NEPENIK

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

peecTpadito (nepepeecTpadito)
nikapcbKnx 3acobiB (Mean4HUX

iMyHobGionoriyHux npenapariB) Ta
BHECEeHHS 3MiH [0 peecTpauinHuX
martepianiB»
Big 09 yepBHA 2022 poky Ne 987

00 OEPXXABHOIO PEECTPY NIKAPCbKUX 3ACOEIB YKPAIHU

NEPEPEECTPOBAHUX JIIKAPCbKUX 3ACOBIB (MEAUYHUX IMYHOBIOJIOINYHUX NMPENAPATIB), AKI BHOCATBCA

Ne
n/

Hasea
JNliKapcbKoO20
3acoby

®Popma sunyckKy
(nikapcbka ¢popma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
eupo6HuUKa

Peecmpauyitina npouyedypa

Ymoeu
eidnycky

Peknam
yeaHHs1

Homep
peecmpauyitiHo2o
noceio4yeHHs1

AMILUTPOH®
nntoc

MOpPOLLOK Ans
0oparnbHOro po34ymHy no 5
ry cawe, no 10 cawe y
nayui 3 KapToHy

ToBapucTBo
3
[04aTKOBOKO
Bignoeiganb
HiCTIO
"IHTEPXIM"

Ykpaina

ToBapwucTBo 3
[04aTKOBOK
BiAMNOBIgANbHICTIO
"IHTEPXIM"

YkpaiHa

MepepeecTpalisi Ha HEOOMEXEHWI TEPMIH.
OHoBeHo iHopMalLito B iHCTPyKUii ans
MeOMYHOro 3aCTOCyBaHHSA NikapcbKoro 3acoby y
posginax: "®apmakornoriyHi BnacTneocTi",
"MpoTunokasaHHs", "B3aaemogisa 3 iHwWumMmn
nikapcbknumun 3acobamu Ta iHWi BuaM B3aemogin”,
"OcobnusocTi 3acTocyBaHHA", "3acTocyBaHHS y
nepiop BariTHocTi abo rogyBaHHs rpyaar”,
"3QaTHiCTb BNNMBaTK Ha LWBMAKICTb peakuii npu
KepyBaHHi aBTOTpaHCNOPTOM abo iHWnMK
MexaHiamamu", "Cnoci6 3acTocyBaHHs Ta o3mn",
"Mepeno3yBaHHs", "MobiyHi peakyii” BignoBigHO
[0 OHOBIEHOI iHcbopMmalii 3 6eaneku Aitoyoi
PEYOBUHM.

[MepioAnyHiCTb NOAaHHA perynspHo
OHOBIIOBAHOrO 3BiTy 3 6e3neku, BiANoBiaHO OO
Mopsaky 3aincHeHHs dpapmakoHarnsagy,
3aTBepAKeHoro Hakazom MiHicTepcTBa OXOPOHU
300poB’a Ykpainu Big 27 rpyaHs 2006 poky Ne
898, 3apeectposaHoro B MiHicTepcTBi toCTuULi
Ykpainu 29 ciyHa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakady MiHicTepcTBa OXOpPOHU 340pPOB'A
Ykpainu Big 26 BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3riHO 3i CTPOKaMU, 3a3Ha4YeHUMU Yy
nepioANYHOCTI MOAAHHS PErynsapHuX 3BiTiB 3
Ge3neku.

be3
peuenma

nidnsieae

UA/16181/01/01

AMILUTPOH®
nnocC BE3
LLYKPY

NMOPOLLIOK ANA
0OparbHOro po3ymHy no 5
ry cawe; no 10 cawe y
navui 3 KapToHy

ToBapucTBO
3
[0AaTKOBOK
BiAgnoBsiganb
HiCTIO

YkpaiHa

ToBapucTBO 3
[00aTKOBOK
BignoBiganbHIiCTIO
"IHTEPXIM"

YkpaiHa

MepepeecTpalis Ha HEOOMEXEHWI TEPMIH
OHOBMEeHo iHhopMaLito B iHCTPYKUiT aAnst
ME[IMYHOrO 3aCTOCYBaHHs NikapCbKoro 3acoby y
posginax: "®apmakonoriyHi BnactneocTi”,
"MMpoTnnokasaHHs", "B3aemogis 3 iHwWmMu

be3
peuenma

nionsieae

UA/16182/01/01
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[IponoBkeHHs noaaTka 2

nakyBaHHs, BUMYCK
cepii: CaHodi-

Ne Haszea Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUPOb6HUKa eidnycky | yeaHHs | peecmpauiliHo20
n 3acoby ynakoeka) noceid4yeHHs1
"IHTEPXIM" nikapcbkumy 3acobamu Ta iHWi BUgM B3aemogin”,
"OcobnuBocTi 3acTocyBaHHs", "3acTocyBaHHs y
nepiog BariTHoCTi abo rogyBaHHs rpyaar”,
"3paTHiCTb BNNMBATK Ha LWBWUAKICTL peakuii npu
KepyBaHHi aBTOTpaHCNopToM abo iHWMMK
mMexaHismamu", "Cnocib 3actocyBaHHs Ta Josun",
"Mepeno3yBaHHs", "MobiyHi peakuii” BignoBigHO
[0 OHoBreHoI iHhopmauii 3 6e3neku aitodoi
PEYOBUHW.
MepiognyHiCTb NoAaHHA perynspHo
OHOBIOBAHOrO 3BiTy 3 6e3neku, BiANOBIAHO 0
[Nopsaky 3aiicHeHHs bapmakoHarnagy,
3aTBepAKeHOro Hakasom MiHicTepcTBa OXOpPOHU
300poB’a Ykpainu Big 27 rpyaHs 2006 poky Ne
898, 3apeecTtpoBaHoro B MiHicTepcTsi tocTuLii
Ykpainm 29 ciuHsa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOpPOHM 340pPOB's
YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riHO 3i CTPOKaMU, 3a3Ha4YeHUMU Y
nepioANYHOCTI MOAAHHS PerynsapHuX 3BiTiB 3
6e3nekn
3. BAKCITPUN® CycneHsis 4ns iH'exuin, CaHodi PdpaHuis NMOBHUIA LMK dpaHuis/ MepepeecTpalis TepMmiHOM Ha 5 pokiB 3a He UA/16141/01/01
TETPA/ no 0,5 mn y nonepegHL0 Mactep BMPOBHMLTBA, YropwwuHa/ OHoBneHo iHdopMmaLito B iHCTPYKUIT Ans peyernmom | nidnszae
VAXIGRIP 3anoBHEHOMY LUMPUL; 3arnoBHEHHS, Benbria MeONYHOro 3acToCyBaHHs! NikapcbKoro 3acoby B
TETRA CMJIT- no 1 nonepeaHL0 nepBuHHE Ta po3gini "d®apmakotepaneBTuyHa rpyna. Kog ATX",
BAKUUHA ONA | 3anoBHeHOMYy LinpuLy 3 BTOPUHHE a came BHeCeHO po3LUMpeHY Has3By
APO®INAKTUK | npukpinneHoto ronkoto y nakyBaHHs, hapmakoTepaneBTUYHOI rpynn 3rigHo 3
nreuny KapTOHHI kopobui; no KOHTPOMb SIKOCTI, MixxHapoaHuM knacudikatopom BOO3 6e3 3miHn
YOTUPbLOXBA | 0,5 mny nonepenHbo BUWMYCK Cepil: kopy ATX.
JNIEHTHA, 3arnoBHEHOMY LUMpUL; CaHodi MacTep, [MepioAnyHiCTb NOAaHHA perynspHo
IHAKTUBOBAH | no 1 nonepegHbo dpaHLis; OHOBOBAHOrO 3BIiTy 3 6e3neku, BiANOBIAHO 40
A 3arnoBHEHOMY LUMPULLY BTOPUHHE Mopsaaky 3aiicHeHHs dapmakoHarnsay,
6e3 ronku y kapToHHil nakyBaHHs, 3aTBepAKeHoro Hakazom MiHicTepcTBa OXOPOHU
kopobui; no 0,5 mny KOHTPOMb SIKOCTI, 3g0poB’a Ykpainu Big 27 rpyaHsa 2006 poky Ne
nonepenHLO BUMYCK cepii: 898, 3apeecTpoBaHoro B MiHicTepcTBi toCTULi
3arnoBHEHOMY LUMpUL; CaHodi MacTep, Ykpainu 29 ciyna 2007 poky 3a Ne 73/13340 (y
no 1 nonepegHLo dpaHLis; pepakuii Hakady MiHicTepcTBa OXOPOHU 340POB'A
3anoBHEHOMY LINpuLy 3 3anoBHEHHS, Ykpainu Big 26 BepecHsi 2016 poky Ne 996),
NPUKPINMEHOI0 rOMKoK y nepBUHHE Ta CTaHOBUTb: 3riHO 3i CTPOKaMU, 3a3Ha4YeHUMN Y
KapTOHHIN kopobui; no BTOPUHHE nepioguYHOCTI NogaHHA perynsipHuX 3BiTiB 3
0,5 mn y nonepeaHbo nakyBaHHS, besneku.
3aMoBHEHOMY LLMNPULL; KOHTPOMb SIKOCTI:
no 1 nonepeaHbo CAHOO®I
3anoBHEHOMY LUMpULy BIHTPOI
6e3 ronku y kapToHHil IHOACTPIA,
Kopoo6Li PpaHuis;
BTOPUHHE
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[IponoBkeHHs noaaTka 2

Ne
n/

Hasea
JliKapcbK020
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceid4yeHHs1

AseHrTic NMpansit
Ko. Ita.,
Mnatdopma
NoricTukn Ta
ANCTprbyLi y M.
Bbynanewr,
YropwuHa;
BTOPUHHE
nakyBaHHsi: CPHA
CA, benbrisi

EBKABAJI®200
CALUE

NOPOLLIOK A4S
oparnbHOro Po34nHy no
200 mr, no 3 ry cawe;
no 20 abo no 50 cawe B
KapTOHHIN ynakoBLj

Ecnapma
m6X

Himevunna

Ninpodapm Mv6X

Himevuunna

MepepeecTpaLisi Ha HEOBMEXKEHUIN TEPMIH.
OHoBeHo iHopMalLito B iHCTPyKUii ans
ME[MYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby y
posginax: "®apmakornoriyHi BnactneocTi”,
"MokasaHHs" (iHdbopmaLia 3 6e3nekn), "Baaemopis
3 iHWKMMK niKapcbknuMy 3acobamu Ta iHWi BUAK
B3aemogin", "OcobnmneocTi 3acTocyBaHHs",
"3acTocyBaHHs y nepiod BariTHOCTi abo rogyBaHHs
rpyaar”, "Cnocib 3actocyBaHHs Ta 4o3n",
"Mepeno3yBaHHs", "MobiyHi peakuii” BignoBigHO
[0 OHOBIeHoI iHdpopmalii 3 6esnekn aitoyoi
PEYOBUHM.

MepioanyHiCTb NoAaHHsS perynspHo
OHOBIOBaHOro 3BiTy 3 6e3neku, BianoBigHO OO
[Nopsaky 3aiicHeHHs bapmakoHarnagy,
3aTBepAkeHoro Haka3om MiHicTepcTBa OXOPOHM
3p0poB’a Ykpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeectposaHoro B MiHicTepcTBi tocTuuii
Ykpainn 29 ciuna 2007 poky 3a Ne 73/13340 (y
pepakuii Hakady MiHicTepcTBa OXOPOHU 340pPOB'A
Ykpainu Big 26 BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTPOKaMU, 3a3Ha4YeHUMN Y
nepiognNYHOCTI NOAAHHA perynspHUX 3BiTiB 3
6e3neku.

be3
peuenma

nidnsieae

UA/16272/01/01

EBKABAJI®600
CALUE

NOPOLLIOK ANis
0parnbHOro po34mHy no
600 mr, no 3 r B calue;
no 10, abo no 20, abo
no 50 calle B KApTOHHIN
ynakoBLi

Ecnapma
m6X

Himewumna

TNinpodapm M6X

Himeyuunna

MepepeecTpalis Ha HEOOMEXEHUIN TEPMIH
OHoBnMeHo iHdopMaLito B iHCTPYKUIiT Ans
ME[MYHOro 3aCTOCYBaHHs NikapcbKoro 3acoby y
posginax: "®apmakonoriyHi BnacTneocTi",
"MokaszaHHs" (iHdopmaLia 3 6e3nekn), "Baaemogis
3 iHWKMK nikapcbkuMu 3acobamu Ta iHLWi BUuau
B3aemogin", "OcobnmneocTi 3acTocyBaHHs",
"3acTocyBaHHs y nepioa BariTHOCTi abo rogyBaHHs
rpyaato”, "Cnocib 3actocyBaHHs Ta gosu",
"Mepeno3yBaHHs", "MobiyHi peakuii” BignoBigHO
[0 OHOBEHOI iHpopMmalii 3 6e3neku ajtoyoi
PEYOBUHM.

MepioanyHicTb NogaHHs perynspHo
OHOBIOBAHOrO 3BIiTY 3 6e3neku, BiANOBIAHO 40
[Mopsiaky 3gincHeHHs papmakoHarnsagy,

be3
peuyenma

nionsieae

UA/16272/01/02
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[IponoBkeHHs noaaTka 2

Ne
n/

Hasea
JliKapcbK020
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs1

Homep

peecmpayiliHo2o
noceid4yeHHs1

3aTBepAKeHoro Hakasom MiHicTepcTBa OXOPOHU
300poB’a Ykpainu Big 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B MiHictepcTBi toCTULi
Ykpainm 29 ciyHsa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOpPOHM 300pOB's
YkpaiHu Big 26 BepecHst 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTPOKaMU, 3a3Ha4YeHUMN Y
nepioaNYHOCTI MOAAHHSA PerynspHMX 3BiTiB 3
6esnekn

O®TAKNIH

Kpanni o4Hi, po3uuH, 0,1
mr/mMn, no 5 mn'y
bnakoHi 3
KpanesnbHULEe Ta
KPULLKOIKO 3 KOHTPOMeMm
PO3KpUTTSA, MO 1
dnakoHy y nayui

MpAT
"®apmaueBT
nyHa dipma

"ONapHuus"

YkpaiHa

MpAT

"®apmaueBTnYHa
cipma "dapHuua”

YkpaiHa

MepepeecTpalis Ha HEOOMEXEHWI TEPMIH
OHoBneHo iHdopMmaLito B iIHCTPYKUIT Ans
MELMYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby y
po3ainax "®apmakonoriyHi BnactueocTi”,
"MokasaHHa" (peparyBaHHs), "OcobnueocTi
3acTocyBaHHs", "3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHs rpyaar”, "3aaTHicTb
BMNMBATU Ha LUBMAKICTb PeakLii Npy KepyBaHHI
aBTOTPaAHCNOPTOM abo iHWKMMK MexaHismamu"”,
"Cnoci6 3actocyBaHHs Ta go3n", "MobiyHi peakuii”
BiANOBIAHO A0 iHbopMmaLii pedepeHTHoro
nikapcbkoro 3acoby (OKOMICTUH, Kpansi OYHi,
BYLLUHI, Ha3anbHi, 0,01%, TOB "lHdamen")
MepioanyHiCTb NoAaHHsS perynspHo
OHOBIOBaHOro 3BiTy 3 6e3neku, BianoBigHO OO
[Nopsaky 3aiicHeHHs bapmakoHarnagy,
3aTBepAkeHoro Hakasom MiHicTepcTBa OXOPOHM
3p0poB’a Ykpainu Big 27 rpyaHsa 2006 poky Ne
898, sapeectposaHoro B MiHicTepcTBi toCTuULi
Ykpainn 29 ciuna 2007 poky 3a Ne 73/13340 (y
pepakuii Hakady MiHicTepcTBa OXOPOHU 340pPOB'A
Ykpainu Big 26 BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3riHO 3i CTPOKaMU, 3a3Ha4YEHUMN Y
nepiognYHOCTI NoAAaHHA perynsipHuX 3BiTiB 3
6e3neku

3a
peuenmom

He
nidnsieae

UA/16352/01/01

NENOPCIH

po34mH opanbHun, 800
Mr/1 r po3uumHy, no 20
mn abo 25 mn abo 50
My donakoHi, no 1
dnakoHy B nayui 3
KapTOHY

AT
"®papmak”

Ykpaina

AT "®apmak”

YkpaiHa

MepepeecTpalist Ha HEOOMEXEHWI TEPMIH.
OHoBnMeHo iHopMaLito B iHCTPYKUiT Ans
MeAMYHOro 3acTOCyBaHHS Nikapcbkoro 3acoby y
po3sginax "®apmakonorivHi BMacTMBocCTi" (BHECEHI
YTOUYHEHHS), "B3aemogis 3 iHWMMKU nikapCbkuMm
3acobamu Ta iHWi Buau B3aemopinn”, "OcobnmBocTi
3acTocyBaHHA" BignoBigHo iHdopMmauii woao
6e3neku fito4oi pevyoBUHU fikapcbkoro 3acoby.
MepiognyHiCTb NOAaHHA perynsipHo
OHOBOBAHOTO 3BiTy 3 6e3neku, BiANOBIAHO A0
Mopsaky 3aincHeHHs papmakoHarnsagy,
3aTBepaKeHoro Hakazom MiHicTepcTBa OXOPOHU
300poB’a Ykpainu Big 27 rpygHs 2006 poky Ne
898, 3apeectpoBaHoro B MiHicTepcTBi loCTuULi
Ykpainu 29 ciyna 2007 poky 3a Ne 73/13340 (y

be3
peuyenma

nionsieae

UA/16343/01/01
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[IponoBkeHHs noaaTka 2

Ne
n/

Hasea
JliKapcbK020
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs1

Homep

peecmpayiliHo2o

noceid4yeHHs1

pegnakuii Hakady MiHicTepcTBa OXOPOHM 340pPOB'A
Ykpainu Bi 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTPOKaMU, 3a3Ha4YeHUMN Y
nepioguYHOCTI NOSAHHS PerynsapHuX 3BiTiB 3
6e3nekw.

POTA3AP

POTA3AP

TabneTtkn, BKPUTI
NMiBKOBOI 0BOMOHKOIO,
no 75 wr, no 14
Tabnetok y Gnictepi, no
2 6nicTtepu B KAPTOHHI
KopobLi

TOB
«YOPNQ
MEOVLINH»

YkpaiHa

yorng

MEOVLNH INAY

CAH. BE TIIX.
AL

TypeyuunHa

MepepeecTpalis Ha HEOOMEXEHWI TEPMIH
OHoBneHo iHdopMmaLito B iIHCTPYKUIT Ans
MELMYHOro 3aCTOCYBaHHs NikapCbKoro 3acoby y
po3ginax "®apmakonoriyHi BnacTueocTi”,
"MokasaHHs", "MNpoTunokasaHHs", "B3aemogisa 3
iHLWKXMKM nikapcbkuMK 3acobamu Ta iHWi BUam
B3aemogin", "OcobnuneocTi 3acTocyBaHHs",
"3acTocyBaHHs y nepiog BariTHOCTi abo rogyBaHHs
rpyaato”, "3aaTtHicTb BNMBATY Ha LIBUAKICTb
peakLii npu KkepyBaHHiI aBTOTpaHCcNopToM abo
iHWKMK mexaHismamn”, "Cnocib 3acTocyBaHHs Ta
posun”, "Oitn", "MobivnHi peakuii" BignosigHoO 0o
iHdopMaLii pedhepeHTHOro nikapcbkoro 3acoby
(Aprovel, 75 mg, 150 mg, 300 mg, film coated
tablets)

MepioanyHiCTb NoAaHHA perynsipHo
OHOBIOBaHOro 3BiTy 3 6e3neku, BianoBigHO A0
Mopsaaky 3aiicHeHHs dapmakoHarnsay,
3aTBepAKeHOro Hakasom MiHicTepcTBa OXOPOHU
30poB’s Ykpainm Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi toCTULi
Ykpainu 29 ciyna 2007 poky 3a Ne 73/13340 (y
pepakuii Hakady MiHicTepcTBa OXOPOHU 340POB'A
Ykpainu Bia 26 BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3riHO 3i CTPOKaMU, 3a3Ha4YeHUMN Y
nepiognYHOCTI NoAAaHHA perynsipHuX 3BiTiB 3
6esnekn

3a
peuenmom

He
nidnsieae

UA/16265/01/01

TabneTkn, BKpUTI
NniBKOBOIO OBOMOHKOIO,
no 150 wr, no 14
Tabnetok y 6nictepi, no
2 6nictepu B KapTOHHil
KopobLi

TOB
«YOPNQ
MEOVLINH»

YkpaiHa

yoprng
MEOVLINH INAY
CAH. BE TIIX.
AL

TypeyuunHa

MepepeecTpaLis Ha HeOBMEXeHW TEPMIH
OHoBMeHo iHdopMaLito B iHCTPYKUIiT Ans
MeOMYHOro 3aCTOCYBaHHSA NikapcbKoro 3acoby y
posainax "®apmakonoriyHi BnactnsocTi”,
"MokasaHHs", "MNpoTunokasaHHA", "B3aemogis 3
iHLWIMMM nikapcbkuMmy 3acobamu Ta iHWi BUam
B3aemogin", "OcobnmBocTi 3acTocyBaHHs",
"3acTocyBaHHs y nepioa BariTHOCTi abo roflyBaHHs
rpyaate”, "3aaTtHicTb BNMBATK Ha LIBUAKICTb
peakLii npy kepyBaHHi aBToTpaHcnopToM abo
iHWKUMK mexaHiamamun", "Cnoci6 3acTocyBaHHS Ta
posun”, "Oitn", "Mo6ivnHi peakuii" BignosigHo oo
iHpopmaLii pedpepeHTHOro nikapcbkoro 3acoby
(Aprovel, 75 mg, 150 mg, 300 mg, film coated
tablets)

[MepiognyHiCTb NoAaHHA perynsipHo
OHOBIKBaHOrO 3BIiTY 3 6e3neku, BiANOBIAHO 0

3a
peuernmom

He
nidnsieae

UA/16265/01/02
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[IponoBkeHHs noaaTka 2

Ne Haszea Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUPOb6HUKa eidnycky | yeaHHs | peecmpauiliHo20
n 3acoby ynakoeka) noceid4yeHHs1
[Nopsaky 3aiicHeHHsA bapmakoHarnagy,
3aTBepAKeHOro Hakasom MiHicTepcTBa OXOPOHM
3g0poB’s Ykpainu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi toCTULi
Ykpainn 29 ciuna 2007 poky 3a Ne 73/13340 (y
pegnakuii Hakady MiHicTepcTBa OXOPOHM 340POB'A
YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
CTaAHOBWTb: 3riAHO 3i CTPOKaMU, 3a3Ha4YeHUMN Y
nepioguYHOCTI NOSAHHS perynsapHuX 3BiTiB 3
6esnekn
10. | POTA3AP TabneTku, BKPUTI TOB Ykpaina yopng TypeuunHa MepepeecTpaLis Ha HeobMexXeHUn TepMiH 3a He UA/16265/01/03
NniBKOBOK 0GONOHKOH, «YorPng MEOVUNH ITAY OHoBeHo iHopMalLito B iHCTPyKUii ans peuenmom | nidnsieae
no 300 wmr, no 14 MEOVLUNH» CAH. BE TIDXK. MeOMYHOro 3acToCyBaHHS Nikapcbkoro 3acoby y
Tabnetok y 6nictepi, no A.LL. posginax "®dapmMakornorivHi BnactueocTi",
2 GnicTepu B KAPTOHHI "MokasaHHs", "MpoTmunokasaHHs", "B3aemogisa 3
KopobLUi iHLIMMM nikapcbknumm 3acobamm Ta iHWi Buam
B3aemogin", "OcobnmneocTi 3acTocyBaHHs",
"3acTocyBaHHs y nepiod BariTHOCTi abo rogyBaHHs
rpyaato”, "3aaTHicTb BNMBATK Ha LUBUAKICTb
peakuii Mpy KepyBaHHi aBToTpaHcnopToM abo
iHWKMK mexaHismamn”, "Cnocib 3acTocyBaHHs Ta
posun”, "Oitn", "Mob6iynHi peakuii" BignosigHo oo
iHdopMaUii pedhepeHTHOro nikapcbkoro 3acoby
(Aprovel, 75 mg, 150 mg, 300 mg, film coated
tablets)
MepioanyHicTb NoaaHHs perynspHo
OHOBIOBAHOrO 3BiTy 3 6e3neku, BiANOBIAHO A0
Mopsaky 3aincHeHHs dpapmakoHarnsagy,
3aTBepAkeHoro Hakasom MiHicTepcTBa OXOPOHM
3g0poB’a Ykpainu Big 27 rpyaHsa 2006 poky Ne
898, sapeectposaHoro B MiHicTepcTBi toCTuULi
Ykpainn 29 ciuna 2007 poky 3a Ne 73/13340 (y
pepakuii Hakady MiHicTepcTBa OXOPOHU 340pPOB'A
Ykpainu Big 26 BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTPOKaMU, 3a3Ha4YeHUMN Y
nepiognYHOCTI NoAAaHHA perynsipHuX 3BiTiB 3
6e3neku
11. | TAMOKCU®EH | nopoLuok kpucTaniyHum Ekcenna HimeuunHa EKCEJIIA TMBX HimeyunHa MepepeecTpalis Ha HEOOMEXEHWI TEPMIH - He UA/16595/01/01
Y UATPAT (cybeTaHuis) y MG6X el EHLO KO. KI nionsieae
NoABINHNX Ko. KI
nonieTuneHoBmx
nakeTax ans
apmaLeBTUYHOIO
3aCcTOCyBaHHA
12. | TAMCYNIQ Kancynu 3 My6nivyHe YkpaiHa My6niyxe YkpaiHa MepepeecTpaLis Ha HEOBMEXEHWIN TEPMIH 3a He UA/16198/01/01
MoaucbikoBaHUM akuioHepHe akuioHepHe OHOBMEHo iHhopMaLlito B iHCTPYKUiT Anst peuenmowm | nidnsieae
BMBINbHEHHAM no 0,4 mr, | TOBapuCTBO TOBapUCTBO MeOMYHOro 3aCTOCyBaHHS NikapcbKoro 3acoby y
no 10 kancyn B 6nictepi; "HaykoBo- "HaykoBo- po3ginax: "3aaTHiCTb BNAMBaTK Ha LUBUAKICTb
no 3 Gnictepu B nayui BUPOBHMYMI BUPOGHMYMIA peakLii Npu KepyBaHHI aBTOTpaHcnopTom abo
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[IponoBkeHHs noaaTka 2

Ne Haszea Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUPOb6HUKa eidnycky | yeaHHs | peecmpauiliHo20
n 3acoby ynakoeka) noceid4yeHHs1
LEeHTP LeHTp iHWKMK MexaHismamn","lMobivHi peakuii”
"Bopuiariscb "BopLuariscbkuii BiANOBIAHO A0 iHbopMmaLii LLOAO0 MEeANYHOTOo
KN XimMiKo- XiMiKO- 3acToCyBaHHs pedhepeHTHOro nikapcbkoro 3acoby
tbapmaueBT thapmMaLeBTUYHNIA (OMHIK, kancynu 3 mogudikoBaHum
WNYHUI 3aBog", YkpaiHa BVBINIbHEHHAM).
3aBog" (cbacyBaHHs i3 MepiognyHiCTb NoAaHHA perynspHo
copmm "in bulk" OHOBIOBAHOIO 3BiTy 3 6e3neku, BianoBiaHO OO
BMPOBHWKIB Mopsaaky 3aiicHeHHs dapmakoHarnsay,
CiHTOH XicnaHis 3aTBepaAKeHoro Hakasom MiHicTepcTBa OXOPOHU
C.J1., IcnaHis, 3g0poB’s Ykpainu Big 27 rpyaHsa 2006 poky Ne
damap A.B.E. 898, 3apeecTtpoBaHoro B MiHicTepcTsi tocTuLii
AHTOyCCca lNnaHT, Ykpainm 29 ciuHsa 2007 poky 3a Ne 73/13340 (y
[peuis; pepakuii Hakazy MiHicTepcTBa OXOPOHM 340PO0B'A
Pottenpopd Ykpainu Big 26 BepecHs 2016 poky Ne 996),
dapma 'MBX, CTaHOBWTb: 3riAHO 3i CTpOKaMK, 3a3Ha4YEHUMU Y
HimeuumHa) nepioanYHOCTI NOSAHHS PerynspHuX 3BiTiB 3
6esneku.

13. | TAMCYJNO3UH Kancynm 3 My6niyHe YkpaiHa BCi cTagii peuisi/ MepepeecTpalis Ha HeOBMEXEHWIN TePMIH - He UA/16199/01/01
MoandikoBaHUM aKuioHepHe BUPOGHMLTBA 3a HimeuumnHa/ MepiognyHiCTb NogaHHA perynsipHo nidnsieae
BVBiNbHEHHAM no 0,4 Mr; | ToBapuCTBO BUHATKOM BUMYCKY Icnanis OHOBIOBAHOrO 3BiTy 3 6e3neku, BiANOBIAHO A0
in bulk: no 20 000 "HaykoBo- cepii: ®amap [Nopsaky 3aiicHeHHs bapmakoHarnagy,

Kancyn* y noasinHoMy BUPOBHMYMI A.B.E. AHTOyCCa 3aTBepaAKeHOro Hakasom MiHicTepcTBa OXOpPOHU
nakeri LeHTp MnanT, Mpeuis; BCi 300poB’a Ykpainu Big 27 rpyaHs 2006 poky Ne
nonieTuneHosomy; in "bopLuariscb cTagii 898, 3apeecTtpoBaHoro B MiHicTepcTsi tocTuLii
bulk: no 15 000 kancyn* KW XiMiko- BUPOOHMLTBA 3a Ykpainm 29 ciuHsa 2007 poky 3a Ne 73/13340 (y
y NOABIVIHOMY NakeTi dapmaueBT BUHATKOM BUIMYCKY pepakuii Hakasy MiHicTepcTBa OXOpOHM 340pPOB's
nonieTuneHoBoMmy; in NYHWUIA cepil: Ykpainu Big 26 BepecHsi 2016 poky Ne 996),
bulk: no 11 100 kancyn* 3asopa” PotTenpopd CTaHOBWTb: 3rigHO 3i CTPOKaMK, 3a3HaYEHUMN Y
y noABitHOMY MakeTi dapma 'M6X, nepioguYHOCTI MOAAHHSA perynsipH1X 3BiTiB 3
nonieTuneHoBoMy;in Himeuumnna; 6e3nekn

bulk: no 8 500 kancyn*y BUPOGHMLTBO,

NnoABIMHOMY NakeTi aHani3 Ta BUNycK

nonieTuneHoBoMy;in cepin: CiHTOH

bulk: no 6 500 kancyn*y Xicnanis C.J1.,

NoABIMHOMY NakeTi Icnanis

nonieTuneHoBoMy; in

bulk: no 5000 kancyn* y

noABIHOMY NakeTi

nonieTuneHoBoMy; in

bulk: no 4000 kancyn* y

NnoABIHOMY NakeTi

nonieTuneHoBoMy; in

bulk: no 3000 kancyn* y

NnoABIHOMY NakeTi

nonieTuneHoBOMy nakeTi

* gonyctume

BiaxuneHHs +15%

14. | LENICTA® PO34MH AN POTOBOI MpAT Ykpaina MpAT YkpaiHa MepepeecTpaLis Ha HeOOMeXeHUI TePMIH. bes nionsizae UA/16403/01/01
nopoxHuHu, 0,1 mMr/mn; "®apmaueBT "®apmaueBTn4Ha OHoBneHo iHdopMaLito B iHCTPYKUIiT Ans peuenma
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[IponoBkeHHs noaaTka 2

Ne Haszea Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUPOb6HUKa eidnycky | yeaHHs | peecmpauiliHo20
n 3acoby ynakoeka) noceid4yeHHs1
no 100 mn y conakoHi; no | n4Ha cipma cipma "dapHuua” MeOMYHOro 3acTOCyBaHHS Nikapcbkoro 3acoby y
1 cpnakoHy 3 MipHUM "NapHuus" po3sginax "®dapmMakonoriyHi BnactueocTi",

CTaKaH41KOM Yy nayui

"MokasaHHA" (yTOUYHEHHs iHdopmaLii),
"MpoTunokasanHs", "B3aaemogisa 3 iHWumMmn
nikapcbknuMmn 3acobamu Ta iHWi BUAK B3aeMogii",
"Cnocib 3actocyBaHHsa Ta go3u", "Oitn"
(yTouHeHHs iHdopmalii), "MobiyHi peakuii”
BiANOBIAHO A0 iHbopMmaLii pedepeHTHoro
nikapcbkoro 3acoby (MipamicTuH, po34mH ansi
30BHILIHLOro 3acTocyBaHHs, 0,1 mMr/mn).
MepioanyHicTb NoAaHHA perynspHo
OHOBIOBaHOro 3BiTy 3 6e3neku, BianoBigHO OO
[Nopsaky 3aiicHeHHs bapmakoHarnagy,
3aTBepAKeHOro Haka3om MiHicTepcTBa OXOPOHM
30poB’s Ykpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTtpoBaHoro B MiHicTepcTsi tocTuuii
Ykpainn 29 ciuna 2007 poky 3a Ne 73/13340 (y
pepakuii Hakazy MiHicTepcTBa OXOPOHM 340pOB'A
YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTPOKaMU, 3a3Ha4YEHUMN Y
nepiognYHOCTI NOAAHHS PerynsapHuX 3BiTiB 3
6e3nekn

B.o. N'eHepanbHOro gupekropa Aupekroparty
chapmaueBTUYHOro 3abe3neyYeHHs

IBaH 3AIBOPHUX




