ITEPEJIIK

Honarox 2
a0 Haka3y MinicTepcTBa 0X0poHH
3p0poB’s Ykpainu «Ilpo nep:xxaBny
peecTpauiio (mepepeectpaiiio) JikapcbKuX
3ac00iB (MeANYHUX iIMYHOOi0JIOTTYHNX
npenapariB) Ta BHeCeHHs 3MiH /10
peecTpauiiiHux MatepiajiB»
Bigx 07 :xoBTHs1 2022 poky Ne 1814

INEPEPEECTPOBAHHUX JIIKAPCBKHX 3ACOBIB (MEAUYHUX IMYHOBIOJIOTTYHUX HPEITAPATIB), AKI
BHOCATDHCA 10 AEPKABHOI'O PEECTPY JIHIKAPCBKHUX 3ACOBIB YKPAIHHA

Ne Haszea ®Popma sunycky 3asisHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Peknam Homep
n/ JNiKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eUPOb6HUKa eidnycky | yeaHHs1 | peecmpauyiliHo20
n 3acoby ynakoeka) noceio4yeHHs1
1. BAKTOJIOKC NOPOLLIOK ANis M. BIOTEK Benvka Actpan CrepiTek IHgisa [MepepeecTpalisi Ha HEOOMEXEHMWI TEPMIH 3a He UA/16061/01/01
PO34MHY ANS iH'EKLN NIMITEQ Bputanis Mpansit Ilimiteq OHoBReHo iHopMmaLito B iIHCTPYKLUIT ANs MeanyHoro | peuenmowm | nidnseae
no 0,5r; 1 dnakoH 3 3acTocyBaHHS nikapcbkoro 3acoby B po3ginax
MOPOLLKOM Y Mauui 3 "®apmakoTepanesTuyHa rpyna”, "®apmMakonoriyHi
KapTOHY BnactumeocTi", "lMokasaHHsa", "Cnocib 3acTocyBaHHs
Ta go3un", "MobiyHi peakuii” BignoeigHo Ao
iHopMaUii pedhepeHTHOro nikapcbkoro 3acoby
(PopTyM®, NOPOLLOK Ans PO34MHY AN iH'eKLin no 1
r).
MepioanyHiCTb NoAaHHS perynspHO OHOBIIOBAHOIO
3BiTYy 3 6e3neku, BignosiaHo Ao MNopsaKy 3aAiCHEHHs
hapmakoHarnsgy, 3aTBepaAXXeHOro Hakasom
MiHicTepcTBa oxopoHu 300poB’s Ykpainu Bif 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHOro B
MinicTepcTsi tocTuuii Ykpainu 29 ciuns 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy MiHicTepcTBa
OXOpOHM 300pOB'A Ykpainu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO 3i CTpOKamMM,
3a3HaYeHNMM y NepioANYHOCTI MOAAHHS PETYNAPHNX
3BITIB 3 6e3nekn
2. BAKTOJIOKC NopoLLOK Ans M. BIOTEK Benuka Actpan CrepiTek IHgis MepepeecTpalisi Ha HEOBMEXEHWI TEPMIH 3a He UA/16061/01/02
PO3YMHY ANS iH'eKLiN IMITELR Bputanis Mpansit Ilimiteq OHoBReHo iHdopMaLito B iHCTPYKLIT ANs MeanyHoro | peyenmom | nidnseae

no 1,0 r; 1 cdonakoH 3
MOPOLLKOM Yy nauui 3
KapTOHY

3acTOCyBaHHS Nikapcbkoro 3acoby B po3ginax
"®apmakoTepaneBTuyHa rpyna"”, "®apmakonorivHi
BnactmeocTi", "lMokasaHHs", "Cnocib 3acTocyBaHHs
Ta po3un", "MobiyHi peakyii” BignoBigHoO Ao
iHpopmaLii pedpepeHTHOro nikapcbkoro 3acoby
(PopTyM®, MOPOLLOK A4S PO34MHY AN iH'eKUin no 1
r).

MepiognyHicTb NogaHHs perynsipHo OHOBIOBAHOIO
3BiTYy 3 6e3neku, BiAnoBigHO Ao Mopsaky 3AiNCHEHHS
dapmakoHarnsay, 3aTBepkeHoro Haka3om
MiHicTepcTBa 0XopoHu 300poB’s YkpaiHu Big 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
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MinicTepcTsi tocTuuii Ykpainm 29 ciuns 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy MiHictepcTsa
OXOPOHU 340pOoB'A YKpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i CTpoOKamu,
3a3Ha4YeHNMM y NepioagNYHOCTI MOAAHHSA PErynsapHUX
3BiTIB 3 6e3nekn

BAKTOJIOKC

NOPOLLIOK Anis
PO34MHY Ans iH'eKuin
no 0,5 r; in bulk: 50
bnakoHiB 3
NMOPOLLIKOM Yy KopobLi
3 KapTOHY

M. BIOTEK
NIMITER

Benuka
Bputanis

Actpan CtepiTek
Mpawsit JlimiTeg

IHAisA

MepepeecTpadisi Ha HEOBMEXEHWI TEPMIH
OHOBMEeHo iHopMaLito B iIHCTPYKUii ANst MeguyHoro
3acTOCyBaHHS NikapcbKoro 3acoby B po3ginax
"®apmakoTepaneBTMyHa rpyna"“, "®apmakonoriyHi
BnactumeocTi", "lMokasaHHs", "Cnocib 3acTocyBaHHs
Ta go3un", "MobiyHi peakuii” BignoeigHo Ao
iHdbopMaLii pedhepeHTHOro nikapcbkoro 3acoby
(PopTyM®, MOPOLLOK A PO34MHY ANS iH'eKLin Mo 1
r).

MepiognyHicTb NogaHHs perynsipHO OHOBIOBAHOIO
3BiTYy 3 6e3neku, BignosiaHo Ao MNopsaKy 34iCHEHHs
hapmakoHarnsigy, 3aTBepaKeHoro Hakasom
MiHicTepcTBa 0XOpoHM 300p0B’s YkpaiHu Big 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoOro B
MinicTtepcTsi tocTuuii Ykpainm 29 ciuia 2007 poky 3a
Ne 73/13340 (y pegakuii Hakady MiHicTtepcTBa
OXOpOHM 300pOB'A Ykpainu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO 3i CTpOKamMMu,
3a3Ha4YeHNMM y NepioANYHOCTI NOAAHHS PErynsipHUX
3BiTiB 3 6e3neku

He
nidnsieae

UA/16060/01/01

BAKTOJIOKC

NopoLLOK Ans
PO34MHY Ans iH'eKLin
no 1,0 r; in bulk: 50
cdrakoHiB 3
NMOPOLLIKOM Yy KOopobLi
3 KapTOHy

M. BIOTEK
NIMITEL

Benuka
Bputanis

Actpan CrepiTek
Mpansit Ilimiteq

IHAis

MepepeecTpalisi Ha HEOBMEXEHWI TEPMIH
OHoBneHo iHopMmaLito B iIHCTPYKLIT ANs MeanyHoro
3aCcTOCyBaHHS Nikapcbkoro 3acoby B po3ginax
"®apmakoTepaneBTuyHa rpyna"“, "®apmakonorivHi
BnactmeocTi", "lMokasaHHsa", "Cnocib 3acTocyBaHHS
Ta po3un", "MobiyHi peakuii” BignoBigHoO Ao
iHpopmaLii pedpepeHTHOro nikapcbkoro 3acoby
(PopTyM®, NOPOLLOK Ans pO34MHY ANs iH'eKuin no 1
r).

MepioanyHICTb NOAAHHS PerynsipHO OHOBIIOBAHOMO
3BiTYy 3 6e3neku, BignosiaHo Ao MNopsiaKy 3aiCHEHHS
dapmakoHarnsay, 3aTBepKeHoro Haka3om
MiHicTepcTBa 0XopoHM 300poB’s YkpaiHu Big 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuii Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHU 340pOB'A YKpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTL: 3rifHO 3i CTpoKamu,
3a3HaYeHNMN Y NepioaNYHOCTI MOAAHHSA PerynapHUX
3BiTiB 3 6e3nekn

He
nidnsieae

UA/16060/01/02

BINAAMNINTUH

MOPOLLIOK
(cybcTaHuis) B
nakeTax

TOB"APTEP
IYM NTQ"

YkpaiHa

Mepixem
MeH'todbekyepiHr
(ManbTa) l14.,

ManbTta/
Icnanis

MepepeecTpalisi HA HEOOMEXEHUI TEPMIH

He
nidnsieae

UA/16658/01/01




po3ginie "MepenosyBaHHs", "Baaemopis 3 iHWMMK
nikapcbkumu 3acobamu Ta iHWi BUAM B3aemogii",
"Mo6iyHi peakuii" BiZNOBIAHO 4O OHOBMNEHOT
iHdbopMmalii 3 6e3nekn 3acTocyBaHHSA Lito4oi
PEYOBUHY NiKapCcbKoro 3acoby.
MepioanyHiCTb NOAaHHS perynspHO OHOBIIOBAHOIO
3BiTYy 3 6e3neku, BiAnoBigHO Jo Mopsaky 3AiNCHEHHS
hapmakoHarnsiay, 3aTBepaKeHoro Hakasom
MiHicTepcTBa 0XopoHU 300poB’s Ykpainu Big 27

3 IIpongoBikeHHs qomaTka 2
Ne Haszea ®Popma sunycky 3asieHuK Kpaina BupobHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa @UPOb6HUKa eiodnycky | yeaHHs1 | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
nonieTuneHoBmx ManbTa; Moexc
npo3opux BLH, C.J1., Icnanis
3aTATHYTUX CTSHKKOO
ansi
dapmaLleBTU4HOro
3acTocyBaHHA
6. OIKNOCEN®® cynosuTopii no 100 TOB Ykpaina KYCYM IHAis MepepeecTpaLis Ha HeOBMEeXeHUN TEPMIH. 3a He UA/16445/01/01
mr no 5 cynoautopiis | «MEODAP XEJNTTXKEP MBT OHoBneHo iHopMmaLito B iIHCTPYKLIT ANs MeanyHoro | peuenmom | nidnseae
y cTpuni; no 1 abo M NTO» 7O 3acTocyBaHHS nikapcbkoro 3acoby B po3ginax
no 2 ctpunn'y "dapmakonoriyHi BnactusocTi", "lMokasaHHs",
KapTOHHIN ynakoBLj "MpoTunokasaHHs", "Baaemopgisa 3 iHLWMMKn
nikapcbkumm 3acobamu Ta iHWi B1uam B3aemogin”,
"OcobnuBocTi 3acTocyBaHHS", "3acTocyBaHHs y
nepiog BaritTHocTi abo rogyBaHHs rpyaa”, "Cnocio
3actocyBaHHA Ta gosun”, "Oitn", "MepenosyBaHHs",
"MoGiyHi peakuii" BianoBiaHo fo iHopmauii
pedepeHTHOro nikapcbkoro 3acoby (Voltarol®,
suppositories 100 mg, B YKpaiHi 3apeecTpoBaHuin sk
BonbTapeH, cynosuTopii no 25 mr, 50 mr, no 100 mr).
MepioanyHiCTb NOAAHHS perynspHO OHOBIIOBAHOIO
3BiTy 3 6e3neku BignosiaHo o MNopsaky 3aicHeHHs
hapmakoHarnsigy, 3aTBepaKeHoro Hakasom
MiHicTepcTBa 0XopoHu 300poB’a Ykpainu Big 27
rpyaHsa 2006 poky Ne 898, sapeecTpoBaHoro B
MinicTepcTsi tocTuuii Ykpainu 29 ciuns 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHU 340pOoB'A YKpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO 3i CTpokamu,
3a3HayYeHUMM y NepPioANYHOCTI MOAAHHA PErynsipHmX
3BiTiB 3 6e3neku.
7. OOKCA303UH NOPOLLIOK Ekcenna HimeuumnH EKCEJIIA TMBX HimeyunHa MepepeecTpalisi HA HEOOMEXEHUI TEPMIH - He UA/16860/01/01
Y ME3UNAT (cybeTaHuis) y v6X eHa a EHA KO. KI nionszae
NOABINHNX Ko. KI
nonieTMneHoBmnx
naketax ons
dapmaLeBTUYHOIO
3acToCcyBaHHSA
8. EXIHALET HacTorka no 40 mn, mn YkpaiHa Mn "Kinagpd" YkpaiHa MepepeecTpalisi HA HEOOMEXEHUI TEPMIH 6e3 nidnsieae UA/12528/01/01
nyPNyPOBOI 50 mn a6o 100 mn y "Kinadp " BHeceHo oHoBReHy iHdopMaLito B IHCTpyKLUito Ans peuenma
HACTOWKA CKIMAHMX dhriakoHax MeOMYHOro 3aCTOCyBaHHS NikapcbKoro 3acoby oo
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rpyaHa 2006 poky Ne 898, 3apeecTpoBaHOro B
MinicTepcTsi tocTuuii Ykpainm 29 ciuna 2007 poky 3a
Ne 73/13340 (y pegakuii Hakady MiHicTtepcTBa
OXOPOHU 340pOB'A YKpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTbL: 3riAHO 3i CTpoKamu,
3a3HayYeHNMM y NepioANYHOCTI NOAAHHS PErynspHUX
3BiTiB 3 6e3neku.

KA®O®ETIH
CK®

Tabnetku Ne6 (6x1),
Ne10 (10x1), Ne12
(6x2) y cTtpuni

ANKANOIL
ALl Ckon'e

Pecnybnik
a lNiBHivHa
MakenoHia

ANKANOIO AQ
Ckon'e

Pecny6nika
MiBHiYHa
MakenoHia

MepepeecTpaLisi Ha HEOBMEKEHUIN TEPMIH.
OHoBneHo iHhopMauito y po3gini "MokasaHHs"
(yTOYHEHHS chopMyntoBaHb), a TaKoX Y TEKCTi
posginis "®apmakoTtepanesTuyHa rpyna. Kog ATX."
(BHECEHHS piBHIB AeTanisauii rpynu 6e3 amiHn koay),
"dapmakonoriyHi BnactusocTi", "B3aemogis 3
iHLIMMM nikapcbkumy 3acobamu Ta iHWi BUuam
B3aemogin", "Ocobnueocti 3actocyBaHHs", "Cnocib
3acTOCyBaHHs Ta 403U" (BHECEHHS OAaTKOBUX
3acTepexeHb), "lNobiyHi peakuii" iHCTpyKUii ANns
MeAMYHOro 3aCTOCYBaHHsI NikapcbKoro 3acoby
BiANOBIQHO A0 MaTepianiB peecTpaLiiHoro 4ocbe, a
TaKoXX BHECEHE YTOUYHEHHS y TECT Ha3BuW po3ainy
"MicuesHaxomkeHHs BUpOOHMKa Ta agpeca micus
NPOBafXXEHHS NOro AisiNbHOCTI" Ta y TeKCT
MapKyBaHHS YNakoBKM fikapCbKoro 3acoby
MepiognyHicTb NogaHHs perynsipHO OHOBIOBAHOIO
3BiTYy 3 6e3neku, BignosiaHo Ao MNopsiaKy 3aiCHEHHSs!
dapmakoHarnagy, 3aTBepKeHOro Hakasom
MiHicTepcTBa 0xopoHu 300poB’s YkpaiHu Big 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuii 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 PErynspHUX
3BITiB 3 6e3neku

be3
peuenma

nionsieae

UA/4125/01/01

10.

MOHOIMPOCT®

Kpanni O4Hi, pO34uH,
50 mkr/mn, no 0,2
MI B OAHOL,030BOMY
KOHTeNHepi; no 5
OHOL030BUX
KOHTEWHepIB,
3’eHaHUX MiX
coboto y CTpiuKy
(cTpwun), y cawe; no
6 calle y KapTOHHIN
KopoOGLi

JIABOPATY
AP TEA

PpaHuis

EKCEJBI3IOH

DdpaHLuis

MepepeecTpaliss Ha HEOOMEXEHWI TEPMIH.
OHoBneHo iHdopMaLito B iHCTPYKLiT Ans MeanyYHoro
3aCTOCYBaHHA Mikapcbkoro 3acoby y posainax
"®apmakoTepaneBTuyHa rpyna” (Lofo Hassu),
"Moka3aHHs" (pegaryBaHHs), "3gaTHicTb BNuBaTu
Ha WBMAKICTb peakuii Npu KepyBaHHI
aBTOTPaAHCNOPTOM abo iHWMMK MexaHiamamn"
BiA4noBigHo Ao iHpopmalii pecdepeHTHOro
nikapcbkoro 3acoby (KCAJTATAH®, kpanni o4Hi,
po3unH 0,005 %)

MepioanyHICTb NOAAHHS PerynsipHO OHOBMIOBAHOMO
3BiTYy 3 6e3neku, BignosiaHo Ao MNopsiaky 3aiCHEHHS!
dapmakoHarnsay, 3aTBepkeHoro Haka3om
MiHicTepcTBa 0XOpoHM 300poB’s YkpaiHu Big 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHOro B

3a
peuerimom

He
nidnsieae

UA/16308/01/01
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IIponoBxeHHs nomarka 2
Ne Haszea ®Popma sunycky 3asieHuK Kpaina BupobHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa @UPOb6HUKa eiodnycky | yeaHHs1 | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
MinicTepcTsi tocTuuii Ykpainm 29 ciuns 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy MiHictepcTsa
OXOPOHU 340pOoB'A YKpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3Ha4YeHNMM y NepioaNYHOCTI NOAAHHSA PErynAPHUX
3BiTIB 3 6e3nekn
11. | LE®A3ONIH NOPOLLIOK MAT Ykpaina Linny AHTibioTikc Kurtawn MepepeecTpalis Ha HeobMeXeHUn TepMiH - He UA/16736/01/01
HATPIIO (cybeTaHuis) y "Kvismegnp dapmac'iotikan nidnszae
CTEPUNBbHUN KOHTENHepax enapar"” Ko., Iltg
anoMiHieBnx gna
dapmaLeBTU4HOro
3acTocyBaHHSA

B.o. NeHepanbHOro gupeKkropa

dapmaueBTUYHOro AupeKTopaTy

IBan 3AIBOPHUX




