NEPEPEECTPOBAHUX JIIKAPCBKUX 3ACOBIB (MEANYHUX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), AKI

HHEPEJIIK

Honarox 2
a0 Haka3y MinicTepcTBa 0X0poHH
3p0poB’s Ykpainu «Ilpo nep:xxaBny
peecTpauiio (mepepeectpaiiio) JikapcbKuX
3ac00iB (MeANYHUX iIMYHOOi0JIOTTYHNX

npenapariB) Ta BHeCeHHs 3MiH /10

peecTpauiiiHux MatepiajiB»
Bia 10 aucronana 2022 poky Ne 2036

BHOCATBCS 10 JEPXKABHOI'O PEECTPY JIIKAPCHBKHUX 3ACOBIB YKPATHH

Hasea
JliKapcbK020
3acoby

dopma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknamye
aHHs1

Homep
peecmpauiliHo2o
noceid4yeHHs1

3ETPOH

pO34MH Ans iH'ekyin, 2
Mmr/mn, no 4 mn B
amnyni, no 5 amnyn y
KapTOHHIN kopobLi

dapmanesT
N4YHa
KOMNaHis
"BOKATE
C.A"

Ipeuis

PA®APM C.A.

peuis

[MepepeecTpalisi Ha HEOOMEXEHMWI TEPMIH
OHoBneHo iHhopMalLito B iHCTPyKUiT ans
MeAMYHOro 3aCTOCYBaHHS NikapCbKoro
3acoby B po3ainax "®apmakonoriyHi
BnactmeocTi", "lNokasaHHA"(YyTOYHEHHS),
"B3aemogia 3 iHWNMK NikapCbKUMM
3acobamu Ta iHWi B1av B3aemopain",
"OcobnuBocTi 3acTocyBaHHs",
"8acTocyBaHHs1 y nepio BariTHocTi abo
rogyBaHHs rpyaar”, "Cnocib 3actocyBaHHs
Ta posn", MepenosyBaHHs, "MNobGivHi peakuii”
BiAnoBigHo Ao iHpopmalii pecdepeHTHOro
nikapcbkoro 3acoby (30PPAH, po3unH ans
iH’ekuUin, 2 mr/mn)
[MepiognyHicTb NogaHHA perynspHo
OHOBJIIOBAHOrO 3BiTy 3 6e3neku, BiAnoBiaHO
oo MNopsagky 3aifcHeHHs dhapMakoHarnagy,
3aTBepaKeHoro Hakazom MiHicTepcTBa
OXOPOHU 300POB’A YKpainu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTsi tocTuuii Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa 0XOpOHM 300pOB'A YKpaiHu Big
26 BepecHs1 2016 poky Ne 996), cTaHOBUTL:
3rigHO 3i CTPOKamu, 3a3Ha4YeHnMmn y
nepioguYHOCTI NogaHHA perynsipHuX 3BiTiB 3
6e3nekn

3a
peuerimom

He
nidnsieae

UA/16146/01/01

IPUHOTEKAHY
rigpoxnoprug

nopoLuok (cybcTaHuis) y
nonieTuneHoBmx
KOHTenHepax Ans
hapmMaLEeBTUHHOIO
3aCTOCYBaHHS

TOB
"®epmioH"

diHnaHAain

TOB "depmion"

diHnaHain

MepepeecTpalisi Ha HEOBMEXEHWI TEPMIH

He
nidnsieae

UA/16686/01/01
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ITIPEC 3AI
CINATr. NMEKA

Ma3sb no 35 ry Ty6i; no 1
Tybi B KAPTOHHIN
ynakoBLi

MNEKAHA
HATYPXAN
JIBMITTENb
m6X

HimevuunHa

MNekaHa
Hatypxannemitre
nb M'M6X

HimevuunHa

MepepeecTpaLisi HA HEOOMEXEHUI TEPMIH
OHoBneHo iHdopmaito B IHCTpyKLUii Ans
MELMNYHOro 3aCTOCYBaHHS NiKapCbKOoro
3acoby B po3gini "OcobnueocTi 3axoamn
6e3nekv" BiaNoBiAHO A0 MaTepianis
peecTpauinHoro ochbeE.
[NepiognyHicTe NogaHHA perynspHo
OHOBIOBAHOrO 3BiTY 3 6e3neku, BiANOBIiAHO
0o Mopagky 3QincHeHHs dhapmakoHarnsaay,
3aTBepakeHoro Hakasom MiHicTepcTBa
OXOPOHU 340POB’A YKpainu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuuii Ykpainum 29 ciuns 2007
poky 3a Ne 73/13340 (y peaakuii Hakasy
MiHicTepcTBa 0XOpoHM 300poB'a YKpaiHn Big
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rigHO 3i CTPOKaMu, 3a3Ha4YeHnMm y
NepioANYHOCTI MOAAHHSA PErynsapHuX 3BiTiB 3
6esneku.

6e3
peuenma

nidnsieae

UA/16275/01/01

KBEHTIAKC® SR

TabneTtku
nposnoHrosaHoi gii no 50
mr, no 10 TabneTok y
Gnictepi; no 6 abo 9
GricTepiB y KAPTOHHIN
KopobLi

KPKA, o.4.,
HoBo mecto

CnoBeHis

BUPOGHMLTBO "in
bulk", nepBuHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTPOIb cepii Ta
BWMNYCK Cepil:
KPKA, a.4., HoBo
mecTo, CrioBeHis
KOHTPOMb Cepii:
KPKA, a.a., HoBo
mecTo, CroBeHis

CnoBeHis

MepepeecTpalisi Ha HEOOMEXEHUI TePMIH
OHoBeHo iHhopMalLito B iHCTPyKUiT ans
MEAMNYHOro 3aCTOCYBaHHS NiKapCbKOro
3acoby y posginax "Baaemogis 3 iHwWuMmmn
nikapcbkumm 3acobamu Ta iHWi BUAK
B3aemogin", "OcobnmneocTi 3acTocyBaHHs",
"Mepepo3yBaHHs", "MNob6iyHi peakuii”
BiAnoBigHo Ao iHpopmalii pecdepeHTHOro
nikapcbkoro 3acoby (Cepoksenb XR,
TabneTku, BKpUTI NNIBKOBOK 0BOMOHKOIO,
nponoHrosaHoi Aii, no 50 mr, no 200 mr, no
300 wr, no 400 wmr).
[MepiognyHicTb NogaHHA perynspHo
OHOBOBaHOrO 3BiTYy 3 6e3neku, BiANoOBigHO
0o MNopsagky 3aiicHeHHs dhapMakoHarnsgy,
3aTBepaKeHoro Hakazom MiHicTepcTBa
OXOPOHU 340pPOB’s YKpaiHu Bifg 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuuii Ykpainum 29 ciuHa 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa 0OXOpOHM 300pOB'A YKpaiHu Big
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rigHO 3i CTpOKamu, 3a3Ha4YeHUMM y
nepioANYHOCTI MOAAHHS PerynsapHuX 3BiTiB 3
besneku.

3a
peuerimom

He
nidnsieae

UA/16479/01/01

KBEHTIAKC® SR

TabneTkn
NPOSOHroBaHoi Aii no
150 wmr; no 10 TabneTok

KPKA, o.4.,
HoBo mecto

CrnioBeHis

BMPOGHMLUTBO "in
bulk", nepsuHHe
Ta BTOPUHHE

CnoBeHis

MepepeecTpalisi HA HEOOMEXEHUI TEPMIH
OHoBnMeHo iHopMaLito B iHCTPYKUIiT Ans
MeaMYHOro 3aCTOCYBaHHS! NikapCbKoro

y 6nicTepi; no 6 abo 9 nakyBaHHs, 3acoby y posainax "Bsaemogis 3 iHWMMK
GnicTepiB y KApTOHHIW KOHTPOIb cepii Ta nikapcbkuMu 3acobamu Ta iHWi BUuam
KopooLi BUNYCK cepii: B3aemogin", "OcobnmBocTi 3acTocyBaHHs",

3a
peuerimom

He
nidnsieae

UA/16479/01/02
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KPKA, a.4., HoBo
MecTo, CrnoBeHis;
KOHTPOIb cepii:
KPKA, a.4., HoBo
mecTo, CrnoBeHis

"Mepeno3yBaHHs", "MobiyHi peakuji™
BiAMNOBIAHO A0 iHpopmaUii pedepeHTHoro
nikapcbkoro 3acoby (Cepoksernb XR,
TabneTkn, BKpUTI NNiBKOBOKO 0BOMOHKOIO,
nponoHrosaHoi Aii, no 50 mr, no 200 mr, no
300 mr, no 400 wmr).
[NepiognyHicTe NogaHHA perynspHo
OHOBIOBAHOrO 3BiTY 3 6e3neku, BiANoBigHO
0o Mopagky 3QincHeHHs dhapmakoHarnsaay,
3aTBepakeHoro Hakasom MiHicTepcTBa
OXOPOHU 340POB’A YKpainu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuuii Ykpainum 29 ciuns 2007
poky 3a Ne 73/13340 (y peaakuii Hakasy
MiHicTepcTBa 0XOpoHM 300poB'a YKpaiHu Big
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rigHO 3i CTPOKaMu, 3a3Ha4YeHnMm y
NepioANYHOCTI MOAAHHSA PErynsapHuX 3BiTiB 3
6esneku.

KBEHTIAKC® SR

TabneTtku
NPONOHroBaHoi 4ii no
200 wr; no 10 TabneTtok
y 6nicTepi; no 6 abo 9
GricTepiB y KAPTOHHIN
KopobLi

KPKA, o.4.,
Hoso mecto

CnoBeHis

BUPOGHMLTBO "in
bulk", nepBuHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTPOIb cepii Ta
BUMNYCK Cepil:
KPKA, a.a., HoBo
MecTo, CroBeHisi;
KOHTPOMb Cepii:
KPKA, a.4a., HoBo
mecTo, CroBeHis

CnoBeHis

MepepeecTpalisi Ha HEOOMEXEHUI TePMIH
OHoBeHo iHhopMalLito B iHCTPyKUiT ans
MEAMNYHOro 3aCTOCYBaHHS NiKapCbKOro
3acoby y posginax "Baaemogis 3 iHwWuMmmn
nikapcbkumm 3acobamu Ta iHWi BUam
B3aemogin", "OcobnmneocTi 3acTocyBaHHs",
"Mepepno3yBaHHs", "lMobiyHi peakwii”
BiAnoBigHo Ao iHpopmalii pecdepeHTHOro
nikapcbkoro 3acoby (Cepoksenb XR,
TabneTku, BKpUTI NNIBKOBOK 0BOMOHKOIO,
nponoHrosaHoi Aii, no 50 mr, no 200 mr, no
300 wr, no 400 wr).
[MepiognyHicTb NogaHHA perynspHo
OHOBOBaHOrO 3BiTYy 3 6e3neku, BiANOBIgHO
0o MNopsagky 3aiicHeHHs dhapMakoHarnsgy,
3aTBepaKeHoro Hakazom MiHicTepcTBa
OXOPOHU 340pPOB’s YKpaiHu Bifg 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTudii Ykpainm 29 ciuHa 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa OXOpPOHM 300POB's YKpaiHu Bif
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rigHO 3i CTpOKamu, 3a3Ha4YeHUMM y
nepioANYHOCTI MOAAHHS PerynsapHuX 3BiTiB 3
besneku.

3a
peuerimom

He
nidnsieae

UA/16479/01/03

KBEHTIAKC® SR

TabneTkn
NPOSOHroBaHoi Aii no
300 wmr; no 10 TabneTtok

KPKA, o.4.,
HoBo mecto

CrnioBeHis

BMPOGHMLUTBO "in
bulk", nepsuHHe
Ta BTOPUHHE

CnoBeHis

MepepeecTpalisi HA HEOOMEXEHUI TEPMIH
OHoBnMeHo iHopMaLito B iHCTPYKUIiT Ans
MeaMYHOro 3aCTOCYBaHHS! NikapCbKoro

y 6nicTepi; no 6 abo 9 nakyBaHHs, 3acoby y posainax "Bsaemogis 3 iHWMMK
GnicTepiB y KApTOHHIW KOHTPOIb cepii Ta nikapcbkuMu 3acobamu Ta iHWi BUuam
KopooLi BUNYCK cepii: B3aemogin", "OcobnmBocTi 3acTocyBaHHs",

3a
peuerimom

He
nidnsieae

UA/16479/01/04
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KPKA, a.4., HoBo
MecTo, CrnoBeHis;
KOHTPOIb cepii:
KPKA, a.4., HoBo
mecTo, CrnoBeHisa

"Mepeno3yBaHHs", "MoGiyHi peakwji”
BiAMNOBIAHO A0 iHpopmaUii pedepeHTHoro
nikapcbkoro 3acoby (Cepoksernb XR,
TabneTkn, BKpUTI NNiBKOBOKO 0BOMOHKOIO,
nponoHrosaHoi Aii, no 50 mr, no 200 mr, no
300 mr, no 400 wmr).
[NepiognyHicTe NogaHHA perynspHo
OHOBIOBAHOrO 3BiTY 3 6e3neku, BiANoBigHO
0o Mopagky 3QincHeHHs dhapmakoHarnsaay,
3aTBepakeHoro Hakasom MiHicTepcTBa
OXOPOHU 340POB’A YKpainu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTsi tocTuuii Ykpainum 29 ciuynsa 2007
poky 3a Ne 73/13340 (y peaakuii Hakasy
MiHicTepcTBa 0XopoHu 300poB'a YKpaiHu Big
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rigHO 3i CTPOKaMu, 3a3Ha4YeHnMm y
NepioANYHOCTI MOAAHHSA PErynsapHuX 3BiTiB 3
6esneku.

JIETPOBICTA

TabneTkn, BKPUTI
nniBKkoBOK 06OMOHKOIO,
no 2,5 wmrno 10
Tabnetok y Gnictepi, no
3 BnicTepa B KapTOHHiN
KopobLi

Mictpan
Kenitan
MeHemxmeH
T JlimiTeq

AHrnia

CiHTOH XicnaHis,
C.J.

Icnanis

MepepeecTpalis HEOOMEXEHWIN TEPMIH.
OHoBneHo iHopmalito B IHCTpYKLUii gns
MEAMNYHOro 3aCTOCYBaHHS NiKapCbKOro
3acoby y posginax "OcobnueocTi
3acTtocyBaHHs", "Cnocib 3acTocyBaHHs Ta
[o3n" (yTouHeHHs iHdopmadii), "MobivHi
peakuii” BianoBigHo o iHdopmauii
pechepeHTHOro nikapcbkoro 3acoby Pemapa,
TabneTku BKPUTI NMiBKOBOK 0OOMOHKO, NO
2,5mMr
[MepiognyHicTb NogaHHA perynspHo
OHOBIIIOBAHOrO 3BiTy 3 6e3neku, BiAnoBiaHO
oo MNopsagky 3aifcHeHHs dhapMakoHarnagy,
3aTBepaKeHoro Hakazom MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuuii Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y pepakuii Hakasy
MiHicTepcTBa 0XopoHM 300poB'a YKpaiHn Big
26 BepecHs1 2016 poky Ne 996), cTaHOBUTb:
3rigHO 3i CTPOKamu, 3a3Ha4YeHnMmn y
nepioANYHOCTI MOAaHHSA PerynsapHuX 3BiTiB 3
6e3neku.

3a
peuerimom

He
nidnsieae

UA/16706/01/01

JNIIHE30nIA KPKA

pPO34nH Ans iHdYs3in, 2
mr/mn, no 300 mn 'y
cucTemi agng

KPKA, a.4.,
Hoso mecto

CnoBeHisi

BUPOGHMLUTBO "in
bulk", nepsuHHe
Ta BTOPUHHE

PymyHis/
CnoBeHisi

MepepeecTpalis Ha HEOBMEXEHWI TEPMIH.
OHoBneHo iHopMaLito B iHCTPYKUIiT Ans
MELMNYHOro 3aCTOCYBaHHS NiKapCbKOro

BHYTPILUHbOBEHHOIO nakyBaHHs, 3acoby y po3ainax "MokasaHHs",
BBEeAEHHS, Nno 1 cuctemi TPeTUHHE "MpoTunokasaHHsa", "Baaemopais 3 iHWMMK
ONs BHYTPILLHBOBEHHOTO nakyBaHH4: nikapcbkumm 3acobamu Ta iHWi Buam
BBEAEHHS B NAKeTi 3 IHbomen Prnioin3 B3aemogin", "OcobnmBocTi 3acTocyBaHHs",
namiHoBaHoi onbru, No C.p.n., PymyHis; "Mob6ivHi peakuii" BignosiaHo go iHgopmauii

3a
peuerimom

He
nidnsieae

UA/16130/02/01
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1 a6o 10 nakeTiB y
KopoOLi

TPETUHHE
nakyBaHHs1,
KOHTPOrb cepii Ta
BUNYCK cepii:
KPKA, a.a., Hoso
mecTo, CrnoBeHisi;
KOHTPOIb cepii:
KPKA, a.a., Hoso
mecTo, CrnoBeHisi;
TPETUHHE
nakyBaHHsi:
KPKA, a.4., HoBo
mecTo, CroBeHis

OO0 MEAMYHOIO 3aCTOCYBaHHS
pechepeHTHOro fikapcbkoro 3acoby
(B3UBOKC, po3unH gns iHdysin, 2 mr/mn).
[NepiognyHicTe NogaHHA perynspHo
OHOBIOBAHOrO 3BiTY 3 6e3neku, BianoBigHO
0o Mopagky 3QiMncHeHHs dhapmakoHarnsay,
3aTBepaKeHoro Hakasom MiHictepcTBa
OXOPOHW 340POB’A YKpainu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuuii Ykpainum 29 ciuns 2007
poky 3a Ne 73/13340 (y peaakuii Hakasy
MiHicTepcTBa 0OXOpPOHM 300POB'A YKpaiHu Bif
26 BepecHs 2016 poky Ne 996), cTaHOBUTbL:
3rigHO 3i CTPOKaMW, 3a3HaYeHNMM y
nepioANYHOCTI MOAAHHSA PerynsapHuX 3BiTiB 3

6e3neku.

10. | MEHONYP NOPOLLIOK deppiHr LLIseniapis BignosiganbHWUn HimevuunHa/ MepepeecTpalis Ha HEOOMEXEHWI TePMIH 3a He UA/6705/01/03
niodinizosaHnn anga IHTEepHeLwWwHN 3a BUPOBHULTBO LLisenuapis OHoBneHo iHhopMalLito B iHCTPyKUiT ans peuyenmom nidnsieae
PO34MHY ANS iH'eKLin no CeHTtep CA MOPOLLKY Ta MEAMNYHOro 3aCTOCYBaHHS NiKapCbKOro
1200 MO oCT Ta 1200 PO34YMHHMKA, 3acoby B po3ainax "OcobnmeocTi
MO JI; 1 pnakoH 3 KOHTPOSIb SIKOCTi 3acTtocyBaHHs", "Cnocib 3acTocyBaHHs Ta
MOPOLLIKOM Y KOMMIEKTi 3 Ta BUMYCK cepii: [031" (BHECEHO YTOYHEHHS),

2 nonepegHbLo ®eppiHr MvbX, "Mepeno3yBaHHs", "MoGiyHi peakuii™
3anoBHEHMMU HimeuyuunHa; BignoBigHo Ao iHdbopmalii 3 6esnekun, sika
wnpuuamm 3 BignoBiganbHWUM 3a3HaveHa B MaTepianax peecTpauinHoro
PO3UYMHHUKOM (M-Kpe3or, 3a BTOPUHHE A0CbE.
BOAa Ans iH'ekuin) no 1 nNakyBaHHS: [MepiognyHicTb NogaHHA perynspHo
mn, 1 ronkoto Ans PeppiHr OHOBIOBAHOTO 3BiTY 3 6e3nekn, BiANOBIAHO
po3BedeHHs], 18 IHTepHeLHn o MNopsagky 3aifcHeHHs dhapMakoHarnagy,
wnpuuamu ans CeHtep CA, 3aTBepaKeHoro Hakazom MiHicTepcTBa
BBeJeHHA Ta 18 LLisenuapis OXOPOHU 340POB’A YKpaiHu Big 27 rpyaHs
CMMPTOBUMM 2006 poky Ne 898, 3apeecTpoBaHoro B
cepBeTKaMu B KAPTOHHIN MiHicTepcTsi tocTuuii Ykpainum 29 ciuHs 2007
ynakoBLi poky 3a Ne 73/13340 (y pegakuii Haka3y
MiHicTepcTBa OXOpOHM 300pOB'A YKpaiHu Big
26 BepecHs1 2016 poky Ne 996), cTaHOBUTb:
3rigHO 3i CTPOKaMu, 3a3Ha4YeHnMmn y
nepioANYHOCTI MOAaHHSA PErynsapHuX 3BiTiB 3
6e3neku.

11. | MEHONYP NOPOLLIOK DdeppiHr LLseniuapis BignosiganbHUN HimeuumnHa/ MepepeecTpalisi Ha HEOBMEXEHWI TEPMIH 3a He UA/6705/01/02
niodpinisoBaHun ans IHTepHeLHn 3a BUPOBHULTBO Lsevinapis OHoBneHo iHopMaLito B iHCTPYKUIiT Ans peuenmom nionsizae
PO34MHy Anis iH'eKLin No CeHtep CA NOPOLLIKY Ta MeOMYHOro 3aCTOCyBaHHS NiKapCbKoro
600 MO o©CrI" Ta 600 MO PO34YMHHKKA, 3acoby B po3ginax "OcobnmeocTi

JI; 1 donakoH 3
NMOPOLLKOM Y KOMMIEKTI 3
1 nonepegHbO
3aMoBHEHVM LUMPULIOM 3
PO34YNHHUKOM (M-Kpe30/1,
BOAa Ans iH'ekuin) no 1
Mn, 1 ronkoto ans

KOHTpPOIb SIKOCTI
Ta BUMYyCK cepii:
®eppiHr MTM6X,
HimeuumnHa;
BiAnoBiganbHWMN
3a BTOPUHHE
nakyBaHHsi:

3acTocyBaHHs", "Cnoci6 3acTocyBaHHs Ta
[031" (BHECEHO YTOUHEHHS),
"Mepeno3yBaHHs", "MobiyHi peakuii”
BignoBigHo Ao iHdopmalii 3 6e3neku, sika
3a3HayeHa B MaTepianax peectpauinHoro
[OCbE.
[NepiognyHiCTb NogaHHsA perynsipHo
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po3BefeHHs), 9 deppiHr OHOBJIOBAHOIO 3BiTy 3 6e3neku, BiAnoBigHO
wnpvuamm ans IHTepHewwHn oo MNopsagky 3aiicHeHHs dhapMakoHarnagy,
BBeAeHHs Ta 9 CeHtep CA, 3aTBepakeHoro Hakasom MiHictepcTBa
CMMPTOBMMM LLiseviLapis OXOPOHU 380pOB’st YKpaiHu Big 27 rpyaHsa
cepBeTKaMu B KAPTOHHIN 2006 poky Ne 898, 3apeecTpoBaHoro B
ynakoBLi MiHicTepcTsi tocTuuii Ykpainum 29 ciuns 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa 0XopoHM 300poB'a YKpaiHn Big
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rigHO 3i CTPOKamu, 3a3HavYeHUuMmn y
nepioAnNYHOCTI MOAaHHSA PerynsapHMX 3BiTiB 3
6esneku.
12.| OMCOHAT CIArI. | kpanni opanbHi no 30 MEKAHA HimeyunHa MEKAHA HimeyunHa [MepepeecTpalisi HA HEOOMEXEHWI TEPMIH 6e3 nidnseae UA/16022/01/01
NEKA mn, 50 mn y conakowi; no | HATYPXAM HATYPXAMNBbMIT OHoBneHo iHopmalito B IHCTpyKLUii ons peuyenma
1 conakoHy B KapTOHHiIN JIBMITTENb TENb 'moX MELMYHOro 3aCTOCyBaHHS JikapCbKoro
Kopoo6ui mbX 3acoby B po3sginax "OcobnmsocTi
3acTtocyBaHHs", "Cnocib 3acTocyBaHHs Ta
nosun" (oaHi 3 6esnekn), "AiTn" (YTOYHEHHS)
BiQNOBIQHO 4O MaTepianiB peecTpauinHoro
OOCbE.
[NepiognyHiCTb NogaHHA perynsipHo
OHOBIIOBAHOrO 3BiTy 3 6e3neku, BiAnoBiaHO
0o Mopagky 3QincHeHHs dhapmakoHarnsay,
3aTBepakeHoro Hakasom MiHictepcTBa
OXOPOHU 340POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuuii Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y pepakuii Haka3y
MiHicTepcTBa 0XOpoHM 340pOB'A YKpaiHu Big
26 BepecHs1 2016 poky Ne 996), cTaHOBUTL:
3rigHO 3i CTPOKamu, 3a3Ha4YeHnMm y
nepiognYHOCTI MOAAHHA perynspHUX 3BiTiB 3
6e3neku
13. | NAHKPEATUH nopoLLok (cybcTaHuist) y TOB "TK YkpaiHa OesHr CiHosim Kuraw MepepeecTpalisi Ha HEOBMEXEHWI TEPMIH - He UA/16384/01/01
noaginHNX "ABPOPA" dapmacbtoTikan nionsieae
nonieTUNeHOBMX MiLLKax Ko., NTo.
ans hapMaueBTUYHOro
3acTocyBaHHSA
14. | PMENTUA® TabneTkn, BKpUTI 3AT YropuHa 3AT YropuuHa MepepeecTpauig HeobMexXeHN TEPMIH. 3a He UA/4044/01/01
o6onoHkoto, no 1 Mmr, no dapmauesT dapmaueBTUHHUIA OHoBneHo iHbopMaLlito B TEKCTI iIHCTPYKLUiT  |peyenmom nionsizae
10 TabneTok y 6nictepi, MYHUI 3aBOf, 3aBog ElC AN MeguyHoro 3acTocyBaHHS y posginax:
no 1 abo 2, abo 6 ErIC "®dapmakornorivyHi BmactueocTi”,

GnicTepiB y KApTOHHIW
KopoOGLi

"MokasaHHs", "lMpoTunokasaHHs",
"B3aemogisi 3 iHWKMM nikapCbKUMun
3acobamu Ta iHWi Buam B3aemonin",
"OcobnuBocTi 3acTocyBaHHs",
"8acTocyBaHHs1 y nepiof BariTHOCTi abo

rogyBaHHs rpyaar”, "Cnocib 3actocyBaHHs

Ta gosu", "Oitn", "Mo6iyHi peakyii”
BignoBigHo Ao iHpopmalii pedepeHTHOro
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nikapcbkoro 3acoby.
MepioanyHicTb NogaHHs perynspHo
OHOBIIOBAHOIO 3BiTy 3 6e3neku, BiAnoBigHO
0o Mopagky 3QincHeHHs dhapmakoHarnsay,
3aTBepakeHoro Hakasom MiHictepcTea
OXOPOHU 300pOB’st YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTsi tocTuuii Ykpainm 29 ciuna 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa OXOpOHM 300p0B'A YKpaiHu Big
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rigHO 3i CTPOKamu, 3a3HaYeHUMm y
nepioguYHOCTI NOSAHHS PerynsapHuX 3BiTiB 3
6e3nekw.

15.

PINENTUO®

TabneTtkn, BKPUTI
0600HKOI0, MO 2 Mr, No
10 TabneTok y GnicTepi,
no 1 abo 2, abo 6
GnicTepiB y KApTOHHIW
KopobLi

3AT
dapmaneBT
MYHWUI 3aBOf,

Eric

YropwuHa

3AT
dapmMaueBTUYHUIA
3aBoa ElC

YropLuHa

MepepeecTpalis HEOOMEXEHWIN TEPMIH.
OHoBneHo iHbopMaLlito B TEKCTi iIHCTPYKLiT
Ansi MEQUYHOTO 3aCTOCYBaHHS Y po3dinax:

"®apmakornorivyHi BnactusocTi”,
"MokasaHHsA", "lMpoTunokasaHHaA",
"B3aemogia 3 iHWUMK NikapCbKUMmn
3acobamu Ta iHWi BUaAM B3aemonin",
"Ocob6nuBocTi 3acTocyBaHHS",
"3acTocyBaHHs y nepiod BariTHOCTi abo
rogyeaHHs rpyaaro”, "Cnocib 3actocyBaHHs
Ta goan", "Oitn", "MobivHi peakuii”
BiANOBIgHO A0 iHhopMmaLii pedhepeHTHOro
nikapcbkoro 3acoby.
MepioanyHicTb NogaHHs perynspHo
OHOBOBaHOrO 3BiTYy 3 6e3neku, BiANOBIAHO
o MNopsagky 3aifcHeHHs dhapMakoHarnagy,
3aTBepkeHoro Hakasom MiHicTepcTBa
OXOPOHU 340pPOB’s YKpaiHu Bifg 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuuii Ykpainum 29 ciuHa 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa 0XOpoHM 300pOB'A YKpaiHu Big
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rigHO 3i CTPOKamu, 3a3HaYeHnMm y
nepioanYHOCTI NOAAHHA perynsipHUX 3BiTiB 3
6esneku.

3a
peyenmom

He
nidnsieae

UA/4044/01/02

16.

PINENTUA®

TabneTku, BKpUTI
o6ornoHKoto, no 3 mr, no
10 TabneTok y 6nictepi,
no 1 abo 2, abo 6
6nicTepiB y KApTOHHIW
KopoOGLi

3AT
PapmaueBT
MYHUI 3aBOf,

EriC

YropwuHa

3AT
dapmMaLeBTUYHWIA
3aBog ETIC,

YropwuHa

MepepeecTpalisi HEOOMEXEHNI TEPMIH.
OHoBREHO iHbopMaLito B TEKCTI iIHCTPYKLiT
AN MeAUYHOro 3acTOCYBaHHS y posdinax:

"®apmakornorivyHi BnactusocTi”,
"MokasaHHs", "lMpoTunokasaHHs",
"B3aemogisi 3 iHWKMM nikapCbKUMun
3acobamu Ta iHWi BUaM B3aemonin",
"OcobnunBocTi 3acTocyBaHHS",

"8acTocyBaHHs1 y nepiof BariTHocTi abo

rogyBaHHs rpyaar”, "Cnocib 3actocyBaHHs

3a
peuenmom

He
nionsieae

UA/4044/01/03
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Ta goan", "Oitn", "MobivHi peakuii”
BiAMNOBIAHO A0 iHpopmaUii pedepeHTHoro
nikapcbkoro 3acoby.
[NepiognyHicTe NogaHHA perynspHo
OHOBIOBAHOrO 3BiTYy 3 6e3neku, BiANOBIAHO
0o Mopagky 3QincHeHHs dhapmakoHarnsay,
3aTBepakeHoro Hakasom MiHicTepcTBa
OXOPOHW 340POB’A YKpainu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuuii Ykpainum 29 ciuns 2007
poky 3a Ne 73/13340 (y peaakuii Hakasy
MiHicTepcTBa OXOpOHM 300p0B'A YKpaiHu Big
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rigHO 3i CTPOKaMW, 3a3HaYEHUMUN Y
nepioANYHOCTI MOAAHHSA PerynsapHuX 3BiTiB 3
6e3neku.

17.

PINENTUO®

TabneTkn, BKPUTI
06onoHKot, Nno 4 mr, no
10 TabneTok y 6nictepi,
no 1 abo 2, abo 6
GricTepiB y KAPTOHHIN
Kopobui

3AT
dapmanesT
WNYHUI 3aBOA

ErIC

YropwuHa

3AT

dapmaueBTUYHUIA

3aBog ElC

YropLuHa

MepepeecTpalis HEOOMEXEHWIN TEPMIH.
OHoBMeHo iHhopMaLiito B TEKCTi IHCTPYKUIT
ANs MeAUYHOTO 3acTOCYBaHHA y po3dinax:

"®apmakornorivyHi BnactusocTi”,
"MNokasanHs", "lMpoTnnokasaHHsA",
"B3aemogisi 3 iHWMMM NikapCbKUMn
3acobamu Ta iHWi B1aAM B3aemonin",
"OcobnueocTi 3acTocyBaHHs",
"3acTocyBaHHSA y nepioa BariTHOCTi abo
rogyBaHHs rpyaar”, "Cnocib 3actocyBaHHs
Ta gosu", "Oitn", "MobiyHi peakuyii”
BiAMOBIAHO A0 iHpopMmaUii pedhepeHTHOro
nikapcbkoro 3acoby.
[MepiognyHicTb NogaHHA perynspHo
OHOBIIOBAHOrO 3BiTy 3 6e3neku, BiANoBiaHO
oo MNopsagky 3aifcHeHHs dhapMakoHarnagy,
3aTBepaKeHoro Hakazom MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuuii Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y pepakuii Haka3y
MiHicTepcTBa 0XopoHM 300poB'a YKpaiHn Big
26 BepecHs1 2016 poky Ne 996), cTaHOBUTb:
3rigHO 3i CTPOKamu, 3a3Ha4YeHnMmn y
nepioANYHOCTI MOAaHHSA PerynsapHuX 3BiTiB 3
6e3neku.

3a
peuerimom

He
nidnsieae

UA/4044/01/04

18.

COH-HAUT

TabneTku, BKPUTI
NMiBKOBOIO 0BOMOHKOIO,
no 15 wmr; no 10
Tabnetok y 6nictepi; no
3 BnicTepu y kopobui 3
KapTOHY

ToBapucTBo
3
obmexeHo
BignoBsiganb
HiCTIO
"XapkiBCcbke
dapmauesT
nyHe

YkpaiHa

BCi cTagil
BUPOGHMLTBA,
OKpiM BUIMYCKY
cepii, KOHTpornb

SAKOCTi:
ToBapucTBO 3
oBMexeHo

BigNoBiganbHICTIO

YkpaiHa

MepepeecTpaLis Ha HEOBMEXEHWI TEPMIH.
OHoBneHo iHopMaLito B iHCTPYKUIiT Ans
MeOMYHOro 3aCTOCyBaHHS NiKapCbKoro
3acoby y po3ainax "®apmakonorivHi
BnactusocTi", "lNokasaHHs",
"MpoTunokasaHHsa", "Baaemopisa 3 iHLWMMK
nikapcbkuMu 3acobamu Ta iHWi BUuau
B3aemogin", "OcobnmBocTi 3acTocyBaHHs",

3a
peuerimom

He
nidnsieae

UA/16370/01/01
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nignpvemMcTse "®APMEKC "3acTocyBaHHs y nepiog BariTHOCTi abo
0 "3p0opoB'sa FPYT", Ykpaina; rogyBaHHs rpyaaro”, "34aTHicTb BNAneBaTtu
Hapoay" BUNYCK cepii: Ha LWBMAOKICTb peakuii Npu KepyBaHHI
ToBapwucTBo 3 aBToTpaHcnopToM abo iHWMMK
obmexeHo mexaHiamamu", "Cnocib 3acTocyBaHHs Ta
BigNOBiganbHICTHO nosun", "Oitn", "MepenosyBanHs", "MobiYHi
"XapkiBcbke peakuii”, "Kateropis Bignycky" (byno: 6e3
cdapmaLeBTUYHe peuenTa; cTano: 3a peuentom) BignosigHo
nianpuemMcTBo 00 iHopMauii pedhepeHTHOro nikapcbkoro
"300poB's 3acoby ([oHopmin, TabneTku, BKpUTI
Hapoay", YkpaiHa obonoHkoto, no 15 mr).
[NepiognyHicTe NogaHHA perynspHo
OHOBIIOBAHOIO 3BiTy 3 6e3neku, BiAnoBigHO
oo MNopsagky 3aiicHeHHs dhapMakoHarnagy,
3aTBepakeHoro Hakasom MiHictepcTea
OXOPOHU 300pOB’st YKpaiHu Bifg 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTsi tocTudii Ykpainm 29 ciuna 2007
poky 3a Ne 73/13340 (y penakuii Hakasy
MiHicTepcTBa 0XOpoHM 300poB'a YKpaiHu Big
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rigHO 3i CTpOKamu, 3a3Ha4YeHUMM y
nepioANYHOCTI MOAAHHSA PerynsapHuX 3BiTiB 3
6esneku.

19. | CTAMAPUN MOPOLLIOK Ta PO3YNHHUK CaHodi PpaHuis NMOBHUW LKA ®paHuis/ MepepeecTpauis Ha HEOOMEXEHWI TEPMIH. 3a He UA/16354/01/01
BAKUUHA OnNA ans cycnexsii ans Mactep BUPOOGHMLTBA, YropLuHa OHoBnMeHo iHdopMaLito B iHCTPYKUiT Ans peuyenmom nionsieae
MPO®INAKTUKU iH’€KUIN, He MeHLLEe HiX 3anoBHEHHS, MeOMYHOro 3acToCyBaHHS NikapcbKoro
XOBTOI 1000 MO/no3a; no 1 niodpinizauis, 3acoby B posainax "dapmakoTepanesTiyHa
JIMXOMAHKU [o3i y donakoHi Ta nepBuHHe Ta rpyna. Kog ATX" (pegaroBaHo TEKCT po3ainy
()KUBA PO34YMHHUK (HaTpito BTOPUHHE 6e3 dakTnyHoi 3miHu kogy ATX),
ATEHYVIOBAHA) xnopwa, Boga ans nakyBaHHS, "MpoTunokasanHsa", "Baaemopisa 3 iHWMMKn

iH’ekuin) no 0,5 mn y KOHTPOMb SIKOCTI, nikapcbknuMu 3acobamu Ta iHWi B1uaun
nonepegHL0 BUNYCK cepii; B3aemogin", "OcobnmBocTi 3acTocyBaHHs",
3anoBHEHOMY LINpuLy 3 NOBHUI LUUKN "Mo6ivHi peakuii" BignoBigHO 40 MaTepianis
NPUKPINMEHOI0 rOMKoH; BUPOGHMLTBA, peecTpaLiHOro JOChE.

no 1 dnakoHy 3 nepBuHHe Ta [MepiognyHicTb NogaHHA perynspHo
nopoLukom Ta 1 BTOPUHHE OHOBIOBAHOTO 3BiTYy 3 6e3nekn, BiANOBIAHO
nornepegHLo nakyBaHHs, o lMopsaaky 3aiicHeHHs dapmakoHarnsgy,

3anoBHEHOMY LUMpULY 3
NPUKPINIEHOI0 rorKo B
KapTOHHiIn kopobuj; no 1
bnakoHy 3 MOPOLLKOM Ta
1 nonepegHbLO
3aMoBHEHOMY LUMPWULY 3
NPWKPINMEHOLO ronkot B
CTaHOapTHO-EKCMOPTHIl
yMakoBLi, sika MiCTUTbCS
Y KapTOHHIl kopobui 3
iHCTpyKUieo ans
Mean4Horo
3acTocyBaHHs; no 1 gosi

KOHTPOIb AKOCTI
Ta BUMYyCK cepii
PO3YMHHMKA:
CaHodi MacTtep,
PdpaHuis;

nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPOMb SKOCTi,
BUWMYCK Cepil;
BTOPUHHE
nakyBaHHs!, BUMyCK

3aTBepaKeHoro Hakazom MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTsi tocTuuii Ykpainu 29 ciunga 2007
poky 3a Ne 73/13340 (y penakuii Hakasy
MiHicTepcTBa 0OXOpOHM 300pOB'A YKpaiHu Big
26 BepecHs1 2016 poky Ne 996), cTaHOBUTL:
3rigHO 3i CTPOKamu, 3a3Ha4YeHnMmn y
nepioANYHOCTI MOAAHHS PerynsapHuX 3BiTiB 3
6e3nekw.
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y bnakoHi Ta PO3YNHHUK
(HaTpito xnopwua, Boga
ans iv’ekuin) no 0,5 mny
nonepeaHL0
3arnoBHEHOMY LIMpuLy 3
ofaHieto abo aBomMa
OKPEMUMM rofkamu; no
1 dpnakoHy 3 nopoLukom
Ta 1 nonepeaHbO
3aMoBHEHOMY LUMPHULY 3
1 abo 2 okpemummn
ronkamu y énictepi B
KapTOHHIl kopobui; no 1
A03i y conakoHi Ta
PO3YMHHUK (HaTpito
xropvg, Boga ans
iH’ekui) no 0,5 mny
nonepegHbo
3aMoBHEHOMY LUMPULLY 3
opHieto abo asoma
OKPEMMMM Trofkamu; no
1 cbnakoHy 3 NOPOLLKOM
Ta 1 nonepegHLO
3arnoBHEHOMY LUMpULLy 3
1 abo 2 okpemnmmn
ronkamu y 6nictepi B
CTaHAapTHO-EKCMOPTHIN
ynakoBLi, fika MiCTUTbCS
Y KapTOHHI kopobui 3
iHCTpyKLUieto ans
Mean4Horo
3acTocyBaHHs; o 1 4oa3i
y riakoHi Ta PO3YMHHMK
(HaTpito xropug, Boga
ans i’ekuin) no 0,5 mny
nonepegHbo
3aMoBHEHOMY LUMPULLY 3
NMPUKPINMEHOI0 rOMKoH;
no 1 dnakoHy 3
nopotukom Ta 1
nonepegHeo
3arnoBHEHOMY LUMpULLY 3
NPUKPINMEHO0 ronkow B
KapTOHHiI KopoOLi 3i
CTUKEPOM YKpaiHCbKOO
MoBoO1o; o 1 gosiy
dnaKkoHi Ta PO3YNHHUK
(HaTpito xnopwua, Boga
anst iv’ekuin) no 0,5 mny
nonepegHeo
3arnoBHEHOMY LUMpULLY 3
ofHieto abo ABoOMa

cepii po34MHHYMKa:
CaHodi MNacrep,
dpaHuis;
BTOPUHHE
nakyBaHHs, BUNYCK
cepii:
CaHodpi-ABeHTic
Mpansit Ko. IlT4.,
Mnatcopma
NOriCTUKM Ta
ANCTprbyLii y M.
Bbynanewr,
YropwwmHa
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OKpEMUMM Tronkamu; no
1 dpnakoHy 3 nopoLukom
Ta 1 nonepeaHbO
3aMoBHEHOMY LUMPWULY 3
1 abo 2 okpemummn
ronkamu y énictepi B
KapTOHHIl kopobui
20.| TPOKCEPYTUH NMOPOLLIOK KpUCTanivyHuim AT PdpaHuis MiCiEneC dpaHLuis MepepeecTpalisi HA HEOOMEXEHWI TEPMIH - He UA/16608/01/01
(cybeTaHuin) y «MiCiEneC» nionszae
noaginHNX
nonieTMneHoBnx
nakeTax, BKNageHux B
KapTOHHI 6apabaHu ans
dapmaLeBTUHHOIO
3acTocyBaHHSA
21.| ®IAMIAP CNAI. | masbno 35ry Ty6i B MEKAHA HimeyunHa MEKAHA HimeyunHa [MepepeecTpalisi Ha HEOOMEXEHWI TEPMIH 6e3 nidnseae UA/16201/01/01
NEKA KapTOHHIN ynakoBLj HATYPXAN HATYPXAMNBbMIT OHoBneHo iHopmalito B IHCTpyKLUii ans peyenma
JIBMITTENb TENb 'moX MELMYHOro 3acTOCyBaHHS JikapCbKoro
mbX 3acoby B posginax "®apmakonoriyHi
BNacTMBOCTI" (YTOUHEHHST),
"MpoTunokasaHHs", "Ocobnuei 3axoau
6e3nekun”, "OcobnNUBOCTI 3aCTOCYBaHHA",
"3paTHiCTb BNAMBATU Ha LWBMAKICTb peakuii
npu KepyBaHHi aBTOTpaHcnopTom abo
iHWKWMK MexaHismamn" BignoBigHO Ao
MaTepianis peecTpauifiHoro 4ocbke.
[MepiognyHicTb NogaHHA perynspHo
OHOBIIIOBAHOrO 3BiTy 3 6e3neku, BiAnoBiaHO
o MNopagky 3aifcHeHHs dhapMakoHarnagy,
3aTBepaKeHoro Hakazom MiHicTepcTBa
OXOPOHU 300POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuuii Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y pepakuii Haka3y
MiHicTepcTBa 0XOpoHM 300pOB'A YKpaiHu Big
26 BepecHs1 2016 poky Ne 996), cTaHOBUTL:
3rigHO 3i CTPOKaMu, 3a3HaYeHnMmn y
nepioanYHOCTI NOAAHHA perynsipHUX 3BiTiB 3
6e3neku.
22.| XOniHy pianHa (cybcTaHuis) y AT YkpaiHa LWanxaw LnHaek Kutaw MepepeecTpalisi Ha HEOBMEXEHWI TEPMIH - He UA/16811/01/01
AJNIb®OCLIEPAT | nakeTax nOTpinHMX "KNIBCbKW dapmacbtoTikan nionsizae
nonieTuneHoBux Ang n (XawnmeH) Ko.,
dapmaLeBTU4HOro BITAMIHHU 1o,
3aCTOCYBaHHs " 3ABOO"

B.o. leHepanbHOro gupeKropa
PapmaueBTUYHOro AupeKToparty

IBan SAAIBOPHUX




