ITEPEJIIK
IHHEPEPEECCTPOBAHUX JIIKAPCBKHUX 3ACOBIB (MEJUYHUX IMYHOBIOJIOI'TYHUX ITPEITAPATIB),
BHOCSTBCS 1O JEPKABHOI'O PEECTPY JIKAPCHKUX 3ACOBIB YKPATHU

Honatok 1
a0 Haka3y MiHicTepcTBa 0X0poHH
3p0poB’s Ykpainu «Ilpo nep:xxaBny
peecTpauiio (mepepeecTpaiiio) JikapcbKHX
3ac00iB (MeAMYHUX iIMyHOOi0JIOrTYHMX
npenapaTiB) Ta BHeCEHHs 3MiH /10
peecTpauiiiHux MatepiajaiB»
Bix 11 TpaBus 2023 poky Ne 879

AKI

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma surnycKy
(nikapcbka ¢hopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUPOb6HUKa

Peecmpauyitina npoyedypa

Ymoeu
eidnycky

Peknam
yeaHHs

Homep
peecmpauyiliHo2o
noceio4yeHHs1

FAJTIAPA

Kancynu Teepai, no
75 mr no 14 kancyn
y BnicTepi; no 1 abo
2 6nictepu B
KapTOHHiI kopooLi

TOB
"YoPng
MEOMLINH"

Ykpaina

yoprng MEANLIMH
INIAY CAH. BE
TIOK. A.LL.

TypeuuunHa

MepepeecTpalisi HA HEOOMEXEHU TEPMIH.
OHoBMeHo iHhopMalLito B iIHCTPYKLiT ans
MeAMYHOro 3aCTOCYBaHHsI NikapCbKoro 3acoby y
posginax "®apmakoTepanesTuyHa rpyna. Kog
ATX" (wopo Hasewu), "dapmakonoriyHi
BnactmeocTi", "lMoka3aHHs", "B3aemogis 3
iHWMMK nikapcbkumm 3acobamu Ta iHLWi Buan
B3aemogin", "OcobnmeocTi 3acTocyBaHHs",
"BacTocyBaHHs1 y nepio BariTHocTi abo
rogyBaHHs rpyaar”, "Cnocib 3actocyBaHHs Ta
posn", "Oitn" (peparyBanHs), "MNMepenosyBaHHs",
"MobiuHi peakuii" BignosigHo o iHpopmauii
pedepeHTHOro nikapcbkoro 3acoby (Jlipuka,
kancynu no 50 mr, no 75 mr, no 150 wmr, no 300
Mr)

[MepiognyHicTb NogaHHA perynspHo
OHOBMIOBAHOTO 3BiTYy 3 6e3neku, BiANoBigHO A0
Mopsaky 3aificHeHHs hapmakoHarnsgy,
3aTBEPKEHOr0 Haka3om MiHicTepcTBa OXOPOHM
3a0poB’a Ykpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTtpoBaHoro B MiHicTepcTsi tocTuuji
Ykpainu 29 ciyHa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOpPOHU
3A0poB'a Ykpaiu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3ri4HO 3i CTPOKaMW,
3a3HaYeHVMK Y NepioanYHOCTI MOAAHHS
perynsipHux 3BiTiB 3 6e3neku

3a
peuernmom

He
nidnsicae

UA/16529/01/01

FAJTIAPA

Kancynu TeBepai, no
150 mr no 14 kancyn
y bnicTtepi; no 1 abo
2 bnictepu B

TOB
"YOoPNA
MEOMLINH"

YkpaiHa

YOPNA MEAVLIAH
INAY CAH. BE
TIDK. A.LL.

TypeyuunHa

MepepeecTpalisi Ha HEOBMEXEHWI TEPMIH.
OHoBReHo iHhopMaLto B iIHCTPYKLiT Ans
MeANYHOrOo 3acTOCYBaHHS Nikapcbkoro 3acoby y
posginax "®apmakoTepaneBTuyHa rpyna. Kog

3a
peuernmom

He
nionsieae

UA/16529/01/02
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YNaKkoBOK Yy naui

BiAnoBigHo A0 iHpopmaLii pecdepeHTHOro
nikapcbkoro 3acoby Kosepcun (B YkpaiHi
MpecTapiym), TabneTku.

MepioanyHiCTb NogaHHs perynsipHo
OHOBMOBAHOTO 3BiTYy 3 6e3neku, BiANOBIigHO A0
[Mopsiaky 34iNCHeHHs1 hapmakoHarnsgy,
3aTBEpKEHOro Haka3om MiHicTepcTBa OXOPOHM
3g0poB’a Ykpainu Big 27 rpyaHs 2006 poky Ne

Ne Haszea Popma sunycky 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUPOb6HUKa eidnycky | yeaHHs1 | peecmpayiliHo20
n 3acoby ynakoeka) noceid4yeHHs1
KapTOHHiIN kopooLi ATX" (wopo Ha3ewm), "dapmakonoriyHi
BnacTtusocTi", "lMoka3aHHs", "B3aemopis 3
iHWMMM nikapcbkumm 3acobamu Ta iHWi Buan
B3aemogin", "OcobnueocTi 3acTocyBaHHNA",
"3acTocyBaHHs1 y nepiof BariTHocTi abo
rogyBaHHs rpygatro”, "Cnocib 3actocyBaHHs Ta
posun”, "Oitn" (peparyeaHHs), "MepenosyBaHHs",
"Mo6iuHi peakuii" BignosigHo o iHpopmauii
pedepeHTHOro nikapcbkoro 3acoby (Jlipuka,
kancynu no 50 mr, no 75 mr, no 150 wmr, no 300
Mr)
MNepiognyHiCTb NogaHHA perynsipHo
OHOBJIHOBAHOrO 3BiTy 3 6e3neku, BiAnoBiaHO A0
Mopsaaky 3picHeHHsA hbapmakoHarnagy,
3aTBepAKeHOro Hakasom MiHicTepcTBa OXOPOHMU
300poB’a Ykpainu Bif 27 rpyaHs 2006 poky Ne
898, 3apeecTtpoBaHoro B MiHicTepcTBi tocTuuii
Ykpainu 29 ciyns 2007 poky 3a Ne 73/13340 (y
pepakuii Haka3y MiHicTepcTBa OXOpoHU
300poB'A YkpaiHu Big 26 BepecHsa 2016 poky Ne
996), CTaHOBMUTL: 3ri4HO 3i CTPOKaMW,
3a3HaYeHNMM y NepioaNYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku
3. HATPIIO KpucTanivyHmn ToBapwuctBo Ykpaina HOPTICT Kutan MepepeecTpauist Ha HeOOMEXeHWI TEPMIH - He UA/17105/01/01
ACKOPBAT nopoLuok abo 3 PAPMACBIOTIKAS nidnsizae
Kpuctanm obmexeHo rPYN KO., NTA.
(cybeTaHuin) y Bignosigans
nonieTuneHoBmx HicTIO
naketax gns "®apmaueBT
hapmaLeBTU4HOro nyHa
3aCTOCyBaHHSs! KOMMaHisi
"3gopos's"
4. NEPIHOONPEC® | tabneTku no 8 wmr, MpAT YkpaiHa MpAT YkpaiHa MepepeecTpaLisi Ha HEOBMEXEHWI TEPMIH. 3a He UA/16982/01/01
no 10 Tabnetok y "®apmauesT "®papmaLeBTUYHa OHoBneHo iHdopMaLito B IHCTpyKLUii ans peuenmom | nionsieae
KOHTYPHIl n4yHa chipma dipma "OapHnuga" MeAMNYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby y
YapyHKOBIN "OapHuus” posainax "®apmakonorivyHi BnactusocTi"
ynakosui; no 3 (yTOuYHeHHs), "B3aemogis 3 iHWMMU nikapcbkuMm
KOHTYPHMX 3acobamu Ta iHWi Buam B3aemonin",
YapyHKOBUX "OcobnueocTi 3acTocyBaHHs", "MobiuHi peakuii”
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Ne
n/

Hasea
JliKapcbK020
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Peknam
yeaHHs

Homep
peecmpauyiliHo2o
noceid4yeHHs1

898, sapeecTtpoBaHoro B MiHicTepcTsi tocTumuji
Ykpainu 29 ciyna 2007 poky 3a Ne 73/13340 (y
pepnakuii Hakasy MiHicTepcTBa OXOpPOHU
3a0poB'sa YkpaiHu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3ri4HO 3i CTpOKaMW,
3a3HayYeHNMM y NepiogNYHOCTI NogaHHS
perynsipHux 3BiTiB 3 6e3neku.

NEPIHAOMPEC®

TabneTtku no 4 wmr,
no 10 Tabnetok y
KOHTYPHI
YapyHKOBIN
ynakosui; no 3
KOHTYPHMUX
YapyHKOBMX
yMakoBOK y navi

MpAT
"dapmaueBT
n4yHa cipma

"NapHuus"

YkpaiHa

MpAT
"papmaLeBTUYHa
dipma "OapHuusa"

YkpaiHa

MepepeecTpaLisi HA HEOOMEXEHUI TEPMIH.
OHoBneHo iHopmalito B IHCTpyKLii ans
MeANYHOTO 3aCTOCYBaHHS NikapcbKoro 3acoby y
posginax "®apmakornoriyHi BnactusocTi"
(yTouHeHHs), "B3aemogis 3 iHWMMK nikapcbknumm
3acobamu Ta iHWi Buan B3aemopain",
"OcobnueocTi 3acTocyBaHHs", "lMobivHi peakuii”
BiANOBIgHO A0 iHhopmaLii pedhepeHTHOro
nikapcbkoro 3acoby Kosepcun (B YkpaiHi
MpecTapiym), TabneTtku.

MepioanyHicTb NogaHHs perynspHo
OHOBJHOBAHOrO 3BiTy 3 6e3neku, BiAnoBiaAHO A0
Mopsaaky 3picHeHHsA hapmakoHarnaay,
3aTBEPAKEHOrO Haka3om MiHicTepcTBa OXOPOHM
3p0poB’a Ykpainu Big 27 rpyaHs 2006 poky Ne
898, 3apeectpoBaHoro B MiHicTepcTBi tocTuuii
Ykpainu 29 ciyHa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOpPOHU
3a0poB'a YkpaiHu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTpOKaMW,
3a3Ha4YeHNMM y NepioaNYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neku.

3a
peuernmom

He
nidnsicae

UA/16982/01/02

CAMITON®

TabneTku, BKpUTI
NniBKOBOO
o6onoHkoto, no 500
Mr; no 4 TabneTkn y
6nicTepi; no 1
onictepy y
KapTOHHIN ynakoBLi

TOB
«NEO®AP
M NTA»

YkpaiHa

KYCYM XENTXKEP
NBT NTA

IHAis

MepepeecTpaLisi Ha HEOBMEXEHWI TEPMIH.
OHoBneHo iHopMaLlito B iHCTPYKUii Ans
MEeOUYHOro 3aCTOCyBaHHS NikapcbKoro 3acoby y
po3gini "Mo6ivHi peakuii" Woao0 BaXNMBOCTI
3BiTYyBaHHS Npo NobiyHi peakuji.

[MepiognyHicTb NogaHHA perynspHo
OHOBMOBAHOrO 3BiTYy 3 6e3neku, BiANoBigHO A0
Mopsaky 3aiicHeHHs dhapmakoHarnsgy,
3aTBepAKeHoro Hakasom MiHicTepcTBa OXOPOHU
3p00poB’a Ykpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTtpoBaHoro B MiHicTepcTsi tocTuuji
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepnakuii Hakasy MiHicTepcTBa OXOpPOHU
3A0poB'a YkpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBWTL: 3rigHO 3i CTPOKaMK,
3a3HaYeHVMN Y NepioaNYHOCTI MOAAHHS
perynsipHux 3BiTiB 3 6e3neku.

3a
peuernmom

He
nidnsicae

UA/16969/01/01
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Ne
n/

Hasea
JliKapcbK020
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Peknam
yeaHHs

Homep
peecmpauyiliHo2o
noceid4yeHHs1

CAHIBA®

PO34MH A1 POTOBOI
nopoXxxHuHK; no 100
My donakoHi; no 1
nakoHy 3 MipHUM
CTakaH4YMKOM B
navuj

MpAT
"®apmaueBT
nyHa dipma

"NapHuus"

YkpaiHa

MpAT
"PapmaueBTUYHa
dipma "dapHuuga"

YkpaiHa

MepepeecTpalisi HA HEOOMEXEHUI TEPMIH.
OHoBneHo iHdopmadito y po3gini "MobivHi
peakuii" IHCTpyKUii ans MeguyHoro
3acToCyBaHHs! Nikapcbkoro 3acoby Wwoao
BaXNMBOCTi iIH(POPMYBaHHS NPO NOBiYHI peakLii.
[NepiognyHiCTb NogaHHA perynspHo
OHOBJHOBAHOrO 3BiTy 3 6e3neku, BignoBiaHO A0
Mopsaaky 3aifcHeHHs hapmakoHarnsgy,
3aTBepAXeHoro Hakasom MiHicTepcTBa OXOPOHM
3a0poB’a Ykpainu Big 27 rpyaHs 2006 poky Ne
898, 3apeecTtpoBaHoro B MiHicTepcTBi toCcTuULji
Ykpainu 29 ciyHs 2007 poky 3a Ne 73/13340 (y
penakuii Hakady MiHicTepcTBa OXOpPOHM
300poB'a Ykpaiu Big 26 BepecHs 2016 poky Ne
996), CTaHOBMUTL: 3ri4HO 3i CTPOKaMW,
3a3Ha4YeHNMM y NepiogNYHOCTI NogaHHS
perynsipHux 3BiTiB 3 6e3neku.

be3
peuenma

nidnsicae

UA/16981/01/01

®OCPOMEN

rpaHynu ans
oparnbHOro Po34nHy
no 3ry cawe, no 1
abo 2 cawe B
KapTOHHiI kopoOLi

TOB
«YorPng
MEOMLINH»

YkpaiHa

YOPN MEAVLIAH
INAY CAH. BE
TIK. A.LL.

TypeyuunHa

MepepeecTpalisi HA HEOOMEXEHUIA TEPMIH.
OHoBneHo iHhopMalLito B iIHCTPYKLiT ans
MEeOUYHOro 3aCTOCYyBaHHS NiKapcbKoro 3acoby y
po3ainax "lMoka3aHHsA" (YyTOUYHEHHS iHdopMmalLlii),
"3pgaTHiCTb BNNMBATM Ha LIBUAKICTb peakLii npu
KepyBaHHi aBTOTPaAHCMOPTOM abo iHWNMK
MexaHiamamu", "[itn" (yTouHeHHs iHdopMmauii),
"Mo6iyHi peakuii" BignoBigHO Ao iHpopmauii
pedepeHTHOro nikapcbkoro 3acoby (MoHypan
rpaHynu Anst opanbHOro po34yumHy no 3 r).

MepioanyHicTb NogaHHs perynspHo
OHOBMIOBAHOTO 3BiTY 3 6e3neku, BiANoBigHO A0
Mopsiaky 3dincHeHHs hapmakoHarnsgy,
3aTBEPKEHOr0 Haka3om MiHicTepcTBa OXOPOHM
3a0poB’a Ykpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTtpoBaHoro B MiHicTepcTBi toCcTuULji
Ykpainu 29 ciyHa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOpPOHU
3a0poB'a YkpaiHu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTpOKaMW,
3a3HaYeHMN Y NepioaNYHOCTI MOAAHHS
perynsipHux 3BiTiB 3 6e3neku.

3a
peuernmom

He
nidnsicae

UA/16771/01/01

HavyanbHuUK

dapmaueBTUYHOro ynpaBniHHA

Tapac JIICKOBCHKHUM




