NMEPENIK
NEPEPEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEAUYHUX IMYHOBIOJOIN4YHUX NPEMAPATIB), AKI
BHOCATLCA 0O AEPXABHOI'O PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHU

DopaTtok 2

bo Haka3y MiHicTtepcTBa OXOpOHM
3popoB’s YkpaiHu «lpo gepxaBHy
peecTpadilo (nepepeecTpalito)
nikapcbKnx 3acobiB (Megu4HNX
iMyHobGionoriyHux npenapariB) Ta
BHECEeHHS 3MiH [0 peecTpauinHuX
MaTepianis»

Big 03 nuctonaga 2021 poky Ne 2405

Ne

Haszea

3asisHUK

®Popma sunycky Kpaina Bupo6bHuk Kpaina Peecmpauyitina npouyedypa Ymosu Peknam Homep
n/ JlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHuKa eionycky | yeaHHsi | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
1. AJIEPTOKOPT ma3sb, 1 mr/r,no 151 ToBapucTBo 3 YkpaiHa BCi cTagii BUpobHMuTBa, YkpaiHa nepepeecTtpauis Ha HeobMexeHn TepMiH 3a He UA/16036/01/01
y Ty6i; no 1 Ty6i y obmexeHoto KOHTPOSb SIKOCTI, BUNYCK 3MiHM BHeCeHO A0 iHCTPYKUii Ans MeauyHoro | peuernmom | nidnseae
KopobLi 3 KapTOHY BignosiganbHi cepii: ToBapucTBo 3 3acTocyBaHHS NikapcbKoro 3acoby y po3ain
CTHO 0BMexeHo "®apmakoTepaneBTnyHa rpyna” (yTOMHeHHs
"®apmaueBTu BianoBiganbHicTO HasBu) , "OcobnuBoCTi 3aCcToCyBaHHS",
YHa KoMMaHis "®apmMaueBTUYHa "3acTocyBaHHs y nepiog BariTHOCTi abo
"3popos's" KoMnaHisi "3gopos'a”, rogyBaHHs rpyaar”, "MobivHi peakuii” 3rigHo 3
YkpaiHa; Bci ctagii iHdbopMmaLieto Woao MeaNYHOro 3aCTOCYBaHHS
BMPOOHMLTBA, BUMYCK pedepeHTHOro nikapcbkoro 3acoby
cepii: ToBapucTBo 3 (dTopokopT®, masb, 1 Mr/r).
obmexeHoto MepioAnyHiCTb NOAaHHA perynspHo
BiANoOBiganbHICTIO OHOBIOBAHOrO 3BIiTy 3 6e3neku, BiANOBIgHO 40
"®apmaueBTuiHa Mopsaaky 3aiicHeHHs dapmakoHarnsay,
KomnaHisi "3gopos'a”, 3aTBepAxeHoro Hakasom MiHictepcTea
YkpaiHa; KOHTpOnb OXOPOHW 340POB’A YKpaiHu Big 27 rpyaHs
SIKOCTi: TOBapuCTBO 3 2006 poky Ne 898, 3apeecTpoBaHOro B
obmexeHoto MiHicTepcTsi tocTuuii Ykpainu 29 ciunsa 2007
BignoBiganbHiCcTO poky 3a Ne 73/13340 (y pegakuii Hakasy
"®APMEKC IPyri", MiHicTepcTBa oxopoHu 340poB'a YkpaiHu Bif
YkpaiHa 26 BepecHs1 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTpOKaMM, 3a3HavYeHNMU y
nepioANYHOCTI MOAaHHSA PerynsapHuX 3BiTiB 3
Gesneku.
2. BNnoripP-3 TabneTtku, Wo Benyno, niku XopsarTis Bupo6Huk rotoBoro peuis/ nepepeecTtpadisi Ha HeOBMeXeHUIA TEPMIH be3 nionseae UA/15359/01/01
OucnepryTbes B Ta KOCMeTUKa, nikapcbkoro 3acoby, Xopsgarisi OHOBMEHo iHhopMaLito B iHCTPYKLUii aAnst peuenma
POTOBI MOPOXHUHI, a.a. NepBUHHE MaKyBaHHS: MeaMYHOro 3acTOoCyBaHHSI NikapCbkoro 3acoby
no 5 mr; no 10 DxeHedpapm CA, y posginax: "®apmakonorivHi BnactusocTi",
Tabnetok y 6nictepi; peuist; BropuHHe "MokasaHHs", "B3aemMogis 3 iHwummn
no 1 abono 3 nakyBaHHs, nikapcbknMun 3acobamu Ta iHLWi Buan
Gnictepn y BignoBiganbHUN 3a B3aemogin", "OcobnmBocTi 3acTocyBaHHs",
KapTOHHIN nayui BMNyck cepii: benyno, "3QaTHiCTb BNNMBATU Ha LWBMAKICTb peakuii
nikn Ta kocmeTwuKa, A.4., npy KepyBaHHi aBTOTpaHCNOPTOM abo iHLWMMK
XopsarTist mexaHismamu", "Cnoci6 3acTocyBaHHs Ta
po3n", "Oitn" (iHdopmauis 3 6e3nekn),




IIponoBxeHHs gonarka 2

Ne Haszea ®Popma sunycky 3asieHuUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eUPOb6HUKa eidnycky | yeaHHs1 | peecmpauiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
"Mobiuni peakuii" BignosiaHo go iHdopmauii
OO0 MEANYHOrO 3aCTOCYBaHHS
pedepeHTHOro nikapcbkoro 3acoby (Aerius® 5
mg orodispersible tablets, He 3apeecTpoBaHuii
B YKkpaiHi).
[MepioAnyHiCTb NoOAaHHA perynspHo
OHOBIOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
Mopsaaky 3aiicHeHHs dapmakoHarnsay,
3aTBepAXeHoro Hakasom MiHicTepcTBa
OXOPOHU 300POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuii Ykpainn 29 ciyua 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa oxopoHu 340poB'a YkpaiHu Bif
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rigHO 3i CTPOKaMW, 3a3Ha4YeHnMm y
nepioANYHOCTI MOAAaHHSA PErynsapHuX 3BiTiB 3
6e3nekw.
3. FO3EPENIH imnnaHTaTt no 3,6 wr, 3eHTiBa, K.C. Yecbka BUpPoOHMLTBO "in bulk”, HimeyunHa nepepeecrtpauis Ha HeobMexXeHn TepMiH 3a He UA/15570/01/01
3EHTIBA no 1 iMnnanTaty y Pecnybnik nepBvHHE Ta BTOPUHHE B iHCTpYyKUii ANA Mean4HOro 3acTocyBaHHs peuyennmom | nidnseae
wnpuuy-annikatopi a nakyBaHHsi, KOHTPOIb nikapcbkoro 3acoby Anst Ao3yBaHHs 3,6 Mr
(wnpwvy-annikatop cepil, Bignosiaae 3a OHOBIEHO iHdopMmaLilo y posginax
ckragaeTbcs 3 Bunyck cepii: AMB "®apmakornoriyHi BnacTueocTi",
nonimMepHoro 'M6X, HimeuyumnHa; "MpoTunokasaHHs", "OcobnuneocTi
Koprnycy 3 Tpumavem MikpobionoriyHe 3acTocyBaHHA", "3acTocyBaHHSA y nepiog,
Ans imnnadTary, TecTyBaHHsA: €BpodiHC BariTHocTi abo rogyBaHHS rpyaato”, "3aaTHicTb
ronku Ta nopLuHsl); Bio®apma lMpogaxTt BMMMBATU Ha LWBMAKICTb peakuii Npu KepyBaHHi
no 1 wnpwvuy B TecTiHr MioHxeH 'mM6X, aBTOTpPaHCNOPTOM abo iHWKMKU MexaHiamamn",
nakeTuky; no 1 abo HimeyuumHa; "Cnocib 3acTocyBaHHs Ta fo3un",
3 nakeTukn y cTepunisauis: CuHepaxi "OiTn"(yTouHeHHs1), "Mepeno3yBaHHs",
KapTOHHIN navi Xeanc Annepcxay3eH "Mo6iyHi peakuii" BianoBiaHO Jo iHopmaLii
'M6X, HimeuuunHa; pedepeHTHOro fnikapcbkoro 3acoby
cTepunisadis, (Bonapekc).
MikpobionoriyHe MepioanyHiCTb NoAaHHs perynspHo
TeCTyBaHH4A: OHOBJIIOBAHOIO 3BTy 3 6e3neku, BiANoBiaHO OO
BB® Mopsaky 3aincHeHHs dpapmakoHarnsagy,
CrepinizenHcepsi3 3aTBepKEeHOro Hakasom MiHicTepcTea
'm6X, HimewunHa OXOPOHU 300POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTsi tocTuuii Ykpainum 29 ciuns 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa OXOpPOHM 300POB's YKpaiHu Big
26 BepecHsa 2016 poky Ne 996), cTaHOBUTb:
3rigHO 3i CTPOKamu, 3a3Ha4YeHnMmn y
nepiognYHOCTI NoAaHHA perynsipHUX 3BiTiB 3
6esneku.
4. FO3EPENIH imnnanTaT no 10,8 3eHTiBa, K.C. Yecbka BUPOGHMLTBO "in bulk”, HimeyunHa nepepeecTpauis Ha HeobMexeHn TepMiH 3a He UA/15570/01/02
3EHTIBA Mr no 1 imnnaHTary Pecnybnik | nepBuHHE Ta BTOPUHHE B iHCTPYKUiT ANs MeanYHOro 3acTocyBaHHs peuenmom | nidnseae
y Linpuuy- a nakyBaHHs!, KOHTPOIb nikapcbKkoro 3acoby ans gosysaHHs 10,8 mr




IIponoBxeHHs gonarka 2

obornoHkoto, no 10
Mmr no 10 TabneTok y
6nictepi; no 1, 3 abo
6 6nicTepiB y
KapTOHHIN navui

MeOMYHOro 3aCTOCYBaHHS NiKapcbKoro 3acoby
y po3ginax: "3actocyBaHHs y nepioa
BariTHOCTi abo rogyBaHHs rpyaar”, "Cnocio
3acTocyBaHHsA Ta gosu”, "HOitn" (yToYHEHHS
iHcpopmalii), "MobiuHi peakuii” BignosigHo Ao
iHcbopmaLUii oo MeanNYHOro 3acToCcyBaHHs
pedepeHTHOro fnikapcbkoro 3acoby
(UWNPANEKC,

TabneTku, BKPUTI NNIBKOBOIO OBOMOHKOI).
MepioanyHicTb NoaaHHs perynspHo
OHOBIOBAHOrO 3BIiTy 3 6e3neku, BiANOBIAHO 0
Mopsaaky 3aiicHeHHs dapmakoHarnsay,
3aTBepKeHOro Hakasom MiHicTepcTea
OXOPOHW 340POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B

Ne Haszea ®Popma sunycky 3asieHuUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eUPOb6HUKa eidnycky | yeaHHs1 | peecmpauiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
annikatopi (wnpwu- cepil, Bignosigae 3a OHOBMEHO iHdopMmaLito y posginax
annikatop Bunyck cepii: AMB "®apmakonoriyHi BnactusocTi”, "lNoka3aHHa"
cKragaeTbcs 3 'mM6X, HimeuumHa; (peparyBaHHs) , "lNpoTunokasaHHs",
noniMepHoro MikpobionoriyHe "OcobnuBocTi 3acTocyBaHHA", "3acTocyBaHHs
Kopnycy 3 Tpumadyem TecTyBaHHsA: €BpodiHC y nepioa BariTHOCTi abo rogyBaHHs rpyaa”,
ans imnnadTary, Bio®apma lMpogakTt "3paTHiCTb BNAMBATU Ha LWBMAKICT peakuii
ronku Ta NopLUHS); TecTiHr MioHxeH 'mM6X, npv KepyBaHHi aBTOTpaHCNOpPTOM abo iHLWMMK
no 1 wnpwuy B Hime4vuuHa; mexaHismamu", "Cnocib 3acTocyBaHHs Ta
nakeTuky; no 1 abo cTtepunisadisi: CuHepoxi po3n", "iTn"(yTouHeHHs), "MobivHi peakuii”
3 nakeTukn y Xeanc Annepcxay3seH BiANOBIAHO A0 iHbopMmaLii pedepeHTHoro
KapTOHHIN nayui M6X, HimeuunHa; nikapcbkoro 3acoby (3onagekc).
cTepuvnisadisq, [MepioAnyHiCTb NOAaHHA perynspHo
MikpobionoriyHe OHOBIIOBAHOrO 3BiTy 3 6e3neku, BiANOBIAHO A0
TECTYBaHHS: Mopsaaky 3aiicHeHHs dapmakoHarnsay,
[51510) 3aTBepAXeHOro Hakasom MiHicTepcTBa
CrepinizenwHcepsi3 OXOPOHU 300POB’A YKpaiHu Bif 27 rpyaHs
'M6X, HimeuunHa 2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuii Ykpainn 29 ciyua 2007
poky 3a Ne 73/13340 (y pedakuii Hakasy
MiHicTepcTBa oxopoHu 340poB'a YKkpaiHu Bif
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rigHO 3i CTPOKaMW, 3a3Ha4YeHNMM y
nepioANYHOCTI MOAAHHSA PerynsapHuX 3BiTiB 3
6e3nekw.
5. | BUKNO®EHAK | kpucTaniuHuii ToBapucTso 3 Ykpaina XeHaHb [lyHTan ®apm Kutavicbka nepepeecTpauis Ha HeobMeXeHU TEPMIH - He UA/16226/01/01
HATPIO NOPOLLIOK obmexeHoto Ko., Ilta. HapogHa nionszae
(cybcTaHuis) y BignoBiganbHi Pecnybnika
noaginHNX CTHO
nonieTUNeHoBnX "®apmaueBTn
nakeTtax ans YHa KOMNaHist
dapmaLeBTU4HOro "3popos's"
3aCcTOCYyBaHHA
6. ECLUUTAM® TabneTkn, BKpUTI TOB "ACIHO YkpaiHa TOB "®apma Ctapt"” YkpaiHa nepepeecTtpadis Ha HeoBMeXeHUIA TEPMIH 3a He UA/15764/01/01
ACIHO NniBKOBOKO YKPAIHA" OHOBMEHO iHhopMaLito B iHCTPYKUii aAnst peuenmowm | nidnsizae
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUPOb6HUKa

Peecmpauyitina npouyedypa

Ymosu
sionycky

Peknam
yeaHHs

Homep
peecmpauiliHo2o
noceid4yeHHsI

MiHicTepcTsi tocTuuii Ykpainm 29 ciuHa 2007
poky 3a Ne 73/13340 (y pedakuii Hakasy
MiHicTepcTBa OXOPOHM 300p0B'st YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rigHO 3i CTPOKaMW, 3a3HaYeHNMM y
nepioanYHOCTI MOAAHHA perynsapHuX 3BiTiB 3
6e3nekw.

ECUMTAM®
ACIHO

TabneTkn, BKPUTI
NniBKOBOKO
o6ornoHkoto, no 20
Mmr no 10 TabneTok y
6nictepi; no 1, 3 abo
6 6nicTepiB y
KapTOHHIN navui

TOB "ACIHO
YKPATHA"

YkpaiHa

TOB "dapma Ctapt”

YkpaiHa

nepepeecrtpauis Ha HeobMexeHW TepMiH
OHoBMeHo iHdopMaLito B iHCTPYKUIiT Ans
MeaMYHOro 3aCTOCYBaHHsI NikapCbkoro 3acoby
y posginax: "3actocyBaHHs y nepioa
BariTHocTi abo rogyBaHHs rpyaato”, "Cnocid
3acTocyBaHHsA Ta go3un”, "Hitn" (yToYHEHHS
iHdbopmalii), "MobivHi peakuii" BignosiaHo Ao
iHdbopMmaUii Woao MeguyHoro 3acTocyBaHHs
pedepeHTHOro fnikapcbkoro 3acoby
(LINPANEKC,

TabneTku, BKpUTI NNIBKOBOK 0BOMOHKOID).
MepioanyHiCTb NoAaHHS perynspHo
OHOBIOBAHOrO 3BiTy 3 6e3neku, BiANOBIAHO A0
Mopsaky 3aincHeHHs dpapmakoHarnsagy,
3aTBEpKEHOro Haka3om MiHicTepcTea
OXOPOHU 300POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, sapeecTpoBaHOro B
MiHicTepcTsi tocTuuii Ykpainm 29 ciuHa 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa OXOpPOHM 300pOB's YKpaiHu Big
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rigHO 3i CTPOKaMu, 3a3HaYeHUMm y
nepioanYHOCTI NOAAHHA perynspHUX 3BiTiB 3
6esneku.

3a
peuernmom

He
nidnsieae

UA/15764/01/02

JIIHKAC
NACTUNKHN

nacTuku 3i CMakom
Mm'atu, no 8
nacTunok y énicrepi;
no 2 6nictepn y
KapTOHHiI kopobui

XepbioH
MakucraH
Mpanset
NimiTen

MakucTaH

XepbioH MakucTaH
MpawnseT NimiTeq

MakucraH

nepepeecTtpadisi Ha HeOOMeXeHUIA TEPMIH
BHeceHo oHoBReHy iHdopMaLito B IHCTpyKLito
ONst MEAMYHOrOo 3aCTOCYBaHHS ikapCbKoro
3acoby no posainis "®apmMakonorivHi
BnacTmBocTi" (yTouHeHHs), "MpoTunokasaHHs",
"OcobnuBocTi 3acTocyBaHHs", "Cnocib
3acTocyBaHHs Ta fo3n" (6esneka), "Oditn"
(YTO4HeHHs BiKOBOro Ajiana3oHy: 3aTBepAXeHO
- 3acTOCyBaHHS 3 5 pokiB; 3anponoHOBaHO -
3acTocyBaHHs 3 6 pokiB), "lMobiuHi peakuii”
BiANOBIgHO [0 OHOBMEHOI iHpopmaLlii 3
6e3neku ito4oi Ta JOMOMDKHOI peYOBUH
nikapcbkoro 3acoby.
MepiognyHiCTb NogaHHA perynsipHo
OHOBIOBaHOTO 3BiTy 3 6e3neku, BiANOBIAHO A0
Mopsaaky 3aiicHeHHs dapmakoHarnsay,
3aTBepAxeHoro Hakasom MiHictepcTBa
OXOPOHU 340pOB’A YKpaiHu Bif 27 rpygHs

6e3
peuyenma

nidnsieae

UA/9889/01/01




IIponoBxeHHs gonarka 2

Ne Haszea ®Popma sunycky 3asieHuUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eUPOb6HUKa eidnycky | yeaHHs1 | peecmpauiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTsi tocTuuii Ykpainm 29 ciuHs 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa oxopoHu 340poB'a YKpaiHu Bif
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTPOKaMM, 3a3Ha4YeHNMN y
nepioanNYHOCTI MOAaHHSA PerynsapHuX 3BiTiB 3
6e3nekw.
9. HEMPOBIOH PO34MH AN iH'EKLiN; Mi enp Oxi HimeyumH NMOBHUIA LMKN PdpaHuis nepepeecTpauis Ha HeobMexeHWn TepMiH 3a He UA/5409/02/01
no 3 mn B amnyni; Xenc a BUPOGHMLTBA: OHoBMEeHo iHopMmaLiito B iHCTPYKUii Anst peuenmowm | nidnsizae
no 3 amnynu B [hxepmaHi CEHEKCI HSC MELMYHOrO 3aCTOCYBaHHS Nikapcbkoro 3acoby
KapTOHHil kopobui mM6X B po3ainax "lNoka3aHHs" (KopuryBaHHs
TekcTy), "Cnocib 3actocyBaHHs Ta go3un"
(kopuryBaHHA TekcTy), "[iTn" (kopuryBaHHs
TeKCTy) BiANoBigHO A0 MaTepianis
peecTpavinHOro 4OChE.
MepioanyHicTb NoAaHHS perynspHo
OHOBIOBAHOrO 3BIiTy 3 6e3neku, BiANOBIgHO 0
Mopsaaky 3aiicHeHHs dapmakoHarnsay,
3aTBepKEHOro Haka3om MiHicTepcTea
OXOPOHU 300POB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTsi tocTuuii Ykpainm 29 ciuHa 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa oxopoHu 340poB'a YKpaiHu Bif
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTpOKaMM, 3a3HavYeHNMU y
nepioANYHOCTI MOAaHHSA PerynsapHuX 3BiTiB 3
6esneku.
10. | HEOMIUUHY NopOLLIOK ToBapucTBo 3 YkpaiHa IYAH CAHbCA Kurai nepepeecTtpadisi Ha HeOOMeXeHUIA TEPMIH - He UA/16217/01/01
CYNb®AT (cybeTaHuis) y obmexeHoto PAPMACBIOTIKAIT KO., nionszae
NOTPINHUX BiANoBiganbHi nTta.
nonieTuneHoBmx cTio
nakeTax gns "®apmaueBTn
dapmaLeBTU4HOro YHa KOMnNaHisi
3acToCyBaHHs "3popos's"
11. | HIKOTUHOBA KpucTaniyHum ToBapucTBo 3 YkpaiHa AMCAIJT YEM. MNBT. IHAgis nepepeecTtpadisi Ha HeOBMeXeHUI TEPMIH - He UA/16263/01/01
KUCNOTA NopoLLIOK obMexXeHow nTAa. nidnsieae
(cybeTaHuis) y BigMoBiAanbHi
NoABINHNX cTHo
nonieTUneHoBux "®apmaueBTn
nakeTax ons YHa KOMNaHisi
dapmaLeBTU4HOro "3popos's"
3aCTOCYBaHHS
12. | NAFAMAKC Kancynuv no 75 wr, HOBEN INAY TypewunH | HOBE INIAY CAHAIBE | TypeuuuHa nepepeecTtpadis Ha HeoOMeXeHU TEPMIH 3a He UA/15695/01/01
no 14 kancyny MA3APITAMA a TIO>KAPET A.LL. OHoBnMeHo iHopMaLito B iHCTPYKUIiT Ans peuenmom | nidnseae
GnicTepi, no 1 abo 4 BE CAHAI ME[IMYHOrO 3aCTOCYBaHHS Nikapcbkoro 3acoby
Gnictepn y JNITA. WIPKETI BigMOBIAHO A0 pedepPeHTHOrO fikapcbKoro
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUPOb6HUKa

Peecmpauyitina npouyedypa

Ymosu
sionycky

Peknam
yeaHHs

Homep
peecmpauiliHo2o
noceid4yeHHsI

KapTOHHIN ynakoBLj

3acoby (Nipuka, kancynu no 75 mr, 150 mr abo
300 wmr) y posainax "®apmakonoriyHi
BnacTtusocTi", "B3aemogis 3 iHwumMmmn
nikapcbkumun 3acobamu abo iHLi Buan
B3aemogin", "OcobnmBocTi 3acTocyBaHHs",
"3acTocyBaHHs y nepiog BariTHOCTi abo
rogyBaHHs rpyaar” (yTouHeHHs iHpopmalii),
"MepenosyBanHs" Ta "MobiuHi peakuii”.
[MepioAnyHiCTb NOAaHHA perynspHo
OHOBIOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO 40
Mopsaaky 3aiicHeHHs dapmakoHarnsay,
3aTBepAXeHOro Hakasom MiHicTepcTBa
OXOPOHU 300POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii Ykpainn 29 ciyua 2007
poky 3a Ne 73/13340 (y pedakuii Hakasy
MiHicTepcTBa oxopoHu 340poB'a YkpaiHu Bif
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rigHO 3i CTPOKaMW, 3a3Ha4YeHnMm y
nepioANYHOCTI MOAAHHSA PerynsapHuX 3BiTiB 3
6e3neku.

13.

NAFAMAKC

kancynu no 150 wmr,
no 14 kancyny
6nictepi, no 1 abo 4
Gnictepn y
KapTOHHI ynakoBuj

HOBEI INAY
MNMASAPIIAMA
BE CAHAI
JNITA. WIPKETI

TypeuumnH
a

HOBEJ INTAY CAHAT BE

TIIKAPET A.LL.

TypeuunHa

nepepeecrtpauis Ha HeobMexXeHn TepMiH
OHoBReHo iHdopMmaLito B iHCTPYKUIT Ans
MeAMYHOro 3acTOCyBaHHS NikapCbKoro 3acoby
BiAMOBIAHO A0 pedepPEeHTHOro fMikapCbKoro
3acoby (Nipuka, kancynu no 75 mr, 150 mr abo
300 wmr) y po3ginax "®apmakonoriyHi
BractuBocTi", "B3aemogais 3 iHwumm
nikapcbkumu 3acobamu abo iHwi Buan
B3aemogin", "OcobnmBocTi 3acTocyBaHHs",
"3acTocyBaHHs y nepioa BariTHOCTi abo
rogyBaHHs rpyaar” (YyTouHeHHs iHdopmalii),
"Mepepno3yBaHHs" Ta "MobiuHi peakuii”.
MepioanyHiCTb NoAaHHs perynspHo
OHOBIOBAHOrO 3BiTy 3 6e3neku, BiANOBIAHO A0
Mopsaky 3aincHeHHs dpapmakoHarnsagy,
3aTBepKEeHOro Hakasom MiHicTepcTea
OXOPOHU 300POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTsi tocTuuii Ykpainm 29 ciuns 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa OXOpPOHM 300POB's YKpaiHu Big
26 BepecHsa 2016 poky Ne 996), cTaHOBUTb:
3rigHO 3i CTPOKamu, 3a3Ha4YeHnMmn y
nepiognuYHOCTI NoAaHHA perynsipHuX 3BiTiB 3
6esneku.

3a
peuenmom

He
nidnsieae

UA/15695/01/02

14.

NAFAMAKC

kancynu no 300 wmr,
no 14 kancyny
6nictepi, no 1 abo 4

HOBE INAY
MNA3APNIAMA
BE CAHAI

TypeuumnH
a

HOBE INNAY CAHAI BE

TIIPKAPET A.LLL.

TypeuunHa

nepepeecTpauis Ha HeobMexeHn TepMiH
OHoBnMeHo iHopMaLito B iHCTPYKUIiT Ans
MEeOMYHOro 3aCTOCYBaHHSA NiKapcbKoro 3acoby

3a
peuernmom

He
nidnsieae

UA/15695/01/03
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUPOb6HUKa

Peecmpauyitina npouyedypa

Ymosu
sionycky

Peknam
yeaHHs

Homep
peecmpauiliHo2o
noceid4yeHHsI

6nictepu y
KapTOHHIN ynakoBLj

JITA. WIPKETI

BiAMNOBIAHO 40 pedepPEeHTHOro MikapCbKoro
3acoby (Nipvka, kancynu no 75 mr, 150 mr abo
300 wmr) y posainax "®apmakonoriyHi
BractueocTi", "B3aemogis 3 iHwunmm
nikapcbkummn 3acobamu abo iHLi Buan
B3aemogin", "OcobnmBocTi 3acTocyBaHHS",
"8acTocyBaHHs y nepiof BariTHOCTi abo
rogyBaHHs rpyaar” (yTouHeHHs iHpopmalii),
"Mepepno3yBaHHa" Ta "MobiuHi peakuii”.
MepioanyHiCTb NoAaHHA perynspHo
OHOBIOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO 0
Mopsaky 3aincHeHHs dpapmakoHarnsagy,
3aTBepKEHOro Haka3om MiHicTepcTea
OXOPOHU 300POB’A YKpaiHu BiA 27 rpyaHs
2006 poky Ne 898, sapeecTpoBaHoOro B
MiHicTepcTsi tocTuuii Ykpainm 29 ciuHa 2007
poky 3a Ne 73/13340 (y pedakuii Haka3y
MiHicTepcTBa 0XOpOHU 300pOB'A YKpaiHu Big
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rigHO 3i CTPOKaMW, 3a3Ha4YeHnMm y
nepiognYHOCTI NOAAHHA perynspHuX 3BiTiB 3
6esneku.

15.

TUMOrnosyni
H®

niodinisoBaHun
MOpOLLOK AN
NpUroTyBaHHs
KOHLEHTpaTy Ans
PO34MHyY Ans
iHdpysin no 25 mr; Ne
1: no 1 cprnakoHy B
KapTOHHiI kopobui

[xeH3anm
Opon B.B.

HipnepnaHn
an

BMPOBHMLTBO
Hepo3adacoBaHOro
npoaykTy, A03BiN Ha
BUMNYCK cepii: [xeH3zanv
Moniknoxanc CAC,
®paHuis;
nepBMHHA Ta BTOPUHHA
ynakoBka, A03BiNn Ha
BUMNYCK cepii: [xeHsanv
Ipnang Nimiten,
Ipnangis

®paHuia/
Ipnangis

nepepeecTtpauis Ha HeobMexeHn TepMiH
OHoBnMeHo iHdopMaLito B iHCTPYKUIiT Ans
MeOMYHOro 3aCTOCyBaHHSA NikapcbKoro 3acoby
B po3pinax "®apmakoTepaneBTuyHa rpyna.
Koo ATX" (peparyBaHHs TekcTy 6e3 3MiHu
kogy ATX), "dapmakonorivHi BnactusocTi"
(yTouHeHHs iHdopmauii Ta pegaryBaHHs
TekcTy), "OcobnmBocTi 3acTocyBaHHS",
"3acTocyBaHHs y nepioa BariTHOCTi abo
rogyBaHHS rpyaar” (peaaryBaHHs TEKCTy Ta
YTOYHeHHs iHdpopmalii), "OiTn" (pegaryBaHHs
TEKCTY Ta yTOYHeHHs iHdopmalLii), "MobivHi
peakuii” BignoBigHoO [0 maTtepianis
peecTpauinHOro AoCheE.
MepioanyHicTb NoaaHHsS perynspHo
OHOBIOBaHOrO 3BiTy 3 6e3neku, BiANOBIAHO A0
Mopsaky 3aincHeHHs dpapmakoHarnsagy,
3aTBepKeHOro Hakasom MiHicTepcTBa
OXOPOHU 300POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTsi tocTuuii Yrpainm 29 ciuHs 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa OXOpPOHM 300pOB's YKpaiHu Big
26 BepecHsa 2016 poky Ne 996), cTaHOBUTb:
3rigHO 3i CTPOKamu, 3a3HaYeHUMM y
nepiognYHOCTI NoAaHHA perynsipHUX 3BiTiB 3
6esneku.

3a
peuernmom

He
nidnsieae

UA/15575/01/01




8 ITponoBkeHHs nomarka 2
Ne Haszea ®Popma sunycky 3asieHuUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eUPOb6HUKa eidnycky | yeaHHs1 | peecmpauiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
16. | ®EHIHAIOH Kpuctanm ToBapucTso 3 Ykpaina CIA"HOBEPH Natsis nepepeecTpaLlisi Ha HEOBMEXEHW TEPMiH - He UA/15650/01/01
(cybeTaHuis) y obmexeHo CUHTESIC" nidnseae
NoABINHNX BiAgNoOBiganbHi
nonieTuneHoBmx CTHO
nakeTtax ans "®apmaueBTu
bapmaLeBTUYHOrO YHa KOMNaHis
3acTocyBaHHsA "3popos's"
17. | XITAKCA TabneTkn, Wo AT "Apamven Monblwa BUPOGHMLTBO 3a noBHuM | peuisi/Monb nepepeecTpauis Ha HeobMexeHWn TepMiH be3 nidnsieae UA/15529/02/01
ANCMepryoTbes B dapma” umknom: [xeHacpapm wa OHoBneHo iHbopMaLlito BignosigHO A0 peuenma
POTOBIN NOPOXHWUHI C.A., 'peuisi; BUPOBHMK pedhepeHTHOro nikapcekoro 3acoby (EPIYC®,
no 2,5 mr, no 10 BignoBiganbHUN 3a TabneTku, BKpUTI NMiBKOBOK 0GOMOHKOLO, Mo 5
Tabnetok y bnictepi, BUMYCK Cepii, He Mr) Ta 3rigHo 3 6e3neKo OMOMDKHUX
no 1 abo 3 bnictepu BKITI0HaI04N KOHTPOIb: PEeYOBUWH B IHCTPYKUIi ANS MEANYHOrO
Y KapTOHHIln kopobui AT «Agameg ®apmay, 3aCTOCyBaHHSI NikapCcbKoro 3acoby y po3ainax
Monbwa "B3aemogisi 3 iHWMMKM nikapcbkumm 3acobamm
abo iHwWi Bnam B3aemogin”, "OcobnmsocTi
3actocyBaHHs" Ta "lMobiyHi peakuii”.
MepioanyHiCTb NoAaHHS perynspHo
OHOBIOBAHOrO 3BiTy 3 6e3neku, BiANOBIAHO A0
Mopsaky 3aincHeHHs dpapmakoHarnsagy,
3aTBEpKEHOro Haka3om MiHicTepcTea
OXOPOHU 300POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTtpoBaHoro B
MiHicTepcTsi tocTuuii Ykpainm 29 ciuHa 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa OXOpPOHM 300pOB's YKpaiHu Big
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3riHO 3i CTPOKaMM, 3a3HAYEHUMU Y
nepioanYHOCTI MoAaHHA perynspHuX 3BiTiB 3
besneku.
18. | XITAKCA TabneTkn, Wo AT "Apamven Monbla BMPOGHMLUTBO 3a noBHuM | [peuisi/Monb nepepeecTtpadisi Ha HeOOMeXeHUIA TEPMIH 6e3 nidnsieae UA/15529/02/02
OncnepryoTbes B dapma” uuknom: hkeHadapm wa OHoBneHo iHopMaLlito BignosiaHo Ao peuenma

POTOBI NOPOXHWHI,
no 5 mr, no 10
Tabnetok y 6nictepi,
no 1 6nictepy y
KapTOHHI kopobLyi

C.A., I'peuis; BUpOGHMK
BiAnoBiganbHWI 3a
BUMYCK cepii, He
BKITHO4AKOYMN KOHTPOSb:
AT «Agamep ®apmay,
MonbLla

pedepeHTHOro nikapcbkoro 3acoby (EPIYC®,
TabneTku, BKpUTi MIiBKOBOK 0OOMOHKOW, N0 5
Mr) Ta 3rigHO 3 6e3MeKot0 AOMOMIKHUX
PEYOBUH B iHCTPYKLUiT ANst MeauyHoro
3aCTOCYBaHHS NikapcbKoro 3acoby y posainax
"B3aemogis 3 iHWKMU Nikapcbkumm 3acobamm
abo iHwi Buan B3aemogin”, "OcobnmeocTi
3actocyBaHHs" Ta "lMobiyHi peakuii”.
MepiognyHiCTb NogaHHA perynsipHo
OHOBIOBAHOTO 3BIiTy 3 6e3neku, BiANOBIAHO A0
Mopsaaky 3aiicHeHHs dapmakoHarnsay,
3aTBepAxeHoro Hakasom MiHictepcTBa
OXOPOHU 300POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuuii Ykpainu 29 ciunga 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy




IIponoBxeHHs gonarka 2

Ne Haszea ®Popma sunycky 3asieHuUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npouyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa eUPOb6HUKa eidnycky | yeaHHs1 | peecmpauiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
MiHicTepcTBa oxopoHu 340poB'a YKpaiHu Bif
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rigHO 3i CTPOKamu, 3a3HaYeHUMm y
nepioANYHOCTI MOAaHHSA PerynsapHuX 3BiTiB 3
6e3nekw.
19. | LE®@OTAKCUM | nopoLuok My6niyHe YkpaiHa PesHr ®apmachktoTikan Kutan nepepeecrtpauis Ha HeobMexeHWUn TepMiH - He UA/15884/01/01
Y HATPIEBA (cybeTaHuis) y akKuioHepHe Ko., Jlta. nidnszae
Cllib antoMiHieBux TOBapuCTBO
CTEPUIIbHA KOHTENHepax anga "HaykoBo-
dapmaLleBTU4HOro BUPOBHNYUI
3aCTOCYBaHHS LEeHTp
"BopLuariscbk
MR XimiKo-
hapmaueBTuy
HuI 3aBog"
20. | UE®TPIAKCOH | nopouuok My6nivyHe YkpaiHa PewioHr dapmacbtoTikan Kutan nepepeecTpadis Ha HeobMexeHun TepMiH - He UA/15900/01/01
Y HATPIEBA (cybcTaHuis) y aKujioHepHe Ko., Ilta. nionseae
Cllnb arntoMiHieBUX TOBapucCTBO
CTEPUITIbHA KOHTENHepax anga "HaykoBo-
hapmaLeBTUYHOro BUPOBHMYMI
3aCTOCYBaHHS LEHTp
"BopLuariscbk
MR XiMmiKo-
hapmaueBTuy
HuI 3aBog"

B.o. N'eHepanbHOro gupekropa Aupekroparty

c¢hapmaueBTUYHOro 3abe3nevyeHHs

IBaH SABOPHUX




