NMEPEPEECTPOBAHUX NNIKAPCbKUX 3ACOBIB (MEOANYHUX IMYHOBIOJIOINYHUX NMPEMNAPATIB), AKI

NMEPENIK

DopaTtok 2
bo Haka3y MiHicTtepcTBa OXOpOHM
3popoB’s YkpaiHu «lpo gepxaBHy

peecTpadilo (nepepeecTpalito)
nikapcbKnx 3acobiB (Megu4HNX

iMyHobGionoriyHux npenapariB) Ta
BHECEeHHS 3MiH [0 peecTpauinHuX
MaTepianis»
Big 02 rpyaHsa 2021 poky Ne 2690

BHOCATbLCSA OO OEPXXABHOIO PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHU

Ne
n/

Hasea
JNiKkapcbKo20
3acoby

@Popma surnycKy
(nikapcbka ¢ghopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupo6HuUKa

Peecmpauyitina npouyedypa

Ymoeu
eidnycky

Peknam
yeaHHs1

Homep
peecmpayitiHo2o
noceio4yeHHs1

BEPELL®
MATHIN
Mnioc B6

TabneTkn, BKpUTI
NniBkOBOIO
obornoHkoto, no 10
TabneTtok y bnicrepi;
no 3 abo 6 6nicTepis
Y KapTOHHIlA kopobui

3AT "bepewu
dapma"

YropwuHa

3AT "bepewu
dapma"

YropwwmHa

MepepeecTpalist Ha HEOOMEXEHWI TEPMIH.
OHoBneHo iHdopMaLito y po3ginax "dapmMakonorivHi
BnacTmBocTi" (yToYHeHHs iHpopMmalii), "B3aemopis 3

iHLIMMM nikapcbkumy 3acobamu Ta iHWi Buam
B3aemogin", "3acTocyBaHHs y nepiod BariTHocTi abo
roflyBaHHs rpyaar” (yTouHeHHs iHdopmadii),

"Mo6ivHi peakuii" iIHCTpYKUIT ANS MeANYHOro

3acTocyBaHHS nikapcbkoro 3acoby BianoBigHO A0
OHOBIeHOT iHopMaLii Wwoao 6e3neku 3acTocyBaHHS
L0401 pevyoBUHN.

MepiognyHicTb NogaHHs perynsipHO OHOBOBAHOIO
3BiTYy 3 6e3neku, BignosiaHo Ao MNopsiaKy 3aiNCHEHHS!
dapmakoHarnsay, 3aTBepAkeHoro Hakasom
MiHicTepcTBa 0XopoHu 300poB’s YkpaiHu Bifg 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuuii Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHU 340pOoB'A YKpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTbL: 3riAHO 3i CTpoKamu,
3a3Ha4YeHNMM y NePIOANYHOCTI NOAAHHS PErynsipHUX
3BiTiB 3 6e3neku.

be3
peuenma

nidnsieae

UA/4516/01/01

EHAMNPUI-H

Tabnetkun no 10
TabneTok y cTpuni,
no 2 ctpunn 'y
KapTOHHiIl kopobuyi

[xeHom
bioTek lNBT.
nra.

IHAin

IxeHom BioTek lMBT.

nTo.

IHais

MepepeecTpaliss Ha HEOOMEXEHWI TEPMIH.
OHoBneHo iHdopMaLito B IHCTpyKLUii Anst MeauyHoro
3aCTOCYBaHHSA NMikapcbkoro 3acoby y posainax
"OcobnueocTi 3acTocyBaHHA", "MobiuHi peakuii”
BiAMNOBIAHO 4O OHOBMEHOI iHpopMalii 3 6e3nekn
3aCTOCYBaHHS Ail04NX PEHOBYH.
MepioanyHicTb NoAaHHS perynspHO OHOBIHOBAHOIO
3BiTYy 3 6e3neku, BignosiaHo Ao MNopsiaky 3aiNCHEHHS!
hapmakoHarnsay, 3aTBepaXeHOro Hakasom
MiHicTepcTBa oxopoHu 300poB’a Ykpainu Big 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoOro B
MinicTepcTsi tocTuuii Ykpainu 29 ciuns 2007 poky 3a
Ne 73/13340 (y pegakuii Hakasdy MiHicTepcTBa

3a
peuernmom

He
nidnsieae

UA/2731/01/01




2

ITponoBxeHHs nonarka 2

Ne
n/

Hasea
JliKapCcbKO20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpauyitina npoyedypa

Ymosu
sionycky

Peknam
yeaHHs

Homep

peecmpauiliHo2o

noceid4yeHHsI

OXOpOHM 300pOB'A Ykpainu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTbL: 3riAHO 3i CTpoKamu,
3a3HaYeHVMN Y NepioANYHOCTI MOAAHHSA PErynapHUX
3BITiB 3 6e3neku.

IHTENNAH

cupon no 90 mn, 120
mn abo 150 mny
dnakoHi; no 1

dnakoHy y
KapTOHHiI kopooLi

XepbioH

MakucTaH
Mpanset
Nimiten

MakucraH

XepbioH MaknctaH
MpanseT JlimiTeq

MakucTaH

MepepeecTpalisi Ha HeoOMeXeHu TepMiH. BHeceHo
OHOBIIEHY iHdopMaLito B IHCTPYKUitO AnS MEeAUYHOro
3aCTOCyBaHHS nikapcbkoro 3acoby Ao po3ainis
"MokasaHHs" (peparyBaHHs), "Cknag”
(peparyBaHHs), "dapmMakonoriyHi BnactusocTi"
(yTouHeHHs), "MpoTunokasaHHs", "B3aemogis 3
iHLWIKXMKM nikapcbkuMK 3acobamu Ta iHWi BUAm
B3aemogin", "OcobnmBocTi 3acTocyBaHHS",
"Mepeno3yBaHHs", "MobiyHi peakyii” BignoBigHO A0
OHOBMeHoI iHdopmaLii 3 6esneku gitoumx Ta
[OMOMIXKHUX PEYOBUH MiKapCbKoro 3acoby
MepioanyHiCTb NOAAHHS perynspHO OHOBIIOBAHOIO
3BiTYy 3 6e3neku, BignosiaHo Ao MNopsaKy 3a4iiCHEHHs
hapmakoHarnsgy, 3aTBepaXXeHOro Hakasom
MiHicTepcTBa 0XxopoHu 300poB’a Ykpainu Big 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoOro B
MinicTepcTsi tocTuuii Ykpainu 29 ciuns 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOpOHM 300pOB'A Ykpainu Bif 26 BepecHst 2016
poky Ne 996), cTaHOBUTb: 3riAHO 3i CTpoKamu,
3a3HaYeHNMM y NepioaNYHOCTI NOAAHHS PEryNAPHMX
3BiTiB 3 6e3neku.

be3
peuenma

nidnsieae

UA/10243/01/01

MYNbTUIPU
N HA3AIb

crnpew HasanbHUw,
po3uuH 0,05 %; no
10 Mn y donakoHi 3
posnunioBaveM; no
1 donakoHy B

KapTOHHiI kopobui

DenbTa
Megniken
[MpomoyLH3
Al

LLseniapis

K.O. Biogpapm C.A.

PyMmyHis

MepepeecTpaLis Ha HEOOMEXEHWI TEPMIH.
OHoeneHo iHdopmaLito y posainax: "Ocobnusi
3axoau 6e3nekun”, "OcobnmBocTi 3acTocyBaHHS",
"OiTn" (yTouHeHHs), "Mepeno3yBaHHs", "MobiuHi
peakuii" iIHCTPyKUIii ANS MEANYHOro 3aCTOCYBaHHS
oo 6e3neku nikapcbkoro 3acoby.
MepioanyHICTb NOAAHHS PerynsipHO OHOBIIOBAHOMO
3BiTYy 3 6e3neku, BignosiaHo Ao MNopsaKy 3aiCHEHHs
dapmakoHarnsay, 3aTBepkeHoro Hakasom
MiHicTepcTBa 0XopoHu 300poB’s YkpaiHu Big 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHOro B
MinicTepcTsi tocTuuii Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHM 300pOB'A YkpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3riAHO 3i CTPOKaMMK,
3a3HaYeHVMK Y NepioaNYHOCTI MOAAHHSA PerynsapHUX
3BITIB 3 6e3neku.

6e3
peuenma

He
nidnsieae

UA/15756/01/01

MYNbTUITPU
N HA3AIb

cnpew HasanbHUi,
po3ynH 0,1 %; no 10
My donakoHi 3
posnunioBavem; no
1 donakoHy B
KapTOHHIN kopobui

OenbTta
Megiken
MpomMoyLH3
Al

LLseninapis

K.O. Biogpapm C.A.

PymyHis

MepepeecTpalis Ha HEOBMEXEHUI TEPMIH.
OHoBneHo iHopmaLio y po3ainax: "Ocobnusi
3axoaum 6esnekun”, "OcobnmBoCTi 3acTocyBaHHS",
"OiTn" (yTouHeHHs), "Mepeno3syBaHHs", "MobiyHi
peakuii" iIHCTPYKUIT ANS Mean4YHOro 3acTocyBaHHS
Lono 6esnekm Nikapcbkoro 3acoby.

6e3
peuenma

nidnsieae

UA/15756/01/02
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpauyitina npoyedypa

Ymosu
sionycky

Peknam
yeaHHs

Homep
peecmpauiliHo2o
noceid4yeHHsI

MepioanyHiCTb NOAAHHA perynspHO OHOBIIOBAHOIO
3BiTy 3 6e3neku, BiaNoBigHO Ao Mopsiaky 3[iNCHEHHS
hapmakoHarnsgy, 3aTBepaAXXeHOro Hakasom
MiHicTepcTBa oxopoHu 300poB’a Ykpainu Big 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTi tocTuuii Ykpainum 29 ciuHs 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTsa
OXOpOHM 300pOB'A Ykpainu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO 3i CTpoKamu,
3a3Ha4YeHNMM y NepioaNYHOCTI NOAAHHSA PErynAPHUX
3BITiB 3 6e3neku.

HA30
KPAMJTI
MAJIOK

Kpanni HasanbHi,
po34uH, 0,1 mr/mn,
no 8 mn y dnakoHi,
YKyrnopeHomy
KPULLIKOO-
KpanenbHuLUeto 3i
CKIISIHOHO NINeTKOH;
no 1 dnakoHy y
KopoOLi 3 KapTOHY

ToBapucTeo
3
obmexeHo
Bignosiganb
HiCTIO
"®apmaueBT
MYHa
KOMNaHis
"3pnopos'a"

YkpaiHa

ToBapucTBo 3
0BMexeHo
BiAnoBiganbHICTO
"®apmMaueBTUYHa

KomMnaHis "3gopos's"”

YkpaiHa

npepeecTpauis Ha HeobMeXeHW TepMiH
OHoBReHo iHopMmaLito B iIHCTPYKLIT ANS MeanyHoro
3acTocyBaHHS NikapCbKoro 3acoby y posginax
"®apmakornoriyHi BnactusocTi”, "lMpoTunokasaHHs",
"B3aemogis 3 iHWnMun nikapcbkummn 3acobamu Ta
iHWi Bnam B3aemogain", "OcobnmBocTi
3acTocyBaHHs", "3acTocyBaHHs y nepioa BariTHOCTI
abo rogyBaHHs rpyaa”, "3aaTHicTb BNNnBaTK Ha
LUBWAKICTb peakLii Mpy KepyBaHHi aBTOTPAHCMOPTOM
abo iHWK1MK mexaHismamu”, "Cnocib 3acTtocyBaHHsi
Ta go3n", "[itn" (yTouHeHHs), "lMepenosyBaHHs",
"Mo6iyHi peakuii" BianoBiaHO Ao iHopmaLii
pedepeHTHOro nikapcbkoro 3acoby (HASVBIH®,
Kpanni Ha3anbHi, 0,01%).
MepioanyHiCTb NoAaHHS perynsapHO OHOBIIOBAHOIO
3BiTYy 3 6e3neku, BignosiaHo Ao MNopsiaKy 3aiCHEHHs!
dapmakoHarnsay, 3aTBepAkeHoro Haka3om
MiHicTepcTBa oxopoHu 300poB’a Ykpainu Big 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuuii Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHU 340pOB'A YKpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTbL: 3riAHO 3i CTpoKamu,
3a3HaYeHNMM y NepioaNYHOCTI NOAAHHS PEryNAPHUX
3BiTiB 3 6e3neku.

6e3
peuenma

He
nidnsieae

UA/15808/01/01

POBAME[

TabneTkn, BKpUTI
NniBKOBOO
obonoHKoto, Mo 5 mr,
no 10 TabneTtoky
6nictepi, no 3 abo 6,
abo 9 6nicTepis B
KapTOHHiIl kopobuyi

Mepokewmi
nTa

Kinp

BUPOBHMLTBO
Hepo3dacoBaHOro
npoaykTy, [O3BIN Ha
BUMYCK Cepii:
Mepgokemi ITO
(UeHTpanbHui
3asog), Kinp;
BUPOBHMLTBO
Hepo3dacoBaHoro
NPOAYKTY, KOHTPOSb
SIKOCTi, MEPBUHHE Ta
BTOPUHHE
nakyBaHHsi, [O3BIN

Kinp

nepepeecTpais Ha HEOOMEXEHUIN TEPMIH.
OHoBneHo iHopMaLito B iHCTPYKLIT Ans MeanyHoro
3acTocyBaHHS nikapcbkoro 3acoby BianosigHo Ao
pedepeHTHOro nikapcbkoro 3acoby (Kpectop®,
TabneTku, BKpUTI NMiBKOBOK 060MoHKOW, no 5 mr, 10
mr, 20 mr, 40 mr) y po3ainax "®apmakonorivHi
BrnactusocTi", "MNokasaHHa" (iHbopmalii),
"MpoTunokasaHHsa", "Baaemopgisa 3 iHLWMMK
nikapcbknMu 3acobamu abo iHwWi Buan B3aemogin",
"OcobnueocTi 3acTocyBaHHA", "3acTocyBaHHs y
nepiog BariTHocTi abo rogyBaHHs rpyaat”
(yTouHeHHs iHdopmalLii), "Cnocib 3acTocyBaHHs Ta
gosn", "Oitn" (6yno - 3aCTOCOBYIOTb AiTAM BiKOM Bif

3a
peuenmom

He
nionsieae

UA/15599/01/01
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NPOAYKTY, KOHTPOb

"OcobnueocTi 3acTocyBaHHA", "3acTocyBaHHs y

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk KpaiHa Peecmpauyitina npoyedypa Ymosu Peknam Homep

n/ | nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eupobHUKa eidnycky | yeaHHs1 | peecmpauiliHo2o

n 3acoby ynakoeka) noceioYyeHHs1

Ha BUMNYCK cepil: 10 pokiB ; cTano - 3acToCOBYIOTb AiTAM BikOM Bif 6
Mepokemi NTO pokiB) Ta "lNobiuHi peakuii".
(3aBog AZ), Kinp [MepioAnyHiCTb NOAaHHA perynspHO OHOBMIOBAHOMO
3BiTy 3 6e3neku, BiaNoBiaHO A0 Mopsiaky 34iNCHEHHS
dapmakoHarnsay, 3aTBepkeHoOro Hakasom
MiHicTepcTBa 0XOpOHM 300p0B’st YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHOro B
MinicTepcTsi tocTuuii Ykpainum 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOpOHM 300pOB'A Ykpainu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTbL: 3riAHO 3i CTpoKamu,
3a3Ha4YeHNMM y NepioANYHOCTI NOAAHHS PErynspHUX
3BITiB 3 6e3neku.

8. POBAME[ TabneTkn, BKpUTI Mepnokemi Kinp BMPOBHMLTBO Kinp nepepeecTpauis Ha HeObMeXeHU TEPMIH. 3a He UA/15599/01/02
NniBKOBOI nTta Hepo3dgacoBaHOro OHoBneHo iHdopMaLito B iHCTPYKUiT Ans MeanyHoro | peuernmom | nidnseae
obornoHkoto, no 10 npoaykTy, AO3BIN Ha 3acTocyBaHHS nikapcbKoro 3acoby BianoBiAHO A0
mr, no 10 TabneTok BUMYCK Cepii: pedepeHTHOro nikapcbkoro 3acoby (Kpectop®,

y bnictepi, no 3 abo Mepokemi 1T TabneTku, BKpUTI NniBkoBoto 060roHKoto, no 5 mr, 10
6, abo 9 bnictepis B (LlenTpanbHun mr, 20 mr, 40 mr) y posainax "®apmakonorivHi
KapTOHHiIN kopobui 3asog), Kinp; BnactmsocTi", "lNoka3aHHsa" (iHdopmallii),
BUPOBHMLUTBO "MpoTunokasaHHs", "B3aaemogis 3 iHwumn
Hepo3dacoBaHOro nikapcbknmun 3acobamu abo iHWwi Buan B3aemogin",
NPOAYKTY, KOHTPOIb "OcobnuBocTi 3acTocyBaHHS", "3acToCyBaHHS y
SKOCTi, NEPBUHHE Ta nepiod BariTHocTi abo rogyBaHHs rpyaato”
BTOPUHHE (yTouHeHHs iHdopmalLyii), "Cnocib 3acTocyBaHHA Ta
nakyBaHHsi, JO3BIN nosun", "Oitn" (6yno - 3aCTOCOBYOTb AITAM BiKOM Bif
Ha BUMYCK cepii: 10 pokiB ; cTano - 3acTocoBylOTb 4iTSM BikoM Bif 6
Mepokemi N1TO pokiB) Ta "lMob6iuHi peakuii”.
(3aBog AZ), Kinp MepioanyHiCTb NoAaHHA perynspHO OHOBIIOBAHOIO
3BiTYy 3 6e3neku, BignosiaHo Ao MNopsiaKy 3aiCHEHHSs!
dapmakoHarnsay, 3aTBepkeHoro Hakasom
MiHicTepcTBa oxopoHu 300poB’a Ykpainu Big 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuii Ykpainum 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHU 340pOoB'A YKpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTL: 3riAHO 3i CTpoKamum,
3a3HaYeHVMN Y NEPIOANYHOCTI NOAAHHS PerynsipHUX
3BiTiB 3 6e3neku.

9. POBAME[ TabneTkn, BKpUTI Mepokemi Kinp BMPOGHMLTBO Kinp nepepeecTpaLis Ha HeobMeXeHWU TEPMIH. 3a He UA/15599/01/04
NniBKOBOKO nTa Hepo3dacoBaHOro OHoBEeHo iHhopMmaLito B iHCTPYKLUiT Anst MeanyHoro | peyenmom | nidnsizae
obornoHkoto, no 40 npoaykTy, A03BiN Ha 3acTocyBaHHs nikapcbkoro 3acoby BianoeigHo Ao
mr no 10 TabneTok y BUNYCK cepii: pedepeHTHOro nikapcbkoro 3acoby (Kpectop®,
6nictepi, no 3 abo 6, Mepokemi T[] TabneTku, BKpUTI NMiBKOBOK 060MoHKOW, no 5 mr, 10
abo 9 GnicTepis B (UeHTpanbHui mr, 20 mr, 40 mr) y po3ainax "®apmakonorivHi
KapTOHHiIN kopooLi 3asog), Kinp; BnactmsocTi", "lNoka3aHHsa" (iHdopmallii),

BUPOBHMLTBO "MpoTunokasanHs", "Baaemopgisa 3 iHLWMMK
Hepo3sdacoBaHoOro nikapcbknMu 3acobamu abo iHwWi Buan B3aemopin",
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk KpaiHa Peecmpauyitina npoyedypa Ymosu Peknam Homep
n/ | nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eupobHUKa eidnycky | yeaHHs1 | peecmpauiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
AKOCTi, NEPBUHHE Ta nepiog BariTHocTi abo rogyBaHHs rpyaat”
BTOPUHHE (yTouHeHHs iHdopmalii), "Cnocib 3acTocyBaHHs Ta
nakyBaHHsi, JO3BIn posn", "Oitn" (Byno - 3acTOCOBYHOTb AiTAM BiKOM Bif
Ha BUMNYCK cepil: 10 pokiB ; cTano - 3aCToCOBYIOTb AiTAM BikOM Bif 6
Mepokemi NTO pokiB) Ta "lNobiuHi peakuii".
(3aBog AZ), Kinp [MepioAnyHiCTb NOAaHHA perynspHO OHOBMIOBAHOMO
3BiTy 3 6e3neku, BiaNoBiaHO Ao Mopsiaky 3[iNCHEHHS
dapmakoHarnsay, 3aTBepAkeHoOro Hakasom
MiHicTepcTBa 0XOpoHM 300p0oB’'st YKpaiHu Big, 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHOro B
MinicTepcTsi tocTuuii Ykpainm 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOpOHM 300pOB'A Ykpainu Bif 26 BepecHst 2016
poky Ne 996), cTaHOBUTbL: 3riAHO 3i CTpoKamu,
3a3HaYeHVMM Y NepioANYHOCTI MOAAHHSA PerynapHUX
3BITiB 3 6e3neku.
10. | POBAMEL TabneTkn, BKpUTI Mepnokewmi Kinp BMPOBHMLTBO Kinp nepepeecTpauis Ha HeObMeXeHU TEPMIH. 3a He UA/15599/01/03
nniBKOBOK nTta Hepo3dgacoBaHOro OHoBneHo iHdopMaLito B iHCTPYKUiT Ans MegunyHoro | peuernmom | nidnseae
obornoHkoto, no 20 npoaykTy, AO3BIN Ha 3acTocyBaHHS nikapcbKoro 3acoby BianoBiAHO A0
mr, no 10 TabneTok BUMYCK Cepii: pedepeHTHOro fikapcbkoro 3acoby (Kpectop®,
y bnicTepi, no 3 abo Mepokemi 1T TabneTku, BKpUTiI NniBkoBoto 06oroHKoto, no 5 mr, 10
6, abo 9 bnictepis B (LlenTpanbHun mr, 20 mr, 40 mr) y posainax "®apmakonorivHi
KapTOHHiIN kopobui 3asog), Kinp; BnactusocTi", "lNoka3aHHsa" (iHdopmallii),
BUPOBHMLUTBO "MpoTunokasaHHs", "B3aaemogis 3 iHwumn
Hepo3dacoBaHOro nikapcbknumun 3acobamu abo iHWwi Buan B3aemogin",
NPOAYKTY, KOHTPOSb "OcobnmBocTi 3acTocyBaHHS", "3acToCyBaHHS y
SIKOCTi, NepBUHHE Ta nepiog BariTHocTi abo rogyBaHHs rpyaato”
BTOPUHHE (yTouHeHHs iHdopmalLii), "Cnocib 3acTocyBaHHA Ta
nakyBaHHs1, JO3BIN nosun", "Oitn" (6yno - 3aCTOCOBYOTb AITSAIM BikOM Bif
Ha BUMYCK cepii: 10 pokiB ; cTano - 3acTocoBylOTb 4iTSM BikoM Bif 6
Mepokemi N1TO pokiB) Ta "lMob6iuHi peakuii”.
(3aBog AZ), Kinp MepioanyHiCTb NoAaHHS perynspHO OHOBIIOBAHOIO
3BiTYy 3 6e3neku, BignosiaHo Ao MNopsiaKy 3aiNCHEHHS!
dapmakoHarnsay, 3aTBepkeHoro Hakasom
MiHicTepcTBa oxopoHu 300poB’a Ykpainu Big 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuuii Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHU 340pOoB'A YKpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3riAHO 3i CTPOKaMMK,
3a3Ha4YeHNMM y NepioANYHOCTI NOAAHHS PErynApHUX
3BiTiB 3 6e3neku.
11. | XAPBOHI TabneTtkn, BKpUTI lneag CWA BMNYCK cepii, Ipnangis/ nepepeecrtpauis Ha 5 pokis 3a He UA/15873/01/01
nniBKOBOKO CalieHcms, BTOPWHHA yrakoBKa, Kanapa/ OHoBMEeHo iHhopMmaLito B iHCTPYKLUiT Anst MeanyHoro | peyenmom | nidnsizae
obornoHkoto, no 90 IHK. KOHTpOnb cepil: CLA 3aCTOCyBaHHsI NikapCcbkoro 3acoby B po3ginax

mr/400 wmr; no 28

lneap CavieHcus

"MokasaHHs" (pepakuiviHi npasku), "Ocobnusi

TabneTok y cnakoHi; AwveneHg tOC, 3axoau 6e3nekn”, "OcobnmnBoCTi 3acTocyBaHHA",
no 1 pnakoHy B Ipnangis; "Cnocib 3acTocyBaHHs Ta 031" (YTOYHEHHS
KapTOHHIN KopooLi BUPOGHMLTBO, iHdpopmauii), "MobivHi peakuii" BignoBigHO Ao




6 ITponoBxeHHs momarka 2
Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk KpaiHa Peecmpauyitina npoyedypa Ymosu Peknam Homep
n/ | nikapcbkoz2o | (nikapcbka ¢ghopma, 3asieHUKa eupobHUKa eidnycky | yeaHHs1 | peecmpauiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
nepBuHHa Ta iHdbopmalii ctocoBHO Be3neku, sika 3a3HaveHa B
BTOPWHHA yrakoBKa, marepianax peecTpauifnHoro AoCLE.
KOHTpOrb cepii: MepiognyHicTb NogaHHs perynspHO OHOBIOBAHOIO
MaTteoH IHk., 3BiTy 3 6e3neku, BiaNoBiaHO A0 Mopsiaky 34iNCHEHHS
Kanapa; BTopuHHa dapmakoHarnsay, 3aTBepkeHoOro Hakasom
ynakoBka: [neag MiHicTepcTBa 0XOpOHM 300p0B’'st YKpaiHu Big, 27
CaneHcms, IHk., rpyAaHs 2006 poky Ne 898, 3apeectpoBaHoro B
CLUA; KoHTpOnb MinicTepcTsi tocTuuii Ykpainum 29 ciuna 2007 poky 3a
cepii: lneag Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
CaneHcms, IHk., OXOpOHM 300pOB'A Ykpainu Bif 26 BepecHs 2016
CLUA; BTOpUHHa poky Ne 996), cTaHOBUTbL: 3riAHO 3i CTpoKamu,
ynakoBka: MinmayHT 3a3Ha4YeHNMM y NepioANYHOCTI NOAAHHS PErynsipHUX
Xenckea JlTa., 3BITiB 3 6e3neku.
Ipnangis; KoHTpornb
cepii: MNQ
HesenonmeHT, 1M,
CLA
12. | LE®YPOKCU | nopoLuok MpAT YkpaiHa EnCiEc JOBOAP ITanis nepepeecTpauis Ha HeobMmexeHWn TepMiH - He UA/16325/01/01
My (cybecTaHuisa) y "®apmanesT Ec.MNi.En. nionszae
HATPIEBA nakeTax n4yHa cipma
Cinlb nonieTuneHoBux "NapHuus"
CTEPUNbHA | aons
hapmaLeBTU4HOro
3aCTOCyBaHHs!

B.o. N'eHepanbHOro gupekropa Aupekroparty
c¢hapmaueBTUYHOro 3abe3nevyeHHs

IBaH SABOPHUX




