Honatoxk 2

1o [opsaky HamaHHs AO3BOJY Ha MapajelibHUN IMIOPT
JKapChKOTo 3aco0y, BHECEHHS 3MiH JI0 JO3BOJIY Ha
napasnelbHUN IMIOPT JIIKapChKOTo 3ac00y,
NPU3YIHUHEHHS, CKACYBaHHS Ta MPUITMHEHHS JTii JO3BOIY

Ha TapaJieTbHUHN IMIIOPT JIKapChKOTO 3ac00y
(myHkt 1 po3zainy 1)

3AABA
PO BHECEHHS 3MIH /10 MaTepiaJiiB J0Ch€ JiKAPCHKOIro 3ac00y, HAa IKM BUIAHO 03Bl HA MapaJiejibHUM iMIopT
JIKaApChKHX 32C00IB

JlaTa mogaHHs Ne
« _» 20  poky
3asBHUK (BJIACHUK JI03BOJTY):

IignucanHaM 1i€l 3asiBU Ta iHIIUX MaTepialiB 10Ch€ 3asiBHUK (BJIACHUK 103BOJIY):

1) miaTBepKye, mo Jikapcbkuil 3acid, Ha SKW HAaNaHO JO3BIJ HA MapalelibHUA IMIOPT JIKApChKUX 3ac00iB Ne

(mami - 103B1T), MA€ YMHHUM 103BiJl HA MAPKETHHT, BUIAHUH KOMINETEHTHUM OPraHOM KpaiHu-

eKCIopTepa, NPU3HAYEHMH TAa BUNYILIEHHH B 00ir M 3aCTOCYBAHHSI HA TEPUTOPil KpaiHM-EKCNOPTepa, a TaKOX
BIJIMOBIIA€ OJIHIN 3 TAKUX YMOB (nO3HAUMeE YMOBY, WO € 3ACMABHOI0).

[] mikapcekuii 3aci0 1)1 apaneabHOro IMIIOPTY € IICHTUYHUM YU TIOAI0HUM JI0 €TAJIOHHOTO JIIKapChKOTo 3aco0y; a0

[] mikapchkuii 3aci® IIs MapalieIbHOro IMIIOPTY Ta ETAJOHHWHM JKapChbKUH 3acid € oxHOYacHO peepeHTHUM UM
TeHEPUYHUM JIIKaApChKUM 3ac000M B YKpaiHi 1 B KpaiHi-eKCIIOpTepi.
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2) rapaHTy€e JOCTOBIPHICTh BCiX MaTtepialiB/iHpopMarlii/TOKyMeHTIB, 110 MICTATHCS Y 3MiHAX, HaJlaHUX JO MaTEpiB JIOCHE,
Ta HEece 3a IIe BiJMOBIABHICTh, Mepea0adeHy YHHHUM 3aKOHOIaBCTBOM;

3) miATBEPIKYE, 110 HEMAE THIITMX 3M1H, KPIM THX, 1110 BKa3aH1 y 111 3asB1 (32 BUHATKOM THX, 1110 MICTATHCS B 1HIIIMX 3as1BaXx,
K1 TIOJTAFOTHCS 3aIBHUKOM (BJIACHHUKOM JIO3BOJTY) ITAPAJICIbHO);

4) miaTBepIKye, Mo Oyab-siKi BiIoMOCTI, 3a3HadeHi B po3ain 5 «I[IOPIBHAHHS xapaktepucTuk nikapchkoro 3aco0y, sikui
OyJile BBOBUTHUCS Ha TEPUTOPIIO YKpaiHU IS LUJIEH MapajieiabHOTO IMIOPTY, 3 €TAJIOHHUM JIKapChKUM 3acO00M» 3asBU MPO
OTPUMaHHA JT03BOJIY Ha MapayelIbHUN IMIIOPT JIIKAPChKUX 3ac001B, (nosHaume gapianm, ujo € 3aCmoco8HUM):

[] 3amummaroThes 0€3 3MiH (Y makomy eunaoxy napaieivHuil iMmnopmep (61ACHUK 0036071y) He 3aN06HIOE 6 Yill 3as16U Ma He
nooae po3oin 7 «[IOPIBHAHHA xapaxmepucmuk nikapcvkozo 3aco0y, Ha AKUli 6U0aHO 003611, 3 emMAalOHHUM JIKaAPCbKUM
3acobomy) abo;,

[] 3MiHIOIOTBCS (Y makomy eunaoky napaieibHull iMnopmep (61acHuUK 0036071y) 3aN0SHIOE 6 Yill 3as16U ma nooae po3oin 7
«l[IOPIBHIHHAI xapaxmepucmuk 1ikapcbko2o 3acoby, Ha AKUU 6UOAHO 0038i1, 3 eMAIOHHUM JIKAPCLKUM 3ACOO00MY», Npu
YboMy He0OXIOHO 3an0BHUMU MITLKU XAPAKMEPUCTUKU, KT 3A3HAIU 3MIH, 3A3HAYUBUUU OO0 Peulmu XapaKkmepucmux «oe3
3MIHY).

Bix iMeH1 3agBHHKA
(BIacHUKa JO3BOJY) (miamnwuc)

(mpi3BuIIe Ta IM'S )

(Ha3Ba mocajau, sIKIIO 3aCTOCOBHO)
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1. BZIOMOCTI ITPO JIKAPChKHM 3ACIB, HA IKUHA BUJTAHO JIO3BLJI TA 1O MATEPIAJIIB JTOChE
AKOI'O BHOCATHCA 3MIHHN

1.1. Ha3Ba JikapcbKoro 3acody s
napaJjejJbHOro iMmmopry B YKpaini
(Ha36a HABOOUMBCSL 3 OOMPUMAHHAM
Kpumepiig, 6CMAHOBNEeHUX NYHKMOM 7
Jooamxka 1 0o llopsoky)

1.2. Homep n03Bo.1y

1.3. Jlikapcbka opma,
1032

1.4. Buj, po3mip Ta KOMIUIEKTHICTh
YIAKOBKH

1.5. IlepenakyBaHHsi/nepeMapKyBaHHs BTOPHMHHOI OPUTiHAJbHOI iHO3eMHOI YIIAKOBKH

JlikapcbKkuii 3aci0 BBe/IeHO B 00ir Ha TepuTOpii YKpaiHu B OMH i3 TAKUX cOcO0iB (nosnaume 3acmocoghe)

OpuriHanbHa  1HO3€MHa  yIakoBKa 3
CYIPOBOJIOM KOXHOI YMAaKOBKU  KOIII€I0
NepeKyany JepKaBHOIO MOBOI  TEKCTY
MapKyBaHHsI 1 KOpPOTKOI XapaKTepPUCTUKU
JIKapChKOTO 3ac00y (3a HAsBHOCTI), @ TAKOX
JMCTKOM-BKJIAJIKOI0  JIEP’KaBHOIO ~ MOBOIO,
MPOEKT SIKOTO  3aTBEP/HKEHO  PIlIEHHSIM
oprany  JepKaBHOTO  KOHTpoyito,  0e3
nepenakyBaHHs Ta/a00 nmepeMapKyBaHHS

OpuriHagbHa  1HO3€MHAa  YIaKOBKa 3
CYIIPOBOJIOM KOXHOI YIAaKOBKH JIMCTKOM
BKJIQ/IKOIO JIEP>KaBHOIO MOBOIO, TIPOEKT SIKOT'O
3aTBEPKECHO PILICHHSM OpraHy JAep KaBHOTO
KOHTPOJIIO, Ta JIOJAaTKOBUM MAapKyBaHHSM
BUPOOHUKOM ab0 mapajelbHUM IMIOPTEPOM
(32 yMOBM HasBHOCTI B HBHOTO BiJMOBIIHOI
JineH3ii Ha  BUPOOHHUITBO  JIIKAPCHKHUX
3ac00iB)
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[TepemapkyBaHHS Ta HepernaKkyBaHHs
BTOPHUHHOT OpHTiHAIBHOL 1HO3eMHO1
YIIaKOBKM BHPOOHUKOM a00 mMapayenbHUM
iMIopTepoM (32 yMOBH HasiBHOCTI B HBOTO
BIAMOBIMHOI  JiIleH31i Ha  BHUPOOHMIITBO
JKapChKHX 3ac00iB)

1.6. 3asiBHUK (BJIACHHMK [103B0.J1Y)/YIIOBHOBAaKEeHi 0CO0H

1.6.1. 3asiBHMK (BJIACHHUK J03BOJIY):

HaiimenyBanHs 1opuu4Hoi 0ocodu abo
Mpi3BUILE, iM 51, 10 0ATHKOBI (32 HASIBHOCTI)
(hi3uyHOi 0COOH - TIAMPHEMITST

Micrie3Hax o KeHHSI FOPUIMIHOT 0co0u a0
Miclie MpoKuBaHHs (Pi3ngHOT 0cOOH -
T IITPAEMIIS

Tenedon/pakc

AJipeca eJIEKTPOHHOI ITOIITH

Homep 1 mara mineHsii Ha IMOOPT JiKapChbKUX
3aco0iB (3a ii HasBHOCTI) abo iH(popMarlii mpo
MPUIHATE pillIeHHS PO BHUAady JineH3ii (nara 1
HOMED)

.60.2. YIIOBHOBAaKeH fAKa aic Big iMeHi 3asiBHUKA (BJACHUKA J03BOJI NUTAHDL, HOB'A3aHUX i3 BHECEHHAM 3MiH 10 MaTepiajiB 10che:
1.6.2. YnoBHOBaskeHa 0co0a, fAKa J1i€ eHi 3a a (Bjac a 103BOJIY) 3 aHb, IOB'f13a 3 BHECe 3 0 MaTepia 0ChE€

[Ipi3Bute, imM’s1, MO OATHKOBI (32 HASIBHOCTI),
Ha3Ba 1ocajiu (K0 3aCTOCOBHO)
YIIOBHOBaXXEHOI 0COOM

HaiimenyBaHHS 10pHIn4YHOT 0cOOH 260
Mpi3BHUILE, 1M 5, IO OATHKOBI (32 HasIBHOCTI)
¢b13uuHO01 0cO0U - MiAMPHEMIIS

Micue3Haxo/KeHHS OPUIUIHOI 0coon abo
MicCIle TPOKUBAHHS (I3UUHOT 0COOH -
1 ITPUEMTTS

Tenedon/dakc
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| Anpeca eneKTpOHHOI momITH | |

2. BIZIOMOCTI IIPO 3MIHH JIO MATEPIAJIB JOChE JIKAPCBKOI'O 3ACOBY, HA SIKUI BUJAHO JO3BLI

Onuc 3minu BigmiTuTH 3MiHHK
Ne (Hasnpomu 3MIiHU, WO
BHOCUMBCS, NO3HAYUME
H/H “maK”
HA8NpoOmu 3MiH, Wo He
BHOCAMbBCA, No3Haume “oe3

3min”)

3mina HaliMeHyBaHHSI, Npi3BUIIle Ta/a00 iM's, Micie3HAXOXKEHHA Y aPECH BJIACHUKA J03BOJIY HA MAPKETHHT
2.1. | nikapcbKkoro 3acoby B Kpaini-ekcrniopTepi

3MiHa Ha3BM J1i1040i pe4OBHUHH JIKAPCHKOI0 3200y 32 YMOBH, 1110 3alIPONIOHOBAHA HOBA HA3BAa /1il040i peYOBUHU
2.2. | ignoBizae erasoHHOMY JiKapcLKOMY 3200y

3MiHa Ha3BH JikapcbKOro 3aco0y B KpaiHi-ekcnoprepi
2.3.

3mina BizomocTeii npo BUpooHnka (1iibHUII0(i)) BUPOOHMITBA), BiANOBIIAILHOI0 32 BUILYCK Cepii JJikapchKoOro
24. 3aco0y B KpaiHi-excnoprepi

2.4.1. | Bumydenns BupoOHUKa (BUPOOHWYOI TiIMBHUIII)

2.4.2. | 3miHa HaliMeHyBaHHs/aipec BUPOOHHUKA 32 YMOBH, IO AUTLHUIIS JUISI BUPOOHHIITBA 3AIMIIAETHLCS Oe3 3MiH
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3miHa BiomMocTeli Npo BUPOOHUKA, BIANOBIIAIBLHOIO 32 IepenaKyBaHHs Ta/a00 NepeMapKyBaHHsA JiKapCchbKOro

2.5. 3aco0y A5 mapajeabHOro iMnopTy, Ha AKUI BUIAHO 103BLI
2.5.1. |3miHa/nonaBaHHs BUpOOHHKA
2.5.2. | Bumanenns BupoOHHKa
2.5.3. | 3miHa HaliMmeHyBaHHs/aipec BUPOOHHKA 32 YMOBH, 110 AUTLHUIIS JUIsI BUPOOHHIITBA 3aIMIIAE€THCS 0€3 3MiH
3miHa JONOMIKHUX Pe4OBHH JIIKapCHKOro 3aco0y BiiMOBITHO 10 KOPOTKOI XapaKTepUCTHKH (32 HAABHOCTI) 260
2.6. JICTKA-BKJIAIKU YM aHAJIOTIYHOI0 IOKYMEHTA B KpaiHi-ekcnoprepi
2.7. 3mina B onmci Jikapcbkoro 3aco0y (iHil, koJtip, ¢popma To110)
2.8. 3Mmina kaTeropii Bianycky JikapcbKoro 3acody
2.9. | BupaneHHsi po3mMipy ynakoBKH
3MiHHU B IMCTKY-BKJIaJA1i, MADKyBAaHHI/eTHKeTLi BilNOBiIHO 10 3MiH B KpaiHi-ekcnoprepi
2.10.
3MiHH 0 MapKyBaHHSI/€TMKETKHM BiANOBiZHO 10 3MiH B KpaiHi-eKkcIopTepi, 10 He BILIMBAIOTh HA JIMCTOK-
211

BKJIQJIKY
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3MiHM B JIMCTKY-BKJIAALi, MADKYBAHHS/eTHKETLi BilNOBIAHO 10 pillleHHS] KOMIIETEHTHOr0 OPraHy B YKpaiHi,

2.12. | oGymoBJIeHi BUMOTaMH 3aKOHOIABCTBA YKpaiHu
3mina HOMepY /103B0JIy HA MAPKETHHT B KpaiHi-ekcnopTepi
2.13.
2.14. | 3mina Tepminy npuaaTHOCTI
2.15. | 3mina B ymoBax 30epiranus
3MiHU 10 y3arajibHEeHUX JaHUX NMPO cucTteMmy papmMakoHariasaay (3MiHa yNoBHOBa:KeHOI 0co0H, BinnmoBinaabHoOI
2.16. |3a 3ailicHenHs ¢apMakoHArIsany (BKJIOYAIOYU KOHTAKTHI J1aHi)/3MiHU y po3MilenHi macrep-daiiia cucremu
(apmaxonarasnay)
Inmi 3minm (noznaume 3minu, wo He 3a3Haueni euuie ma sAKi He GUMAZAIOMb OMPUMAHHA HO6020 003601y
2.17.

6i0nogiono 0o Ilopsaoky)
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3. MATEPIAJIN, IO JOJAKOTBHCHA
10 3a5IBH NP0 BHECEHHS 3MiH 10 MaTepiajiB J0ChE JiKapCcbKOro 3aco0y, Ha IKHil BUAAHO /103BiJI Ha mapaJieJlbHUI
iMIopT JikapcbKuX 3ac00iB

3asBHUK (BJIACHUK JO3BOJIY) MOJIA€ 10 OpPraHy JEp>KaBHOTO KOHTPOJIO Pa3oM 13 3asiBOI0 YMHHI MPUMIPHUKUA MaTepiajiB
JIOChE Ta OHOBJICHI MaTepialiy BIMOBIHO 10 OOCATY Ta OMUCY 3MiH:

1) [0 naexmaparito, CKIaieHy 3assBHUKOM (BJIACHUKOM JIO3BOJIY) Y JOBLUIbHIA (hopMi, TIPO Te, 10 BJIACHUK J03BOJIY Ha

MapKETHUHT JIIKapChKOTO 3aco0y Juisl MmapajeiabHOro IMIOPTY B KpaiHI-€KCIOpTEpl MOBIIOMJIEHHN MpO Hamip 3asBHUKA
3/IIMCHIOBATU MapaJIeIbHUN IMIIOPT;

2) L komito IMCTKA-BKIAIKH a00 aHAJIOTIYHOTO IOKYMEHTA B KpaiHi-eKCIOPTEPi, BUKJIaICHUX MOBOIO OpPHTiHATY (MOBOIO,
BIJIMIHHOIO BiJ] JIEp>KaBHO1);

3) L] mepexma mucTKa-BKIAAKU a00 aHAIOTIYHOTO JOKYMEHTA B KpaiHi-eKCIOPTEpi IeP:KaBHOK MOBOO, aBTCHTHYHICTh

SKOTO MIATBEPKEHA YIIOBHOBAKEHOIO 0COO0I0 3asIBHUKA, sIKA € BIAMOBIJAILHOIO 32 BUIaUy JI03BOJIy Ha BUMYCK (peai3alliio)
cepii JIIKapChbKOTO 3ac00Y;

4) [ nucrok-BKIAAKY JEp)KaBHOI MOBOIO B YHMHHIM PENaKiiii, M0 3aTBEp/UKCHA PIIICHHSIM OpraHy JISp)KaBHOTO
KOHTPOJIIO;

5) U mpoekT JarcTKa-BKIaJAKH AeP:KaBHOT MOBOIO, 1110 Oy/I€ MOaBaTHCs Ha 3aTBEPIKCHHS OPTraHy JePyKaBHOTO KOHTPOJTIO

y pa3i IpUHHATTS PIILICHHS PO BHECEHHS 3MiH JI0 MaTePialliB I0ChE (AKUJO 3MIHU, 3A3HAUEH] 3A518HUKOM (BI1ACHUKOM 003801Y) 8
3a56i, BUMA2AOMb OHOBIEHHS TUCMKA-6KIA0KU),3 YPaXyBaHHSAM TaKUX BUMOT:

a) B IpaBOMY BEPXHbOMY KYTI MPOEKTY JTUCTKA-BKJIAJIKU 3asIBHUK:
3a3Hayac TaKUM TEKCT:

“3ATBEPIXKEHO
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Haka3 Jlep>kaBHOI ci1y»0u YKpaiHu 3 JIKapChKUX 3aC001B Ta KOHTPOJIIO 32 HAPKOTUKAMU
Ne

(maTa npUHATTS HaKa3zy) (HOMeEp Hakasy)
Ne no3Bosy Ha mapanenbHUI IMIOPT JIKAPChKUX 3aC001B

3MIHM BHECEHO*
Haka3 Jlep>kaBHOi cimy»k0u YKpaiHu 3 JTIKapChKUX 3aC001B Ta KOHTPOJIIO 32 HAPKOTUKAMU
Ne
(maTa IpUIHATTS HAKa3y) (HOMED HaKa3y)”;

(*3as6HuKx 3a3Hauae peksizumu Hakasy Jepocasnoi cuyscou Ykpainu 3 nikapcvkux 3acobi@ ma KOHMpPOAo 3a
HAPKOMUKAMU, AKUM 0YJI0 8HECEHO OCMAHHI 3MIHU 00 TUCKA-BKIAOKU)

BKa3ye HaliMEHYBaHHS Ta MICII€3HAXO/KEHHS MapajieibHOTo IMIOpTeEPa (BIACHUKA JI03BOITY);

3a3Hayac TaKUU TEKCT:

“ITpo BC1 BUMIAAKH M1/103pIOBAHUX MOOIYHUX PeaKLii Ta BIACYTHOCTI €EKTUBHOCTI JIIKAPCHKUX 3aCO01B CII1/1 HOBLAOMIIATH
yepe3 ABTOMaTH30BaHy iH(opMalliiiHy cuctemy 3 apMakoHarsay 3a mocuianasM: https://aisf.dec.gov.ua.”;

3asBHUK TaKOX BKa3ye Y BUMAJKY BBEJICHHS B 00Ir Ha TepuTOpii YKpaiHU JIKAPCHKOTO 3ac00y 3 MepeMapKyBaHHS Ta
nepenaKkyBaHHS BTOPUHHOI OpPUTIHAJIBHOI 1HO3€MHOI YMaKOBKM BHUPOOHHMKOM ab0 MapaielibHUM IMOOPTEPOM (32 yYMOBH
HAssBHOCTI B HBOTO BIJMOBIAHOI JIIIEH31i Ha BUPOOHUIITBO JIKAPCHKUX 3acO0IB) HalMEHYBaHHsI, MICII€3HAXOJKEHHS Ta
BUPOOHUY1 NUIBHUII BUPOOHMKA, BIAMOBIIAIIBHOTO 3a MEPEMaKyBaHHS (AKWO MAaKuti 8UPOOHUK, U020 MICYE3HAXOONCEHHS,
aopeca micysi npoBaONCeHHs OISLIbHOCMI BIOPIZHAIOMbCA 8I0 MUX, WO 3A3HAYEHI 8 NepeKIadi TUCMKA-BKAAOKU OePIHCABHONO
MOB010, W0 HABOOUMbCS HUJICYE 8 NPOEKMI TUCMKA-BKAAOKU);


https://aisf.dec.gov.ua/
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0) HIKYE 32 BHUKOM HABOAWTHCS TEPEKIIa] JUCTKA-BKIAJAKH a00 aHAJIOTIYHOTO JOKYMEHTa B KpaiHi-eKcroprepi
JIep’KaBHOIO MOBOTO, aBTEHTHUYHICTD SIKOTO MiATBEPHKCHA YITOBHOBAKEHOIO 0CO00I0 3asBHUKA, SIKA € BIAMOBITATHHOIO 32 BUIATY
JTI03BOJTY Ha BUITYCK (peati3aliito) cepii JiKapchbKOTo 3acoly;

6) [0 mexmapariiro, CKIaJeHy 3assBHUKOM (BJIACHHKOM J03BOJY) Y JOBUIBHIN (hopmi, PO Te, [0 3MICT JINCTKA-BKIAIKH

a00 aHaJOTIYHOTO JIOKyMEHTa B KpaiHi-eKCHOPTepl, BUKJIAJIEHUX MOBOIO OpHUTIHAITY (MOBOIO, BIAMIHHOIO BiJl JIEpP:KaBHOI1), €
1IEGHTUYHUM BMICTY €TaJOHHOTO JIKapChKOTO 3aC00Y, KPIM:

Ha3BU Ta aJIpecu 0coOu, sika OyJie 3/11MCHIOBATH NapaJIeIbHUI IMIIOPT;
HaliMEHyBaHHsI BAPOOHUKA, SKIIO BIH BIAPIZHAETHCS AJI1 000X JIIKAPCHKUX 3aCO01B;
TEPMIHY MIPUIATHOCTI (TIepioAy cTaOUIBHOCTI), SKIIO BiH BIAPI3HAETHCS IS 000X JIIKAPChKHUX 3aC001B;

JOTIOMIXKHUX PEUYOBHH, 3a3HAYCHUX Y JTUCTKY-BKJIAIII, KO BOHH BIIPI3HAIOTHCS JJIsI 000X JIIKAPCHKUX 3aC001B;

7) [ 3pa3ok dikapchKoro 3aco0y B TOMY BUTJISI, B IKOMY BiH BBEJCHUI B 00Ir B KpaiHi-eKCIIOpTEPI;

8) [0 3pa3ok eTamoHHOTO JIKapChKOTO 3aCO0Y B TOMY BUTJISIAL, B IKOMY BiH 3apEeeCTPOBaHUN B YKpaiHi.

Mamepianu, 3a3naueni 6 nynkmax 7 ma/a6o 8 yboeo po30iny 3as6u, HaA0amMsvcsl OJisl MUX JIKAPCbKUX 3AC0018, OJisl AKUX
iXHs nikapcoka ghopma 0036015€ 30IUCHUMU Bi3YANbHE NOPIBHAHHSA eMAIOHHO20 JIKAPCHbK020 3ac00y ma JiKapCcbKoeo 3acoby 6
Kpaini-ekcnopmepi (Hanpuxiao, mabiemxu, Kancyau), a maxKodic y GUNAOKax, Koau 00 6MiCmy YnaxKoexku 0y0b-sK020 3 TIKAPCbKUX
3ac00i8, W0 NOPIBHIVIOMBCSL, BKAIOUEHO 003VIOHUL NPUCMPIU, NPUCMPILL 0151 86e0eHH S IIKAPCbKO20 3Ac00y MOuo;

9) [0 ¢doTo BCixX CTOPiH MEPBUHHOT Ta BTOPUHHOT YITAKOBKH JIIKapPCHKOT0 3aC00Y B KpaiHi-eKCIopTepi;

10) [J nepexian aepkaBHOI MOBOIO TEKCTY MAapKyBaHHS JTIKAPCHKOTO 3ac00y B KpaiHi-eKCIOpTEPi, aBTCHTHYHICTh SIKOTO

MiATBEPKEHA YIIOBHOBAKEHOIO 0CO00I0 3asBHUKA, SIKA € BIAMOBIIATBLHOIO 32 BUIady JO3BOJY Ha BUITYCK (peaizarlito) cepii
JKapChKOro 3aco0y;

11) [J komito KOPOTKOI XapaKTEPUCTHUKH JIIKAPCHKOTO 3ac00y B KpaiHi-eKCIIOPTEPI (3a HAs18HOCMI);
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12) [ nepeknaz aep>kaBHOIO MOBOIO KOPOTKOT XapaKTEPUCTHKH JTIIKAPCHKOT0 3ac00y B KpaiHi-eKCIOPTEPi, aBTCHTUYHICTh

SIKOTO TIATBEPAKEHA YIIOBHOBAKEHOIO 0COOOI0 3asBHUKA, SIKa € BIAMOBIIATBLHOIO 3a BUIAYy JO3BOJIY Ha BUITYCK (peai3ailiio)
cepii JiKapchbKOro 3aco0y (3a HaseHOCMI);

13) [ mpoeKT eTHKETKH 3 TEKCTOM JCPXKABHOIO MOBOIO (¥ paszi 86edenusi 8 0bie na mepumopii Ykpainu nikapcvkoco
3acoby 0151 NapaieivbHo20 IMNOPMY 8 OPULIHANbHIU THO3eMHIl YNAKOBYL 3 CYNPOBOOOM KOHCHOI YNAKOBKU TUCMKOM - 8KIIAOKOHO
0epIAHCABHOI0 MOBOIO, NPOEKM SIKO20 3AMBEPONCEHUL PIUUEHHAM OP2AHY 0ePHCABHO20 KOHMPOJIO, MAd 000AMKOBUM MAPKYEAHHAM
BUPOOHUKOM AOO NApaANebHUM IMNOPMEPOM (3a YMOBU HASABHOCMI 8 Hb02O BI0N0GIOHOI NiYeH3Il Ha BUPOOHUYMBO TIIKAPCLKUX
3aco0i8) 6MOPUHHOI OPURIHANBHOI [HO3EMHOI YNAKO8KU JIKApcbko2o 3aco0y). TIpoeKT TEeKCTy eTUKETKH BUKJIAJAEThCs
3asIBHUKOM BIJIIOBIHO /10 BUMOT, BCTAHOBJIEHUX y HoAaTKy 22 1o [lopsaky npoBeeHHs €KCIIEPTU3H peeCTpaliiHuX MaTepiaiiB
Ha JIIKapChKl 3aco0M, 110 MOJAIOThCSA Ha JEpKaBHY peecTpalliio (MepepeecTpariin), a TaKoX EKCIEePTHU3U MaTepiaiiB IMpo
BHECEHHsSI 3MIH [0 PEECTpaliiHUX MaTepialliB MPOTATOM [li PEeCTpALitHOTO MOCBIAYEHHS, 3aTBEPIKEHOTO HaKa3oM
MiHicTepcTBa 0XOpOHU 3A0poB'ss YKpainu Big 26 ceprns 2005 poky Ne 426, 3apeecTpoBaHoro y MiHICTepCTBI FOCTHIIIT Y KpaiHU
19 Bepecus 2005 p. 3a Ne 1069/11349 (y penakiii Hakazy MiHicTepcTBa 0XOpOoHHU 370poB'ss Ykpainu Big 23 numas 2015 poky
No 460) (mami - [Topsimok ekcriepTusu). 3aMiCTh HOMEPY PEECTPALIMHOTO TTOCBITYEHHS B TEKCT1 3a3HAYAETHCS HOMEP J03BOJY;

14) O opwurinan-maket rpadivHOro oOopMIICHHS JTIKApPCHKOTO 3ac00y IS MapayiebHOTO IMIOPTY Yy (hopMi, B sIKil BIH

Oyne BBeIECHHI B 00Iir Ha TepuTopii YKpaiHu (Y pasi 6eedennsi 8 obie Ha mepumopii Ykpainu naikapcvkoco 3acoby 0ns
napaneibHo20 iIMNOpmy 3 NePeMapKy8aHHAM Ma NepenaxKy8auHiIM 6MOPUHHOI OPULTHATILHOT IHO3eMHOT YNAKOBKU BUPOOHUKOM
abo napanenbHuM iMROpmepoM (3a YMOBU HASBHOCHIT 8 Hb02O 8IONOBIOHOI NiYeH3Ii Ha BUPOOHUYMEBO NIKAPCLKUX 3ac00i8). TEeKCT
MapKyBaHHS Jep>KaBHOIO MOBOIO, HAHECEHUM Ha OpUTiHAI-MakeT rpadiuHoro o(opMIIEHHS JIKapChbKOro 3aco0y, TOTYEThCS
3asBHUKOM BIJIMIOBIIHO /10 BUMOT, BCTAHOBJIEHUX y nomaTky 22 no Ilopsaky ekcnepTusu. 3amicTb HOMEPY PEECTPAIliiHOTO
MOCBITYCHHSI B TEKCT1 3a3HAYAETHCSI HOMEP JI03BOJIY;

15) ] komiro KOHTPAKTY MiX 3asIBHUKOM (BJIACHUKOM JI03BOJIY) Ta 0COOaMH, SIKi 3MIMCHIOIOTh JisUTbHICTD 3 BUPOOHHUIITBA
JKApChKUX 3aC001B, SIKIO 3asBHUK (BIACHUK JJ03BOJIY) HE Ma€ BIAMOBIIHOI JTIIIEH31i HA BUPOOHUIITBO JIIKAPCHKUX 3aC001B (Kpim
8UNAOKIB, KOJU 3AA6HUKOM (8IACHUKOM 00360J1)) 6 3AA6i 3a3HAYEHO, WO JNIKAPCbKUU 3acib 0/ napanenvbHo2o imnopmy 6yoe
ssooumucs 6 obie Ha mepumopii Yxpainu 6 OpuciHanbHiltl IHO3eMHIL YNAKOBYL 3 CYNPOBOOOM KOMCHOI YNAKOBKU KOMIEH)
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nepexnady 0epiHcasHo MO0 MEKCMY MApKY8aHHSI ma KOPOMKOI XApakmepucmuku (3a HAsABHOCH), a MAKoXC JTUCKOM
BKIAOKOI0 0EPIAHCABHOIO MOBOIO, NPOEKM SIKO20 3AMBEPONCEHUL PIUEHHAM OP2AHY 0epAHCABHO20 KOHMPOIO);

16) [0 xomiro cepTdikaTy BIAMOBITHOCTI BUMOTraM Haje:kHOI BHpoOHHUOI mpakTuku (GMP) Ta xomis mireHsii Ha
BUPOOHHMIITBO JIIKAPCHKUX 3aC001B, BUIaHI YIIOBHOBAXEHUM KOMIIETEHTHUM OPTaHOM KpalHU-EKCIIOpPTepa (KpiMm 8UnaoKis, Kou
3ASABHUKOM (8IACHUKOM 0038011Y) 8 3AA8I 3A3HAUEHO, WO NIKAPCLKUU 3ACiO 011 napaieibHo2o iMnopmy oyoe 68600UMuUCs 8 00ie
Ha mepumopii YKpainu 6 opueiHanbHiti IHO3eMHIl YNAaKo8Yi 3 CYNPOBOOOM KONCHOI YNAKOBKU KONIEI NepeKaady 0eprHCAGHO
MOBOI0 MEKCM) MApPKY8AaHHs Ma KOPOMKOI Xapakmepucmuku (3a HAs8HOCMI), a MAaKo}C TUCMKOM-BKIAOKOIO 0epHCABHOIO
MOBOI0, NPOEKM K020 3amMBepOAHCEHUN PILUEHHAM OP2aHY 0ePAHCABHO20 KOHMPOJIO);

17) [J xomito JOKyMEHTa, IO MiATBEP/KYE BUIa4y KOMIIETECHTHUM OPTaHOM KpaiHH-EKCIIOpTEepa JI03BOJTy Ha MAPKETHHT

JIKApChKOTO 3ac00y, SIKUI TUIAHYETHCS 10 BBE3CHHSI HA TEPUTOPII0 Y KpaiHM AJIA IUIeH napalieTbHOT0 IMIIOPTY, 200 PO3APYKIBKY
3 OHJIAMH-pEeCYpCy KOMIIETEHTHOI'O OpraHy KpaiHU-€KCIopTepa, II0 MIATBEPIXKYye 1HGOpMAII0 MPO BHUJAYy J03BOJY Ha
MapKETUHT TaKOro JIIKapChKOro 3aco0y;

18) [ komito MOKyMeHTa, Ha IMiJCTaBl SKOrO MPEICTABHUK 3asBHUKA (BJIaCHHWKA JI03BOJTY) BUMHSE Mii (IMiamucye

MaTepiaian/I0KyMeHTH, Ha/Ia€ 1X 0 OpraHy JEep>KaBHOTO KOHTPOJIO TOIIO) BiJ] IMEHI 3asiBHUKA (BJIAaCHUKA JI03BOJIY) 3 TUTAHb,
MOB'A3aHUX 13 BHECEHHSM 3MiH JI0 MaTepiaiiB JOChE JIKAPCHKOTO 3aC00y JJIs MapajieIbHOTO IMIIOPTY, Ha KU BUAAHO JO3BLI;

19) [0 Giorpadiuny q0BiAKY YIIOBHOBa)K€HOT 0COOM 3asBHMKA (BJIACHHMKA J03BOJIY), BIAMOBIAAIBHOI 32 (papMaKOHAT IS
(mami - YOB®), uro mictuth iHGOpMaIiito mpo kBaiidikaiiito Ta 1ocsig podotn YOB®D;

20) [0 xomiro nokymenry mpo ocsity YOB®;
21) [ rapanTiiiHui TUCT 3assBHHUKA (BITaCHUKA JI03BOJTY) 111010 3AiHCHEHHS (hapMaKoHATIAAy B YKpaiHi;
22) U xopoTkuii onuc cuctemu hapMakoHarIsay;

23) L komito pimmeHHs yIIOBHOBaXEHOTO OpTaHy B YKpaiHi, IO € MiICTaBOYO JJIsl BHECCHHS 3MiH (KWO 3MiHU, 00YMOBIEeH]
BUMO2AMU 3AKOHO0ABCMEA YKpainu);
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24) [ oOrpyHTyBaHHS 3asBHUKOM (BJIACHUKOM J03BOJIY) BHECCHHS 3MIHHU (3MiH);

25) [ iami Matepianm, Mo moJarThCs IO OpraHy Iep:KaBHOTO KOHTPOJIIO 3a 1HII[IaTUBOIO 3asBHUKA (BIaCHUKA JI03BOITY),
30KpeMa 3 METOI0 JIOKYMEHTAJIbLHOTO MATBEPXKEHHS BiAMOBITHOCTI JIIKAPCHKOTO 3acO0y IS IIJIeH MmapajebHOro IMIIOPTY J10
CTAJIOHHOTO JIIKApCHKOT0 3aC00Y 3TiHO 3 KPUTEPisIMHU, BU3HAUCHUMH noaaTtkoM 1 1o Tlopsanky (3a nasernocmi, noznaume nHudicue
maxi mamepianu,).
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4. KopoTkuii onuc, nepeayMoBH 3MiH, 3a3HaYE€HUX 3asiBHUKOM (BJACHUKOM J103B0J1Y) B 3asiBi (no3naume Hudcue).

5. O0rpyHTYBaHHS 3asiIBHMKOM (BJIACHMKOM /I03B0J1Y) Bi/ITHeCEHHSI HUM 3MiH /10 KaTeropii “inmi” (nozuaume nuorcue,
AKWO Maxi 3MIHU 3a3HAYeH] 8 3a586i).

6. 3asgBHUK (BJIACHUK 103B0J1y) 3a3HA4Ya€ HUKYE TEKCT YMHHOI TAa OHOBJICHOI peAaKIil MaTepiaJliB 10Ch€ (TEKCTOBA
YacTHHA) BiIMOBIHO 10 00CATY TA ONUCY 3MiH:

YunHa penaxkuist OHoBJIeHA peaakiist
(Tekcr) (TekcT 3MiH)
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7. HOPIBHSIHHSA
XapaKTePUCTHUK JiKapChKOro 3acoly, Ha IKUii BUJAHO 103BiJI, 3 €eTATOHHUM JiKAPChKHUM 3aC000M (KO 3ACMOCOBHO)

[IponoBxxkeHHA 10aTKa 2

1. AnminicTpaTuBHi Aani

JlikapcbKkuii 3aci6, Ha siknii BUIaHO
HA03BiJI

Eranonnuii jJikapcbkui 3acio

Y nbomy BHNIAAKY JaHi 060X
JiKkapcbKHX 32C00iB:

a. Ha3Ba sikapchkoro 3aco0y [Uisi mapaieinbHOro iMIopTy
B KpaiHi-eKCIOpTepi Ta Ha3Ba ETAIOHHOTO JKAPCHKOTO
3ac00y

b. Jlikapceka hopma

[ Moswictio CIIIBIIAIAIOTh

¢. Croci0 3acTOCyBaHHS Ta BBEACHHS

] Hosnictio CHIBIIAAI0Th

d.Cuna nii (1o3yBaHHS)

] Hosnictio CHIBIIAAI0Th

e. Homep peecTpaliiitHOro mocBiq4eHHs Ha €TATOHHHUNA
JiKapchKui 3acio

f. HaszBa kpainu-ekcroprepa

g. BnacHuk 103B0Ty Ha MapKETHHT B KpaiHi-
EKCIIOPTEePi/peecTpamifHOro MOCBIYCHHSI Ha JIIKAPCHKHIA
3acio

(B kpaiHi-ekcoprepi)

HaiimenyBanus/I1.1.b:

Haiimenysanus/I1.1.b:
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Micue3HaxoHKeHHS/MiCIIe TPOKUBAHHS:

Micue3HaxoKeHHs/MiCIie TPOKUBAHHS:

h. BupoOHHMK/BUPOOHHKH JTIKaPCEKOTO 3aC00y

HaiimenyBanHs:

Micue3HaxokeHHsS BUPOOHUKA:

Anpeca micis IPOBAKCHHS TiSUTbHOCTL
BUpPOOHUKA:

HaiimenyBanHss:

Micue3HaxokeHHs BUPOOHUKA:

Anpeca micis IPOBAKECHHS TiSUTBHOCTL
BHUpPOOHHKA:

DCHiBHaZlaIOTB; BHPOOHHKH OJTHA U Ta
cama ocoba abo adiniioBani ocodon

[ se cniBnagators; BHPOOHUKH Pi3Hi

oco0w, siKi He € adiniiioBaHUMHU
ocobamu™®




Jiroua(i) pevoBuHa(M):

ITocunanus Ha JIKEPCIIo:

17

[iroua(i) peuoBnHa(M):

Tlocunanus Ha JIKEPECIIo:

[IponosxxeHHst fonarka 2

] MosuicTio CIIIBNAAAIOTh

JlomoMi>KHI pEUOBUHH:

IlocunanHs Ha [Kepeno:

JlomoMi>KHI pEUOBUHH:

ITocunaHHs Ha [Kepeno:

] MosuicTio CIIIBNAZAI0Th

] He cHiBmagaTh *
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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 3aci6, Ha sikHii BUIaHO
JIO3BiJI

Erasionnnii nikapcbkuii 3acio

Y nboMy BHNIAJKY JaHi 000X JiKapChKHX
3aCc00iB:

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

Mitoua peyoBuHa (-HHU):

IlocunanHs Ha qKepeno:

Jiroua peyoBuHa (-HH):

[TocunanHus Ha mKepeno:

L] Mosnictio CIIIBIIAIAIOTH

b. Jns JOMOMDKHMX pPEYOBHH: SKICHHHA CKJIam Ta
KITBKICHHM  CKITaf, SKIIO MOJIHBO, BKIJIFOYAIOYH
MOCHJIAHHS Ha JDKEPEIIO

JloTIOMiX@HI pEeYOBHHU:

ITocunanHs Ha qKepeno:

JloTTOMi>KHI pEYOBHHU:

[Tocunanus Ha mxepeno:

L] Mosnicrio CHIBIIAJAI0TE

] He CHIBIIAJAIOTEL*
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4. YniakoBKa Ta yMOBHM 30epiranus

JlikapcbKkuii 3aci6, Ha sikHii BUIaHO
JIO3BiJI

ETrasionnnii nikapcbkuii 3acio

Y nboMy BHNIAJKY JaHi 000X JiKapChKHX
3aC00iB:

a.1. Po3mip ymakoBku:

Tyr moBuHeH OyTH BKa3aHWH pPO3MIp YHNAaKOBKH, SIKHH
nepeOyBae B 00iry B KpaiHi-eKCIIopTepi

L] MosuicTio CHIBIAAAIOTH

O] He CITIBITAJar0Th*

b. Bun mepBUHHOI yIIaKOBKH

¢. Bun BTOpHHHOI yImakoBKH

d. Temmneparypa Ta yMOBH 30epiranHs (B TOMY YHCIII ITiCIIs
BiIKpUTTS/TIPUTOTYBaHHS, SIKIIIO 3aCTOCOBHO),
BKJIFOUAIOYH [TOCUIIAHHS Ha JHKEPEJIo.

] HosuicTio CIIIBITAA0Th

] He CHIBIALaroThL*

e. Tepmin MIPUIATHOCTI TTcis
BIZIKPUTTS/PO3BEICHH/ TIPUTOTYBaHHS (sIx1I0
3aCTOCOBHO), BKJIFOYAI0UHY MIOCHIIAHHS Ha [PKEPEIIo

L] MosuicTio CIIIBITAJA0Th

] He CHIBIALaroThL*
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5. BmicT ynakoBkm:

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

JlikapcbKkuii 3aci6, Ha sikHii BUIaHO

JIO3BiJI

Erasionnnii nikapcbkuii 3acio

Y nboMy BHNIAJKY JaHi 000X JiKapChKHX
3aCc00iB:

a. Yu € B KOMIDIEKTI pO3YMHHUK?

SIKIIO Tak, OMHINTHL CKJIa[, BKIIOYAIOYM IIOCHJIAHHS Ha
Jokepeno. Takoxk BKaxiTh, M OOWIBA JIKapChKi 3aCO0H
CIIBIIAIAIOTE IIOBHICTIO a00 HE CIIIBIIAJAIOTh

Ckiaz po34MHHHUKA:

Ilocunanusa Ha JKEpeIIo:

Cxua pO3YMHHHUKA!

[locunanusa Ha JOKEPECIO:

L] MosuicTio CHIBNAAAIOTH

] He CHIBIALAOTE *

b. Sxmo mikapchkuii 3aci0 MOBHHEH abo Moxe OyTH
PO3YMHEHHH YW PO3BEICHUI: ONWIIITh, 3 SAKAMH
PO3YMHHMKAMHU  JIKapchbKHH  3acid €  CcyMicHHM,
BKJIFOYAIOYH MTOCHIIAHHS Ha JHKEPEJIO.

Jlikapcekuit 3acid cymicHHI 3:

IlocunanHs Ha JKepeno:

Jlikapcrkuii 3aci® cyMicHHIA 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 (1iana3oH):

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, HamaHTe OMUC METUYHOTO BHUPOOY (me Ime
MOXIHBO): MapkyBaHHs CE, BUpOOHHWK, TpaJyroBaHHS,
BKITIOYAFOYH ITOCHJIAHHS Ha JDKEPETIO.

Onuc MeTunIHOTO BUPOOY:

Ilocunanus Ha JKEpe1o

Onuc MmenuaHOTo BUPOOY:

Ilocunanusa Ha JKEpEeIIo

L] MosuicTio CIIIBITAJAI0Th

1 He CIIBIIAA0Th *

€. 3a BUHATKOM BHII€3a3HAYEHNX BIAMIHHOCTEN UM € 1HIII
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 3aci6, Ha sikHii BUIaHO
JIO3BiJI

Erasionnnii JikapcbKuii 3acio

Y nboMy BHNIAJKY JaHi 000X JiKapChKHX
3ac00iB:

a. @opma (HAMPHUKIIAM, «KPYTJIa» IS TA0JICTOK):

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 *
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[Mocunanus Ha JpKepeno: [MocunanHs Ha JHKEpeno:
f. Bara oguHuI TOBapy (HampHKIaz, y MT. U Ta0JIETKH,
y Tp. A1 TIOOUKA):
[] Moesictio cniBmagatots
L[] He CIIIBIIAJAOTh*
g. O0'em (HampuKIam, B MJI. JJIS aMITYJIH)
[] Hoeuictio cniBmagatots
] He CHIBIANAOTE *
7. JoniJILHICTh pe:KUMY A03yBaHHS Jlikapcbkuii 3aci0, Ha sikuii BuaaHo | ETanonHuii JikapcbKui 3acio Y nboMy BHIIAIKY JaHi 000X JiKapchKUX
J03BiJT 3aCc00iB:
JIist iHrassniin: BKaxiTh 103y Ha OJHY IHTAJSIII0 Jo3a/inransuis: Jloza/iHransis:
(BKJIIOUAIOYH TTOCHIIAHHS Ha JKEPEIIO).
[] Moesictio cniBmagarors
[] He cnisnagarors*
[Nocunanns Ha Kepeno: [MocunanHs Ha JHKEpeno:
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8. Iloka3aHHs JikapcbKoro 3acody, 3a3HadeHi B
JIMCTKY-BKJIAANi 200 aHAJIOTIYHOMY JOKYMEHTi B
KpaiHi-eknoprtepi/Y kpaini

JlikapcbKuii 3aci0, Ha sIKHil BHIaHO
JO3BiJI

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 nepiod 8azimHocmi abo 200y8amnHs
2pyoor)

] MosxicTio CIIIBIIAAIOTh
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*Sxmo 3a3HadyeHO, 110 JIKApChKUM 3aci0, Ha KWW BUAAHO JO3BLI, Ta €TAJIOHHUN JIIKaApChKHUM 3aci0, 1moa0 oaHiel abo
JEKUTBbKOX XapaKTEePUCTUK, 3a3HAYEHUX Yy TAOJHWIIl BHUILE, HE CITIBIIAJIal0Th, HIKYE HEOOXITHO BKazaTH (I KOXKHOI
BIJIMIHHOCT1), YOMY IIi JABa JiKapcbKi 3acC00M MOKHA BBaKATH iIeHTHMYHUMH 4YHM TOAIOHUMH a00 OJHOYACHO
ped)epeHTHHM Y TeHEPHYHHM JJIKApChbKHUM 3ac000M:




