HEPEJIIK

Jdonarok 2
10 Haka3y MiHicTepcTBa 0X0pOoHH

3n0poB’s Ykpainu «IIpo nep:xxaBHy

peecTpauiio (mepepeectpanilo) JikapcbKux
3ac00iB (MeJUYHHX IMyHOOi0IOriYHNX
npenaparis) Ta BHeCeHHs 3MiH /10
peecTpaniiHuX MaTepiajgiB»

Bif 17 yepBHs 2026 poxy Ne 822

HEPEPEECTPOBAHUX JIIKAPCBKHUX 3ACOBIB (MEANYHUX IMYHOBIOJIOTTYHUX ITPEITAPATIB), SKI
BHOCSTBCS 1O JEPKABHOI'O PEECTPY JIKAPCHKUX 3ACOKBIB YKPATHU

Ne Hasea MixxHapod Hasea Koo dopma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina Ymosu Peknamye Homep
n/n JNiKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asieHU 8UPO6H npouedypa eionycky aHHs1 peecmpauitiHo
3acoby HermameH | pe4yoseu ynakoeka) Ka uKa 20
moeaHa HU noceio4yeHHs1
Hasea*
1. | 6- - 6- - KpucTanivyHui dapmalle | Himeuun dapmallen IHais MepepeecTpauis Ha - He UA/19307/01/01
METUNYPALIX MeTunyp MOPOLLIOK n 'meX Ha (Ingis) MNpwveat HeobMexeHun TepMiH nionszae
n auun (cybecTaHuis) y Nimiten
noAaBsiNHNX
nonieTuneHoBmx
naketax ans
hapmaLeBTUHHOIO
3aCTOCYBaHHS
2. | ATOMOKCUH® | atomoxeti atomokc | NO6BAO | kancynwu TBepgi, no TOB YkpaiHa BUPOOHMLTBO, peuis MepepeecTpadist Ha 3a He UA/18978/01/01
ne eTUHY 9 10 Mr, no 7 kancyny "ACIHO nakyBaHHS, HeobMeXeHUI TEPMIH. peuenmom nionsizae
rigpoxro 6nicTepi; no 1 YKPAIHA" KOHTPOIb AKOCTI OHoBneHo iHdopMmaLito B
pua 6nictepy B Ta BUMycK cepii IHCTPYKUii ANa Mean4Horo

KapTOHHIN nayui

nikapcbKoro
3acoby:
SAPMATEH
IHTEPHELLHN
C.A., Ipeuis;

nakyBaHHs,
KOHTPOMb SIKOCTI
Ta BUMyCK cepii
nikapcbKoro
3acoby:
SAPMATEH
C.A,, Ipeduisi;

KOHTPO~b SKOCTI
nikapcbkoro
3acoby:
KioEnCikEc JlTa.,
peuis

3aCTOCYBaHHsI NiKapCbKoro
3acoby B po3gini
«OcobnuBocrTi
3acTocyBaHHS»
BigNoBigHO [0 iHbopmaLii
pedepeHTHOro
nikapcbkoro 3acoby
Strattera, hard capsules,
60 mg, a Takox y po3aini
«MoBivHi peakuii» —
LLIOA0 3BiTYBaHHs Npo
noGiyHi peakuyji.
Pesiome nnaHy
ynpaBniHHS pyU3nKamMm
Bepcis 2.0 goaaeTbcs.
MepiognyHicTb NogaHHs
perynsipHo OHOBJIOBAHOMO
3BiTY 3 6e3neku,
BignosigHo o Mopsaky




2

[IponoBkeHHs nogaTka 2

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
pedoeu
HU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HU
Ka

Bupo6Huk

Kpaina
8UPO6H
uKa

PeecmpauitiHa
npouedypa

Ymosu
aidnycky

Peknamye
aHHs1

Homep
peecmpayitiHo
20
noceio4yeHHs1

30iNCHEHHSA
capmakoHarnsgy,
3aTBEPOAKEHOro HaKasom
MiHicTepcTBa OXOpPOHUN
3[0poB’a Ykpainu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHOro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciyna 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpoH#M
300poB'A YkpaiHu Big 26
BepecHsi 2016 poky Ne
996), cTaHOBUTbL: 3rigHO 3i
CTpOKamu, 3a3HauyeHnMun y
nepiogu4HOCTI NOAAHHSA
perynspHux 3BiTiB 3
besneku.

ATOMOKCUH®

atomoxeti
ne

aTOMOKC
eTUHY
riapoxno
pua

NOG6BAO
9

Kancynu Teepgi, no
18 wmr, no 7 kancyn y
6nictepi; no 1 abo
no 2 6nictepu B
KapTOHHIN nayui

TOB
"ACIHO
YKPAIHA"

YkpaiHa

BUPOGHMLTBO,
nakyBaHHs,

KOHTPOIb AKOCTI

Ta BUMNYCK cepii
nikapcbkoro
3acoby:
SAPMATEH
IHTEPHELUHN
C.A,, lpeduist;

nakyBaHHs,
KOHTPOb AKOCTI
Ta BUNyCK cepil
nikapcbkoro
3acoby:
®APMATEH
C.A., Ipeuis;

KOHTPOMb AKOCTI
NiKapcbKoro
3acoby:
KioEnCiEc INta.,
peuis

[peuia

MepepeecTpauis Ha
HeobMeXXeHW TEPMIH.
OHoBneHo iHdopmallito B
IHCTPYKUiT 4Na Megu4Horo
3aCTOCYBaHHS NikapcbKoro
3acoby B po3gini
«OcobnumeocrTi
3aCTOCyBaHHA»
BignoBigHoO Ao iHopmauii
pedepeHTHOro
nikapcbkoro 3acoby
Strattera, hard capsules,
60 mg, a Takox y po3aini
«MobivHi peakuii» —
LLIOA0 3BiTyBaHHS Npo
noGiyvHi peakuji.
Pesiome nnany
ynpaBniHHA pu3nkamu
Bepcis 2.0 gogaeTbcs.
MepiognyHicTb NogaHHsA
perynsipHo OHOBIOBaHOIO
3BiTYy 3 6e3nekuy,
BignosigHo o Mopsaky
30iNCHEHHSA
dapmakoHarnsigy,
3aTBEPOKEHOrO HaKasom
MiHicTepcTBa OXOPOHU
340poB’sa Ykpainu Big 27
rpyaHst 2006 poky Ne 898,
3apeecTpoBaHOro B

3a
peuenmom

He
nidnsieae

UA/18978/01/02
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[IponoBkeHHs nogaTka 2

Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamye Homep
n/n niKapcbKo20 Ha diroyoi ATX (nikapcbka ¢ghopma, 3asieHU 8UPO6H npouedypa eionycky aHHs1 peecmpauitiHo
3acoby HermameH | pe4yosu ynakoeka) Ka uKa 20
moeaHa HU noceio4yeHHs1
Hasea*
MiHicTepcTBi tocTuuii
Ykpainn 29 ciynsa 2007
poky 3a Ne 73/13340 (y
penakuii Hakasy

MiHicTepcTBa OXOpPOHU

300poB'a Ykpainu Big 26

BepecHsi 2016 poky Ne
996), CTaHOBUTb: 3rigHO 3i
CTpPOKaMu, 3a3Ha4YeHUMN Yy

nepiogu4HOCTI NOAAHHSA

perynspHuXx 3BiTiB 3
6esneku.
4. | ATOMOKCHUH® | atomoxeti atomokc | NOBBAO | kancynwu TBepgi, no TOB YkpaiHa BUPOGHMLTBO, peuis MepepeecTpalist Ha 3a He UA/18978/01/03
ne eTUHY 9 25 mr, no 7 kancyny "ACIHO nakyBaHH4, HEOOMEXEHUN TePMIiH. peuenmom nidnsieae

rigpoxno 6nictepi; no 1 a6o YKPAIHA" KOHTPOJb AKOCTI OHoBIEHO iHopmaLito B

pua no 2 Gnictepu B Ta BUMNYCK cepii IHCTPYKUiT 4Na Megu4Horo

KapTOHHIN navui

nikapcbKoro
3acoby:
®APMATEH
IHTEPHELLHN
C.A., Ipeuis;
nakyBaHHs,
KOHTPOMb AKOCTI
Ta BUMycK cepii
niKkapcbKoro
3acoby:
SAPMATEH
C.A,, lpeduist;
KOHTPOMb AKOCTI
nikapcbkoro
3acoby:
KioEnCiEc Ita.,
Ipeuis

3acToCcyBaHHS nikapcbkoro
3acoby B po3gini
«OcobnumeocrTi
3acToCyBaHHA»
BigNoBigHO 0 iHbopmauii
pedepeHTHOro
nikapcbkoro 3acoby
Strattera, hard capsules,
60 mg, a TakoxX y po3aini
«[MoBivHi peakuii» —
LLIOA0 3BiTYBaHHS Npo
noGiyvHi peakuji.
Pesiome nnaHy
ynpaBniHHA pu3vKamm
Bepcis 2.0 goaaeTbcs.
MepiognyHicTb NogaHHsA
perynsipHo OHOBJOBAHOIO
3BiTYy 3 6esnekuy,
BignosigHo Ao Mopsaky
3AINCHEHHS
dapmakoHarnsigy,
3aTBEpPOKEHOro Haka3oM
MiHicTepcTBa 0XopoHM
340poB’sa Ykpainu Big 27
rpyaHs 2006 poky Ne 898,
3apeecTpoBaHOro B
MiHicTepcTsi tocTuuii
Ykpainn 29 ciynsa 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa OXOPOHU
340poB'sa YkpaiHu Big 26
BepecHsi 2016 poky Ne
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[IponoBkeHHs nogaTka 2

Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamye Homep
n/n niKapcbKo20 Ha diroyoi ATX (nikapcbka ¢ghopma, 3asieHU 8UPO6H npouedypa eionycky aHHs1 peecmpauitiHo
3acoby HermameH | pe4yosu ynakoeka) Ka uKa 20
moeaHa HU noceio4yeHHs1
Hasea*
996), CTaHOBUTb: 3rigHO 3i
CTpOoKaMu, 3a3Ha4yeHUMn y
nepioanMYHOCTI NoAaHHS
perynspHux 3BiTiB 3
6esneku.
5. | ATOMOKCUH® | atomoxeti atomokc | NO6BAO | kancynwu TBepgi, no TOB YkpaiHa BUPOGHULTBO, peuis MepepeecTpadisi Ha 3a He UA/18978/01/04
ne EeTUHY 9 40 mr, no 7 kancyny "ACIHO nakyBaHHs, HEOOMEXEHUIN TEPMIH. peuenmom nidnsieae
rigpoxno 6nictepi; no 1 abo YKPAIHA" KOHTPOIb AKOCTI OHoBneHo iHhopmalliio B
pua no 2 bnictepu B Ta BUnNyck cepii IHCTPYKUiT Ans Mean4Horo
KapTOHHIN navui nikapcbKoro 3aCTOCyBaHHSA NikapcbKoro
3acoby: 3acoby B po3aini
SAPMATEH «OcobnumBocTi
IHTEPHELHN 3aCcTOCyBaHHA»
C.A., Ipeuis; BiANOBIAHO A0 iHbopMmauii
nakyBaHHs, pedepeHTHoro
KOHTPOIb SIKOCTI nikapcbkoro 3acoby
Ta BUMNYCK cepii Strattera, hard capsules,
nikapcbkoro 60 mg, a Takox y po3aini
3acoby: «MobGiyHi peakuiiy —
OAPMATEH OO 3BiTYBaHHS Npo
C.A., Ipeuis; noBiyHi peakuii.
Pestome nnaHy
KOHTPOIb SIKOCTI ynpaBniHHA pu3nkamu
nikapcbkoro Bepcia 2.0 gogaerbes.
3acoby: MepiognyHicTb NogaHHsA
KioEnCiEc Jltg., perynsipHO OHOBIOBAHOMO
Ipeuis 3BiTYy 3 besneky,
BignosigHo Ao Mopsaky
30iNCHEHHSA
dapmakoHarnsay,
3aTBEPOKEHOro Haka3oM
MiHicTepcTBa OXOPOHU
300poB’a Ykpainu Big 27
rpyaHs 2006 poky Ne 898,
3apeecTpoBaHOro B
MinicTepcTsi tocTuuii
YkpaiHn 29 ciynsa 2007
poky 3a Ne 73/13340 (y
penakuii Hakasy
MiHicTepcTBa OXOPOHU
340poB'a YkpaiHu Big 26
BepecHs 2016 poky Ne
996), cTaHOBMUTb: 3rigHO 3i
CTpOKaMu, 3a3Ha4YeHUMN Yy
nepioanMYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
Ge3neku.
6. | BIOHOPM® diosmectit | giocmek | AO7BCO | TabneTku, Wwo AT YkpaiHa AT YkpaiHa MepepeecTpadist Ha 6e3 nidnsieae UA/18883/01/01
OETOKC e ™t 5 AMcnepryoTbes, no "KMIBCbK "KUIBCBKUIA HEOBMEXeHUI TepMiH. peuenma




3asieHUK

5

Kpaina

Bupo6Huk

Kpaina

[IponoBkeHHs nogaTka 2

PeecmpauitiHa

Ymosu
aidnycky

Peknamye
aHHs1

Homep
peecmpayitiHo

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
pedoeu

Koo
ATX

HU

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHU
Ka

BITAMIHHW

8UPO6H
uKa

npouedypa

OHoBneHo iHhopmalliio B

20
noceio4yeHHs1

T

(cmekTn

nioktaen
PUYHUIA)

1,5 r; no 6 TabneTok
y 6nictepi; no 1 abo B
no 3 Gnictepu y
navuj

1
ITAMIHH
nn
3ABOA"

3ABO["

TOB

YkpaiHa

iHCTPYKUIT ANs MeanyHoro
3aCTOCYBaHHS NiKapCbKoro
3acoby B posginax
"dpapmakoTepaneBTnyHa
rpyna. Kog ATX"
(peparoBaHo TekCT
po3giny 6e3 dakTuyHoi
3MiHn kogy ATX),
"OcobnueocTi
3actocyBaHHs","Mo6ivHi
peakuii" BignoBigHo a0
marepianis
peecTpauinHoro ochbe.
Pesiome nnany
ynpaBniHHA pu3nkamu
Bepcia 1.2 gogaetbcs.
MepiognyHicTe NogaHHsA
perynsipHo OHOBIOBAHOIO
3BiTY 3 6e3neku,
BignosigHo o Mopsaky
30iNCHEHHSA
dapmakoHarnsgy,
3aTBEPKEHOr0 HaKasom
MiHicTepcTBa OXOPOHU
340poB’a Ykpainu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHOro B
MiHicTepcTsi tocTuuii
Ykpainn 29 ciyxsa 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa 0XopoHu
3740poB'sa YKpaiHu Big 26
BepecHsi 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
CTpOKamu, 3a3Ha4YeHNMn y
nepioanMYHOCTI NoAaHHS
perynsipHux 3BiTiB 3
besneku.
MepepeecTpauis Ha

3a

He

UA/19055/01/01

IHO3UH

NMPAHOBEKC

inosine
pranobex

iHO3MHY
npaHobe | 5
KC

JOSAX0

cupon, 50 mr/mn no
100 mn abo no 150
My donakoHi; no 1
dnakoHy y

KOMMMEKTi 3
[03YH04UM

NpUCTPOEM B naui

TOB "OKMN
"®apmaue

BTMYHA
dabpuka"

YkpaiHa

"OKMN"®apmaves
TU4Ha pabpuka”

HeobMeXeHW TEPMIH.
OHoBneHo iHopMmaLlito y
po3aini
"papmakoTepaneBTnyHa
rpyna" BignosigHo 4o
MiXXHapogHoro
KnacudikaTopa Kopais

peuenmom

nionsieae

BOO3 iHcTpyKLUii Ans
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[IponoBkeHHs nogaTka 2

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

MixxHapod
Ha
HernameH
moeaHa
Hasea*

Haszea
diroyoi
pedoeu
HU

Koo
ATX

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HU
Ka

Bupo6Huk

Kpaina
8UPO6H
uKa

PeecmpauitiHa
npouedypa

Ymosu
aidnycky

Peknamye
aHHs1

Homep
peecmpayitiHo
20
noceio4yeHHs1

MeONYHOro 3acToCyBaHHs
nikapcbkoro 3acoby, Tay
po3gaini "Mo6ivHi peakuii”
o4O BaXXNMBOCTI
3BiTyBaHHsi PO NOGiYHi
peakuji.

Pestome nnaHy
ynpaBriHHS pu3vMkaMmm
Bepcis 1.2 goaaetbcs.

MNepiognyHicTe NogaHHA
perynsipHo OHOBIOBAHOIO
3BiTYy 3 6e3neku,
BignosigHo Ao MNopsaky
30iNCHEHHSA
dapmakoHarnsay,
3aTBEPOKEHOr0 Hakasom
MiHicTepcTBa 0XOpOHU
300poB’sa Ykpainu Big 27
rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B
MinicTepcTsi tocTuuii
Ykpainn 29 ciyna 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa OXOPOHU
340poB'a YkpaiHu Big 26
BepecHst 2016 poky Ne
996), cTaHOBUTb: 3rigHO 3i
CTpOKaMu, 3a3Ha4yeHUMN y
nepioanMYHOCTI NOAAHHSA
perynspHux 3BiTiB 3
besneku.

HITPOKCOIIH

nitroxoline

HITPOKCO
niH

KpucTanivyHmn
MOPOLLIOK
(cybcTaHuis) y
noAaBinHMX
nonieTuneHoBmx
Millkax ons
dhapmaLeBTU4HOro
3aCTOCyBaHHS

TOB "TK
"ABpopa"

Ykpaina

HaHkiH Opguccen
Kemikan
IHgacTpi Ko.,
Iro.

KuTan

MepepeecTpadist Ha
HeobMexeHun TepMiH

He
nidnsieae

UA/19272/01/01

NEMETPEKCE
O WWAnA

Pemetrexe
d

nemeTpe
Kkceny
anHaTpi
10
Haniene
HTarigpa
T

LO1BAO
4

niodpinizat ans
PO34uMHy Ans
iHdy3in no 100 wmr; 1
dnakoH 3
nioginizatom y
KapTOHHiI kopobui

Wnnna
Megpikea
Timiten

IHaisa

MOBHUI LMKN
BMPOGHMYOTrO
npotecy:
LUunna Megaikea
Nimiten, IHOis;
KOHTPOb SKOCTI
i BUNpobyBaHHs
cTabinbHOCTI
(di3nyHi i XimiyHi

IHaisa

MepepeecTpauis Ha
HeobMeXXeHW TEPMIH.
OHoBneHo iHdopMaLito B
IHCTPYKUIT ANS MeanyHoro
3aCTOCYBaHHS NikapCbKoro
3acoby y posginax
"®apMakonorivHi
BMacTmBoCTi",
"MokasaHHs"

3a
peuenmom

He
nionsieae

UA/18691/01/01
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7 [IponoBkeHHs nogaTka 2
Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa Ymosu Peknamye Homep
n/n niKapcbKo20 Ha diroyoi ATX (nikapcbka ¢ghopma, 3asieHU 8UPO6H npouedypa eionycky aHHs1 peecmpauitiHo
3acoby HernameH | peyoseu ynakoeka) Ka uKa 20
moeaHa HU noceio4yeHHs1
Hasea*
TEeCTu): (peparyBaHHs),
LLUunna Megikea

Nimitea, IHaisa

"B3aemogis 3 iHwWnummn
nikapcbknuMu 3acobamu Ta
iHLWIi BUawn B3aemopain",
"OcobnuBocTi
3acTocyBaHHA",
"3acTocyBaHHs y nepiog
BariTHoCTi abo rogyBaHHs!
rpyaat”, "Cnocio
3aCcToCyBaHHA Ta [osn",
"Mo6ivHi peakuii”
BigNoBigHO 0 iHbopmauii
pedepeHTHOro
nikapcbkoro 3acoby
(ALIMTA poeder voor
concentraat voor
oplossing voor
intraveneuze infusie), a
Takox y po3aini "MoGiyHi
peakuii” woao BaxnmBocCTi
3BiTyBaHHS Npo MobiyHi
peakuii.

Pesiome nnany
ynpaBniHHA pu3nKamm
Bepcis 1.1 goaaetbcs.
MepiognyHicTe NogaHHA
perynsipHo OHOBIOBaHOroO
3BiTYy 3 6esnekuy,
BignosigHo o Mopsaky

30iNCHEHHSA
dapmakoHarnsigy,
3aTBEPKEHOr0 Hakasom
MiHicTepcTBa 0XopoHu
340poB’a Ykpainu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHOro B
MiHicTepcTsi tocTuuii
Ykpainn 29 ciynsa 2007
poky 3a Ne 73/13340 (y
peaakuii Hakasy
MiHicTepcTBa 0XopoHu
340poB'a YKpaiHu Big 26
BepecHsi 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
CTpOKamu, 3a3Ha4YeHNMn y

nepioanMYHOCTI NogaHHs
perynspHux 3BiTiB 3

b6e3neku.




8 [IponoBkeHHs nogaTka 2
Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamye Homep
n/n niKapcbKo20 Ha diroyoi ATX (nikapcbka ¢ghopma, 3asieHU 8UPO6H npouedypa eionycky aHHs1 peecmpauitiHo
3acoby HermameH | pe4yosu ynakoeka) Ka uKa 20
moeaHa HU noceio4yeHHs1
Hasea*
10. | NEMETPEKCE Pemetrexe | nemetpe | LO1BAO | niocbinizat ans Wnnna IHpis MOBHUI LMKN IHAis MepepeecTpauis Ha 3a He UA/18691/01/02
0 WunnaAa d Kkceny 4 PO34mMHYy Ans Megikea BUPOBHMYOro HEOOMEXEHMNIN TEPMIH. peuenmom nidnsieae
avHaTpi iHdpysin no 500 wr; 1 Nimiten npouecy: OHoBneHo iHdopmaLio B
10 nakoH 3 LLUunna Megikea iHCTPYKUIT ANs MeanyHoro
Hanisne nioginizatom y Nimitea, IHois; 3aCTOCyBaHHSA NiKapCbKoro
HTarigpa KapTOHHiI kopobui KOHTPOIb SKOCTIi 3acoby y posainax
T i BUNpobyBaHHsA "dapMakonoriyHi
cTabinbHocCTi BNacTmBocCTi",
(di3nyHi i XiMiyHi "MokazaHHs"
TEecTu): (peparyBaHHs1),

LUunna Megaikea
Nimiten, IHaisa

"B3aemogist 3 iHWumMmn
nikapcbknmmn 3acobamu Ta
iHLWIi BUAwW B3aemoain",
"OcobnueocTi
3acTocyBaHHA",
"3acTocyBaHHs y nepiog
BariTHoCTi abo rogyBaHHs!
rpyaaro”, "Cnoci6
3acToCyBaHHA Ta [osn",
"Mo6ivHi peakujii”
BigNoBigHO o iHbopmauii
pedepeHTHOro
nikapcbkoro 3acoby
(ALIMTA poeder voor
concentraat voor
oplossing voor
intraveneuze infusie), a
Takox y po3gini "MobiuHi
peakuii” Woao BaXXMBOCTI
3BiTyBaHHS Npo MobiyHi
peakuii.

Pesiome nnany
ynpaBniHHA pu3vKamm
Bepcis 1.1 goaaetbcs.

MepiognyHicTe NogaHHA
perynsipHo OHOBJOBAHOIO
3BiTYy 3 6e3nekuy,
BignosigHo o Mopsaky
30iICHEeHHSA
dapmakoHarnsigy,
3aTBEPOKEHOrO HaKasoMm
MiHicTepcTBa 0XopoHM
340poB’sa Ykpainu Big 27
rpyaHst 2006 poky Ne 898,
3apeecTpoBaHOro B
MiHicTepcTsi tocTuuii
Ykpainn 29 ciynsa 2007
poky 3a Ne 73/13340 (y
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[IponoBkeHHs nogaTka 2

Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamye Homep
n/n niKapcbKo20 Ha diroyoi ATX (nikapcbka ¢ghopma, 3asieHU 8UPO6H npouedypa eionycky aHHs1 peecmpauitiHo
3acoby HermameH | pe4yosu ynakoeka) Ka uKa 20
moeaHa HU noceio4yeHHs1
Hasea*
penakuii Hakasy
MiHicTepcTBa OXOpPOHU
300poB'a Ykpainu Big 26
BepecHsi 2016 poky Ne
996), CTaHOBUTb: 3rigHO 3i
CTpPOKaMu, 3a3Ha4YeHUMN Yy
nepiogu4HOCTI NOAAHHA
perynspHux 3BiTiB 3
Gesneku.
11. | POKYPOHIIO rocuroniu pokypoHi | MO3ACO | po3unH gns iH'ekuin, AT INaTBis BUPOBHMK, KM INatBis MepepeecTpalis Ha 3a He UA/18558/01/01
BPOMIO m bromide | to0 9 10 mr/mn, no 5mMny "Kanuekc" BignoBsigae 3a HEOOMEXEHUN TePMiH. peuenmom nionsieae
KANLUEKC Bpomig dnakoHax; no 5 BUMYCK cepii: OHoBMeHo iHopMmaLiio B
¢nakoHiB y AT "Kanuekc", IHCTPYKUIi Ana mean4Horo
YapyHKOBIl ynakoBLj JarBis; 3aCTOCyBaHHSA NikapcbKoro
(nigaoHi); no 2 3acoby y posainax
YapyHKOBI yNaKoBKM BCi cTagii "®apMakosnoriyHi
(nigaoHn) B navui 3 BUPOBHMYOro BnacTtusocTi", "B3aemogisn

KapToHY

npotecy, Kpim
BUMYCKY cepil:
damap Xend
Kenp Cepsices
Magpug, C.AY.,
Icnanis;
BMPOGHWK, SKUI
BignoBsigae 3a
KOHTPO~b
cepii/sunpobysa
HHS:
AT "I'pingekc",
JlaTBist

3 HWKMK NiKapCbKMK
3acobamu Ta iHWi BUan
B3aemogin", "OcobnmBocTi
3acTocyBaHHA",
"3acTocyBaHHsA y nepiog
BariTHoCTi abo rogyBaHHs
rpyoa”, "3aartHicte
BMSIMBATU Ha LWWBUAKICTb
peakuii npun kepyBaHHi
aBTOTpaHcnopToM abo
iHWWMK MexaHiamamun",
"Cnocib 3acTocyBaHHs Ta
nosun”, "TobiuHi peakuii”,
"HecymicHicTb" BignosigHo
o iHdopmauii
pedepeHTHOro
nikapcbkoro 3acoby
(Esmeron® 10 mg/ml
solution for injection).
Pesiome nnaHy
ynpaBniHHA pu3nkamm
Bepcis 4.0 goaaeTbcs.
MepiognyHicTb NogaHHs
perynsipHo OHOBIOBaHOIO
3BiTY 3 6e3neku,
BignosigHo o Mopsaky
30iNCHEHHSA
cbapmakoHarnsgy,
3aTBEPOKEHOr0 Haka3oM
MiHicTepcTBa OXOPOHU
300poB’a Ykpainu Big 27
rpyaHs 2006 poky Ne 898,




10 IIponoBxeHHs nonaTka 2

Ne Haszea MixxHapod Haszea Koo Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamye Homep
n/n niKapcbKo20 Ha diroyoi ATX (nikapcbka ¢ghopma, 3asieHU 8UPO6H npouedypa eionycky aHHs1 peecmpauitiHo
3acoby HernameH | peyoseu ynakoeka) Ka uKa 20
moeaHa HU noceio4yeHHs1
Hasea*

3apeecTpoBaHOro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y
penakuii Hakasy
MiHicTepcTBa 0XOpoHM
340poB'sa YkpaiHu Big 26
BepecHsi 2016 poky Ne
996), cTaHOBUTbL: 3rigHO 3i
CTpOKamu, 3a3HauyeHnMun y
nepiogu4HOCTI NOAAHHA
perynspHux 3BiTiB 3

6e3nekw.
12. | UE®ENIM AnNAa | Cefepime uedenim | - NMOPOLLIOK MAT YkpaiHa HEKTAP IHais MepepeecTpalis Ha - He UA/18572/01/01
IH'EKLIN y (cybecTaHuis) B "Knismean NANGCAEHCE HeobMexeHun TepMiH nionszae
riapoxno antoMiHieBMX penapat" C NIMITE
pva E€MHOCTAX Ans
BMPOGHMLUTBA
CTEepPUIbHMX

nikapcbkux 3acobis

* gidrosioHo do iHghopmauii ogpiuitiHozo catimy Lienmpy BOO3 rio criienpaui 6 memodosnoaii cmamucmuy4Hux docrioxers (https://www.whocc.no/atc_ddd_index/)

HavaabHuk
DdapManeBTUYHOIO YIIPABJIIHHS Oaexcanap I'PIHEHKO
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