NMEPEPEECTPOBAHUX NNIKAPCbKUX 3ACOBIB (MEOANYHUX IMYHOBIOJIOINYHUX NMPEMNAPATIB), AKI

NMEPENIK

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 09 yepBHA 2021poky Ne 1163

BHOCATbLCA OO OEPXXABHOIO PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHU

dnakoHi; no 5 donakoHis
B KOHTYPHili YapyHKOBI
ynakoBLj; no 1 a6o 2
KOHTYPHi YapyHKOBI
YMaKoBKN B KAPTOHHIl
navuj

BiAMOBIAHO A0 pedepPeHTHOro MikapCbKoro
3acoby (lena-Mepu, KOHLUEHTpAT Ansi PO34KHY
ans iHdysii no 5 r/10 mn) y po3aaini "MokasaHHs"
(6yro - JlikyBaHHSI CynyTHIX 3aXBOPIOBAHb i
YCKMaAHEHb, CNPUYMHEHUX NMOPYLLEHHSAM
[OeToKcuKaLiNHOT doyHKLUIT neviHkM (Hanpuknag,
Npu LMpO3i NeYiHK1) 3 CUMNTOMaMu NaTeHTHOI
abo BUpaxeHOoi Ne4viHKoBOI eHuedanonarii,
0cobnmBoO NopyLUEHb CBiAOMOCTi (Npekoma,
Koma); crano - CumnToMaTuyHe nikyBaHHS
NaTeHTHOI Ta BUPaXKeHOi NeYiHKOBOI
eHuedpanonarTii), a Takox Ao po3ainis
"MpoTunokasaHHs", "OcobnmBocTi
3acTtocyBaHHs", "Cnocib 3actocyBaHHsA Ta Jo3un"
Ta "MobivHi peakuii".

MepiognyHicTb NogaHHs perynspHo

Ne Haszea ®Popma sunycky 3aseHuK Kpaina Bupo6bHuk Kpaina Peecmpauyitina npoyedypa Ymosu Peknam Homep
n/ JlikapcbKo20 (nikapcbka ¢popma, 3asigHUKa 8upo6HUKa eionycky | yeaHHsi | peecmpayiliHo20
n 3acoby ynakoeka) noceid4yeHHs1
1. AMITPUNTUNIHY | nopollok KpucTanivyHum MpAT YkpaiHa BACYOXA IHgis nepepeecTpadis Ha HeOOMeXeHUIn TEPMIH - He UA/15548/01/01
rigpoxnoprua (cybeTaHuis) y "TexHonor" SAPMA XEM nionsezae
noaBivHNX NIMITE[,
nonieTuneHoBmx
naketax Ans
dapmaLeBTUHHOro
3acTocyBaHHs
2. BEH3AIKOHIIO nopoLuok abo TOB YkpaiHa Hoso Hopgick OaHis nepepeecTpawis Ha HeobMeXeHU TEPMiH - He UA/15866/01/01
Xnoevg XKenaTuHOBI YaCTUHKN "OAPMEKC dapmarek E/C nidnsieae
(cybcTaHuis) B reyn"
nnacTMacoBux
KOHTelHepax Ans
hapmaLeBTU4HOro
3acTocyBaHHS
3. FENTOP- KOHUEHTpaT ans TOB YkpaiHa TOB "®APMEKC YkpaiHa nepepeecTpadis Ha HeOOMeXeHWIn TEPMIH 3a He UA/15641/01/01
®APMEKC PO34uHy ANs iHdY3in, "®APMEKC reyn" OHoBneHo iHbopMmaLito B iHCTPYKLii Ans peuyernnmom | nidnseae
500 mr/mn; no 10 mny reyn" MELMYHOrOo 3aCTOCYBaHHS nikapcbKoro 3acoby




[TpogoBxeHHs nogaTka 2

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHuUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpayitina npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs

Homep
peecmpauiliHo2o
noceid4yeHHs

OHOBIOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO 0
Mopsaaky 3aincHeHHs hapmakoHarnsgy,
3aTBepAXeHoro Hakasom MiHicTepcTBa OXOPOHM
300poB’a Ykpainu Big 27 rpyaHs 2006 poky Ne
898, 3apeectpoBaHoro B MiHicTepcTBi tocTumuji
Ykpainu 29 ciyHa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOpOHU
300poB'a Ykpainu Big 26 BepecHs 2016 poky Ne
996), cTaHOBWTB: 3rigHO 3i CTPOKaMK,
3a3Ha4YeHVMU y NepioanNYHOCTI NOAaHHS
perynsipHux 3BiTiB 3 6e3neku.

rPOYTPOMIH

PO34mMH Ans iH'ekuin, 8
MO/mn; no 0,5 mn (4
MO/1,34 wr) abo no 2
mn (16 MO/5,34 mr) y
dnakoHi; no 1 abo no 10
(hnakoHiB y KApTOHHIN
Kopobui

TOB
"®apmaueBT
nyHa
KOMNaHisa
Bicta"

YkpaiHa

Oonr-A CT Ko.,
Nto

Kopes

nepepeecTpadisi Ha HeobMeXxeHUIn TEPMIH
OHoBneHo iHbopMaLito B iIHCTPYKLii Ans
MeOMYHOro 3aCTOCyBaHHSA NikapcbKoro 3acoby y
po3ginax "OcobnueocTi 3actocyBaHHS", "MobiyHi
peakuii” BignoBsigHo 40 maTtepianis
peecTpaLinHOro 4OChE.
[MepioAnyHiCTb NOAaHHA perynspHo
OHOBIIOBAHOIO 3BiTy 3 6e3neku, BiaNoBiaHO OO
Mopsaky 3aificHeHHsa hapmakoHarnsgy,
3aTBepAKeHOro Hakasom MiHicTepcTBa OXOPOHMU
300poB’a Ykpainu Bif 27 rpyaHs 2006 poky Ne
898, 3apeecTtpoBaHoro B MiHicTepcTBi toCcTumuji
Ykpainu 29 ciyHsa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOpOoHU
3A0poB'a Ykpaiu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBWTb: 3rigHO 3i CTPOKamK,
3a3Ha4YeHNMY Y NePIOSUYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.

3a
peuenmom

He
nidnsieae

UA/8465/01/01

OE3WUPETT

TabneTku, BKpUTI
NMiBKOBOK 0BOMOHKO
no 0,075 mr no 28
TabneTok y 6nictepi; no
1 abo 3 6nictepu B
KapTOHHIN kopobui

3eHTiBa, K.C.

Yecbka
Pecny6bnik
a

BUPOGHULTBO
roTOBOrO
NpoAyKTy,
nakyBaHHs1,
KOHTPOIb SIKOCTI,
BUNYCK cepii:
TNa6opaTopioc
JleoH dapwma,
C.A., Icnanis;
MikpobionoriyHui
KOHTPOIb:
JTABOPATOPIO
EYABAPHE, C.A,,
Icnais;
anbTepHaTMBHa
ainsiHka ans
BTOPVHHOIO
naKyBaHHS:
TOB "MaHaHTian
IHTerpa”, IcnaHis

IcnaHia

nepepeecTpawis Ha HeobMeXeHU TEPMiH
OHoBneHo iHbopMaLlito B iIHCTPYKLii Ans
MeAMYHOro 3acTOoCyBaHHS Nikapcbkoro 3acoby y
posginax: "®apmakonoriyHi BnactnsocTi”,
"MpoTunoka3saHHs", "B3aemogis 3 iHwWnMmn
nikapcbknuMmn 3acobamu Ta iHLWi BUAn
B3aemogin", "OcobnmBocTi 3acTocyBaHHs",
"3acTocyBaHHs y nepioa BariTHOCTi abo
rogyBaHHs rpyaar”, "MobivHi peakuii”
BignoBigHo A0 iHopMaLii LWoao MeanyHoro
3acTocyBaHHS pedepeHTHOrO IikapCbKoro
3aco0y (Cerazette®, film-coated tablet of 0.075
mg, He 3apeecTpoBaHuiA B YkpaiHi).
MepioanyHicTb NogaHHs perynspHo
OHOBOBaHOrO 3BiTy 3 6e3neku, BiANOBIAHO A0
[Mopsiaky 34incCHeHHs1 hapmakoHarnsgy,
3aTBEpKEHOro Haka3om MiHicTepcTBa OXOPOHM
300poB’a Ykpainu Bif 27 rpyaHs 2006 poky Ne
898, 3apeectpoBaHoro B MiHicTepcTBi toCcTuuji
Ykpainu 29 ciyHa 2007 poky 3a Ne 73/13340 (y

3a
peuenmom

He
nidnsieae

UA/15002/01/01




[TpogoBxeHHs nogaTka 2

Mmr abo 400 mr) Ta 3rigHo 3 6e3nekoto
OOMOMDKHMX PEYOBWH B iIHCTPYKLi Ans

Ne Haszea ®Popma sunycky 3aseHuK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eupobHUKa eidnycky | yeaHHs | peecmpauiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
pepakuii Hakasy MiHicTepcTBa OXOpoHU
300poB'a Ykpainu Bia 26 BepecHs 2016 poky Ne
996), cTaHOBWTB: 3rigHO 3i CTPOKaMK,
3a3Ha4YeHVMU y NepioanNYHOCTI NOAaHHS
perynsipHux 3BiTiB 3 6e3neku.
6. OIOCMIH MOPOLLIOK (CyB6CcTaHUist) y MPAT YkpaiHa CunuyaHb Ceni Kutan nepepeecTpadis Ha HeobMexeHUn TepMiH - He UA/15593/01/01
nakeTax noAaBiiHMX "®ITOPAPM dapmacbioTukan nidnsieae
nonieTuNeHoBux Ans " Ko., Jlta.
hapmaLeBTU4HOrO
3aCTOCYBaHHS
7. OOJTOKCEH ma3b, 61,1 mr/r; no 20 r €Bpo Benwka TNa6bopaTtopiyc MopTtyranis nepepeecTpadisi Ha HeobMexeHWn TepMiH bes nionsizae UA/15394/01/01
DPACT abo no 50 r y Ty6i; no 1 TNandpkep BpuTaHis Baci - IngycTpia OHoBneHo iHopMaLlito B IHCTpyKUii ansi peuenma
Tybi B KAPTOHHIN KopobLi Jitg dapmachioTika, MeOMYHOro 3aCTOCyBaHHSA NikapcbKoro 3acoby y
C.A. po3ainax "Ocobnuei 3axoan 6eanekn",
"B3aemogisi 3 iHWMMKM nikapcbkumn 3acobamu Ta
iHWi BMAwn B3aemogin”, "OcobnmeocTi
3actocyBaHHs1", "lNobiyHi peakuii” BignosigHo oo
OHOBIeHOI iHopMaLii 3 6e3nekn 3acTocyBaHHSA
Lit0Y0i PEYOBUHN.
[MepioAnyHiCTb NOAaHHA perynspHo
OHOBIOBAHOrO 3BIiTy 3 6e3neku, BiANOBIgHO 0
Mopsaky 3aifcHeHHs hapmakoHarnsgy,
3aTBepAKEHOro Hakasom MiHicTepcTBa OXOPOHMU
3a0poB’a Ykpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTtpoBaHoro B MiHicTepcTsi tocTumuji
Ykpainu 29 ciyHsa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOpPOHU
300poB'a YkpaiHu Bia 26 BepecHs 2016 poky Ne
996), cTaHOBWTB: 3rigHO 3i CTPOKamK,
3a3Ha4YeHNMU y NEPIOANYHOCTI NOAaHHS
perynsipHux 3BiTiB 3 6e3neku.
8. ECUUTAIONPA MOPOLLIOK KpUCTanivyHui ToBapucTtBo YkpaiHa UskeussiH Xyaxan Kutan nepepeecTpawis Ha HeobMeXeHU TEPMiH - He UA/15853/01/01
MY OKCANAT (cybeTaHuis) y 3 dapmachbtoTikan nionseae
nonieTuneHoBmx obMexeHow Ko., N1A.
naketax gns BignoBiganb
dhapmMaueBTU4HOro HicTIo
3acTocyBaHHS "XapkiBcbke
cdapmaneBT
N4YHe
nianpvemMcTs
0 "3popoB's
Hapoay"
9. IMATIHIB-BICTA kancynu no 100 wmr, no Mictpan AHrnis CinpaH ®apma PymyHis nepepeecTpaLis Ha HeobMeXeHUi TEPMiH 3a He UA/15420/01/02
10 kancyn B 6nicTepi; no Kenitan C.P.N. OHoBneHo iHopMaLlito BignosiaHo 4o peuenmom | nidnseae
3 abo 12 6nicTepiB y MeHemkmeH pedepeHTHOro nikapcbkoro 3acoby (Mnisek,
nadui 3 KapToHy T NimiTen TabneTku, BKpUTI NniBkoBot o60mnoHkoto no 100




[TpogoBxeHHs nogaTka 2

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHuUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpayitina npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs

Homep
peecmpauiliHo2o
noceid4yeHHs

MeaMYHOro 3acTOCYBaHHSI Nikapcbkoro 3acoby y
posginax "OcobnmBocTi 3acTocyBaHHs",
"3acTocyBaHHs y nepiog BariTHOCTi abo

rogyBaHHs rpyaar” (yTouHeHHs iHpopmalii),
"Cnoci6 3acTocyBaHHs Ta fo3un" Ta "MoGivHi
peakuii”.

MepioanyHiCTb NoAaHHA perynspHo
OHOBIOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO 0
[Mopsiaky 3dincHeHHs hapmakoHarnsgy,
3aTBEPAKEHOr0 Haka3om MiHicTepcTBa OXOPOHM
300poB’a Ykpainu Bif 27 rpyaHs 2006 poky Ne
898, 3apeectpoBaHoro B MiHicTepcTBi tocTuuii
Ykpainu 29 ciyna 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOpoHU
3a0poB'a YkpaiHu Big 26 sepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTPOKaMW,
3a3Ha4YeHVMU y NepioaNYHOCTI NOAaHHS
perynsipHux 3BiTiB 3 6e3neku.

10.

IMATIHIB-BICTA

kancynu no 400 wmr, no
10 kancyn B 6nicTepi; no
3 bnicTtepu y nayui 3
KapTOHY

MicTtpan
Kenitan
MeHemxkmeH
T JlimiTeq

AHrnis

CingaH ®apma
C.P.N.

PymyHis

nepepeecTpadis Ha HeOOMeXeHUIn TEPMIH
OHoBReHo iHhopMaLiio BignoBigHO A0
pedepeHTHOro nikapcbkoro 3acoby (nisexk,
TabneTkun, BKpUTI NNiBKOBOIO 060mnoHkoto no 100
Mmr abo 400 mr) Ta 3rigHo 3 6e3nekoro
OOMOMDKHUX PEYOBUH B iHCTPYKLIT ANs
MeOMYHOro 3aCTOCYBaHHSA NikapcbKoro 3acoby y
po3ginax "OcobnmneocTi 3acTocyBaHHA",
"3acTocyBaHHs y nepiog BariTHOCTi abo
rogyBaHHs rpyaar” (yTouHeHHs iHpopmalii),
"Cnocib 3actocyBaHHsi Ta fo3n" Ta "lNobiyHi
peakuii”.

MepioanyHicTb NoaaHHS perynspHo
OHOBIIOBAHOrO 3BiTy 3 6e3neku, BiANOBIAHO A0
Mopsiaky 3diNCHeHHs1 hapmakoHarnsgy,
3aTBEPKEHOr0 Haka3om MiHicTepcTBa OXOPOHM
300poB’a Ykpainu Big 27 rpyaHs 2006 poky Ne
898, 3apeecTtpoBaHoro B MiHicTepcTBi toCcTuLji
Ykpainu 29 ciyHa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOpOHU
3a0poB'a YkpaiHu Big 26 BepecHs 2016 poky Ne
996), cTaHOBWTB: 3riQHO 3i CTPOKaMK,
3a3HaYeHVMU y NepioaNYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.

3a
peuenmom

He
nidnsieae

UA/15420/01/01

11.

ICEHTPECC

TabneTku xyBanbHi No
100 wmr; no 60 TabneTok
XyBanbHUX y driakoHi;
no 1 dnakoHy B
KapTOHHiIl kopobuyi

Mepk Wapn i
Hoym IOEA
mM6X

LLisenuapi
P

BMPOGHMK
Hepo3dhacoBaHoi

npoaykuii: NateoH

dapmackioTikans
IHK., CLUA;
nepBUHHE Ta
BTOPVHHE

CLWA/
Hinepnangm

nepepeecTpadis Ha HeOOMeXeHUIn TEPMIH
OHoBneHo iHbopMaLiito B iHCTPYKLii Ans
MeANYHOro 3acTOCyBaHHS Nikapcbkoro 3acoby B
po3gini "OcobnmBocTi 3acTocyBaHHA" BiAMNOBIAHO
[0 MaTepianiB peecTpaLiiHOro AOChE.
MepiognyHiCTb NoAaHHA perynsipHo
OHOBIOBAHOrO 3BiTYy 3 6e3neku, BiANOBIAHO A0

3a
peuernmom

He
nionsieae

UA/9325/02/02




[TpogoBxeHHs nogaTka 2

Ne Haszea ®Popma sunycky 3aseHuK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eupobHUKa eidnycky | yeaHHs | peecmpauiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
nakyBaHHs, [03BinN Mopsaaky 3aifcHeHHs hapmakoHarnsgy,
Ha BUMYCK Cepii: 3aTBEPKEHOr0 Haka3om MiHicTepcTBa OXOPOHM
Mepk Lapn i 300poB’s Ykpainu Big 27 rpyaHst 2006 poky Ne
Hoym B.B., 898, 3apeectposaHoro B MiHicTepcTsi tocTuLii
Higepnanan Ykpainu 29 ciunsa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOpOHU
300poB'a Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3rigHO 3i CTPOKaMW,
3a3HayYeHVMK Y NepioANYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6Ge3neku.
12. | ICEHTPECC TabneTku xxyBarnbHi No Mepk Wapni | LWsenuapi BMPOGHMK CLIA/ nepepeecTpauis Ha HeobMexXxeHn TepMiH 3a He UA/9325/02/01
25 wmr; no 60 TabneTok Hoywm IOEA a Hepo3dacoBaHoI Higepnangu OHoBneHo iHopMaLito B iHCTPYKUii Ans peuenmom | nidnsizae
XyBarnbHUX Y cpriakoHi; mbX npoaykuii: MateoH MeAMNYHOro 3aCTOCyBaHHS NikapCbkoro 3acoby B
no 1 pnakoHy B dapmacbioTikans po3aini "OcobnmBOCTI 3acToCyBaHHS" BiANOBIAHO
KapTOHHiI kopooLi IHK., CLUA; [0 MaTepianis peecTpauinHoro 4OChe.
nepBuHHe Ta MepioanyHiCTb NoAaHHS perynspHo
BTOPUHHE OHOBIIOBAHOrO 3BiTy 3 6e3neku, BiANOBIAHO A0
nakyBaHHsi, JO3BIN [Mopsiaky 3dinCHeHHs hapmakoHarnsgy,
Ha BUMYCK Cepii: 3aTBEPAKEHOr0 Haka3om MiHicTepcTBa OXOPOHM
Mepk Wapn i 300poB’a Ykpainu Bif 27 rpyaHs 2006 poky Ne
Ooym B.B., 898, 3apeectpoBaHoro B MiHicTepcTBi tocTuuii
Hinepnanan Ykpainu 29 ciunsa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOpoHU
3a0poB'a YkpaiHu Big 26 sepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTPOKaMW,
3a3Ha4YeHNMKM Y NePiOJUYHOCTI NOAaHHS
perynsipHux 3BiTiB 3 6e3neku.
13. | KOJINOTPO®IH Kancynu BariHanbHi M’sKi AnBoreH Bonrapis BrpobHuuTBO ®paHuis nepepeecTpauis Ha HeobMexxeHu TEpMiH 3a He UA/3481/03/01
no 10 mr no 10 kancyn y dapma Hepo3adpacoBaHoI OHoBneHo iHopMaLlito B IHCTpyKUii Anst peuenmom | nidnseae
6nicTepi; no 1 6nictepy TpenguHr npoaykuii, ME[MYHOrOo 3aCTOCYBaHHs NikapcbKoro 3acoby y
B KapTOHHIN kopobui HOpon KOHTpOrb cepii: posginax "lMNpoTunoka3aHHs", "OcobnmsocTi
OTOB Kancyxenb 3acTocyBaHHs", "3acTocyBaHHs y nepiog
lMnoepwmens, BariTHocTi abo rogyBaHHs rpyaato" (YTOUHEHHS!
®paHuis; iHdpopmauii), " 3gaTHicTb BNNMBaTH Ha
MepBuHHa Ta LUBWAKICTb peakLii Mpy KepyBaHHi
BTOPUHHA aBTOTpaHcnopToM abo iHWMMKN MexaHismamu",

ynakoBKa, 403BinN
Ha BUNycK cepii:
JTadhanb
EngtocTpi,
®paHuis;
KoHTponb cepii
(TinbKK
MikpobionoriyHe
TECTYBaHHs):
KoHdpapma PpaHc,
PpaHuis

"Mepepno3syBaHHs", "MobiyHi peakuii” BianoBigHO
[0 MaTepianiB peecTpaLiiHOro AOCLE.
MepiognyHiCTb NoAaHHA perynsipHo
OHOBIOBAHOTO 3BiTy 3 6e3neku, BiANOBIAHO A0
Mopsaky 3aiicHeHHs hapmakoHarnsay,
3aTBepAKeHoro Hakasom MiHicTepcTBa OXOPOHU
3A0poB’a Ykpainu Bif 27 rpyaHs 2006 poky Ne
898, 3apeecTtpoBaHoro B MiHicTepcTsi tocTuuji
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepnakuii Hakasy MiHicTepcTBa OXOpPOHU
300poB'a YkpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBWTL: 3rigHO 3i CTPOKaMK,
3a3Ha4YEHNMKM Y NEPIOJNYHOCTI NOAAHHS




6 [TponoBxenHs nomarka 2
Ne Haszea ®Popma sunycky 3aseHuK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eupobHUKa eidnycky | yeaHHs | peecmpauiliHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
perynsipHux 3BiTiB 3 6Ge3neku.
14. | NEBEPET MIHI TabneTkn, BKpUTI 3eHTiBa, K.C. Yecbka KOHTPOSb SIKOCTI, Icnania nepepeecTpadis Ha HeobMeXxeHUIn TEPMIH 3a He UA/15001/01/01
NNiBKOBOK 0BOMOHKOH0, Pecnybnik BUPOBHMLTBO OHoBneHo iHbopMaLito B iHCTPYKLii Ans peuenmom | nidnsizae
0,10 mr/0,02 mr; no 21 a roToBOro MELMYHOro 3aCTOCYBaHHS! NikapCbKoro 3acoby y
Tabnetui B Gnictepi; no NPOAYKTY, po3aginax "lNpoTtunokasaHHs", "B3aaemogis 3
1, 3 abo no 6 Gnictepis nakyBaHHs, BUNYyCK iHLWIMMK nikapcbkumy 3acobamu Ta iHLWi Buan
B KapTOHHIIN kopobui cepii: B3aemogin", "OcobnmBocTi 3acTocyBaHHs",
JlabopaTtopioc "3actocyBaHHs y nepiog BariTHOCTi abo
JleoH dapwma, rofgyBaHHs rpyaarw”, "3aaTHicTe BNNMBaTh Ha
C.A., IcnaHis; LUBWAKICTb peakLii Mpy KepyBaHHI
MikpobionoriqHunia aBTOTpPaHCMOpPTOM abo iHWMMKN MexaHismamun',
KOHTPOIb: "Mepepno3yBaHHs", "MobiyHi peakuii” BignoBigHO
JTABOPATOPIO [0 OHOBIIEHOI iHdbopmalii 3 6e3neku aitoyoi
EYABAPHE, C.A., pPEeYOoBUHN.
IcnaHis; [MepioAnyHiCTb NOAaHHA perynspHo
anbTepHaTuBHa OHOBIIOBAHOrO 3BiTy 3 6e3neku, BiANOBIAHO A0
ninsiHka Mopsiaky 3aincHeHHs1 hapmakoHarnsagy,
BTOPWHHOIO 3aTBEpAKEHOro Hakasom MiHicTepcTBa OXOPOHM
napKyBaHHS: 300poB’a Ykpainu Bif 27 rpyaHs 2006 poky Ne
TOB MaHaHTian 898, 3apeectpoBaHoro B MiHicTepcTsi tocTuii
IHTerpa, IcnaHisa Ykpainu 29 ciyHsa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOpOHU
300poB'a YkpaiHu Big 26 BepecHs 2016 poky Ne
996), cTaHOBWTb: 3rigHO 3i CTPOKamK,
3a3Ha4YeHVMU y NepioaNYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku
15. | NIBPA® pO34uH Ans iHdy3ii, 42 MpuBaTtHe YkpaiHa MpuBaTtHe YkpaiHa nepepeecTpawis Ha HeobMeXeHU TEPMIH 3a He UA/15578/01/01
mr/mn no 100 mny akuioHepHe akuioHepHe MepiognyHiCTb NOAaHHSA perynsipHo peuenmom | nidnsizae
nnsawui, no 1 nnsawui y TOBapUCTBO TOBapuUCTBO OHOBIOBAHOrO 3BIiTy 3 6e3neku, BiANOBIAHO A0
navui "lHcpy3ia” "IHy3ia" Mopsiaky 3diNCHeHHs hapmakoHarnsgy,
3aTBEPKEHOr0 Haka3om MiHicTepcTBa OXOPOHM
3a0poB’a Ykpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTtpoBaHoro B MiHicTepcTBi toCcTuL;ji
Ykpainu 29 ciyHa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOpoHU
3a0poB'a YkpaiHu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTPOKaMW,
3a3Ha4YeHVMU y NepioaNYHOCTI NOAaHHS
perynsipHux 3BiTiB 3 6e3neku.
16. | MIOJIOKAPA PO34UH ANS iH eKuin, TOB YkpaiHa MpAT «Jlekxim- YkpaiHa nepepeecTpawis Ha HeobmexXeHu TepMiH 3a He UA/15151/01/01
100 mr/mn no 5 mn B "®APMACE XapkiB» OHoBneHo iHopMaLlito B iHCTPYKUiT Ans peuenmom | nidnseae
amnyni CKNsHin; no 5 s ME[IMYHOrO 3aCTOCYBaHHS nikapcbkoro 3acoby

amnyn y 6nictepi; no 2
6nictepu B nayui 3
KapToOHYy

BiAMOBIAHO 4O pedePeHTHOrO fikapCbKoro
3acoby (MingpoHat®, po3uuH ans iH'ekuiit, 0,5
r/5 mn) y po3aaini "Cnoci6 3acTocyBaHHs Ta
posn".

MepiognyHiCTb NoAaHHA perynsipHo
OHOBIOBAHOrO 3BIiTy 3 6e3neku, BiANOBIAHO 0
Mopsaky 3AiMcHeHHA dhapmakoHarnsgy,
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3aTBEPAKEHOr0 Haka3om MiHicTepcTBa OXOPOHM
300poB’a Ykpainu Big 27 rpyaHs 2006 poky Ne
898, 3apeecTtpoBaHoro B MiHicTepcTsi tocTuuji
Ykpainu 29 ciyna 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOpoHU
300poB'a Ykpaiu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3ri4HO 3i CTPOKaMW,
3a3Ha4YeHVMU y NepioanNYHOCTI NOAaHHS
perynsipHux 3BiTiB 3 6e3neku

17.

MOHTYNAP®

TabneTku, BKpUTI
NniBKOBOIO 0BOMNOHKOM0,
no 10 mr no 10 TabneTtok
y bnicTtepi; no 3
onictepn y KapTOHHIN
ynakoBLji

KYCYM
XENTXKEP
NBT NTA

IHaisa

KYCYM
XENTXKEP NBT
nTa

IHaisa

MepepeecTpalisi Ha HEOBMEXEHWIN TEPMIH
OHoBReHo iHhopMaLiio BignoBigHO A0
pedhepeHTHOro nikapcbKkoro 3acoby
(CUHIYTNIAP®, TabneTku, BKPUTI NMIBKOBOIO
obonoHkoto no 10 mr) Ta 3rigHo 3 6e3nekoto
OOMOMDKHUX PEYOBUH B iHCTPYKLIT ANs
MeOMYHOro 3aCTOCyBaHHSA NikapcbKoro 3acoby y
po3ainax "®apmMakornorivyHi BnactueocTi”,
"MokazaHHs" (yTOUHEHHS iHdopmaLii),
"OcobnusocTi 3acTocyBaHHA", "3acTocyBaHHS Yy
nepiog BariTHoCTi abo rogyBaHHs rpyaato”
(yTouHeHHs iHdopmaLii), "Cnocib 3acTocyBaHHs
Ta go3n", "[itn" (yTouHeHHs iHdopmaldii) Ta
"Mob6iuHi peakuii".
[MepioAnyHiCTb NoOAaHHA perynspHo
OHOBIIOBAHOrO 3BiTy 3 6e3neku, BiANOBIAHO A0
Mopsaky 3aificHeHHsA hapmakoHarnsgy,
3aTBepAKeHoro Hakasom MiHicTepcTBa OXOPOHM
300poB’a Ykpainu Bif 27 rpyaHs 2006 poky Ne
898, 3apeecTtpoBaHoro B MiHicTepcTsi tocTumuji
Ykpainu 29 ciyHsa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOpoHU
3A0poB'a Ykpainu Bia 26 BepecHs 2016 poky Ne
996), cTaHOBWTb: 3rigHO 3i CTPOKaMK,
3a3Ha4YeHNMU y NepioaNYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.

3a
peuenmom

He
nidnsieae

UA/15649/01/01

18.

ON®EH®-A®

TabneTku 3
mMoaundikoBaHNM
BUBINbHEHHAM 1o 200
mr, no 10 TabneTok y
6nicTepi; mo 1 abo no 3,
abo no 10 6nicTepiB y
KapTOHHI kopobui

TOB «TeBa
Ykpaina»

YkpaiHa

Kopes HOHanteq
®apm., IHk.

Pecnybnika
Kopes

nepepeecTpauis Ha HeobMeXeHU TEPMiH
OHoBneHo iHopMmaLito B IHCTpyKUii Ans
ME[NYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby y
posainax "®apmakonoriyHi Bnactusocti"
(monoBHeHHs iHdopmaLii), "lMpoTunokasaHHs",
"B3aemogis 3 iHWKMK nikapcbkuMn 3acobamm Ta
iHWIi BMAW B3aemogin", "OcobnmeocTi
3acTocyBaHHs", "3acTocyBaHHs y nepiof
BariTHocTi abo rogyBaHHS rpyaato" (YTOYHEHHS
iHcpopMmalii), "3gaTHiCTb BINUBATU Ha LWIBMAKICTb
peakuii npy KepyBaHHi aBToTpaHcnopTom abo
iHWKMK MexaHismamu”, "Cnocib 3acTocyBaHHs
Ta [03n"(YTOUHEHHs iHdopmaLii),
"Mepepo3syBaHHs", MNobiyHi peakuii" BianosigHO

3a
peuenmom

He
nidnseae

UA/15514/01/01
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[0 OHOBIEHOI iHhbopMmalLii pedepeHTHoro
nikapcbkoro 3acoby Aeptarn, TabneTku.
[MepioAnyHiCTb NOAaHHA perynspHo
OHOBIOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO 0
Mopsaaky 3aincHeHHs hapmakoHarnsgy,
3aTBepAKeHOro Hakasom MiHicTepcTBa OXOPOHMU
300poB’a Ykpainu Big 27 rpyaHs 2006 poky Ne
898, 3apeecTtpoBaHoro B MiHicTepcTBi toCcTuLii
Ykpainu 29 ciyHa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOpoHU
300poB'a YkpaiHu Big 26 BepecHs 2016 poky Ne
996), cTaHOBWTb: 3rigHO 3i CTPOKamK,
3a3Ha4YeHVMU y NepioanYHOCTI NOAaHHS
perynsipHux 3BiTiB 3 6e3neku.

19.

NPEHECA®

Tabnetku, no 2 mr no 10
TabneTtok y bnictepi; no
3 abo no 6, abo no 9
6nicTepiB B KApPTOHHiI
Kopobui

KPKA, a.4.,
Hoso mecto

CnoBeHis

KPKA, a.4a., Hoso
mecTto, CrioBeHist
(B1po6HMLTBO "in
bulk", nepsuHHe
Ta BTOPVHHE
nakyBaHHS,
KOHTpPOIb cepii Ta
BMNYCK cepii);
KPKA, a.a., Hoso
MecTto, CrioBeHisi
(koHTpOnb cepii)

CnoeeHis

MepepeecTpalis Ha HeOBMEXEHWI TePMIH
OHoBneHo iHopMmaLito B iIHCTPYKLii Ans
MeOMYHOro 3aCTOCyBaHHSA NikapcbKoro 3acoby
BiANOBIOHO 40 pedepEeHTHOro NikapcbKoro
3acoby (MPECTAPIYM®, TabneTtku, BKpUTI
NNiBKOBOK ODONOHKOK) y po3ainax
"MpoTunokasaHHs" Ta "MobiyvHi peakuii”.
MepioanyHicTb NoAaHHsS perynspHo
OHOBIOBAHOrO 3BiTy 3 6e3neku, BiANOBIAHO A0
[Mopsiaky 3dincHeHHs hapmakoHarnsgy,
3aTBEPKEHOr0 Haka3om MiHicTepcTBa OXOPOHM
300poB’a Ykpainu Big 27 rpyaHs 2006 poky Ne
898, 3apeecTtpoBaHoro B MiHicTepcTBi toCcTuLji
Ykpainu 29 ciyHa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOpOHU
3a0poB'a YkpaiHu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTPOKaMW,
3a3Ha4YeHNMKM Y NEPIOJUYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.

3a
peuenmom

He
nidnsieae

UA/5145/01/01

20.

NPEHECA®

Tabnetku, no 4 mr, no 10
Tabnetok y bnictepi; no
3 abo no 6, abo no 9
6nicTepiB B KAPTOHHIN
Kopobui

KPKA, a.4.,
Hoso mecto

CrnioBeHis

KPKA, a.a., Hoso
mecTo, CrnoBeHis
(BUpoBHULTBO "in
bulk", nepBuHHe
Ta BTOPWHHE
nakyBaHHs1,
KOHTpOrb cepii Ta
BUWMYCK cepii);
KPKA, a.4a., Hoso
MecTto, CrioBeHisi
(koHTpOnb cepii)

CnoBeHis

MepepeecTpalis Ha HEOOMEXEHMWI TEPMIH
OHoBneHo iHbopMaLlito B iIHCTPYKLii Ans
MeAMYHOro 3aCTOCyBaHHS NikapCbkoro 3acoby
BiAMOBIAHO A0 pedePeHTHOro MikapCbKoro
3acoby (MPECTAPIYM®, TabneTku, BKpUTI
nniBKoBOK 06OMOHKOK) y po3ainax
"MpoTtunokasaHHs" Ta "MobiyHi peakuii”.
MepioanyHicTb NogaHHs perynspHo
OHOBIOBAHOrO 3BIiTYy 3 6e3neku, BiANOBIAHO 0
Mopsaky 3aiicHeHHs hapmakoHarnsgy,
3aTBEpKEHOro Haka3om MiHicTepcTBa OXOPOHM
3p00poB’a Ykpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTtpoBaHoro B MiHicTepcTsi tocTumuji
Ykpainu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOpPOHU
300poB'a YkpaiHu Big 26 BepecHs 2016 poky Ne

3a
peuenmom

He
nidnsieae

UA/5145/01/02
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996), CTaHOBMUTL: 3ri4HO 3i CTpOKaMW,
3a3Ha4YeHVMM y NepioanNYHOCTI NOAaHHS
perynsipHux 3BiTiB 3 6e3neku.

21.

NPOMOLIE®®

MOPOLLIOK AJ151 PO34UHY
ans iHekyinno 1,0ry
cnakoHi, no 1 abo 5
(hnakoHiB 3 NOPOLLKOM Y
navuj

MpusatHe
aKuioHepHe
TOBapUCTBO

"TNekxim-
Xapkis"

YkpaiHa

MpuBatHe
aKuioHepHe
TOBapUCTBO

"Nekxim-XapkiB",
YkpaiHa
(BMPOOHMLTBO i3
dopmu in bulk
dipmMun-BUpOBHMKa
Ksiny
PapmaueyTikan
Ko., NNTa., Kutan)

Ykpaina

MepepeecTpalisi Ha HEOBMEXEHUIN TEPMiH
OHoBneHo iHbopMaLito B iHCTPYKLii Ans
MELNYHOro 3aCTOCYBaHHs nikapcbKoro 3acoby
BiAMNOBIAHO 40 pedepPEeHTHOro MikapCbKoro
3acoby (ROCEPHIN® 1g Powder for Solution for
Injection) y po3ginax "®apmakonoriyHi
BnacTtueocTi", "MNokasaHHs" (yTOYHEHHS
iHdopmauii), "OcobnmBocTi 3acTocyBaHHSA",
"Cnoci6 3actocyBaHHs Ta fo3un" Ta "MNobivHi
peakuiji”.

MepioanyHiCTb NoAaHHS perynspHo
OHOBIOBAHOrO 3BIiTy 3 6e3neku, BiANOBIgHO 0
Mopsaky 3aifcHeHHsA hapmakoHarnsgy,
3aTBEPAKEHOr0 Haka3om MiHicTepcTBa OXOPOHM
300poB’a Ykpainu Big 27 rpyaHst 2006 poky Ne
898, 3apeecTtpoBaHoro B MiHicTepcTBi toCcTumuji
Ykpainu 29 ciyna 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOpPOHU
300poB'a YkpaiHu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3ri4HO 3i CTPOKaMW,
3a3Ha4YeHNMU y NEPIOANYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.

3a
peuernmom

He
nidnsieae

UA/15379/01/01

22.

PECIMUKC®

TabneTku, BKpUTI
NniBKOBOK 0BOMOHKO0,
no 10 Tabnetok y
6nicTepi, no 1 abo 2,
abo 4 6nictepu y nayui 3
KapToHY

OpraHocuH
Nand
CaeHcuns
MeT. 1o,

IHaia

EBepTomKkeH
Naiid CaeHcus
Jlimiten

IHgia

nepepeecTpawis Ha HeobMexXeHU TEPMiH
OHoBneHo iHopMaLlito B iHCTPYKUii Ans
MEeOUYHOro 3aCTOCyBaHHS NikapcbKoro 3acoby B
posginax "lMNMokasaHHs" (yTOUHEHHs iHdopmaLii),
"MpoTunokasaHHs", "B3aemogisa 3 iHWMmn
nikapcbknuMmu 3acobamu Ta iHWi Buan
B3aemogin", "OcobnmBocTi 3acTocyBaHHs",
"Mepepno3yBanHs", "MobiyHi peakuii” BignoBigHO
[0 MaTepianis peecTpaLinHOro AOCLE.
MepioanyHicTb NoAaHHsS perynspHo
OHOBOBAHOrO 3BIiTy 3 6e3neku, BiANOBIAHO 0
Mopsaaky 3aificHeHHs hapmakoHarnsgy,
3aTBEepKEHOro Haka3om MiHicTepcTBa OXOPOHM
3p00poB’a Ykpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTtpoBaHoro B MiHicTepcTsi tocTumuji
Ykpainn 29 ciuna 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOpPOHU
3a0poB'a Ykpaiu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBWTB: 3riQHO 3i CTPOKamW,
3a3HayYeHVMK y NepioANYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neku.

be3
peuenma

nidnsieae

UA/15549/01/01

23.

PECIMUKC®

TabneTku, BKPUTI
NniBKOBOK 0BOOHKOM,
in bulk Ne 10000 y

OpraHocuH
Naind
CaeHcus

IHaisa

EBepTomKkeH
Naiid CaeHcus
Nimiten

IHAina

nepepeecTpaLis Ha HeobMeXeHU TEPMiH
[MepiognyHiCTb NoAaHHA perynsipHo
OHOBIOBAHOrO 3BiTYy 3 6e3neku, BiANOBIAHO A0

He
nidnsieae

UA/15550/01/01
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naketax

Met. N14.

Mopsaaky 3aifcHeHHs hapmakoHarnsgy,
3aTBEPKEHOr0 Haka3om MiHicTepcTBa OXOPOHM
300poB’s Ykpainu Big 27 rpyaHs 2006 poky Ne
898, 3apeectpoBaHoro B MiHicTepcTsi tocTuLji
Ykpainu 29 ciyna 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOpOHU
300poB'a Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3rigHO 3i CTPOKaMW,
3a3Ha4YeHMU y NePioANYHOCTI NOAaHHS
perynsipHux 3BiTiB 3 Ge3neku.

24.

PO3APT

TabneTkn, BKpUTI
nniBkoBO 0BONOHKOIO,
no 5 mr, no 10 Tabnetok
y bricTtepi; no 3 abo 9
GnicTepiB y kopobui

TOB «TeBa
YkpaiHa»

YkpaiHa

Akrasic 1T[

ManbTa

nepepeecTtpadis Ha HeOOMEXeHWIN TEPMIH
OHoBneHo iHopMaLito B iHCTPYKUiT Ans
MeOMYHOro 3aCTOCyBaHHSA NikapcbKoro 3acoby y
posginax "lMpoTunokasaHHs", "Baaemopis 3
iHWMMM nikapcbkumm 3acobamu Ta iHWi Buan
B3aemogin", "OcobnueocTi 3acTocyBaHHA",
"3acTocyBaHHs y nepioa BariTHOCTi abo
rogyBaHHs rpyaat” BignoBigHO 40 OHOBMEHOI
iHcpopmalii 3 6e3nekn Ajroyoi peyoBUHN.
MepioanyHiCTb NoAaHHS perynspHo
OHOBIOBAHOrO 3BIiTy 3 6e3neku, BiANOBIgHO 0
Mopsaky 3aifcHeHHsa hapmakoHarnsgy,
3aTBEPAKEHOr0 Haka3om MiHicTepcTBa OXOPOHM
300poB’a Ykpainu Big 27 rpyaHs 2006 poky Ne
898, 3apeecTtpoBaHoro B MiHicTepcTBi toCTULji
Ykpainu 29 ciyHa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOpPOHU
3A0poB'a Ykpaiu Bia 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTPOKaMW,
3a3Ha4YeHVMU y NEPIOANYHOCTI NOAaHHS
perynsipHux 3BiTiB 3 6e3neku.

3a
peuernmom

He
nidnsieae

UA/11647/01/01

25.

PO3APT

TabneTku, BKpUTI
NniBKOBOK 0BGOMOHKOLO,
no 10 mr, no 10
Tabnetok y bnictepi; no
3 abo 9 bnicTepiB y
Kopobui

TOB «TeBa
YkpaiHa»

YkpaiHa

AxTtasic 1T

ManbTa

nepepeecTpauis Ha HeobMeXeHU TEPMiH
OHoBneHo iHopMaLlito B iIHCTPYKLiT Ans
MeOMYHOro 3aCTOCYBaHHSA NikapcbKoro 3acoby y
posginax "lMpoTunokasaHHs", "B3aemopis 3
iHWMMK nikapcbkuMy 3acobamu Ta iHLWi Buam
B3aemogin", "OcobnueocTi 3acTocyBaHHA",
"3acTocyBaHHS y nepiog BariTHOCTi abo
rogyBaHHs rpyaat” BignoBigHO 40 OHOBMEHOT
iHcpopmaLii 3 6e3nekn Ajroyoi peyoBUHM.
MepioanyHicTb NogaHHs perynspHo
OHOBIOBAHOrO 3BIiTYy 3 6e3neku, BiANOBIAHO 0
Mopsaky 3piicHeHHs hapmakoHarnsgy,
3aTBEpKEHOro Haka3om MiHicTepcTBa OXOPOHM
3p00poB’a Ykpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTtpoBaHoro B MiHicTepcTBi tocTuLji
Ykpainu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOpPOHU
300poB'a Ykpainu Big 26 BepecHs 2016 poky Ne

3a
peuernmom

He
nidnsieae

UA/11647/01/02
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996), CTaHOBMUTL: 3ri4HO 3i CTpOKaMW,
3a3Ha4YeHVMM y NepioanNYHOCTI NOAaHHS
perynsipHux 3BiTiB 3 6e3neku.

26.

PO3APT

TabneTku, BKpUTI
NniBKOBOI 06OMOHKO,
20 mr, no 10 TabneTok y
6nicTtepi; no 3 abo 9
GnicTtepiB y kopobui

TOB «TeBa
YkpaiHa»

YkpaiHa

Aktasic T[]

ManbTa

nepepeecTpaLis Ha HeobMeXeHUI TEPMIH
OHoBneHo iHbopMaLito B iIHCTPYKUiT Ans
MELMYHOro 3aCTOCYBaHHs NikapcbKoro 3acoby y
posginax "lMpoTunokasaHHs", "B3aemopgis 3
iHWMMM nikapcbkumm 3acobamu Ta iHLWi BUan
B3aemogin", "OcobnmBocTi 3acTocyBaHHSA",
"3acTocyBaHHs y nepiog BariTHOCTi abo
rogyBaHHs rpyaa” BiAnoBigHO 4O OHOBEHOT
iHdbopMalii 3 6e3nekun gjt4oi pevyoBMHN.
MepioanyHiCTb NoAaHHS perynspHo
OHOBIIOBAHOrO 3BiTy 3 6e3neku, BiANOBIAHO A0
[Mopsiaky 3dinCHeHHs hapmakoHarnsgy,
3aTBEPAKEHOr0 Haka3om MiHicTepcTBa OXOPOHM
300poB’a Ykpainu Bif 27 rpyaHs 2006 poky Ne
898, 3apeectpoBaHoro B MiHicTepcTBi tocTuuii
Ykpainu 29 ciyna 2007 poky 3a Ne 73/13340 (y
pepakuii Haka3y MiHicTepcTBa OXOpoHU
3a40poB'a YkpaiHu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTPOKaMW,
3a3Ha4YeHVMU y NepioaNYHOCTI NOAaHHS
perynsipHux 3BiTiB 3 6e3neku.

3a
peuernmom

He
nidnsieae

UA/11647/01/03

27.

PO3APT

TabneTkun, BKpUTI
nniBkOBOK 0BONOHKOIO,
no 40 mr, no 10
Tabnetok y bnictepi; no
3 abo 9 bnicTepiB y
kopooui

TOB «TeBa
YkpaiHa»

YkpaiHa

Aktasic 1T

ManbTa

nepepeecTpadis Ha HeOOMeXeHUIn TEPMIH
OHoBneHo iHopMaLlito B iHCTPYKUii Ans
MeAMYHOro 3acTOCyBaHHS Nikapcbkoro 3acoby y
posginax "lMpoTunokasaHHs", "B3aemopis 3
iHWKMMK nikapcbkumy 3acobamu Ta iHLWi Buam
B3aemogin", "OcobnmBocTi 3acTocyBaHHs",
"3acTocyBaHHs y nepioa BariTHOCTi abo
rogyBaHHs rpyaat” BignoBigHO 40 OHOBMEHOT
iHcpopMmalii 3 6e3nekn Ajtoyoi peHoBUHM.
MepioanyHicTb NoaaHHS perynspHo
OHOBIIOBAHOrO 3BiTy 3 6e3neku, BiANOBIAHO A0
Mopsiaky 3diNCHeHHs1 hapmakoHarnsgy,
3aTBEPKEHOr0 Haka3om MiHicTepcTBa OXOPOHM
300poB’a Ykpainu Bif 27 rpyaHs 2006 poky Ne
898, 3apeectpoBaHoro B MiHicTepcTsi toCcTuuji
Ykpainn 29 ciuna 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOpOHU
3a0poB'a YkpaiHu Big 26 BepecHs 2016 poky Ne
996), cTaHOBWTB: 3riQHO 3i CTPOKamK,
3a3Ha4YeHVMU y NepioaNYHOCTI NOAaHHS
perynsipHux 3BiTiB 3 6e3neku.

3a
peuernmom

He
nidnsieae

UA/11647/01/04

28.

CONNAQEIH

TabneTkn po3ymnHHI no 2
TabneTku y cTpuni; no 6
CTPUMIB Y KapPTOHHIW
Kopobui

nakcoCmit
KnsaiH
KoHcblomep
Xernckep

Benuka
BpuTaHis

makcoCmiTKnanH
OaHrapsaH
Timiten

IpnaHais

nepepeecTpadis Ha HeoOOMeXeHUIn TEPMIH
OHoBneHo iHopMaLlito B iHCTPYKUiT Ans
MEAMYHOro 3aCTOCyBaHHsI NikapCbKoro 3acoby B
posginax "®apmakoTepaneBTuyHa rpyna. Kog

3a
peuernmom

He
nidnsieae

UA/4740/01/01
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IIponoBxeHHs gonarka 2

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHuUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpayitina npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs

Homep
peecmpauiliHo2o
noceid4yeHHs

(FOK)
Tpengixr
Jimiteq

ATX" (peparyBaHHsi TekcTy 6e3 3MiHu koay
ATX), "MNokasaHHs" (yTOuHEHHS iHdopmalLlii),
"MpoTunokasaHHs", "B3aaemogisa 3 iHWumMmn
nikapcbkMK 3acobamu Ta iHLWi BUan
B3aemogin", "OcobnmBocTi 3acTocyBaHHs",
"Mepepno3yBanHa", "MobiyuHi peakuii” BignoBigHO
[0 maTepianis peecTpaLinHOro AOCLE.
MepioanyHiCTb NoAaHHA perynspHo
OHOBOBAHOrO 3BIiTy 3 6e3neku, BiANOBIAHO A0
Mopsaaky 3aincHeHHs hapmakoHarnsgy,
3aTBEPAKEHOr0 Haka3om MiHicTepcTBa OXOPOHM
300poB’a Ykpainu Big 27 rpyaHs 2006 poky Ne
898, 3apeecTtpoBaHoro B MiHicTepcTBi tocTumuji
Ykpainu 29 ciyna 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOpPOHU
300poB'a Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3ri4HO 3i CTPOKaMW,
3a3Ha4YeHVMU y NEPIOANYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.

29.

TAHTYM
BEPLOE®

NbOASHUKU 3 M'ATHUM
cmakom no 3 mr; no 10
NbOASHUKIB y CTiKy; Nno 2
abo 3 cTikv B KapTOHHIN
navuj

AsieHge
Kimike
PiyHite
ArxeniHi
dpaHyecko
AKP.A.®.
C.n.A.

ITanis

BignoeiganbHuii
3a BMPOGHULTBO
Hepo3dhacoBaHoi
npoaykuii,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs: JILL
Arl, Wsenuapis;
BionoeiganbHuii
3a NOBHUIN LUK:
Mn'eP oABP
MEOIKAMAH
NMPOAKOKCBLOH,
®paHuis;
BionosiganbHuii
32 BTOPUHHE
nakyBaHHs1,
KOHTPOMb SKOCTI
Ta BUMYCK cepii:
AsieHge Kimike
PiyHiTe AnxeniHi
dpaHyecko
AKP.A®.CnA,
ITanis;
BionoeiganbHuii
3a NepBUHHE Ta
BTOPUHHE
nakyBaHHs: MN'€EP
DABP
MEOIKAMAH

LLiBeviuapis/
DdpaHuis/
ITanis

nepepeecTpadis Ha HeOOMeXeHUIN TEPMIH
[MepioAnyHiCTb NOAaHHA perynspHo
OHOBIIOBAHOIO 3BiTy 3 6e3neku, BiaNoBiaHO OO
Mopsaky 3aifcHeHHs hapmakoHarnsgy,
3aTBepAKeHOro Hakasom MiHicTepcTBa OXOPOHMU
300poB’a Ykpainu Bif 27 rpyaHs 2006 poky Ne
898, 3apeecTtpoBaHoro B MiHicTepcTsi tocTuuji
Ykpainu 29 ciyHsa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOpoHU
3A0poB'a Ykpainu Bia 26 BepecHs 2016 poky Ne
996), cTaHOBWTB: 3rigHO 3i CTPOKamK,
3a3Ha4YeHNMKY Y NePIOJUYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.

be3
peuenma

Midnsizae

UA/3920/03/01
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IIponoBxeHHs gonarka 2

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHuUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpayitina npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs

Homep
peecmpauiliHo2o
noceid4yeHHs

NMPOOKOKCBHOH,
PpaHuis

30.

TEHO®OBIPY
ansonpokcuny
DYMAPAT

TabneTkn, BKpUTI
nniBKOBO 0BOSOHKOIO,
no 300 mr, no 30
TabneTok y KOHTeNHepi;
no 1 KOHTEeNHepy y
KapTOHHiI kopooLi

[eTepo
Na63
Jimiteq

IHgia

[eTepo Nab3
Tlimiten

IHgia

nepepeecTpadis Ha HeobMeXxeHUn TEPMIH.
OHoBneHo iHbopMaLito B iIHCTPYKLiT Ans
MELMYHOro 3aCTOCYBaHHs NikapcbKoro 3acoby y
po3aginax: "B3aemogis 3 iHWUMK nikapCbKUMmn
3acobamu Ta iHWi BMan B3aemogiit",
"OcobnusocTi 3actocyBaHHs", "lMobiuHi peakuii”
BignoBigHo o iHbopMaLii LWogo MegnuyHoro
3acTocyBaHHS pedepPeHTHOro fikapCbKoro
3acoby (BIPEAO®, TabneTku, BKpUTI NITiBKOBOKO
o6onoHKo
no 300 wr).

MepioanyHiCTb NoAaHHS perynspHo
OHOBIOBAHOrO 3BIiTy 3 6e3neku, BiANOBIgHO 0
Mopsaky 3aifcHeHHsA hapmakoHarnsgy,
3aTBEPKEHOr0 Haka3om MiHicTepcTBa OXOPOHM
300poB’a Ykpainu Big 27 rpyaHs 2006 poky Ne
898, 3apeecTtpoBaHoro B MiHicTepcTBi toCcTumuji
Ykpainu 29 ciyna 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOpPOHU
300poB'a YkpaiHu Big 26 BepecHs 2016 poky Ne
996), CTaHOBMTL: 3riAHO 3i CTpOKamu,
3a3Ha4YeHVMU y NEPIOANYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.

3a
peuenmom

He
nidnsieae

UA/15263/01/01

31.

TOBPEKC® 2X

Kpanni o4Hi, 3 mr/mn no
5 mMn y dpnakoHi-
KpanenbHuui "Opon-
TeliHep®"; no 1
dnakoHy-kpanenbHuLi y
KopobLi 3 KapTOHY

Hosapric
dapma Al

LLsenuapi
a

AnkoH Kysi, C.A,,
Icnanis
abo
AnkoH-KyBspbop,
Benbris

Icnanis/
Benbrisa

nepepeecTpawis Ha HeobMexXeHU TEPMiH
OHoBneHo iHopMaLlito B iHCTPYKUii Ans
MEeOUYHOro 3aCTOCyBaHHS NikapcbKoro 3acoby B
posginax "®apmakoTepaneBTuyHa rpyna. Kog
ATX" (peparyBaHHsi TekcTy 6e3 3MiHu kogy
ATX), "OcobnuBocTi 3actocyBaHHs", "I10BiYHi
peakuii” BignoBsigHoO Ao maTtepianis
peecTpaLuinHOro AoChE.
MepioanyHicTb NoaaHHS perynspHo
OHOBIIOBAHOrO 3BiTy 3 6e3neku, BiANOBIAHO A0
Mopsiaky 3diNCHeHHs1 hapmakoHarnsgy,
3aTBEPKEHOro Haka3om MiHicTepcTBa OXOPOHM
300poB’a Ykpainu Bif 27 rpyaHs 2006 poky Ne
898, 3apeectpoBaHoro B MiHicTepcTsi tocTuuji
Ykpainn 29 ciuna 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOpOHU
3a0poB'a YkpaiHu Big 26 BepecHs 2016 poky Ne
996), cTaHOBWTB: 3riQHO 3i CTPOKaMK,
3a3Ha4YeHVMU y NepioaNYHOCTI NOAaHHS
perynsipHux 3BiTiB 3 6e3neku.

3a
peuernmom

He
nidnsieae

UA/5438/01/01

32.

TPAHEKCAMOB
A KACNOTA

KpucTaniyHuin nopoLuoK
(cybeTaHuis) y
noaBsivHNX
nonieTMIeHoBmX

MpAT
"TNekxim-
Xapkis"

YkpaiHa

XyHaH [JoHrTiHr
dapmachbtoTikan
Ko., lTa.

Kutan

nepepeecTpadis Ha HeoOOMeXeHUIn TEPMIH

He
nidnsieae

UA/15830/01/01
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IIponoBxeHHs gonarka 2

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHuUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpayitina npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs

Homep
peecmpauiliHo2o
noceid4yeHHs

naketax ans
hapmaLeBTU4HOro
3acToCyBaHHs!

33.

LIMCMNATUHA
AKKOPO

KOHLeHTpaT Ans
pO3uunHy Anst iHdys3in, 1
mr/mn no 10 mn, no 25
mn, no 50 mn, no 100 mn
y donakoHi; no 1
NakoHy y KapTOHHIN
kopobuLi

Akkopg
Xernckea
Jtg

Benwuka
BpuTtaHia

Bupo6HMuTBO
['N13, nepBuHHE Ta
BTOPUHHE
nakyBaHHS,
KOHTPOMb SIKOCTI
cepii: IHTac
dapmacbioTikan3a
Nimitea, IHais;
(anbTepHaTUBHUIA
BMPOGHUK): IHTac
dapmacbioTikana
Nimiten, IHAis;
BTopuHHe
nakyBaHHS:
Akkopa Xenckea
JlimiTen, Benuka
BpuTaHis;
BignosiganbHui
3a BUMYCK cepii:
Akkopp Xenckea
Nimiten, Benuka
BpuTaHis;
KOHTPOMb SKOCTI
cepint:
AcTpoH Pe3bopy
JimiTen, Benuka
BpuTaHis;
KOHTPOMb SKOCTI
cepin: ®apmagokc
Xenckea Jlta.,
ManbTa; KOHTpOnb
AKOCTi cepil:
dapmasanig I17a.
MikpobionoriuHa
naboparopis,
YropwuHa

IHgis/
Benuka
BpwuTaHis/
ManbTa/
YropwwmHa

nepepeecTpaLis Ha HeobMeXeHUI TEPMIH
[MepioAnyHiCTb NOAaHHA perynspHo
OHOBOBAHOrO 3BIiTy 3 6e3neku, BiANOBIAHO A0
Mopsaaky 3aincHeHHs hapmakoHarnsgy,
3aTBepAKeHOro Hakasom MiHicTepcTBa OXOPOHMU
300poB’s Ykpainu Big 27 rpyaHs 2006 poky Ne
898, 3apeectpoBaHoro B MiHicTepcTsi tocTumuji
Ykpainu 29 ciyna 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOpPOHU
300poB'a Ykpaiu Big 26 BepecHs 2016 poky Ne
996), CTaHOBMTL: 3riAHO 3i CTPOKaMW,
3a3Ha4YeHVMU y NEPIOANYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.

3a
peuernmom

He
nidnsieae

UA/15240/01/01

34.

LIIAHOKOBANAM
IH

MOPOLLIOK (CyBCTaHUist) B
antoMmiHieBnx 6aHkax
ans dapmaueBTUYHOro
3aCTOCYBaHHS

CaHodi Ximi

®paHuis

CaHodi Ximi

®paHuis

nepepeecTpadis Ha HeOOMeXeHUIn TEPMIH

He
nionsieae

UA/15783/01/01

FeHepanbHUK AnpeKTop
OupekTopaTy thapmaueBTUYHOro 3abesneyvyeHHs

Onekcangp KOMAPIOA




