKOI Xapakmepucmuku (3a HAA8HOCMI), a4 MAKONC JTUCMKOM-6KIAOKOIO O0epIHCABHOIO
MOB010, NPOEKM K020 3aMEepOA*CEHUN PILUEHHAM OP2aHY 0ePAHCABHO20 KOHMPOIIO);

16) [ komito JOKyMeHTa, IO MiATBEPXKYE BUIaYy KOMIICTEHTHUM OPTaHOM KpaiHH-EKCIIOpTEepa J103BOJTy Ha MAPKETUHT
JKapChKOTO 3ac00Y, SIKU TUTAHYETHCS 10 BBE3CHHSI HA TEPUTOPI0 YKpaiHU IS IT1JIeH TTapaieIbHOTO IMIOPTY, 00 pO3APYKIBKY
3 OHJIAH-PECYpPCYy KOMIIETEHTHOTO OpraHy KpaiHU-€KCIOopTepa, M0 MIATBEp/KyE 1H(OpMAI0 Mpo BHIAYy J03BOJIY Ha
MapKETHUHT TaKOTO JIIKaPChKOTO 3aco0y;
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17) [0 xomiro JOKyMEHTa, Ha MiJCTaBi SKOIO MPEACTaBHHMK 3asBHUKA (3700yBaua 103BOJY) BUMHsE [ii (MiIMUCYy€E

MaTepiann/TOKyMeHTH, HaJla€ iX A0 OpTraHy Aep>KaBHOTO KOHTPOJIIO TOIIO) BiJl IMEHI 3asBHUKA (3100yBayda 103BOJY) 3 TUTAHb,
MOB'SI3aHUX 13 BUAYCIO JTO3BOITY.

18) L1 Giorpadivuny n0BiIKY YIIOBHOBaKXEHOI 0COOM 3asiBHHUKA (37100yBava J03BOIY), BiIOBITAIBHOT 32 (hapMaKoHATIIs
(mami - YOB®), mo mictuth iH(hopmaIiito rmpo kBaiidikaiito ta JocBig poootu YOBO;

19) [ komito goKyMeHTY 1po ocBity YOB®;
20) U rapanTiiiHuit TUCT 3assBHUKA (3700yBava JO3BOJY) MO0 3IHCHEHHS (hapMaKOHATISIy B YKpaiHi;
21) L] xopoTkuit onvic cucteMu hapMaKOHATIISLY;

22) U iHmi marepiajiu/MOKyMEHTH, IO IMOJAIOTHCSA JO OpraHy JACpXKaBHOIO KOHTPOJIO 3a IHIIAaTHBOI 3asBHUKA
(3mo0yBava J03BOJY), 30KpeMa 3 METOI JOKYMEHTaJbHOIO MiATBEPKEHHS BiAMOBIIHOCTI JIIKAPCHKOTO 3acO0y ISl IIeH
napajieIbHOTO IMIIOPTY J0 €TAIOHHOTO JIIKAPCHKOTO 3ac00y 3riJHO 3 KPUTEPIsIMU, BU3HAUeHUMU noaatkoM 1 no Iopsanky (3a
HAA8HOCMI, NO3HAYUMe HUMCYe MaKi Mamepianu/00KyMeHmu).
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5. HIOPIBHSHHS
XaPAKTEePUCTHK JIKAapPChKOro 3aco0y, Akuii Oy/ie BBOZUTHCS HAa TEPUTOPi0 YKpaiHM UM Lijlel napajejbHOro iMnopry, 3 eTaJOHHUM JIKAPCbKUM
3ac000M
1. AaminicTpaTuBHIi 1aHi JlikapcbKkuii 3aci0, skuii 0yae ETtanonnuii nikapcskmii 3acid Y npoMy BHNIAJAKY AaHi 000X
BBO3UTHCSI HA TEPUTOPiI0 YKpaiHu JiKapchbKHX 32C00iB:

A5 nijield mapajiejbHOro iMmnopTy

a. Ha3Ba sikapcbkoro 3aco0y [uisi mapajieibHOro IMIOPTY
B KpaiHi-eKCIopTepi Ta Ha3Ba €TAJIOHHOTO JIIKAPCHKOTO
3aco0y

b. Jlikapceka dopma

] Mosnictio CIIIBIIAAIOTH

¢. Crocib 34CTOCYBAaHHA Ta BBEICHHA
D IloBHicTIO CINBIIaaOTh

d.Cuna nii (mo3yBaHH:)
[ Mosnictio CIIBIIAAIOTh

e. Homep peectpaniiiHOro OCBiAYEHHS HA €TAIOHHHN
JKapchKHH 3aci0

f. Ha3Ba kpaiau-ekcrmoprepa
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g. BnacHuk 103B0JTy Ha MApKETHHT B KpaiHi-
EKCIIOPTEeP1/peeCTPaifHOrO TOCBITUCHHS Ha JIIKaPCHKHIMA
3acio

(B kpaiHi-excropTepi)

HaiimenyBauns/I1.LB:

Micue3Haxol)KeHHS/MiCIIe IPOKUBAHHS:

HaiimenyBauns/I1.LG:

Micue3HaxolKeHHs/MiCIIe TIPOKUBAHHS:

h. BupoOHHK/BUPOOHHKH JIIKAPCHKOTO 3aC00y

HaiimenyBanns:

Micue3HaxoPKeHHs] BUPOOHUKA:

Anpeca Micls TPOBaKEHHS AiSUTBHOCTI
BUPOOHUKA:

HaiimenyBanHs:

Micue3Haxo/PKeHHs] BUPOOHUKA:

Anpeca MicIs IPOBAJUKEHHS TiSUTBHOCTL
BUPOOHUKA:

DcniBnaname; BUPOOHMKH OJTHA U Ta
cama ocoba abo adinifioBaHi ocoou

[ se cniBnagaots; BUPOOHUKH Pi3HI

ocobwu, siki He € adinifioBaHUMHU
ocobamu™®

a. Jis mirf0YMX PEYOBHH: SKICHHHM Ta KiIJBKICHHH CKIIA,
BKJIFOYAFOYH [TOCUIIAHHS Ha JHKEPETIO

[itoua(i) peuoBuHa(1):

ITocunanus Ha JIKEPECIIo:

Hiroua(i) pedyoBuna(n):

IlocuinanHs Ha Kepeno:

] MosuicTio CIIiBIAAAI0Th
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b. Jlns JOMOMDKHMX pPEYOBHH: SKICHHHA CKJIam Ta

KITBKICHHM ~ CKJIaJ, SKIIO MOJKJIHBO,
MOCHJIAHHS Ha JDKEPEIIO

BKJIIOYAIOYH

JlonOMi>KHI peYOBHHU:

IlocunanHs Ha gXKepeno:

JlonoMi>kHI pe4OBUHU:

IlocunaHHs Ha JKepeno:

] Toswictio CIIIBNAAAIOTh

] He CHIBIAAOTE *
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3. CkJaj nmicJist IPUTOTYBAHHS

Bkaxite ckiag J1iKapcbKoro 3aco0y micis  Horo
npurotyBaHHs. Takox HamalTe iH(OpMamNilo MOBOIO
OpHriHalTy, MOBOIO, BIJMIHHOIO BiJ JepkaBHOI (SIK
3a3HAYCHO B JINCTKY-BKJIAJAII/MapKyBaHHI  yIIaKOBKH
JIIKapChKOTO 3ac00y IS MapaIeaIbHOTO IMIIOPTY B KpaiHi-
eKcropTepi) Ta B MepeKIadl  JAepKaBHOI MOBOIO,
aBTCHTUYHICTh SKOTO TIATBEPIKEH YIMOBHOBAXKEHOIO
0co00I0 3asBHHKA, SKa € BIINOBITAJLHOI 32 BHIATY
JI0O3BOJIy Ha BHITYCK (peamizaiiiro) cepii JKapChKOro
3aco0y

(3anoguioiime uuie y momy UnAoKy, AKUO NiKaAPCbKUll
3aci6 HeobXIOHO npucomysamu nepeo 3acmocy8aHHsIM,).

JlikapcbKkuii 3aci0, axuii oyae
BBO3UTHCSI HA TEPUTOPiI0 YKpaiHu
JJIs iJIed napaJjiejbHOro iMnopry

Erasionnnii nikapcbkuii 3acio

Y nboMy BHNIAJKY JaHi 000X JiKapChKHX
3aCc00iB:

a. Jlis mirounx pPEeYoOBHH: SKICHHHA Ta KiIIBKICHHHA CKIIA,
BKITIOYAFOYH IMOCHJIAHHS Ha HKEPEIIo

Mitoua peyoBuHa (-HHU):

IlocunanHs Ha gXKepeno:

Jiroua peyoBuHa (-HH):

[TocunanHus Ha mKepeno:

L] Mosnictio CIIIBIIAIAIOTH

b. Jlns JOMOMDKHHX pPEYOBHH: SKICHHA CKJIax Ta
KITBKICHHM  CKITaf, SKIIO MOJIHBO, BKIIFOYAIOYH
MOCHJIAHHS Ha JDKEPEIIo

JlomoMiXHI peuYOBHHU:

Ilocunanus Ha JKEpeI1o:

JloTioMi>kHi peuOBHHU:

Ilocunanus Ha JKEpeo:

L] Mosnicrio CHIBIIAJAI0TE

1 He CHiBIAIAIOThH*
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4. YniakoBKa Ta yMOBHM 30epiraHnus

JlikapcbKkuii 3aci0, axuii oyae
BBO3UTHCS] HA TEPUTOPiI0 YKpaiHu
JJIs1 IiJIe mapaJiejbHOro iMnopry

Erasionnnii nikapcbkuii 3acio

Y nboMy BHNIAJKY JaHi 000X JiKapChKHX
3aCc00iB:

a.1. Po3mip ymakoBku:

Tyr moBuHeH OyTHM BKa3aHHH pPO3MIp YHNAaKOBKH, SIKHH
nepedyBae B 00iry B KpaiHi-eKcropTepi

L] MosuicTio CHIBIAAAIOTH

] He CHIBIANAOTH *

b. Bun mepBUHHOI YIIAKOBKH

¢. Bun BTOpHHHOI yImakoBKH

d. Temneparypa Ta yMOBH 30epiraHss (B TOMY YHCIII ITiCIIS
BiIKpUTTS/TIPUTOTYBaHHS, SIKIIIO 3aCTOCOBHO),
BKITIOYAFOYH ITOCHJIAHHS Ha JHKEPETIO.

[] HosuicTio CIIIBITAAI0Th

] He CHIBIAIAOThL*

e. Tepmin MIPUAATHOCTI TTicist
BIZIKPUTTS/PO3BEICHH/ TIPUTOTYBaHHS (sIx1I0
3aCTOCOBHO), BKIIIOYAI0UU OCHIAHHA Ha [PKEPETIo

L] MosuicTio CIIIBITAJAI0Th

1 He CIIBIIAA0Th*
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5. BmicT ynakoBkm:

YV sunaoxy, axuwo konkpemna ingpopmayis Oynia ompumana
3 KOpOMKOI XApakmepucmuku LiKapcbKo2o 3acody Ous
napaneivHo2o  iMnopmy 8  Kpaiui-ekcnopmepi,  ys
inghopmayis nogunHa Oymu KII0YEHA 8 0OCHE NIKAPCLKO2O
3acoby 07151 napaneibHo2o iMnopmy 6 Yxpaini.

JlikapcbKkuii 3aci0, axuii oyae
BBO3UTHCSI HA TEPUTOPiI0 YKpaiHu
JJIs iJIed napaJjiejbHOro iMnopry

Erasionnnii nikapcbkuii 3acio

Y nboMy BHNIAJKY JaHi 000X JiKapChKHX
3aCc00iB:

a. Yu € B KOMIDIEKTI pO3YMHHUK?

SIKIIO Tak, ONMINTH CKIIaJ, BKIIOYAIOYM IIOCHJIAHHS Ha
Jokepeno. Takox BKaxiTh, Y OOWIBA JIKapChKi 3acO0U
CIIBIIAIAIOTE IIOBHICTIO a00 HE CIIIBIIAJAIOTh

Ckiaz po34MHHHUKA:

Ilocunanusa Ha JKEpeIIo:

Cxua pO3YMHHHUKA!

[locunanusa Ha JOKEPECIO:

L] MosuicTio CHIBNAAAIOTH

] He CHIBIANAOTH *

b. Sxmo mikapchkui 3acid MOBHHEH ab0 MoOXe OyTH
PO3YMHEHHH YW PO3BEICHUI: ONWIIITh, 3 SAKAMH
PO3YMHHMKAMHU  JIKapchbKHH  3acid €  CcyMicHHM,
BKJIFOYAIOYH MTOCHIIAHHS Ha JHKEPEJIO.

Jlikapcekuit 3acid cymicHHI 3:

IlocunanHs Ha JKepeno:

Jlikapcrknit 3acib cymicHHI 3:

[TocunanHus Ha JKepeno:

] HosuicTio CIIIBITAAI0Th

] He CHIBIALArOThL*

c. Skmo mikapchKWH 3acid MOBHMHEH abo Moxe OyTn
PO3YMHEHMH YM  PO3BEICHHUI: ONHIITH  KIHIEBY
KOHIIEHTpaIIifo (a00 T Aiana3oH), BKIKOYAYH TOCHIAHHS
Ha JKEpeJIo.

Kinnesa xoHIeHTpamis (iana3oH):

ITocunanHs Ha qKepeno:

KiHneBa koHIEHTpais (Iiana3oH):

[TocunanHus Ha mKepeno:

L] MosuicTio CIIIBITAJAI0Th

d. Ux mOCTaBISETHCSA JIKApChKUAN 3aci0 3 103YIOYMM
MIPUCTPOEM, IPUCTPOEM JIJISI BBEIEHHS JIIKaPCHKOTO 3aC00Y
TOIIO?

Sxmo Tak, HagalWTe OMUC METUYHOTO BHUPOOY (me 1me
MOXHBO): MapkyBaHHsi1 CE, BHpOOHHWK, TpaJyrOBaHHSI,
BKITIOYAFOYH ITOCHJIAHHS Ha JDKEPETIO.

Onuc MeTunIHOTO BUPOOY:

Ilocunanus Ha JKEpe1o

Onuc MmenuaHOTo BUPOOY:

Ilocunanusa Ha JKEpEeIIo

L] MosuicTio CIIIBITAJAI0Th

1 He CIIBIIAA0Th *

€. 3a BUHATKOM BUII€3a3HAYEHNX BIAMIHHOCTEN UM € 1HIIII
BIZIMIHHOCTI y BMICTi ymakoBKu? SIKIIO TaK, ONMUIIITH IIi
BiIMIHHOCTI, BKJIFOYAIOYH [TOCHIIAHHS Ha JHKEPEIo.

Omnuc BMICTY YIIaKOBKH:

Ilocunanus Ha JKEpeI1o:

Onuc BMiCTy YIaKOBKH:

Ilocunanusa Ha JKEpEeIo:

[ Mosnictio CHIBIAJAIOTH

O] He CIIBIIAA0Th*
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6. BisyanbHe nopiBHSIHHSA 3pa3KiB (TUILKH SIKIIO
3aCTOCOBHO)

JlikapcbKkuii 3aci0, axuii oyae
BBO3MTHCSI HA TEPUTOPil0 YKpaiHu
JJIs1 IiJIe mapaJiejbHOro iMnopry

Erasionnnii JikapcbKuii 3acio

Y nboMy BHNIAJKY JaHi 000X JiKapChKHX
3ac00iB:

a. @opma (HaMPHUKIAM, «KPYTJIa» Il TAOJIETOK):

L] TMosrictio CIIIBIIANAIOTH

O] He CITIBITaJar0Th*

b. Po3mipu:

] Mosnictio CHIBIIAIAIOTh

] He CHIBIALAOTE *

¢. Kouip:

[] Mosnictio CIIBIIAIAI0Th

L] He CHIBIALAroThL*

d. Hamc a00 BimOMTOK (SIKIIO TaK, JAWTE OIKUC):

L] Mosnicrio CHIBIIAJAI0TE

L] He CHIBIAIAroThL*

e. Uum € minist moainku? ITigkpecmite HEOOXiaHe:

BigcyTHicTb niHIT OMITKH, JTiHIA
TIO/IUTKH, IO HE TPU3HAYCHA IS
TIOJIUTY TaOJIETKH, 200 SIKIIO (QYHKIIIS
JIHIT MOAIJIKK HEBigOMa.

Jlinist moainku TaOJIETKH Ha PiBHI
JTO3H.

JIiHis MOAINKY MTpU3HAYCHA JIUIIE IS
TMIOJIETIIEHHS MTOJLTY 3 METOIO
3PYYHOCTI KOBTaHHS.

BigcyTHiCT NiHiT OTIIKY, JTiHIs
MOJIITKH, 1110 HE MTPU3HAYEHA IS
MOJIUTY TaOJETKH, a00 SIKIO QYHKITsS
JIHIT TOAIIKH HEBiZOMA.

Jlinist moxinKy TabIETKH HA PiBHI
JI03H.

JIiHist MOINKY MpU3HAYCHA JIUIIE IS
MOJIETIIEHHS MOJITy 3 METOIO
3pYYHOCTi KOBTAHHS.

O

TToBHICTIO CITIBIIAAAIOTH

1 He CIIBIIAA0Th *




26

[IponoBxenHs nogatka 1

Ilocunanus Ha JOKEpEII0:

Ilocunanus Ha JKEpEeIo:

f. Bara oguHuI TOBapy (HampHKIaz, y MT. U Ta0JIETKH,
y Tp. A1 TIOOUKA):

L] IMosnictio CIIIBIIANAIOTH

L[] He CIIIBIIAJAOTh*

g. O0'em (HampuKIam, B MJI. JJIS aMITYJIH)

L] Mosnictio CIIIBIIAAIOTH

] He CHIBIANAOTE *
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7. JonJILHICTD pe:KUMY 103yBAHHS JlikapcbKkuii 3aci0, axuii oyae Erasionnnii nikapcbkuii 3acio Y nboMy BHNIAJKY JaHi 000X JiKapChKUX
BBO3MTHCSI HA TEPUTOPil0 YKpaiHu 3aco0iB:
JJIs1 IiJIe mapaJiejbHOro iMnopry

Jist Hrassniin: BKaxiTh 103y Ha OAHY IHTAISIIO Jo3a/inransuis: Jloza/iHransmis:

(BKJIFOYAIOYH TIOCHIIAHHS Ha JKEPEIIO). ]
TToBHicTIO CITIBIIANAIOTH

O] He CITIBITAJar0Th*

Ilocunanusa Ha JKEpeIIo: [locunanusa Ha JOKEPECIO:
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8. Iloka3aHHs JiKapcbKOro 3aco0y, 3a3HaYeHi B
JIMCTKY-BKJIaANi 200 aHAJIOriYHOMY JOKYMEHTi B
KpaiHi-eknoprtepi/Y kpaini

JlikapcbKkuii 3acif, axuii oyae
BBO3UTHCS] HA TEPUTOPil0 YKpainn
AJs Uineii mapajeabHOro iMmnopTy

Erasionnmii JikapcbKuii 3acio

Y nboMy BHNIAJKY JaHi 000X JiKapchKHX
3aCc00iB:

a. TepaneBTHYHI MOKa3aHHS

[] Mosnictio CIHIBIIAIAIOTh

b. BikoBi KaTeropii s SKUX BCTAHOBJICHO
0COOJIMBOCTI 3aCTOCYBaHHS JIIKAPCHKOTO 3aCO0Y
(nanpuxnao, oimu)

[] Mosnictio CHIBIIAIAIOTh

c. 'pynu oci0, u1s SIKNX BCTAaHOBJICHO 0COOIMBOCTI
3aCTOCYBaHHS JIIKApChKOTO 3ac00y (Hanpukiao,
3aCMOCy8anHs y nepioo 8azimuHocmi abo 200y8aHHs
2pyoor)

] MosxicTio CIIIBIIAAIOTh
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*$kio 3a3HaueHo, IO JIKApChbKUHM 3aci0, kvl OyJe BBO3UTUCSA HA TEPUTOPII0 YKpaiHW IJs LiJIeHd MmapajeiabHOro
IMIIOPTY, Ta €TAJIOHHUHN JIKapChKH 3aci0, 00 OAHIET 00 JEKITbKOX XapaKTepUCTHK, 3a3HAUYCHUX Y TAOJIUIIl BUIIE, HE
CIIBIAJAI0Th, HUKYE HEOOX1THO BKa3aTH (711 KOJKHOI BIIMIHHOCTI1), YOMY Wi JABa JiKapcbKi 32c00M MOKHA BBAKATH
ITEHTMYHUMH Y¥ NOAIOHUMH 200 0OJHOYACHO pe(pePEHTHUM Y I'eHEPUYHHUM JIKapCbKUM 32C000M:




