DopaTtok 2

po Haka3y MiHicTepcTBa OXOpOHU
3popoB’s YkpaiHu «[po gepxaBHy
peecTpauilo (nepepeecTpalito)
nikapcbKnx 3acobiB (Megu4HNX
iMyHoGionoriyHux npenapariB) Ta
BHeCEeHHS 3MiH [0 peecTpauinHuX
MaTepianis»

Big 23 BepecHs 2021 poky Ne 2034

NEPENIK
NMEPEPEECTPOBAHUX NNIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIOJTIOINYHUX NMPEMNAPATIB), AKI

BHOCATbLCA OO0 OEPXXABHOIO PEECTPY NIKAPCbKMUX 3ACOEIB YKPAIHU

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauitina npouyedypa Ymoeu Peknamyes Homep
n/ JliKapcbK020 (nikapcbka ¢hopma, 3asieHUKa eupobHuKa eidnycky aHHs1 peecmpayitiHo2o
n 3acoby ynakoeka) noceid4yeHHs
1. BIBAPA TabneTku xyBarnbHi Benyno, Xopgaris BrpobHuk rotoBoro Ipeuis/ MepepeecTpauis Ha HeobMexeHun 3a He UA/15370/01/01
no 50 mr; no 1 abo 4 nikn Ta nikapcbKoro 3acooy, Xopsaris TepmiH. OHOBREHo iHdopMaLiio peuenmom nidnseae
TabneTtkun y 6nicrepi; KOCMETUKa, nepBUHHE MakyBaHHSA, BiANOBIAHO A0 pedepPEHTHOrO NiKapcbKoro
no 1 6nictepy y a.o. KOHTPOMb SKOCTI: 3acoby (Biarpa, Tabnetku xxyBanbHi 50 mr
KapTOHHIN nayui Ixenedapm CA, abo 100 wr) Ta 3rigHo 3 6e3nekoto
[peuis; [OMOMDKHUX PEYOBWH B iIHCTPYKLiT Ansa
BTopuHHe nakyBaHHs, MEAMNYHOro 3aCTOCYBaHHS NiKapCbKOro
BiAMOBiAanNbHWIA 3a 3acoby y posainax "®apmakonorivHi
BUNyck cepii: benyno, BnacTmeocTi", "OcobnmBocTi
niKkM Ta KOCMETUKa, 3acTtocyBaHHs", "Cnocib 3acTocyBaHHsA Ta
n.4., Xopearisi po3un" Ta "MNobivHi peakuii”.
[MepiognyHicTb NogaHHA perynspHo
OHOBJTHOBAHOrO 3BiTYy 3 6e3neku,
BignoBigHo Ao Mopsiaky 34icHeHHs
dapmakoHarnsiay, 3aTBepaKeHoro
Haka3oM MiHicTepcTBa OXOPOHM 340POB’A
Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi tocTuuii
Ykpainu 29 ciyna 2007 poky 3a Ne
73/13340 (y pepakuii Haka3y MiHictepctBa
OXOPOHU 340pOB'A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBWTB: 3rigHO 3i
CTpOKaMu, 3a3Ha4YeHUMH Y NepioANYHOCTI
NofaHHs perynsipHux 3BiTiB 3 6e3neku.
2. BIBAAPA TabneTku xyBarnbHi Benyno, Xopgaris Bupo6Huk rotoBoro peuis/ MepepeecTpauis Ha HeobMexeHwui 3a He UA/15370/01/02
no 100 mr; no 1 abo nikn Ta nikapcbKoro 3acoby, Xopsarisa TepmiH. OHOBREHO iHdhopMaLiio peuenmom nidnsieae
4 Tabnetku y KOCMETMKa, NepBUHHE NaKyBaHHS, BiANOBIAHO 40 pedhepeHTHOro nikapcbKoro
6nictepi; no 1 n.o. KOHTPOMb SIKOCTI: 3acoby (Biarpa, TabneTtku xyBasnbHi 50 mr
onictepy y Ixenedapm CA, abo 100 mr) Ta 3rigHo 3 6e3nekoro
KapTOHHIN nayui Ipeuis; OOMOMDKHUX PEYOBUWH B iIHCTPYKLiT ANs
BTopuHHe nakyBaHHs, MELNYHOro 3aCTOCYBaHHS NiKapCbKOro
BigMOBiAanbHWIA 3a 3acoby y posainax "®apmakonorivHi
BUnNyck cepii: benyno, BnacTmeocTi", "OcobnmBocTi
niKM Ta KOCMETUKA, 3acTtocyBaHHs", "Cnocib 3acTocyBaHHsA Ta
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[IponoBkeHHs noaaTka 2

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asi8HUKa

BupobHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
aidnycky

Peknamye
aHHs1

Homep
peecmpauiliHo2o
noceid4yeHHs

n.4., Xopsartis

no3un" Ta "MNobiyHi peakuii”.
MepioanyHicTb NogaHHs perynspHo
OHOBMIOBAHOTO 3BiTYy 3 6e3neku,
BianoBigHo Ao NMopsaaky 34inCHEHHA
bapmakoHarnsgy, 3aTBepaKeHoro
Haka3oM MiHicTepcTBa OXOPOHM 340POB’s
Ykpainu Big 27 rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTuuii
Ykpainu 29 ciyHsa 2007 poky 3a Ne
73/13340 (y pepakuii Hakasy MiHictepctBa
OXOPOHM 300pOB'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTbL: 3rigHO 3i
CTpOKaMu, 3a3Ha4eHUMH Y NepioaNYHOCTI
NOAAHHS perynspHuUX 3BiTiB 3 6e3neku.

€BPO
LMTPAMOH®

Tabnetku; no 10 abo
20 TabneTtok y
onictepi; no 1
Gnictepy B
KapTOHHIN navui

mibe MmbX
ApuHanmiTT
enb

HimevuunHa

mibe M'm6X

ApuHanmiTTenb

Himeyumna

MepepeecTpalis Ha HeobMeXeHWi
TepMiH. OHOBMEHO iHopMalLlito B
IHCTPyKUiT ANSt MEANYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby y poaginax
"3acTocyBaHHs y nepiod BariTHOCTi abo
rogyBaHHs rpyaar” (yTouHeHHs
iHdbopmalii), "Mepeno3yeaHHs", "MoGiyHi
peakuii” BiANOBIgHO JO OHOBMNEHOI
iHopMaUii 3 6e3nekn 3acToCcyBaHHs
Dit04NX PEYOBUH.
[MepiognyHicTb NogaHHA perynspHo
OHOBJTHOBAHOrO 3BiTYy 3 Oe3neku,
BignosigHo Ao Mopsaky 34iicHeHHs
dapmakoHarnsiay, 3aTBepaKeHoro
Haka3oM MiHicTepcTBa OXOPOHM 340POB’A
Ykpainu Big 27 rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi tocTuuii
Ykpainu 29 ciyna 2007 poky 3a Ne
73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHU 340pPOB'A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBWTB: 3rigHO 3i
CTpOKaMu, 3a3Ha4yeHUMHM Y NepioanYHOCTI
NofaHHs perynsipHux 3BiTiB 3 6e3neku.

6e3
peuenma

nidnsicae

UA/10827/01/01

KAOYET 5/10

TabneTkn, BKpUTI
NniBKOBOO
obonoHKoto, no 5
mr/10 mr; no 10
TabneTok y 6nictepi;
no 3 Gnictepu B
KapTOHHiIN kopobui

AngxoH OC
11NnC

CLIA

Mdcparizep

MeHtodek4ypuHr
Doiuneng MbeX

Himeyumna

MepepeecTpalis Ha HeOOMeXeHWI
TepMmiH. OHOBNEHO iHbopMalLlito B
IHCTPYKUIT ANS MeANYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby B po3sginax
"®apmakoTepaneBTuyHa rpyna. Kog ATX"
(peparyBaHHsi TekcTy 6e3 3MmiHu Koy
ATX), "MNpoTtunoka3aHHs", "B3aemogis 3
iHWKWMK nikapcbkuMmy 3acobamm Ta iHLLi
Buau B3aemogin", "OcobnusocTi
3acTocyBaHHs" BignoBigHO 0 iHbopmai
CTOCOBHO 6Ge3neku, sika 3a3HavyeHa B
mMaTepianax peectpauiiHoro 4OCbe.
MepioanyHiCTb NogaHHs perynsipHo
OHOBIIOBAHOIO 3BiTYy 3 6e3neku,

3a
peuerimom

He
nidnsizae

UA/5635/01/02
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[IponoBkeHHs noaaTka 2

Ne
n/

Haszea

JliKapcbK020

3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asi8HUKa

BupobHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
aidnycky

Peknamye
aHHs1

Homep

peecmpauiliHo2o
noceid4yeHHs

BianoBigHo Ao NMopsaaky 34inCHEHHA
bapmakoHarnsay, 3aTBepaKeHoro
Haka3oM MiHicTepcTBa OXOPOHM 340POB’s
Ykpainu Big 27 rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi tocTuuii
Ykpainu 29 ciyHsa 2007 poky 3a Ne
73/13340 (y pepakuii Hakasy MiHictepctBa
OXOPOHM 300pOB'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTbL: 3rigHO 3i
CTpOKaMu, 3a3Ha4yeHUMH Y NepioaNYHOCTI
NOAAHHS perynspHux 3BiTiB 3 6e3neku.

KINABAKC OD

TabneTku
NPOSIOHroBaHoI Aji,
BKPUTi 06OMOHKOL0,
no 500 mr; no 5
TabneTtok y 6nicrepi;
no 1 6nictepy B
KapTOHHiI kopoOLi

CaH
dapmacbloT
nkan
IHaacTpi3
Nimiten

IHAis

CaH ®apmacbloTukan
IHaacTpis Jlimiteq

IHgia

nepepeecTpadis Ha HeobMexeHWn TepMiH
OHoBeHo iHhopMalLiio y posginax
"®apmakonoriyHi BnacTmBocTi" (YTOYHEHHS
iHgopMmauii), "MpoTrnokasaHHsA",
"B3aemogia 3 iHWnMK NikapCbKUMm
3acobamu Ta iHWi Buan B3aemopain",
"OcobnueocTi 3actocyBaHHs", "MobiYHi
peakuii" iIHCTpyKUii 4na meguyHoro
3aCTOCyBaHHS nikapcbKkoro 3acoby
BiANOBIOHO 4O OHOBNEHOI iHdOopMaLil
wopo 6e3neku 3acTocyBaHHs Aitoyoi
PEYOBUHW.

[MepiognyHicTb NogaHHA perynspHo
OHOBMIOBAHOTO 3BiTYy 3 6e3neku,
BignoBigHo Ao Mopsiaky 34icHeHHs
dapmakoHarnsiay, 3aTBepaKeHoro
Haka3oM MiHicTepcTBa OXOPOHM 340POB’S
Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi tocTuuii
Ykpainu 29 ciyHsa 2007 poky 3a Ne
73/13340 (y pepakuii Haka3y MiHictepctBa
OXOPOHU 340pPOB'A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBWTb: 3rigHO 3i
CTpOKaMu, 3a3Ha4YeHUMHN Y NepPiOANYHOCTI
NnofaHHs perynsipHux 3BiTiB 3 6e3neku.

3a
peuerimom

He
nidnsicae

UA/2237/02/01

JIA3OJIBAH®
MAKC

Kancynu 3
NMPOSIOHrOBaHO0
nieto no 75 mr; no 10
Kancyn y 6nictepi;
no 1 6nictepy B
KapTOHHiIl kopobui

TOB
«CaHodi-
ABeHTiC
YkpaiHa»

YkpaiHa

BUPOGHMLTBO,
KOHTPOMb SIKOCTI,
nakyBaHHs1,
MapKyBaHHS1, BUMYCK
cepil:
BepiHrep IHrenbxanm
dapma MNm6X i Ko. KT,
HimeyuunHa;
nakyBaHHs1,
MapKyBaHHS1, BUMYCK
cepil:
Oenbdapm Penmc,
®paHuia

Himeuuunna/
®paHuis

nepepeecTtpadisi Ha HeOOMeXeHUIA TEPMIH
OHOBMEHo iHhopMaLito B iHCTPYKLUii aAnst
MeaMYHOro 3aCTOCYBaHHS! NikapCbKoro
3acoby B po3sainax
"®apmakoTepaneBTuyHa rpyna. Kog ATX "
(peparyBaHHs TekcTy 6e3 3miHM kogy
ATX), "®apmakonoriyHi BnactmsocTi"
(peparyBaHHs TekcTy), "B3aemogis 3
iHWKWMK nikapcbkuMmy 3acobamm Ta iHLLi
BvAau B3aemogin”, "ditn" (peparyBaHHs
TEKCTY) BiANOBIAHO 4O MaTepianis
peecTpaLiiHoro 4oCbeE.
[MepiognyHicTb NogaHHA perynspHo
OHOBMIOBAHOTO 3BiTYy 3 6e3neku,
BignoBigHo Ao Mopsiaky 34icHeHHs

6e3
peuyenma

nidnsicae

UA/3430/02/01




kancynu no 300 mkr;
no 10 kancyn y
6nicTepi; no 1 abo
no 3 Gnictepu 3 1
iHransTopom B
KapTOHHiIl kopobui

HosapTic ®apma
LWrenH AT, LLBenuapis
abo BupobHuLTBO 3a
MOBHVM LIMKIIOM:
HoBapric
dapmacbtoTuka C.A.,
IcnaHis; KoHTponb
AKOCTi (32 BUHATKOM
TecTy MikpobionoriyHa
yucToTa):
®apmananituka CA,
LLisevuapis

posainax "®apmakonoriyHi BnacTnsocTi”,
"B3aemogis 3 iHWKMU nikapcbKuMum
3acobamMu Ta iHLWi BUaM B3aemopnin",

"OcobnueocTi 3acTocyBaHHs", "Cnocib

3acTocyBaHHs Ta fo3un" 1a "MobivHi
peakuii" iIHCTpYyKUii Ans MeanvHoro
3aCTOCyBaHHS nikapcbkoro 3acoby

BigNoBIgHO 4O MaTepianiB peecTpauinHoro

A0CbE.

[MepiognyHicTb NogaHHA perynspHo
OHOBMIOBAHOTO 3BiTYy 3 6e3neku,
BignosigHo Ao Mopsaky 34iicHeHHs
hapmakoHarnagy, 3aTBepaxeHoro
Haka3oM MiHicTepcTBa OXOpOHM 30POB’A
Ykpainu Big 27 rpyaHa 2006 poky Ne 898,

4 [IponoBkeHHs noaaTka 2
Ne Haszea ®Popma sunycky 3asieHuK Kpaina BupobHuk Kpaina PeecmpauitiHa npoyedypa Ymoeu Peknamye Homep
n/ JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa aidnycky aHHs1 peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs
dapmakoHarnsay, 3aTBepaKeHoro
Haka3oM MiHicTepcTBa OXOPOHM 340POB’A
Ykpainu Big 27 rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTuuii
Ykpainu 29 ciynsa 2007 poky 3a Ne
73/13340 (y pepakuii Hakasy MiHictepctBa
OXOPOHU 340pOB'A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBWTB: 3rigHO 3i
CTpOKaMu, 3a3Ha4yeHUMH Y NepioaNYHOCTI
NOoAAaHHS perynsipHux 3BiTiB 3 6e3neku.
7. OHBPE3 MOPOLLIOK AN Hosaprtic LLisenuapis BrpobHnuTBO 3a LLisenuapis/ MepepeecTpauis Ha HeobMexeHun 3a He UA/11706/01/01
BEPU3XAUIIEP iHransauin, Teepai dapma Al NOBHMM LIMKITOM: IcnaHia TepMmiH. OHOBMEHo iHhopmallito y peuenmom nidnsicae
kancynu no 150 mkr; HosapTic ®apma po3ainax "®apmakonoriyHi BnacTueocTi",
no 10 kancyn y LWrenH AT, LWsenuapis "B3aemogis 3 iHWVMK MikapcbKuMm
6nictepi; no 1 abo abo 3acobamu Ta iHWi BUaAM B3aemonin",
no 3 Gnictepu 3 1 Bupo6HMLTBO 3a "OcobnueocTi 3acTocyBaHHs", "Cnocit
iHransTopom B MOBHUM LINKIOM: 3acTocyBaHHs Ta go3u" 1a "MobiyHi
KapTOHHiI kopoOLi HoBaprTic peakuii" iIHCTpyKUiT 4na megnyHoro
dapmacbtoTuka C.A., 3aCTOCYBaHHSI NikapCcbKoro 3acoby
IcnaHis; KoHTponb BiQNOBIQHO 4O MaTepianiB peecTpauinHoro
AKOCTi (32 BUHATKOM OOCbE.
TecTy MikpobionoriyHa MNepiognyHiCTb NogaHHA perynspHo
yucroTa): OHOBIIHOBAHOrO 3BiTYy 3 6e3neku,
dapmaHanituka CA, BiAgnoBigHo Ao Mopsaky 3AiicHeHHs
LLisenuapis bapmakoHarnsgy, 3aTBepa)KeHoro
Haka3oM MiHicTepcTBa OXOPOHW 30POB’A
Ykpainu Big 27 rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi tocTuuii
Ykpainu 29 ciyna 2007 poky 3a Ne
73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHU 340pPOB'A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBWTB: 3rigHO 3i
CTpOKaMu, 3a3Ha4YeHUMIM Y NepioanYHOCTI
NnofaHHs perynsipHux 3BiTiB 3 6e3neku.
8. OHBPE3 MOPOLLIOK ANS Hosaprtic LLisenuapis BrpobHuuTBO 3a LLisenuapis/ MepepeecTpauis Ha HeobMexeHuin 3a He UA/11706/01/02
BEPU3XAWIEP iHranauin, Teepai dapma Al NOBHWUM LIMKIMOM: Icnania TepMiH. OHOBMEHO iHbopMaLlito y peuenmom nidnsizae




hnakoHiB, abo no 50
c¢nakoHiB 3
MOPOLLKOM Y
KapTOHHiIN kopoOLi

BupobHmka HCIC
Xebern XyamiH
dapmachbioTikan
Komnari JlimiTen,
Kurait)

"MokasaHHs", «dapmakoTepaneBTU4Ha
rpyna» (YTOYHEHHs iHdopmaluii),
"®apmakonoriyHi BnactmBocTi"
(oonoBHeHHS iHdopMallii), "OcobnusocTi
3acTocyBaHHs", " 34aTHICTb BNNMBaTK Ha
LUBMAKICTb peakLii Mpy KepyBaHHI
aBTOTpaHcnopToM abo iHWMMK
MexaHismamu", "Cnocib 3actocyBaHHsA Ta
[o3un" (QoNoBHEHHS iHdopMaLii),
«Mepepno3syBaHHsY, "MobivHi peakuii” ,
«HecyMicHicTb» BiANOBIAHO JO OHOBNEHOI
iHopMaUii 3 6e3nekn 3acToCcyBaHHs
pedhepeHTHOro fnikapcbkoro 3acoby
PoueiH, nopoLuok Ans po3vnHy ans
iH'eKUin.

[MepiognyHicTb NogaHHA perynspHo
OHOBMIOBAHOTO 3BiTYy 3 6e3neku,
BignoBigHo Ao Mopsiaky 34icHeHHs
dapmakoHarnsigy, 3aTBepaKeHoro
Haka3oM MiHicTepcTBa OXOpPOHM 340POB’s
Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi tocTuuii
Ykpainu 29 ciyHsa 2007 poky 3a Ne
73/13340 (y pepakuii Haka3y MiHictepctBa
OXOPOHU 340pPOB'A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBWTb: 3rigHO 3i
CTpOKaMu, 3a3Ha4yeHUMHN Y NepiOANYHOCTI
NofaHHs perynsipHux 3BiTiB 3 6e3neku.

5 [IponoBkeHHs noaaTka 2
Ne Haszea ®Popma sunycky 3asieHuK Kpaina BupobHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknamye Homep
n/ JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa aidnycky aHHs1 peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs
3apeecTpoBaHoro B MiHicTepcTBi tocTuuii
Ykpainu 29 ciyna 2007 poky 3a Ne
73/13340 (y pepakuii Hakasy MiHictepctBa
OXOPOHU 380pOB'A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBWTB: 3rigHO 3i
CTpOKaMu, 3a3Ha4yeHUMH Y NepioaNYHOCTI
NOAAaHHS perynsipHux 3BiTiB 3 6e3neku.
9. TPUMEK MOPOLLOK ANs TOB YkpaiHa TOB "ABAHT", Ykpaina MepepeecTpauis Ha HeobmexeHui 3a He UA/15392/01/01
PO34YMHY ANS iH'eKUin "ABAHT" YkpaiHa TepMiH. OHOBREHO iHdopMmaLlito B peuenmom nidnsicae
no 1000 mr no 1 (nakyBaHHs1 i3 hoopmMm IHCTPYKUiT ANst MEANYHOrO 3aCTOCYBaHHS
dnakoHy, abo no 25 in bulk cpipmm- nikapcbKkoro 3acoby y posginax

B.o. N'eHepanbHOro gupekropa Aupekroparty
chapmaueBTUYHOro 3abe3neyeHHs

IBaH 3SAIBOPHUX




