MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3

Kuis

08 tpaBHs 2025 poky Ne 787

IIpo jep)kaBHY peecTpariiio (mepepeecTpariiio) JIKapCbKHX 3aco0iB (MegMUYHHUX
iMyHo0Oio/T0riYHHX MpenapaTiB) Ta BHeCEHHs 3MiH [I0 peecTpaliiiHUX MaTepiajiB

BianosigHo o cratTi 9 3akoHy Ykpainu «IIpo mikapchbKi 3aco0u», MyHKTIB 3,
26, 30, 49 Tlopsaky meprkaBHOI peecTpaiiii (repepeecTpaiiii) aiKapCcbKuX 3acobiB,
3aTBep/pKeHoro roctaHoBoro Kabinety MiuicTpiB Ykpainu Bij 26 TpaBHs 2005 poky
Ne 376 (B pemakiiii moctaHoBu KabiHety MiHicTpiB Ykpainu Bif 26 kBitHs 2024
poky Ne 529), aG3aily ABafLATh I’STOr0 MigNyHKTY 12 TyHKTY 4 ITomoKeHHs Tpo
MiHicTepcTBO OXOpPOHM 37I0pOB’Sl YKpaiHH, 3aTBeppKeHoro rnocraHoBoro Kabinery
MinictpiB Ykpaiau Big 25 Gepesnst 2015 poxy Ne 267 (B pejakiiii IOCTaHOBH
Kabinery MinicTpiB Ykpainu Big 24 ciunst 2020 poky Ne 90), Ha mimcrasi
pe3y/IbTaTiB eKCIIePTHU3M peeCcTpaljifHuX MaTepiasiiB JiKapchbKUX 3aco0iB (MeaAUUHUX
iMmyHOoOio/loTiuHMX  TIperapariB), 110 TIOfiaHi Ha [Iep)KaBHY  peeCTpariito
(mepepeecTpaLiif0) Ta BHECEHHSI 3MiH [0 peeCcTpaLiiHUX MarepiasiB, MPOBeJeHUX
Jlep>KaBHUM  TiIMPUEMCTBOM  «Jlep>KaBHUM eKCHepTHUM LeHTp MiHicTepcTBa
OXOPOHM 3/I0POB’S] YKpaiHW», BHMCHOBKIiB II[0J0 eheKTHBHOCTi, Oe3meuHoCTi Ta
AKOCTI, IJOA0 eKCIIepTHOI OLIHKMU CITiBBIJHOLIIEHHSI KOPUCTL/PU3MK JIIKAPCHKOrO
3aco0y, 1110 TIPOTIOHYETBHCS [0 Jep)KaBHOI peecTtpallii (mepepeecTtpailii), 11070
BHECEHHS 3MiH [0 peeCcTpaljiiHuX MaTepiaaiB Ta peKoMeHZallii Woro Ao Jep>kaBHOl
peectpaiiii (repepeectpaiiii) abo BHeCeHHsI 3MiH ZI0 peeCTpalliiHiX MaTepiasiB,

HAKA3Y1O:

1. 3apeectpyBaTy Ta BHeCTH 0 [lep>KaBHOTO peeCTPy JiKapChbKMX 3aco0iB
YKpaiHud JiKapchKi 3acobu (MeauuHi iMyHoOGionoriuHi mperapaTu) 3rifHO 3
nopatkoMm 1.

2. [lepepeecTpyBaTi Ta BHECTU /10 Jlep>KaBHOT'O peeCTPy JiKapChbKUX 3aco06iB
YKpaiHd JmiKapcekKi 3acobu (MeauuHi iMyHoOGionoriuHi mperapaTu) 3rifHO 3
JIOJJaTKOM 2.
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3. BHecTu 3MiHM [0 peecTpaLliiHUX MaTepiasiB Ta [lep)kKaBHOTO peeCcTpy
nmikapcbKux 3acobiB YKpaiHM Ha JliKapchKi 3acobu (MeauuHi iMyHOOiosoriuHi
TriperiapaTH) 3TiJ{HO 3 JOAATKOM 3.

4. BimMOoBUTH Yy [ep>KaBHiM peecTpallii/iepepeecTpallii Ta BHECEHHI 3MiH [0
peecTpaliiiHMX MaTepianiB Ta /lep)kaBHOrO peecTpy JiKapchbKuX 3acobiB YKpaiHu
niKapChbKUX 3acobiB (MeIMYHUX iMyHOOI0OTIUHMX TIperapariB) 3TifHO 3 0JaTKOM 4.

5. ®apwmaieBTUuyHOMY  yripaBiaiHHIO  (JTrogmuai  SIpko)  3abe3meunTu
OTIPWIIO/IHEHHSI 1IbOTO0 Hakady Ha odiuiiiHomy BeOcaiiTi MiHicTepcTBa 0XOpOHU

310pOB’Sl YKpaiHU.

6. KOHTpOJIb 38 BUKOHAHHAM LIbOTO HaKa3y [MOK/IaCTU Ha 3acTyrnHuKa MiHicTpa
Enema ApamaHoBa.

MiHuicTp BikTop JIAIIIKO



ITEPEJIIK

Aopatok 1
A0 Hakasy MiHicTepcTBa OXOPOHU
300poB’A YKpaiHu «Mpo gepxaBHy
peecTpauito (nepepeecTpadito)
JNiKapCbKMX 3ac06iB (MegUUHNX
iMyHOGionorivHMX npenaparis) Ta
BHECEHHSA 3MiH 0 peecTpayiiiHnx
Martepianis»
Bif 08 TpaBHA 2025 poky Ne 787

3APEECTPOBAHUX JITIKAPCBKUX 3ACOBIB (MEJNYHUX IMYHOBIOJ/IOTTYHUX ITPEITAPATIB), SIKI
BHOCHATBHCS 10 AEPXKABHOI'O PEECTPY JIIKAPCHKHMX 3ACOBIB YKPAIHU

Ne Hassa dopma sunycky 3asasHUK KpaiHa Bupo6HUK Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHozo
3acoby ynakosKa) nocsioYeHHs
1. | APO Kancysv Teepgi no BIOCANHC CnonyyeHe POHTIC Ipeuis peecTpauis Ha 5 pokiB 3a He UA/20846/01/01
125 mr Ta kancynu nTAa. KoponiscTBO XENNAC peyenmom niosnsieae
TBepai no 80 mr; 125 Benvkobput MEZIKAN Pestome nnaHy ynpasniHHA puankamu Bepcis 1.0
Mr a6o 80 mr aHii i EHA AoaeTbes. MepiognyHICTb NOAaHHSA PerynsipHo
anpenitaHTa B 1 MiBHIYHOT OAPMACBIOT OHOB/IHOBAHOrO 3BITY 3 6e3Mneku, BignoBigHO 40
Karcyni Teepaii; Ipnangii IKANC Mopsaky 34iCHEHHs hapMakoHariaay,
KOMbiHOBaHa NMPOJAKTC 3aTBEPIAKEHOro Haka3oM MiHicTepcTBa OXOPOHMW
ynakoBka MiCTUTb 3 C.A. 3[,0p0B’A YKpainu Big 27 rpyaHsa 2006 poky Ne
Kancysnu TBepAi: no 898, 3apeecTpoBaHOro B MiHicTepcTBi toCcTuLji
1 kancyni no 125 mr Ykpainm 29 ciuHs 2007 poky 3a Ne 73/13340 (y
Ta 2 kancysv no 80 pepakuii Hakasy MiHicTepcTBa OXOPOHU
Mmr y 6nictepax; no 2 3710poB's YkpaiHu Bif 26 BepecHsi 2016 poky Ne
6nictepa y nauui 996), CTaHOBUTb: 3ri4HO 3i CTPOKamMMu,
3a3HayYeHUMM y NepioANYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neKku.
2. | TETUArNoOP TabneTkn, BKPUTI FETEPO IHais AHHOpa IHais peecTpauis Ha 5 pokiB 3a He UA/20847/01/02
NNiBKOBOIO NAB3 dapma peyenmom niosnsieae
060/10HKO, No 90 NIMITEL MpavisiT Pestome nnaHy ynpasniHHa pusmkamu Bepcis 0.1
mr, no 10 TabneTok Niviteq [ofaeTbes. MNepiognyHiCTb NogaHHs perynsipHo
y 6nicTepi, no 3 OHOB/IHOBAHOrO 3BITY 3 6€3Mneku, BignoBiaAHO 40
6nictepu y Mopsaaky 34ilicHeHHs hapMakoHarnaay,
KapTOHHI KOpOOL;j 3aTBEpPAKEHOro HakasoMm MiHicTepcTBa OXOPOHHU
30,0p0B’A YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTposaHoro B MiHicTepcTsi toCcTuLi
Ykpainm 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOPOHU
370pOB's YKpaiHu Bif 26 BepecHst 2016 poky Ne
996), CTaHOBUTb: 3rigHO 3i CTPOKaMMU,
3a3HayYeHUMK y NepioaNYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neku.
3. | FETUrNoP TabneTku, BKpUTI FETEPO IHAaisa AHHOpa IHgjsa peecTpauis Ha 5 pokis 3a He UA/20847/01/01
NNiBKOBOIO JIAB3 Papma peyenmom niosnsieae
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
060/10HKOI0, N0 60 NIMITEL MpainBiT Pestome nnaHy ynpasriHHA pusmkamu Bepcis 0.1
mr, no 10 TabneTok Nimitep nofaetbes. MNepiognyHiCTb NofaHHs perynspHo
y 6nictepi, no 3 OHOBJIHOBAHOrO 3BITY 3 6e3neku, BignoBigHO 40
6nictepn y Mopsaky 34iicHeHHs hapMakoHariaay,
KapTOHHI KopooLii 3aTBEpKEHOro Haka3oMm MiHicTepcTBa OXOPOHU
340poB’A YKpaiuu Big 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoOro B MiHicTepcTBi toCTuL,i
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU
340pO0B's YKpaiHu Bifg 26 BepecHsi 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMMU,
3a3Ha4YeHUMN y NepiognMYHOCTI NoJaHHSA
PEerynsipHuxX 3BiTiB 3 6e3MeKu.
4. | NEBOAOMNA NOpPOLLOK TOB YkpaiHa XKelizsH Bing, Kutaii peecTpavuis Ha 5 pokiB - He UA/20848/01/01
(cybeTaHuin) y "dbapma BiHA nidnsieae
noABiliHMX Crapt" dapmacbloTika
nonieTuIeHoBmX n Ko., Nita.
naketax gns
thapmaueBTUYHOro
3acTOCyBaHHSA
5. | OHAAHCETPO | nopouiok My6niyHe YkpaiHa CMC IHAjsa peecTpauis Ha 5 pokis - He UA/20849/01/01
HY (cybcTaHuis) y akuioHepHe PAPMACBIOT niosnsieae
FAPOXNOPUA | noagiiHux TOBapUCTBO IKAN3
Y JUrigPAT nonieTuIeHoBmxX "HaykoBo- NIMITEL
naketax gns BMPOGHUYNIA
thapmaLeBTUYHOro LeHTp
3acTOCyBaHHA "Bopuyariscb
KW XiMiko-
hapmavueBT
WNYHUIA
3aBofa”
6. | PIHFTEP MANAT | po3uuH Ans iHchys3iii TOB "lOpis- YkpaiHa TOB "lOpis- YkpaiHa peecTpaujis Ha 5 pokis 3a He UA/20850/01/01
no 500 mny dapm” dapm"” peyenmom nidnsieae
nnsaLwKax Pestome MYP Bepcis 0.2 gofaerbes.
noniMepHmnx MepioAnYHICTb NOAAHHS PerynsapHO
OHOB/OBAHOIO 3BITY 3 6e3NeKn, BigNoBIgHO 40
Mopaaky 34iicCHeHHs hapMakoHarnagy,
3aTBEPKEHOro Haka3oM MiHicTepcTBa OXOPOHU
34,0p0B’sA YKpaiHu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTULi
Ykpainun 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU
3/10p0B's YkpaiHu Bif 26 BepecHsi 2016 poky Ne
996), CTaHOBUTb: 3riHO 3i CTPOKaMMU,
3a3HayYeHUMM y NepioANYHOCTI NOAaHHS
perynsipHux 3BiTiB 3 6e3neku.
7. | CEQEKC TabneTku, BKpUTI TOB YkpaiHa IHOAPMACCI PpaHLin peecTpauis Ha 5 pokis 3a He UA/20851/01/01
NNiBKOBOIO "®APMALIE peyenmom nidnsieae
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
060/10HKO10, Mo 25 BTUNYHA Pestome MYP Bepcis 0.2 gogaeTbes.
mr, no 10 TabneTok, KOMMNAHIA MepioAnYHICTb NOAAHHS perynspHO
BKPUTMX NAIBKOBOIO "®APMBEP OHOB/IOBAHOrO 3BITY 3 6e3nekun, BigNoBIAHO J0
060/10HKOM, Y r Mopsaky 34iicHeHHs hapMakoHariaay,
6nicTepi, no 3 3aTBEpKEHOro Haka3oMm MiHicTepcTBa OXOPOHU
6nictepu B 340poB’A YKpaiuu Big 27 rpyaHa 2006 poky Ne
KapTOHHI KOpo6Lli 898, 3apeecTpoBaHoOro B MiHicTepcTBi toCTuL,i
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU
340pO0B's YKpaiHu Bifg 26 BepecHsi 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMMU,
3a3Ha4YeHUMN y NepiognMYHOCTI NoJaHHSA
PEerynsipHuxX 3BiTiB 3 6e3MeKu.
8. | LE®dTPUAKCO NOpPOLUOK AN AAP O6'eHaHI CeHc IHais peecTpavuis Ha 5 pokiB 3a He UA/20852/01/01
H po3unHy ans iH'ekuii | PAPMA ®3- Apabcbki Na6opatopic peyenmom nionsizae
no 1000 wmr, no 1 nnc Emipatu Met. N14. Pestome nnaHy ynpasiiHHA pusvkamu Bepcis 1.1
chrakoHy 3 [ofaeTbes. MepiogUyHICTb NOAAHHS PerynsipHo
NOPOLLUKOM Y OHOB/IOBAHOrO 3BITY 3 6e3nekun, BigNoOBIgHO J0
KapTOHHI ynakoBLi Mopsaky 34iicHeHHs hapMakoHariaay,
3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
340poB’A Ykpainu Big, 27 rpygHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi loCTuL,i
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU
340pO0B's YKpaiHu Bif 26 BepecHsi 2016 poky Ne
996), CTaHOBUTb: 3riHO 3i CTPOKaMMU,
3a3Ha4YeHUMN Y NepiognMyHOCTI NoJaHHSA
perynsipHux 3BiTiB 3 6e3neKu.
9. | LE®TPUAKCO NOpPOLLOK AN AAP O6'efHaHI CeHc IHais peecTpavuis Ha 5 poki - He UA/20853/01/01
H po3uunHy ans iH'ekuii | PAPMA ®3- ApabeCbki Na6opatopic nionsizae
no 1000 wr, in bulk: nnc Emipatu MeT. N14. Pestome nnaHy ynpaBniHHA pu3nkamu Bepcis 1.1

no 50 chnakoHiB 3
MOPOLLKOM Y
KapTOHHI ynakoBLi

fopaetbes. MNepioguuHiCTb NOJAHHSA PerynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBigHO 40
Mopsaaky 34iicCHeHHs hapMakoHarnagy,
3aTBEPKEHOro Haka3om MiHicTepcTBa OXOPOHMU
340pOoB’A YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi loCTULi
Ykpainun 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU
3[10pOB's YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMMU,
3a3Ha4yeHUMN y NepiogMyHOCTI NoJaHHSA
perynsipHux 3BiTiB 3 6e3neKu.

B.o. HauanLHUKA




dapMaineBTUYHOTr0 yIIPaB/JIiHHA JIrogmuna APKO



ITEPEJIIK

Aopatok 2
A0 Hakasy MiHicTepcTBa OXOPOHU
300poB’A YKpaiHu «Mpo gepxaBHy

peecTpauito (nepepeecTpadito)

JNiKapCbKMX 3ac06iB (MegUUHNX

iMyHOGionorivHMX npenaparis) Ta
BHECEHHSA 3MiH 0 peecTpayiiiHnx
Martepianis»

Bi 08 TpaBHA 2025 poky Ne 787

ITEPEPEECTPOBAHUX JIIKAPCBKHNX 3ACOBIB (MEJNYHUX IMYHOBIOJIOT'TYHUX ITPEITAPATIB), AKI
BHOCHATBHCS 10 AEPXKABHOI'O PEECTPY JIIKAPCHKHMX 3ACOBIB YKPAIHU

Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HUK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs1

Howmep
peecmpayiliHo2o
nocsi04YeHHs1

AKHETIH®

Kancynu no 8 mr, no
10 kancyny
6nictepi; no 3
6nictepn y
KapTOHHIA Kopoo6Li

AfpaH-
[aneHcbKuii
Nab6opatopi

n.a.

Xopsaris

C.M.B.
TexHonooxi
CA

Benbris

nepepeecTpavisi Ha HeOOMEXEHUIA TEPMIH
OHOB/IEHO iHGhopmaLito B IHCTPYKLii A8 MeguyHoro
3aCTOCYBaHHSA Nikapcbkoro 3acoby y posainax
"MokasaHHA" (YTOUYHEHHSs iHdopmaLii), "OcobnmsocTi
3acTocyBaHHs", "Cnoci6 3acTocyBaHHs Ta fo3un"
(yTOuHeHHs iHdhopmauit™, "4itn" (YTOYHEHHS
iHchopmawii), "MoGiyHi peakuii” BiANOBIAHO A0
iHchopmaL,ii pedhepeHTHOro slikapcbkoro 3acoby
PoakkyTaH, kancynu.
Pestome nnaHy ynpaBniHHA pu3nkamu Bepcis 1.6
JofaeTtbes.

MepiognyHiCTL NOAAHHA PErysspHO OHOB/IIOBAHOIO
3BITY 3 6e3neku, BignoBigHO o MopsaakKy 34iicCHeHHA
thapmakoHarnagy, 3aTBepKeHoro Hakasom
MiHicTepcTBa OXOpPOHU 340POB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuHs 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3zy MiHicTepcTBa
OXOPOHW 340pPOB's YKpaiHu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rifHO 3i CTpOKamu,
3a3HavYeHMU Y NepiofMYHOCTI NOAaHHSA PerynsipHux
3BITIB 3 6e3neKku.

3a
peyerimom

He
nionsieae

UA/10316/01/01

AKHETIH®

Kancynu no 16 mr;
no 10 kancyn y
6nictepi; no 3
6nictepu y
KapTOHHilA KOpo6L

AppaH-
[aneHcbKuit
JNlabopatopi

na.n.

Xopsaris

C.M.B.
TexHonoaxi
CA

Benbris

nepepeecTpaList Ha He0OMeXeHWn TepMiH
OHoB/eHo iHthopMaL,ito B IHCTpYKLii 415 MeguyHoro
3acTOCyBaHHS NMikapCcbkoro 3acoby y posginax

"Moka3aHHA" (YTOUHEHHS iHGopMaLii), "OcobmBocTi

3acTocyBaHHs", "Cnoci6b 3acTocyBaHHA Ta 403un"
(yTOYHeHHs iHgoopmauii”, "4iTn" (yTOUHEHHS
iHchbopmawii), "Mo6iyHi peakyii” BiagNoBIigHO A0
iHhopmaLii pechepeHTHOro nikapcbkoro 3acoby
PoakkyTaH, kancynu.
Pestome nnaHy ynpasniHHS pusnkamu Bepcis 1.6

3a
peuyenmom

He
nionsieae

UA/10316/01/02
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs1
[L0fA€ETbCA.

MepiognyHICTb NOAAHHS PerynsipHO OHOB/IHOBAHOTO
3BiTy 3 6€3neky, BignoBiaHO A0 Mopsaky 34iCHEHHS
dhapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa OXOpPOHU 340POB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHW 340POB's YKpaiHu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO 3i CTpOKamu,
3a3HaYeHMMK y NepiogNYHOCTI NOAAHHS PerynsipHnX
3BITIiB 3 6e3neku.

3. | ATA3ABIP Kancysv Teepgi no [eTepo IHAjs leTepo IHAjs nepepeecTpauis Ha He0OMeXeHWn TepMiH 3a He UA/17665/01/02
200 wmr; no 60 Na63 Nab63 OHOBJIEHO iHGhopMaLito B IHCTPYKLIT 415 MEAUYHOTO peuenmom nionsieae
Kancyny Nimiten Nimiteq 3acTOCyBaHHS NikapCbKoro 3acoby y posginax
KOHTeliHepi; no 1 "®apmakonorivHi BractmsocTi", "lMpoTunokasaHHs",
KOHTEliHepy y "B3aemogis 3 iHWMMKM NikapcbkumMn 3acobamm Ta
KOpo6Li 3 KapTOHY iHLWIi BUAW B3aemogiii", "OcobanBocCTi

3acTocyBaHHs", "3acTocyBaHHS y nepiof BariTHOCTI
abo rogyBaHHa rpyaar”, "Mob6iyuHi peakuii”
BiANOBIAHO A0 iHopMaLii pechepeHTHOro
nikapcbkoro 3acoby (Reyataz® 150 mg, 200 mg,
300 mg hard cupsules), a Tako) OHOB/IEHO
iHchopmavito B po3aini "MobiuHi peaxuii" iHCTPyKLiT
ANA MeANYHOro 3acTOCYBaHHSA NikapCbKoro 3acoby
LOZ10 B&XX/MBOCTI 3BITYBaHHA NPO NOGIYHI peakLii.
Pestome nnaHy ynpaBniHHA pu3nkamu Bepcis 2.1
fojaeTbes.

MepiognyHICTb NOAAHHS PErynsipHO OHOB/HOBAHOTO
3BITY 3 6e3neku, BignoBigHO A0 Mopsaaky 34iiCHeHHS
dhapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa OXOPOHU 340POB’A YKpaiHu Big, 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHW 340PO0B's YKpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HaYeHMMM y NepiognYHOCTI NOAAHHS PerynsipHnX
3BITIiB 3 6e3neku.

4. | ATA3ABIP Kancynu Teepgi no leTepo IHais letepo IHais nepepeecTpauis Ha He0O6MeXeHWn TepMiH 3a He UA/17665/01/03
300 mr no 30 kancyn Na63 Na63 OHOB/IEHO iHGhopMaLito B IHCTPYKLIT ANs MEAUYHOTO peuenmom nionsieae
y KOHTeiHepi; no 1 Nimiteq NimiTeq 3acTOCyBaHHS NikapCcbKoro 3acoby y posginax
KOHTEliHepy y "®apmMakonorivyHi BnactusocTi”, "lMpoTunokasaHHaA",
KOpo6Li 3 KapTOHY "B3aemogis 3 iHWMMK Nikapcbkumn 3acobamm Ta

iHLWIi BMAW B3aemogiin", "OcobnmnsocTi
3acToCyBaHHA", "3acToCyBaHHSA Yy nepiog BarirTHOCTi
abo rogyBaHHsa rpyaar”, "Mob6iyHi peakuii”

BiANOBIAHO A0 iHopMaLii pechepeHTHOro
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4eHHs

nikapcbkoro 3acoby (Reyataz® 150 mg, 200 mg,
300 mg hard cupsules), a Tako) OHOB/IEHO
iHchopmauito B po3aini "MobiuHi peakuii" iHCTPYKLiT
ANA MeANYHOro 3acTOCYBaHHSA NiKapCbKoro 3acoby
00 B&XNMBOCTI 3BITYBaHHSA NPO NOGIYHI peakLii.
Pestome nnaHy ynpaBniHHA pu3nkamu Bepcis 2.1
fofaeTbes.

MepiognyHICTb NOAAHHS PerynsipHO OHOB/HOBAHOTO
3BiTy 3 6€3neky, BignoBiaHO A0 MopsaKy 34iCHEHHS
dhapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa OXOpPOHU 340POB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHW 340POB's YKpaiHu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HaYeHMMM y NepiogNYHOCTI NOAAHHS PerynsipHnX
3BITIiB 3 6e3neku.

ATA3ABIP

Kancynu Teepai no
150 wmr, no 60
kancyny
KOHTeliHepi; no 1
KOHTEliHepy y
KOpOO6Lii 3 KapTOHY

etepo
Na63
Nimiten

IHgis

Fetepo
Na63
Nimiteq

IHgis

nepepeecTpauist Ha He0OMeXeHW TepMiH
OHOBJIEHO iHGhopMaLito B IHCTPYKLIT 415 MEAUYHOTO
3aCTOCyBaHHSA NiKapcbKoro 3acoby y po3ginax
"®apmakonorivHi BractmsocTi", "lMpoTunokasaHHs",
"B3aemogis 3 iHWMMKM NikapcbkuMn 3acobamm Ta
iHLWI BMAW B3aemogiin", "OcobmnsocTi
3acTocyBaHHs", "3acTocyBaHHS y nepiof BariTHOCTI
ab0o rogyBaHHsa rpyaar”, "Mob6iyvHi peakuii”
BiANOBIAHO A0 iHopMaLii pechepeHTHOro
nikapcbkoro 3acoby (Reyataz® 150 mg, 200 mg,
300 mg hard cupsules), a Tako) OHOB/IEHO
iHchopmauito B po3aini "MobiuHi peaxuii" iHCTPyKLiT
ANA MeANYHOro 3acTOCYBaHHSA NikapCbKoro 3acoby
LOZ10 B&XX/MBOCTI 3BITYBaHHA NPO NOGIYHI peakuii.
Pestome nnaHy ynpaBniHHA pu3nkamu Bepcis 2.1
fojaeTbes.

MepiognyHICTb NOAAHHS PerynsipHO OHOB/HOBAHOTO
3BITY 3 6e3neku, BignosigHO A0 Mopsaaky 34iicCHeHHA
dhapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa OXOpPOHU 340POB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHW 340pPOB's YKpaiHu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HaYeHMMM y NepiognYHOCTI NOAAHHS PerynsipHnX
3BITIiB 3 6e3neku.

3a
peyenmom

He
nionsieae

UA/17665/01/01

JIOP30MNTUK
KOMBI EKO

Kpansi O4Hi, po3yunH
20 mr/mn + 5 mr/mn
no 5 mn npenapary

dapmaLesT
WNYHWIA 3aBOS
«MONIbPAP

Monbia

Padhapm
C.A.

Ipeuis

nepepeecTpavjis Ha HeOBMeXeHN TepMiH
OHOB/IEHO iHGhopMaLLito B IHCTPYKLIT 415 MEAUYHOTO
3aCTOCyBaHHS NikapcbKoro 3acoby y posginax

3a
peyenmom

He
nionsieae

UA/18413/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4eHHs

y donakoHi-
KpanensHuyj; no 1
a60 3 hnakoHun B
KapTOHHI/ Kopoo6Li

MA» C.A.

"®apmakonoriyHi BractmsocTi", "lMpoTunokasaHHs",
"B3aemogis 3 iHWMMK Nikapcbkumn 3acobamm Ta
iHWi BUAW B3aemogiii", "OcobnnBocTi
3acTocyBaHHs", "3acTocyBaHHA y nepiof BariTHOCTI
abo rogyBaHHa rpyaar”, "Mob6iyvHi peakuii”
BiANOBIAHO A0 iHopMaLii pethepeHTHOro
nikapcbkoro 3acoby (KoconT BK, kpanni ouHi,
PO34MH), a TakoX A0 po3ainy "MobiuHi peakyii” wono
BaXX/IMBOCTI 3BITYBaHHS Npo NobiuHi peakw;i.

Pestome nnaHy ynpaBniHHA pu3nkamu Bepcis 2.1
fofaeTbes.

MepiognyHICTL NOAAHHS PerynsipHO OHOB/THOBAHOTO
3BiTy 3 6e3neku, BignoBigHoO Ao Mopsaky 34iicHeHHSA
thapmakoHarnagy, 3aTBepykeHOro Hakasom
MiHicTepcTBa 0XOpOHW 340POB’S YKpaiHu Big, 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainum 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHW 340p0B'A YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO 3i CTpOKamu,
3a3HayYeHM y NepiognyHOCTI NOAAHHS PErynsipHnX
3BITiB 3 6e3MeKu.

KOPCAP® H
oyo

TabneTkn, BKpUTI
NNiBKOBOIO
060/10HKO10, No 160
mr/12,5 wr, no 10
Tabnetok y 6nictepi,
no 3 a6ono9
6nictepis y nauui 3
KapToHy

AT
"Papmak”

Ykpaina

AT
"®apmak”

YkpaiHa

MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH.
OHOB/EHO iHGhOpMaLit0 B IHCTPYKUIT 418 MeANYHOro
3aCTOCYBaHHSA NMikapcbkoro 3acoby y posainax
"apmakonoriyHi BnactnsocTi”, "MokasaHHsa",
"MpoTunokasaHHs", "B3aeMogis 3 iHLLIMMU
nikapcbkMK 3acobamMu Ta iHLWi BUAM B3aeMoSiid",
"Oco6nMBOCTI 3acTOCyBaHHA", "3acTocyBaHHs y
nepiog, BariTHocTi abo rogyBaHHs rpyaat”, "Cnocio
3acTocyBaHHA Ta no3un”, "MepenosysaHHs", "MoGIYHI
peakuii" BiANoBigHO A0 iHthopmau,i LLoA0 MegnyHoro
3aCTOCyBaHHA pethepeHTHOro NikapCbKoro 3acoby
(Ko-ioBaH, TabneTku, BKPUTI NAIBKOBOIO
060/10HKOI0), & TakoX y po3gini "Mobivni peakuii”
LLIOA0 BaXK/IMBOCTI 3BITYBaHHSA NPO MOGIYHI peakw;i.

Pestome nnaHy ynpasniHHA pusmkamuy Bepcis 3
fofjaeTbes.

MepiognyHICTb NOAAHHS PerynsipHO OHOB/HOBAHOTO
3BITY 3 6e3neku, BignoBigHO A0 Mopsaaky 34iiCHeHHA
dhapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa OXOPOHU 340POB’A YKpaiHu Big, 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHW 340pPOB's YKpaiHu Big 26 BepecHs 2016

3a
peyerimom

He
niosnsieae

UA/18175/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4eHHs

poky Ne 996), cTaHOBUTb: 3riAHO 3i CTpOKamu,
3a3HaYeHMMM y NepiogNYHOCTI NOAAHHS PerynsipHnX
3BITIiB 3 6e3neKku.

KOPCAP® H
oyo

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKO0, M0 160
mr/25 mr, no 10
Tabnetok y 6nictepi,
no 3 abo no 9
6nicTepiB y nauui 3
KapToHy

AT
"®apmak”

YkpaiHa

AT
"®Gapmak”

YkpaiHa

MepepeecTpavis Ha HEOOMEXeHUI TEPMIH.
OHOB/IEHO iHGhopMaLLito B IHCTPYKLIT 415 MEAUYHOTO
3aCTOCyBaHHS NiKapcbKoro 3acoby y po3ginax
"®apmakonoriyHi BiactuBocTi", "MokasaHHs",
"MpoTunokasaHHA", "B3aemogis 3 iHWMK
nikapcbkrMun 3acobamu Ta iHLWi BUan B3aeMogin',
"Oco6nMBOCTI 3aCTOCYBaHHSA", "3acToCcyBaHHs y
nepiog, BariTHoCTi abo rogyBaHHs rpyaar”, "Cnocio
3acTocyBaHHs Ta go3n", "Mepepo3ysaHHs", "To6IYHI
peakuii” BigMoBigHO A0 iHhopmaLi LLoA0 MeaNYHOro
3acTocyBaHHA pethepeHTHOro NikapCcbkoro 3acoby
(Ko-AjosaH, TabneTku, BKPMTI MNIBKOBOIO
060/10HKOI0), @ TakoX y po3gini “MobivHi peakuii”
010 B&XX/MBOCTI 3BITYBaHHSA NPO NOGIYHI peakuii.

Pestome nnaHy ynpasniHHA pusnkamu Bepcis 3
fofaeTbes.

MepiognyHiCTb NOAAHHA PErysIspHO OHOB/IIOBAHOIO
3BITy 3 6e3neku, BignoBigHoO o MopsakKy 34iicHeHHS
dhapmakoHarnsgy, 3aTBepieHoro Hakasom
MiHicTepcTBa 0OXOpPOHW 340POB’S YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuuii Ykpainu 29 ciuHsa 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy MiHicTepcTea
OXOPOHU 340pPOB's YKpaiHu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rifHO 3i CTpOKamu,
3a3HavYeHVMU y NepiogMYHOCTI NOAaHHSA PerynsipHux
3BITiB 3 6e3neKu.

3a
peyenmom

He
nionsieae

UA/18175/01/03

KOPCAP® H
NG}

TabneTkn, BKpUTI
NNiBKOBOIO
o60onoHkoto, no 320
mr/12,5 wr, no 10
TabneTtok y 6nictepi,
no 3 6nictepu y
nadui 3 KapToHy

AT
"Ppapmak”

YkpaiHa

AT
"®dapmak”

Ykpaina

MepepeecTpauis Ha HEOOMEXEHUI TEPMIH.
OHOB/EHO iHGhOpMaLito B IHCTPYKUIT 418 MeanYHOro
3acTocyBaHHS Nikapcbkoro 3acoby y posginax
"®apmakonoriyHi BnactnsocTi”, "MNokasaHHsA",
"MpoTunokasaHHs", "B3aeMogdis 3 iHLLMMY
nikapcbkrMM 3acobamMu Ta iHLWi BUAn B3aeMogiid",
"Oco61BOCTI 3aCTOCyBaHHA", "3acTOCyBaHHS Yy
nepiog, BariTHOCTi abo rogyBaHHs rpyaar”, "Cnocio
3acTocyBaHHs Ta go3n", "Mepeno3yBaHHs", "T06IYHI
peaxuii” BignoBigHO A0 iHhopMaL,i LWoa0 MeanyYHOro
3acTOCyBaHHS pethepeHTHOro NikapcbKoro 3acoby
(Ko-AjoBaH, TabneTku, BKpUTI MNIBKOBOHD
060/10HKOID), a TakoX y po3gini "Mo6ivHi peakuii”
LLIOAO B&KMBOCTI 3BITYBaHHSA NPO MOGIUHI peakw;i.

Pe3tomMe nnaHy ynpaesiHHA pusvkamm Bepcis 3
[0a€EThCS.

3a
peyenmom

He
nidnsieae

UA/18175/01/04
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4eHHs

MepiognyHICTE NOAAHHS PerynsipHO OHOB/THOBAHOTO
3BiTy 3 6e3neku, BignoBigHoO Ao Mopsaky 34iicHeHHA
thapmakoHarnagy, 3aTBepykeHOro Hakasom
MiHicTepcTBa 0XOpOHW 340POB’S YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHY 30p0B'A YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO 3i CTpOKamu,
3a3HaYeHM y NepiognYHOCTI NOAAHHS PErynsipHnX
3BITiB 3 6e3MeKu.

10.

KOPCAP® H
oyo

TabneTkn, BKpUTI
NNiBKOBOIO
060/10HKO10, No 320
mr/25 mr, no 10
Tabnetok y 6nictepi,
no 3 6nicrepu y
nauuj 3 KapToHy

AT
"Papmak”

Ykpaina

AT
"®apmak”

YkpaiHa

MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH.
OHOoB/EHO iHGhOpMaLito B IHCTPYKUIT 418 MeANYHOro
3aCTOCYBaHHSA Nikapcbkoro 3acoby y posainax
"®apmakonoriyHi BnactnsocTi”, "MNokasaHHs",
"MpoTunokasaHHs", "B3aeMogis 3 iHLLIMMK
nikapcbk1MK 3acobamMu Ta iHLWi BUAM B3aeMoSiid",
"Oco6nMBOCTI 3acTOCyBaHHSA", "3acToCcyBaHHs y
nepiog, BariTHocTi abo rogyBaHHs rpyaat”, "Cnocio
3acTocyBaHHA Ta o3un”, "MepenosysaHHs", "MoGIYHI
peakuii" BigNoBigHO A0 iHthopmau,i LoA0 MegMuHoro
3aCTOCyBaHHA pethepeHTHOro NikapCbKoro 3acoby
(Ko-ioBaH, TabneTku, BKPUTI NAIBKOBOIO
060/10HKOI0), & TakoX y po3gini "Mobivni peakuii”
LLIOA0 BaXK/IMBOCTI 3BITYBaHHSA NPO MOGIYHI peakw;i.

Pestome nnaHy ynpasniHHA pusmkamuy Bepcis 3
fojaeTbes.

MepiognyHICTb NOAAHHS PErynsipHO OHOB/HOBAHOTO
3BITY 3 6e3neku, BignoBigHO A0 Mopsaaky 34iiCHeHHS
dhapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa OXOPOHU 340POB’A YKpaiHu Big, 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHW 340PO0B's YKpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HaYeHMMM y NepiognYHOCTI NOAAHHS PerynsipHnX
3BITIiB 3 6e3neku.

3a
peyerimom

He
niossieae

UA/18175/01/05

11.

KOPCAP® H
oyo

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKOI0, M0 80
mr/12,5 wr, no 10
TabneTtok y 6nictepi,
no 3 abo no 9
6nicTepiB y nauui 3
KapToHy

AT
"®apmak”

YkpaiHa

AT
"®apmak”

YkpaiHa

MepepeecTpallis Ha HEOBMEXEHNA TEPMIH.
OHOB/IEHO iHGhopMaLito B IHCTPYKLIT ANs MEAUYHOTO
3aCcTOCyBaHHS NikapcbKoro 3acoby y po3sginax
"apmakonoriyHi BnacTneocTi”, “MNokasaHHsA",
"MpoTunokasaHHa", "B3aemogis 3 iHWMun
nikapcbkrMmn 3acobamu Ta iHLWi B1uan B3aeMogiii',
"Oco6NMBOCTI 3aCTOCYBaHHSA", "3acTocyBaHHs y
nepiog, BariTHOCTi abo rogyBaHHs rpyaar”, "Cnocio
3acTocyBaHHs Ta go3n", "Mepeao3ysBaHHs", "Mo6iYHI

3a
peyenmom

He
nionsieae

UA/18175/01/01
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs1
peakuii” BigMoBigHO A0 iHchopmaLi LLoA0 MeaNYHOro
3acTocyBaHHA pehepeHTHOro NikapCcbkoro 3acoby
(Ko-AjosaH, TabneTku, BKPUTI NNIBKOBOIO
060/10HKOI0), @ TakoX y po3gini "MobivHi peakuii”
00 B&XNMBOCTI 3BITYBaHHSA NPO NOGIYHI peakLii.
Pestome nnaHy ynpasniHHA pusnkamu Bepcis 3
fojaeTbes.
MepiognyHiCTb NOAAHHA PerysspHO OHOB/IIOBAHOIO
3BITy 3 6e3neku, BignoBigHO o MopsaakKy 34iiCHeHHA
dhapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa 0OXOpPOHY 340POB’S YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuHs 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy MiHicTepcTea
OXOPOHU 340POB's YKpaiHu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO 3i CTpOKamu,
3a3HavYeHMU y NepiofMYHOCTI NOAaHHSA PerynsipHux
3BITiB 3 6e3neku.
12. | HANIBY®IHY NOpPOLLOK PPAHKOTMI dpaHuis CaHodi PpaHuin nepepeecTpaLisi Ha HeE0OMEXEHW TePMiH - He UA/18419/01/01
FIAPOXNOPUA | (cyb6ecTaHuis) B A Bintpon nionsi2ae
nonieTuaeHoBomMy IHaycTpi
naketi ans
hapMaLeBTUYHOIO
3acTOCyBaHHSA
13. | OMENPA3O0/- NOpPOLLOK ANA AT YkpaiHa AT YkpaiHa nepepeecTpavjis Ha He0bMeXeHN TepMiH 3a He UA/18270/01/01
PAPMAK PO3UunHY A8 "Papmak" "papmak” OHOB/IEHO iHGhopMaLito B iHCTPYKLIT 4151 MEAUYHOTO peyernmom nidnsieae
iHcpysiii no 40 wmr; 1 (BMpOGHMLT 3aCcTOCyBaHHS NikapcbKoro 3acoby y po3ainax
oNakoH 3 MOPOLLUKOM BO 3 "Oco61BOCTI 3aCTOCyBaHHA", "3acTOCyBaHHS Yy
B nauuj npoaykuii in nepiog, BariTHoCTi abo rogyBaHHs rpyaat”, "Mo6iyHi
bulk dpipmm- peaxuii” BignoBigHO A0 iHhopMaL,i LWo40 MeAUYHOro
BUPOGHMKa 3acTOoCyBaHHA pehepeHTHOro nikapcbKoro 3acoby
Nab6opaTtopi (Losec 40 mg powder and solvent for solution for
oc HopmoH Injection).
C.A,
IcnaHis) Pestome nnaHy ynpaBniHHA pu3ukamn Bepcisi 6

Jofaetbes.
MepiognyHiCTL NOAAHHA PErysIApHO OHOB/IIOBAHOIO
3BITY 3 6e3neku, BignoBigHO Ao Mopsaaky 34iiCHeHHA
hapmakoHarnagy, 3aTBepKeHOro Hakasom
MiHicTepcTBa OXOpPOHU 340POB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuHs 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3ly MiHicTepcTBa
OXOPOHW 340POB's YKpaiHu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rifHO 3i CTpOKamu,
3a3HavYeHMN Y NepiofMYHOCTI NOAaHHSA PerynsipHux
3BITIB 3 6e3neKku.
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs1
14. | OMENPA3O0I/- MOPOLLIOK A5 AT YkpaiHa Na6opaTopi Icnanis nepepeecTpauist Ha He0OMeXeHWn TepMiH - He UA/18269/01/01
DPAPMAK pPO34unHy Ansa "®apmak” oc HopmoH niossieae
iHcpys3iii no 40 wr; in C.A. Pestome nnaHy ynpaBniHHA pu3ukamn Bepcis 6
bulk: no 564 [0Ja€ETbCS.
donakoHu y Kopobui MepiognyHICTb NOAAHHA perynsipHO OHOB/IOBAHOIO
3BiTy 3 6€3neky, BignoBiaHO A0 Mopsaky 34iCHeHHS
dhapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa OXOpPOHU 340POB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHW 340pPOB's YKpaiHu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HaYeHMMM y NepiognYHOCTI NOAAHHS PerynsipHnX
3BITiB 3 6e3neKku.
15. | TIAMIHY MOPOLLIOK AT YkpaiHa XyaxoHr Kutaii nepepeecTpauis Ha He0OMeXeHW TepMiH - He UA/18259/01/01
rAPOXNOPUL | kpucTaniuHuii a6o "KNIBCbKM dapmacbioT nionsizae
KpUcTanm i ukan Ko.,
(cybcTaHuis) y BITAMIHHN nra.
nakeTax " 3ABOA"
nonieTnIeHoBmX
ans
chapmaL,eBTUYHOro
3aCTOCyBaHHs
16. | TYNOH1T NOpOLUOK AN1s Tynin 1ab IHais 3eiicc IHais nepepeecTpauis Ha He0OMeXeHWn TepMiH 3a He UA/17570/01/01
PO34UHY OJ151 iH'EKLLIA MpaiiBiT dapmac’oTik OHOB/IEHO iHGhopMaLLito B IHCTPYKLIT ANs MEAUYHOTO peuenmom nionsieae
no 1000 mr; 1 Nimiteq enc Mer. 3acTOCyBaHHS NikapCcbKoro 3acoby y posginax
hN1akoH 3 NMOPOLUKOM nrta., Hais "Ocob6nmBoCTi 3acTocyBaHHS", "MobiuHi peakwi
Y KapTOHHiIli kopobLi Csicc BiANOBIAHO A0 iHGhopMaLii pedhepeHTHOro
MapeHTepan nikapcbkoro 3acoby (ROCEPHIN powder for solution
3114, IHais for injection 1 g), a TakoX OHOB/IEHO iH(hOpMaLLito B

po3aini "Mo6iuHi peakuii™ iIHCTPYKUIT ANS MeANYHOro
3aCTOCyBaHHSA NMikapcbKoro 3acoby Lwoao
BaXX/IMBOCTI 3BITYyBaHHS NPO MoGiYHI peakyjii.

Pestome nnaHy ynpaBniHHA pu3nkamu Bepcis 1.1
Jofaetbes.

MepiognyHiCTL NOAAHHA PErysIApHO OHOB/IIOBAHOIO
3BITY 3 6e3neku, BignoBigHO Ao Mopsaaky 34iiCHeHHA
hapmakoHarnagy, 3aTBepKeHOro Hakasom
MiHicTepcTBa OXOpPOHU 340POB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuHs 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3ly MiHicTepcTBa
OXOPOHW 340POB's YKpaiHu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rifHO 3i CTpOKamu,
3a3HavYeHMN Y NepiofMYHOCTI NOAaHHSA PerynsipHux
3BITIB 3 6e3neKku.
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs1
17. | XNOPrEKCUA, pO34nH AnA TOB "AKnN YkpaiHa TOB "OKnM YkpaiHa nepepeecTpauist Ha He0OMeXeHWn TepMiH 6e3 nionsizae UA/18239/01/01
NH 30BHILUHLOIO "®papmaueBT "®PapmaueBT OHoOB/EHO iHghopmaLito y po3aini "Mo6iyvHi peakuji” peyenma
3acTocyBaHHS nyHa nyHa IHCTPYKLUT AN1S MeAMYHOT0 3aCTOCYBaHHS
0,05% no 100 mn y thabpuka" habpmka" niKapcbKoro 3acoby 040 BaXK/IMBOCTI 3BITyBaHHS
dhnakoHax 3 npo nobiyHi peaxuir.
KPULLIKOIO- Pestome nnaHy ynpasniHHA pusmkamu Bepcis 1.1
KpanesnbHULEHO i fofaeTbes.
KpuLKoto; no 200 mn MepiognyHICTb NOAAHHA perynsipHO OHOB/IOBAHOIO
y donakoHax 3 3BiTy 3 6€3neky, BignoBiaHO A0 MopsaKy 34iCHEHHS
KPYWLLIKOO dhapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa OXOpPOHU 340POB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHW 340POB's YKpaiHu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HaYeHMMM y NepiogNYHOCTI NOAAHHS PerynsipHnX
3BITIiB 3 6e3neku.
B.o. HayanbHMKa
®apmMaleBTUUYHOI0 yIIpaB/IiHHA JIrnpmuiia APKO




ITEPEJIIK

Joparok 3
A0 Hakasy MiHicTepcTBa OXOPOHU
300poB’A YKpaiHu «Mpo gepxaBHy

peecTpauito (nepepeecTpadito)
JNiKapCbKMX 3ac06iB (MegUUHNX

iMyHOGionorivHMX npenaparis) Ta
BHECEHHSA 3MiH 0 peecTpayiiiHnx
Martepianis»

Bi 08 TpaBHA 2025 poky Ne 787

JIIKAPCBKHMX 3ACOBIB (MEJNYHUX IMYHOBIOJIOTTYHUX ITPEITAPATIB), IIOJ0 AKUX BYJ/IN BHECEHI
3MIHU 10 PEECTPAIIMHUNX MATEPIAJIIB, AKI BHOCATBCSHA 4O JEPKABHOI'O PEECTPY JIIKAPCBbKHUX
3ACOBIB YKPAIHA

Ne Ha3ssa Popma sUMyCKYy 3assBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Peknam Homep
n/n NlikapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKky yBaHHs1 | peecmpayiliHo20
3acoby yrnakoskKa) nocBi04€eHHs
1. | L-TUPOKCUH | Tabnetku no 100 BEP/IH- HimeuyunHa Bupo6bHMLTBO HimeuunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/8133/01/01
100 BEP/1IH- MKT; no 25 TabneTok XEMI AT npenapary "in Il Tvny - 3miHn Wwoao 6e3nekn/edeKTMBHOCTI Ta peyenmom
XEMI y 6nicTepi; no 1 abo bulk", kOHTpO/Ib thapmakoHarnsgy. BHeceHHs abo 3miHa(u) fo
2,abono 4 cepii: BEPJ1IH- 3000B'A3aHb Ta YMOB Buadi peecTpauiiiHoro
6nictepy B XEMI AT, nocBigyeHHs, Bkovatoun MnaH ynpasaiHHA
KapTOHHI KopoobLi HimeuuunHa; py3nkKamu (iHLWi 3MiHK). 3assBHUKOM HaAaHo
MakyBaHHs, OHOB/EHWIA MnaH ynpaBniHHSA pu3nkamu Bepcis 6.1.
KOHTpONb Ta 3MiHU BHECEHO [0 YacTvH: | «3arasibHa
BMNYCK Cepiii: iHchopmauis», Il «Cneyndikauis 3 6esnekn», |11
BEP/IH-XEMI AT, «[naH 3 hapmakoHarnsgy», V «3axoam 3
HimeuunHa MiHiMi3auii pu3ukiB», VI «Pe3tome nnaHy ynpas/iHHSA
pusnkammn», VIl «logatku» y 38’3Ky 3 OAaBaHHAM
BaX/IMBOTO iA€HTUIKOBAHOIO pU3nKy Ta
nepeknacugikalieto y)xe HasBHNX,LWO NOTPebyoThb
NpoBefeHHA A0AaTKOBMX 3axX04iB 3 MiHimizaL,ii
pu3unkiB, Ha nigcTasi pekoMmeHaauii
PSUSA(PSUSA/00001860/201901). Pestome MNnany
ynpaBniHHA pu3nkamn Bepcis 6.1 noaaeTbes.
2. | ABIPATEPOH | Tabnetku, BKpUTi Mictpan AHrnis BMPOGHULITBO, Icnanis/ BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu 3a UA/18043/02/01
-BICTA NAiBKOBOIO Kenitan nepByrHHE, Yecbka Il TNy - 3miHM 3 AkocTi. AP, (iHWi 3MiHK) - peyenmom
o060n0Hkoto, no 500 MeHexmeH BTOPUHHE Pecny6nika OHoBneHHst ASMF ana A®l abipatepoHy aueTar Big,
Mr; no 60 TabneTok T Nlimiteq, nakyBaHHs, BMpo6HMKa Aurisco Pharmaceutical Co., Ltd., Kutaii
y N1aCTUKOBOMY KOHTPO/b SIKOCTI, - Oitoua pegakuis: ASMF of Aurisco Pharmaceutical
KOHTeliHepi; no 1 BUNYCK cepil: Co., Ltd for Abiraterone acetate drug substance.
KOHTelHepy B CiHTOH XicnaHis, Abiraterone Acetate (Code. A52) EU ASMF Version
KapTOHHI KOpoOLyi C. N, IcnaHis; 6.6/Jun. 25, 2021- Version 6.7/ Jan., 2022 -
KOHTPO/b AKOCTI MponoHoBaHa pepakuis: ASMF of Aurisco
(chizuko-xiMiuHwmi): Pharmaceutical Co., Ltd for Abiraterone acetate drug
KBiHTa-AHaniTika substance. Aplicant Part: “EU ASMF V6.8/Aug.18,
C.p.0., Yecbka 2023 The restricted part of ASMF “EU ASMF
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
Pecny6nika V6.9/Feb. 19, 2024"
3. | ABEHIO® TabneTtku, BKPUTI AT Ykpaina AT "®apmak” Ykpaina BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 6e3 UA/14394/01/01
nNiBKOBOIO "®apmak” | TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenma
o60noHkoto, no 500 thapmakoHarnagy (iHwi 3MiHn).
Mmr; no 10 TabneTok 3MiHV BHECEHO B TEKCT MapKyBaHHs NEPBUHHOT Ta
y 6nicTepi, no 3 abo BTOPUHHOI YNakoBOK MikapcbKoro 3acoby, a came
5 6nicTepis y nauui 3 BW/y4EHO iHChopMaLLito, 3a3HaYEeHY POCICHKO0
KapToHy MOBOI0. TepMiH BBELEHHS 3MiH - MPOTAroM 6 micsauis
nicns 3aTBepmkeHHs. 3MiHu | Tuny - 3MiHn Wwoao
6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsgy (iHuwi
3MiHK). 3MiHM BHECEHO B TEKCT MapKyBaHHS
NepBUHHOT (MYHKT 6) Ta BTOPUHHOI (NyHKT 11, 16,
17) ynakoBOK fikapCcbKOro 3aco6y. TepmiH BBEAEHHS
3MiH - NPOTAroM 6 MicsLIB NiCNs 3aTBEPAKEHHS.
4. | ABUTPOMIL, NMOPOLLOK CninbHe Ykpaina TAMI XOPBATIA XopsarTis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu - UA/10401/01/01
NH (cybeTaHuisn) y YKpaiHCbKO- IHOACTPIC NTA. I Tuny - 3miHn 3 AkocTi. CepTudpikat
noaBiliHMX icnaHcbke BignosigHoOCTI/ITE-cepTudcpikat BignosigHOCTI
nonieTuIeHoBMX nignpveMcTB €sponelicbkin hapmakonei/moHorpadii. NMogaHHA
MilLKax gns 0 "CMNEPKO HOBOro abo OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI
hapMaLeBTUYHOIO YKPAIHA" ab60 Buy4YeHHs cepTuddikara BigNoBiAHOCTI
3aCTOCYyBaHHA €Bponeiicbkinn hapmakonei: ana A®l; gns BuxigHoro
mMartepiany/peareHTy/nMpoMiKHOIo NPOAYKTY, WO
BMKOPUCTOBYHOTbCA Y BUPO6HMLTBI API; ans
[0NOMIXHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBIEHWIA
cepTuduikart Bif y)Xe 3aTBepKEHOro BUpobHMKa.
MopaHHA OHOB/IEHOrO cepTudikaTy BifNOBIAHOCTI
€D Bif BXe 3aTBEpXEHOro BUPOOHWMKa AjHoHOoi
peyoBuHM asnTpomiumHy Pliva Croatia Ltd CEP Ne
2007-072-Rev 03 (3atBepmxeHo: CEP Ne R1-CEP
2007-072-Rev 02). 3miHu Bigbyn1cs B Ha3Bi
BMPOOHUKA, a TakoX BifOYy/10Cb KOPUTyBaHHS B
HanucaHHi agpecun 6e3 dakTy 3MiHK agpecu
5. | AKAPL Tabnetku dapmanesT Monbwa dapmaLeBTUYHNIA Monbwa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu 6e3 UA/5687/01/02
KMLLKOBOPO3UUHHI, WNYHWIA 3aBOf, 3aBof | TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenma
no 150 mr; no 10 "TIONbOAP "MONb®APMA" hapmakoHarnsay (iHwi 3MiHn) - 3MiHM BHECEHI Y
Tabnetok y 6nictepi; MA" C.A. C.A. TEKCT MapKyBaHHSA nepBuHHOI (n. 6. IHLWE) Ta
no 3 6nictepn abo BTOPUHHOI (N. 17. IHWE) ynakosku Nikapcbkoro
no 5 6nictepis B 3acoby.
KapTOHHI KopobLyj;
no 20 TabneTtok y
6nictepax, no 5
6nicTepis B
KapTOHHI KOpo6Li
6. | AKAPL TabneTtkn dapmaneBT Monbwa dapmaueBTUYHNI Monbwa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiani: 3MiHu 6e3 UA/5687/01/01
KMLLKOBOPO3UUHHI, WYHWIA 3aBOJ, 3aB0[, | TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuyenma
no 75 wmr; no 10 "TIONNb®AP "TMONIb®APMA" thapmakoHarnagy (iHwi 3MiHu) - 3MiHW BHECeHi y
TabneTok y brictepi; MA" C.A. C.A. TEKCT MapKyBaHHS1 NepBMHHOI (M. 6. IHLE) Ta
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
no 3 6nictepn abo BTOPUHHOI (n. 17. IHLWE) ynakoBku nikapcbkoro
no 5 6nicTepis B 3acoby.
KapTOHHIlA KOpo6L;
no 20 Tabnetok y
6nictepax, no 5
6nicTepis B
KapPTOHHI KOpooLii
7. | AKHETIH® Kancynu no 16 mr, AapaH- Xopsaris C.M.B. Benbris BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/10316/01/02
no 10 kancyny [aneHcbkunin TexHonogxi CA I Tuny - 3miHK 3 AkocTi. CepTudikar peyenmom
6nicTepi; no 3 Na6opatopi BignosigHocTi/l E-cepTudikar BignosigHoCTI
6nictepu y npa.n. €Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHA
KapTOHHI Kopoobui HOBOro abo OHOB/IEHOTO cepTudlikarta BifnoBigHOCTI
abo BuNy4YeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkil hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPVCTOBYIOTbCS Y BUPObHUUTBI ADI; ans
[onomikHOT pedoBuHm (MCE-cepTudikat
BiANOBIAHOCTI EBponeiichbkili hapmakonei gns
A®l/BuxigHoro matepiasy/peareHTy/npoMiKHOro
npoAykTy abo [ONOMiXHOT pevoBuHK) - HoBuiA
cepTtudikaT 415 BUXigHOro
marepiany/peareHTy/npomMikHOro NpoaykTy abo
[0MOMDKHOT peYoBMHM Bif, HOBOTO ab0 Bxe
3aTBEPAKEHOr0 BUPOOHUKA - nogaHHsA Hosoro [E-
cepTudpikaTa BignoBiAHOCTI EBpONEChKil
thapmakonei Ne R1-CEP 2008-048 - Rev 00 ans
XenatuHy Big Bupo6Huka Pioneer Jellice India
Private Limited.
8. | AKHETIH® Kancynu no 8 mr, no AapaH- Xopsaris C.M.B. Benbris BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/10316/01/01
10 kancyny [aneHcbkunit TexHonogxi CA | Tuny - 3miHK 3 AkocTi. CepTudikat peyenmom
6nicTepi; no 3 Na6opatopi BignosigHOCTI/IE-cepTudpikar BignosigHOCTI
6nictepn y na.n. €Bponelicbkiin hapmakonei/MoHorpacii. NMogaHHsA

KapTOHHI KopoobLi

HOBOro abo OHOB/IEHOTO cepTudlikarta BifgnoBigHOCTI
abo BuNy4YeHHs cepTudikaTta BignoBigHOCTI
€Bponeiicbkilt hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPVCTOBYIOTbCS Y BUPO6HUUTBI ADI; ans
[0nomikHOT peyoBuHm (MCE-cepTudikat
BiANOBIAHOCTI EBponeiickbkili hapmakonei gns
Adl/BnxigHoOro matepiany/peareHTy/npomixxHOro
npoAykTy abo [ONOMiXHOT pevyoBuHK) - HoBuiA
ceptudikaT 415 BUXigHOro
matepiany/peareHTy/npomMiKHOro NpoaykTy abo
[L0MOMDKHOT peYoBUHM Bif, HOBOTO ab0 Bxe
3aTBEPAKEHOr0 BMPOBHUKA - nogaHHsA Hosoro [E-
cepTudpikaTa BignNoBiAHOCTI EBpONEiChKil
thapmakonei Ne R1-CEP 2008-048 - Rev 00 gns
XenatvHy Big Bupo6Huka Pioneer Jellice India
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
Private Limited.
9. | AKTUNI3E® niodpinizat ana BepiHrep HimeuyunHa Bupo6Huk HimeuunHa/ | BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/2944/01/01
pO3YuHy AN IHrenbxanm (niodpinizar): | TNy - 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbkuin 3aci6. peyenmom
iHcpysii no 50 wr; 1 IHTEepHeLwHN BVMPOGHMLTBO 3a (iHWi 3miHW) - OHOBNEHHS po3giny 3.2.A.1
onakoH 3 6X NOBHUM LK/TIOM MpumilLleHHA Ta 061aHaHHSA Y 3B’A3KY i3

nioghinizatom y
KommnekTi 3 1
dhnakoHoOM
po3unHHMKa (BOAa
Ans iH'ekuiid) no 50
M1y KapTOHHIl
Kopobui

(BKOUaOUM
BMPOGHMLTBO,
KPUTUYHWIA
BMPOGHNUNI
KOHTPO/b,
KOHTPO/1b SKOCTi B
LOCAIMKEHHSIX 415
BUMYCKy cepiii (3a
BCimMa
napameTpamu),
KOHTPO/Tb SKOCTi B
LOCNIMKEHHSAX
cTabinbHocTi (3a
BCiMa
napameTtpamu),
nepBuHHA
yrnakoBka,
BTOPVHHA
ynakoBka, BMMyCK
cepiid): BepiHrep
IHrenbxaim
dapma 'm6X i Ko.
KI, HimeuunHa,;
Bupo6Huk
(po3umHHKK, Boda
ONS iH'EKUIN):
BUPOGHMLTBO 3a
NMOBHWM LMK/IOM
(B1pO6HMLTBO
(BKOUaOUM
KOHTPO/b SKOCTi B
npoueci
BUPOGHULTBA),
KOHTPO/b AKOCTI
KiHLLeBOro
npoaykty (ans
BWMYCKy Cepiii Ta B
LOCNIMKEHHSIX
cTabinbHoCTi),
nepBrHHE
MapKyBaHHS,
BTOPWHHE
nakyBaHHs Ta

BNpOBaMKeHHSIM 06po6KM 06nafHaHHA Ans
BMPOGHMLITBA HOBOTO K/lacy NPOAyKTIB - NenTugis,
Ha BMPOGHWYIi AinbHULI BepiHrep IHrenbxaiim (M.

Bibepx/Pucc).
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
MapKyBaHHs,
BUMYCK Cepiif)):
BepiHrep
IHrenbxaim

dapma 'm6X i Ko.
KI, HimeyuunHa;
Brpo6HuK
(niogpinizar):
BMPOGHMLITBO
Hepo3acosaHoro
NpoAyKTY
(BKkOUaOUM
BMPOGHMLTBO,
KPUTUYHWIA
BUPOGHNUNIA
KOHTPO/b,
KOHTPO/Tb SKOCTi B
LOCAIMKEHHSX AN1A
BUMYCKy cepiii (3a
napameTpamu
CTEPWUNIBHICT,
6akTepianbHi
©HA0TOKCUHM,
30BHILUHIli BUrNag,
OfHOPIAHICTb
macu, yac
PO3YMHEHHS),
nepBuHHa
ynakoBka): BeTTtep
Papma-dPepTuryHr
'M6X eHpg Ko. K,
HimeuumnHa,
Brpo6HMK
(niodpinizar):
BMPOGHMLITBO
Hepo3acoBaHoro
npoaykTy (Tinbku
Bi3yasibHUiA
KOHTPO/b),
KPUTUYHWIA
BMPOGHUUNIA
KOHTPOSb,
KOHTPO/Tb AKOCTi B
[OCNIKEHHSX Ans
BUMYCKy cepiii (3a
napameTpamu
CTEePU/IbHICTb,
GakTepiasibHi
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
€HA0TOKCUHY,

30BHILLHIl BUrNAA,
OfHOPIAHICTb
macw, yac
PO3UYMHEHHS):
BetTep ®apma-
®epTuryHr MrmoXx
eHf Ko. KT,
HimeuumnHa,;
Brpo6HuK
(niogpinizar):
BMPOGHMLITBO
Hepo3acosBaHoro
npoAaykTy (Tinbku
Bi3yaslbHUiA
KOHTPO/b),
KPUTUYHWIA
BUPOGHNUNIA
KOHTPO/b,
KOHTPO/Tb SKOCTi B
LOCAIMKEHHAX 415
BUMYCKy cepiii (3a
napameTpamu
CTEPWU/IBHICTD,
6akTepianbHi
©HA0TOKCUHM,
30BHILUHIli BUrNAg,
O[HOPIAHICTb
macu, yac
PO3YMHEHHS):
BetTtep ®apma-
depTuryHr rmeX
eHp Ko. KT,
HimeyunHa;
Bupo6Huk
(niogpinizar):
BMPOGHMLTBO
Hepo3dacoBaHoro
npoaykTy (TiNnbku
Bi3yasibHWIA
KOHTpONb): BeTTep
Papma-dPepTuryHr
'M6X eHpg Ko. K,
HimeuumnHa,
Nabopatopii 3
KOHTPO/O AKOCTI
(niogpinizar):
anbTepHaTMBHA




22

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
AinbHUUSA 3

KOHTPO/O AKOCTI
3a NoKasHUKamu
"CTepunbHiCcTb" Ta
"BakTepianbHi
€HAO0TOKCUHK" AN1A
BUWMYCKY Cepiii
'N3: Nabop NC
CE eHf Ko. KT,
HimeuunHa;
Na6opartopii 3
KOHTPOSO SIKOCTI
(niodpinizar):
anbTepHaTMBHa
AinbHUUA 3
KOHTPOJTIO AKOCTi B
[OCNIKEHHSX Ans
BUMycky cepili M3
(3a BCiMa
nokasHuKamu 3a
BUK/TIIOYEHHAM
"CTepwubHicTb",
"BakTepianbHi
€HJ0TOKCUHKN") Ta
B AOC/iHKEHHSX
cTabinbHoCTI (3a
BCiMa
nokasHukamm): A
ena Em Wra6Ttect
Na6op cyp
AHamITUK yHA,
Crabinitarcnpydy
Hr TM6X,
Himeyunna
Na6opartopii 3
KOHTPOSO SIKOCTI
(PO3YMHHUK):
anbTepHaTMBHa
AinbHUUA 3
KOHTPO/O AKOCTI
3a BUK/IIOYEHHAM
NOKa3HWKiB
'CTepunbHicTb" Ta
"BakTepianbHi
€HA0TOKCUHN"
(mocnimkeHHs
cTabinbHocTi): A
ena Em Wra6Ttect
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

Na6op dyp
AHaNITUK yHA,
Cra6initatcnpydy
Hr M6X,
HimeuuunHa;
Nabopatopii 3
KOHTPO/O AKOCTI
(PO3UYMHHUK):
anbTepHaTMBHa
AinbHUUS 3
KOHTPO/O AKOCTI
3a napameTtpamu
"CTepunbHICTb" Ta
"BakTepianbHi
€HA0TOKCUHN"
(mocnimkeHHs
cTabinbHOCTI):
Na6op IC CE eHg
Ko. KI', HimeuyunHa

10.

AKTPANIA®
HM
®NEKCMNEH®

PO34UH O151 iH'EKLLNA,
100 MO/mn; no 3 Mn
y KapTpuaxi; no 1
KapTpuaxy y
6aratoao30Bili
0HOpAa3oBili
wnpuy-pyyui; no 1
a6o 5 wnpuu-pyyok
Y KapTOHHIli kopobLi

A/T Hoso
Hopgaick

[JaHis

Bupo6Huk
Hepo3acoBaHoro
NpPoOAYyKTY,
nepBuHHE
nakyBaHHS;
KOHTPO/b SIKOCTI
NpoAYyKTY B
nepBMHHOMY
nakyBaHHi
(kapTpuoxi
MeHin®) Ta
BiANOBiAa/IbHWIA 32
BMNyCK cepil
rOTOBOIO NPOAYKTY
(PnekcleH®): AIT
Hoso Hopgick,
[JaHis; Bupo6bHuk
BiANOBiAa/IbHWIA 32
36MpaHHs,
MapKyBaHHSA Ta
BTOPWHHE
nakyBaHHs
rOTOBOIO NPOAYKTY
(PnekcleH®);
KOHTPONb SIKOCTI
rOTOBOIO NPOAYKTY
(PnekcleH®): AIT
Hoso Hopgick,
[JaHis;

[Lanisa/
PpaHuia/
Bpasunis/
KnTaiicbka
HapopgHa

Pecny6nika

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu
| Tuny - 3miHK woao 6e3nekn/edekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX JaHnx Npo cucTemy dhapmakoHarnsgy
(BBEAEHHS y3araslbHEHMX [aHUX NPo cucTemy
hapmakoHarnsgy, 3MiHa ynoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEHH:A hapMmakoHarnsay;
KOHTaKTHOI 0co6YM 3 thapmakoHarnsagy 3asBHuka anas
3piicHeHHs hapMakoHarnsgy B YkpaiHi, K0 BOHA
BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifNoBigansbHOI
3a 3AjiicHeHHs hapmakoHarnagy (Bkiyatoun
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi MacTep-
thaiina cuctemm chapmakoHarnsgy). 3miHa
KOHTaKTHMX AaHMX YNOBHOBAXXEHOI 0COOM 3asiBHMKA,
BiANOBIAaNbHOI 3a thapmakoHarnsg,. 3miHa
MicLie3HaxoMKeHHs MacTep-chaiina cuctemm
thapmakoHarniagy. 3miHa mMicus 34ilCHEHHs
OCHOBHOI fisi/IbHOCTI 3 hapmakoHarnsgy.

3a
peyenmom

UA/17171/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
MapKyBaHHsa Ta
BTOPWHHE
nakyBaHHs
roTOBOrO NPOAYKTY

rOTOBOTO NPOAYKTY

KOHTPO/b AKOCTI
roTOBOrO NPOAYKTY
(PnekcleH®):
Hoso Hopgick

dapmaceyTika [0
Bpasinb iTpa.,

Hep

HanoBHEHHA B

ynakosky: HoBo
Hopgaick (KuTaii)

®ap

Ko., Nita.,
Kutaiicbka

(dPnekcleH®): AIT
Hoso Hopgaick,
[JaHis, Bupo6bHuk
npoayKuii 3a

NOBHUM LK/TOM:
Hoso Hopgick
MpoAtoKCbLoH

CAC, ®paHuis;

Brpo6HumK

Hepo3dacoBaHoro
NPOAYyKTY,
nepBuHHe

nakyBaHHS;

KOHTPO/b AKOCTI
NpoAYyKTY B

nepBUHHOMY
nakyBaHHi

(kapTpuaxi

MeHhin®);

36UpaHHs,

MapKyBaHHA Ta

BTOPWHHE

nakyBaHHs

(PnekcleH®);

Mpoaykao

Bpasunis;
Bupo6Huk
03chacoBaHoOro
NPOAYKTY,

nepBUHHY

MacbHTikan3

HapogHa
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
Pecny6nika
11. | ANIEP3VH TabneTtku, BKPUTI 3AT YropwmHa 3AT YropwmHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 6e3 UA/9862/01/01
nNiBKOBOIO PapmaLesT dapmaueBTUYHWI | TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenma
060/10HKOI0, N0 5 Mr, | NYHWUIA 3aBOA, 3aBog ElC hapmakoHarnsgy (iHwi 3mMiHn) 3MiHM BHECEHO Y
no 7 Tabnetok y ETIC TEeKCT MapKyBaHHS1 BTOPMHHOI YNakoBKY NiKkapCbKoro
6nicTepi; no 1 abo 3acoby y n. 17. IHWE. BeeAeHHs 3MiH NpoTarom 6-
no 2 6nictepu B TU MicALIB NicNs 3aTBEPMKEHHS
KapTOHHI Kopo6Lyj;
no 10 TabneTtok y
6nicTepi; no 1, abo
no 2, abo no 3
6nictepy B
KapPTOHHIi KOpooOLii
12. | AJINECTA® TabneTtku, BKPUTI AJIKANOIL, Pecny6nika ANKANOIL AL Pecny6nika | BHeCeHHsi 3MiH 40 peecTpaLiiHux MaTepianis: 3MiHK 3a UA/4290/01/01
NAiBKOBOIO AL Ckon'e MiBHiYHa Ckon'e MiBHiuHA | TMny - 3miHK 3 AkocTi. CepTucpikat peyernmom
060/10HKOH0, Mo 10 MakepoHis MakepoHis BignosigHOCTI/IE-cepTudpikar BignosigHOCTI
Mmr no 10 TabneTok y €Bponelicbkiin hapmakonei/mMoHorpadii. NMogaHHsA
6nicTepi; no 3 HOBOro abo OHOB/IEHOTO cepTudikarta BifgnoBigHOCTI
6nictepy B abo BuNy4YeHHs cepTudikaTta BignoBigHOCTI
KapTOHHIlA KopooLi €Bponeiicbkili hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPVCTOBYIOTbCA Y BUPO6HUUTBI ADI; ans
[LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€Bponelicbkin hapmakonei) - OHOBEHWIA
cepTudikaT Bif y)xe 3aTBepAXeHOro BUPOOHUKa -
noJiaHHs OHOB/IEHOro cepTucdpikata BiANOBIAHOCTI
€Bponelicbkii hapmakonei R1-CEP 2010-130-Rev
05 (3arBepgxeHo: R1-CEP 2010-130-Rev 04) ans
Ailoyoi peyoBMHU CMMBACTaTUH Bif, 3aTBEPAXKEHOIO
BMpO6HMKa Teva Pharmaceutical Works Private
Limited Company.
13. | AJINECTA® TabneTkun, BKPUTI ANKANOI, Pecny6nika AJIKANOIL AL Pecny6nika | BHeCEHHS 3MiH [0 peecTpauiiiHnx maTepianis: 3MiHu 3a UA/4290/01/02
NAiBKOBOIO AL Ckon'e MiBHiYHa Ckon'e MiBHiuHa | TMny - 3miHK 3 AkocTi. CepTudcpikat peyenmom
o60onoHkoto, no 20 MakefioHist MakefioHisA BignosigHoOCTI/lE-cepTudpikat BignosigHOCTI

Mmr no 10 TabneTok y
6nictepi; no 3
6nictepu B
KapTOHHIlA KOpo6Li,
no 14 TabneTtok y
6nicTepi; no 2
6nictepu B
KapTOHHI KOpoOLyi

€sponelicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro abo OHOB/IEHOro cepTucpikata BiANOBIAHOCTI
abo BUNyYeHHs cepTudikaTa BignoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®I; ana BuxigHoro
MaTepiany/peareHTy/MpoMiKHOTo NPOAYKTY, WO
BMKOPWCTOBYIOTbCS Y BUPOOHUUTBI ADI; ans
[0MNOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkili hapmakonei) - OHOB/IeHWI
cepTudikaT Bif yxe 3aTBepAXEeHOro BUPOOHUKa -
noAaHHA OHOBMIEHOrO cepTudiikaTa BifnoBiAHOCTI
€Bponelicbkii papmakonei R1-CEP 2010-130-Rev
05 (3arBepgxeHo: R1-CEP 2010-130-Rev 04) ans
Aitoyoi pevosuHN CrMBAaCTaTUH Bif, 3aTBEPKEHOrO
BMpobHMKa Teva Pharmaceutical Works Private
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
Limited Company.
14. | ANINECTA® TabneTtku, BKPUTI AJIKANOIL, Pecny6nika ANKANOIL AL Pecnybnika | BHeceHHsi 3MiH 40 peecTpaLiiHux MaTepianis: 3MiHK 3a UA/4290/01/03
nNiBKOBOIO AL Ckon'e MiBHiYHa Ckon'e MiBHiuHa | TMny - 3miHK 3 AkocTi. CepTudcpikat peyernmom
060/10HKOH0, MO 40 MakefoHis MakefoHis BignosigHocTi/l E-cepTudikar BignosigHoCTI
Mr no 15 TabneTok y €Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA
6nicTepi; no 2 HOBOro abo OHOB/IEHOTO cepTudikarta BifnoBigHOCTI
6nictepu B abo BuNy4YeHHs cepTudikarta BignoBigHOCTI
KapTOHHI Kopo6Lyj; €Bponeiicbkii hapmakonei: ana A®l; ans BuxigHoro
no 14 tabnetok y marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
6nicTepi; no 2 BMKOPVCTOBYIOTbCS Y BUPObHUUTBI ADI; ans
6nictepu B [LOMOMDKHOT peyoBMHU (cepTudikaT BiANOBIAHOCTI
KapTOHHI Kopoobui €sponelicbkin hapmakonei) - OHOBEHWIA
cepTudikaT Bif yXe 3aTBepAXeHOro BUPOOHUKa -
noJilaHHs OHOB/IEHOro cepTudpikata BiANoBIAHOCTI
€sponelicbkii hapmakonei R1-CEP 2010-130-Rev
05 (3atBepmkeHo: R1-CEP 2010-130-Rev 04) ans
Aito4oi peyoBmHU CMMBacTaTUH Bif, 3aTBEPAXKEHOIO
BMpO6HMKa Teva Pharmaceutical Works Private
Limited Company.
15. | AINYHA TabneTtku, BKPUTI Awmakca Ntg, Benuvka BUPOGHMLTBO 3a LLiBeiiuapis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu 6e3 UA/11711/01/01
NiBKOBOO BpuTtaHis NMOBHWUM LMK/IOM: | Tuny - AgMiHICTpaTVBHI 3MiHU. BunyyeHHs peyenma
060/10HKOHO; Mo 10 Makc Lennep BVMPOGHMYOI AinbHNL (BKIHOYAKUMN AiNMbHAL ANS
TabneTtok y 6nictepi; 3boHe AT, A®I, NpomiXHOro NpoAaykTy abo rotToBoro
no 1 a6o 3 6nictepu LLsefiuapis; nNiKapcbKoro 3acoby, AiNbHNL AN NpoBefeHHS
B KapTOHHIi kKopo6ui nakyBaHHs, BUPOGHWMKa, Bi4NOBiAa/IbHOTO 3a BUMYCK
KOHTPOb SAKOCTI: cepiid, Mmicue NpoBefieHHs1 KOHTPOSIHO cepil) abo
Nab6op LlonniHrep nocTtayasibHvKa BUXiAHOro MaTepiasy, peareHTy abo
Ar, LWBeliuapis; [LOMOMDKHOT PEYOBUHM (AKLWO 3a3HAYeHO Y [10CbE).
KOHTPONb SIKOCTI: 3MiHN CTOCYHOTHCS BUMYYEHHS a/TbTEPHATUBHOI
IHTepnabop Benn BMPOGHWYOI AiNbHML, BifNOBIA&ILHOI 38 NEpBUHHE
Ar, LLiBeliuapis nakyBaHHs (thacyBaHHs1), BTOPMHHE NakyBaHHS,
MapkyBaHHa Coro dnopgic IHTepHeLwwHn
Ceit3epneHg CA (Soho Flordis International
Switzerland SA), ockinibkv faHa BUpo6HMYa
[inbHMUA He Byfe BUKOPUCTOBYBATUCS SIK
aflbTepHATUBHWI BUPOBHVK A58 NOCTaYaHHsA B
YKpaiHy. Bupo6Huk, Lo 3aniwaeTbcs Makc Liennep
3boHe Al(Max Zeller Sohne AG), BUKOHYE Ti X
doyHKLT, Wwo i BUnyuenuii Coro ®aopaic IHTepHeLHA
Csit3epneHg CA(Soho Flordis International
Switzerland SA).
16. | AJIOPOM NiHimeHT N0 30Ty AT Ykpaina AT "ly6Hncapm"” Ykpaina BHECEHHS 3MiH 4,0 peecTpaLiiHnx martepiasis: 3MiHK 6e3 UA/4584/01/01
Ty6i, no 1 Ty6i y "Nly6Hnhap | Tuny - 3miHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenma
nauuj 3 KapToHy M" hapmakoHarnagy (iHwi 3MiHn).

OHOB/IEHO TEKCT MapKyBaHHs NEPBUHHOI Ta
BTOPWHHOT YNaKOBKW JlikapCbKoro 3acoby, a came
BU/Ty4€eHO iHhopMalLLito, 3a3HaueHy poCilicbKoto
MOBOIO, BHECEHO 3MiHW Y AesiKi NYHKTV NePBUHHOI (M.




27

n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

4, 6) Ta BTOPWHHOI (N. 2, 17) ynakoBKu, a Takox
3p0o6EeHO He3HAYHI pefakLiliHi npaBku. BeeaeHHs
3MiH NPOTArom 6-TW MicALUiB NicNs 3aTBepAKEHHS

17.

ANTEI
KOPEHI

KOpeHi;

no 40 ra6o no 60,
ab6o no 75 r y naykax
3 BHYTPILLHIM
nakeTom

MpAT
"NikTpasun

YkpaiHa

MpAT "NlikTpasu

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3MiHu
| TNy - 3MiHK 3 AKOCTi. FOTOBMIA NiKapcbkuWii 3aci6.
CucTema KoHTelHep/3aKynoptoBasibHUI 3aci6 (iHLWi
3MiHN). BHECEHHS 3MiH 40 HOPMYBaHHS MOKa3HVKIB

«laeHTuUdbikaLis (30BHILLHI 03HAKW)» (f0AaBaHHSA
onucy MNiBKv NaKyBasibHOI ); « TOBLUMHA NIBKN»
(YTOUHEHHS [AOMYyCTUMMX HOPM MOKa3HUKa)
cneumdikaLii 3 KOHTPONO NEPBUHHOTO MaKyBa/IbHOMO
mMaTepiany Ans ynakosku no 40 r, 60 mrtTano 75ry
nauyuj 3 BHYTPILIHIM NakeToMm (M/1iBKa nakyBasibHa
(NepBUHHA).

6e3
peyenma

UA/7830/01/01

18.

AMAPUN®

TabneTkn no 2 mr,
Ne 30 (15x2): no 15
Tabnetok y 6nictepi;
no 2 6nictepu B
KapTOHHIA KopoobLi

TOB
"CaHodi-
ABeHTIC
YkpaiHa"

Ykpaina

CAHO®I C.P.JI.

ITanis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
| Tuny - 3miHK Woao 6e3nekn/edpeKTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3amiHn fo
y3aranibHeHVX AaHux Npo cuctemy papmakoHarnsgy
(BBEAEHHSA y3araslbHEHNX AaHUX NPo cucTemy
hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI ocobw,
BiAMNOBiga/IbHOI 3a 34jICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0co6M 3 thapMakoHarnsay 3asBHUKa gns
3[iicCHEHHs hapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAa/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyarum
KOHTaKTHi fiaHi) Ta/abo 3MiHM y PO3MilLLLeHHI macTep-
thaiina cuctemmn chapmakoHarisgy) 3miHa
MicLie3Haxo4KeHHs macTep-ghaiina cuctemu
hapmakoHarnsgy. 3miHa micus 34iACHeHHs
OCHOBHOI fiSi/IbHOCTi 3 dhapmakoHarnsgy.

3a
peyerimom

UA/7389/01/01

19.

AMAPUN®

Tabnetku no 3 mr,
Ne 30 (15x2): no 15
TabneTtok y 6nictepi;
no 2 6nictepu B
KapTOHHiA KOpOGL

TOB
"CaHodi-
ABeHTIC
YkpaiHa"

YKpaiHa

CAHO®I C.P.J1.

ITanis

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu
| Tuny - 3miHK Wwoao 6e3nekn/edeKkTBHOCTI Ta
thapmakoHarnisgy. BeegeHHs abo 3amiHn go
y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX NPO cucTemy
hapmakoHarnsgy, 3mMiHa ynoBHOBaXXeHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iicCHEHHS hapmakoHarnsay;
KOHTaKTHOI 0co6Y 3 thapmakoHarnsagy 3asBHuka ans
3[iiCHEHHS1 (hapMakoHarnsay B YKpaiHi, K0 BOHA
BiAMiHHA Bifi yNOBHOBaXeHOI 0cO6U, BiANOBIAA/IbHOI
3a 34ilicHeHHs thapmakoHarnsay (Bkvaum
KOHTaKTHi fjaHi) Ta/abo 3MiHM y PO3MilLLEeHHI macTep-
(paiina cuctemu hapmakoHarnsgy) 3miHa
MicLie3HaxXoMKeHHs MacTep-chaiina cuctemm
thapmakoHarisgy. 3miHa Micus 34iCHEHHs
OCHOBHOI AiNIbHOCTI 3 hapMakoHarnisay.

3a
peuyenmom

UA/7389/01/02

20.

AMAPUN®

TabneTkn no 4 mr,
Ne 30 (15x2): no 15

TOB
"CaHodi-

Ykpaina

CAHO®I C.P.JI.

ITanis

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3MiHn
| TMny - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI Ta

3a
peyenmom

UA/7389/01/03
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
Tabnetok y 6nictepi; ABeHTIC thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
no 2 6nictepu B YKpaiHa" y3araslbHeHNX AaHux npo cuctemy dapmakoHarnsgy
KapTOHHIlA KOpO6L (BBEAEHHSA Y3araslbHEHUX AaHWX NMPO cucTemy
hapmakoHarnsgy, 3MmiHa yrnoBHOBaXeHOi 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0CO6Y 3 thapmakoHarnsagy 3asiBHuka anas
3piicHeHHs hapMakoHarnisgy B YkpaiHi, KO0 BOHA
BiMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifNoBiganbHOI
3a 34ilicHeHHs thapmakoHarnsgy (Bkyaoum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MiLLeHHI MacTep-
(paiina cuctemu chapmakoHarnsgy) 3miHa
MicLe3HaxX0MKeHHs MacTep-chaiina cuctemm
hapmakoHarnsagy. 3miHa micus 34iACHeHHS
OCHOBHOI AisNbHOCTI 3 hapmakoHarnsay.
21. | AMBPOKCON | cupon, 15 mr/5 mn My6niuHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 6e3 UA/0595/01/01
15 no 50 mn y dpnakoHi akKujioHepHe akujioHepHe | TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkunii 3acib. peyenma
noniMepHomy, no 1 TOBapWCTBO TOBapuCTBO KOHTpO/b fONOMIKHUX PevoBMH. 3MiHa napameTpis
donakoHy pasom 3 "HaykoBo- "HaykoBo- cneumndikauiii Ta/abo 4oNyCTUMUX MeX A
TIOXKOH0 BMPOGHNYNIA BMPOGHUUNIA [OMOMDKHOT peYOBUHM (BUTyYeHHS 3i crieumdpikawii
[103yBaJIbHOIO B LeHTp LieHTp He3HaYyHOro nokasHuka (Hanpukiag, 3actapinoro
nauuj; no 100 mn 'y "Bopuyariscb "Bopuiariscbkuii noKasHUKa)).
chnakoHi KW Ximiko- Ximiko- BUNy4YeHHs 3i Crneumdpikayii Ta MeTtogais
nosniMepHomMy a6o hapmaueBT hapmaueBTUYHNIA BMNPOBYBaHHSA Ha LONOMIXHI pE4OBUHU
6aHUji nonimepHil; NYHWI 3aBsog” Apomatun3aTtop BaHinbHO-BepLUKOBUI Ta
no 1 dpnakoHy abo 3aBog" ApomatunsaTop baHaH nokasHukis skocTi "lycTnHa",
no 1 6aHuj pasom 3 "TMoka3HuK 3anomneHHs", "ApceH", "CeuHeLb",
NOXKOI0 "Kagmiin", "PTyTb". - 3MiHM | TUNY - 3MiHK 3 AKOCTI.
[03yBasIbHOK B [OTOBMIA Nikapcbkunii 3aci6. KOHTPOb AOMOMDKHUX
naJui; no 100 mny peyoBUH. 3MiHa NnapameTpiB cneuundikailii Ta/abo
h1akoHi CKNsiHoMy; O0NYCTUMUX MEX A5 AONOMDKHOT peqoBUHN (iHLLi
no 1 donakoHy 3MiHM). BHeceHHs 3miH o Cneuwdikauii Ta MeTogis
pa3oM 3 JIOKKO BUNPOOYBaHHA Ha AOMNOMKHI pEYOBUHU
[03yBaJ/IbHOK0 B Apomatmsartop BaHinbHo-BepLUKOBUIA Ta
nauyui; no 120 mny ApomaTtunsatop baHaH, 30Kpema: npuBefeHHs
donakoHi KpUTEpIiB NPUIAHATHOCTI 3a NokasHukom "Onuc" o
nosiMepHomMy a6o BMMOT (DipMU-BUPOBHMKA.
6aHuji nonimepHiit;
no 1 cpnakoHy a6o
no 1 6aHuj pasom 3
NOXKOI0
[103yBasIbHOIO B
nauuj
22. | AMBPOKCO/ | cupon, 30 mr/5 mn, My6niyHe Ykpaina My6niyHe Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 6e3 UA/0596/01/01
30 no 50 mn y pnakoHi akujioHepHe akujioHepHe | TNy - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkuii 3aci6. peuenma
nonimepHomy, no 1 TOBapUCTBO TOBapuCTBO KOHTpO/1b AONOMIKHMX pEYOBMH. 3MiHa napaMeTpis
donakoHy pasom 3 "HaykoBo- "HaykoBo- cneuudikauii Ta/abo AONYCTUMMX MEX A5
NOXKOI BMPOGHUYNIA BMPOGHUYNIA [O0NOMDKHOT peYOBMHU (BUTYHEHHS 3i cnevudikadii
[03yBa/IbHOK B LEeHTp LeHTp HEe3HaYyHOro NokasHuka (Hanpukiag 3actapinoro
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
nauuj; no 100 mn 'y "Bopuyariscb "BopuiariBcbkuii NoKasHUKa)).
donakoHi KWiA Ximiko- XiMiKO- BUIyYeHHs 3i Crneundikauii Ta MeTopgis
noniMmepHomMy a6o hapmaveBT hapmaueBTUYHNIA BMNPOGYBaHHS HA AOMNOMIXHI pEYOBUHM
6aHuji nonimepHiii; VNYHWIA 3aBog" Apomatm3aTtop BaHinbHO-BepLUKOBUI Ta
no 1 dpnakoHy abo 3aBof" Apomatusatop baHaH nokasHukiB SKOCTi "lycTuHa",
no 1 6aHui pasom 3 "Moka3sHuk 3as1omneHHs", "ApceH", "CeuHeLp",
JIOXKOHO "Kagmiin", "PTyTb". - 3MiHM | TMNy - 3MiHK 3 AKOCTI.
[03YBa/IbHOK B [OTOBMIA Nikapcbkunii 3aci6. KOHTPOIb AOMOMIDKHUX
naJui; no 100 mny peyoBUH. 3MiHa NapameTpiB cneuundikauili Ta/abo
ch1aKkoHi CKNsiHoMy; OONYCTUMUX MEX A1 AONOMIKHOT peqoBUHN (iHLLi
no 1 cpnakoHy 3MiHK). BHeceHHsA 3MiH fo Cneuudikauii Ta MeTogis
pasom 3 JIOXKKOK BMNPOGYBaHHA Ha AOMOMIXHI PEYOBUHM
[103yBa/IbHOIO B ApomaTun3aTtop BaHinbHO-BepLUKOBUii Ta
naJui; no 120 mny Apomarusatop baHaH, 30Kpema: npnseeHHs
hnakoHi KpUTEPIiB NPUAHATHOCTI 3a NoKa3Hy1KoM "Onuc" fo
nonimepHomy abo BMMOT (DipMU1-BUPOGHNKA.
6aHLji nonimepHiit;
no 1 donakoHy a6o
no 1 6aHui pasom 3
NOXKOI0
[103yBaJIbHOIO B
nayui
23. | AMBPOKCO/ | Tabnetku no 30 Mmr; MPAT Ykpaina MPAT Ykpaina BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu 6e3 niosnsieae UA/5667/01/01
y no 10 TabneTok y "XIMOGAPM3 "XIMOGPAPM3ABO | Tuny - 3miHK Wwoao 6e3nekn/edekTBHOCTI Ta peyenma
rAPOXNOPW | Gnictepi; no 2 ABOJ, [ "UEPBOHA hapmakoHarnsgy. 3MiHU y KOpOTKili XapakTepucTuyj
il 6nictepn y nauui 3 "YEPBOHA 3IPKA" NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
KapToHy; no 20 3IPKA" IHCTPYKLi 415 MEAMYHOr0 3aCTOCYBaHHS
Tabnetok y 6nictepi; reHepuyYHUX/ribpuaHMX/6ionoai6HMX NiKapCbKUX
no 1 6nictepy y 3aco6iB nic/1a BHECEHHSA TiET camoi 3MiHN Ha
naJui 3 KapTOHy pedepeHTHUIA npenapart (3MiHa He noTpebye
HalaHHS XOAHVX HOBWX AOAATKOBUX JaHWX) - 3MiHK
BHECEHO B |HCTPYKLiO AN MeANYHOro 3aCTOCYBaHHS
NiKapcbKoro 3acoby A0 po3ainis "®apmMakonorivHi
BNacTMBOCTI" (YTOYHEHHS iHchopmawii),
"Oco6/1MBOCTi 3aCTOCYBaHHSA", "3acToCyBaHHs y
nepiog BariTHOCTi abo rogyBaHHsA rpyaaro”
(yTouHeHHs iHchopmawii), "Cnocib 3acTocyBaHHS Ta
[o31" (YyTouHeHHs iHchopmadii), "TMo6iyHi peakuii”
BiANOBIAHO A0 iHdopmaL,i pethepeHTHOro
nikapcbKoro 3acoby flasonBaH, Tabnetkn. BBegeHHs
3MiH NPOTArom 3-X MicALIB Nic/s 3aTBEPKEHHS
24. | AMOINNKOC NMopoLUOK AN AHTUBIOT PymyHis nepBuHHE Ta PymyHis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 3MiHn 3a UA/19040/01/01
pO34UHY A5 iH'EKUINA VKN CA BTOPVHHE IHais/ Kutaii | Tuny - 3miHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
a6o iHdysiino 1,5 nakyBaHHs, thapmakoHarnsgy. BeegeHHs abo 3MiHu Ao
(1000 mr/500 mr); no KOHTPO/b SKOCTI, y3arasibHeHVX AaHunx Npo cuctemy dpapmakoHarnsgy
1 a6o no 10, a6o no BUMYCK Cepii: (BBEAEHHS Yy3arasIbHEHVX AaHUX Npo cuctemy
25 hnakoHiB y AHTUBIOTUNKN hapmakoHarnagy, 3MiHa ynoBHOBaxeHoi ocobu,
KapTOHHIW nayui CA, PymyHis; BiANOBIAa/IbHOI 3a 34iiCHEHH: hapMmakoHarnsay;
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
BUPOGHMNKN KOHTaKTHOI 0co6u 3 thapmakoHarnagy 3asBHuKa Ans
CTepW/IbHOT CyMiLLli 3[iiCHEeHHs1 chapMakoHarnaay B YkpaiHi, K0 BOHa
cynbbakTamy BiAMIHHa Bif YNOBHOBaXeHOI 0cobMu, BifnoBigas1bHOT
HaTpilo Ta 3a 3[jficHeHHs hapMakoHarnsay (Bkivakum
amniunniny KOHTaKTHI AaHi) Ta/abo 3MiHV Y po3MilLeHHi MacTep-
HaTpito: (haiina cuctemun papmakoHarnsgy) 3miHa
Aypob6inao dapma KOHTaKTHUX JaHVX YMOBHOBaXKEHOT 0CO6M 3asBHMKA,
NimiTes, HAis; BignoBiganbHOI 3a hapMakoHarnsg. 3miHa
BUPOGHMKU KOHTaKTHUX AaHWX KOHTaKTHOI 0CO6U 3asBHNKa,
CTEPUIBHOIT CyMiLi BiANOBIAa/IbHOI 32 hapMakoHarnifg B YkpaiHi.
cynbbakTamy
HaTpilo Ta
amniyuniHy
HaTpito: Xyxaii
HOHaiiTen
Na6opaTtopic Ko.,
Nita., Kutai
25. | AHA®EPOH Tabnetkn, no 20 TOB YkpaiHa 3AT CaHTOHika Jntea BHECEHHS 3MiH 4,0 peecTpaLiiHnx maTtepianis: 3MiHu 6e3 UA/2614/01/01
Tabnetok y 6nictepi; "Martepia | Tuny - 3miHK Woao 6e3nekn/edpeKTMBHOCTI Ta peyenma
no 1 6nictepy y Meguka- thapmakoHarnagy. BeegeHHs abo 3amiHn fo
KapTOHHI Kopobui Ykpaina" y3arasibHeHVX AaHnx Npo cuctemy papmakoHarnsgy
(BBEAEHHSA y3araslbHEHNX AaHUX NPo cucTemy
thapmMakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0ocobw,
Bi4NOBigas/IbHOI 3a 34jICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0cO6U 3 thapMakoHarnsay 3asBHUKa gns
3pjiicHEHHs chapMakoHarnsay B YkpaiHi, SKL0 BOHA
BiAMiHHA Bif YNOBHOBaXeEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyatoum
KOHTaKTHi flaHi) Ta/abo 3MiHW y PO3MiLLLeHHI macTep-
tharina cuctemmn chapmakoHarnsgy) 3miHa
YMOBHOBaXEHOI 0C06Y 3asBHWKA, BiANOBifaIbHOT 3a
hapmakoHarnag,.
[itova pepakuin: HikonaeHko BikTopis
OnekcaHgpisHa. MpornoHoBaHa peakLis:
TumoweHko Oner BikTopoBuY.
26. | AHA®EPOH Tabnetkn, no 20 TOB Ykpaina 3AT CaHTOHika NntBa BHECEHHS 3MiH 4,0 peecTpaLiiHnx maTtepianis: 3MiHu 6e3 UA/7756/01/01
ONTAYNIA Tabnetok y 6nictepi; "Martepia | Tuny - 3miHK Woao 6e3nekn/edpeKTMBHOCTI Ta peyenma
no 1 6nictepy y Meguka- thapmakoHarnagy. BeegeHHs abo 3amiHn fo
KapTOHHI KopoobLi YkpaiHa" y3arasibHeHVX faHux Npo cuctemy papmakoHarnsgy

(BBEAEHHSA y3araslbHEHNX AaHUX NPo cucTemy
hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0ocobw,
BiANOBiga/IbHOI 3a 34iACHEHHST chapMakoHarnsay;

KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asBHuka gns
3[jiicCHEHHS hapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHa Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAa/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyarun
KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MiLLLeHHI macTep-
dharina cuctemun papmakoHarasgy) 3miHa
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

YMOBHOB&XEHOI 0C06Y 3asBHWKa, BigNOBifa/IbHOT 3a
thapmMakoHarnag,.
[Oitova pepakuin: HikonaeHko BikTopis
OnekcaHgpisHa. [pornoHoBaHa pefakuis:
TumoweHko Oner BikTopoBuy.

27.

AHTUTPOMB

Ma3b 1% no30ry
Ty6i; mo 1 Ty6i y
naJi 3 KapToHy

AT
"Nly6Hnhap
o

Ykpaina

AT "Nly6Hnchapm"”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
| Tuny - 3miHK Woao 6e3nekn/edpeKTBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHK).

OHOBNEHO TEKCT MapKyBaHHA NepBUHHOI Ta
BTOPWHHOT YNakoBKW NiKapCcbKoro 3acoby, a came
BW/y4YEHO iHChopMaLLito, 3a3HaYEHY POCICHKO
MOBOIO, BHECEHO 3MiHW y AesiKi MyHKTW NepBUHHOI (M.
4, 6) Ta BTOPUHHOI (N. 2, 15, 17) ynakoBKu, a Takox
3p06EHO He3HAUHI pefakLiliHi NpaBku. BBeeHHs
3MiH NPOTAroM 6-TW MicALiB NicNs 3aTBEpPAKEHHS

6e3
peyenma

UA/7941/01/01

28.

APOKCUKAM

TabneTkn no 7,5 mr,
no 10 TabneTtok y
6nictepi; no 1
6nictepy y
KapTOHHI nayw,i

Aypo6iHao
®apma /114,

IHAjA

Aypo6iHgo ®apma
Nimiteq - FOHIT 111

IHAjsA

BHECEHHS 3MiH IO peecTpaLiiiHux maTepianis: 3MiHu
| TMny - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI Ta
hapmakoHarnsgy. 3MiHU y KOpPOTKili XapakTepucTuuj
NikapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKLUT ANA MEAUYHOro 3acTOCYBaHHSA
reHepuyYHUX/ribpuaHMX/6ionoaibHMX NiKapCbKUX
3ac06iB Nica BHECEHHSA TiEl camoi 3MiHN Ha
pethepeHTHWi1 npenapat (3MiHa He noTpebye
HaZiaHHs XOAHWX HOBUX [OAATKOBUX AaHMX). SMiHN
BHECEHO [0 IHCTPYKLIiT 415 MEeANYHOro
3aCTOCYBaHHSA NikapcbKoro 3acoby y po3ainu:
"®apmakoTepanesTuyHa rpyna. Kog ATX"
(YTOYHEHHs1 Ha3Bu 6e3 3MiHM koay
ATX),"dapmakonoriyHi BnactusocTi”, "MNokasaHHA",
"B3aemogis 3 iHWVMK nikapcbkumn 3acobamu Ta
iHWi BUAn B3aemopijit”, "Ocob6mBoCTi
3acTocyBaHHA", "3acTocyBaHHs Y nepiog, BariTHOCTi
abo rogyBaHHa rpyaat”, "MobiyHi peakui™
BignoBigHO A0 iHdopMaLii Woa0 MeguyHOro
3aCTOCyBaHHA pethepeHTHOro Nikapcbkoro 3acoty
(MoBaviic, Tabnetku, 7,5 mr, 15 mr). BBeAeHHs 3MiH
NPOTArom 6-Tu MicsALIB NicNsA 3aTBEPAYKEHHS.

3a
peyenmom

He
nionsieae

UA/11516/01/01

29.

APOKCUKAM

Tabnetku no 15 wmr,
no 10 TabneTtok y
6nicTepi; no 1
6nictepy y
KapTOHHIM nauui

Aypo6iHao
dapma /114

IHais

AypobiHao ®apma
Nimiteq - FOHIT I

IHais

BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu
| TMny - 3MiHKn Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3MiHu y KOpoTKili XxapakTepucTui
nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKL|i 415 MEAMYHOT0 3aCTOCYBaHHS
reHepuyYHUX/ribpuaHMX/6ionoai6HMX NiKapCbKUX
3ac06iB NicNs BHECEHHS TiEl caMoi 3MiHM Ha
pediepeHTHUIA npenapar (3mMiHa He noTpebye
HaZjaHHs XXOAHWX HOBUX [0AATKOBUX AaHMX). 3MiHW
BHECEHO [0 iHCTPYKLiT 415 MeANYHOro
3aCTOCYBaHHS NikapCcbKoro 3acoby y po3ainm:

3a
peyenmom

He
nidnsieae

UA/11516/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
"®apmakoTepanesTuyHa rpyna. Kog ATX"
(YTOYHEHHS1 Ha3Bu 6e3 3MiHM koay
ATX),"dapmakonoriyHi BnactusocTi”, "MNokasaHHA",
"B3aemogis 3 iHWVMK nikapcbkumn 3acobamu Ta
iHWi BMAW B3aemogiit", "OcobnmneocTi
3acTocyBaHHA", "3acTocyBaHHs Y nepiog, BariTHOCTI
abo rogyBaHHs rpyaato”, "MobiuHi peakwyii
BigNoBiAHO A0 iHdopMaLil LWoao MeguyHOro
3acToCyBaHHA pehepeHTHOro NikapcbKoro 3acoby
(MoBauiic, Tabnetku, 7,5 mr, 15 mr). BBegeHHs 3MiH
NPOTArom 6-Tv MicsILiB NicNs 3aTBEPAXKEHHS.
30. | APTEDKA® kancynu; no 30 abo [enbta LLsenuapis Bupo6HuK, Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 3MiHn 6e3 UA/4461/01/01
KOMMJIEKC 60 kancyny Megiken BiANOBiAa/IbHWIA 32 | Tuny - 3miHK Woao 6e3nekn/edheKTUBHOCTI Ta peyenma
KOHTeliHepi; no 1 MpomoyLiH3 BUPOBHULTBO, thapmakoHarnagy (iHwi 3MiHn). 3MiHW BHECEHO B
KOHTeliHepy B nauuj; Al nepBuHHeE, TEKCT MapKyBaHHS NepBUHHOI (MYHKTK 3, 6) Ta
no 6 kancyny BTOPVHHE BTOPUHHOT (NyHKTK 2, 3, 12, 17) ynakoBOK
6nictepi; no 5 abo nakyBaHHs1, nikapcbKoro 3acoby. TepMiH BBEAEHHS 3MiH -
10 6nicTepiB y nauui KOHTPO/b AKOCTI: npoTArom 6 micsuiB nicns 3aTBepipKeHHs.
MPAT
"®ITOPAPM",
YKpaina;
Bupo6HuK,
BiANOBiAabHMI 3a
BMPOGHMLTBO,
nepBuHHE,
BTOPWHHE
nakyBaHHS,
KOHTPO/b SIKOCTI:
TOB
"AcTpadchapm”,
YKpaiHa;
BUPOGHIK,

BiANOBIAa/IbHUI 3a
BWMNYCK Cepii, He
BK/THOHAI0UM
KOHTPO/b/BMNPOGY
BaHHS cepii: MPAT
"®ITODAPM",
YKpaina;
BVPOGHMUK,
BiANOBiAabHMI 3a
BMPOGHMLTBO,
nepBuHHE,
BTOPWHHE
nakyBaHHS,
KOHTPO/b SIKOCTI:
AT "ly6Hunchapm",
YkpaiHa
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

31.

ACTPALUUTP
OH ®OPTE

NOPOLLIOK A/1A
OpasIbHOTO PO3YMHY;
no 20 r B caLle, no
10 cawe y kopobuj

TOB
"ACTPADA
PM"

YkpaiHa

TOB
"ACTPAGAPM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3MiHu
| TNy - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkunii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
ymoBax 36epiraHHsi rOTOBOrO Jlikapcbkoro 3acoby

(36iNbLUEHHS TEPMiHY NPUAATHOCTI FOTOBOrO
nNiKapcbKoro 3acoby) - [11s ToproBoi ynakoBKu
(nigTBEPOKYETLCA AaHUMN peasibHOro Yacy) -

36iNbLUEHHS TepMiHy npuaaTHocTi /13 3 2 pokiB o

3 pokiB.

3MiHN BHECEHO B iHCTPYKL,iIO 415 MeANYHOro

3aCTOCYBaHHS NiKapCbKoro 3acoby y po3ain "TepmiH
npugaTHocTi".

BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBEPKEHHSA. 3MiHU | TUNY - AgMIHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu
3aaBHMKa (BNacHvKa peecTpauiiiHoro NocBigYeHHs).
3MmiHa agpecu 3asBHUKa. BBefeHHs 3MiH NpoTArom
6-TV MicALIB MicNsA 3aTBEPMKEHHSA. 3MiHK | Tvny -
AAMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu Micusa NPoBaXeHHs AifNIbHOCTI
BMPOGHMKa/iMnopTepa roToBoro /ikapcbKoro 3acooby,
BK/IOYAOUM AiNbHULI BUMYCKy cepii abo micue
NpoBeAeHHSA KOHTPOJIH0 AKOCTI. (LiSANbHICTb, 3a AKY
BiANOBIAa€e BUPOGHMK/IMNOPTEpP, BKIOYAOUN BUMYCK
cepiid) - 3miHa agpecu BupobHuka TOB
"ACTPA®APM" po3ginu "BUpo6HUMK",
"Micue3HaxoMkeHHs BUPO6HMKa Ta afpeca Micus
NPOBaXEHHS MOro AisNbHOCTI" 3 BiAMOBIAHMM
3MiHaMK B TEKCTi MapKyBaHHA ynakoBoK. BBegeHHS
3MiH NPOTAroM 6-TW MicALiB NicNs 3aTBEPKEHHS.
3MiHn | TUNY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI
Ta (papmakoHarnagy (iHwi 3miHu). 3MiHW BHECEHO B
TEKCT MapKyBaHHs1 BTOPUHHOT YNakoBKU NiKapCbKoro
3aco0y y nyHkTK 11, 17 Ta B TEKCT MapKyBaHHs
NepBMHHOT YNakoBKM Y NyHKTU 5, 6. BBeAeHHS 3MiH
NpoTArom 6-T1 MiCALIB MiCNA 3aTBEPAKEHHS.

6e3
peyenma

nionsieae

UA/19226/01/01

32,

ATOPBACTA
TWH 10
AHAHTA

TabneTku, BKpUTI
NnNiBKOBOK
060/10HKOH0, Mo 10
mr; no 10 TabneTok
y 6nictepi, no 3
6nictepu y kopobui

AHaHTa
Megikeap
nra.

Benuka
BpuTaHis

AHaHTa Megikeap
NimiTen, HAis;
ApTypa
dapmacbloTikan3
MBT. N14., IHAA

IHgis

BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3MiHu
| TNy - 3MiHK 3 AKOCTi. FOTOBMIA NiKapcbkuMii 3aci6.
KOHTpPO/Ib FOTOBOrO /liKapCbKoro 3acoby. 3MiHa
napameTpiB cneuudikauii Ta/abo JONYCTUMUX MEX
roTOBOrO NiKapCbKOro 3acoby (BUTyYeHHs
HEe3Ha4YHOro NokasHuka (Hanpukiag 3actapifioro
rokasHuka, Takoro sik 3anax Ta cmak, abo
iaeHTHdiKaLisn 6apBHUKIB YN CMakoBUX [,06aBOK)) -
Buy4YeHHs 3 MKA posgin «CepegHa maca
TabneTkn», OCKINbKA AaHW TeCT NPOBOANTLCA NpU
KOHTPOJI0 NMPOMDKHUX NPOAYKTIB, a Takox B MKHA
NPUCYTHI po3ainn «OA4HOPIAHICTb MacK TabneTok»

3a
peyenmom

UA/0688/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

Ta «OfHOPIAHICTb A030BaHNX OAVHULB», SKi €
noKasHVKamy piBHOMIPHOCTI po3noginy macu
TabneTkv Ta PiBHOMIPHOCTI PO3MNoAiny A03 Aitounx
PEYOBUH Ta MalThb Giflbl iIHOPMAaTVBHWIA XapakTep

33.

ATOPBACTA
TUH 20
AHAHTA

TabneTtku, BKPUTI
nNiBKOBOIO
obonoHkoto, no 20
Mmr; no 10 TabneTok
y 6nicTepi, no 3
6nicTepu y kopobui

AHaHTa
Megikeap
nra.

Benvka
BpuTtaHis

AHaHTa Mepgjikeap
Nimitea, IHgis;
ApTypa
dapmacbloTikan3
Met. N14., IHAiA

IHais

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu
| TNy - 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbknin 3aci6.
KoHTposb roTOBOro Nikapcbkoro 3acoby. 3MiHa
napameTpiB cneyudgikalii Ta/abo AoNyCTUMUX MEX
rOTOBOrO /1iKapCbKOro 3acoby (BUyYeHHS
He3Ha4yHOro nokasHuka (Hanpuknag, 3actapinoro
nokasHuKa, Takoro sk 3anax Ta cmak, abo
iaeHTudikauis 6apBHVKIB UM CMaKoBUX 406aBOK)) -
BUyYeHHs 3 MKA po3gin «CepepgHsa maca
TabneTkn», OCKINbKA AaHW TECT NPOBOANTLCA NPU
KOHTPO/I0 NPOMDKHUX MPOAYKTIB, a Takox B MKA
NpUCyTHi po3ainn «OAHOPIAHICTE MacK TabneTok»
Ta «OHOPIAHICTb A030BAHNX OAUHULL», AKi €
nokKasHVKamy piBHOMIPHOCTi po3noginy macu
Tabs1eTkv Ta PiBHOMIPHOCTI PO3MOAiNy 403 Aitounx
PEeYOBUH Ta MatoTb 6iflbL iHhOpPMAaTMBHUIA XapakTep

3a
peyenmom

UA/0689/01/01

34.

AT®-KAPAIO

Tabnetku no 10 mr;
no 10 Tabnetok y
6nictepi, no 4
6nicTepy B nauvui 3
KapToOHy

My6niuHe
akuioHepHe
TOBapWCTBO

"HaykoBo-
BMPOGHUYNIA

LeHTp
"Bopuyariscb
KW Ximiko-
hapmaveBT
NYHWIA
3aBog”

Ykpaina

My6niuHe
akuioHepHe
TOBapuCTBO
"HaykoBo-
BMPOGHNUNIA
LieHTp
"Bopuiariscbkuii
Ximiko-
hapmaueBTUYHNIA
3aBofg"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
| TMny - AgMiHiCTpaT1BHI 3MiHW. 3MiHa Ha3BU
nikapcbKoro 3acoby.

[itoua pepakuis: ATP-NOHI® (ATP-LONG).
MponoHoBaHa pepakuis: AT®-KAPAIO (ATF-
CARDIO). 3MmiHu | Tuny - AgMiHICTpaTUBHI 3MiHW.
3miHa Ha3Bu AP| abo [OMOMDKHOI pe4oBUHU. 3MiHa
TOproeesibHOT Ha3Bu A®I Ha ximiyHy Ha3By. [itoya
pefaxuis:

AT®-/IOHT. NponoHoBaHa peAakuis: ALeHO3UH-5'-
TpudpocdaTto-rictuanHaro-martito (I1)-Tpukaniesa
cinb okTarigpart. 3MiHW 40 TeKCTY IHCTPYKLUT Ans
MeAUYHOro 3aCTOCyBaHHSA NiKapcbKoro 3acoby Ao
po3giny "Cknag”, a came 3miHa Ha3BW Aitoyoi
pPeYOoBUHM 3 TOPriBeNIbHOI Ha XiIMiYHY Has3By, AK
HacnigoK 3MiHWN 40 TEKCTY MapKyBaHHS yMakoBKM
nikapcbkoro 3acoby. 3MiHu | Tuny - 3MiHn LWoAao
6e3nekun/edhekTVBHOCTI Ta hapMakoHarnagy (iHwi
3MiHM). 3MiHW A0 TEKCTY IHCTPYKLi 415 MeguyHOro
3acTocyBaHHS Nikapcbkoro 3acoby Ao po3ainis
"dapmakoTepaneBTUyHa rpyna” (pesakuiiiti
npasku), "Mo6iyHi peakuii" (LLLOAO0 BaXKMBOCTI
3BiTyBaHHS NPo MOGIYHI peakwii), a TakoX peAakuiliHi
npaBKW [0 TEKCTY MapKyBaHHA NEPBUHHOI YNaKkoBKY
(nn. 2.i 6) Ta BTOpMHHOT ynakoBku (nn. 3, 11, 14, 17).

6e3
peyenma

nidnsieae

UA/0723/01/01

35.

AT®-KAPAIO

Tabnetku no 20 mr;
no 10 TabneTtok y
6nictepi, no 4

My6niyHe
akujioHepHe
TOBapWCTBO

YKpaiHa

My6niyHe
akuioHepHe
TOBapuUCTBO

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu
| Tuny - AAMiHICTpaTWBHI 3MiHW. 3MiHa Ha3BM
NiKapcbKoro 3acooby.

6e3
peyenma

nionsieae

UA/0723/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

6nicTepy B navi 3
KapTOHY

"HaykoBo-
BMPOGHUYNIA
LeHTp
"Bopuariscb
KN4 XiMiko-
hapmaveBT
NYHWI
3asofg"

"HaykoBo-
BMPOGHUUNIA
LieHTp
"Bopuiariscbkuii
Ximiko-
dhapmaLeBTUYHMIA
3aBsog”

[Oitoua pepakuis: ATP-TOHI® (ATP-LONG).
MponoHoBaHa pepakuis: ATO-KAPAIO (ATF-
CARDIO). 3miHu | T1ny - AAMIHICTPaTUBHI 3MiHU.
3miHa Ha3By AP| abo fOMOMDKHOI pe4yoBUHU. 3MiHa
TOproBesibHOT Ha3Bu A®I Ha ximiyHy Ha3By. [itoya
pefakuis:

AT®-/IOHT. NponoHoBaHa pedakuis: ALeHO3UH-5'-
Tpuchocdato-rictuanHato-martito (1)-Tpukaniesa
Cinb okTarigpar. 3MiHN [0 TEKCTY IHCTPYKUii Ans
MeAMYHOro 3acTOCyBaHHA NikapCbKoro 3acoby Ao
po3giny "Cknag", a came 3MmiHa Ha3BW Aitoyoi
Pey’oBUHM 3 TOPriBELHOI Ha XiMiYHY Ha3BY, AK
HacnifoK 3MiHW [0 TEKCTY MapKyBaHHS yNakoBKu
nikapcbKoro 3acoby. 3miHu | Tuny - 3MiHW WoAa0
6e3nekn/edekTnBHOCTI Ta thapmakoHarnsagy (iHLwi
3MiHM). 3MiHW A0 TEKCTY iIHCTPYKLii 415 MeaUYHOro
3acTocyBaHHA NikapcbKoro 3acoby [0 po3ainis
"dapmakoTepaneBTUyHa rpyna” (pefakLiiHi
npasku), "lMNo6iyHi peakuii" (LLOAO0 BaXXMBOCTI
3BiTyBaHHSA NPOo MoGiYHI peakwii), a TaKoX peAakuiliHi
npaBkn [0 TEKCTY MapKyBaHHS NEPBUHHOT yNakoBKu
(nn. 2 i 6) Ta BTOpUHHOI ynakoeku (nn. 3, 11, 14, 17).

36.

AYPOMOAOK
C

TabneTtku, BKPUTI
nNiBKOBOIO
o60n0oHkoto, no 200
Mmr; no 10 TabneTok
y 6nicTepi; no 1
6nictepy B
KapTOHHIlA KOpooLi

Aypob6iHao
Papwma /114

IHais

Aypo6iHgo dapma
Nita. FOHIT VI,
Bnok D

IHais

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu
| Tuny - 3miHK Wwoao 6e3nekn/edekTBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpOTKill xapakTepucTuui
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLi 415 MeAUUYHOro 3aCTOCyBaHHSA Ha nigcTasi
perynsipHO OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3acToCyBaHHS NikapCcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesysbTar
OL|iHKM 3BITY 3 AOC/iAKEHb, NpoBeAEeHUX BiAMNOBIAHO
[0 nnaHy negiatpuyHnx gocnimpkerb (PIP) (3MiHy
Y3rO[XKEHO 3 KOMMETEHTHNUM YNOBHOBaOXKEHNM
opraHom)
3MiHN BHECEHO B IHCTPYKL,iIO 415 MeANYHOro
3acTocyBaHHS Nikapcbkoro 3acoby Ao po3ainis
"Oco6mBocTi 3acTocyBaHHA" Ta "MMo6iyHI peakuii™
BiANOBIAHO 40 OHOBEHOT iHChopMaL,i LWoao 6e3nekn
3aCTOCYBaHHSA AiH04O0T PeYOBUHY 3riHO 3
pekomeHgauieto PRAC.

TepMmiH BBEAEHHS 3MiH - NPOTAroM 6 micsuiB nicns
3aTBEPAKEHHS

3a
peyenmom

He
nionsieae

UA/13403/01/02

37.

AYPOMOAOK
C

TabneTtku, BKPUTI
NNiBKOBOKO
060/10HKO10, Mo 100
Mmr; no 10 TabneTok
y 6nicTepi; no 1

AypobiHa0
Papma /114

IHais

Aypob6iHgo dapma
NIt FOHIT VI,
Bnok D

IHais

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu
| Tuny - 3miHK Wwoao 6e3nekn/edekTBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpOTKiil XxapakTepucTuui
nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLi 415 MeAMYHOro 3aCTOCYBaHHS Ha nigcTasi

3a
peyenmom

He
nidnsieae

UA/13403/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

6nictepy B
KapTOHHilA KopooLi

perynisipHO OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3acToCyBaHHSA NikapcbKoro 3acoby B
nicnsapeecTpauiiinii nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/iAKeHb, NpoBeAeHUX BiAMNOBIAHO
[0 nnaxy negiatpuyHnx gocnimkers (PIP) (3MiHy
Y3rO[KEHO 3 KOMMETEHTHNM YNOBHOBEXKEHNM
opraHom)
3MiHN BHECEHO B IHCTPYKL,iIO 415 MeANYHOro
3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"Oco6nmBOCTI 3acTocyBaHHA" Ta "Mo6iuHi peakuii”
BiANOBIAHO 40 OHOBNEHOT iHChopMaLi LWoao 6e3neku
3aCTOCYBaHHS AiH04O0T PeYOBUHY 3TiHO 3
pekomeHgauieto PRAC.
TepMmiH BBELlEHHS 3MiH - NPOTAroM 6 micsuis nicns
3aTBEPKEHHSA

38.

ADANA

Tabnetku, no 20
TabneTtok y 6nictepi;
no 5 6nicTepiB y
KapTOHHIlA KOpooLi

TOB
"MaTtepia
Megvika-
YKpaiHa"

YKpaiHa

3AT CaHToHiKa

JlntBa

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu
| Tuny - 3miHK woao 6e3nekn/edpekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
y3arasibHeHUX JaHnx Npo cucTemy dhapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX NP0 cucTemy
hapmakoHarnsgy, 3MiHa ynoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEHH:A hapMmakoHarnsay;
KOHTaKTHOI 0Co6YM 3 thapmakoHarnsagy 3asBHuka anas
3piicHeHHs hapMakoHarnsgy B YkpaiHi, SKL0 BOHA
BigMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifnoBiganbHOI
3a 3AjiicHeHHs hapmakoHarnagy (Bkiyatoun
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi MacTep-
(paiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOB&XXEHOI 0CO6U 3asBHMKA, BifgnoBigasibHOI 3a
hapmakoHarnsg,.

[Oitova pepakuin: HikonaeHko Biktopis
OnekcaHgpisHa. [ponoHoBaHa pefakwis:
TumoweHko Oner BikTopoBuy.

6e3
peuyenma

UA/6887/01/01

39.

ADNYBIH®

Tabnetkn no 12
TabneTtok y 6nictepi;
nol, 2, 3, a6o4
6nictepn y
KapTOHHI KopoobLi

TOB
«MEPPIFO
YKPATHA»

YKpaiHa

Pixapg bittHep Al

ABCTpis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu
| Tvny - 3miHK 3 AkocTi. API. KoHTponb AdL. 3miHa 'y
mMeToAax BunpobyBaHHs A®Il abo BUXigHOro
mMaTepiany/npomiKHOro NpoAayKTy/peareHTy, LWo
BVIKOPVCTOBYETbLCS Y NpoLieci BUPO6HMLTBa ADI
(He3HauHi 3MiHW y 3aTBEpP)KEHNX MeTogax
BMNPO6YBaHHS)

BHECEHHS 3MiHW 40 METOAY KifIbKiCHOro BU3HaYeHHs
BMICTy MeTaHo/y Ta 2-nponaHony (metog NX) B
MaTpuYHiin HacTosiHLI Aconitum napellus.
[Jopnatkoso, chopmasibHe OHOBMIEHHS NpoLeaypn
TeCTyBaHHsA «AdNaToOKCUHW». 3MiHK | TNy - 3MiHN 3
AKoCTi. A®I. KoHTposb A®L. 3miHa y meTogax
BMNpo6yBaHHA A®I| abo BuxigHoro

6e3
peuyenma

UA/10018/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
mMarepiany/npoMiXKHOrO NPoAyKTy/peareHTy, Wwo

BVKOPWCTOBYETbLCS Y NPOLIECi BUPOGHMLTBA ADI
(He3HayHi 3MiHN y 3aTBEPKEHUX MeToAax
BMNPOOYBaHHS) - BHECEHHS 3MiHM 10 METOAY
KiNIbKiICHOro BM3Ha4YeHHA BMICTY MeTaHosy Ta 2-
nponaHony (MeTog, MX) B MaTpUYHIii HACTOSHL,i
Bryonia. [logatkoso, (hopMasibHe OHOB/IEHHS
npoueaypu TecTyBaHHsi «ANATOKCUHM». 3MiHM |
TMny - 3MiHK 3 aKocTi. A®Il. KoHTponb A®I. 3miHa y
mMeTofdax BunpobyBaHHs A®| abo BUXigHOro
mMaTtepiany/npomiKHOro NpoayKTy/peareHTy, LWo
BVIKOPVCTOBYETbLCA Y NpoLieci BUPo6HULTBa ADI
(He3HauHi 3MiHN y 3aTBEPIKEHUX MeToAax
BUNPOBYBaHHS) BHECEHHS 3MiHW A0 MeToAy
KiNIbKICHOr0 BU3HAYEHHSA BMICTY MeTaHosy Ta 2-
nponaHony (MeTog 'X) B MaTpuyHiii HACTOSHL
Gentiana lutea. lonaTkoBo, (hopmasibHe OHOBJ/IEHHS
npoueaypu TectyBaHHs «A1aToOKCUHN». 3MiHN |
Tmny - 3MiHK 3 akocTi. A®Il. KoHTponb A®I. 3miHa y
mMeTofax BunpobysaHHsa APl abo BuxigHoro
marepiany/npoMiKHOro NPoayKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y NpoLeci BUpobHMuTBa AdI
(iHwWi 3MiHM y MeToaax BUNPo6ByBaHHSA (BK/IOYaUM
3amMiHy abo fonoBHeHHs) APl abo
BVXiZHOro/MPOMiXXHOro NPOAYyKTY) - 3aMiHa MeToay
X Ha meToa Y®-cnekTpoMeTpii 418 BU3HAYEHHS
nectTuumaiB y MaTpuyHi HacTosHLi Aconitum
napellus. 3miHu | TURY - 3MiHK 3 AkocTi. AdI.
KoHTponb A®I. 3miHa y meTogax BunpobysaHHs AdI
abo BMXigHOro marepiany/npomikHoOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoteci BUpo6HuuTBa AP (iHWi 3MiHM y MeTodax
BMNPOGYBaHHSA (BK/IHOYatoumn 3amiHy abo
[0noBHeHHs) A®| abo BUXiAHOro/NPOMIDKHOTO
npoaykTy) - 3amiHa metogy X Ha meToq Y®-
CNeKTpoMeTPIl A1 BU3HAUYEHHS NnecTuuuais y
MaTpuW4Hi HacTosHUi Bryonia. 3miHn | Tuny - 3miHn 3
AKOCTi. A®I. KoHTponb A®I. 3miHa y meTogax
BMNpobyBaHHA APl abo BuxigHOro
mMarepiany/npoMiXKHOrO NPoAyKTy/peareHTy, Wwo
BVKOPWCTOBYETbLCS Y NPOLIECi BUPOGHMLTBA ADI
(iHwWi 3MiHK y MeTogax BUNPoOYyBaHHA (BKIOYaUM
3amMiHy abo fonoBHeHHs) APl abo
BUXiAHOro/NPOMIXHOrO NPOAYKTY) - 3aMiHa MeToay
"X Ha meTog, Y®-cnekTpoMeTpii A8 BUSHAYEHHS
necTMuniiB y MaTpuyHi HacTosHLj Gentiana lutea.
3MiHu | TUNY - 3MiHK 3 AKocTi. A®Il. KoHTponb AdI.

3MiHa y MeTofax BunpobysaHHss APl abo BuxigHoro
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

mMarepiany/npoMiXKHOrO NPoAyKTy/peareHTy, Wwo
BVKOPWCTOBYETbLCS Y NPOLIECi BUPOGHMLTBA ADI
(iHwWi 3MiHK y MeTogax BUNPOOYBaHHA (BKIOYaUM
3amMiHy abo fonoBHeHHs) APl abo
BUXIAHOro/NPOMIXHOrO NPOAYKTY) 3aMiHa MeToay
BunpobysaHHA AAC Ha meTog ICP-MS ans
BM3HAYEHHS BXKMX METa/TIB Y MaTPUYHIili HACTOSHL
Aconitum napellus. 3miHu | TUNY - 3MiHX 3 AKOCTI.
A®I. KoHTponb AdL. 3miHa y MeToaax
BMNpo6yBaHHA A®I| abo BuxigHOro
mMaTtepiany/npomiKHOro NpoayKTy/peareHTy, LWo
BVIKOPVCTOBYETbLCA Y NpoLieci BUPo6HULTBa ADI
(iHWi 3MiHM y MeToaax BUNpobyBaHHS (BK/IOYaYM
3aMiHy abo fonoBHeHHS) APl abo
BWXiAHOro/NPOMIXXHOTO NPOAYKTY) - 3aMiHa MeToay
BMNpo6yBaHHA AAC Ha meTog ICP-MS ans
BMU3HAYEHHS BaXKMUX METa/TIB Y MaTPUUHIili HACTOSHL
Bryonia. 3minu | Tvny - 3miHu 3 AkocTi. API.
KoHTponb A®I. 3miHa y meTogax BunpobysBaHHs AdI
a60o BuUxigHoOro marepiasay/npoMixxHoro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCH Y
npoueci Bupo6Huutea AP (iHwi 3MiHM y meTogax
BMNPO6YBaHHsA (BKIOUalouM 3aMiHy abo
[0noBHEHH:A) A®| abo BUXiAHOro/NPOMIDKHOTO
npoAyKTy)
3amiHa meToay BunpobysaHHA AAC Ha meTop, ICP-
MS onsi BUSHAUYEHHS! BAOXKKUX METANIB Y MaTpuYHilA
HacTosiHUi Gentiana lutea.

40.

ADNYBIH®

Kpanni opasibHi; no
20 mn, abo 50 mn,
abo no 100 mny
dhnakoHax-
KpanesbHuusax; no 1
chnakoHy B
KapTOHHIiA ynakoBL,i

TOB
«MEPPIFO
YKPAIHA»

YKpaiHa

Pixapg bittHep Al

ABCTpis

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu
| Tvny - 3miHK 3 AkocTi. API. KoHTponb AdL. 3miHa 'y
mMeTofax BunpobyBaHHs A®| abo BUXigHOro
mMaTtepiany/npomiKHOro NpoayKTy/peareHTy, LWo
BVIKOPVCTOBYETbLCS Y NpoOLieCi BUPOGHMLTBA ADI
(He3HauHi 3MiHN y 3aTBEpKEHUX MeToAax
BUNPOBYBaHHS) - BHeCeHHs 3MiHM 0 MeToay
KifIbKICHOrO BU3HA4YEHHSA BMICTY MeTaHosy Ta 2-
nponaHony (MeTog 'X) B MaTpuyHiii HACTOSHL
Aconitum napellus. JoaaTkoBo, hopmasibHe
OHOBJ/IEHHS NPOLEeAYypU TECTYBaHHSA
«AdonaTokcuHm». 3MiHu | Trny - 3miHun 3 KocTi. AdI.
KoHTposnb A®I. 3miHa y MeToAax BUnpobysaHHsA AdPI
ab60 BUXigHOro marepiasy/npoMixXHoro
NpoAayKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoueci BupobHULTBa APl (HE3HAUHI 3MIHU Y
3aTBEPKEHNX MeToAax BUNpobyBaHHs) - BHeceHHsA
3MiHV 4O METOAY KiflbKICHOr0 BU3HAYEHHSI BMIiCTY
MeTaHosy Ta 2-nponaHony (Metog X) B MaTpuyHiii
HacTosHui Bryonia. [logaTkoBo, hopMasibHe

6e3
peuyenma

UA/1952/02/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1

OHOBJ/IEHHA MpoLefypy TECTYBaHHSA
«ANaTOKCUHM». 3MiHW | TUNY - 3MiHK 3 AKOCTi. AdI.
KoHTponb A®I. 3miHa y meTogax BunpobysaHHs AdI

abo BuxigHOro marepiany/npomikHOro
NpoAayKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoueci Bupo6HuLTBa APl (HE3HaUHI 3MiHN y
3aTBepKEHNX MeToAax BUNpPobyBaHHs) - BHeceHHs
3MiHM O MEeTOAY Ki/IbKICHOrO BU3HAYEeHHS BMICTY
MeTaHosy Ta 2-nponaHony (Metog X) B MaTpuyHiii
HacTosHUi Gentiana lutea. logaTkoBo, hopMasibHe

OHOB/IEHHA MpoLeAypy TeCTyBaHHSA
«AdnaToKCuHM». 3MiHu | TUny - 3MiHK 3 AKocTi. API.
KoHTponb A®I. 3miHa y meTogax BunpobysBaHHs AdI

a60o BuUxigHoOro marepiasay/npomMixxHoro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCH Y
npoueci Bupo6HuuTea AP (iHwi 3MiHM y meTogax
BMNPO6YBaHHsA (BKIOUaloumn 3aMiHy abo
[0nNoBHEHH:A) A®| abo BUXiAHOro/NPOMIDKHOTO
npoaykTy) - 3amiHa metoay X Ha meTog Y d-
CneKTpoMeTpii 418 BU3HAYEHHA NeCcTUUMAIB Y
MaTpuyHi HacTosHLi Gentiana lutea. 3miHn | TNy -
3miHu 3 aKocTi. A®l. KoHTponb A®l. 3miHa y
mMeTofax BunpobysaHHsa APl ab6o BuxigHoro
marepiany/npoMiKHOro NPoayKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y NpoLeci BUpobHMuTBa AdI
(iHwWi 3MiHM y MeToaax BUNPobYyBaHHs (BK/IOYaUM
3amiHy abo fonoBHeHHs) APl abo
BWXi4HOro/MpOMKHOro NpoAykTy) - 3amiHa meToay
X Ha meToa Y®-cnekTpoMeTpii A5 BU3HAYEHHS
necTyumaiB y MaTpuyHi HacTosHLi Bryonia. 3minu |
Tmny - 3MiHK 3 aKkocTi. A®Il. KoHTponb A®I. 3miHa y
mMeTofax BunpobysaHHsa APl ab6o BuxigHoro
marepiany/npoMiKHOro NPoayKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y NpoLeci BUpobHMuTBa AdI
(iHwWi 3MiHM y MeToaax BUNPobYyBaHHs (BK/IOYaUM
3amMiHy abo fonoBHeHHS) APl abo
BWXi4HOro/MpOMKHOro NpoAykTy) - 3amiHa meToay
X Ha meToa Y®-cnekTpoMeTpii A5 BU3HAYEHHS
nectTuumaiB y MaTpuyHi HacTosHL Aconitum
napellus. 3miHu | TURY - 3MiHK 3 AKocTi. AdI.
KoHTponb A®I. 3miHa y meTogax BunpobysaHHs AdI
abo BMXigHOro marepiany/npomikHOro
NpoAayKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoteci BUpo6HuuTBa AP (iHWi 3MiHM y MeToAax
BMNPOGYBaHHSA (BK/IHOYatoumn 3amiHy abo
[0noBHEHHs) A®| abo BUXiZHOro/NPOMIDKHOTO
npoaykTy) - 3amiHa meToay BunpobysaHHs AAC Ha
mMeTod ICP-MS ansi BU3HAYEHHSA BAXKUX MeTasliB Y
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

MaTpWYHiin HacTosHUi Bryonia. 3miHum | Tuny - 3miHuW 3
AKOCTi. A®I. KoHTponb A®I. 3miHa y meTogax
BuNpobysaHHA APl abo BuxigHOro
mMarepiany/npoMiXKHOrO NPoAyKTy/peareHTy, Wwo
BVKOPWCTOBYETbLCS Y NPOLIECi BUPOGHMLTBA ADI
(iHwWi 3MiHK y MeTogax BUNPoOyBaHHA (BKIOYaUM
3amMiHy abo fonoBHeHHs) APl abo
BUXIZAHOro/NPOMIXHOro NpoAayKTy) - 3amiHa meToay
BunpobysaHHA AAC Ha meTog ICP-MS ans
BM3HAYEHHS BXKMX METa/TIB Y MaTPUYHIili HACTOSHL
Aconitum napellus. 3miHu | TUNY - 3MiHU 3 AKOCTI.
A®I. KoHTponb AdI. 3miHa y MeToaax
BMNpo6yBaHHA A®| abo BuxigHOro
mMaTtepiany/npomiKHOro NpoayKTy/peareHTy, LWo
BVIKOPVCTOBYETbLCA Y NpoLieci BUPo6HULTBa ADI
(iHWi 3MiHM y MeToaax BUNpobyBaHHS (BK/IOYaUM
3aMiHy abo fonoBHeHHS) APl abo
BMXIAHOrO/NPOMIXHOr0 NPoAYyKTY) - 3amiHa meToay
BMNpo6yBaHHA AAC Ha meTog ICP-MS ans
BMU3HAYEHHS BaXKMUX METa/TIB Y MaTPUUHIili HACTOSHL
Gentiana lutea

41.

ALETUNLMC
TEIH-
ACTPA®APM

NOPOLLIOK A/1A
OpasIbHOTO PO3YNHY
no 200 mr;no 3ry
calue, no 10 cawe y
KapTOHHIlA KOpooLi

TOB
"AcTpadapm

YKpaiHa

TOB
"Actpacapm”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
| TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
hapmakoHarnsgy. 3MiHU y KOpPOTKili XapakTepucTuuj
nikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKLUT 418 MeAUYHOro 3acTOCYBaHHSA
reHepuyYHUX/ribpuaHMX/6ionoaibHMX NiKapCbKUX
3ac06iB Nic/1A BHECEHHSA TiEl camoi 3MiHN Ha
pethepeHTHW1 Npenapat (3MiHa He noTpebye
HalaHHS XXOAHWUX HOBUX A0AATKOBMX faHWUX) 3MiHM
BHECEHO [0 IHCTPYKLIiT 41158 MEeANYHOro
3acTocyBaHHSA NiKapcbKoro 3acoby y po3gim
"®apmakoTepanesTuyHa rpyna. Kog ATX " (wogo
Ha3Bu 6e3 3miHu kogy ATX), "lMpoTunokasaHHs",
"B3aemogia 3 iHWKMMKM NiKapCbkumn 3acobamm Ta
iHWi BMAW B3aemogiin", "OcobnmnsocTi
3actocyBaHHs", "Mob6iuHi peakuii” 3rigHo 3
iH(bopMmaLlieto Woa0 MeguyHOro 3acTocyBaHHs
pedhepeHTHOro nikapcbkoro 3acoby (ALiL, 200,
MOPOLLOK A4/151 OPa/IbHOTO Po34mHy, no 200 mr)
BBefeHHs 3MiH NpOTAroM 6-Tu MicALiB 3 AaTu
3aTBEPKEHHS.

6e3
peyenma

nionsieae

UA/9069/01/02

42,

BEHOKCI

Kpansi 04Hi, po3ynH
0,4 %; no 10 mny
KOHTeliHepi-
KpanenbHuyj; no 1
KOHTeliHepy-
KpanesnbHuui B

TOB
"YHIME[,
OAPMA"

Cnosaubka
Pecny6nika

TOB "YHIMEL
DAPMA"

Cnosaubka
Pecny6nika

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis:3MiHu
| TNy - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
ymoBax 36epiraHHsi roToBOro Nikapcbkoro 3acoby
(3miHa B ymOBax 36epiraHHs rOTOBOr0 NiKapCbKoro

3aco6y abo nicns po3yMHEHHs/BIAHOBIEHHS) - 3MiHa

3a
peyenmom

He
nionsieae

UA/12824/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1

KapTOHHI KopoobLi

B YMOBaXx 36epiraHHs roTOBOro NikapCbKoro 3acoby.
3arBepakeHo: 36epirat B HeAOCTYNHOMY Ans AiTel
MicLj, npy TemnepaTypi He BuLe 25°C B
opvriHanbHii ynakosui. He 3amopoxysatu. MNicns
nepLLoro BigKpuTTa 36epiratn He GinbLue 28 AHiB;
3anponoHoBaHo: 36epiraty B XonogunsHuky (2°C -
8°C). He 3amopoxyBatu. 36epirati B OpuriHasIbHii
ynakoBLji 415 3axXuUcTy Big ceiTna. lNicna neporo
BIAKPMTTA 36epiraTv Npu Temneparypi He BuLLe
25°C, He 6inblue 28 gHis. 36epiratv B
HeAoCTYNHOMY AN AiTelt micui. 3MiHU BHECEHO B
po3ain "YMoBu 36epiraHHA" B iHCTPYKL,it0 AnA
MeAMYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby, Ak
HacnigokK - BiANOBIAHI 3MiHW y TEKCTI MapKyBaHHS
ynakoBKM fikapcbKoro 3acoby. BBeAeHHS 3MiH
NpOTArom 6-Tu MiCALIB MiCNA 3aTBEPMKEHHS.
3MiHu | TUNY - 3MiHM 3 SIKOCTi. FOTOBWIA Nikapcbkuii
3aci6. CtabinbHiCTb. 3MiHa y TepMiHax npugaTHoCTi
abo ymoBax 36epiraHHs1 roTOBOrO JliKapCbKoro
3aco06y (36iNbLUEHHA TEPMiHY NPUAATHOCTI FOTOBOro
nNiKapcbKoro 3acoby) - [11s Toproeoi ynakoBKu
(nigTBEPMKYETLCA AaHUMKN peasibHOro Yacy) -
36i/1bLUIEHHS TEPMiHY NPUAATHOCTI FOTOBOro
nikapcbkoro 3acoby 3 18 micsAuis fo 24 micauis.
3MiHu BHeceHo B po3gin "TepMiH npugatHocTi" B
IHCTPYKLUi0 ANS1 MeANYHOTO 3aCTOCYBaHHS
nikapcbkoro 3acoby. BeefeHHA 3MiH NPOTAroM 6-Tn
MicALiB MicnsA 3aTBepKeHHS. 3MiHu | Tuny - 3MiHu 3
sKocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHULTBI. 3MiHN BUNPOOYBaHb abo A0NYCTUMMX
MeX, BCTAHOBJIEHMX Y creumndikayisx, nig vac
BMPOOHULITBA rOTOBOrO NiKapCbKoro 3acoby
(monoBHeHHA abo 3amMiHa BUNPobyBaHHA B NpoLeci
BUPOGHMLITBA 3a pe3ynbTataMmn JOC/iIKeHb 3
6e3nekn abo AKOCTI) - BHECEHHSI 3MiH 0 KOHTPO/HO
nig Yac BUPOOHULITBA FOTOBOTO NiKApPCLKOro 3acoby,
30Kpema: fiofaBaHHA BUNPOGYBaHHA Ha LLi/lICHOCTb
NepBUHHOT yNakoBkW. BunpobyBaHHsi 6yno gofaHo
ANA NigBULLIEHHS 6e3Mekn Ta AKOCTI Ha OCHOBI
pekomeHgauii NCA.BBefeHHs1 3MiH NpoTArom 6-tu
MicALiB nicnsa 3aTBepXeHHs. 3MiHu | Tuny - 3MiHK 3
AKOCTi. FOTOBMIA Nnikapcbkuii 3aci6. 3MiHn y
BMPOGHMUTBI. 3MiHN Y NpoLeci BUpobHULTBA
roTOBOrO /1iKapCbKOro 3acoby, Bko4aum
NPOMIKHWI NPOAYKT, L0 3aCTOCOBYETLCS NpY
BMPOGHMWLTBI FOTOBOTO NiKApCbKOro 3acoby (iHLwi
3MiHW) -

BHECEHHS 3MiH Y npouec BUPO6GHMLTBA FOTOBOIO
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

NiKapCcbKoro 3acoby, 30kpema: He3HauHi 3MiHV B
onuci BUPO6GHMYOro npolecy. BeegeHHsA 3MiH
NpoTArom 6-T1 MiCALIB NiCNA 3aTBEPMKEHHSA. 3MiHW |
TUMy - 3MiHM 3 AKOCTi. [0TOBWIA Nikapcbkuii 3aci6.
3MiHV Yy BUPOOHMLTBI. 3MiHM Y NpoLeci BUPOGHULITBA
roTOBOro NikapCbKOro 3acoby, BKIYaUN
MPOMDKHWI NPOAYKT, LLIO 3aCTOCOBYETLCA NP
BUPOBHMLTBI rOTOBOrO NikapcbKoro 3acoby (iHLwi
3MiHV) BHECEHHS 3MiH Y NpoLlec BUPO6HULITBA
roTOBOIO /iKapCbKOro 3acoby, 30Kpema: OHOBJIEHHS
BMpPOGHMYOro obnagHaHHs. BnpoBagkeHi
KOHTPO/bHI NPUCTOPI, SKi HE BNMBAKOTL Ha NpoLec
BMPO6HMLTBA.BBEAEHHS 3MiH MPOTArom 6-Tv MicsALiB
nicns 3aTBepaKeHHs

43.

BEMNAHTEH®

Masb 5%; no3,5r
abo no 30 r, abo 100
ry 1y6i; no 1 1y6i y
KapTOHHI Kopobui

Baiep
KoHcblomep
Kep Al

LLsenuapis

M I'peHsax
MpoaykTioHc MM6X

HimeyunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
| TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkunii 3acib.
KOHTpPO/Ib rOTOBOrO /liKapCbKOro 3acoby. 3MiHa
napameTpiB cneundikayiii Ta/abo AONYCTUMUX MEX
roTOBOrO JliKapcbKoro 3acoby (4ONOBHEHHS
cneumaikalii HOBUM NOKAa3HUKOM 3 BifNOBIAHNM
MeToA0M BUMNPOGYBaHHS) [logaBaHHS Apyroro Tecty
Ha igeHTudikauito (BEPX) ans gitoyoi peqyoBuHu,
JekcnaHTeHony, Ao cneuumdikadii npy BUNycky
roTOBOro NPOAYKTY. 3MiHa 06yMOB/IeHa
Y3rOKEHHAM crieumdikaliii roTOBOro NpPoAyKTy
BignoBigHo A0 BKasiBok ICH. Cneuundikawi
NPOTArOM TePMiHy NPUAATHOCTI FOTOBOrO NPOAYKTY
3a/MWATECA HE3MIHHUMMK.

3a
peyerimom

UA/4157/02/01

BEMNAHTEH®

Kpem 5 %; no 30 r
a6o 100 r y Ty6i; no
1 Ty6i y KAPTOHHiIN
Kopobui

Baiiep
KoHcblomep
Kep Al

LLiBeiiuapis

T I'peHsax
MpopykTioHc Mv6X

Himeyunna

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu
| TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
KOHTPO/Ib AOMNOMIDKHMX peyoBUH. 3MiHa napameTpiB
cneuudikauii Ta/abo AONYyCTUMMX MEX A5
[OMOMDKHOT peYOBUHY (BUYYEHHS 3i cneumdikavii
He3HaYyHOro nokasHuka (Hanpvknag, 3actapinoro
NnoKasHuka)) - BunyyeHHst TeCTy Ha Baxki MeTanu
415 AoNomikHOT pevoBrHK "Amdizon K"

3a
peyenmom

UA/4157/01/01

45,

BEPNINPUN®
NNoC 10/25

Tabnetku no 10
Mmr/25 mr; no 10
TabneTtok y 6nictepi;
no 2 abo no 3
6nictepu B
KapTOHHI KOpoOLyi

BEP/IH-
XEMI AT

HimeyunHa

BMPOGHMLTBO "in
bulk", kOHTpOb
cepiin: BEP/IH-
XEMI AT,
HimeuuunHa;
KiHLleBe
nakyBaHHs,
KOHTPO/b Ta
BUNYCK cepil:
BEPJIIH-XEMI AT,
HimeuunHa

HimeyunHa

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu
| TMny - 3miHK 3 AkocTi. CepTudpikat
BignoBigHOCTI/lE-cepTucpikat BignoBigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOB/EHOTO cepTudikarta BifnoBigHOCTI
ab0 BUyYeHHs cepTudiikarta BignoBigHOCTI
€Bponeiicbkii hapmakonei: ans A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPoAyKTy, Lo
BUKOPWCTOBYIOTBLCS Y BUPOOHNLTBI ADI; ans
[LOMOMDKHOT peYoBMHM (CepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHOBEHWI
cepTuquikaT Bif y)Xe 3aTBepApKeHOoro BUpo6bHMKa -

3a
peuyenmom

UA/5853/01/01
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Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
MopaHHsA OHOBIEHOrO cepTudpikaTa BiANOBIAHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 2000-053-

K

€Bponeiicbkiii hapmakonei: ans A®I; ana BuxigHoOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0

[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI

«lpeHTudpikauis 3aniza okcuay rigpary xosToro (E
172)» 3i cneuumdikauii npy BUNYycKy cepii roToBOro
nikapcbKoro 3acoby. 3MiHa BHOCMTLCS A0 po34inis

Rev 06 (3aTBepmxeHo: R1-CEP 2000-053-Rev 05)
Ans giroyoi peyosuHy Enalapril maleate Big Bxe
3aTBepxeHoro BupobHrka Zhejiang Huahai
Pharmaceutical Co., Ltd., Kutaii.
3miHu | TUny - 3MiHn 3 akocTi. CepTudikar
BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
€sponelicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro abo OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI
ab0o BUy4YeHHs cepTudpikarta BigNoBiAHOCTI
€Bponeiicbkiii hapmakonei: ans A®I; ana BuxigHoOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBIEHWIA
cepTudikaT Bif yXe 3aTBEpAXEeHOro BUPOOHUKA -
MopaaHHA OHOBMEHOrO cepTudikaTa BiANOBIAHOCTI
€poneiicbkili hapmakonei Ne R1-CEP 2004-013 -
Rev 05 (3arBepmkeHo: R1-CEP 2004-013 - Rev 04)
Ans gitoyoi peyosuHy Hydrochlorothiazide, Process |
BiJ BXe 3aTBepAxeHoro BupobHuka IPCA
Laboratories Limited, India.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuWii
3aci6. KOHTposib rOTOBOTO NiKapCbKoro 3acoby.
3MiHa napameTpiB cneuudikauii Ta/abo
[0NYyCTUMUX MEX FOTOBOTO J1iKapCbKoro 3acoby
(BMNYyYEHHS1 HE3HAUHOTO NOKa3HVKa (Hanpuknag,
3acTapifioro nokasHuka, Takoro sk 3anax Ta cMak,
abo igeHTudikauis 6apBHUKIB Y CMaKOBUX
[06aB0K)) BunyuyeHHs1 He3Ha4YHOro napameTpy

“Cneumadpikanin (npu Bunycky cepii)” Ta “Metoau
OHTpOM0” MKA N13. 3MiHu | TUNY - 3MiHM 3 AKOCTI.
CepTtudikaT BignosigHocTi/l E-cepTudikart

BiANOBIAHOCTI EBponeichbkili
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOrO cepTudikaTa BignoBigHOCTI abo

BU/TyYEHHs cepTudikaTa BignosigHOCTI

BMKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans

€Bponelicbkin hapmakonei) - OHOBIEHWIA

cepTudikaT Bif yxe 3aTBEpIXEeHOro BUPOOHUKA -
MofaaHHsA OHOB/IEHOIO cepTudpikaTa BiANOBIAHOCTI
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
€poneiicbkin hapmakonei Ne CEP 2000-053-Rev
07 gns pitovoi pevyosrHn Enalapril maleate Big Bxe
3aTBepAXeHoro BupobHrka Zhejiang Huahai
Pharmaceutical Co., Ltd., Kutaii. 3miHu | Tvny -
3MiHu 3 sKocTi. CepTudikaT BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBponeiichkiii
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOBJIEHOTO cepTudikaTa BifgnoBigHOCTI a0
BUyYEHHA cepTudpikaTta BiANoBIAHOCTI
€Bponeiicbkin hapmakonei: ana A®l; ans BuxigHoro
mMaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCA Y BUPOOHULTBI ADl; ans
[LOMNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOB/IEHWIA
cepTuddikaT Bif yXe 3aTBepAXeHOro BUPOOHUKA -
MoaaHHsA OHOBIEHOrO cepTudikaTa BiANOBIAHOCTI
€Bponeiickkili hapmakonei Ne R1-CEP 2004-013 -
Rev 06 ans gitouoi peyosmHu Hydrochlorothiazide,
Process | Big, BXe 3aTBepg)KeHoro Bupo6Huka IPCA
Laboratories Limited, India.
46. | BETASOH Kpem gns TOBAPUCT Ykpaina BCi cTagil Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/12841/01/01
YNbTPA 30BHILLHBOrO BO 3 BMPOGHMLTBA, | TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkunii 3acib. peyenmom
3acTocyBaHHs no 15 OBMEXEH KOHTPO/b SKOCTI, 3MiHV Yy BUpO6HMUTBI. 3MiHa po3mipy cepii
rabo no 30 ry Ty6i, (]}0) BWMNYCK cepil: (BK/TIOYAtOUM diana3oH po3Mipy cepii) roToBOro
no 1 Ty6i y kopo6ui 3 | BIAMNOBIOA ToBapucTBO 3 nikapcbkoro 3acoby (36inbweHHs go 10 pasis
KapToHy NbHICTHIO 06MeXeHO NOPIBHSAHO i3 3aTBEPIKEHUM PO3MIPOM) - BBEAEHHS
«KOPIMOPA Bi4NOBIAA/IbHICTIO [0[4aTKOBOro po3Mipy cepii Nikapcbkoro 3acoby A
UiA "@apmaueBTnyHa ynakoBku no 15 r y Ty6ax BMpo6Huka ToBapucTso 3
«300POB’A KOMnNaHis 06MeXeHol0 BignosifanbHICTIO "®apmaleBTuyHa
» "3p0pos'a”, KomnaHia "3gopos’a” Liex Ne5 MN1®, ginbHuUua MIMK—
YkpaiHa; BCi cTagji 6,666 Tnc.yn. (100 kr).
BUPOGHMLTBA,
BWMNYCK cepil:
ToBapucTBo 3
obMmexeHoto
BiANOBIAA/LHICTIO
"@apmaueBTnyHa
KOMnaHis
"3popos'sa”,
YKpaiHa; KOHTPO/b
AKOCTI:
ToBapucTso 3
06MeXeHO
BiANOBIAA/ILHICTIO
"®APMEKC
rPYIT", YkpaiHa
47. | BPIHENPA PO34UH AN1s iHQY3il, BioMapwH IpnaHgais roToBuii HimeuunHa/ | BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 3MiHW 3a He UA/16841/01/01
30 mr/ma; no 5 mn IHTEepHeLUHN nNiKapcbKuii 3acio: Ipnangis/ 1l TMNy - 3MiHK WoA0 6e3nekn/etheKTUBHOCTI Ta peyernmom nidnsieae
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1

po3unHy ons Nimiteq 0b6pobka Benukobput | dhapmakoHarnsgy. 3MiHM y KOPOTKii XxapakTepucTumui

iHy3iid y NiKapcbkoro aHis niKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta

npo3opomy 3acoby Ta IHCTPYKLi 415 MeAUUYHOro 3aCTOCyBaHHSA Yy 3B'A3KY i3

CKNSIHOMY D1aKOHi nepBuHHe HOBVMW JaHUMU 3 AKOCTI, AOKNIHIYHUMM, KITIHIYHUMYN

(cxkno | Tuny), nakyBaHHs OaHumn Ta gaHumu 3 papmakoHarnsagy - 3miHu

3aKynopeHomy (HanoBHEHHs BHECEHO A0 IHCTPYKUii ANna MegumyHoro

npo6Koto roTOBUM 3aCTOCYBaHHS NiKapcbkoro 3acoby 4o po3ginis

(6yTunkayuyk) 3 niKkapcbknm "®apmakonoriyHi BiactueocTi”, "OcobmBocTi

dpTopnoniMepHum 3acobom) Ta 3acTocyBaHHs", "Cnocib 3acTocyBaHHA Ta fo3un"

NoKpUTTAM Ta BMNPOGYBaHHSA (BHECEeHI yTOUHeHHs), "Aitn", "Mo6iyHi peakuii”,

06TUCHYTOMY
a/IlOMIHIEBOIO
kpuwkoto Tuny flip-
off seal 3
nNacTVKoBUM
KOBMaYKOM 3€/1eHOro
Konbopy; no 2
donakoHu 3
PO34MHOM A5
iHpy3iiA y KOMMNEKTi
3 1 pnakoHom 3
PO34MHOM A5
npommnBaHHsA (no 5
M1 PO3UMHY AN1A
NPOMVBAHHA Y
npo3opomy
CKNsAHOMY (DNaKoHi
(ckno | Tuny),
3aKynopeHomy
npo6Koto
(6yTunkayuyk) 3
dpTopnoniMepHum
NOKPUTTSIM Ta
06TUCHYTOMY
aIOMIHIEBOIO
Kpuwkoto Tuny flip-
off seal 3
nNacTVKoBUM
KOBMaYKOM XOBTOr0O
KONbopy) B
KapTOHHIlA KopooLi

KOHTPO/O AKOCTI
(kOHTpOSIb B
npoueci
BUpPOGHULTBA:
ineHTudikauis,
Bi3yasibHUIA
KOHTPONb,
6ioHaBaHTaXeHHs
Ta KOHTPO/b Npu
BUMYCKY:
CTEPWUNIBHICT,
6akTepianbHi
€H0TOKCUHN)
PO34MH ANna
NPOMMBAHHS:
06pobka
nNiKapcbkoro
3acoby Ta
nepBuHHe
nakyBaHHs
(HanoBHEHHS
PO34MHOM AN1A
NPOMUBAHHS) Ta
BMNPOGYBaHHSA
KOHTPO/O AKOCTI
(kOHTpOSIb B
npoueci
BUpPOGHULTBA:
ineHTudikauis,
Bi3yasibHWIA
KOHTPONb,
6GioHaBaHTaXKEHHS,
KOHTPO/b NpY
BUMYCKY:
CTEPUNBHICT,
6akTepianbHi
€HA0TOKCUHN)
BetTep ®apma-

"YnakoBka". OHOBNEHHA p. «YnakosBka» MKA N13
noB’si3aHe 3 f0aBaHHsAM Ha3BM BXe 3aTBEPAKEHOr0
marepiany nokpuTTs (hTopnonimepHe NOKpPUTTA)
npo6ku 3 ByTUIKay4yKy 3 METOI NOBHOTO ONucy
marepiasly ynakoBku, sikuii 6e3nocepesHb0
KOHTaKTYye 3 npoAykTom. Matepian dptopnoniMepHe
NOKPUTTSA 3aBXan 6yB NpuUcyTHiM B p. 3.2.P.7.
peecTpaiiHoro gocbe (“Gray butyl serum style
stopper which has a FluroTec-foil on the product
contact surface”), ane He 6yB BKkazaHuii B po3gini
«YnakoBka». BBefjleHHs 3MiH NPOTAroM 6-Tu MicsLiB
nicnsa 3aTBepkeHHs. B mexax 3miHn HagaHo
OHOB/IEHUIA MNaH ynpasniHHA pu3nkamu, Bepcisa 5.0.
Pestome nnaHy ynpasniHHA pusmkamy 404aETbCs.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1

®epTiryHr FM6X i
Ko. KI', HimewunHa
rotoBuii
nikapcbknii 3aci6:
BMNPO6YBaHHSA
KOHTPO/O SIKOCTI
(kOHTpO/b B
npoueci
BMPOGHULTBA:
ineHTndikauis,
Bi3yasibHWIA
KOHTPOSb,
6ioHaBaHTaXKEHHS
Ta KOHTPO/b Npu
BUMYCKY:
CTEPWU/IbHICT,
6akTepiasibHi
€H,0TOKCUHK)
PO34MH ANna
NPOMMBAHHS:
BMNPOGYBaHHSA
KOHTPO/O AKOCTI
(KOHTpO/b B
npoteci
BMPOGHMLTBA:
ineHTMikauis,
Bi3yasibHUA
KOHTPO/b,
6ioHaBaHTaXXeHHs
Ta KOHTPO/b Npu
BUMYCKY:
CTEePU/IbHICTb,
6akTepiasibHi
€HJ,0TOKCUHK)
BeTtTep ®apma-
®epTiryHr FM6X i
Ko. KI, HimeuunHa
rotosuii
nikapcbkuii 3aci6:
BTOPWHHE
nakyBaHHs
(mMapkyBaHHs Ta
npoLec KiHLeBOro
nakyBaHHs)
PO34MH ANna
NPOMMBAHHS:
BTOPWHHE
nakyBaHHs
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1

(mMapkyBaHHs Ta
npouec KiHLeBOro
nakyBaHHs)
Anmak ®apma
Cepsices
(AipneHp)
Nimiten, lpnaxgis
rotosuii
nikapcbkuii 3aci6:
BMNPOGYBaHHSA
KOHTPO/O AKOCTI
(kOHTpOSIb B
npoueci
BUpPOGHULTBA:
ineHTudikauis) Ta
BMNPOGYBaHHSA
cTabinbHOCTI
PO34MH ANna
NPOMMBAHHS:
06pobka
nNiKapcbkoro
3acoby
(B1pOGHMLTBO
Hepo3acoBaHOro
NPOMKHOrO
PO34nHY AnA
NPOMUBAHHS) Ta
BMNPOGYBaHHSA
KOHTPO/O AKOCTI
(kOHTpOSIb B
npoueci
BUpPOGHULTBA:
ineHTudikauisa Ta
BMNPOGYBaHHSA
cTabiNbHOCTI)
BioMapuH
PapmacbloTukan
IHK., Cnony4yeHi
LWtatn Amepuku
roToBuii
nikapcbkuii 3aci6:
36epiraHHA Ta
BMNPOGYBaHHSA
KOHTPO/O AKOCTI
(kOHTpOSIb B
npoueci
BUpPOGHULTBA:
Bi3yaslbHUIA
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
KOHTPO/b)
PO34MH Ana
NPOMUBAHHS:
36epiraHHa Ta
BMNPO6YBaHHSA

KOHTPO/O SIKOCTI
(kOHTpO/b B
npoueci
BMPOGHULTBA:
Bi3yasibHWIA
KOHTPO/b)
BetTep ®apma-
®epTiryHr FM6X i
Ko. KI', HimewunHa
rotoBuii
nikapcbknii 3aci6:
BMNPO6YBaHHSA
KOHTPOSO SIKOCTI
(KOHTpO/Ib NpK
BUNYCKY: KPiM
CTepWIbLHOCTI) Ta
BMNPOGYBaHHSA
cTabinbHOCTI Ta
BUMYCK cepii
PO34MH ANna
NPOMMBAHHS:
06pobka
nikapcbkoro
3acoby
(BpO6HULTBO
Hepo3acosBaHoro
NPOMIiXHOro
pO34nHy Ans
NPOMMBAaHHS) Ta

BMNPO6YBaHHSA
KOHTPOSO SIKOCTI
(kOHTpOSb B
npoueci
BMPOGHULTBA:
ineHTndikauis,
KOHTPO/b Npy
BUMNYCKY: KPiM
CTepuibHOCTI),
BMNPO6YBaHHSA
cTabinbHOCTI Ta
BUMYCK cepil
BioMapuH
IHTEepHeLUHN
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
Nimiten, lpnaxgis
rotosuii
nikapcbkuii 3aci6:
BTOPWHHE
nakyBaHHs
(mMapkyBaHHs Ta
npoLec KiHLeBOro
nakyBaHHs)
PO34MH ANna
NPOMMBAHHS:
BTOPWHHE
nakyBaHHs
AHAepcoHBpekoH
(KOK) Nimitep,
Benukobputanis
48. | BPOMIEKCW | po3uuH opanbHuii, 4 BEP/IIH- HimeuunHa BEP/IH-XEMI Al HimeuunHa | BHeceHHs 3MiH 40 peecTpauiiHnx Matepianis: 3MiHN 6e3 UA/9663/02/01
H 4 BEP/IH- Mmr/5 M, no 60 My XEMI AT | TMny - 3miHK 3 AkocTi. CepTudpikat peuyenma
XEMI thnakoHi; no 1 BignosigHocTi/lE-cepTudikar BignosigHOCTI
th1akoHy 3 MipHOHO €Bponelicbkin hapmakonei/moHorpadii. NMogaHHSA
JIOXKOH B KAPTOHHIlA HOBOro abo OHOB/IEHOro cepTudpikata BiANOBIAHOCTI
Kopoobui abo BunyyeHHs cepTudpikara BignoBigHOCTI
€Bponeiicbkiit hapmakonei: ana A®l; ans BuxigHoro
mMaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, Lo
BMKOPWCTOBYIOTbCA Y BUPOOHULTBI ADl; ans
[L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOB/IEHWIA
cepTuddikaT Bif y)Xe 3aTBEPAXEHOr0 BUPOOHUKA -
MoaaHHsA OHOBIEHOTO cepTudikaTa BiANOBIAHOCTI
€Bponelicbkiit hapmakonei R1-CEP 2007-032-Rev
03 (3atBeppxeHo: R1-CEP 2007-032-Rev 02) ans
[litoyoi pevoBnHU GPOMIreKCHHyY Figpoxiopuay Bif,
3aTBepxeHoro BupobHvka FDC LIMITED
49. | BASENIH Masb; no 30 ry Ty6i; MPAT Ykpaina MPAT Ykpaina BHECEHHS 3MiH 4,0 peecTpaLiiHnx maTtepianis: 3MiHu 6e3 nidnsieae UA/8304/01/01
no 1 Ty6i B nauui 3 "XIM®PAPM3 "XIMGAPM3ABO | TMNy - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenma
KapToHy ABO/, A "HEPBOHA HalilMeHyBaHHs Ta/abo agpecy 3asBHMKa (BNacHMKa
"YEPBOHA 3IPKA" peecTpaviniHoOro NocBigYeHHs) - 3MiHa
3IPKA" HaliMeHyBaHHS 3asIBHUKA Ta 3MiHV Y HanucaHHi

afipecy 3asBHMKa (BNacHWKa peecTpauiiHoro
noceigyeHHs). BBeAeHHs 3MiH NpoTAarom 6-1n
MicaLiB nicns 3aTBepoKeHHs. 3MiHun | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micusa NPoBamKeHHs AisIbHOCTI
BMPOGHMKa/iMnopTepa roToBoro Nikapcbkoro 3acoby,
BK/IIOYAKOUM [iNbHULi BUNYCKY cepii abo micue
NPOBefEHHS KOHTPOJIO AKOCTI. (ZiANbHICTb, 3a Ky
BiANOBIAa€e BUPOGHYMK/IMNOpTEp, BKIOYAUM BUMYCK
cepiii) - 3MiHa HalilMeHyBaHHs BUpo6HUKa 13 Ta
3MiHW Y HanucaHHi agpecu BUpo6HvKa MN13. 3miHn
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
BHECEHO B iHCTPYKL,t0 419 MEAMYHOIO 3aCTOCYBaHHSA
nikapcbKoro 3acoby y po3ainin "BMpo6HuK",
"Micue3HaxomkeHHs BUPO6HMKa Ta afpeca Micus
NPOBaXEHHS MOro AisfbHOCTI" 3 BiAMOBIAHMM
3MiHaMK B TEKCTi MapKyBaHHA ynakoBoK. BBegeHHS
3MiH NPOTArom 6-TW MicALiB NicNs 3aTBepAKEHHS
50. | BANNIEPIAHN TabneTku, BKpUTI MPAT YkpaiHa MPAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 6e3 nionsizae UA/8139/02/01
EKCTPAKT 060/10HKO10, M0 20 "®ITOGAPM "®ITOPAPM" | TMNy - AgMiHICTpaTUBHI 3MiHW. 3MiHa peuyenma
mr; no 50 TabneTok " HaliMeHyBaHHA Ta/abo agpecu 3asBHUKA (BacHUKa
y dhnakoHax; no 50 peecTpauiiiHoro noceig4eHHs) 3miHa agpecu
Tabnetok y 3asBHMKa. 3MiHW BHECEHO B iHCTPYKLiO AN
6nictepax; no 10 MEeANYHOro 3acTOCyBaHHSA NiKapcbKoro 3acoby y
Tabnetok B 6nicTepi, po3gain "Micue3HaxomKeHHs 3asBHUKA".
no 5 6nictepis B
nauuj
51. | BANIEPIAHU KopeHeBuLLa 3 MpAT Ykpaina MpAT “NlikTpasu" Ykpaina BHECEHHS 3MiH IO peecTpaLiiiHux maTepianis: 3MiHu 6e3 UA/5668/01/01
KOPEHEBWL, | kopeHamu; no 50 r "NikTpasn" | TNy - 3MiHK 3 AKOCTi. FOTOBMIA NiKapcbkunii 3aci6. peuenma
A3 abono100ry CucTema KoHTelHep/3aKynoptoBasibHWI 3aci6 (iHLWi
KOPEHAMU naykax 3 BHYTPILIHIM 3MiHW) - BHECEHHS 3MiH [0 HOPMYBaHHS NOKa3HWKIB
naketom; no 1,5ry «lgeHTundikavis (30BHiLLUHI 03HakKM)» (4oAaBaHHSA
hinbTp-nakeTi; no onucy MNiBKY NakyBasibHOI ); « TOBLUMHA NiBKN»
20 hinbTp-nakeTiB y (YTOYHEHHS 4ONYyCTUMUX HOPM MOKa3HWKa)
nauui; cneumaikaLii 3 KOHTPO/IKO NEPBUHHOIO NMaKyBasIbHOIO
no 1,5 ry cinbTp- marepiany Ana ynakosku no 50 r Ta no 100 r y nauui
naketi; no 20 3 BHYTPILLHIM NakeToMm (nniska nakysasibHa
inbTp-nakeTiB y (NepBUHHA).
nauuj 3 BHYTpPILLHIM
nakeToMm.
52. | BAJ/ICAP TabneTkun, BKPUTI Aypo6iHao IHAiA AypobiHao ®apma IHAis BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu 3a He UA/14796/01/01
nAiBKOBOIO dapma /ITg NimiTea- KOHIT VII | TMny - 3MiHKn Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom | nionsizae
o6onoHkoto, no 80 hapmakoHarnsgy. 3MiHu y KOpoTKili XxapakTepucTui
Mr; o 7 TabneTok y nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
6nictepi; no 4 IHCTPYKL,i AN151 MeAMYHOro 3aCTOCyBaHHS
6nictepu B reHepuyYHUX/ribpuaHMX/6ionoai6HMX NiKapCbKUX
KapTOHHIlA KOpooLi 3aco6iB nic/a BHECEHHSA TiET camoi 3MiHN Ha
pediepeHTHUIA npenapar (3mMiHa He noTpebye
HaJaHHA XOAHVX HOBVX AOAATKOBUX AaHKX). SMiHN
BHECEHO [0 IHCTPYKLi ANa MeAnyHOro
3aCTOCyBaHHS NiKapCbKoro 3acoby y po3gim
"®apmakonorivHi BnactusocTi", "MobiuHi peakwi
BiANOBIAHO A0 iHdhopmaLii WoA0 MeguyHoro
3aCTOCyBaHHA pehepeHTHOro NikapcbKoro 3acoby
(AIOBAH®, TabneTtku, BKpUTi NIBKOBOK
060/10HKO0, 80 Mr, 160 Mr). BBefieHHs 3MiH
NpoTSArom 6-Tv MicsLiB Nic/1s 3aTBePAKEHHSI
53. | BAJNICAP TabneTku, BKpUTI Aypob6iHAo IHais AypobiHao ®apma IHais BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/14796/01/02
nNiBKOBOIO ®apma /114 NimiTea- HOHIT VII | TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyernmom nionsieae

0060/10HKOH, M0 160

dhapmakoHarisgy. 3MiH1 y KOPOTKili xapakTepuctumui
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
Mr; N0 7 TabneTok y NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
6nictepi; no 4 IHCTPYKLiT ANA MeAMYHOro 3acToCyBaHHsA
6nictepu B reHepuyHUX/ribpuaHMX/6ionoaibHMX NiKapCbKUX
KapTOHHI/ KopoobLi 3ac006iB Nicnsi BHECEHHS TiEl caMoi 3MiHM Ha
pethepeHTHW Npenapat (3MiHa He noTpebye
HaJlaHHsA XOAHMX HOBVX AOAATKOBUX AaHUX). 3MiHN
BHECEHO [0 IHCTPYKLIT 415 MEeANYHOrO
3acTocyBaHHSA NiKapcbKoro 3acoby y po3gim
"®apmakonoriyHi BnactmsocTi", "MobiuHi peakwi"
BiANOBIAHO A0 iHopMaL,i WoA0 MeguyHoro
3acTocyBaHHA pethepeHTHOro NikapcbKoro 3acoby
(AIOBAH®, TabneTtku, BKpUTI NAIBKOBOKO
o60soHKoto, 80 mr, 160 mr). BBeeHHs 3MmiH
NPOTAroM 6-Tv MicALiB Nic/a 3aTBepPAKEHHS
54. | BAIbCAKOP | Tabnetku, BKpUTI KPKA, a.4., CnoseHis Bupo6HuK, CnoseHis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 3MiHn 3a UA/6227/01/01
® NNiBKOBOIO HoBo mecTo BiANOBiAa/IbHWIA 32 Kutaii | Tuny - 3miHK Woao 6e3nekn/edheKTUBHOCTI Ta peyenmom
060/10HKO10, M0 40 BUPOGHMLTBO "in thapmakoHarnsgy. 3miHa 4actoTu Ta/abo TepMmiHiB
Mr, M0 7 TabneTok y bulk", nepsnHHe NnoJaHHsA peryssipHO OHOBJIHOBAHKMX 3BITIB 3 6e3nekn
6nicTepi, no 4 Ta BTOPUHHE nikapcbkux 3aco6iB. 3MiHa TepMiHy NoAaHHs
6nictepu y nakyBaHHs1, perynsipHo OHOBJ/1OBAHOrO 3BIiTy 3 6e3nekn (PO3B)
KapTOHHI KopoobLii, KOHTpONb Ta nikapcbkoro 3acoby: [itova pegakuis: Yactota
no 10 Tabnetok y BWMNYCK Cepil: nopaHHa PO3B - 3 poku; KiHueBa fata ans
6nictepi, no 3 KPKA, a.4., Hoso BK/IIOYEHHS faHux fo PO3B - 13.04.2020 p.;
6nictepu y mecTo, CroBeHis; pata nogaHHa PO3b6 - 12.07.2020 p. MNponoHoBaHa
KapTOHHI kopobuyj, Bupo6HuK, pepakuis: KiHueBa fata 4719 BKIHOYEHHSA AaHuX A0
no 14 tabneTtok y BiANOBiAabHMI 3a PO3B - 30.04.2025 p.; pata nogaHHa PO3b -
6nicTepi, no 2 KOHTpOb cepii 29.07.2025 p. PekomeHA0BaHO [0 3aTBEPAKEHHSA
6nictepu y (pi3nyHi Ta XimiyHi BiANOBIAHO [0 MEPiOANYHOCTI NOAAHHS pPerynspHo
KapTOHHIlA KOpooLi MeToam OHOB/IOBaHMWX 3BITIB 3 6€3MeKn NiKkapcbknx 3acobis y
KOHTponto): KPKA, €sponelicbkomy Coo3i.
A.4., Hoso mecTo,
CnoseHis;
BUpPOGHKK,
BiANOBiAa/IbHWIA 32
KOHTpONb cepil
(hi3nyHi Ta XimiyHi
meToan
KOHTPO/0):
Keminab g.0.0.,
CnoBeHis;
BUPOGHIK,
BiANOBIAa/IbHUI 3a
BMPOGHMLTBO "in
bulk": HiHr6o
MeHoBO TiaHkaHr
dapmacboTuKasc
Ko., /itg, Kutait
55. | BA/IbCAKOP | Tabnetku, BKpUTI KPKA, a.4., CnoBeHis Brpo6HuK, CnoseHis/ BHECEHHS 3MiH [10 peecTpaLiiiHux maTtepianis: 3mMiHn 3a UA/6227/01/03
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
® nNiBKOBOIO HoBo mecTo BiANOBiAa/IbHWIA 32 Kutaii | Tuny - 3miHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
060/10HKO10, N0 160 BMPOGHMLTBO "in thapmakoHarnsgy. 3miHa 4actoTu Ta/abo TepMmiHiB
Mr; N0 7 TabneTok y bulk", nepsuHHe NOAAaHHSA PerynsipHo OHOBJ/TIOBAHUX 3BITIB 3 6e3nekn
6nicTepi, no 4 abo Ta BTOPUHHE niKapcbkux 3aco6iB. 3MiHa TepMiHy NOAaHHS
no 12 6nictepis y nakyBaHHs, perynspHo OHOBJ/IOBAHOrO 3BIiTy 3 6e3nekn (PO3B)
KapTOHHI KopobLyj, KOHTpONb Ta nikapcbkoro 3acoby: [jova pegakuis: Yactota
no 10 Tabnetok y BWMNYCK Cepil: nopaHHa PO3B - 3 poku; KiHueBa fata ans
6nictepi, no 3 KPKA, a.4., Hoso BK/tOYEHHS faHux fo PO3B - 13.04.2020 p.;
6nictepu y mecTo, CrnoBeHis; fata nogaHHa PO3b6 - 12.07.2020 p. MNponoHoBaHa
KapTOHHI kopo6uj, Bupo6HuK, pepakuis: KiHueBa fata 4719 BK/IHYEHHS JaHuX A0
no 14 tabneTtok y BiANOBiAaIbHMI 3a PO3B - 30.04.2025 p.; pata nogaHHa PO3b -
6nicTepi, no 2 abo KOHTpONb cepii 29.07.2025 p. PekoMeHA0BaHO [0 3aTBEPL)KEHHS
no 6 6nictepiB y (hi3nyHi Ta XimiyHi BiANOBIAHO [0 NEPIOANYHOCTI NOAAHHS PerynspHo
KapTOHHilA KopooLi MeToamn OHOB/tOBaHWX 3BITIB 3 6e3MeKn NiKkapcbknx 3acobis y
KOHTpOt0): KPKA, €sponelicbkomy Coto3i.
A.4a., Hoso mecTo,
CnoseHis;
BUpPOGHYK,
BiANOBiAa/IbHWIA 32
KOHTpONb cepil
(hi3nyHi Ta XimiyHi
meToam
KOHTPO/0):
Kemina6 g.0.0.,
CnoseHis;
Bupo6HuK,
BiANOBIfaNbHWIA 32
BMPOGHMLTBO "in
bulk", nepsuHHe
Ta BTOPUHHE
nakyBaHHs: HiHr6o
MeHoBoO TiaHkaHr
PapmacboTuKanc
Ko., ITa, Kutaii
56. | BAJIbCAKOP | Tabnetku, BKpUTI KPKA, a.4., CnoseHisa BUpPO6GHYK, CnoseHis/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3mMiHn 3a UA/6227/01/04
® nNiBKOBOIO HoBo mecTo BiANOBiAA/IbHWIA 32 Kutai | Tvny - 3MiHK Wopao 6e3nekn/echekTMBHOCTI Ta peyernmom

060/10HKO0, M0 320
Mr, no 10 TabneTok
y 6nicTepi, no 3 abo
no 6 6nicTtepiB y
KapTOHHI KopobLj,
no 14 TabneTtok y
6nicTepi, no 2 abo
no 4 6nictepu y
KapTOHHI Kopo6Lj,
no 15 tabnetok y
6nictepi, no 2 abo
no 4 6nictepu y

BMPOGHMLTBO "in
bulk", nepsuHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTpO/b Ta
BWMNYCK cepil:
KPKA, a.4a., Hoso
mMecTo, CrnoBeHis;
BUpPOGHNK,
BiANOBiAa/IbHWIA 32
KOHTpONb cepii
(di3myHi Ta XimiyHi

thapmakoHarnagy. 3MiHa YyacToTv Ta/abo TepMiHiB
nofaHHs perynsipHo OHOB/IHOBAHMX 3BITIB 3 6e3neku
nikapcbkux 3acobis. 3miHa TEPMiHY NOAaHHSA
perynsipHo OHOB/IIOBAHOTO 3BiTYy 3 6e3nekn (PO3B)
nikapcbkoro 3acoby: [itova pefakuis: Yactota
nogaHHa PO3B - 3 poku; KiHueBa gata gns
BK/IOYEHHSA faHux fo PO3B - 13.04.2020 p.;
parta nogaHHa PO36 - 12.07.2020 p. NponoHoBaHa
pepakuis: KiHueBa fata A1 BKIHOYEHHSA JaHuX 40
PO3B - 30.04.2025 p.; gata nogaHHa PO3b -
29.07.2025 p. PekomeHA0BaHO [0 3aTBEPLAXEHHSA
BiANOBIAHO [0 NEPIOANYHOCTI NOAAHHSA perynspHo
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

KapTOHHI KopoobLi

meToan
KOHTpoOst0): KPKA,
A.40., HoBo mecTo,
CnoseHis;
Bupo6HuK,
BiANOBIfaNbHWIA 32
KOHTpOsb cepii
(thiznyHi Ta XimiyHi
meToam
KOHTPO/H0):
Kemina6 g.0.0.,
CnoBeHis

OHOB/THOBAHUX 3BITiB 3 6@3MeKN flikapCbkux 3aco6iB y
€sponelicbkomy Coto3i.

57.

BANIbCAKOP
®

TabneTku, BKpUTI
N/1iBKOBOIO
0060/10HKOI0, N0 80
Mr; 1Mo 7 TabneTok y
6nictepi; no 4 abo
no 12 6nictepis y
KapTOHHI kopo6Lyj;
no 10 TabneTtok y
6nictepi, no 3
6nictepu y
KapTOHHI Kopo6Lyj;
no 14 TabneTtok y
6nicTepi, no 2 abo
no 6 6nictepis y
KapTOHHI Kopoobui

KPKA, a.4.,
HoBo mecTo

CnoBeHis

Bupo6HuK,
BiANOBiAaIbHUI 3a
BMPOGHMLTBO "in
bulk", nepBuHHe
Ta BTOPWHHE
nakyBaHHS,
KOHTPO/Ib Ta
BUNYCK cepil:
KPKA, a.4., Hoso
mecTo, CroBeHis;
BUPOGHIK,
BiANOBIAa/IbHUN 3a
KOHTpOsb cepii
(thiznyHi Ta XimiyHi
meToam
KOHTPO/I0):
KPKA, a.4., Hoso
mecTo, C/oBeHis;
Bupo6HuK,
BiANOBiAabHMI 3a
KOHTpOb cepii
(pi3nyHi Ta XimiyHi
meToam
KOHTPO/0):
Kewmina6 g.0.0.,
CnoseHis;
BUpPOGHNK,
BiANOBiAa/IbHWIA 32
BUPOGHMLTBO "in
bulk", nepsnHHe
Ta BTOPUHHE
nakyBaHHS:
HiHréo MeHoBo
TiaHkaHr
PapmacboTuKanc
Ko., ITa, Kutaii

CnoseHis/
Kutait

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHn
| TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. 3miHa 4actoTv Ta/abo TepMmiHiB
nofAaHHs perynsipHo OHOB/TIOBAHMX 3BITIB 3 6e3neku
niKapcbkux 3aco6iB. 3MiHa TepMiHy NofaHHs
perynsipHo OHOB/IOBAHOrO 3BiTy 3 6e3nekn (PO3B)
nikapcbkoro 3aco6y: [ioya pegakuis: Yactota
nogaHHa PO36 - 3 poku; KiHuesa gata ons
BK/IOYEHHSA faHux fo PO3B - 13.04.2020 p.;
nara nogaHHsa PO3b - 12.07.2020 p. MNMponoHoBaHa
pepakuisi: KiHueBa farta A1 BKIYEHHS AaHNX A0
PO3B - 30.04.2025 p.; gaTta nogaHHa PO3b -
29.07.2025 p. PekomeHA0BaHO [0 3aTBEPKEHHSA
BiANOBIAHO A0 NEPIOANYHOCTI NOLAHHS PErynsipHo
OHOB/IIOBAHUX 3BITIB 3 6€3MeKN NikapCbknx 3acobiB y
€sponelicbkomy Coto3i.

3a
peyenmom

UA/6227/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
58. | BECTIBO Tabnetku no 8 wmr, TOB «TeBa YkpaiHa MOBHUIA LWKN: HimeuunHa/ | BHECeHHS 3MiH [0 peecTpauliiiHux maTepianis: 3MiHu 3a UA/4059/01/01
no 10 TabneTtok y YkpaiHa» KataneHt Bonrapis | TNy - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkunii 3aci6. peyenmom
6nictepi; no 3 HimeuunHa KOHTpO/Ib rOTOBOrO /liKapCbKoro 3acoby. 3MiHa
6nicTepu y kopobui LLlopHaopd M6X, napameTpiB cneundikauii Ta/abo JONyCTUMUX MEX
HimeyumnHa; roTOBOrO NiKapCbKOro 3acoby (BUyYeHHN
nepBuHHeE, HEe3Ha4yHOro nokasHvka (Hanpukiag 3actapifioro
BTOPWHHE rokasHuKka, Takoro ik 3anax Ta cmak, abo
nakyBaHHs, BUMYCK iieHTUdpikaLis 6apBHMKIB Y CMaKoBUX 06aBOK)).
cepii: BunyyeHHs nokasHuka "CepefHsa maca" i3
BankaHdapma- cneuudikayii M13. JaHnii NOKasHWK 3aMLLAeTbCs y
AOynHuus AT, cneuudikaLii 419 KOHTPOJIKO Mif, Yac BUPOGHULTBA
Bonrapis; (na eTani 3). BBefieHHs1 3MiH NPOTArom 6-Tn MicALiB
KOHTPO/Ib cepii nicns 3aTBepAKeHHs.
(TiNbkM
MikpobiosnoriyHe
TECTYBaHHS):
BAB IHCTUTYT
lirienn Ta
3abesneyeHHs
FAkocTi TM6X,
HimeyunHa
59. | BECTIBO Tabnetku no 16 wr, TOB «TeBa YkpaiHa MOBHUIA LWKN: HimeuunHa | BHeceHHs 3MiH 40 peecTpauiiHnx MaTepianis: 3MiHN 3a UA/4059/01/02
no 10 TabneTtok y YkpaiHa» KataneHt | TNy - 3MiHK 3 AKOCTi. FOTOBMIA NiKapcbkuWii 3aci6. peyenmom
6nictepi; no 3 HimeuunHa KOHTpPO/Ib FOTOBOrO /liKapCbKoro 3acoby. 3MiHa
6nicTepu y kopobui LLlopHaopd M6X, napameTpiB cneundikauii Ta/abo JoNyCTUMUX MEX
HimeuuunHa; rOTOBOrO NiKapCbKOro 3acoby (BUTyYeHHs
nepBuHHeE, HEe3Ha4YHOro nokasHuka (Hanpukiag 3actapifioro
BTOPVHHE rokasHuka, Takoro sk 3anax Ta cmak, abo
nakyBaHHs, BUMYCK iAeHTudikauis 6apBHUKIB UM CMakKoBUX [,06aBOK)).
cepii: BunyyeHHs nokasHuka "CepefHsa maca" i3
BankaHdapma- cneuudikayii M13. JaHnii NoKasHWK 3aMLIaeTbes y
OynHuus AT, crneundikaLii 418 KOHTPOIO Nig Yac BUPO6HULTBA
Bonrapis; (Ha eTani 3). BBefieHHs1 3MiH NPOTArom 6-Tn MicALiB
KOHTPO/Ib cepii nicns 3aTBepaKeHHs.
(TiNbkM
MikpobiosoriyHe
TECTYBaHHS):
BAB IHCTUTYT
lirienn Ta
3abesneyeHHs
AkocTi TM6X,
HimeyunHa
60. | BECTIBO Tabnetku no 24 wr, TOB «TeBa Ykpaina MOBHUIA LWKN: HimeuunHa/ | BHECeHHS 3MiH [0 peecTpauiiiHux maTepianis: 3MiHu 3a UA/4059/01/03
no 10 TabneTtok y YkpaiHa» KataneHt Bonrapis | TNy - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkuii 3aci6. peyenmom
6nictepi; no 2 abo HimeuunHa KOHTpPO/Ib FOTOBOIO /liKapCbKoro 3acoby. 3MiHa
no 6 6nictepiB y LLlopHaopd M6X, napameTpiB cneundikauii Ta/abo AONYyCTUMUX MEX
Kopobui; no 15 HimeuuunHa; rOTOBOrO NiKapCbKOro 3acoby (BU/TyYeHHs

TabneTok y brictepi;

nepBuHHE,

He3Ha4yHOro NokasHvka (Hanpukaag 3actapifioro
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
no 4 6nictepun y BTOPWHHE rokasHuKka, Takoro ik 3anax ta cmak, abo
KopooLi nakyBaHHs, BUMYCK iieHT1dpikaLis 6apBHMKIB UM CMaKoBUX [06aBOK)).
cepii: BunyyeHHs nokasHuka "CepefHsa maca" i3
BankaHdapma- cneuudikayii M13. JaHnii NOKasHWK 3aMLLaeTbCs y
OynHunus AT, cneuudikaLii 419 KOHTPOJIO Mif Yac BUPOGHULTBA
Bonrapis; (na eTani 3). BBefieHHs1 3MiH NPOTArom 6-Tn MicALiB
KOHTPO/Ib cepii nicns 3aTBepAKeHHs.
(TiNbkM
MikpobionoriyHe
TECTYBaHHS):
BAB IHCTUTYT
lirienn Ta
3abesneyeHHs
FAkocTi TM6X,
HimeyunHa
61. | BINbXU cynnigaano40ry MpAT YkpaiHa MpAT "NikTpasu” YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3MiHu 6e3 UA/5855/01/01
cynngas naykax; no 100 ry "NikTpasn" | TNy - 3MiHK 3 AIKOCTi. FOTOBMIA NiKapcbkuMii 3aci6. peuyenma
naykax 3 BHyTPILIHIM CucTema KoHTelHep/3aKynoptoBasibHWI 3aci6 (iHLi
nakeTom; no 2,5ry 3MiHW)
inbTp-NakeTi; no BHECEHHS 3MiH 10 HOPMYBaHHS MOKa3HWKIB
20 chinbTp-nakeTiB y «laeHTudikauis (30BHILLHI 03HaKW)» (foAaBaHHA
nayuj 3 BHYTPILLHIM onucy MiBKY NaKyBaJsTbHOI ); «TOBLYMHA NAIBKM»
naketom; no 2,5ry (YTOUHEHHS [OMyCTUMMX HOPM NOKa3HUKA)
hinbTp-nakeTi; no cneundikauii 3 KOHTPO/O NEPBNHHOMO NaKyBas/IbHOrO
20 ¢hinbTp-nakeTiB y Marepiany Ansa ynakosku no 100 r y nauui 3
nauui BHYTPILUHIM NakeToMm (nniBka nakysasibHa
(nepBuHHA)).
62. | BONIbTAPEH | emynbrenb ans XaneoH KX LLiBefiuapis BMPOGHMLTBO LLiBeiiuapis/ | BHeCEHHs 3MiH 4O peecTpauiliHix maTtepianis: 3miHu 6e3 UA/1811/01/02
DOPTE 30BHILUHLOrO CAPN nNiKapcbkoro ITania | Tuny - 3miHn 3 AkocTi. API. KoHTposnb APl 3miHa y peuyenma

3acTocyBaHHs 2,32
%; no 50 r a6o 100 r
B Ty6i; no 1 Ty6iy
KapTOHHI KopoobLi

3acoby, nepBrHHe
Ta BTOPUHHE
nakyBaHHS,
KOHTPO/b SIKOCTI,
BMNYCK Cepiii:
XaneoH KX
C.a.p.n.,
LLiBeiiuapis;
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b SIKOCTI,
BMNYCK Cepiii:
XaneoH Itani
MaHydekuypiHr
C.p.J1., Itanis

napameTpax crneundikauii Ta/abo 4ONYCTUMUX MEX,
BM3HA4YeHNX y cneuudikauisx Ha A®l, abo
BUXiAHWIA/NPOMIDKHWIA NpOAYKT/peareHT, Lo
BVKOPVCTOBYIOTHCSA Y npoueci BupobHuutea Ad|
(BMNYyYEHHSt HE3HAYHOTO NOKa3HMKa SKOCTI
(Hanpuknag, BUIyYeHHs 3acTapifioro nokasHuka)) -
BupaneHHs nokasHuka «Baxki meTanu» 3i
cneuudikauii A®I Bupo6Huka M3y 38’s3Ky i3
BWUIyYEHHSIM BUPO6HUMKIB APl koHLepHY HoBsapTic (y
cneundikauii SKUX AaHWii NoKa3HUK 6yB MPUCYTHIM).
3MiHu | TUnYy - 3MiHKM 3 akocTi. CepTudikaT
BignosigHOCTI/IE-cepTudpikat BignosigHOCTI
€Bponelicbkili thapmakonei/MmoHorpadii. 3miHu,
NoB'A3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y
BiANOBIAHICTb A0 MOHOrpadii AdY abo
€BponeiceKoi hapmakonei, abo iHLWOoI HauioHaIbHOT
hapmakonei gepxasu EC (3miHa y cneumgikauisx,
nos's3aHa 3i 3miHamu B 1dY, abo €Bponeiicbkili
dhapmakonei, abo iHWil HauioHabHIl hapmakonei
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
aepxasu €C) - BunyyeHHs nokasHuka

«Temnepartypa nnasneHHa» 3i cneundikadii A®I
BMpo6Huka Unique Chemicals, India y 38’a3ky i3

aKocTi. CepTudpikat BignosigHocTi/lE-cepTudikat
BiNOBIAHOCTI €BpONEliChKilt
hapmakonei/moHorpadii. 3MiHW, NoB'A3aHi 3
HEOoO6XiAHICTIO NPUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii dY abo EBponeiicbkoi thapmakoneri,
abo iHWoi HauioHanbHOI hapmakonei gepxasu EC
(3miHa y cneuudikauisix, nos'sasaHa 3i 3MmiHamMu B
LY, abo EBponeiicbkiii hapmakonei, abo iHLil
HaujioHasnbHIli hapmakonei gepxasu €C) -
BunyyeHHs nokasHuka «laeHTugikalis metogom
TWX>» 3i cneyudpikauii APl BupobHuka Unique
Chemicals, India y 3B’3Ky i3 OHOB/IEHHAM
MoHorpadii BP. 3MiHu | Tuny - 3MiHK 3 AKOCTI.
CeprtudpikaT BignosigHocTi/l E-cepTudikar
BiAMNOBIAHOCTI E€BpONechbkili
thapmakonei/MoHorpadii. 3mMiHK, NoB'A3aHi 3
HeoOXiAHICTIO NpuBEAEHHS Y BIANOBIAHICTL A0
MoHorpadii JdY abo Esponeiicbkoi chapmakoner,
a60 iHWOI HalioHanbHOT hapmakonel agepxasun €C
(3miHa y cneuudpikauisix, nos's3aHa 3i 3MiHaMun B
[®Y, abo €Bponeiicbkili hapmakonei, abo iHLWil
HaujioHanbHili hapmakonei gepxasu €C) - 3MiHM B
MeToZi BunpobyBaHHsA APl 3a NOKasHUKOM
«CnopigHeHi gomiwkn metogom BEPX» BMpOGHMKa
Unigue Chemicals, India, a came 3MiHEHO KOTOHKY
BEPX, KiflbkicTb opTO(hOoChOpPHOT KNCNOTH Ta HaTpito
ovrigpodhocchaty, yacy xpomartorpadyyBaHHs. 3MiHN
| TMny - 3miHK 3 AkocTi. CepTudpikat
BignosigHocTi/lE-cepTudikar BignosigHoOCTI
€Bponelicbkiin hapmakonei/moHorpadii. 3miHu,
NnoB'A3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y
BiANOBIAHICTb A0 MOHOrpadii APY abo
€Bponeiicbkoi hapmakonei, abo iHWOoT HauioHaIbHOT
thapmakonei gepxasu €C (3miHa y cneumdikauisx,
nos'si3aHa 3i 3mMiHamu B [1®Y, abo EBponeiickkii
thapmakonei, abo iHwWil HalioHasbHIli hapmakonei
aepxasun €C) - 3MiHM B Npo60oniaroTosLi
BMNPO6GOBYBAHOrO 3paska y MeTofi BunpobyBaHHs
A®| 3a nokasHWMKOM «KifbKiCHe BU3HAUEHHS»
BMpo6HuKa Unigue Chemicals, India y BignosigHoCTi
OHoB/eHoi MoHorpaddii BP. 3minu | Tuny - 3miHu 3
akocTi. A®I. (iHwi 3miHK) - OHOBNEHHA MacTep-

thaiiny Ha A®| Bupo6Huka Unique Chemicals, India
3aTtBepaxeHo: AP/08/2022-11-28 (November 2022)

OHOBJ/IEHHAIM MOHOrpadii BP. 3MiHn | Tuny - 3miHn 3
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
3anponoHoBaHo: AP/09/2023-04-17 (April 2023).

3MiHu | TUNY - 3MiHKM 3 akocTi. CepTudikaT
BignosigHocTi/lE-cepTudikar BignosigHoOCTI
€Bponelicbkiin hapmakonei/moHorpadii. 3miHu,
NnoB'A3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y
BiANOBIAHICTb A0 MOHorpadii APY abo
€Bponeiicbkoi hapmakonei, abo iHWOoT HauioHaIbHOT
thapmakonei gepxasu €C (3miHa y cneumdikauisx,
nos'si3aHa 3i 3mMiHamu B IPY, abo EBponeiickkii
thapmakonei, abo iHLWil HalioHanbHIli hapmakonei
nepxasun €C) - BunyyeHHs1 nokasHuka
«Temneparypa nnasneHHs» 3i cneyudikauii Ad|
BMpo6HMKa Amoli Organics Private Limited, India y
3B’A3KY i3 OHOBNEHHAM MOHorpadii BP. 3miHu | Tuny
- 3MiHn 3 sKocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BigNoBigHOCTI EBpoNeinchkiii
thapmakonei/MoHorpadii. 3mMiHK, NoB'A3aHi 3
HeoOXiAHICTIO NpuBEAEHHS Y BIANOBIAHICTL A0
MoHorpadii JdY abo Esponeiicbkoi chapmakoner,
a60 iHWOI HalioHanbHOT hapmakonel agepxasun €C
(3miHa y cneyudpikauisix, nos's3aHa 3i 3MiHaMun B
[®Y, abo €Bponeiicbkili hapmakonei, abo iHLWil
HaLjioHasnbHili hapmakonei gepxasu €C) -
BunyuyeHHs nokasHuka «laeHTudikadis metogom
TLWX» 3i cneyudikauii A®I Bupo6Huka Amoli
Organics Private Limited, India y 38’A3ky i3
OHOBJ/IEHHAIM MOHorpadii BP. 3MiHu | Tuny - 3MiHu 3
akocTi. CepTtudpikat BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeichbkili
hapmakonei/MmoHorpadii. 3MiHW, NoB'A3aHi 3
HeoOXiAHICTIO NpuBEAEHHS Y BIANOBIAHICTb A0
MoHorpadii 4dY abo EBponeiicbkoi chapmakonet,
abo iHWoi HauioHanbHOI hapmakonei gepxasu €C
(3miHa y cneumdikauisx, nos'a3aHa 3i 3MiHaMu B
L®Y, abo €Bponeiickkili hapmakonei, abo iHLil
HauioHanbHiln chapmakonei gepxasu €C) - 3MiHU B
meTogi BUnpobysaHHA AP| 3a NOKa3HUKOM
«CnopigHeHi fomillkn meTogom BEPX» BUpPOGHMKa
A®| Amoli Organics Private Limited, India, a came
3MiHEHO KonoHKy BEPX, kinbkicTe opTodhoccopHoi
KUCNOTW Ta HaTpito gurigpodpocdary, yacy
XpomaTtorpadpysaHHs. 3MiHu | TUny - 3MiHK 3 SKOCTI.
CepTtudikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBponeiichbkili
hapmakonei/moHorpadii. 3MiHW, NoB'A3aHi 3
HeOoOXiAHICTIO NpUBEAEHHS Y BIANOBIAHICTL A0
MoHorpadii 4dY abo EBponeiicbkoi thapmakoner,

abo iHWoi HauioHanbHOI hapmakonei aepxasu EC
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1

(3miHa y cneumdikauisx, nos'a3aHa 3i 3MiHaMu B
L®Y, abo €Bponeiickkili hapmakonei, abo iHLil
HauioHanbHiln chapmakonei gepxasu €C) - 3MiHU B
npo6oniAroToBLi BUNPO60BYBAHOro 3pa3ka y MeTopj
BUNPo6yBaHHA A®I 3a noka3HUKOM «KinbkicHe
BM3HA4YeHHs» BUPo6HMKa Amoli Organics Private
Limited, India y BignoBigHoCTi OHOBMEHOT
MoHorpadii bp.®apm. 3MiHun | TUNY - 3MiHU 3 AKOCTI.
A®I. (iHWi 3miHK) - OHOBNEHHSI MacTep-haiiny Ha
A®| Brpo6Hmka Amoli organics Private limited, India.
3aTtBepmxkeHo: AOPL-VAP/RDDA/AP-BP/09/2022-
07 3anponoHoBaHo:
AOPL-VAP/RDDA/AP-BP/10/2023-06. 3MiHu | Tuny -
3MiHu 3 skocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax crneuudikauii Ta/abo f4onycTUMUX MeXx,
BM3HA4YeHNX y cneuudikauisx Ha A®l, abo
BUXiQHWIA/NPOMIDKHUIA NpoAyKT/peareHT, Lo
BVKOPUCTOBYIOTbCSA Y Npoueci BupobHuutea AdI
(monoBHeHHS cnevudikaLii HOBUM NOKa3HUKOM
SIKOCTi Ta BigMNoBigHMM METOA0M BUNPO6YBaHHS) -
[lopaBaHHA nokasHuKa «TonepaHTHI 40 XOBUi
rpamHeraTvBHi 6akTepii» Ao cneundikauii AdI
BMpo6HMKa Amoli Organics Private Limited, India.
3MiHn | TURY - AgMIHICTPATUBHI 3MiHW. BunyyeHHs
BVMPOGHWYOT AinbHNL (BKIHOYAKYMN AiNbHALI ANS
A®I, npomixXHOro NpoAyKTy abo rotoBoro
NikapcbKoro 3acoby, AibHNL 418 NPoBefeHHS
nakyBaHHs, BUPOGHMKa, BiAMNOBifa/IbHOTO 3a BUMYCK
cepiid, Mmicue NpoBefEeHHS KOHTPOSIHO cepil) abo
noctayasibH1Ka BUXIAHOro maTepiasy, peareHTy abo
[LOMOMDKHOT PEYOBMHY (SIKLLLO 3a3HAaYEHO Y AOCHE) -
BunyuyeHHs ginbHULbL kKoHLepHy HosapTic - Novartis
Grimsby Ltd., Novartis Pharma Stein AG, Novartis
Pharma AG, Novartis Integrated Services Limited y
3B’A3KY i3 3MiHaMW Y CTPYKTYpi KOMNaHii 3asiBHUKa.
3MiHn | TUnYy - 3MiHn 3 axkocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponelicbkii hapmakonei/MmoHorpadii. 3miHu,
NoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHA Y
BiANOBIAHICTb A0 MOHorpadii APY a6o
€Bponeiicbkoi hapmakonei, abo iHLWOoT HalioHaIbHOT
thapmakonei aepxasun E€C (3miHa y cneuudikadisx,
nos'aA3aHa 3i 3miHamu B 1®Y, abo EBponeiicbkil
thapmakonei, abo iHLWil HalioHanbHIl hapmakonei
nepxasu €C) - BuganeHHs anbTepHaTUBHOI
MeToAMKM igeHTudikayii metogom TLUX 3i
cneuudikauii A®| Bupo6Huka MNN3 y BignosigHoOCTI
00 3MiH y moHorpadii BP. 3miHu Il Tuny - 3miHun 3




59

n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

akocTi. A®I. (iHwi 3miHn)- OHOBNEHHS MacTep-
paiiny Ha A®I Bupo6Huka Unique Chemicals, India
3aTtBepaKeHo: AP/001-10/2010-06-01 (February
2011) 3anponoHoBaHo: AP/08/2022-11-28
(November 2022). 3miHu Il TUNY - 3MiHW 3 AKOCTI.
A®I. (iHWi 3miHK) - OHOBNEHHS1 MacTep-haiiny Ha
A®| Bnpo6Hmka Amoli Organics Private Limited,
India 3atBepmxeHo: AOPL/DDA/AP/02/2013-04
3anponoHoBaHo: AOPL-VAP/RDDA/AP-BP/09/2022-
07

63.

FTABAHA®

Kancynu no 75 mr no
10 kancyny
6nicTepi; no 2
6nictepu B nauuj

MAT
"Kuismegnp
enapar”

YKpaiHa

MAT
"Kuismegnpenapa
™

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu
| TMny - 3miHK 3 AkocTi. CepTudcpikat
BignosigHocTi/l E-cepTudikar BignosigHoCTI
€Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHsA
HOBOro abo OHOB/IEHOTO cepTudikarta BifnoBigHOCTI
abo BuNy4YeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkili hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPVCTOBYIOTbCS Y BUPObHUUTBI ADI; ans
[LOMOMDKHOT peyoBMHU (cepTudikaT BiANOBIAHOCTI
€sponelicbkin hapmakonei) - OHOBEHWIA
cepTudikaT Bif y)Xe 3aTBepIXeHOro BUPOOHUKa -
noJilaHHA OHOB/IEHOro cepTudpikata BiANOBIAHOCTI
€sponevicbkiii papmakonei Ne CEP 2019-073 - Rev
02 (3aTBepmkeHo: RO-CEP 2019-073-Rev 01) ans
Aitoyoi pevoBuHY Pregabalin Big Bxe
3aTBEpPAXEHOro BUpo6Hmka AURISCO
PHARMACEUTICAL CO., LTD

3a
peyenmom

UA/14764/01/01

64.

FTABAHA®

kancynu no 150 mr
no 10 kancyny
6nicTepi; no 2
6nictepu B nauuj

MAT
"Kuismegnp
enapar”

YKpaiHa

MAT
"Kuismegnpenapa
™

YkpaiHa

3MiHu | TUny - 3MiHK 3 akocTi. CepTudikaT
BignosigHocTi/l E-cepTudikat BignosigHoOCTI
€Bponelicbkiin dhapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTudpikata BiANOBIAHOCTI
abo BuNyyYeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkii hapmakonei: ana A®l; ans BuxigHoro
MaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI AdDI; ans
[LOMOMDKHOT peYoBMHM (CepTudikaT BiANOBIAHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA
cepTudikaT Bif yXe 3aTBEepIXEeHOro BUPOOHUKa -
noJaHHA OHOBJ/IEHOro cepTudpikara BiANoBiAHOCTI
€Bponelicbkiit hapmakonei Ne CEP 2019-073 - Rev
02 (3atBeppxeHo: RO-CEP 2019-073-Rev 01) ans
aitoyoi pevoBuHY Pregabalin Big Bxe
3aTBepKeHOoro BupobHnka AURISCO
PHARMACEUTICAL CO., LTD

3a
peyenmom

UA/14764/01/02

65.

FTABAHA®

kancynu no 300 mr
no 10 kancyny
6nicTepi; no 2

MAT
"Kuismegnp
enapar”

YKpaiHa

MAT
"Knismegnpenapa
™

YKpaiHa

3MiHu | TUny - 3MiHKM 3 AkocTi. CepTudikar
BignosigHocTi/lE-cepTudikar BignosigHoCTI
€Bponelicbkili dhapmakonei/moHorpadii. MogaHHs

3a
peuyenmom

UA/14764/01/03
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
6nictepy B navui HOBOro abo OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI
ab60o BUy4YeHHs cepTudpikarta BigNoBiAHOCTI
€Bponeiicbkiii hapmakonei: ans A®I; ana BuxigHoOro
mMarepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BMKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBIEHWIA
cepTudikaT Bif yxe 3aTBepIXEeHOro BUPOOHUKA -
noAaHHA OHOBMIEHOTO cepTudiikaTa BifnoBiAHOCTI
€Bponevicbkinn hapmakonei Ne CEP 2019-073 - Rev
02 (3atBeppxeHo: RO-CEP 2019-073-Rev 01) ans
Aitoyoi peyosrHK Pregabalin Big BXxe
3arBepxeHoro BupobHnka AURISCO
PHARMACEUTICAL CO., LTD
66. | TFABAHA® kancynun no 50 mr no MNAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH 4,0 peecTpaLiiHnx maTtepianis: 3MiHu 3a UA/14764/01/04
10 kancyny "Kuismegnp "Knismegnpenapa | Tuny - 3miHK 3 skocTi. CepTudikat peyenmom
6nictepi; no 2 enapar” T BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
6nicTepy B nayui €sponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI
ab60 BuUy4YeHHs cepTuddikara BigNoBiAHOCTI
€Bponeiicbkinn hapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BMKOPUCTOBYHOTbCS Y BUPO6HMLTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBIEHWIA
cepTuaikaT Bif yxe 3aTBepKeHOro BUpobHuKa -
noAaHHA OHOB/IEHOTO cepTudiikaTa BifnoBiAHOCTI
€Bponevicbkint hapmakonei Ne CEP 2019-073 - Rev
02 (3atBeppxeHo: RO-CEP 2019-073-Rev 01) ans
Aitoyoi peyosrHu Pregabalin Big Bxe
3arBepxeHoro BupobHnka AURISCO
PHARMACEUTICAL CO., LTD
67. | TAPAACUN | cycneHsis ans Mepk Wapni | Lseliuapisa [na wnpuuyis: CLUA/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/13451/01/01
GARDASIL® iH’ekujin 1 a6o 10 Ooym IAEA BMPOGHMLITBO HigepnaHau Il TNy - 3miHn Woao 6e3nekn/eddeKTUBHOCTI Ta peyenmom nionsieae
BAKLUVHA hnakoHis (no 0,5 mn X Hepo3acoBaHol / hapmakoHarnsgy. 3mMiHu y KOpoTKili xapakTepucTui
nPoOTU (1 poza)) y roTOBOT MPOAYKLi, NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
BIPYCY KapTOHHI Kopo6Lyj; KOHTPO/b AKOCTI, IHCTPYKLT AN19 Me4UYHOro 3aCTOCYBaHHA Y 3B'A3KY i3
NAMIIOMA 1 a6o 6 nonepeaHLO nepBuHHE HOBUMUW JaHVMU 3 AKOCTI, AOKTIHIYHUMMU, KNiHIYHUMU
N ANHN HanoBHEHNX nakyBaHHs, JaHuMK Ta jaHumu 3 chapmakoHarnagy. 3MiHu
(TniB 6, 11, wnpwuyis (no 0,5 mn BTOPVHHE BHECEHO [0 IHCTPYKLUIT 451 MeANYHOro
16, 18) (1 po3a)) y nakyBaHHs: 3acToCyBaHHA NikapcbKoro 3acoby [0 po3ainis
KBAAPUBAN | komnnekTi3 1 Mepk Wapn i "Oco6nuBsi 3axoaun 6esnekn”, "MobiuHi peakwyji.
EHTHA rO/IKOK Y KOHTYPHIl Joym NINC, CLUA; TepMiH BBEEHHSA 3MiH NPOTArom 6 micsAuiB nicns
PEKOMBIHA KOMIpPKOBIi1 ynakoBLi KOHTPOb SKOCTI, 3aTBEePAKEHHSA
HTHA B KapTOHHI kopo6Lyi BTOPVHHE

nakyBaHHs, [03Bi
Ha BUMYCK cepii:
Mepk Wapn i
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknav
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

Joym B.B.,
HigepnaHgu;
[ns donakoHiB:
BMPOGHMLTBO
Hepo3acoBaHol
roTOBOI NPOAYKL,i,
KOHTPO/b SIKOCTI,
nepBuHHe
nakyBaHHs,
BTOPUHHE
naKkyBaHHs:
MateoH Itanis
C.n.A., Itanis;
BMPOGHMLITBO
Hepo3acoBaHol
rOTOBOI MPOAYKL,,
KOHTPO/b AKOCTI,
nepBuHHe
naKkyBaHHs:
Bakctep
dapmacboTikan
ContowHe JI/1C,
CLA;
BMPOGHMLITBO
Hepo3dacoBaHoil
roToBOT NPOAYKL;,
KOHTPO/b SKOCTI,
nepBuHHe
nakyBaHHs,
BTOPUHHE
nakyBaHHs: Mepk
Wapn i oym J1C,
CLUA; KOHTpO/b
AKOCTi, BTOPUHHE
nakyBaHHs, [103BiN
Ha BUMYCK cepii:
Mepk Wapn i
Joym B.B.,
Higepnangm

68.

FEBKAMEH

Ma3b; Mo 201y
KOHTeliHepax

MPAT
"®ITOPAPM

YKpaiHa

MPAT
"®ITOPAPM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
| TMNy - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHS Ta/abo agpecu 3asBHVKa (BnacHuKa
peecTpauiiHoro nocBig4yeHHs). 3miHa
MiCLle3HaxopKeHHs 3asiBHMKA. 3MiHN BHECEHO B
IHCTPYKL,ilO 415 MeAnYHOro 3acTocyBaHHS
nikapcbKoro 3acoby y po3ain "Micue3HaxomKeHHs
3asBHVKA". BBeEHHS 3MiH NPOTAroM 6-Tu MicsALUiB
nicns 3aTBepAkKeHHs

6e3
peyenma

nionsieae

UA/8241/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
69. | TEMOTPAH® | Tabnetku, BKpUTI AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3MiHu 3a UA/15498/01/01
nNiBKOBOIO "papmak” | TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuyenmom
060n0HkKot0, No 500 thapmakoHarnagy (iHwi 3MiHn)
mr; no 10 TabneTtok 3MiHM BHECEHO B TEKCT MapKyBaHHA MEPBUHHOI Ta
y 6nictepi; no 3 BTOPVHHOI YNakKoBOK J1iKapCbKOro 3acoby, a came
6nicTepy y nauui BUTy4YeHO Ay6ntotovy iHchopmaLito pocilicbkoto.
TepmiH BBEAEHHSA 3MiH MPOTAroM 6 MicAuiB nicns
3aTBepXEHHS. 3MiHY | Tuny - 3MiHK WoA0
6e3nekn/edekTnBHOCTI Ta thapmakoHarnsagy (iHLwi
3MiHM) 3MiH BHECEHO B TEKCT MapKyBaHHS
NepBUHHOT (NYHKTK 1, 6) Ta BTOPUHHOT (NyHKTK 1, 11,
16, 17) ynakoBOK NiKapcbKoro 3acoby. TepMiH
BBEAEHHSA 3MiH MPOTAroM 6 micauiB nicns
3aTBEPAKEHHS.
70. | TEMOTPAH® | po3uuH s iH'eKLii, AT Ykpaina AT "®apmak” Ykpaina 3MiHn Il Tuny - 3MiHn 3 akocTi. ADL. (iHLWi 3MiHK) - 3a UA/13975/01/01
50 mr/mn, no 5 mn "®apmak” nogaHHs oHosrieHoro DMF ans gitouoi pevyoBuHM peyenmom
a60 10 mn B amnyii; TpaHekcamoBOi KUCNOTK Bif, BUPOOGHMKA Ami
no 5 amnyny Lifesciences PVT LTD, Ingjsa (3aTBepaxeHo:
6nicTepi; no 1 abo 2 ALPL/TRA/AP/EP/01/00); 3anponoHOBaHo:
6nictepy B nauui 3 ALPL/TRA/AP/EP/01/00 + Addendum-Il). BHacnigok
KapToHy oHoBrieHHss DMF Bigbynacs 3miHa TepMiHy
npuaaTHocCTI cybcTaHuii 3 36 Ao 60 micsuiB.
71. | TEMOTPAH® | po34uH ANst iH'eKLiiA, AT Ykpaina AT "dapmak” Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/13975/01/02
100 mr/mn, no 5 mn "®apmak” Il Tviny - 3MiHK 3 AkocTi. API. (iHWi 3MiHW) - NogaHHA peyenmom
abo 10 mn B amnyni; oHoBneHoro DMF ans fitoyoi peqoBuHu
no 5 amnyny TpaHekcamoBOi KUCNOTK Bif BUPO6HMKA Ami
6nicTepi; no 1 abo 2 Lifesciences PVT LTD, Ingjs (3aTBepaxeHo:
6nicTepy B navui 3 ALPL/TRA/AP/EP/01/00); 3anponoHoBaHo:
KapToHy ALPL/TRA/AP/EP/01/00 + Addendum-Il). BHacnigok
oHoBrieHHss DMF Bigbynacs 3miHa TepMiHy
npuaaTHocCTI cybcTaHuii 3 36 Ao 60 micsuiB.
72. | TENTPAN® MOPOLLIOK ABGOTT HimeuunHa BMPOGHULITBO, Ipeuis/ BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu 3a UA/6993/02/01
niochinisoBanuii gna | Jlaboparopis nepBuHHE ITania/ | TMny - AQMIHICTPaTUBHI 3MiHW. 3MiHa peyenmom
NPUroTyBaHHsA m6X nakyBaHHS, PpaHuin HalimeHyBaHHs Ta/abo agpecyn MicLa NPOBaMKEHHS
PO34MHY ANS iH'eKUili KOHTPO/b AKOCTI AiSNbHOCTI BUPOOHUKa/iMnopTepa roToBoro
no 400 mr, 5 Ta BMNYCK Cepiit NiKapcbKoro 3acoby, BKIOHaUn AiTbHULj BUNYCKY

CKNAHMX (p/1aKoHIB 3
niocpinizoBaHnM
NnopoLukom Ta 5
amnyn 3
PO3YMHHUKOM (L-
Ni3VH, HaTpito
rigpokcuna, Boga ans
iH'eKLUilA) no 5 Mmn y
KOHTYPHili
YapyHKOBIl
ynakosLij,
3aneyaTaHii

PO3YMHHMKA in
bulk:
damap AHOHIMOC
IHpacTpian CiHrn
Mem6ep KomnaHi
Odp
dapmacboTikasic
EHp, KocmerTike,
Mpeuis

abo
BUPOBHMUTBO,

cepii abo micue NpoBefeHHS KOHTPOJIHO SKOCTI.
(AisnbHIiCTb, 3a AKy BigNoBigae BUPOOHUK/iMIopTep,
He BK/THoYaloun BUMYCK Cepild) - 3MiHa BUK/1a4eHHs
HaliMeHyBaHHS Ta agpecy BUPOGHMKa PO3UMHHMKA
(6e3 3miHn micus BUpObHMLTBA). TEPMiH BBEAEHHSA

3MiH - NPOTArom 6 MicsILiB MiC/Asi 3aTBEPAKEHHS.
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

a/TIOMIHIEBOIO
honbroto; no 1
KOHTYpHiIlA
YapyHKOBIli ynakoBLj
B KapTOHHIi Kopo6uyi

nepBuHHe
nakyBaHHs Ta
KOHTPO/b AKOCTI
PO3YMHHYMKA:
Bionogxici ITanis
NabopaTtopi3
C.P.N., Itanis;
BUPOGHULTBO,
nepBrHHE
nakyBaHHS Ta
KOHTPO/b SIKOCTI
nopoLuka
niodghinizoBaHoro;
BTOPWHHE
nakyBaHHS,
KOHTPO/b SIKOCTI
Ta BUNYCK cepiit
roToBOro
nikapcbkoro
3acoby:
Bionogxici Itanis
Na6opatopis
C.P.N., Itania
abo
[Jencapm CeH
Pewmi, ®paHuis

73.

FENTPAN®

MOPOLLIOK
niochinizoBaHuin ans
PO3unHYy A5 iH'EKUIA
no 500 mr; 5
CKNSAAHMX (P1aKoHIB 3
NOPOLLKOM
nioghinizoBaHum Ta 5
amnyn 3
PO3YMHHMKOM (L-
Ni3nH, HaTpilo
rigpokcuna, Boga ans
iH’exuii) no 5 mn B
KOHTYPHIi
YapyHKOBIl
ynakoBLi,
3anevyaranii
a/IIOMIHIEBOIO
oonbroto; no 1
KOHTYPHIi
YapyHKOBIli ynakoBLyj
Y KapTOHHIl kopobui

ABGOTT
Nab6opaTtopi3
m6X

HimeuunHa

BMPOGHMLTBO,
nepBuHHe
nakyBaHHS,
KOHTPO/b SIKOCTI
Ta BUNYCK cepiit
PO34MHHMKA in
bulk:
damap AHOHIMOC
IHgactpian CiHrn
Membep Komnai
Odp
dapmacbtoTikanc
EHA KocmerTike,
peuis

abo
BUPOBHULTBO,
nepBuHHe
nakyBaHHS Ta
KOHTPONb SIKOCTI
PO34YMHHMKA:

Ipeuis/
ITania

BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3MiHu
| TMny - AgMiHICTpPaTUBHI 3MiHW. 3MiHa
HalilmeHyBaHHS Ta/abo agpecy MicLA NPOBaKEHHS
AiSNbHOCTI BUPO6HUKa/iMnopTepa roToBoro
NiKapcbKoro 3acoby, BKIOHaUn AiNbHULi BUNYCKY
cepii abo MicLie NpoBefEeHHS KOHTPOJIHO AKOCTI.
(misnbHICTb, 3a AKy BignoBigae BMpobHUK/imnopTep,
He BK/I0Yatoum BUMYCK Cepild).
3MiHa BUK/TaAEHHS HaliMeHyBaHHA Ta agpecu
BMPOBGHUKA pO34MHHUKA (6€3 3MiHW Micus
BMPOOHULTBA). TepMiH BBEAEHHS 3MiH - NPOTAroM 6
MiCALIB MICNSA 3aTBEPLKEHHS.

3a
peyenmom

UA/6993/02/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
Bionogxici ITanis
Nab6opaTtopi3
C.P.N., Itanis;
BMPOGHMLTBO,
nepBuHHe
nakyBaHHS Ta
KOHTPO/b SIKOCTI
nopoLuka
niodpinizoBaHoro;
BTOPWHHE
nakyBaHHs,
KOHTPO/b AKOCTI
Ta BUMyCK cepiit
roToBOro
nNiKapcbkoro
3acoby:
Bionogxici ITanis
NabopaTtopi3
C.P.J1., Itanisa
74. | TIAPOKOPTUN | masb 1%; AN "CTALA- YkpaiHa TOB "3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/5132/01/01
30H no 10 ry Ty6i YKPAIHA" "BIOGAPMA" | Tuny - AgMiHiCTpaTVBHI 3MiHW. 3MiHa peyenmom | nidssi2ae
atoMiHieBilA; no 1 HallMeHyBaHHs Ta/abo agpecy MicLA NPOBaKEHHSI
Ty6i B nauuj 3 AISNbHOCTI BUPOOHUKa/iMnopTepa roToBoro
KapToHY niKapcbKoro 3acoby, BKIHOYAKUU [iTbHULL BUNYCKY
cepii abo MicLie NpoBefeHHS KOHTPOJIH0 AKOCTI.
(misnbHiCTb, 3a AKy BignoBigae BMPOOHUK/iMnopTep,
BK/IO4AI0UM BUMYCK cepiii). 3MiHa HaliMeHyBaHHS
BMPOBHMKA rOTOBOrO JliKapCbKOro 3acoby. BUpo6HMK
nikapcbKoro 3acoby 3MiHMB CBOIO Ha3By 3 TOB «®d3
«BIO®APMA» Ha TOB «®3 «CTAJA». BupobHuua
LiNbHULA Ta BCi BUPOOHUYI onepauii 3anunwatTbes
HE3MiHHMMUW. 3MiHN BHECEHO B iHCTPYKLitO ANns
MeAMYHOro 3acTOCYBaHHSA MikapCbKoro 3acoby y
po3ain "BupobHuK" y 3B'A3KY 3i 3MIHOIO Ha3Bu
BUPOBHMKA NiKapCbKOro 3acoby.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBEPKEHHS. 3MiHK | TUny - 3MiHK WoA0
6e3nekn/edeKkTnBHOCTI Ta thapmakoHarnsagy (iHLi
3MiHM). 3MiH/ BHECEHO Y TEKCT MapKyBaHHS
nepBuHHOI (N. 6) Ta BTOPMHHOT (N. 11, 17) ynakoBku
nikapcbKoro 3acooby.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBEPAKEHHS.
75. | TIHOMAKC cynosuTopii 3eHTiBa, K.C. Yecbka EkcenTic lnau TypeuunHa BHECEHHS 3MiH 4,0 peecTpaLiiHnx maTtepianis: 3MiHu 3a UA/15953/01/01
BariHasibHi, 100 Pecny6nika CaHai Be Il TNy - 3MmiHKM 3 AkocTi. ADl. BupobHuuTBo. 3MiHa peyenmom
mr/150 mr; no 7 TimpxapeT AHOHIM BUPOBHMKA BUXIAHOTO/NMPOMIXHOr0o
CynosunTopiiB y LipkeTi NpoayKTy/peareHTy, Lo BUKOPUCTOBYIOTbCH Y
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
CTpunax B KApTOHHIl BMPOGHMYOMY npoueci A®l, abo 3miHa BUPOGHUKa
KopooLi (BkNtOYarOUN, fe HeObXiAHO, MicLe NPOBEAEHHS
KOHTpO/It0 sKoCTi) AdI (3a BifCyTHOCTI cepTudpikata
BiANOBIAHOCTI EBponelickbkili hapmakonei y
3aTBEpPKEHOMY [10CbE) (iHLWi 3MiHM) - OHOBJ/IEHHSA
AM® Ha gitouy peyoBMHY TUHIgA30/1Y, BUPOGHMKA
Aarti Drugs Limited, India, [itoua pegakuis: Bepcis
06, BepeceHb 2009; 3anponoHoBaHa peakuis:
Bepcis 12, 6epeseHb 2024
76. | TIHOMAKC cynosuTopii 3eHTiBa, K.C. Yecbka EKCENTIC 1NAY TypeyunHa | BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3MiHu 3a UA/19898/01/01
xn BariHasbHi, 0,2 r/0,3 Pecny6nika CAHAI BE Il TMny - 3MiHK 3 AkocTi. APl BUpobHMLTBO. 3MiHa peuenmom
r/0,1r;no 3 TIIKAPET BMPOGHMKA BUXIAHOrO/NPOMIKHOTO
BariHasIbHUX AHOHIM WIPKETI npoayKTy/peareHTy, WO BUKOPUCTOBYIOTLCS Y
cynosuTopii y BUpo6HMYOMY npoueci A®l, ab6o 3miHa BUPO6HMKaA
cTpuni; no 1 ctpuny (Bkntovaroun, ae HeobxigHO, MicLe NPOBEAEHHS
Y KapTOHHI nayui KOHTpO/I0 siKocTi) AdI (3a BigcyTHOCTI cepTuddikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY A0CHE)(iHWi 3MiHW) - OHOBNEHHS
OM® Ha pjtouy peyoBMHY TUHIga30/y, BUPOGHMKA
Aarti Drugs Limited, India, [itoya pefakuis: Bepcis
06, BepeceHb 2009;
3anponoHoBaHa pefakuisi: Bepcisi 12, 6epeseHb
2024.
77. | TNEHUET TabneTkun, BKpUTI FneHmapk IHAis "neHmapk IHAiA BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/13538/01/01
EOBAHC NNiBKOBOIO dapmacbioT dapmacboTukan3 | Tuny - 3miHK Woao 6e3nekn/edpeKTMBHOCTI Ta peyenmom
060/10HKOI0; Mo 14 nkans Jita,. nra. thapmakoHarnagy (iHwi 3mMiHn) - 3MiHN BHECEHO B
abo no 28 Tabnetok TEKCT MapKyBaHHA NepBUHHOI (M. 6) Ta BTOPMHHOI (M.
Y KOHTelHepi, no 1 3) ynakoBOK /ikapCbKoro 3acoby.
KOHTEliHepy B
KapTOHHI/ Kopobui
78. | TNMAMAKC® Tabnetku no 2 mr, TOB Ykpaina TOB "KYCYM Ykpaina BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/11974/01/01
no 10 TabneTok y "TNEQPAP ®APM", YKpaiHa; | TNy - 3MiHK 3 AKocTi. FoTOBUIA Nikapcbkuii 3aci6. peyenmom | niosis2ae
6nicTepi; no 3, abo M aTa” TOB «[NTIEAPAPM 3MiHM Yy BUpO6HMUTBI. 3amiHa abo BBeAEHHS

no 6, a6o no 10
6nictepiB y
KapTOHHIi ynakoBui

NTA» , YKpaiHa

[00aTKOBOI AiNlbHUL BUPOGHULITBA A1 YaCTUHM abo
BCbOr0 BMPOGHWNYOTO MPOLECY roTOBOrO NiKapCbKOro
3aco6y (AinbHMUSA, Ha AKI NPoBOAATLCS ByAb-AKi
BMPOGHUUI CTaAji, 3a BUHATKOM BUMYCKY CEpii,
KOHTPO/IIO AIKOCTI, NEPBUHHOIO Ta BTOPUHHOIO
nakyBaHHs, 4151 HECTEPU/TbHUX JTiKapCbKUX 3ac006iB)
BBE/IEHHS] a/IbTepHATUBHOrO BUpo6HMka TOB
"TNEAPAPM NTA", YKpaiHa, BiANOBiga/IbHOMO 3a
BUPOGHWNLITBO, NEPBUHHE Ta BTOPUHHE NaKyBaHHSA
nikapcbkoro 3acoby. 3MiHM BHECEHO B IHCTPYKLitO
ANA MeVYHOro 3aCTOCYBaHHS Y 3B'A3KY 3
BBE/IeHHAM [0aTKOBOro BUPOOHMKa, a came
[opaHo po3giny "BupobHuk” Ta "MicLe3HaxomKeHHs
BMPOOHMKa Ta afpeca MicLis NPOBaPKEHHS 1ioro
LOisNbHOCTI" ANs 4OAATKOBOro BUPOGHMKA. AK
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

HacnifloK - 3aTBEPAKEHHSA TEKCTY MapKyBaHHS
ynakoBKM NikapCbKoro 3acoby ana 4oAaTkoBoro
BMPOGHMKA. BBEAEHHSA 3MiH NPOTATrOM 6-TW MicsLiB
nicns 3aTBepayKeHHs.

CynyTHS 3MiHa - 3MiHW 3 AKOCTi. FOTOBWIA NiKapCbKuiA
3aci6. 3MiHM y BUPO6HULTBI. 3amiHa abo BBELEHHS
[0[aTKOBOI AiTbHUL BUPOGHMLTBA A1 YacTUHM abo
BCbOr0 BMPOBHMYOro NpoLEecy roToBOro Nikapcbkoro
3aco6y (AinbHWUUA 415 BTOPUHHOTO NakyBaHHS)

- 3MiHM 3 AKOCTi. [0TOBWIA NiKapCbkuii 3aci6. 3MiHW y
BMPOGHMUTBI. 3amiHa abo BBeAeHHSA A04AaTKOBOT
AiNbHUL BUPOBHULTBA /19 YacTUHM abo BCbOro
BMPOBHNYOro NpoLecy roToBoro Nikapcbkoro 3acoby
(8iNbHULA 4NS NEePBMHHOIO NakyBaHHSA) 3MiHu | Tuny
- 3MiHM 3 IKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYITbCA BUMYCKY Cepii Ta KOHTPOO AKOCTI
roTOBOro Nikapcbkoro 3acoby (3amiHa abo
[ofaBaHHsA BUPOOHNKA, LLO BiAMoBifa€e 3a BBE3EHHS
Ta/abo BMNycK cepii) - Bknovaroun
KOHTPONb/BMNPOGYBaHHSA cepii - BBEAEHHS
anbTepHaTUBHOro BMpo6Huka TOB "TMEAGAPM
NTA", YkpaiHa, BignoBiganbHOro 3a KOHTPoOsb Ta
Bunyck cepii [13. 3MiHW BHECEHO B IHCTPYKLiO ANs
MeAMYHOI0 3aCTOCYBaHHS Yy 3B'A3Ky 3 BBEEHHAM
[0AaTKOBOTO BYPO6HNMKA, a came A0AaHO po3ainu
"Brnpo6HuK" Ta "Micue3HaxokeHHs BUPOOHUKa Ta
afpeca MicLs NpoBaXeHHS NOro AisbHOCTI" Ans
[08aTKOBOro BUPO6HMKa. HK Hacnifok -
3aTBEPAKEHHS TEKCTY MapKyBaHHS yNakoBKu
nikapcbKoro 3acoby Ana 4oAAaTKOBOro BUPOGHNKA.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHS.

79.

FMNMAKC®

Tabnetku no 3 mr,
no 10 TabneTtok y
6nicTepi; no 3, abo
no 6, a6o no 10
6nictepiB y
KapTOHHI ynakosL,i

TOB
"TNELPAP
M TA"

YKpaiHa

TOB "KYCYM
®APM", YKpaiHa;
TOB «NTIEA®APM

NTA», YkpaiHa

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
| TNy - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkunii 3aci6.
3MiHn y BUPO6HMLTBI. 3amiHa abo BBeAEHHS
[0[aTKOBOI Ai/TbHUL BUPOGHMLTBA A1 YacTUHU abo
BCbOr0 BMPOBHMYOro NpoLEecy roToBOro Nikapcbkoro
3ac06y (AinbHYLA, Ha K NpoBOAATLCA Oy Ab-SKi
BMPOGHWYI CTaAji, 3a BUHATKOM BUMYCKY Cepii,
KOHTPO/IIO0 AKOCTi, NEPBMHHOIO Ta BTOPUHHOIO
nakyBaHHs, 419 HECTEPWU/TbHUX NiKapCbknX 3acobiB)
BBE/leHHs1 a/lbTepHaTMBHOTO BNUPO6HUka TOB
"TNEAPAPM NTA", YkpaiHa, BignoBigansHoro 3a
BMPOGHWLITBO, NEPBUHHE Ta BTOPUHHE NaKyBaHHS
nikapcbkoro 3acoby. 3MiHM BHECEHO B IHCTPYKLiO
AN MeAMYHOro 3acToCyBaHHA Yy 3B'A3KY 3
BBE/IEHHSIM 101aTKOBOro BUPO6HWMKa, a came

3a
peyenmom

He
nionsiecae

UA/11974/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

[opaHo po3giny "BupobHuk” Ta "MicLe3HaxomKeHHs
BMPOGHMKaA Ta afpeca MicLis NPOBaPKEHHS 1i0ro
AisNbHOCTI" A4NA [0AaTKOBOro BUPOGHMKa. AK
HacnifloK - 3aTBEPAKEHHSA TEKCTY MapKyBaHHS
ynakoBKM NMikapCbKoro 3acoby Ana [4oAaTkoBoro
BMPOGHMKA. BBEAEHHSA 3MiH NPOTArOM 6-TW MicsLiB
nicns 3aTBepayKeHHs.

CynyTHs 3MiHa - 3MiHW 3 AKOCTi. FOTOBWIA NiKapCbKuiA
3aci6. 3MiHM y BUPO6HULTBI. 3amiHa abo BBELEHHS
[0[aTKOBOI Ai/TbHUL BUPOGHMLTBA A1 YacTUHM abo
BCbOr0 BMPOBHMYOro NpoLecy roToBOro Nikapcbkoro
3aco6y (AinbHWUUA 415 BTOPUHHOTO NakyBaHHS)

- 3MiHM 3 AKOCTi. F0TOBWIA NiKapCbkuii 3aci6. 3MiHN y
BMPOGHUUTBI. 3amiHa abo BBeAeHHSA A04aTKOBOT
AiNbHUL BUPOBHULTBA /19 YacTUHM abo BCbOro
BMPOBGHNYOro NpoLecy roToBOro Nikapcbkoro 3acoby
(8iNbHULA 4NS NepBMHHOIO NakyBaHHS) 3MiHu | Tuny
- 3MiHM 3 IKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYITbCA BUMYCKY Cepii Ta KOHTPOO AKOCTI
roTOBOro fikapcbkoro 3acoby (3amiHa abo
[ofaBaHHsA BUPOOHNKa, LLO BiAMoBifae 3a BBE3EHHS
Ta/abo BMNycK cepii) - Bkovaroun
KOHTPONb/BMNPOGYBaHHSA cepii - BBEAEHHS
anbTepHaTUBHOro BMpo6Huka TOB "TNMEAGAPM
NTA", YkpaiHa, BignoBiganbHOro 3a KOHTPoOsb Ta
Bunyck cepii M13. 3MiHW BHECEHO B IHCTPYKLiO Ans
MeAMYHOI0 3aCTOCYBaHHS y 3B'A3Ky 3 BBEEHHAM
[0AaTKOBOTO BYPO6HNMKA, a came A0AaH0 Po3ainm
"Brupo6HuK" Ta "Micue3HaxokeHHs BUPOOHUKa Ta
ajpeca MicLs NpoBaXEHHS NOro AisbHOCTI" Ans
[08aTKOBOro BUPO6HMKa. FK Hacnifok -
3aTBEPAKEHHS TEKCTY MapKyBaHHS yNakoBKu
nikapcbKoro 3acoby Ana 40AAaTKOBOro BUPOGHKKA.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHS.

80.

FMNMAKC®

Tabnetku no 4 wmr,
no 10 TabneTtok y
6nicTepi; no 3, abo
no 6, a6o no 10
6nictepiB y
KapTOHHI ynakosL,i

TOB
"TNEQPAP
M aTa"

YKpaiHa

TOB "KYCYM
®APM", YKpaiHa;
TOB «NTEA®APM
NTA» , YKpaiHa

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3MiHu
| TNy - 3MiHK 3 AKOCTi. FOTOBMIA NiKapcbkuMii 3aci6.
3MiHn y BUPO6HMLTBI. 3amiHa abo BBeAEHHS
[0[aTKOBOI Ai/TbHUL BUPOGHMLTBA A1 YacTUHM abo
BCbOr0 BMPOBHMYOro NpoLEeCy roToBOro Nikapcbkoro
3ac06y (AinbHYLA, Ha K NPpoBOAATLCA Oy Ab-SKi
BMPOGHWYI CTagji, 3a BUHATKOM BUMYCKY Cepii,
KOHTPOJII0 AKOCTi, NEPBMHHOIO Ta BTOPUHHOIO
nakyBaHHs, 419 HECTEPWU/TbHUX NiKapCbknX 3acobiB)
BBE/leHHs1 a/lbTepHaTMBHOIO BNUPo6HUka TOB
"TNEA®PAPM NTA", YkpaiHa, BiAnOBigansHOro 3a
BMPOGHMLTBO, NEPBUHHE Ta BTOPUHHE NaKyBaHHS

3a
peyenmom

He
nionsiecae

UA/11974/01/03
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

nikapcbkoro 3acoby. 3MiHM BHECEHO B IHCTPYKLitO
AN MeAMYHOro 3acToCyBaHHA Yy 3B'A3KY 3
BBEJEHHAM [0aTKOBOro BUPO6HUKa, a came

JopaHo po3giny "BupobHuk” Ta "Micue3HaxomKeHHs

BMPOOHMKaA Ta afpeca MicLis NPOBaPKEHHS 1i0ro
AisNbHOCTI" A4NA [O0AaTKOBOro BUPO6HMKa. AK
HacnifloK - 3aTBEPAKEHHSA TEKCTY MapKyBaHHS

ynakoBKM MikapCbKoro 3acoby ana [4oAaTkoBoro
BMPOGHMKA. BBEAEHHSA 3MiH NPOTArOM 6-TW MicsLiB
nicns 3aTBepayKeHHs.

CynyTHS 3MiHa - 3MiHW 3 AKOCTi. FOTOBWIA NiKapCbKuiA
3aci6. 3MiHM y BUPO6HULTBI. 3amiHa abo BBEfEHHS
[04aTKOBOI [i/TbHUL BUPOGHMLTBA A1 YacTUHM abo
BCbOr0 BMPOBHMYOro NpoLEecy roToBOro Nikapcbkoro
3aco6y (AinbHWUUA 415 BTOPUHHOTO NakyBaHHS)

- 3MiHM 3 AKOCTi. [0TOBUIA NiKapCbkuii 3aci6. 3MiHN y
BMPOGHUUTBI. 3amiHa abo BBeAeHHSA A04aTKOBOT
AiNbHUL BUPOBHULTBA /19 YacTUHM abo BCbOro
BMPOBHNYOro NpoLecy roToBOro Nikapcbkoro 3acoby
(8iNbHULA 4NS NEepBMHHOIO NakyBaHHS) 3MiHu | Tuny
- 3MiHM 3 IKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYITbCA BUMYCKY Cepii Ta KOHTPOO AKOCTI
roTOBOro fikapcbkoro 3acoby (3amiHa abo
[ofaBaHHsA BUPOOHNKA, LLO BiAMoBifae 3a BBE3EHHS
Ta/abo BMNYycK cepii) - Bknovaroun
KOHTPONb/BMNPOGYBaHHSA cepii - BBEAEHHS
anbTepHaTUBHOro BMpo6Huka TOB "MMEA®APM
NTA", YkpaiHa, BignoBiganbHOro 3a KOHTPOsb Ta
Bunyck cepii M13. 3MiHW BHECEHO B IHCTPYKLiO ANs
MeAMYHOI0 3aCTOCYBaHHS y 3B'A3Ky 3 BBEEHHAM
[0AaTKOBOTO BYPO6HNMKA, a came A0AaHO Po3ainm
"Brnpo6HuK" Ta "Micue3HaxoKkeHHs BUPOOHUKa Ta
afpeca MicLs NpoBaXeHHS NOro AisbHOCTI" Ans
[04aTKOBOro BUPO6HMKa. HK HacnifokK -
3aTBEPAKEHHS TEKCTY MapKyBaHHS yNakoBKu
nikapcbKoro 3acoby Ana 4oAAaTKOBOro BUPOGHKKA.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHS.

81.

FNIOKATEH®
1 MrI’ rINOKIT

niodpinizat gns
PO34UHY ON15 iH'EKUIA
no 1 mr (1 MO); 1
dhnakoH 3 NOPOLLKOM
Yy KOMMNAEKTi 3
PO34YMHHMKOM (BOAA
ONs iH ekyii no 1 mn
y wnpuyi Ne 1) y
NaacTUKOBIN KOpoobLi

AIT Hoso
Hopgaick

[OaHis

Brpo6HMK
nNiKapcbkoro
3acoby, nepBrHHE
Ta BTOPUHHE
nakysaHHs: A/T
Hoso Hopgaick,
[aHis;; BUpo6HuUK,
BiANOBiAabHMI 3a
BWMNYCK Cepiit

[Lanisa/
Benbris

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
| TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarniagy. BeegeHHs abo 3amiHn go
y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHS y3aralbHEHMX AaHUX NPo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHuka ans
3fiicCHEHHS hapmakoHarnsgy B YKpaiHi, K0 BOHa

3a
peyenmom

UA/13221/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

KiHLLeBOro
npoaykty: A/IT
Hoso Hopgaick,

[aHis; Bupo6bHuk
NiKapcbkoro
3acoby, nepBrHHE
nakyBaHHs,
niodpinizauia Ta

KOHTPO/1b

roToBOro

nNiKapcbkoro
3aco6y. KoHTponb
AKOCTi FOTOBOTO
nNiKapcbkoro
3aco6y. BUpobHuk
Onsa 36MpaHHs,
MapKyBaHHSA Ta
ynakoBKM,
BTOPVHHOIO
nakysaHHs: A/T
Hoso Hopgaick,
[aHis; Bupo6bHuk
PO3YMHHMKA
(cTepunbHa Boga
ONs iH eKuin y
Lwnpuu),
KOHTPO/b/BMNPOGY
BaHHSA cepili
PO3YMHHYMKA:
KataneHT Benbris
CA, Benbris

BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
3a 3[jiicHeHHs1 hapMakoHariaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MilLeHHi macTep-
thaiina cuctemm chapmakoHarnsgy) - 3miHa
KOHTaKTHUX JaHWNX YNOBHOBaXEHOT 0CObM 3as8BHMKA,
BiANOBIAabHOI 3a thapmakoHarnsag,. 3miHa
MicLe3HaxX0o[KEHHS MacTep-chaiina cuctemm
hapmakoHarnsgy. 3miHa micus 34iACHeHHS
OCHOBHOI fisi/IbHOCTI 3 (hapmakoHarnsgy.

82.

I/IFOKO3A-
LAPHULA

PO34UH ANs iHQY3il,
50 mr/mn, no 200 mn
abo no 250 mn, abo
no 400 mn, a6o no
500 mn y dhnakoHax;
no 200 mn abo no
250 mn, a6o no 400
ms1, abo no 500 mn y
chnakoHi; no 20
doNnakoHiB y KopobLi

MpAT
"PapmaueBT
n4yHa chipma

"fapHuua"

YKpaiHa

MpAT
"papmaueBTnyHa
thipma "AapHuus”

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu
| TNy - 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbknin 3aci6.
CucTemMa KoHTeliHep/3aKynoptoBasibHUIA 3aci6 (iHLWi

3MiHKW) - AKTyanisauia posginy 3.2.P.7. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3acib, y 3B’A3Ky 3
BUJTYYEHHAM NEePBMHHOIO NakyBaslbHOrO MaTtepiasty
MoninponineH B rpaHynax BUpo6HULTBA (ipMuy
INEOS Olefins & Polymers Europe, Germany,
OCKi/IbKW 1070 Nogasiblie BUKOPUCTaHHSA
Henepeao6aveHo y BUPOOHULITBI.
3arBepoKeHo
3.2.P.7 Cuctema ynakoBka/ykynopka
Bupo6HWKM noninponinexy:

«INEOS Olefins & Polymers Europe», Germany
«LyondellBasell Industries», Italy
3anponoHoBaHo
3.2.P.7. Cnctema KoHTelHep/3akynoproBasibHWiA

3a
peyenmom

UA/14001/01/01




70

n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3aci6
Bupo6HMKM noninponineHy:
«LyondellBasell Industries», Italy
3MiHn | TURY - 3MiHM 3 SKOCTi. [OTOBWIA NikapCbKWii
3aci6. Cuctema KoHTeliHep/3aKynoptoBasibHuiA 3aci6.
3MiHa napameTpiB cneuudikauii Ta/abo
A0NyCTUMUX MEX NEPBUHHOI YNakoBK/ rOTOBOIO
nikapcbKkoro 3acoby (BUNyYeHHS He3Ha4YHOro
nokasHuka (Hanpuknag 3acTapifioro NokasHUkKa)) -
AxTyanizauis po3giny 3.2.P.7. Cuctema
KOHTeliHep/3akKynopoBasibHWiA 3acib, y 3B'A3Ky 3
BUJTYYEHHAM NOKa3HMKa «PeyYoBUHU, PO3UMHHI Y
rekcaHi» BifnoBigHO A0 MoHorpadii 4PY/ED, 3.1.6.
«[lMoninponineH Ans KOHTeRHepIB i
3aKynoproBasibHUX 3ac06iB A/18 NapeHTepasbHNX
npenaparis i O4HMX Npenaparis». 3MiHu | Tuny -
3MiHu 3 siKocTi. FoToBWMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa
napameTpiB cneundikauii Ta/abo JONyCTUMUX MEX
nepBUHHOT YNakoBKW1 rOTOBOrO /iKapCbKoro 3acoby
(iHwi 3miHK) - AkTyanisauis posginy 3.2.P.7.
CurcTemMa KoHTelHep/3aKynoploBasibHUIA 3aci6
BiANOBIAHO [0 pekomeHAaliin Ta ctunictukn Y. Y
3B'A3KY 3 LM BHECEHi HEe3HauHi yTOYHEHHS [0
po3ainiB: «30BHILLHIN BUTNAA», «lgeHTrdikauis,
«[Mpo30picTb po3uMHY», «KNCNOTHICTL abo
NYXHICTb», «ONTUYHA ryCTUHA», «BifHOBMOBa/bHI
PEeYOBUHMY», «ANOMIHIN, XPOM, TUTaH, BaHagil, LMHK,
LLLO eKCTparylTbca» Ta «Baxki meTanw, wo
eKCTparyTbCs», NOKa3HWK «MoKa3HWK LBUAKOCTI
Teuii» nepeHeceHo A0 po3giny «3arabHi
BNacTUBOCTI» Bi4NOBIAHO A0 MaTepianiB BUPOOHMKA.
Mpu LbOMY HOPMYBaHHS, METOAN BUNPOGYBaHHS,
AKICHUIA Ta Ki/TbKICHWI CkNag, nakyBasbHOro
marepiany 3anuvwieHi 6e3 3MiH. [aHi 3MiHW He
BM/IMBAOTb Ha SKICTb FOTOBOT NMPOAYKLi Ta HE
noB’si3aHi 3 HenepegbayeHMN o6cTaBUHaMK, WO
BVHWK/IM B NpoLeci BUpo6HMLTBa abo 36epiraHHs
roTOBOro NiKapcbKoro 3acoby

83.

roPOBNHU
YoPHOMMIA,
HoI nnoaun

nnogu; no 75, 100
r abo 150 r y naykax
3 BHYTPILLHIM
nakeTom

MpAT
"NikTpasn"

YKpaiHa

MpAT "NikTpasu”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
| TNy - 3MiHK 3 AKOCTi. FOTOBMIA NiKapcbkuWii 3aci6.
CucTema KoHTelHep/3aKynoptoBasibHUI 3aci6 (iHLWi

3MiHW) - — BHECEHHS 3MiH O HOPMYBaHHS
NoKa3HWKiB «laeHTudikauis (30BHILLHI 03HaKW)»

(nomaBaHHA onucy NNiBKY NakyBasibHOI ); « TOBLUMHA
NAiBKN» (YTOYHEHHS JOMYCTMMUX HOPM MOKa3HMKa)

cneumdikaii 3 KOHTPOO NEPBUHHOTO MaKyBa/IbHOrO
MaTepiany ans ynakoskn no 75r, 100 rra 150 ry

6e3
peyenma

UA/9318/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
nayui 3 BHYTPILIHIM NakeToMm (M/liBka nakyBasibHa
(NepBuHHA)).
84. | AANAUMH Kpem BariHanbHWin 2 Mdpainzep CLWA dapmauis i CLA BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/1903/03/01
nxsoBuUin %; no 20 r y Ty6i; no IHK. AngxoH KomnaHi | Tuny - 3miHK Woao 6e3nekn/edpeKTBHOCTI Ta peyenmom
KPEM 1 1y6i pa3om 3 3 nnc hapmakoHarnagy (iHwi 3MiHu) - 3MiHN BHECEHO B
ansnikatopamu B TEKCT MapKyBaHHS NePBUHHOI (MYHKT 4) Ta
KapTOHHIA KopoobLi BTOPUHHOT (NyHKTU 3, 7, 8) yNnakoBOK JlikapCbKoro
3acoby.
TepMmiH BBELEHHS 3MiH - NpOTArom 12 micauis nicns
3aTBEPAKEHHS
85. | AAJIMAKCIH cynosuTopii no 0,2, MpuBaTHe Ykpaina MpuBaTHe Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/7595/01/01
no 5 cynosutopiis y akuioHepHe akuioHepHe | TMny - 3MiHKn Woao0 6e3nekn/edeKTUBHOCTI Ta peyernmom
6nicTepi; no 1 abo 2 TOBapuCTBO TOBapuCTBO thapmakoHarnagy (iHwi 3miHu).
6nictepn y nauui 3 "Jlekxim - "Jlekxim - Xapkis" OHOBNEHHS TEKCTY MapKyBaHHS NEPBUHHOT Ta
KapToHy Xapkis" BTOPUHHOI YNakoBOK Nikapcbkoro 3acoby, a came:
BU/TyYEHHS iHhopMaLlii, 3a3Ha4YeHOl pPoCiiCbKo
MOBOIO; BUTyYEHHS iH(hopMaLiT LWLoA0 BNacHMKa
TOProBOi Mapku, a TakoX BHECEHi peAakLiliHi npaBku
N0 TEKCTY MapKyBaHHS ynakoBoK. TepMiH BBeAeHHS
3MiH NPOTAroM 6 MicALiB NicAs 3aTBEPAKEHHS.
86. | AA/IMAKCIH cynosuTopii no 0,2, MpuBaTHe YkpaiHa MpuBaTHe Ykpaina BHECEHHS 3MiH 4,0 peecTpaLiiHnx maTtepiasiB: 3MiHK - UA/7596/01/01
in bulk: no 5 akuioHepHe akuioHepHe | Tuny - 3miHK Woao 6e3nekn/edpeKTNBHOCTI Ta
CynosunTopiie y TOBapUCTBO TOBapuCTBO hapmakoHarnagy (iHwi 3MiHn).
6nictepi; no 180 "Jlekxim - "Jlekxim - Xapkis" OHOB/EHHS TEKCTY MapKyBaHHSI MEPBUHHOT Ta
6nicTepiB y ALWKMKY 3 Xapkis" BTOPUHHOI YNakoBOK NiKapCbKoro 3acoby, a came:
rog)pokapToHy BUTy4YeHHs iHchopmaLii, 3a3HaueHol pocilicbkoto
MOBOIO; BUTyYEHHS iH(hopMalLii WoA40 BNacHMKa
TOProBOi Mapku, a TakoX BHECEHi peAakLiiiHi npasku
N0 TEKCTY MapKyBaHHS yNakoBOK. TepMiH BBeEHHS
3MiH NPOTAroM 6 MicsiLiB Mic/si 3aTBEPAKEHHS.
87. | OE3BUPETT TabneTku, BKpUTI 3eHTiBa, K.C. Yecbka BMPOBOHULITBO IcnaHis BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/15002/01/01
nNiBKOBOIO Pecny6nika roToBOro | TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyernmom
obonoHkoto, 0,075 npoaykTy, thapmakoHarnagy (iHwi 3MiHu) - 3MiHWM BHECEHO B
Mr; o 28 TabneTok nakyBaHHs, TEKCT MapKyBaHHS1 NePBUHHOI (MYHKT 6) Ta
y 6nicTepi; no 1 abo KOHTPONb AKOCTI, BTOPWHHOT (NYHKTN 2, 3, 12, 17) ynakoBOK
3 6nictepu B BWMNYCK Cepil: nikapcbKoro 3acoby. TepMiH BBEAEHHS 3MiH -
KapTOHHilA KopooLi Na6opatopioc NPOTAroM 6 MicsLiB MicNs 3aTBEPIKEHHS.
NleoH ®apma,
C.A., Icnanis;
MiKpo6ionorivHuiA
KOHTPONb:

NABOPATOPIO
EYABAPHE, C.A,,
IcnaHis;
albTepHaTMBHa
ninsHka ansa
BTOPUHHOTIO
nakyBaHHS:
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
TOB "MaHaHTian
IHTerpa”, lcnauis
88. | AEKCAMETA | po3uuH gns iH'ekuiin, AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/7715/01/01
30HY 4 mr/mn, no 1 mn B "®apmak” | Tuny - 3miHK Woao 6e3nekn/edpeKTBHOCTI Ta peyenmom
DOCDAT amnyni; no 5 a6o no thapmakoHarnsgy (iHwi 3miHn)
10 amnyn y navu,; 3MiHN BHECEHO B TEKCT MapKyBaHHS NEPBUHHOI Ta
no 1 mn B amnyni; BTOPWHHOT YNakoBOK /likapCcbKoro 3acoby, a came
no 5 amnyny BW/IyYeHO Ay6totouy iHhopMaLiito 3a3HaveHy
6nicTepi; no 1 abo POCIiCbKOIO MOBO. TEPMIH BBEAEHHS 3MiH
no 2 6nictepu B npoTArom 6 micsuiB nicns 3aTBepAKeHHs. 3MiHu |
nauui My - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiH1) 3MiHU BHECEHO B
TEKCT MapKyBaHHs NEPBUHHOI (MYHKT 6) Ta
BTOPWHHOI (MyHKTK 2, 11, 17) ynakoBOK NiKapCbKoro
3acoby. TepmiH BBEAEHHS 3MiH NPOTSArom 6 MicsiLis
nicns 3aTBepAKEHHS.
89. | AEMAKIH TabneTtkn, BKPUTI TOB Ykpaina CAHO®I dpaHuis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/10298/01/01
XPOHO® 300 nNiBKOBOO "CaHodi- BIHTPOM | TMny - 3MiHKn Woao0 6e3nekn/edeKTUBHOCTI Ta peyernmom nidnsieae
Mmr 060/10HKOI0, ABeHTIC IHOACTPIA thapmakoHarnsgy. 3MiHa y KOpOTKiil xapakTepucTuui
NPOIOHIOBaHOI Aji, YkpaiHa" nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta

no 300 mr Ne 100
(50x2): no 50
Tabnetoky
KOHTEenHepi,
3aKPUTOMY KPULLKOO
3
BOJIOrOMNOIIVHAYEM;
no 2 KOHTelHepn y
KapTOHHIlA KopooLi

IHCTPYKLi 415 MeAUUYHOro 3aCTOCyBaHHSA Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3acToCyBaHHS NikapCbKoro 3acoby B
nicnspeecTpauiiHnii nepiog, abo Ak pesynbTar
OL|iHKM 3BITY 3 AOC/IAXEHb, NPOBEAEHUX BIAMNOBIAHO
[0 nnaHy negiatpuyHnx gocnimpkerb (PIP) (3MiHy
Y3rO[KEHO 3 KOMMETEHTHNUM YNOBHOBaXKEHNM
opraHom) - 3MiHW BHECEHO [0 IHCTPYKLUT Ans
MeAUYHOro 3aCTOCyBaHHSA NiKapcbKoro 3acoby Ao
po3gainis "MpoTunokasaHHs", "Oco6INBOCTI
3acTocyBaHHA", "3acTocyBaHHs Y nepiog, BariTHOCTi
abo rogyBaHHsA rpyaar0” (pefakuiiHi yTOUHEHHS),
"Cnocib 3acTocyBaHHs Ta 031" BiANOBIAHO A0
OHOB/EHOI iHGhopMaLii 3 6e3Mekn 3aCTOCyBaHHSA
NiKapcbKoro 3acoby. BBeAeHHS1 3MiH MPOTAroM 6-Tu
MicaiB nicns 3atBepkeHHs. 3MiHu Il Tuny - 3miHn
oo 6e3nekn/edeKTMBHOCTI Ta hapMakoHarnsagy.
3MiHN Y KOPOTKili XapakTepucTuLi NikapCbKoro
3aco6y, TEKCTi MapKyBaHHSA Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHA y 3B'A3KY i3 HOBMMU
AaHVIMU 3 SKOCTi, AOKMIHIYHUMU, KAIHIYHUMW SaHUMKN
Ta JaHumn 3 papmakoHarnsagy - 3miHv BHeceHo A0
IHCTPYKLUT 418 MEAUYHOTo 3aCTOCYBaHHSA
nikapcbKkoro 3acoby o posginis "MpoTunokasaHHA",
"B3aemogis 3 iHWVMK fikapcbkumn 3acobamu Ta
iHWi BMAW B3aemogiit", "OcobnmnsocTi
3actocyBaHHs", "MNepenosyBaHHs", "Mo6iyHi peakuii”
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
BiANOBIAHO A0 MaTepiasiB peecTpauiliHoro foche.
BBefeHHA 3MiH NPOTAroM 6-Tu MicAuB nicns

3aTBepPMKEHHS. 3MiHu Il Tuny - 3MiHu Wwoao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy. 3miHm
Y KOPOTKiiA XapaKkTepucTuLi likapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii 415 MeguyHoro
3aCTOCyBaHHS Yy 3B’AA3KY i3 HOBUMM AaHUMU 3 AKOCTI,
LOKNIHIYHUMMW, KNIHIYHUMW JaHUMU Ta JaHVMKY 3
hapmakoHarnagy - 3mMiHM BHECEHO [0 iHCTPYKUiT Ans
MeAMYHOro 3acTOCyBaHHA NikapCbKoro 3acoby Ao
po3ainy "®apmMakonoriyHi B1acT1BocCTi" BignosigHo
[0 MaTepianiB peecTpauiliHoro focbe. BBeaeHHs
3MiH NPOTAroM 6-TW MICALUB MiCNS 3aTBEPAKEHHS.
3MiHu 1l TUny - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI
Ta chapmakoHarnsgy. 3MiHW y KopoTkili
XapaKTepucTmLi NikapCcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLiT 415 MeAnYHOro
3aCTOCYBaHHA y 3B’A3KY i3 HOBYMU JaHUMW 3 SKOCTI,
OOKNIHIYHUMM, KNIHIYHUMW JaHUMK Ta JaHUMK 3
thapmakoHarnsgy - 3MiHM BHECEHO A0 IHCTPYKLi Ans
MeAUYHOro 3aCToCyBaHHA NiKapcbKoro 3acoby Ao
po3ginis "OcobMBOCTI 3acTOCyBaHHS",
"3acTocyBaHHS y nepiog BariTHOCTi abo rofyBaHHsA
rpyaa” (Pvsvk onsa fiteid, HapoKeHuX Bif
navjieHTIiB YO/I0BIYOT CTaTi, SKi OTpUMyBanu
Ba/IbMNpoaT) BignoBigHO A0 MaTepianis
peecTpaLiiiHoro Aocke. BBefEHHS 3MiH NPoTArom 6-
TV MiCSILUB MiCNns 3aTBEPMKEHHSA. 3MiHu Il Tvny -
3MiHV Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. 3MiHW y KOpOoTKili XapaKTepucTuLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta
IHCTPYKLU|i 4719 MeAMYHOro 3aCTOCYBaHHA y 3B’A3KY i3
HOBMMW JaHUMU 3 AKOCTi, OKNIHIYHUMU, KIHIYHUMK
JaHuMKn Ta gaHumu 3 hapmakoHarnsgy - 3miHmn
BHECEHO [0 iHCTPYKLIiT 415 MeAMYHOro
3acTOCyBaHHS MikapCbKOro 3acoby A0 po3ainy
"B3aemogis 3 iHWVMK fikapcbkumn 3acobamu Ta
iHLWi BUAM B3aEMOZiiA" BignoBigHO A0 MaTepianis
peecTpauiiHoro f0cbe.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBEepMKEHHS. 3MiHM Il TUny - 3MiHK Woao0
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy. 3miHum
Y KOPOTKiil XapakTepucTuLi slikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta iHCTPYKUIT 415 MeaUUYHOro
3aCTOCYBaHHA y 3B’A3KY i3 HOBYMU JaHUMW 3 SKOCTI,
OOKNIHIYHUMM, KNIHIYHUMW JaHUMK Ta JaHUMK 3

thapmakoHarnsgy - 3MiHM BHECEHO A0 IHCTPYKLUi AnA
MeAMYHOro 3aCToCyBaHHA NiKapcbKoro 3acoby Ao
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
po3gainy "Mo6iyHi peakwyji" BigNoBigHO A0 MaTepianis
peecTpauiiHoro Aocbe.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPAKEHHS.
90. | AEPMACAH piguHa HallkipHa, no MPAT Ykpaina BiANOBiAabHMI 3a Ykpaina BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHn | 6e3 peuenta | niosseae UA/0443/01/01
50 mn y donakoHax; "®ITOPAPM BMPOGHMLTBO, | Tuny - AgMiHiCTpaTWBHI 3MiHW. 3MiHa
no 50 mn a6o 100 " nepBuHHE, HalilMeHyBaHHS Ta/abo agpecu 3asBHMKa (BnacHuKa
M1y pnakoHi; no 1 BTOPVHHE peecTpauiiiHoro noceig4eHHst). 3miHa
donakoHy y nauui 3 nakyBaHHs, MiCLLe3HaxX04KEHHS 3asiBHMKA. 3MiHN BHECEHO B
KapTOHY KOHTPO/b SIKOCTI IHCTPYKLUiO [N151 MeANYHOTO 3aCTOCYBaHHS
Ta BMNyCK cepil: niKapcbKoro 3acoby y po3ain "Micue3HaxomKeHHs
MPAT 3asBHUKA". BBEAEHHS 3MiH MPOTAroM 6-TW MicsLiB
"®ITOPAPM", nicns 3aTBepmkKeHHs
YKpaiHa;
BiANOBIAa/IbHMI 3a
BMPOGHMLTBO,
nepBuHHE,
BTOPUHHE
nakyBaHHS Ta
KOHTPO/b SIKOCTI:
TOB "®apma
Yepkac",
YKpaiHa
BiANOBIAa/IbHUN 3a
BWMNYCK Cepii, He
BK/THOHAI0UM
KOHTPO/b/BMNPOGY
BaHHS cepii:
MPAT
"OITOPAPM",
YKpaiHa
91. | ANKNODEHA | renb, 10 mr/r, no 40 MPAT Ykpaina MPAT Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu 6e3 nionsieae UA/0708/02/01
K ry Ty6i; no 1 Ty6i B "XIMOGAPM3 "XIMOGPAPM3ABO | Tuny - AgMiHiCTpaTWBHI 3MiHW. 3MiHa peyenma
naJui 3 KapToHy ABO/[, [ "4YEPBOHA HalilMeHyBaHHS Ta/abo agpecu 3asBHMKa (BNacHuKa
"YEPBOHA 3IPKA" peecTpaviiiHoOro NocBigYeHHs!) - 3MiHa
3IPKA" HalilMeHyBaHHS 3asBHUKa Ta 3MiHV Y HanucaHHi

afipecy 3asBHMKa (BNacHWka peecTpauiiHoro
nocBigYeHHs). 3MiHKM | Tuny - AAMIHICTPaTUBHI 3MiHW.
3MiHa HalimeHyBaHHA Ta/abo agpecu micus
NPOBaXEHHS AiSSIbHOCTI BUPO6HMKa/imnopTepa
roTOBOrO NikapCcbKoro 3acoby, BKIYAKUN AiNbHALL
BMNYCKy cepii abo MicLe NpoBeAEHHS KOHTPO/THO
AKOCTI. (4ifNbHICTb, 3a AKy BiAnosigae
BMPOGHMK/IMNOPTEp, BK/OYaOUM BUNYCK Cepiid) -
3MiHa HaliMeHyBaHHsA BUPO6HUKa 13 Ta 3miHn y
HanucaHHi agpecu Bupo6Huka N3. 3miHWM BHeCeHO
B iIHCTPYKL,i0 4151 MEANYHOTO 3aCTOCYyBaHHS
NiKapCcbKoro 3acoby y po3gisin "BMpo6HuK",
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
"Micue3HaxomkeHHs1 BUpO6HMKa Ta agpeca Micus
NPOBaXEHHS MOro AisnbHOCTI" 3 BiANOBIAHMMMU
3MiHamMu B TEKCTI MapKyBaHHs ynakoBOK. BeegeHHs
3MiH NPOTSArom 6-Tv MiCALIB NiCc/1s 3aTBEPAKEHHS.
92. | ANCMOPT® NopoLUoK AN INCEH ®paHuin INCEH BIO®APM Benuka BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/13719/01/01
PO3UnNHYy A5 iH'EKUIA PAPMA NIMITEL BpuTtaHis | Tuny - 3miHn 3 akocTi. A®l. BUpo6HMLTBO. 3MiHK peyenmom

no 500 0[; 1
dh1akoH 3 NOPOLLKOM
Y KapTOHHIl kopoobLi

BMNPOGYyBaHb abo AOMYCTUMUX MeX Y NPOLEeCi
BMpo6HUUTBA APl L0 BCTAHOBMEHI Y cneuudikaisx
(iHwWi 3miHW) JoaaBaHHS HOBOTO MeTOAY
BMNPOo6YyBaHHA Bi0NOriYHOI aKTUBHOCTI Y MPOLECi
BMpo6HULuTBa APl Ha Kpoui 7 (End Fermentation) Ta
Kpoui 19 (Chromatography on DEAE-Sephacel
Column), a came TecTy Ha eHAonenTuaasy.
3MiHu | TUNY - 3MiHK 3 AKOCTI. 3MiHK A0
peecTpavuiiniHOro NocBiAYeHHS BHACTIA0K iHLINX
perynatopHux npoueayp. MM®/BA3® (macTtep-
(haiin Ha nnasmy/3arasnbHuii haiin Ha BaKLMHHWIA
aHTUreH). Bk/1l0YEHHS HOBOrO, OHOB/IEHOTO abo
3MiHeHOro Mactep-caiina Ha nnasmy y
peecTpaLiiiHe fOCbE Ha Nikapcbkuii 3aci6
(npouepypa 2-ro etany ans NM®) (BKYEHHS
OHOBJ/IEHOr0/3MIHEHOTO MacTep-haiina Ha nnasmy,
AKLLO 3MiHU He BMNBAOTb Ha BNACTWBOCTI FOTOBOTO
nikapcbkoro 3acoby) MogaHHA oHOBEHHSA Ao PMF
(wopiyHa noBTOpHA cepTudikaLis OHOBMEHb
EMEA/H/PMF/000002/04/AU/030/G ans
CMPOBATKOBOrO asibbyMiHy NIOAUHN, AKUIA
BUKOPVCTOBYETLCA K AOMOMiXHA peyoBuHa B 13
(nonepepfHs Bepcis:
EMEA/H/PMF/000002/04/11/029/G). 3miHun | Tuny -
3MiHu 3 SKoCTi. 3MiHM A0 peecTpauiiiHoro
NOCBIAYEHHSI BHACNIAOK IHLIMX PEryiaTopHUX
npoueayp. MM®/BA3® (macTtep-thaiin Ha
nnasmy/3arasibHuii paiin Ha BakUVHHWIA aHTUTEH).
BK/t04eHHs1 HOBOTO, OHOB/IEHOTO @60 3MIHEHOro
MacTep-haiina Ha nnasmy y peectpauiiiHe fOCbE Ha
nikapcbkuii 3aci6 (npoueaypa 2-ro etany ans MMo)
(BK/IHOYEHHSA OHOB/IEHOT0/3MIHEHOTO MacTep-chaiina
Ha nnasmy, KO 3MiHU He BNMBatoTb Ha
B/1ACTMBOCTI FOTOBOrO MikapcbKoro 3acoby) MNMogaHHA
OHOBNEHHS [0 PMF (LopivyHa noBTOpHa
cepTugikaLisi OHOB/IEHb
EMEA/H/PMF/000002/04/11/029/G pns
CUPOBaTKOBOrO asibOyMiHy N0ANHW, AKWiA
BMKOPUCTOBYETLCA SK AONOMiXHa peyosuHa B /13
(nonepegaHs Bepcisi:
EMEA/H/PMF/000002/04/AU/028/G). 3MiHu | Tuny -
3MiHu 3 sKocTi. A®l. BUpo6HMLTBO. 3MiHM




Bupo6HuK
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Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

n/n

Hassa
JliKapcbKO20

Popma sBUMYCKY
(nikapcbka ¢hopma,

ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

BUPOGHUKa

BMNPOGYyBaHb abo AOMYCTVMUX MEX Y NPOLECi
BMpo6GHUUTBA API, L0 BCTAHOB/EHI Y cneuudikaisx

3acoby

INCEH ®paHuis

INCEH BIO®APM

Benuka
BpuTaHis

(BUTYYEHHS HECYTTEBOIO BUNPOOYBaHHS)
BupaaneHHs HecyTTEBMX BUNPOOYBaHb — HE3HAYHUX
TecTiB Ha edpekTUBHICTb LD50 Ha Muwax Ha eTanax
11,16, 21 ta 23 npouecy BupobHuyta A®l. 3mMiHa
3aCTOCOBYETHLCA Ti/IbKM AN5 Ao3yBaHHsA 500 Of,.
3MiHu 1l TUny - 3MiHKM 3 AKkocTi. A®L. KoHTponb AdI.
3MiHa y meTofdax BunpobysaHHs APl abo BuxigHoro
mMarepiany/npoMiXKHOrO NPoAyKTy/peareHTy, Lo
BVIKOPWCTOBYETbLCS Y NPOLIECi BUPOGHMLTBA ADI
(cyTTeBa 3MiHa y
6ionoriyHoMy/iMyHOMOTiYHOMY/iMYHOXIMIYHOMY
MeTogji BUNpobyBaHHA abo MeTogi, y AkoMy
BUKOPVCTOBYETLCA Gi0NOriYHUI peareHT ans
6ionoriyHoro A®l, a6o iioro 3amiHa) [logaBaHHs
meToay Cell Based Potency Assay Ans napameTpy
«Potency», a Takox metogy Cell Based Potency
Assay and Coomassie Blue Protein Assays gns
nokasHvika «Specific activity» B cneumdikau,ii gitovor
peyoBuHW. 3MiHn |l TURY - 3MiHK 3 AKOCTI.
CepTtudikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBponeiichbkili
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOrO cepTudikaTa BignoBigHOCTIi abo
BU/TyYEHHs cepTudikaTa BignosigHOCTI
€Bponeiicbkiii hapmakonei: ans A®I; ana BuXigHoOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BMKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
AonomikHoi pevosuHy (FE-cepTudikar
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BuxigHoOro matepiany/peareHTy/npomMixXHOro
npoaykTy abo AONOMDKHOT peYOBUHW) -
HoBwii/oHOBNEHWIT cepTudikarT Big, BXe
3aTBEPAKEHOrO/HOBOrO BUPOBHUKA, LU0
BMKOPVCTOBYE MaTtepianu /oACbLKoro abo
TBapPUHHOTO NOXOMKEHHS, AN AKNX BUMAraeTbCs
OLliHKa pU3uKy MOTEHLNHOro 3a6pyAHEHHS
CTOPOHHIMY areHTamu - [MogaHHA oHosneHoro ME-
cepTtudikaty BignosigHocTi €E® R1-CEP 2000-213-
Rev 02, BUpo6HMKa puboHykneasu A tuny Il
(RNase), peareHTy, siK1ii BUKOPUCTOBYETLCS B
npoueci noganboro BupobHuuTea CNT52120 BAS
(A®Il) Sigma-Aldrich, US (3atBepgxeHo: R1- CEP
2000-213-Rev 01).

BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3MiHu

| TMny - 3MiHK 3 AkocTi. APl BUpo6bHMLUTBO. 3MiHM

3a
peyenmom

UA/13719/01/02

93. | ANCMOPT®

nopowokK Aans

PO34UHY ON15 iH'EKLIA

no 300 Of; 1

NIMITEL

SAPMA

BMNpo6yBaHb abo AOMYCTUMUX MEX Y NPOLECi
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1

dhnakoH 3 NOPOLLKOM
Y KapTOHHili kopobLi

BMPO6HMLTBa A®I, L0 BCTAHOB/EHI y cneuudikavisx
(iHWi 3miHW) JlofaBaHHA HOBOrO MeToAy
BMNPOo6YyBaHHA 6i0N0riYHOI aKTUBHOCTI Yy NpoLEeCi
BMpobHuuTBa A®| Ha kpoui 7 (End Fermentation) Ta
Kpoui 19 (Chromatography on DEAE-Sephacel
Column), a came TecTy Ha eHgonenTnaasy.
3MiHu | TURY - 3MiHK 3 SKOCTi. 3MiHK J0
peecTpauiiiHoro NocBigYeHHS BHAC/TIAOK iHLIMX
perynatopHux npoueayp. MM®/BA3® (macTtep-
haiin Ha nnasmy/3arasnibHuii daiin Ha BaKLMHHWIA
aHTWreH). BkoYeHHs HOBOro, OHOB/IEHOTO abo
3MiHEHOro macTep-aiina Ha nnasmy y
peecTpaLujiiiHe JOCbE Ha Nikapcbkuii 3aci
(npouepypa 2-ro etany Ana NM®) (BKNOYEHHSA
OHOBJ/IEHOr0/3MIHEHOTO MacTep-haiisia Ha nnasmy,
AKLLO 3MiHN He BM/IMBaOTb Ha B/1ACTUBOCTI FOTOBOIO
nikapcbKoro 3acoby) MogaHHA oHOB/eHHA A0 PMF
(wopiyHa noBTOpHA cepTudikalis OHOBMEHb
EMEA/H/PMF/000002/04/AU/030/G ans
CUPOBaTKOBOrO asibOyMiHy NOANHW, AKWi
BMKOPUCTOBYETLCA AK AONOMiXHa pevoBuHa B /13
(nonepegaHs Bepcis:
EMEA/H/PMF/000002/04/11/029/G). 3miHn | Tuny -
3MiHK 3 siKOCTi. 3MiHM A0 peecTpauiliHoro
MOCBiAYEHHS BHACNIAOK IHLLUX PEryNATOPHMX
npoueayp. NMM®/BA3® (macTep-caiin Ha
nnasmy/3aranbHuii aiin Ha BakKUMHHUIA aHTUEH).
BK/to4eHHs1 HOBOTO, OHOBJ/IEHOTO @60 3MIHEHOrO
macTep-haiina Ha nnasmy y peectpauiiiHe fOCbe Ha
nikapcbkuii 3aci6 (npoueaypa 2-ro etany ans MMo)
(BK/THOYEHHS OHOB/IEHOT0/3MIHEHOTO MacTep-chaina
Ha nnasmy, AKLWO 3MiHU He BMAVBatoTb Ha
BNaCTMBOCTI FOTOBOTO JliKapCbKOro 3acoby) MogaHHs
OHOBJ/IEHHSA A0 PMF (LwopiyHa noBTOpHa
cepTudgikaLis OHOB/EHb
EMEA/H/PMF/000002/04/11/029/G pns
CMPOBATKOBOrO anibbyMmiHy NIOAUHN, SKUIA
BMKOPUCTOBYETLCA SIK AONOMDKHA peyoBunHa B /13
(nonepegaHs Bepcis:
EMEA/H/PMF/000002/04/AU/028/G). 3minu Il Tvny -
3MiHu 3 akocTi. A®l. KoHTponb A®I. 3miHa y
mMeTofax BunpobysaHHs APl abo BUXigHOroO
mMarepiany/npoMiXKHOrO NPoAyKTy/peareHTy, Wwo
BVKOPWCTOBYETbLCS Y NPOLIECi BUPOGHMLTBA ADI
(cyTTeBa 3MiHa y
6ionoriyHoMy/iMyHOMOTiYHOMY/iMYHOXIMIYHOMY
MeTogji BUNpobyBaHHA abo MeTogi, y AkoMy
BUKOPVCTOBYETbCA Gi0NOrNYHUIA peareHT ans
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Ymosu

Peknam

Homep

n/n

Hassa

JliKapcbKO20

Popma sBUMYCKY
(nikapcbka ¢hopma,

3asaBHUK

KpaiHa
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

yBaHHs

peecmpayitiHo2o
nocsioYyeHHs1

3acoby

ynakoska)

6ionoriyHoro A®l, a6o iioro 3amiHa) logaBaHHs
meToay Cell Based Potency Assay Ans napameTpy
«Potency», a Takox metogy Cell Based Potency
Assay and Coomassie Blue Protein Assays gns
nokasHvka «Specific activity» B cneumdikau,ii gitovor
peyuoBuHW. 3MiHn |l TURY - 3MiHK 3 AKOCTI.
CepTtudikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBponeichbkili
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOrO cepTudikaTa BignoBigHOCTIi abo
BU/TyYEHHs cepTudikaTa BignosigHOCTI
€Bponeiicbkiii hapmakonei: ans A®I; ana BuxigHoOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
AonomikHoi pevosuHu (MFE-cepTudikat
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BuxigHOro matepiany/peareHTy/npoMixXHOro
npoaykTy abo AONOMDKHOT peYOBWHW) -
HoBwii/oHOBNEHWIT cepTudikarT Big, BXe
3aTBEPAKEHOr0/HOBOrO BUPOBHUKA, LU0
BMKOPVCTOBYE MaTtepiann /oACbKoro abo
TBapPUHHOTO NOXOKEHHS, AN AKNX BUMAraeTbCs
OLliHKa pU3uKy MOTEHLNHOro 3a6pyAHEHHS
CTOPOHHIMY areHTamu - lMNogaHHA oHosneHoro ME-
cepTtudikaty BignosigHocTi €E® R1-CEP 2000-213-
Rev 02, BUpo6HuMKa puboHykneasu A tuny lll
(RNase), peareHTy, sikuii BUKOPUCTOBYETLCS B
npoueci noganboro Bupo6HuuTea CNT52120 BAS
(A®Il) Sigma-Aldrich, US (3atBepgxeHo: R1- CEP
2000-213-Rev 01).
BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu

6e3

UA/0270/02/02

94.

LOIA3O/IH®

apaxe no 0,1 r no
10 gpaxe y
6nictepax; no 10
Apaxe y 6nictepi;
no 2 6nictepu y
naJui 3 KapTOHy

AT
"®apmak”

YKpaiHa

AT "dapmak"

YkpaiHa

| TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn).
3MiHM BHECEHO B TEKCT MapKyBaHHA MEPBUHHOI Ta
BTOPMHHOT YNakoBOK fikapcbKkoro 3acoby, a came
BUyYEHO Jy6tot0Yy iHGhopMaLiio POCiiCbKOO
MOBOI Ta BMKNaAeHHS ii aHriicbKoo MOBOIO.
TepMiH BBEAEHHS 3MiH - NPOTAroM 6 MicaLiB nicns
3aTBEPKEHHS.
6e3nekn/edeKTMBHOCTI Ta chapmakoHarnsagy (iHuwi
3MiHK). 3MiHM BHECEHO B TEKCT MapKyBaHHS
BTOPUHHOI (NyHKTK 1, 11, 16, 17) ynakosku
niKapcbKoro 3acoby Ta NepBUHHOI (MyHKTK 1, 6)
yNaKkoBKM (3 BKIaJaHHAM Y Nayky), a Takox B TEKCT
MapKyBaHHS nepBUHHOI (NyHKT 17) ynakosku (6e3
BK/1afjaHHSA Y MayKy). TepMiH BBE4EHHS 3MiH -

peyenma

NpOTAroM 6 MicsiLiB MicNs 3aTBEPIKEHHS.

YkpaiHa

BHECEHHS 3MiH 10 peecTpauiiiHux maTepianis: 3MiHu

6e3

UA/0270/02/01

AT

Ykpaina

AT "®apmak”

95.

OIA3O/IH®

Apaxe no 0,05t no
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

10 gpaxe y
6nictepax; no 10
apaxe y 6nictepi;
no 2 6nictepu y
naJi 3 KapToHy

"®papmak”

| Tuny - 3miHK Wwoao 6e3nekn/edpekTBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHK).
3MiHN BHECEHO B TEKCT MapKyBaHHS NEPBUHHOI Ta
BTOPWHHOT YNakoBOK /liKapCbKoro 3acoby, a came
BUYyYEHO Ay60YY iHOpMaLito poCilicbKoto
MOBOIO Ta BUKaLEHHS iT aHrNiliCbKo MOBOIO.
TepMmiH BBELlEHHS 3MiH - NPOTArom 6 MicAuiB nicns
3aTBEPMKEHHS.
6e3nekn/edekTnBHOCTI Ta thapmakoHarnsagy (iHLwi
3MiHM). 3MiHV BHECEHO B TEKCT MapKyBaHHS
BTOPWHHOI (NyHKTK 1, 11, 16, 17) ynakoBku
NiKapcbKoro 3acoby Ta nepBUHHOI (MyHKTK 1, 6)
yNaKkoBku (3 BKIaaHHAM Y Nayky), a Takox B TEKCT
MapKyBaHHSA NepBUHHOT (MyHKT 17) ynakoBku (6e3
BKNafaHHsa y nayky). TepMiH BBEAEHHSA 3MiH -
npoTsirom 6 MicsiLiB Mic/si 3aTBEPAKEHHS.

peyernma

96.

DIKNTOCEN®
®

cynosuTopii no 50
Mr; Mo 5
Cyno3unTopiiB y
CTpwNi; NO 2 CTpYnm
Y KapTOHHIi
ynakoBLi

TOB
"I'nepdhapm
nTtat

YKpaiHa

KYCYM
XENTXKEP MBT
nTa

IHais

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu
| Tuny - 3miHK woao 6e3nekn/edpekTBHOCTI Ta
thapmakoHarnsgy. BHeceHHs abo 3miHa(u) fo
3000B'A3aHb Ta YMOB Buadi peecTpauiiiHoro

nocBiAYEHHs, BKIOYaroun MnaxH ynpasniHHA
pr3nkamMm (3acToCyBaHHA TEKCTY, SKUIA NOroAKeHui
3 KOMMETEHTHUM OpraHom) 3assBHMKOM HafaHo
OHOB/ieHUi MnaH ynpasniHHA pusnkamu sepcis 3.0.
3MiHV BHECEHO [0 YacTuH: | «3arasibHa
iHbopmauis» 1l «Crneundikauis 3 6e3nekm» Il «MnaH
3 thapmakoHarnsagy» V «3axoaun 3 MiHimisaw,i
pu3ukiB» VI «Pe3tome niaHy ynpasniHHSA pyu3rkamu»
VIl «dopaTku» (noaatkm 7-8) y 3B’sA3Ky 3
BUAASTEHHAM BaXK/IMBUX IAEHTUIKOBAHWX PU3NIKIB,
BaXK/IMBMX NOTEHLHNX PU3NKIB, @ TaKOX BULA/IEHHSA
BiACYTHbOI iH(hopMaLiT BignosigHo Ao HaRP

Assessment Report for diclofenac, a Takox y 38'A3ky

i3 3MiHOlO chopmaTy BignoBiAHO Jo BUMor Evaluation

Guidance on the format of the risk management plan

(RMP) in the EU — in integrated format. 31 October
2018 EMA/164014/2018 Rev.2.0.1 accompanying
GVP Module V Rev.2 Human Medicines). B mexax
3MiHV HaZi@aHO OHOBJ/IEHUIA NNaH yNpaBiHHA
pu3mkamm, Bepcist 3.0.

3a
peyenmom

UA/16445/01/02

97.

AOP3ITIM®

OYHi Kpanni, po3ynH,
no 5 mn y chnakoHi
nonieTueHoBomy 3
KpanesibHULEe Ta
KOHTPONIEM MepLUOro
po3KpuUTTS; No 1
onakoHy y nauui 3
KapToHy

AT
"KNIBCbKW
"
BITAMIHHM
" 3ABOA"

YKpaiHa

AT "KNIBCBLKUI
BITAMIHHMIA
3ABOS",
(BUPOGHMLTBO 3
npoaykuii in bulk
«Padapm C.A.»,
peuis)

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu
| Tuny - 3miHK Wwoao 6e3nekn/edekTBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpOoTKiil XxapakTepucTuui
nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLi 415 MeAUUYHOro 3aCTOCYBaHHS Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCcTOCyBaHHS NikapcbKoro 3acoby B

3a
peyenmom

He
nidnsieae

UA/16271/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
nicnsapeecTpauiiinii nepiog, abo Ak pesynbTar
OL|iHKM 3BITY 3 AOC/iAKeHb, NpoBeAeHUX BiAMNOBIAHO
[0 nnaHy negiatpuyHnx gocnimkers (PIP) (3mMiHy
Y3rO[KEHO 3 KOMMETEHTHNUM YNOBHOBEOXKEHNM
opraHom).
3MiHU BHECEHO [0 IHCTPYKUiT AN MeANYHOro
3aCTOCyBaHHS NiKapCbKoro 3acoby y po3ginm
"Cnoci6 3acTocyBaHHA Ta fo3mn", "INo6iuHi peakuii”
BiAANOBIAHO [0 OHOBMEHOI iHdhopMaLii 3 6e3nekn
Aito40i peyoBrHN. BBeAEHHS 3MiH NpOTArom 6-Tu
MicaLiB nicnsa 3aTBeppKEeHHs
98. | APOTABEPW | tabnetku no 40 mr TOBAPUCT YkpaiHa BCi cTagil YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 6e3 UA/10344/01/01
H no 10 Tabnetok y BO 3 BMPOGHMLITBA, | Tuny - 3miHK Woao 6e3nekn/edpeKTMBHOCTI Ta peyenma
6nictepi; no 1 a6o 2 OBMEXEH KOHTPO/b SKOCTI, thapmakoHarnagy (iHLwi 3MiHun)
6nicTepy B KOPOOL (e]}0) BWMNYCK cepil: OHOB/EHO TEKCT MapKyBaHHS NePBUHHOT Ta
3 KapToHy; no 10 BIANOBIOA ToBapucTBO 3 BTOPUHHOI YMakoBKM MikapcbKoro 3acoby, a came
Tabnetok y NbHICTHIO 06MeXeHO BU/yYEHO iHChopMaLLito, 3a3HaYEHY POCIACHKO
6nictepax «KOPIMOPA BiANOBIAA/LHICTIO MOBOI0, Ta BHECEHO He3HauHi pefakuiiiHi npasku.
L4 "[ocnigHnii 3aBog BHeceHO He3HauHi 3MiHN Yy TEKCT MapKyBaHHS
«300POB’A "rTHUICY, NepBUHHOT ynakoBku (6nictep 6e3 BknafaHHA y
» YKpaina; KOPOOKY). TakoX BUy4EHO [0AATKOBUI TEKCT
BCi cTagil MapKyBaHHS! YMakoBKM i3 3a3Ha4YeHHSIM TOProBoi
BUPOGHMLTBA, Mapku. BBeieHHA 3MiH NpOTArom 6-Tn MicsLiB nicns
KOHTPO/b AKOCTI, 3aTBEPLKEHHS
BWMNYCK Cepil:
ToBapucTso 3
06MEXEHOI0
BiANOBiAA/IbHICTIO
"®APMEKC
rePyn,
YKpaiHa;
BCi cTagii
BMPOGHMLTBA,
KOHTPO/b SIKOCTI,
BUNYCK cepi:
ToBapucTso 3
06MeXeHO
BiANOBIAA/ILHICTIO
"papmaueBTnyHa
KoMnaHis
"380pos'a”,
YkpaiHa
99. | E3OJIOHI® NopoLIoK AN OPIAHOCU OAE BMPOGHMLTBO 3a MopTyranis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/17087/01/01
PO34UHY A5 iH KLt H NOBHWM LUK/IOM: | TMny - 3MiHK Woao 6e3nekn/edpekTUBHOCTI Ta peuyenmom | nidssizae
abo iHdysin no 40 NIAN®OCAEH Codpapimekc — thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuLi
mr 1 a6o 10 CnN3 (E® IHaycTpia Kimika e nikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
oNakoHiB 3 3ETI) PapmacbloTika, IHCTPYKLT ANA MeAMYHOro 3aCTOCyBaHHSA Ha niacTasi

MOPOLLKOM Y MayLi

C.A.

pPerysipHoO OHOBJ/IOBAHOTO 3BIiTY 3 6e3nekn
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3nekn
3aCTOCYyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbTar
OLiHKM 3BIiTYy 3 AOC/iMKEHb, MPOBEAEHNX BiAMOBIAHO
[0 nnaHy negiatpuyHux gocnimxkers (PIP) (3MiHy
Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBaXXEHUM
opraHom).
3MiHV BHECEHO [0 iHCTPYKLIT 4151 MeanyHOro
3aCTOCyBaHHS NiKapCbKoro 3acoby y po3ginm
"Oco6nmBocCTi 3acTocyBaHHs", "Mo6iuHi peakwyii"
BiANOBIAHO 4,0 OHOBNEHOT iHChopMaLii 3 6e3neku
Aito40T peyoBrHN. BBeAEHHS 3MiH NPOTArom 6-Tu
MiCsILiB Micnsi 3aTBEPAKEHHS.
100. | EBOJ/IOHI®- TabneTku, BKPUTI OPIAHOCU OAE EBepTomkeH IHAis BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/11328/01/01
20 nNiBKOBOIO H Naich CaeHeus | TMny - 3MiHKn Woao 6e3nekn/edeKTUBHOCTI Ta peyernmom
obonoHkoto, no 20 NIANOCAEH Niviteq thapmakoHarnagy (iHwi 3MiHu) - 3MiHM BHECEHO B
Mr; o 7 TabneTok y CnN3 (E® TEKCT MapKyBaHHS1 NePBUHHOI (MYHKT 6) Ta
6nicTepi; no 1 abo 2 3ET ) BTOPUHHOI (NYHKTU 2, 17) ynakoBOK MikapCbKoro
6nictepu y 3acoby. BBegeHHs 3MiH MPOTAroM 6-Tu micsLiB nicns
KapTOHHI KOopooLi 3aTBEePKEHHSA
101. | EBOJIOHI®- TabneTkn, BKPUTI OPIrAHOCK OAE EBepTomxeH IHgis BHECEHHS 3MiH 4,0 peecTpaLiiHnx maTtepianis: 3MiHu 3a He UA/11328/01/01
20 NNiBKOBOIO H Navid CaeHcuns | Tuny - 3miHK Woao 6e3nekn/edpeKTMBHOCTI Ta peyenmom | niosnsizae
060/10HKO10, M0 20 NAN®CAEH Nimitep thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui
Mr; Mo 7 TabneTok y CnN3 (E® NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
6nicTepi; no 1 abo 2 3ETI) IHCTPYKLiT ANA MeAMYHOro 3aCTOCYBaHHSA Ha nigcTasi
6nictepn y perynsipHoO OHOBJ/IKOBAHOrO 3BIiTy 3 6e3nekn
KapTOHHI KOpooLyi nikapcbKkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbTart
OLiHKM 3BIiTY 3 AOCMiMKEeHb, NPOBEAEHNX BiAMNOBIAHO
00 nnaxy negiatpuyHux gocnimkerb (PIP) (3MiHy
Y3rO[XKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom).
3MiHV BHECEHO [0 iHCTPYKLiT 4151 MegnyHoro
3acTocyBaHHSA NiKapcbKoro 3acoby y po3giu
"Oco6nmBocTi 3acTocyBaHHs", "Mo6iuHI peakwii"
BiANOBIAHO [0 OHOB/EHOI iHGhOpMaL,ii 3 6e3nekn
LitoY0i pevoBuHY. BBeAEHHSA 3MiH NPOTAroM 6-Tn
MiCALIB MiC/s 3aTBEPKEHHS.
102. | EBOJ/IOHI®- TabneTku, BKpUTI OPIAHOCU OAE EBepTomkeH IHais BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/11328/01/02
40 NiBKOBOO H Naiicp CaeHcuns | Tuny - 3miHK Wwoao 6e3nekn/edekTBHOCTI Ta peyenmom
060/10HKOH0, M0 40 NANOCAEH Niviteq thapmakoHarnagy (iHwi 3MiHW) - 3MiHN BHECEHO B
Mr; no 7 TabneTok y Cn3 (E® TEKCT MapKyBaHHS1 NEePBUHHOI (MYHKT 6) Ta
6nicTepi; no 1 abo 2 3ET ) BTOPUHHOI (NYHKTK 2, 17) yNnakoBOK MiKapCbKoro
6nictepn y 3acoby. BBeeHHs 3MiH NpOTArom 6-Tu MicsLiB micns
KapPTOHHIi KOpoOLii 3aTBEepKEHHS
103. | EBOJ/IOHI®- TabneTkun, BKPUTI OPIAHOCU OAE EBepTomxeH IHAis BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3MiHn 3a He UA/11328/01/02
40 NAiBKOBOIO H Jainch CaeHcus | TMny - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI Ta peyenmom | nionsizae
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
o6onoHkoto, no 40 NANPCAEH Niviten thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuui
Mr; o 7 TabneTok y CnN3 (E® nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
6nicTepi; no 1 abo 2 3ET ) IHCTPYKLi 415 MeAUUYHOro 3aCcTOoCyBaHHA Ha nigcTasi
6nictepu y perynsipHoO OHOB/THOBAHOIO 3BiTYy 3 6e3neku
KapTOHHIlA KopooLi nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3acToCyBaHHSA NikapcbKoro 3acoby B
nicnsapeecTpauiiinii nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/iAXeHb, NpoBeAeHUX BiAMNOBIAHO
[0 nnaxy negiatpuyHnx gocnimkers (PIP) (3MiHy
Y3rO[KEHO 3 KOMMETEHTHNUM YNOBHOBEKEHNM
opraHom).
3MiHU BHECEHO [0 IHCTPYKUiT AN MeANYHOro
3aCTOCyBaHHS NiKapCcbKoro 3acoby y po3ginm
"Oco6nmBOoCTi 3acTocyBaHHs", "Mo6iuHI peakwyii™
BiAANOBIAHO [0 OHOBMEHOI iHGhopMaL,i 3 6e3nekn
Aito40i peyoBrHN. BBEAEHHS 3MiH NpoTArom 6-Tu
MicsILiB Nicns 3aTBePAKEHHS.
104. | ENIFAPA 22,5 | nopoLuok s Pekopgaari ITania BiANOBIAa/IbHUI 3a CLWA BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/5758/01/02
Mr NPUroTyBaHHS IHpacTpia BWMNYCK Cepil: | TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkunii 3acib. peyenmom
pO34uHy ons Ximika e Tonmap IHK., KOHTpOs1b roTOBOrO NikapcbKoro 3acoby. 3miHa y
NiALWKIPHUX iH'EKLi dapmacesTi CLUA; MeToAax BUNPOOYBaHHS FOTOBOIO JliKapCbKOro
no 22,5 mr; ka C.m.A. BiANOBiAaIbHMI 3a 3aco06y (iHWi 3MiHK y MeTodax BUNpobyBaHb
KOMMNEKT MiCTUTb 1 BTOPVHHY (BKIHOYalOUM 3aMiHy ab0 LONOBHEHHS)) - 3MiHK 3a
NIOTOK Ta CTEpPU/IbHY ynakosky: Tonmap nokasHukom "KinbkicHe BU3HaueHHs N-meTun-2-
ronky. JIotok IHk., CLUA; nipponigoHy (NMP)" y winpuui A metogom X
MICTUTb NakeTuK 3 BiANOBiAabHMI 3a
BOJ1I0ronornHaym BMPOBHULITBO
M areHTom Ta wnpuua A,
nonepegHLo wnpuua b,
3'efHaHy LNpuuesy KiHLLeBY yNakKoBKy
cuctemy: Ta KOHTPO/1b
nonepegHLo akocTi: Tonvap

HamnoBHeHWIA LWnpwL,
A 3 PO3YMHHUKOM,
nonepeAHL0
HarnoBHeEHWIA LWnpwL,
B 3 nopotukom,
chikcyrounii
3'egHyBay onA
wnpuuiB ATab 3
KHoMkot. Komnniekr

Y KapTOHHIl kopooLyi.

IHK., CLLA;
BiANOBiAa/IbHWIA 32
KOHTPONb/BUNPOBY

BaHHSA cepii:
Tonmap IHK.,
CLUA;
BiANOBIAa/IbHWN 3a
KOHTPO/b/BMNPOGY
BaHH# cepii:
Tonmap IHK.,
CLA;
BiANOBiAabHMI 3a
KOHTPO/b/BMNPOGY
BaHHSA cepii:
CnekTpan Oata
Cepsic, IHk.,CLIA
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
105. | ENIFAPA 45 MOPOLLIOK AN Pekopgaari ITanis BiANOBiAa/IbHWIA 32 CLWA BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3MiHu 3a UA/5758/01/03
Mmr NPUroTyBaHHSA IHoacTpia BUNYCK cepil: | TNy - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkunii 3aci6. peuyenmom
po3unHy ans Ximika e Tonmap IHK., KOHTpO/1b roTOBOro NikapcbKoro 3acoby. 3mMiHa y
NiAWKIPHUX iH'EXLi dapmacesTi CLIA; MeToAax BUMPOOYBaHHS FOTOBOTO JliKapCbKOro
no 45 mr; KoMnaekt ka C.n.A. BiANOBiAaIbHMI 3a 3aco06y (iHWi 3MiHM y MeToAax BUNPoGyBaHb
MicTUTb 1 NOTOK Ta BTOPUHHY (BKIHOYAKOUM 3aMiHy ab0 [ONOBHEHHS)) - 3MiHK 3a
CTEPUIbHY TOJIKY. ynakosky: Tonmap nokasHunkom "KinibkicHe BU3HaueHHs N-meTun-2-
JNoToK MicTUTL IHK., CLUA,; nipponigoHy (NMP)" y winpuui A metogom X
nakeTuk 3 BiNOBIfaNbHWIA 32
BO/I0rONOIIMHA0UN BUPOGHMLITBO
M areHTom Ta wnpurua A,
nonepeaHLo wnpuua b,
3'elHaHy LUNpuLeBy KIHLLeBY ynakoBKy
cuctemy: Ta KOHTPO/b
nonepeaHL0 akocTi: Tonvap
HarnoBHEHWIA WNpwuL, IHK., CLUA;
A 3 PO3YMHHUKOM, BiANOBiAa/IbHMI 3a
nonepeaHs0 KOHTPONb/BUNPOBY
HarnoBHEHWIA WNpwuL, BaHHS cepii:
B 3 nopotukom, Tonmap IHK.,
dhikcytounii CLA;
3'egHyBay ans BiANOBiAa/IbHWIA 32
wnpuuis Atab 3 KOHTPONb/BUNPOBY
KHOMKOI. Kommniekt BaHHSA cepii:
Y KapTOHHIll kOpooLi. Tonmap IHK.,
CLUA;
BiANOBIfaNbHWIA 32
KOHTPO/b/BMNPOGY
BaHHs cepii:
CnekTpan Oata
Cepsic, IHk.,CLIA
106. | ENIFAPA 7,5 NopoLUoK AN Pekopparti ITania BiANOBiAabHMI 3a CLWA BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/5758/01/01
Mr NPUroTyBaHHA IHpacTpia BWMNYCK cepil: | TNy - 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbknin 3aci6. peyenmom
po3unHy ons Ximika e Tonmap IHK., KOHTposb roToBOro nikapcbkoro 3acoby. 3miHa y
NiALWKIPHUX iH'EXLi dapmacesTi CLUA; MeToZax BUNPO6YyBaHHSA roTOBOrO JliKapCbKOro
no 7,5 Mr; KoMnaexktT ka C.n.A. BiANOBIAa/IbHUI 3a 3aco6y (iHWi 3MiHM y MeTodax BMNpo6yBaHb
MicTUTb 1 noTok Ta BTOPUHHY (BkNHOYAKOUM 3aMiHy @60 [OMOBHEHHS)) - 3MiHK 3a
CTEPUSIbHY FOJIKY. ynakosky: Tonmap nokasHukoMm "KinibkicHe BU3HauyeHHs N-meTun-2-
NoTok micTuTb IHK., CLUA; nipponigoHy (NMP)" y wnpuui A metogom M'X
nakeTuk 3 BiANOBiAa/IbHWIA 32
BO/I0rONOrIMHA04M BUPOGHMLITBO
M areHTom Ta wnpuua A,
nonepegHL0 wnpuua b,

3'efjHaHy LUNpULEBY
cucTemy:
nonepegHbL0
HanoBHeHUIA WnpuLy,
A 3 PO3YMHHUKOM,

KiHLLeBY ynakoBKy
Ta KOHTPO/b
skocTi: Tonvap
IHK., CLUA;
BiANOBIAa/IbHWI 3a
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
nonepegHbL0 KOHTPO/1b/BMNPOGY
HamnoBHeHWIA WNpuL, BaHHs cepii:
B 3 nopoLukom, Tonmap IHK.,
dhikcyrounii CLIA;
3'eHyBay Ans BiANOBiAaIbHMI 3a
wnpuyis Atab 3 KOHTPONb/BUNPOBY
KHOMKO. Komniekt BaHHSA cepii:
Y KapTOHHIli KopoobLLi. Tonmap IHK.,
CLUA;
BiANOBiAa/IbHWIA 32
KOHTPONb/BUNPOBY
BaHHSA cepii:
Cnektpan fata
Cepsic, IHk.,CLIA
107. | EHANANPUN | tabnetkn no 10 wr; NAT Ykpaina MAT Ykpaina BHECEHHS 3MiH 4,0 peecTpaLiiHnx maTtepianis: 3MiHu 3a UA/8867/01/01
no 10 Tabnetok y "KviBmeanp "KviBmegnpenapa | Tuny - 3miHK Woao 6e3nekn/edpeKTMBHOCTI Ta peyenmom
6nictepi; no 2 enapar” T thapmakoHarnsagy (iHwi 3miHun) - 3MiH BHECEHO B
6nicTepu B navuj TEKCT MapKyBaHHS1 BTOPMHHOI YNakoBKW NikapCbKOro
3aco0by y nyHkTv 3, 8, 17 Ta B TEKCT MapKyBaHHS
NepBMHHOT YNakoBKM Y NYHKT 6. BBeAEHHS 3MiH
NpPOTArom 6-TM MiCALIB MiC/A 3aTBEPKEHHS
108. | EHANMANPUN | Tabnetkn no 20 wmr; NAT Ykpaina MAT Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/8867/01/02
no 10 TabneTtok y "Kuismeanp "KuiBmegnpenapa | TMny - 3MiHK Woao 6e3nekn/edpekTUBHOCTI Ta peuenmom
6nicTepi; no 2 enapat” T thapmakoHarnagy (iHwi 3MiHN) - 3MiH BHECEHO B
6nictepy B nauui TEKCT MapKyBaHHS1 BTOPUHHOT YNakoBKW NiKapCbKOro
3acoby y nyHKTU 3, 8, 17 Ta B TEKCT MapKyBaHHS
NepBUHHOT YNakoBKN y NyHKT 6. BBeAeHHS 3MiH
NPOTAroM 6-T1 MicsAUIB NicNsA 3aTBEPAKEHHS
109. | EHTEPOXEP | cycneHsis opanbHa; TOB YKpaiHa Onenna Xenckea ITania BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis: 3MiHu 6e3 UA/4234/01/01
MIHA® Ne 10; Ne 20 (10x2): "Onenna ITani C.p.n. | TMRNY - 3MiHK 3 AKOCTI. FOTOBWIA NliKAPCbKWIA 3aci6. peuyenma
no 5 mn 'y donakoHi; Xenckea KOHTposb roToBoro nikapcbkoro 3acoby (iHLi 3MiHm)
no 10 donakoHis, YKpaiHa" - OHOBJIEHHS BXe 3aTBEPKEHNX METOAIB KOHTPOSIO
3'e4HaHNX MiX SIKOCTi Nikapcbkoro 3acoby, a came BUKNaAEHHS
coboto TEKCTY [iep>XaBHOK MOBOIO 3riHO Cy4YacHUX BUMOT
nonieTn1eHoBO Ta BHECEHHS He3HAYHWX pefaKLiiiH1X NpaBoK Ans
nepemMumnyKoto, y npvBeAeHHs cneundikaii Ta MeToaiB KOHTPOO
kaceTi; no 1 a6o 2 akocTi 13 y BigNoBigHICTb A0 MaTepiasliB BUPOOHUKA.
KaceTu B KAPTOHHIli
Kopobui
110. | ENINEH PO34UH ANs iH'eKLi, Biatpic IpnaHgis BMPOGHMUK, CcuwA/ BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/14931/01/01
0,3 mMr/go3y no 2 mn Xenckea BiANOBiganbHWiA 3a | HigepnaHau | Tuny - AAMIHICTpaTWBHI 3MiHU. BUunyyeHHs peyenmom
PO34uHYy y NimiTen BMPOGHMLTBO / HimeyunHa BVMPOGHMYOT AinbHNL (BKIHOYAKYMN AiNMbHALI ANS
nonepeaHL0 Hepo3acoBaHol A®I, npomixkHOro NpoAykTy abo rotoBoro
HaMoBHEHIN pyuLi; npoayKuii NiKapcbKoro 3acoby, AibHNL A1 NpoBefeHHS
no 1 nonepegHbL0 (nigroToBka, nakyBaHHs, BUPOGHMKA, BiAMNOBifa/IbHOTO 3a BUMYCK
HarnoBHeHiIN pyuLi B acenTuyHa cepiid, Mmicue NpoBeLEeHHS KOHTPOSIHO cepil) abo
Ty6i; no 1 Ty6i B inbTpavis, noctayasibH1Ka BUXiAHOro maTepiasy, peareHTy abo

KOpo6Li 3 KAPTOHY

HanoBHEHHA Ta

[0MOMIDKHOI PEHOBUHM (SIKLLO 3a3HAYEHO Y 10ChE).
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
YKyrnopka): Y 3B'A3KyY i3 3aKpUTTAM BUPOOHNYOT AiNbHULL
MepigiaH Megikan 3asB/1IEHO BUYYEHHS anlbTepHaTUBHOTO BUPOOHUKA,
TekHonopxmc, BIANOBIAA/ILHOIO 3a MapKyBaHHSA Ta BTOPUHHY
NNC, CWA; ynakoBky MM® B.B. (MaHydakTypiHr MNekemkuHr
BUPOGHWK, dapmaka).

BiANOBIfaNbHWIA 32
TecTyBaHHA Ta
KOMMeKTaLito:

MepigiaH Megikan
TekHonogxmc,

NNC, CWA,;
BUPOBHMK,

BiANOBiAa/IbHWIA 32

MapKyBaHHA Ta
BTOPWHHY
ynakosky: MIMN®
B.B.
(MaHyhakTypiHr
MexkemKuHr
Papmaka),
Higepnangu;
KOMMNaHis, LWo
Bignosigae 3a
npoBefeHHs
KOHTPOJIO AKOCTI:
€BpoduiHC
Biodapma
MpopakT TecTiHr ,
[aHis; BUPOGHUK,
BiiNOBIgaNbHWIA 32
BWMNYCK Cepil:
MEJA ®apma
'M6X eng Ko. Kr,
HimeuumnHa;
anbTepHaTUBHWIA
BUPOBHMK,

BiANOBiAa/IbHWIA 32

MapKyBaHHSA Ta
BTOPWHHY
ynakosky: POLL-
JENBTA Tm6X
eHp Ko. KT,
HimeuumnHa;
anbTepHaTUBHWIA
BUPOBHMK,
BiANOBiAa/IbHWIA 32
MapKyBaHHSA Ta

BTOPUHHY
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
yNaKoBKy:
®apm/lor dapma
NoricTnk M'm6X,
HimeyunHa
111. | ENINEH PO34UH A5 iH'EKLiA, Biatpic IpnaHgais BUPOBHMK, cuwA/ BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/14932/01/01
FOHIOP 0,15 mr/go3y no 2 Xenckea BignosiganbHuii 3a | Higepnangn | Tuny - AgMiHICTpaTWBHI 3MiHU. BunyyeHHs peyenmom
MJ1 PO3YMHY Y NimiTen BMPOGHMLTBO / HimeyunHa BVMPOGHMYOT AinbHNL (BKIHOYAKYMN AiNbHAL ANS
nonepegHL0 Hepo3acoBaHol A®I, NpoMiXHOro NpoaykTy abo rotoBoro
HarnoBHEHIN pyyL; npoayKuii NiKapcbKoro 3acoby, AiNbHNL AN NPOBefEHHS
no 1 nonepegHbL0 (nigroToBka, nakyBaHHs, BUPOOHWMKa, BiAMNOBifa/IbHOTO 3a BUMYCK
HarnoBHeHiIN pyuli B acenTuyHa cepiid, MicLe NpoBefieHHSI KOHTPOSIHO cepil) abo
Ty6i; no 1 Ty6i B inbTpavis, noctayasibHvka BUXiAHOro maTepiasy, peareHTy abo
KOpOO6Lii 3 KapTOHY HarnoBHEHHA Ta [L0MOMIKXHOT PEYOBMHM (SIKLLLO 3a3HAYEHO Y OCHE).
yKynopka): Y 3B'A3KY i3 3aKPUTTAM BUPOOHUYOT AiNTbHULL
MepigiaH Megikan 3a5B/1EHO BUTYUYEHHS aflbTEPHATUBHOIO BUPOGHNKA,
TekHonoAxXuc, BifjNOBIAA/IbHOTO 3 MapKyBaHHSA Ta BTOPUHHY
NNC, CWA; ynakosky MMN® B.B. (MaHyhakTypiHr MekemkuHr
BMPOGHMUK, dapmaka).

BiANOBiAa/IbHWIA 32
TeCcTyBaHHA Ta
KOMMeKTaLito:

MepigiaH Megikan
TekHonopxuc,

NNC, CWA;
BVPOGHMUK,

BiANOBiAabHMI 3a

MapKyBaHHS Ta
BTOPUHHY
ynakosky: MIMN®
B.B.
(MaHyhakTypiHr
MekemxuHr
dapmaka),
HigepnaHgu;
KOMNaHis, Wo
Bignosigae 3a
npoBefeHHs
KOHTPO/IO AKOCTi:
€spochiHc
Biodhapma
MpopakT TecTiHr,
[laHis; BUPOGHUK,
BiANOBiAa/IbHWIA 32
BUNYCK cepil:
MEZLA dapma
'M6X eHp Ko. KI,
HimeuuunHa;
a/1bTEPHATUBHUI
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

BVPOGHMK,
BiANOBiAaIbHUI 3a
MapKyBaHHSA Ta
BTOPUHHY
ynakosky: POLL-
OENBTA Tm6X
eHpa Ko. KT,
HimeuuunHa;
a/lbTepHaTUBHWIA
BVPOGHMUK,
BiANOBiAaIbHMI 3a
MapKyBaHHSA Ta
BTOPUHHY
ynakoBKy:
dPapm/lor dapma
Norictuk M'M6X,
HimeuuunHa;

112.

3ANOKC

Kancynu no 50 mr;
no 10 kancyny
6nictepi; no 3
6nictepu y
KapTOHHI Kopo6Lyj;
no 250 kancyny
chnakoHax

dapmacaiiH
C IHK.

KaHaga

Brpo6HMLUTBO
Hepo3hacoBaHoro
NPoOAyKTY,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b SIKOCTI,
BUNYCK cepi:
dapmacaiHc IHk.,
KaHaga;
BTopuHHe
nakyBaHHs:
JInToBCLKO-
HopBe3bke 3AT
Hopchauewm, Sintea

KaHnapga/
JlntBa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3MiHn
| TMny - 3MiHK Wopao 6e3nekn/edpekTMBHOCTI Ta
hapmakoHarnsagy (iHwi 3miHn) - 3MiHN BHECEHO Y
TEKCT MapKyBaHHS NepBUHHOT (6icTep, NyHKTH 2, 4,
6) Ta (eTukeTka hakoHa, NyHKT 6), a TakoX
BTOPUWHHOI (N. 3, 8, 17) ynakoBOK NikapCbKoro
3aco0by.

TepMiH BBEAEHHS 3MiH - NPOTAroM 6 MicauiB nicns
3aTBEPLKEHHS

6e3
peyenma

UA/8205/01/01

113.

3NBOKC

pO34uH A8 iHQy3il,
2 mr/mn; no 300 mn
B cUCTeMi A4ns
BHYTPILLHLOBEHHOTO
BBe/leHHs; no 1
cucTeMi B ynakoBL,j 3
namiHoBaHoT
ponbru; no 100 mn
B cUCTeMi A4ns
BHYTPILLHLOBEHHOTO
BBe/leHHs; no 1
cucTeMi B ynakoBL,j 3
namiHoBaHoT1
donbrn

Mdpaiizep
IHK.

CLWA

X XangeH
Papma AC

Hopseris

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
| TMny - AQMiHICTpPaTUBHI 3MiHW. 3MiHa
HalilmeHyBaHHA Ta/abo agpecy MicL NPOBaKEHHS
[iSNbHOCTI BUPO6HUKa/iMnopTepa roToBoro
NiKapcbKoro 3acoby, BKIOUaUn AiNbHULi BUNYCKY
cepii abo MicLie NpoBefEeHHS KOHTPOJIHO AKOCTI.
(misnbHICTb, 3a AKy BignoBigae BMpobHUK/imnopTep,
BK/IHOUAKOUM BUMYCK Cepiid). AgMiHICTpaTnBHA 3MiHa
Ha3BM BMPOOHMKA NiKapCbKOro 3acoby Ta BHECEHHS
YTOYHEHHS A0 afpecy MicLs NPOBaKEHHS
LisiNbHOCTI. Micue3Haxo[XeHHs BUPOBHMKa,
BMPOGHMYA AinbHULA Ta YCi BUpo6GHMYi onepadii
3a/IMLLATLCA HE3MIHHUMUW. 3MiHW BHECEHO B
IHCTPYKLUi0 ANSi MeANYHOr0 3aCTOCYBaHHS
NikapcbKOoro 3acoby y po3finu «BUpobHUK» Ta

3a
peyenmom

He
nionsieae

UA/1969/02/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

«MicLe3HaxomkeHHs BUPOGHMKa Ta agpeca Micus
NpoBaMKEHHS MOro AiANbHOCTI» 3 BiANOBIAHUMMN
3MiHaMK y TEKCTI MapKyBaHHS yNakoBOK NiKapCbKoro
3acoby. TepmiH BBEZlEHHS 3MiH - NpoTArom 12
MicaLiB nicna 3aTBepaKeHHs. 3MiHu | Tuny - 3MiHK
Loao 6e3snekn/edeKkTBHOCTI Ta thapmakoHarnsgy
(iHWi 3MiHW). 3MiHWM BHECEHO B iHCTPYKLtO0 ANS
MeAMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby B
po3ain «Ynakoska» (YTOYHEHO iHhopmaLiito LWoA0
MapKyBaHHs1). 3MiHN BHECEHO Y TEKCT MapKyBaHHs
nepBuHHOT (N. 4, 6) Ta BTOpWHHOI (N. 3, 8, 14, 17)
yNakoBOK NiKapCbKOro 3acoby, a TakoX BUYyYEHO
TEKCT MapKyBaHHsI CTUKEPY IHO3EMHO MOBOIO ANS
nakysaHHa 100 mn. TepMiH BBEAEHHS 3MiH -
npoTArom 12 MicauiB nicnsa 3aTBepAKEHHS.

114.

30/IEBICTA

pO34MH ANA iHdy3ii
5 mr/100 mn, no 100
M1 B KOHTEHepi B
3aXMCHOMY MakeTi B
KapTOHHIlA KOpooLi

ToBapucTeo
3
obmexeHo
BiANoBiAab
HiCTIO
«BYCT
DPAPMA»

YkpaiHa

ANTAH
OAPMACBIOTIKA
N3, C.A.

Icnanis

BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3MiHu
| TNy - 3MiHK 3 AIKOCTi. FOTOBMIA NiKapcbkuMii 3aci6.
KOHTpPO/Ib FOTOBOrO /liKapCbKoro 3acoby. 3MiHa
napameTpiB cneuudikauii Ta/abo JONyCTUMUX MEX
roTOBOro NikapCcbKoro 3acoby (4,0MNOBHEHHS
cneumadikalii HOBUM NOKA3HMKOM 3 BifNOBIgHNM
METOA0M BUMPOOYBaHHS) Y 3B'A3KY i3 NPUBEAEHHAM
y BiANOBIAHICTb 0 3arasibHOT MOHOTpadii
€poneiicbkoi thapmakonei 2.9.20
MexaHiYHi BK/THOYEHHS! iH'EKLIAHNX i
BHYTPILLHBOBEHHMX iHDY3IiHNX PO34YMHIB, BUPOGHMK
[I0MOBHVB
CreumdikaLii Ha MOMEHT BUMNYyCKy Ta Ha TEPMIH
NpUAATHOCTI HOBMM MOKA3HNKOM «BUAUMI YacTKn» 3
BiAMNOBIAHUM METOA0M BUNPOBYBaHHA. 3MiHu | Tuny -
3MiHM 3 SKOCTi. FoToBMIA Nikapcbkuii 3aci6. KoHTporsb
roToBOro Nikapcbkoro 3acoby. 3miHa napameTpis
cneundikauii Ta/abo AONYyCTUMKX MEX FOTOBOTO
nikapcbKoro 3acoby (A0MoBHEHHS crieumdikawi
HOBWM MOKa3HUKOM 3 BifNOBIAHUM METOA0M
BMNpobyBaHHsA) Cneundikaii Ha MOMEHT BUMYCKY
Ta Ha TepMiH NPUAATHOCTI AOMOBHIOTLCA HOBUM
NOKa3HNKOM «lepMeTUYHICTb>» 3 BiAMNOBIgHUM
METOZ0M BUMPO6YBaHHS.

3a
peyenmom

UA/18800/01/01

115.

IBYMEHT

renb, no 50 r y Ty6i;
no 1 1y6i y navui

MPAT
"XIMOAPM3
ABOJ,
"YEPBOHA
3IPKA"

YKpaiHa

MPAT
"XIMOAPM3ABO
[ "HEPBOHA
3IPKA"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
| TMny - AQMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu 3asBHVKa (BnacHuKa
peecTpaviiHOro NocBig4eHHs ) - 3MiHa
HaliMeHyBaHHS 3asBHMKA Ta 3MiHU Y HanUCcaHHi
agpecu 3asBHUKa (BNacHUKa peectpauiiHoro
noceig4yeHHs). 3MiHun | Tuny - AOMIHICTpaTUBHI 3MiHW.
3MiHa HalimeHyBaHHsi Ta/abo agpecu micus
NPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/imnopTepa

6e3
peuyenma

nionsieae

UA/17281/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

rOTOBOrO JliKapCbKOro 3acoby, BK/IOYaUM AiNbHULI
BUMYCKY cepii abo MicLie NPoOBeAEHHS KOHTPO/IIO
AKOCTI. (AISNbHICTb, 3a AKY Bignosigae
BMPOGHMK/IMNOpPTEp, BK/IOYAOUM BUMYCK CEpiid) -
3MiHa HalilMeHyBaHHsA BUPOo6HUKa /13 Ta 3miHu y
HanucaHHi agpecun BupobHuka NN3. 3miHW BHeceHo
B IHCTPYKL,iIO 415 MEANYHOrO 3aCTOCYyBaHHS
niKkapcbKoro 3acoby y po3ainin "BMpo6HuK",
"Micue3HaxoMkeHHs BUPO6HMKa Ta afpeca Micus
NPOBaXEHHS MOro AisNbHOCTI" 3 BiAMOBIAHMM
3MiHaMu B TEKCTi MapKyBaHHA ynakoBoK. BBegeHHS
3MiH NPOTAroM 6-TW MicALiB NicNs 3aTBEPKEHHS.
3MiHn | TUNY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI
Ta (papmakoHarnagy (iHwi 3miHu). 3MiHW BHECEHO B
TEKCT MapKyBaHHs1 BTOPUHHOT YNakoBKU NiKapCbKoro
3acoby y nyHkTn 3, 17.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPLKEHHS

116.

IMMA3A

TabneTku, no 20
Tabnetok y 6nictepi;
no 1 6nictepy y
KapTOHHIA KopoobLi

TOB
"MaTtepia
Meguka-
YkpaiHa"

YkpaiHa

3AT CaHToHika

JntBa

BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3MiHu
| TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3amiHn o
y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHS y3aralbHEHMX AaHUX Npo cucTemy
hapmakoHarnsgy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
BiANOBIA&/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0co6M 3 thapmakoHarnsay 3asBHuka ans
3[ificHEHHs hapmakoHarnsgy B YkpaiHi, KO0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAa/IbHOI
3a 3[jiicHeHHs1 hapMakoHaraay (Bkiyarun
KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MilLeHHi macTep-
thaiina cuctemu hapmakoHarnsgy) 3miHa
YNOBHOB&XXEHOT 0CO6U 3a8BHMKA, BinoBigabHOI 3a
hapmakoHarnsg.

[itoua pepakuis: HikonaeHko BikTopis
OnekcaHgpiBHa. MpornoHoBaHa peakLis:
TumoLueHko Oner BikTopoBuy.

6e3
peyenma

UA/5543/01/01

117.

IHBYTON®

PO34UH A1 iH'EKLLN,
100 mr/mn; no 10 mn
a6o 20 mny
dhnakoHax

TOB "lOpis-
Papm"”

YKpaiHa

TOB "lOpis-Papm”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
| TMny - 3MiHK Woao 6e3nekn/eddekTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuLi
NikapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKLT ANA MeAMYHOro 3aCTOCyBaHHS Ha niacTasi
perynsipHoO OHOBJ/IHOBAHOTO 3BTy 3 6e3nekn
nikapcbKoro 3acoby, abo focnimxeHb 3 6e3nekn
3aCTOCYyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpaviliHnii nepiog, abo sk pesynbtat
OL|iHKM 3BITY 3 AOC/iAXeHb, NpoBeAeHnX BiAMNoBiAHO
[0 nnaHy negiatpuyHux gocnimxkersb (PIP) (3MiHy
Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBaXEHUM

3a
peyenmom

He
nionsieae

UA/4798/02/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
opraHom) -3MiHV BHECEHO B iHCTPYKLit0 415
MeJZIMYHOro 3aCTOCyBaHHA A0 po3ziniB "OcobmBocTi
3actocyBaHHs", "Mob6iyHi peakuii" Ta KOPOTKY
XapaKTepucTUKy Jlikapcbkoro 3acoby Ao po3ginis
"Oco6¥Bi 3acTepexeHHs Ta 3anobikHi 3axoau npu
3actocyBaHHi", "Mo6iyHi peakuii” BifNoBIAHO A0
OHOBJ/IEHOT iHdhOpMaLiT W00 6e3nekn 3aCTOCYBaHHS
Aito4oi pevoBUHY 3rigHo 3 pekomeHaauieto PRAC.
TepMmiH BBEAEHHSA 3MiH MPOTAroM 6 MicAuiB nicns
3aTBEPMKEHHS.
118. | IHBOJIIKC pO34uH Ans ToBapucTBO Ykpaina ToBapucTso 3 Ykpaina BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/20691/01/01
iH’ekujin/iHdpy3iit, 25 3 06MEXEHO0 | TMNy - AgMiHICTpPaTUBHI 3MiHW. 3MiHa Ha3BU peyernmom nionsieae
Mr/MJT; M0 2 MY 06MEXEHOI0 BiANOBiAA/IbHICTIO nikapcbkoro 3acoby. 3MiHU BHECEHO LLIOA0 Ha3BU
donakoHi; no 5 Bignosigab hipma nikapcbKoro 3acoby. 3aTBepKeHo:
h1aKoHIB y HicTIo chipma "Hosochapm- JEKCKETOMPO®EH-HOBO®APM
KOHTYPHIi "HoBodhapm- BiocuHTes" (DEXKETOPROFEN-NOVOFARM).
YapyHKOBIl BiocuHTes" 3anponoHoBaHo:
ynakosLi; no 1 a6o 2 IHBOJIKC (INVOLYX). BBeAEHHSI 3MiH NPOTAroM 6-
KOHTYPHI YapyHKOBI TN MiCALiB NicNs 3aTBEPMAKEHHS.
yNakoBKM y nauui
119. | IHAANEH TabneTkun, BKpUTI PapmaLesT Monbwa dapmaueBTUYHMi Monbwa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/0877/01/01
060/10HKOI0, M0 2,5 WNYHWIA 3aBof | Tuny - 3miHK Woao 6e3nekn/edpeKTMBHOCTI Ta peyenmom
Mmr; no 10 TabneTok 3aBof "TMONb®APMA" hapmakoHarnagy (iHwi 3mMiHn). 3MiHWU BHECEHI Y
y 6nicTepi; no 2 abo “Monbapm C.A. TEeKCT MapKyBaHHs nepBuHHOT (N. 6. IHLLE) Ta
3 abo 6 6nicTepiB y a’ C.A. BTOPWHHOI (M. 17. IHLWE) ynakoBOK NikapcbKoro
KapTOHHI KopooLi 3acoby.
120. | IHAAMEH SR | TabneTku, BKpUTI dapmaueBT Monbwa dapmaueBTUYHWIA Monbwa BHECEHHS 3MiH 4,0 peecTpaLiiHnx maTtepiasis: 3MiHu 3a UA/0877/02/01
060/10HKOIO 3 WYHWI 3aBOA, 3aBof | Tvny - 3miHK Wwopo 6e3nekn/etheKTUBHOCTI Ta peyernmom
MogupikoBaHUM "TIONNb®AP "TIONIb®APMA" hapmakoHarnagy (iHwi 3MiHu). 3MiHN BHECEHI Y
BMBINIbHEHHSM MO MA" C.A. C.A. TEKCT MapKyBaHHS NepBuHHOI (M. 6. IHLWE) Ta
1,5 wr; no 14 a6o no BTOPWHHOI (M. 17. IHLWE) ynakoBOK Nikapcbkoro
15 TabneTok y 3acoby.
6nicTepi; no 2 abo
no 4 6nictepu B
KapTOHHI KOpo6Li
121. | IHKECTA® PO34MH A1 iH'EKLI AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3MiHu 3a He UA/8926/01/01
1 % B eTunonearti; "papmak” | TNy - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkunii 3aci6. peyenmom | niosnsizae

no 1 mn B amnyni;
no 5 a6o no 10
amnyn y nadyj; no 1
M B amnysi; no 5
amnyn y 6nictepi; no
1 a6o no 2 6nictepu
B nauuj

CrabinbHicTb. 3MiHa y TepMiHax npugaTtHocTi abo
ymoBax 36epiraHHsi rOTOBOrO JliKapcbkoro 3acoby
(36iNbLUEHHS TEPMiHY NPUAATHOCTI FOTOBOrO
NiKapcbKoro 3acoby) - [11s Toprosoi ynakoBKu
(nigTBEPOKYETLCA AaHUMN peasibHOro Yacy) -
36iNbLUEHHA TepMiHy NpugaTHocTi N3 gns
[03yBaHHSA 2,5 % Ha OCHOBI NO3UTUBHMX
pesynbTaTiB [JOBrOCTPOKOBUX AOCAIMKEHD
CTabiNIbHOCTI Y peasibHOMY Yaci: 3aTBep/KEHO:
TepMmiH NpuAATHOCTI 2 POKK.
3anponoHoBaHo: TepMiH NpUAATHOCTI 3 Pokn. 3MiHK




Hassa
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n/n

JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6HuK

Kpaina

BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o

122.

IHKECTA®

PO34NH ANS iH'EKLIA

AT

Ykpaina

AT "®apmak”

BHECEHO B iHCTPYKL,t0 419 MEAMYHOIO 3aCTOCYBaHHSA
niKapcbkoro 3acoby y po3ain "TepmiH npugaTHoCTI".
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBepMKEHHA. SMiHK | Tuny - 3MiHK WoAo
6e3nekun/edhekTUBHOCTI Ta thapMakoHarnagy (iHuwi
3MiHM). OHOB/EHHS TEKCTY MapKyBaHHS YNakoBKu
NiKapCbKoro 3acoby y 3B'A3KYy 3 BUYYEHHAM
iHchopMmaLii pocilicbkoto MOBOH.BBeEHHS 3MiH
NpoOTArom 6-Tn MiCALIB NiCNA 3aTBEPMKEHHSA. 3MiHW |
TMny - 3MiHK WoAo 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn). OHOBNEHHS TEKCTY
MapKyBaHHS yMakoBKM fikapcbKoro 3acoby, a came
YTOYHeHO iHdbopmauio y n. 1 (gogaHo Ha3By fAitouol
peyoBuHM), N.17 (YTOYHEHO SI0roTUN 3aABHUKA) Ha
BTOPWHHIiA yNakoBL,i; HA NepBWHHIl ynakosLji y n.1.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBEPAKEHHS

nocsBi0OYeHHs

123.

IHKECTA®

2,5 % B eTunoneari;
no 1 mn B amnyi;
no 5 a6o no 10
amnyn y nayyj; no 1
M/1 B amnyni; no 5
amnyn y 6nictepi; no
1 a6o no 2 6nictepu
B nauLii

PO34MH NS iH'EKLLIN

"®apmak”

AT

Ykpaina

AT "®apmak”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
| TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkunii 3acib.
CTabinbHicTb. 3MiHa y TepMiHax npuaaTHocTi abo
ymoBax 36epiraHHs roTOBOrO JliKapCbKoro 3acoby

(36iNbLUEHHS TEepMiHY NPUAATHOCTI FOTOBOrO
nNiKapcbKoro 3acoby) - [1ns Topro.oi ynakoBku
(nigTBEPAXKYETLCA AaHUMW PeasibHOro Yacy) -

36iNbLUEHHA TepMiHy npugatHocTi N3 gns
[03yBaHHSA 2,5 % Ha OCHOBI NO3UTUBHUX
pe3ynbTaTiB AOBrOCTPOKOBUX AOCIMKEHD
CTabiNIbHOCTI Y peasibHOMY Yaci: 3aTBeppKeHO:
TepMmiH NPUAATHOCTI 2 POKMK.
3anponoHoBaHo: TepMiH NpuaaTHOCTI 3 pPoKK. 3MiHK
BHECEHO B iHCTPYKL,it0 419 MEAMYHOIO 3aCTOCYyBaHHSA
nikapcbkoro 3acoby y po3ain "TepmiH npugaTHoCTI".
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBepMKEHHA. 3MiHK | Tuny - 3MiHW WoAo
6e3nekun/edhekTVBHOCTI Ta hapMakoHarniagy (iHwi
3MiHM). OHOB/EHHS TEKCTY MapKyBaHHS YNakoBKu
NiKapCbKoro 3acoby y 3B'A3KY 3 BUYYEHHAM
iHchopMmaLii pociicbkolo MOBOH.BBeEHHS 3MiH
NpoTArom 6-T1 MiCcALIB NiCNA 3aTBEPMKEHHS. 3MiHW |
TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHK). OHOBNEHHSI TEKCTY
MapKyBaHHS yMakoBKM flikapcbKoro 3acoby, a came
YTOYHEHO iHdbopmauio y n. 1 (gogaHo HasBy fAitoyol
peyoBuHM), N.17 (YTOYHEHO SI0roTUN 3a8BHMKA) Ha
BTOPWHHII yNakoBLji; Ha NepBUHHIl ynakosLi y n.1.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBEPAKEHHS

3a
peyerimom

He
niosnsieae

UA/8926/01/02

YkpaiHa

BHECEHHS 3MiH 10 peecTpauiiiHux maTepianis: 3MiHu

3a

UA/8922/01/01



92

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
OKCI 12,5% B eTunoneari "®apmak” | TNy - 3MiHW Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
no 1 mn B amnyni; thapmakoHarnagy (iHwi 3miHK).
no 5 a6o 10 amnyny 3MiHV BHECEHO B TEKCT MapKyBaHHS NEPBUHHOT Ta
nauyui; no 1 mn B BTOPWHHOT YNakoBOK /liKapCbKoro 3acoby, a came
amnyni; no 5 amnyn BW/yYEHO iHChopMaLLito, 3a3HaYEHY POCIACHKO
y 6nicTepi; no 1 abo MOBOI0. TepMiH BBEAEHHSA 3MiH - MPOTAroM 6 Micauis
2 6nictepu y navyj 3 nicns 3aTBepmkeHHs. 3MiHu | Tuny - 3MiHn Wwoao
KapToHy 6e3nekun/edhekTUBHOCTI Ta thapMakoHarnagy (iHuwi
3MiHM). 3MiHV/ BHECEHO B TEKCT MapKyBaHHS
NepBUHHOT (MYHKT 6) Ta BTOPUHHOI (nyHKkTK 1, 3, 11,
17) ynakoBOK fiKapCbKoro 3aco6y. TepmiH BBEEHHS
3MiH - NPOTAroM 6 MICALIB NiC/1SA 3aTBEPIKEHHS.
124. | IHOGAHPUKC cycneHsis ans nakcoCmitT Benuka "nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/15120/01/01
KOMBIHOBA iH'ekuiit no 1 posi KnsiiH BpuTaHis Bionopxikans C.A. Il Tuny - 3miHK 3 AkocTi. A®l. BUpobHMUTBO. 3MiHV B peuenmom
HA 0,5mn)y Ekcnopt npoueci BupobHuytea APl (3MiHa CTOCYETbLCA
BAKUMHA nonepegHbLO Niviteq aKTUBHOT PEYOBWHM 6i0NOriYHOro/iMyHO/IOMNYHOTO
ana 3anoBHeHOMY NOXOKEHHSA ab0 BUKOPUCTaHHSA XiMidHUX APl y
MPO®ITAKT wnpuyi Ne 1y BMPOGHULITBI NiKapCbKOro 3acoby
NKN KOMNJIEKTi 3 OAHIED 6i010ri4YHOro/iMyHO/ONYHOTO MOXOKEHHS, SIKa MOXe
LNOTEPII, abo ABOMa rosikamu: MaTun 3Ha4YHWUlA BNMB Ha SIKICTb, 6e3Mneky Ta
NMPABLA, no 1 nonepeaHbo eheKTMBHICTb NikapCbKOro 3acoby, i He CTOCyeTbCSA
KALUMOKY HarnoBHEHOMY npoTokosy). BBeaeHHs npoTokony kBanidiikayii gns
AUENONAP LINPULY Y KOMNAEKTI nNpuroTyBaHHs po60o4oro nocisHoro matepiasty (WS)
HA 3 ogHieto abo asoma C.diphtheriae i fogaBaHHs TPbOX HOBUX Cepiii
OYNLWEHA ronkamu y po6oyoro nocisHoro matepianny (ADTOHWMO004,
IHAKTUBOBA | nnactukosomy ADTOHWMO005, ADTOHWMO006), BUpo6/1eHNX Ha
HA PIAKA KOHTelHepi; no 1 ginbHuui GSK Biologicals Kft., Godollo, YropwuHa i3
nnacTyKoBoMy 3aTBEPKEHOro nonepeaHbLOro NOCiBHOrO Matepiany

KOHTEliHepy B
KapTOHHI Kopobui

(pre-WS T9). BHeceHHs1 pefakLiiiHUX NpaBokK 3
METOI0 NPUBELEHHS 3apeecTpoBaHoi iHhopmalii y
BiAMNOBIAHICTb 40 BHYTPIWWHBLOT JOKYMeEHTaL,i
KOMMaHii, a came 3MiHIETbCSI KpUTEPIii
NPUAHATHOCTI 415 TECTY Ha igeHTudikadito, LWwo
BUKOPVCTOBYETLCA NPU KOHTPOJTi AKOCTi BUMYCKY
pobouoro nocisHoro matepiany C.diphtheriae 3
"C.diphtheriae, 6iotun mitis/belfanti" Ha
"C.diphtheriae". - 3minu Il TUny - 3miHu 3 aKocTi. API.
Bupo6HMLTBO. 3MiHa BUPO6HMKA
BMWXifHOro/MPOMKHOro NpoAyKTy/pearenTy, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHUYOMY npoLeci AdI,
abo 3MiHa BMPOOHUKa (BK/THOYatoun, Ae HeobXigHo,
MicLe NpoBefeHHs KOHTPOsIo skocTi) APl (3a
BiACYTHOCTI cepTudikaTta BifnoBigHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepakeHoMy
[ocbe)(3miHa B A®| 6i010riYHOT0 NOXOLKEHHSA abo
BMXigHOMY MaTepiasti/peareHTi/npomikHOMY
NPOAYKTI, L0 BUKOPUCTOBYIOTLCA AN18 BUPOOHMLTBA
6i010ri4YHOro/iMyHO/OrYHOT O NiKapCbKOro 3acoby ).
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
[JopasaHHA dyHKUil BUPOOGHULITBA Ta KOHTPOSIO
AKOCTi pob0Y0ro NOCiBHOro Matepiany
Corynebacterium diphtheriae ansa ginbHuui GSK
Biologicals Kft., Godollo, YropLunHa 3 BignoBigH1Mu
3MiHamu B nNpoLieci BUPO6GHULTBa, a came:
Temnepartypa po3MOpOXyBaHHS, TeMneparypa
iHKy6aUii, LWBMAKICTb | TPUB&AJTICTb NepeMmilLyBaHHS
TOLLO. YHidikauis iHdhopmauii B po3aini 3.2.5.2.1
Ana 3aTBepmxeHoro BupobHuka GSK Vaccines
GmbH Marburg, HimewunHa Ta GSK Biologicals Kift.,
Godollo, YropuivHa, BHECEHHS peflakLiiiHMX NpaBoK.
125. | IXTION Masb 20 % no 25ry AT Ykpaina AT "Nly6Hnchapm"” Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 6e3 UA/5472/01/01
6aHKax CKISHUX; No "Nly6Hnhap | Tuny - 3miHK Woao 6e3nekn/edpeKTMBHOCTI Ta peyenma
25 1y TY6i M" thapmakoHarnagy (iHwi 3MiHK).
IOMIHiEBIN, No 1 OHOB/IEHO TEKCT MapKyBaHHSA NEePBUHHOI Ta
Ty6i B nayuj 3 BTOPUHHOI YMakoBKM MikapcbKoro 3acoby, a came
KapToHy BU/yYEHO iHChopMaLLito, 3a3HaYEHY POCIACHKO
MOBOIO, BHECEHO 3MiHW y AesiKi MyHKTW NepBUHHOI (M.
4, 6) Ta BTOPUHHOI (n. 2, 3, 15, 17) ynakoBku, a
TaKoX 3p06/1IEHO HE3HAYHI peflakLiiiHi npaBKu.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS
126. | KANNIEHAYNN Ma3b o 40ry AT Ykpaina AT "y6Hncpapm” Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu 6e3 UA/6780/01/01
MA3b 6aHkax; no 30ry "Ny6Hndcpap | TMny - 3MiHKn Woao0 6e3nekn/edeKTUBHOCTI Ta peyenma
Ty6ax; no 30ry M" hapmakoHarnsgy (iHwi 3miHn)
Ty6i; no 1 Ty6i B OHOBMEHO TEKCT MapKyBaHHSA NePBUHHOI Ta
nadui 3 KapToHy BTOPVHHOI YNaKoBKM /likapCbKOro 3acoby, a came
BW/y4EHO iHChopMaLLito, 3a3HaYEeHY POCIACHKO
MOBOI0, BHECEHO 3MiHW Y AesiKi NYHKTVU NePBUHHOI (M.
2, 17) Ta BTOPWHHOI (N. 2, 17) ynakoBku, a Takox
3p0o6neHO He3HaYHI peakLiliiHi npaBku. BeeaeHHs
3MiH NPOTAroM 6-TW MiICSiB NiCAs 3aTBEPAKEHHS.
127. | KAMINIA® PO34unH Ans BYAPOH dpaHuis BYAPOH dpaHuis BHECEHHS 3MiH 4,0 peecTpaLiiHnx martepiasis: 3MiHK 6e3 He UA/19103/01/01
nepopasnbHOro | TMny - AgMiHiCTpaT1BHI 3MiHW. 3MiHa Ha3BU peyenma niosnsieae
3acTocyBaHHs; o 1 nikapcbkoro 3acoby -
M1y OAHO4030BOMY 3MiHa Has3BwM nikapcbkoro 3acoby. 3ATBEP)KEHO:
KOHTeliHepi; no 5 OAHTIHOPM BEBI®(DANTINORM BABY®)
0/JHOA030BUX 3AMPOMOHOBAHO: KAMINIA®
KOHTelHepiB y 1 (CAMILIA®). 3MiHun | TMRY - 3MiHK WoA0
cTpuni; 1 cTpun B 6e3nekn/edheKTUBHOCTI Ta thapmakoHarnsgy (iHwi
altoMiHieBOMY 3MiHM) 3MiHV BHECEHO B TEKCT MapKyBaHHS
nakeTi; 2 abo 6 NepBVHHOT (UTIOMIHIEBUIA NakeTUK N. 4) Ta BTOPUHHOT
IOMIHIEBMX NakKeTiB (n. 8, 17) ynakoBOK NikapcbKoro 3acoby.
Y KapTOHHii kopobui
128. | KAPAIO- TabneTku, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3miHn | Ne 30 — 6e3 He UA/18901/01/01
AAP® nNiBKOBOO "®apmaueBT "papmaueBTUYHA | TNy - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkunii 3aci6. peyenma; niosnsieae
060/10HKO0, N0 75 n4yHa hipma ipma "AapHuug" CrabinbHicTb. 3MiHa y TepMiHax npugaTtHocTi abo Ne 100 — 3a
mr; no 30 a6o no "[apHnus" yMOBax 36epiraHHsi roTOBOro flikapCbKoro 3acoby peyenmom
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
100 TabneTok y (36iNbLUEHHS TEpPMiHY NPUAATHOCTI FOTOBOrO
KOHTeliHepi; no 1 nikapcbKoro 3aco6y) - 15 ToproBoi ynakoBKu
KOHTelHepy B nau; (nigTBEPMAXYETLCA fJaHUMU PEasIbHOro Yacy)-
no 10 TabneTok B 36ibLUEHHS TEPMiHY NPUAATHOCTI FOTOBOrO
KOHTYpHiIl NikapcbKoro 3acoby. 3aTBEPAXEHO: 2 POKN — AN
YapyHKoBIli KoHTelHepa Ne30, Ne100 1 pik — A/15 KOHTYpPHOI
ynakosLi; no 3 YapyHkoBOi ynakosku Ne30. 3anpornoHoBaHo:
KOHTYPHI YapyHKOBI 3 poku — ans koHTeHepa Ne30, Ne100 1 pik — gns
yMakoBKW B nauLi KOHTYPHOI YapyHKOBOI yrnakoBku Ne30. 3miHu
BHECEHO B iHCTPYKL,t0 419 MEAMYHOIO 3aCTOCYBaHHSA
niKapcbkoro 3acoby y po3ain "TepmiH npugaTHoCTI".
BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEpPKEHHSA
129. | KAPAIO- TabneTku, BKPUTI MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [10 peecTpaujiiiHux maTepianis: 3miHn | Ne 30 — 6e3 He UA/18901/01/02
AAP® NiBKOBOO "®apmauesT "papmaueBTnyHa | TNy - 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbknin 3aci6. peyenma; nionsi2ae
o060n0Hkot0, No 150 n4yHa chipma hipma "AapHuus” CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo Ne 100 — 3a
mr; no 30 a6o no "OapHnus" ymoBax 36epiraHHs roToBOro JlikapCbKoro 3acoby peuenmom
100 TabneTok y (36iNbLUEHHS TEPMiIHY NPUAATHOCTI TOTOBOrO
KOHTeliHepi; mo 1 nikapcbKoro 3acoby) - 15 TOproBoi ynakoBku
KOHTeliHepy B nauuyj; (niaTBEPAXKYETHCA AAHUMU PEAsILHOIO Yacy)-
no 10 TabneTtok B 36i/IbLUEHHST TEPMiHY NPMAATHOCTI FOTOBOrO
KOHTYPHIi nikapcbKoro 3acoby. 3aTBepAKeHo: 2 poku — Ans
YapyHKOBIl KoHTeliHepa Ne30, Ne100 1 pik — A/15 KOHTYpHOT
ynakosLi; no 3 yapyHKoBOi ynakoBku Ne30. 3anponoHoBaHo:
KOHTYPHI YapyHKOBI 3 poku — ans koHTeiHepa Ne30, Ne100 1 pik — gns
ynakoBKU B navi KOHTYPHOI YapyHKOBOI ynakoBku Ne30. 3MiHu
BHECEHO B IHCTPYKLiIO A/19 MEAMYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain “TepmiH npugaTHocTi".
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPLKEHHS
130. | KAPOOCAN® | TabneTtku, BKpUTI MeHapiHi NMokcembypr Bupo6HMyTBO "in HimeuunHa/ | BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3MiHu 3a UA/7139/01/01
nnoc nNiBKOBOIO IHTepHeLLOoH bulk™: Yecbka | TNy - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkunii 3aci6. peuenmom
20/12,5 060/10HKOH0, M0 20 an OAIYI CAHKIO Pecny6nika 3MiHV Yy BUpO6HMUTBI. 3MiHM BUNpobyBaHb abo
mr/12,5 wr; no 14 OnepeiwoH HOPOYT M'm6X, LONyCTUMUX MeX, BCTAHOBJIEHNX Y crieundikaisx,
TabneTtok y 6nictepi; c HimeyunHa nig, yac BUPOGHULTBA rOTOBOTO J1iKapCLKOro 3acoby
no 1 a6o no 2 TNiokcembypr MepBrHHE Ta (iHLWi 3MiHW)
6nictepy B C.A. BTOPVHHE 3MiHa eTany, Ha KoMy BUKOHYeTbCA IPC BTpaTy npu
KapTOHHIlA KopooLi nakyBaHHs, CYLUIHHI 415 3aTBEPKEHOro po3Mipy napTii 294 kr, a

KOHTPO/b Ta
BMNYCK Cepiii:
BEP/IH-XEMI AT,
HimeuunHa

BUPOGHMLTBO "in
bulk", nepBnHHe
Ta BTOPUHHE
nakyBaHHS,
KOHTPO/ib Ta

came Bifbip 3paskiB o1 KOHTPO/IO B NPOLEC
BUPOGHMLITBA Hapasi BUKOHYETLCA Micns
NpOoCiloBaHHA BUCYLLEHUX rpaHys, a Tenep
MPONOHYETLCA Nepes, NpocitoBaHHAM. OHOB/IEHHS
po3ginis 3.2.P.3.3, 3.2.P.3.4, pepakuiiiHi 3mMiHW.
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA Nikapcbkuii
3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHW Y npoLeci
BMPOGHMLITBA FOTOBOrO /1iKapPCbKOro 3acoby,
BK/TOHAKOUM MPOMIXXHWIA NPOAYKT, L0
3aCTOCOBYETLCSA NPV BUPOOHULITBI rOTOBOrO
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
BVNYCK Cepiii: nikapcbKoro 3acoby (He3HayHa 3MiHa y npoLeci
MeHapiHi-®oH BMPOGHMLTBA) He3HauyHa 3MiHa y npoueci
XelineH TM6X, BMPOGHULTBA, @ came 3MiHa LWBWUAKOCTI ANA
HimeuunHa TabneTyBasIbHOI MalIVHK 4151 pO3Mipy cepii 294 kr;
KoHTponb cepii: OHoBreHHA po3giny 3.2.P.3.3.
Ananitivec 3Minn | TUnYy - 3MiHn 3 axkocTi. CepTudpikar
3eHTpym Biochapm BignosigHocTi/l E-cepTudikar BignosigHoCTI
'M6X BepniH, €Bponelicbkiin hapmakonei/moHorpadii. NMogaHHSA
HimeuunHa; HOBOro abo OHOB/IEHOro cepTucpikata BiANOBIAHOCTI
AJIC Yecbka abo Buny4yeHHs cepTudikarta BignoBigHOCTI
Pecny6nika, €Bponeiicbkit hapmakonei: ana A®l; ans BuxigHoro
C.p.o., Yecbka mMaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, WO
Pecny6nika BMKOPVCTOBYIOTbCS Y BUPObHUUTBI ADl; ans
[LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHOBNEHWIA

cepTudikaT Bif yxe 3aTBepAXEHOro BUPOOHUKA -
OHoBneHHs Bepcii CEP R1-CEP 2004 — 149 - Rev
05 Ha R1-CEP 2004-149 - Rev 06 gns gitoyoi
peyoBuHM lNgpoxiopoTiasigy Big BupobHnka TEVA
Pharmaceutical Industries Ltd. 3 OHOB/IeHHAIM
agpecu BupobHuka «124 Dvora HaNevi'a Street, Tel
Aviv-Jaffa 6944020, Israel»

OHoBneHo po3gin 3.2.5.2.1, 3.2.R. 3minun | Tuny -
3MiHn 3 sKocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BigNoBigHOCTI EBpoNeinchkiii
hapmakonei/MoHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOrO cepTudikara BifnosigHOCTIi a6o
BU/yYEHHS cepTudpikaTa BiANOBIAHOCTI
€Bponeiicbkii hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPoAyKTY, Lo

BUKOPWCTOBYIOTBLCS Y BUPOOHNLTBI ADI; ans
[LOMOMDKHOT peyoBMHU (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHOBNEHWIA
cepTudikaT Bif y)xe 3aTBepXEeHOro BUPOOHUKA -
OHoBreHHs Bepcii CEP R1-CEP 2013 — 268 -Rev
01 Ha R1-CEP 2013-268-Rev 02 gns gitoyol
peuoBnHM OnimecapTaHy MefOoKCOMINy Bif, BXe

3aTBepxeHoro Bupo6bHuka Zhejiang Tianyu
Pharmaceutical Co, Ltd., China. 3miHu | Tuny - 3miHu
3 akocTi. CepTtudpikat BignosigHocTi/l'E-cepTudiikat
BiANOBIAHOCTI EBponeiichbkili
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOrO cepTudikaTa BignoBigHOCTIi abo
BU/TyYEHHs cepTudikaTa BignosigHOCTI
€Bponeiicbkiii hapmakonei: ans A®I; ana BuxigHoOro

marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BMKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans

[0NOMKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
€Bponelicbkin hapmakonei) - OHOBIEHWIA
cepTudikaT Bif yxe 3aTBEpAXEeHOro BUPOOHUKA -

OHoBneHHs Bepcii CEP R1-CEP 2013 — 105 -Rev
01 Ha R1-CEP 2013- 105 - Rev 02 gns gitoyoi
peuoBnHM OnmecapTaHy MefoKCOMINy Bif,
3aTBepaxeHoro BMpo6Huka Chinoin Pharmaceutical
and Chemical Works Private Co, Ltd. Ta 3miHa Ha3Bu
BMpOGHMKa Ha «EuroAPI Hungary Ltd.», Hungary
OHoB/eHo po3ain 3.2.R. 3MiHu | Tuny - 3MiHn 3
akocTi. CepTtudpikat BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiichbkili
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOrO cepTudikaTa BignoBigHOCTI abo
BU/TyYEHHs cepTudikaTa BignosigHOCTI
€Bponeiicbkiii hapmakonei: ans A®I; ana BuxigHoOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BVKOPUCTOBYHOTbCA Y BUPOOHULTBI APIl; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBIEHWIA
cepTudikaT Bif yxe 3aTBEpAXEeHOro BUPOOHUKA -
OHosneHHs Bepcii CEP R1-CEP 2012 — 398 -Rev
01 Ha R1-CEP 2012-398-Rev 02 ans gjto4oi
peuoBnHN OnmecapTaHy MefoKCOMINy Bif
3arBepxeHoro BupobHuka Daiichi Sankyo Co, Ltd
Ta 3MiHa Ha3BW BUPOGHMKA NPOMDKHOTO NPOAYKTY Ha
«EUROAPI Hungary Ltd.» OHoBneHo po3gin 3.2.S.,
3.2.R. 3miHu | TUNY - 3MiHK 3 AKocTi. FoTOBWMIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYHTLCS BUMYCKY cepii Ta
KOHTPO/I0 SIKOCTi FOTOBOrO MiKapCbKoro 3acoby
(3amiHa abo fodaBaHHS AiNbHWLI, Ha AKil
3[iICHIETLCS KOHTPO/IL/BUNPOGYBaHHS cepil)
[NlopasaHHa BUpOOHUYOI ginbHULi AJIC Yecbka
Pecny6nika,c.p.o., Yecbka Pecnybnika gns
NpoBefeHHS KOHTPOSIO Cepii rOTOBOro NiKapcbKoro
3aco6y. BBefeHHA 3MiH NPOTAroM 6-Tu micsAuiB nicns
3aTBEPMKEHHS.
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA Nikapcbkuii
3aci6. 3MiHM y BUPOOHULTBI. 3MiHa iMnopTepa/3MiHu,
LLIO CTOCYHOTbCA BUMYCKY Cepii Ta KOHTPOIO AKOCTI
roToBOro nikapcbkoro 3acoby (3amiHa abo
[0AaBaHHA [iNbHULI, Ha AKIA 34iiCHI0ETLCSA
KOHTPO/b/BMNPOGYBaHHS cepii)
[opnaBaHHsA BUPOGHMYOT AiNbHULI ANA NPOBEAEHHS
KoHTpOAo cepii roTOBOro Nikapcbkoro 3acoby:
Ananitivec 3eHTpym Biodhapm M'm6X, BepniH,
HimeuuunHa. BBeeHHs1 3MiH NPOTAroM 6-Tu micsauis

nicns 3arBepkKeHHs. 3MiHu | Tuny - 3MiHK 3 SKOCTiI.
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

A®I. KoHTponb A®I. 3miHa y meToaax
BMNpo6yBaHHA A®I| abo BuxigHOro
marepiany/npoMiKHOro NPoayKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y NpoLeci BUpobHuuTBa AdI
(iHwWi 3MiHM y MeToaax BUNPo6BYyBaHHA (BK/IOUaUM
3amMiHy abo fonoBHeHHs) APl abo
BVXifHOro/MpoMikHOro npoaykTy) JofaBaHHs
afbTepHaTVBHOIrO MeToAy BUNpPo6yBaHHSA «Po3nogin
3a pO3MipOM 4acTOK» ANA Ailo4oi peyoBUHU
ofiMecapTaH, L0 BUKOPUCTOBYETHCA BUPOOHNKOM
MeHapiHi-®oH XeligeH MTM6X, HimeuuunHa.
PepakuiiiHi 3miHn fo p. 3.2.5.4.2 noaaBaHHA
iHdhopmauii «JocnigpKyoTe anbTePHATVBHUM
meTozom A abo B» meTop (metop A laser diffraction
with dry dispersion) HoBuii meTog (MeTog, B laser
diffraction with wet dispersion)

131.

KBALPOLEE®
®

NOPOLLIOK A”A
PO34MHy NS iH ek
no 1,0 r; 1 chnakoH 3
NOPOLLKOM Y naui

MAT
"Kuismegnp
enapar”

YKpaiHa

MAT
"Kuismegnpenapa
™

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu
| TNy - 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbknin 3aci6.
3MiHU y BUPOGHMUTBI. 3MiHa po3mipy cepil
(BK/KOYAOUM Ajana3oH po3Mipy cepil) roToBOro
niKapcbKoro 3acoby (36isbeHHs go 10 pasis
MOPIBHSAHO i3 3aTBEPAXEHUM PO3MIPOM) - BBEAEHHS
[,04aTKOBOro TeopeTUyYHOro po3mipy cepii '3

3a
peyenmom

UA/11759/01/01

132.

KBAZPOLIE®
®

MOPOLLIOK A5
pO34MHYy A5 iH KL
no 1,0 r 1 donakoH 3
MOPOLLKOM Yy mayLi

MAT
"Kuismegnp
enapar”

Ykpaina

MAT
"Knismegnpenapa
™

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
| Tuny - 3miHK Woao 6e3nekn/edpeKTMBHOCTI Ta
hapmakoHarnsagy (iHwi 3MiHn) - BunyyeHHs TekcTy
MapkyBaHHs 3 MKA. MKA /13 po3gin "MapkyBaHHS":
3rifHo 3aTBepKeHoro TekcTy MapKyBaHHs.
OHOB/IEHO TEKCT MapKyBaHHS YNaKkoBKM Y 3B'A3KY 3
BW/TYYEHHAM 0ro i3 cknagy MKA Ta BHECEHO 3MiHY
y n. 8. JATA 3AKIHYEHHA TEPMIHY
MPNAATHOCTI TekcTy MapKyBaHHS BTOPUHHOT
ynakoBKM fikapcbKoro 3acoby. BBeAeHHs 3MiH
NPOTArom 6-Tu MicsAUIB NicNsA 3aTBEPAYKEHHS.

3a
peyerimom

UA/11759/01/01

133.

KBETUPOH®
XR ACIHO

TabneTku
NPOIOHTOBaHOI Aji
no 50 mr, no 10
Tabnetok y 6nictepi;
no 3 abo no 6
6nicTepiB y
KapTOHHI navui

TOB
"ACIHO
YKPAIHA"

Ykpaina

BMPOGHULITBO,
nakyBaHHs,
KOHTPO/b AKOCTI
Ta BUNycK cepii:
OAPMATEH
IHTEPHELUHN
C.A.

Ipevis

BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu
| TMny - 3miHK 3 AkocTi. CepTudpikat
BignosigHOCTI/lE-cepTudpikar BignosigHOCTI
€sponelicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro abo OHOB/IEHOro cepTucpikata BiANOBIAHOCTI
ab0o BUNyYeHHs cepTudikaTa BignoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®I; ana BuxigHoro
MaTtepiany/peareHTy/MpoMiKHOIo NPOAYKTY, WO
BMKOPWCTOBYIOTbCS Y BUPO6HUUTBI ADI; ans
[0MNOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkili hapmakoner) - OHOB/IeHWI
cepTudikaT Bif yxe 3aTBepAXEeHOro BUPO6HUKA.
MopaaHHA oHOBNEHOrO cepTudpikaTta BiANOBIAHOCTI
€ponelicbkili dhapmakonei CEP 2017-175-Rev 01

3a
peyenmom

UA/18040/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

(3atBepmxeHo: CEP R1-CEP 2017-175-Rev 00) ans
A®I KBeTianiHy doymapart Bif 3aTBepAKEHOr0
BMpo6Huka ZCL Chemicals Limited, India (cTano:
Cohance Lifesciences Limited, India).

- 3MiHn | TMNY - 3MiHK 3 aKocTi. CepTudikaT
BignosigHocTi/lE-cepTudikar BignosigHoOCTI
€Bponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTudpikata BiANoOBIAHOCTI
abo BuNy4YeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkin hapmakonei: ana A®l; ans BuxigHoro
mMaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCA Y BUPOOHULTBI ADl; ans
[LOMNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - BunyyeHHs
cepTudikaTis (3a HasABHOCTI My/IbTUMNETHOTO
cepTudpikata Ha matepias). BukntoueHHss CEP R1-
CEP 2014-287-Rev 00 Ha A®| KBeTianiHy dpymapar,
Bif 3aTBEpKeHoro BupobHunka Moehs Cantabra
S.L., IcnaHisi. 3anvwaeTbCcs anbTepHaTUBHWI
3aTBepaxeHuii CEP RO-CEP 2018-277-Rev 01 Ha
A®| KeeTianiHy chymapart, Bif, 3aTBEPKEHOrO
BMpo6HMKa Moehs Cantabra S.L., IcnaHis.

134.

KBETUPOH®
XR ACIHO

TabneTku
MPOJIOHroBaHoOI fji
no 150 mr, no 10
Tabnetok y 6nictepi;
no 3 a6o no 6
6nicTepiB y
KapTOHHI nauui

TOB
"ACIHO
YKPAIHA"

YKpaiHa

BUPOBHULTBO,
nakyBaHHs,
KOHTPO/b SIKOCTI
Ta BMNyCK cepil:
PAPMATEH
IHTEPHELUHN
C.A.

Ipeuis

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu
| TMny - 3miHn 3 AkocTi. CepTucpikat
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOTO cepTudikarta BifnoBigHOCTI
abo Buny4YeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkili hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPVCTOBYIOTbCS Y BUPObHUUTBI ADI; ans
[LOMOMDKHOT peyoBMHU (cepTudikaT BiANOBILHOCTI
€sponelicbkin hapmakonei) - OHOBEHWIA
cepTudikaT Bif, y)xe 3aTBepAXeHOro BUpobHUKa.
MogaHHA OHOBNEHOTO cepTudikaTa BifgnoBigHOCTI
€ponelicbkili hapmakonei CEP 2017-175-Rev 01
(3atBepmxeHo: CEP R1-CEP 2017-175-Rev 00) ans
A®I KBeTianiHy doymapart Bif 3aTBepKEHOr0
BMpo6Huka ZCL Chemicals Limited, India (cTasno:
Cohance Lifesciences Limited, India).

- 3MiHM | TMNY - 3MiHK 3 aKocTi. CepTudikaT
BignosigHocTi/lE-cepTudikar BignosigHoOCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTudpikata BiANOBIAHOCTI
abo BunyyeHHs cepTudpikara BignoBigHOCTI
€Bponeiicbkiit hapmakonei: ana A®l; ans BuxigHoro
mMaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO
BMKOPWCTOBYIOTbCS Y BUPObHUUTBI ADI; Ans

3a
peyenmom

UA/18040/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

[L0MNOMDXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - BunyyeHHs
cepTudikaTis (3a HasABHOCTI My/IbTUMNETHOTO
cepTudpikata Ha matepias). BukntoueHHss CEP R1-
CEP 2014-287-Rev 00 Ha A®| KBeTianiHy doymapar,
Bif 3aTBEpKeHOoro BUpobHunka Moehs Cantabra
S.L., Icnanisi. 3anvwaeTbCcs anbTepHaTUBHUI
3atBepaxeHuii CEP RO-CEP 2018-277-Rev 01 Ha
A®| KeeTianiHy chymapart, Bif, 3aTBEPKEHOrO
BMpo6HMKa Moehs Cantabra S.L., IcnaHis.

135.

KBETUPOH®
XR ACIHO

TabneTkun
MPOJIOHroBaHoOI fji
no 300 mr, no 10
Tabnetok y 6nictepi;
no 3 a6o no 6
6nicTtepiB y
KapTOHHI nauui

TOB
"ACIHO
YKPAIHA"

YKpaiHa

BUPOBHULTBO,
nakyBaHHs,
KOHTPO/b SIKOCTI
Ta BMNYCK cepil:
PAPMATEH
IHTEPHELUHN
C.A.

Ipeuis

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu
| TMny - 3miHK 3 AkocTi. CepTudcpikat
BignosigHocTi/l E-cepTudikar BignosigHoCTI
€Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHsA
HOBOro abo OHOB/IEHOTO cepTudikarta BifnoBigHOCTI
abo BuNy4YeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkili hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPVCTOBYIOTbCS Y BUPObHUUTBI ADI; ans
[LOMOMDKHOT peyoBMHU (cepTudikaT BiANOBIAHOCTI
€sponelicbkin hapmakonei) - OHOBEHWIA
cepTudikaT Bif, y)xe 3aTBepAXeHOro BUPobHUKa.
MogaHHA OHOBNEHOTO cepTudikaTa BifgnoBigHOCTI
€Bponelicbkili hapmakonei CEP 2017-175-Rev 01
(3atBepaxeHo: CEP R1-CEP 2017-175-Rev 00) ans
A®I KBeTianiHy doymapart Bif 3aTBepKEHOr0
BMpo6Huka ZCL Chemicals Limited, India (cTano:
Cohance Lifesciences Limited, India).

- 3MiHn | TMNY - 3MiHK 3 aKocTi. CepTudikaT
BignosigHocTi/lE-cepTudikar BignosigHoOCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOB/IEHOro cepTudpikata BiANoOBIAHOCTI
abo BunyyeHHs cepTudpikarta BignoBigHOCTI
€Bponeiicbkiit hapmakonei: ana A®l; ans BuxigHoro
mMaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, Lo
BMKOPWCTOBYIOTbCA Y BUPOOHULTBI ADl; ans
[L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiit hapmakonei) - BunyyeHHs
cepTudikaTis (3a HasABHOCTI My/IbTUMNETHOTO
cepTudpikata Ha matepias). BukntoueHHss CEP R1-
CEP 2014-287-Rev 00 Ha A®| KseTianiHy doymapar,
Bif 3aTBEepxeHoro BupobHunka Moehs Cantabra
S.L., IcnaHisi. 3anvwaeTbCcs anbTepHaTUBHWI
3aTBepaxeHuii CEP RO-CEP 2018-277-Rev 01 Ha
A®| KeeTianiHy chymapart, Bif 3aTBEPKEHOrO
BMpo6HMKa Moehs Cantabra S.L., IcnaHis.

3a
peyenmom

UA/18040/01/03

136.

KBETIAMIHY
DPYMAPAT

MOPOLLIOK
(cybeTaHuis) y

TOB
"Papma

YKpaiHa

DKYBINAHT
PAPMOBA

IHais

3MiHu | TUny - 3MiHK 3 akocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignosigHOCTI

UA/19544/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

NoABINHMX
nonieTnneHoBux
nakeTtax gns
chapmaueBTUYHOro
3acTOCyBaHHsA

Crapt”

NIMITES

€Bponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTudpikata BiaNoBIAHOCTI
abo BuNy4YeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkin hapmakonei: ana A®l; ans BuxigHoro
mMaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCA Y BUPOOHULTBI ADI; ans
[LOMNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOB/IEHWIA
cepTuddikaT Bif y)Xe 3aTBepIKeHOro BUPOOHUKA -
noAaHHs OHOBMIEHOro cepTudiikaTa BifnoBiAHOCTI
€Bponelicbkit hapmakonei Ne CEP 2014-108 - Rev
02 (3atBepoxeHo: R1-CEP 2014-108 - Rev 01). Ak
Hacnifok, Bigdbynmckb 3MiHM B METOAULI BU3HAYEHHS
3a NOKa3HWKOM «2-(2-X110peToKCn)eTaHo M »;
36iNbLUEHHA TepPMiHY nepekoHTponto Adl 3 18
MicsliB Ao 24 micsiyis.

137.

KEPABOPT

Kpem 5 %, no 250 mr
Kpemy B calue; no 12
abo 24 cawey
KapTOHHIlA KOpooLi

neHmapk
PapmacbioT
vikan3s Jita,.

IHais

neHmapk

PapmacbioTVKan3

nra.

IHais

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu
| TNy - 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbknin 3aci6.
KOHTPO/b AONOMIKHVX peyoBUH. 3MiHa y MeTofax
BMNPO6YBaHHSA AOMNOMIDKHOI peqoBUHM (iHLWi 3MiHK Y

MeToAax BUNPO6yBaHHSA (BKHOYaoum 3amiHy abo
[0[aBaHHs)) - 3aMiHa MeToAy BU3HAYEHHS «2-
Propanol» metogom X'y fONOMiXKHI pe4oBUHi

Kameflb KcaHTaHoBa

3a
peyenmom

UA/13581/01/01

138.

KEPABOPT

Kpem 5 %, no 250 mr
Kpemy B calle; no 12
ab6o 24 cawey
KapTOHHI Kop6bui

rneHmapk
®apmacbioT
nkans Jita,.

IHAjA

nenmapk

dapmMacbioTVKan3

nra.

IHAjsA

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
| TNy - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkunii 3aci6.
KOHTPO/1b rOTOBOrO Mikapcbkoro 3acoby. 3miHa y
MeTogax BUNpo6YyBaHHSA rOTOBOTO /liKapCbKOro
3aco6y (He3HayHa 3MiHa y 3aTBEpPKEHMX MeTofax
BMNpobyBaHHA) BBeaeHHs anbTepHaTUBHOI
XpomaTtorpamiyHoi KO/TOHKN A1 BU3HAUYEHHSI BMIiCTY
KOHCcepBaHTiB MmeTogoM BEPX. MNapameTpu KONOHKM
aHauorivyHi Ao 3aTBEepA)KEHOI. YMOBU
XpomaTorpayBaHHs He 3MiHIOIOTLCA. Takox
BBOAATLCA BifNOBifAHI Yacu yTPUMYyBaHHSA PEYOBUH
[0/151 3anpPONOHOBAHOT KOTOHKU.

3a
peyenmom

UA/13581/01/01

139.

KETAMIH

PO34UH OS5 iH'EKLLN,
50 mr/mn; no 2 mn B
amnyi; no 10 amnyn
y naulli 3 KapToHy;
no 2 Mn B amnyni;
no 5 amnyny
6nicTepi; no 2
6nictepy y nauui 3
KapToHy; no 10 mny
dhnakoHi; no 5
hnakoHiB y navui 3
KapToHy; no 10 mn y

AT
"papmak”

YKpaiHa

AT "dapmak”

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu
| Tuny - 3miHK Wwoao 6e3nekn/edeKkTBHOCTI Ta
hapmakoHarnsay (iHwi 3miHKn)
3MiHV BHECEHO B TEKCT MapKyBaHHA BTOPUHHOT Ta
NepBUHHOT YNakoBK NiKacbKoro 3acoby, a came
BW/Ty4YEHO Ay6/toto4y iHdhopMmaLito poCiiCbKo
MOBOI0 Ta oAaHo iHhopMaLlito aHrNiiCbKOK MOBOHO
BBefieHHs 3MiH NpoTArom 6-Tn MicALiB 3 fatu
3aTBEPAKEHHS.
3MiHn | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI
Ta thapmakoHarnsagy (iHwi 3miHn) 3MiHU BHECEHO B
TEKCT MapKyBaHHS1 BTOPUHHOT YNakOBKW J1iKapCbKOro

3a
peuyenmom

UA/1934/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
chnakoHi; no 5 3acoby y nyHkTn 8, 12, 13, 11, 17 Ta B TekCT
dhnakoHiB y 6nicTepi; MapKyBaHHS NEPBMHHOT YNAKOBKM Y NYHKT 6.
no 1 6nictepy B BBefieHHs1 3MiH NpoTArom 6-Tn MicAuiB 3 gatu
nayiii 3 KapTOHY 3aTBEPAKEHHS.
140. | KETOKOHA3 Kpem ons MPAT Ykpaina MPAT Ykpaina BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu 6e3 niosnsieae UA/4126/01/01
on- 30BHILUHLOTO "®ITOPAPM "®ITOPAPM" | Tuny - AgMiHiCTpaTWBHI 3MiHW. 3MiHa peyenma
®PITOPAPM 3acTocyBaHHs 2 %, " HalilMeHyBaHHS Ta/abo agpecu 3asBHMKa (BnacHuKa
nol5ra6o25ry peecTpayiiiHoro noceig4eHHs) 3miHa agpecu
Ty6i, no 1 Ty6i y 3a8BHMKA. 3MiHVM BHECEHO B iHCTPYKLtO ANS
nautii 3 KapToHy MeAMYHOro 3acTOCYBaHHS MikapCbKoro 3acoby y
po3ain "Micue3HaxoMKeHHs 3asBHMKA".
141. | KETOHAN® Kancynm 3 CaHpos CnoseHis BMPOBHMLTBO in CnoBeHis BHECEHHS 3MiH 4,0 peecTpaLiiHnx maTtepianis: 3MiHu 3a UA/8325/03/02
AYO MoAndpiKoBaHUM dapmacboTi bulk, nepsuHHe Ta I Tuny - 3miHn 3 AkocTi. CepTudpikat peyenmom
BUBINIbHEHHSIM Kan3 a.a. BTOPVHHE BignosigHOCTI/IE-cepTudpikat BignosigHOCTI
TBepai no 150 wmr, no nakyBaHHs, €sponelicbkin hapmakonei/moHorpadii. NMogaHHA
10 kancyny KOHTPONb cepii HOBOro abo OHOB/IEHOTO cepTudlikaTa BifgnoBigHOCTI
6nictepi; no 2 (okpim ab60 Buy4YeHHs cepTuddikara BigNoBiAHOCTI
6nictepu B MiKpo6iosioriyHoro €Bponeiicbkin hapmakonei: ana A®l; gns BuxigHoro
KapTOHHIA KopoobLi ): mMartepiany/peareHTy/nMpoMiKHOIo NPOAYKTY, WO
Hosapric BMKOPUCTOBYHOTLCA Y BUPOOHMLTBI APIl; Ans
dapmacbloTikan AonomikHoi pevosuHy (FE-cepTudikat
MaHydakTypuHr BiANOBIAHOCTI EBponeiickkili hapmakonei ans
NNC, CnoseHis; Adl/BnxigHoro matepiany/peareHTy/npoMiXXHOro
KOHTpONb cepil NpoAyKTY abo AONOMDKHOT peqyoBrHN) - OHOBNEHWI
(mikpobionoriyHwmi cepTudikaT Bif BXe 3aTBEPAKEHOr0 BUPOOHMKA.
KOHTPO/b), BUNYCK MopaHHA oHoBneHoro ME-cepTudikata
cepii: BiANoBiAHOCTI EBponeiicbkii hapmakonei Ne R1-
Nex CEP 2000-029 - Rev 06 (3aTBepmxeHo: R1-CEP
PapmaueBTMyHa 2000-029 - Rev 05) ans xxenaTtuHy Big,
KoMnaHisa 4.4., 3aTBepAXEHOro BupobHnka ROUSSELOT
CrnoseHis;
nepBuHHE i
BTOPUHHE
nakyBaHHS, BUMYyCK
cepii: ek
PapmaueBTMYHA
KomnaHisa 4.4.,
CrnoseHis
142. | KITPYAA® KOHLEHTpaT ans Mepk Wapni | LUBeiuapis BUPOBHMK Ipnangis/ BHECEHHS 3MiH 4,0 peecTpaLiiHnx maTtepiasiB: 3MiHK 3a He UA/16209/01/01
pO34uHy Oons Ooym |IAEA Hepo3acoBaHol Higepnanaun | Tuny - 3miHK Woao 6e3nekn/edpeKTBHOCTI Ta peyenmom | niosnsizae
iHdpy3iiA, 25 mr/mn; 6X npoAyKuii, / hapmakoHarnagy (iHwi 3mMiHn) 3miHW BHECEHO A0
no 4 mn KOHTPO/b SKOCTI HimeuunHa IHCTPYKUIT 4151 MEANYHOTO 3aCTOCYBaHHS

KOHLLEHTpaTy y
thnakoHi; no 1
donakoHy 3
npenapatom B
KapTOHHi KOpO6L

Ta TecTyBaHHsA
cTabinbHOCTI,
nepBuHHe
naKkyBaHHs:
MC/A IHTepHeLwHn
rmM6X/MCL

nikapcbKoro 3acoby A0 po3gainis "lMNokasaHHA",
"Oco6nmBoCTi 3acTocyBaHHA", "Cnocib
3acTocyBaHHsA Ta go3un”, "Aitn", "Mo6ivHi peakwii”, a
came, pearoBaHo TEKCT 3 METOH YTOUHEHHSI
nepeknagy Ta BHECEHHSI Cy4acHUX MeANyHUX
TepMiHiB. BBefeHHs 3MiH NpoTSArom 6-Tv MicsiiB
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
IpnaHgjs nicns 3aTBepmkeHHs. 3miHu Il Tuny - 3miHK Wwoao
(Kapnoy), 6e3nekn/edheKTUBHOCTI Ta hapMmakoHarnsagy. 3miHum
Ipnangis; y TepaneBTUYHUX NOKa3aHHAX (f0faBaHHS HOBOTO

KOHTPO/b SIKOCTI
Ta TeCTyBaHHA
cTabinbHOCTI:
MCA IHTepHewHn
M6X/MCL
Ipnangisa (BpiHHi),
IpnaHgjs;
KOHTPO/b SIKOCTI
Ta TECTYBaHHS
cTabinbHoCTi
roToBOro
nNiKapcbkoro
3acoby,
BUK/IHOYAOUY
TecTyBaHHS
akTuBHocTi ELISA
(akTmBHICTb Ta
ineHTudikavis):
H.B. OpraHoH,
HigepnaHaw;
KOHTPO/b AKOCTI
Ta TeCTyBaHHsA
cTabinbHOCTI
roToBOro
nikapcbkoro
3acoby:
MCA Biotek B.B.,
HigepnaHgu;
KOHTPO/b SIKOCTi
Ta TECTYBaHHSA
cTabinbHoCTi
roToBOro
nNiKapcbkoro
3acoby,
BUK/IHOYAOUN
TecTyBaHHS
akTuBHocTi ELISA
(akTnBHICTb Ta
ineHTudikavis):
MC/, Biotek B.B.,
HigepnaHaw;
TecTyBaHHS
cTabinbHOCTI:
TecTyBaHHSA
LjinicHocCTi

TepaneBTUYHOTO NokKazaHHA abo 3MiHa y
3aTBEepKEHOMY MokasaHHi) 3MiHM BHECEHO [0
IHCTPYKUiT A4NA MEANYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3giny "MNokasaHHs"
(nokasaHHs "Pak 3 BUCOKOK MiKpocaTesliTHOK
HecTabinbHicTIo abo AediunTom MexaHi3mis
penapauji” nigTBepAKEHO BUKOHAHHAM
NOCTMapPKETUHIOBMX BUMOT NepeBipKn KNIHIYHOT
edeKTUBHOCTI Ta 6e3nekun y fiTeit, BuganeHo
3acTepexeHHs "ObMeXeHHs 3acTOCyBaHHS: 6esneky
Ta eDeKTVBHICTb 3aCTOCYyBaHHS npenapary
KiTpyga® fitam 3 pakom LieHTpanbHOT HepBOBOT
cuctemn MSI-H He BcTaHOBMEHO."), SIK HACMIZOK, A0
po3ainiB "Cnocib 3acTocyBaHHA Ta gosun”, "4itn",
"Mo6iuHi peakuii”. BBeAeHHSA 3MiH NPOTArOM 6-TK
MicAUIB Micnsa 3aTBepkeHHs. Pestome Mnany
ynpas/iHHA pusmkamu Bepcia 5.0 fofaetbes. 3MiHN
Il Tvny - 3miHKn Wwoao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3MiHU y KOpPOTKili XapakTepucTuyj
NikapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKL,ii 415 MeAUUYHOro 3acTOCyBaHHS Y 3B'A3KY i3
HOBUMW JaHVMM 3 SIKOCTi, AOK/TIHIYHUMM, KNiHIYHUMM
JaHuMu Ta AaHumu 3 hapmakoHarnagy. 3miHu
BHECEHO 0 IHCTPYKUiT 4718 MeANYHOro
3acToCyBaHHA NikapcbKoro 3acoby [0 po3giny
"Mo6ivHi peakui™ Ha nigcTasi AaHWX nicns
BMKOHaHHS 3000B'A3aHb A1 nepexoay Bif
MPVYICKOPEHOrO CXBAJTEHHS [0 3BNYaHOro
CXBaJIEHHS NoKa3aHHA "KapumHoma KNiTuH
Mepkens". BeefeHHs 3MiH NPOTAroM 6-Tu micsL,iB
nicns 3aTBepmkeHHs. 3miHu Il Tuny - 3miHn Wwoao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy. 3miHum
y TepaneBTUYHUX NokasaHHAX (404aBaHHA HOBOrO
TepaneBTUYHOTO NokKazaHHA abo 3MiHa y
3aTBEepKEHOMY MokasaHHi) 3MiHW BHECEHO A0
IHCTPYKUiT A4NA MEANYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao po3ainy "MokasaHHs" (3miHa
3aTBEPKEHOr0 NOKa3aHHs, SK Hacnigok, Ao
po3ginis "®apmakonoriyHi BnactmsocTi", "Cnocié
3acTocyBaHHA Ta fo3u", "MobiuHi peakwyii”.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBepMKeHHs. Pestome MNnaHy ynpasniHHA
pu3ukamu Bepcis 5.0 gogaeTtbes. 3miHu Il Tvny -
3MiHV Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy. 3MiH1 y TepaneBTU4HNX
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3aKpuTTA rokasaHHsAX (fofaBaHHs HOBOro TepaneBTUYHOrO
KOHTelHepy: nokasaHHs abo 3MiHa y 3aTBepKEHOMY MoKa3aHHi)
HysicaH TM6X, 3MiHM BHECEHO [0 IHCTPYKLUii 4158 MeguyHoro
HimeuumnHa; 3acToCyBaHHA NikapcbKoro 3acoby A0 po3giny
BTOPUHHE "MokasaHHA" ([0 3aTBEPKEHOr0 NnokasaHHs
nakyBaHHs Ta "HeapiGHOKNITUHHWIA paK NereHb" AogaHo
MapKyBaHHA, yTouHeHHs: "lMNpenapaT Kitpyga® nokasaHwin Ans
[03BiN Ha BMNYCK nNikyBaHHA nauieHTiB 3 pesektabensHnm NSCLC
cepii: (nyxnuHKM = 4 cm abo NO3UTUBHI 3a CTATyCOM

OpraHoH XeficTt
68, benbris abo
Mepk Wapn i
Joym B.B.,
HigepnaHnamn

ypakeHHs liMdaTUYHNX BY3/iB) y KOMGIHaL,T 3
naaTMHOBMICHOK XiMioTepanielo ik Heoaz loBaHTHe
NikyBaHHA Ta 3 NojasibLUMM NPOAOBXEHHAM 5K
MOHOTepanii 415 af'toBaHTHOTO NiKyBaHHSA nicns
XipypriyHoro BTpy4yaHHs."), K HacNigokK, 4o po3zinis
"Cnoci6 3actocyBaHHs Ta go3n", "IMobiuHi peakuii".
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBEpAKEHHS. Pestome MnaHy ynpasniHHA
pusnkamu Bepcia 5.0 gogaeTtbea. 3miHu Il Tvny -
3MmiHu Wwoao 6esnekn/edhekTUBHOCTI Ta
dhapmakoHarnsgy. 3MiHM y TepaneBTUHHUX
nokasaHHsX (4ofaBaHHA HOBOro TepaneBTUYHOro
nokasaHHs abo 3miHa y 3aTBepXEHOMY MOoKa3aHHI)
3MiHM BHECEHO [0 IHCTPYKUiT AN MegnyHoro
3aCcTOCyBaHHS MikapCbKoro 3acoby A0 po3ainy
"MokasaHHs" (3anponoHoOBaHO A0AaBaHHA HOBOrO
nokasaHHs: "Pak >XOBYOBMBIAHWX LWAXiB MNpenapat
KiTpyga® y kombiHauji 3 remuutabiHom Ta
LMcnNaTMHOM nokKasaHuin Ans NikyBaHHS NavuieHTiB 3
MiCLLeBO NowMpeHnM HepesekTabenbHUM abo
MeTacTaTUYHUM PakoM XXOBYOBUBIAHWX LLNAXIB
(biliary tract cancer, BTC)."), sik Hacnigok, 4o
po3ginis "Cnocib 3actocyBaHHsi Ta go3u", "To6iuHi
peakuii”. BBeAeHHS 3MiH NpOTSArom 6-Tv MicsiLiB
nicnsa 3aTeeppkeHHs. Pesiome MnaHy ynpasiHHA
pusmkamu Bepcisa 5.0 gogaeTtbes. 3miHn 1l Tuny -
3MiHu Woao 6esnekn/edhekTMBHOCTI Ta
dhapmakoHarnsgy. 3MiHn y TepaneBTUYHUX
nokasaHHsAX (fofaBaHHs HOBOro TepaneBTUYHOrO
nokasaHHs abo 3miHa y 3aTBep)KeHOMY NoKa3aHHI)
3MiHM BHECEHO A0 IHCTPYKLji 415 MeguyHoro
3aCTOCYBaHHSA Nikapcbkoro 3acoby A0 po3ainy
"Moka3aHHs" ([0 3aTBEpAKEHOr0 nokasaHHs "Pak
LUYyHKA" O4AHO YTOUHEHHA: "...KONW MYXNNHU
ekcnpecytoTb PD-L1 [Combined Positive Score
(CPS) = 1], wo niaTBEpAKEHO BaNifOBaHNM
TecTtom"), K HacniAok, Ao po3giny "Cnocié
3acTocyBaHHA Ta 4031". BBeleHHs 3MiH NpOTArom 6-
TM MicaUiB nicns 3aTBepkeHHs. Pestome MNnaHy
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ynpaBniHHA pu3nkamu Bepcis 5.0 gogaetbesa. 3MiHu
Il Tuny - 3miHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3MiH1 y TepaneBTU4HNX
rokasaHHsAX (fofaBaHHs HOBOro TepaneBTUYHOrOo
nokasaHHs abo 3MiHa y 3aTBepKEHOMY MoKa3aHHi)
3MiHM BHECEHO [0 [HCTPYKLUii 4158 MegnyHoro
3acToCyBaHHA NikapcbKoro 3acoby [0 po3ainy
"MokasaHHs" ([0 3aTBEpIKEHOro nokasaHHs "Pak
LWNyHKa" AogaHo yTouHeHHs: "Mpenapart Kitpyga® y
KOMGiHaLii 3 hTopnipUMiAWH- Ta NNaTUHOBMICHOH
ximioTepanieto nokasaHuii Sk nepLua MiHisa nikyBaHHS
[,0pOC/INX 3 MICLLEBO MOLLUNPEHOIO
Hepe3ekTabernbHOW abo MmeTactaTnyHol HER2-
HeraTMBHOI afeHOKapLMHOMOIO LUyHka abo
ractpoesocpareansHoro 3'egHaHHsA (GEJ)."), sk
Hacnigok, Ao po3ainy "Crocib 3acTocyBaHHsA Ta
no3n", "Mo6iuHi peakuii”. BBeAEHHS 3MiH NPOTArOM
6-Tv MicALIB Nicnsa 3aTBepkeHHs. Pestome MnaHy
ynpaBniHHA pu3nkamu Bepcis 5.0 gogaetbesa. 3MiHu
Il Tuny - 3miHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3MiH1 y TepaneBTU4HNX
rokasaHHsAX (fofaBaHHs HOBOro TepaneBTUYHOrO
nokasaHHs abo 3MiHa y 3aTBepKEHOMY MoKa3aHHi)
3MiHM BHECEHO [0 [HCTPYKLUii 4158 MegnyHoro
3acToCyBaHHA NikapcbKoro 3acoby [0 po3ainy
"MokaszaHHs" ([lo nokasaHHSA "YpoTenianbHuii pak”
Mpenapar Kitpyaa® y KombiHaujii 3 eHchopTymabom
BEOTMHOM MOKa3aHuii ANa fikyBaHHS JOPOC/INX
nauieHTiB 3 MiCLLeBO MowMpeHnM abo
MeTacTaTU4yHUM ypoTeniasibHUM pakoMm."”, [oAaETbCA
YTOUHEHHS: “...Ki He MignsaralTb XiMioTepanii Ha
OCHOBI UMcniaTuHy", K Hacnigok, Ao po3ainis
"Cnoci6 3actocyBaHHs Ta go3n", "IMobiuHi peakuii".
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBepAKEHHA. Pestome MnaHy ynpasniHHA
pusnkamu Bepcia 5.0 gogaeTtbea. 3miHu Il Tvny -
3MmiHu Wwoao 6e3nekn/edhekTUBHOCTI Ta
dhapmakoHarnsgy. 3MiHM y TepaneBTUHHUX
nokasaHHsx (4ofaBaHHA HOBOroO TepaneBTUYHOro
nokasaHHs abo 3miHa y 3aTBepXEHOMY MOoKa3aHHI)
3MiHM BHECEHO [0 IHCTPYKUiT AN MegnyHoro
3acTOCyBaHHS MikapCbKoro 3acoby A0 po3ainy
"Moka3zaHHa" (3MiHa 3aTBEPAKEHOr0 NOKa3aHHS, AK
Hacnigok, Ao po3ainis "Cnocib 3acTocyBaHHA Ta
Ao3n", "Mo6iuHi peakuii”. BBeAEHHS 3MiH NPOTATOM
6-Tv MicALIB Micnsa 3aTBepXeHHs. Pestome lMnaHy
ynpas/iHHA pusmkamu Bepcia 5.0 fofaetbes. 3MiHN
Il Tvny - 3miHn woao 6e3nekn/eddeKTMBHOCTI Ta
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

dhapmakoHarnsgy. 3MiHn y TepaneBTUHHUX
nokasaHHsAX (4ofasaHHA HOBOro TepaneBTUYHOro
nokasaHHs abo 3miHa y 3aTBep)KEHOMY NoKa3aHHI)
3MiHM BHECEHO A0 IHCTPYKLji 4158 MeguyHoro
3aCTOCYBaHHSA Nikapcbkoro 3acoby A0 po3ainy
"MokasaHHa" (3MiHa 3aTBEPAXEHOr0 NOKa3aHHs, AK
Hacnifok, A0 po3ainis "®apmakosnoriyHi
BnactusocTi", "Mo6iyHi peakuii”. BBefeHHSA 3MiH
NpOTArom 6-Tn MICALIB NiCNA 3aTBEPMXKEHHS.
Pestome MNnaHy ynpasniHHA pusnkamu Bepcis 5.0
pofaetbes. 3miHu [l Trny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy. 3miHm
y TepaneBTNYHMX NoKasaHHAX (4oAaBaHHA HOBOrO
TepaneBTUYHOro NokasaHHa abo 3miHa y
3aTBEPAKEHOMY NOKasaHHi) 3MiHM BHECEHO A0
IHCTPYKUIiT AN MEeAUYHOro 3aCTOCYBaHHS
nikapcbKkoro 3acoby A0 po3ainy "MokasaHHs" (3miHa
3aTBEPKEHOr0 NoKasaHHs, K Hacnigok, Ao
po3ginis "Cnocib 3actocyBaHHs Ta go3u", "MobiyHi
peakuii”. BBeeHHS 3MiH NPOTArom 6-Tu MicsiLiB
nicna 3aTBeppkeHHs. Pe3tome MNnaHy ynpasniHHA
pu3nkamu Bepcis 5.0 fogaeTbes.

143.

KNA®EH

rens, 50 mr/r; no 45
r rento B Ty6i; no 1
Ty6i y KapTOHHIl
nauui

AHTUBIOT
MKW CA

PymyHis

AHTUBIOTUNKN
CA

PymyHis

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu
| Tuny - 3miHK Wwoao 6e3nekn/edekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
y3arasibHeHUX JaHnx Npo cucTemy dhapmakoHarnsgy
(BBEAEHHS y3araslbHEHMX [AaHUX NPo cUcTemy
hapmakoHarnsgy, 3MiHa ynoBHOBaXeHO0i 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA hapMmakoHarnsay;
KOHTaKTHOI 0co6YM 3 thapmakoHarnsagy 3asBHuka anas
3piicHeHHs hapMakoHarnsgy B YkpaiHi, KO0 BOHA
BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifNoBigansbHOI
3a 3AjiicHeHHs hapmakoHarnagy (BkIyatoun
KOHTaKTHI AaHi) Ta/abo 3MiHN y pO3MilLeHHi MacTep-
(paiina cuctemu chapmakoHarnsay)- 3miHa
KOHTaKTHMX AaHMX YNOBHOBaXXEHOI 0COOM 3asiBHMKA,
BiANOBIAaNbHOI 3a thapmakoHarnsg,. 3miHa
KOHTaKTHUX AaHMX KOHTaKTHOT 0CO6Y 3asBHIKA,
BiANOBIAa/IbHOI 3a hapmakoHarisg B YKpaiHi.

Ees
peyenma

UA/19630/01/01

144.

KNEBA30N®

Kpem BariHa/bHWiA;
no 20 ry Ty6i; no 1
Ty6i pasom 3 3
annikatopamv B
nauui

MPAT
"®ITOPAPM

YKpaiHa

MPAT
"®ITOPAPM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
| TMny - AQMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu 3asBHVKa (BnacHuKa
peecTpaLiiHoro noceigyeHHs). 3miHa agpecu
3asBHUKA

3a
peyenmom

He
nionsieae

UA/12647/01/01

145.

KNIMAKCAH
FOMEOMNATW
YHUN

Tabnetkn, no 20
Tabnetok y 6nictepi;
no 1 6nictepy y
KapPTOHHI KOpooOLii

TOB
"Martepia
Meguka-
Ykpaina"

YkpaiHa

3AT CaHToHika

JlntBa

BHECEHHS 3MiH 4,0 peecTpaLiiHnx maTtepiasis: 3MiHu
| Tuny - 3miHK Woao 6e3nekn/edpeKTNBHOCTI Ta
chapmakoHarnsgy. BeefeHHsa abo 3miHu o
y3arasibHeHVX AaHux Npo cuctemMy dpapMakoHarisay

6e3
peyenma

UA/12815/01/01
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n/n

Hassa
JliKapcbKO20

Popma sBUMYCKY
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3asaBHUK

KpaiHa
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Bupo6HuK
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BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

peecmpayitiHo2o

nocsBi0OYeHHs

3acoby

ynakoska)

(BBEAEHHSA y3arasIbHEHNX AaHUX NPo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI 0cobu,
BiNOBifa/1bHOT 3a 34iICHEHHSA hapMakoHarnsgy;

KOHTaKTHOI 0co6u 3 thapmakoHarnsay 3asBHuKa gns
3[iiCHEeHHs1 chapMakoHarnaay B YkpaiHi, KLL0 BOHa
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAa/IbHOI
3a 3pjiicHeHHs hapMakoHaraay (BkIyatum
KOHTaKTHi flaHi) Ta/abo 3MiHW y PO3MiLLLeHHI macTep-
thaiina cuctemun chapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0C06Y 3asBHWKa, BiANOBifa/IbHOT 3a
thapmakoHarnag,.
[Oitova pepakuin: HikonaeHko Biktopis
OnekcaHgpisHa. MpornoHoBaHa pefakLis:
TumoweHko Oner BikTopoBuy.

3a

He

UA/19688/01/01

146.

KNOBACK

Kancynv Teepgi, no
75 mr/75 mr, no 7
Kancyn y énictepi;
no 4 abo 8 6nictepis
y nauuli KapToHy; no
28 kancyn y 6aHui;
no 1 6aHuj y nauui 3
KapTOHY

TOB HB®
«MIKPOXIM

»

YkpaiHa,

TOB HB®
«MIKPOXIM>»,
YKpaiHa
lopuanyHa
agpeca,
npoBefeHHs
BMNPOGYyBaHHA B
pamkax KOHTPO/0
AKOCTI
(hiznyHi/XimiYHI
BMNPOGYBaHHS);
BMpOGHMYaA
OiNbHULS;
BiANOBiAa/IbHWIA 32
BUNYCK cepii, He
BK/lOYa0UN
KOHTPO/b/BMNPOGY
BaHHs cepil;
BiANOBIAa/IbHUI 3a
BVMPOGHMLTBO Ta
KOHTPONb/BUNPOBY
BaHHs cepil, He
BK/THOHAI0UM
BMNyCK cepil

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
| TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkunii 3acib.
3MiHV Y BUpOOHUUTBI. 3MiHM BUNpobyBaHb abo
[OMNYCTUMMX MEX, BCTAHOB/IEHUX Y cneundikauisix,
nig yac BUpO6HULTBA FOTOBOrO NiKapCbKOro 3acoby
(BMNyYEHHS1 HECYTTEBOTO BUNPOGYBAHHSA B NPOLIECI
BMPOGHULTBA). BUnyyeHHss HecyTTEBOro
BUMPOOYBaHHSA y NpoLeci BUPOOHWLTBA; BUYyYEHHSA
KOHTPOJO "TUCK NpecyBaHHA" AN TabneTok
aueTuicaniumMIoBoi KNCNOTH, KIOMIZOrPesnto Ha
cTagii "TabnetyBaHHS"; BUNyYEHHS KOHTPOJTIO
nokasHuka "lgeHTudpikauis TutaHy giokemay" 3i ctagii
"HaHeceHHs po3unHy NOKpUTTS Ha TabneTku-agpa’
AN TabneTok aueTnacaniynioBoi KUCIOTH;
BWJ/TyYEHHS1 KOHTPOJIO NOKasHuka "laeHTudikais
TUTaHy giokenay" Ta "lgeHTunddikauis 3anisa okeung”
Ha cTagii "HaHeceHHs po3unHy MokpuTTa" ANs
TabneTtok knonigorpento. 3miHu | Tuny - 3MiHu 3
AKOCTi. [OTOBWI Nikapcbknii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS J0AaTKOBOI
LiNbHUL BUPOBHULTBA [/181 YACTUHN a0 BCbOro
BMPOBHMYOro NPOLEeCy roTOBOTO JiKapCbKOro 3acoby
(@inbHULA, Ha SKi NPOBOAATLCS 6yAb-AKi BUPOOHUYI
cTagji, 3a BUHATKOM BUMYCKY CEPiiA, KOHTPOIO
AKOCTI, NEPBUHHOIO Ta BTOPMHHOIO NakyBaHHS, AN
HEeCTepWIbHUX JTiKapcbknx 3acobiB). CynyTHA 3MiHa
- 3MiHK 3 IKOCTi. FOTOBUIA NiKapCbKuiA 3aci6. 3MiHW y
BMPO6HMLTBI. 3amiHa abo BBEAEHHSA [0AaTKOBOI
OiNbHULI BUPOOHULTBA /18 YacTUHM abo BCbOro
BMPOBGHMNYOro NpoLecy roToBOro Nikapcbkoro 3acoby
(ainbHUUA ana BTopuHHOro nakysaHHs) (6.11.6.1. (a)
IAHM)
- 3MiHK 3 IKOCTi. FOTOBUIA NiKapCbKuii 3aci6. 3MiHM y

BMPO6HMLTBI. 3amiHa abo BBEEHHSA [0AaTKOBOI

peyerimom

niosnsieae
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OiNbHULI BUPOBHMLTBA /18 YacTHM abo BCbOro
BMPOGHMYOro NpoLecy roToBOro Nikapcbkoro 3acoby
(ainbHUUA ANna nepBuHHOro nakysaHHs) (6.11.6.1. (6)

IAHM)
BBegeHHA foAaTKOBOT AiNbHUL BUPOGHULTBA A5
BCbOr0 BMPOBHMYOTrO NPoLLEeCy, KpiM BUMYCKy cepili
(AT "dapmak”, YkpaiHa). 3mMiHVW BHECEHO Y po34inu
"Brupo6HMK" Ta "Micue3HaxoKeHHs BUPOOHUKa Ta

afpeca Micus NPOBaKEHHS 0ro Ais/IbHOCTI" B
IHCTPYKUiO AN MeANYHOTO 3aCTOCYBaHHS Y 3B'A3KY 3
BBE/IeHHAM [0[aTKOBOro BUPOBGHMKA Ta SK Hacnifok
-y TEKCT MapKyBaHHS YNakoBKM IKapCbKOro 3acoby.

BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBEpPKEHHSA. 3MiHU | TUNY - 3MiHW 3 AKOCTI.

[oTOBWIA NiKapCbkMii 3aci6. 3MiHU Y BUPOGHULITBI.
3MiHM y NpoLieci BUPOGHMLTBA rOTOBOTO J1iKapCbKOro

3aco06y, BKIOYaUM NPOMDKHUI NPOAYKT, L0
3aCTOCOBYETLCA MNPV BUPOOHULITBI TOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa y npoLeci
BMpO6OHUUTBA). He3HauHi 3MiHM B npoveci
BMPOBHMLTBA FOTOBOIO NiKapCbKoro 3acoby, y
napameTpax BBELEHHS TEXHOIOMNYHOro npoLecy,
(ans TabneTok aueTuacaniyuioBol KUCNOTH,
NpocitoBaHHA KOMMNOHEHTIB - po3mip oTBopiB cuta 0,5
MM; HQHECEHHS PO3UYMHY NOKPUTTS: LUBUAKICT

[03YBaHHS po34nHy nokpuTTa 30-60 Mn/xB Ans
TabneToK KNoniforpesnto NpocitoBaHHA KOMMOHEHTIB -

po3mip oTBOpiB cuTa 0,5 MM; HAHECEHHS PO3UNHY
NOKPUTTS: LIBWAKICTb A03YBaHHS PO34MHY MOKPUTTA

30-60 mn/xs. 3anponoHoBaHo: (415 TabneTok
aveTuicaniynaoBoi KUC/IOTH, MPOCIIOBaHHSA
KOMMOHEHTIB - po3Mip oTBopis cuTa 0,5 Mm; 1,0 MM
Ta 1,5 MM HaHEeCEeHHS PO34MHY NOKPUTTSA: LBUAKICTb

[03yBaHHsA po34rHy nokpuTTs 80-140 Mn/xB Ans

TabneTokK KNoniforpento NpocitoBaHHA KOMMOHEHTIB -
po3mip oTBopiB cuTa 0,5 Mm; 1,0 Mm Ta 1,5 Mm
HaHeCeHHs PO34MHY MOKPUTTS: LUBUAKICTb
[03yBaHHsA po34nHy nokputTa 80-140 MA/XB. 3MiHM |
TUNy - AAMIHICTPATVBHI 3MiHW. BunyyeHHs
BVMPOGHMYOT AinbHNL (BKIHOYAKUMN AiNbHALI ANS
A®I, npomixXHOro NpoAyKTy abo rotoBoro

NiKapcbKoro 3acoby, AibHNL A1 NpoBefeHHS
nakyBaHHs, BUPOGHMKA, BiAMNOBifa/IbHOTO 3a BUMYCK

cepiid, Mmicue NpoBefEeHHS KOHTPOSIHO cepil) abo
noctayasibH1Ka BUXiAHOro maTepiasy, peareHTy abo
[L0NOMDKHOT pEYOBMHM (SKLLLO 3a3HAYEHO Y JOCHE).
BunyuyeHHs BUpo6HMYOI AinbHULi TOB HB®
"MIKPO®IM" npoBefieHHs BUNpobyBaHb B pamkax
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

KOHTPOJT0 AIKOCTI (MiKpOGionorivHi/GionoriyHi
BUNPOBYBaHHSA) A1 TOTOBOIO J1iKAPCLKOro 3acoby.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii

3aci6. 3MiHM y BUpO6HULTBI. 3MiHa iMnopTepa/3MiHu,
LLIO0 CTOCYHOTbCA BUMYCKY cepii Ta KOHTPOO AKOCTI
roTOBOro fikapcbkoro 3acoby (3amiHa abo

[04aBaHHS AiNTbHULI, Ha SKili 34iNCHIOETLCS

KOHTPONb/BUNPOBYBaHHSA cepir).
BBefeHHs1 f,04aTKOBOI AiNbHUL BUPOOHULTBA Ha
AKil 34ICHI0ETBCS KOHTPO/Ib/BMNPOBYBaHHSA cepii),
Kpim Bunycky cepii (AT "®apmak”, YkpaiHa). 3MiHu
BHECEHO Y po3Ain "BMpobHUK" Ta
"Micue3HaxomkeHHs1 BUpO6HMKa Ta agpeca Micus
NPOBa/PKEHHS A0r0 AiS/ILHOCTI" B IHCTPYKLit0 ANns
MeJMNYHOro 3aCTOCYBaHHS Yy 3B'A3KY 3 BBE,EHHAM
[04aTKOBOro BUPOOHYMKA Ta SK HACNIAOK - Y TeKCT

MapKyBaHHS YNakoBKW NikapcbKoro 3acoby.

BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns

3aTBepMKEHHA. SMiHK | Tuny - 3MiHW WoAo
6e3nekun/edhekTVBHOCTI Ta thapMakoHarniagy (iHuwi
3MiHM). BHeceHo fo0AaTKOBOro BUPOGHMKA Y TEKCT

MapKyBaHHs1 BTOPMHHOI ynakosku (n. 11) Ta
3p0o6EeHO He3HAYHI pefakLiliHi npaBku. BBeaeHHs
3MiH NPOTAroM 6-TW MicALiB NicNs 3aTBEPKEHHS.
3MiHn | TURY - 3MiHM 3 SKOCTi. [OTOBWIA NikapCbKWii

3aci6. KOHTponb roToBOro Nikapcbkoro 3acoby.
3MiHa y MeToAax BUNPO6yBaHHS rOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPAKEHNX METOAAX BUNPOBYBaHHS).
BrnpaBneHHs TeXHIYHOT MOMU/IKM B PO3PaxyHKOBIl
chopmyni ansa gomiwky C 3a NOKa3HUKOM

«CynpoBigHi AOMILLKM» aueTuncaniumioBol

KNCNOTU, & CaMe YTOYHEHHS NiTepu «a»
(HOMiHaNbHWIA BMICT aueTuicasiLMioBOi KUCI0TY B
ofHili Tabnetui (0,075 r), y po3paxyHkKoBili chopmyini.

147.

KNO®ENIH-
OAPHMLA

Tabnetku no 0,15 mr
no 10 Tabnetok y
KOHTYPHIl
YapyHKOBIN
ynakosLi; no 5
KOHTYPHUX
YapyHKOBUX
yNakoBOK B nauLli

MpAT
"®apmauesT
nyHa chipma

"AapHnus"

YkpaiHa

MpAT
"@apmaueBTnyHa
ipma "OapHuua”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
| TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkunii 3acib.
KOHTpOs1b roTOBOrO NikapcbKoro 3acoby. 3miHa y
MeToAax BUMPOOYyBaHHS rOTOBOIO JliKapCbKOro
3acoby (He3HayHa 3MiHa y 3aTBEepPKEHNX MEeToAaX
BUNPOGYBaAHHS) BHECEHHS 3MiH 0
Creuudpikauii/MeTogais BunpobysaHHs 13,
30Kpema: 3a NoKasHVWKOM "OfHOpIAHICTb A030BaHNX
OoAMHMLbL" foAaHo chopMy Ty PO3paxyHKY, BHECEHI
pefakLiiiHi npasku, Lo BiANOBIAAITbL
pekomeHTauisM Ta ctuiictiyi 4dY. CynyTHA 3MiHa -
3MiHM 3 siKoCTi. FOTOBWMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpis

3a
peyerimom

UA/6594/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

cneumdikauii Ta/abo AONYCTUMKX MEX FOTOBOr0
nikapcbKoro 3acoby (iHwi 3MiHK). 3MiHu | Tuny -
3MiHK 3 sIKOCTi. ToTOBUIA Nikapcbkuii 3aci6. KoHTposb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauii Ta/abo AONYCTUMUX MEX FOTOBOr0
niKapcbKoro 3acoby (iHLi 3MiHW) BHECEHHS 3MiH 40
Creuudpikanii/MeTogais BunpobysaHHs 13,
30KpeMma: 3a nokasHukom "MikpobiosnoriyHa unctorta”
HOPMYBaHHS Ta METOAMKa KOHTPO/II0 NPUBEAEH] Y
BigNOBIgHICTb A0 Aitounx Bumor €9, 2.6.12, 2.6.13,
5.1.4. CynyTHsi 3MiHa - 3MiHW 3 SKOCTi. F0TOBUIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOTO NiKapCbKOro
3acoby. 3miHa y MeToAax BUNpPoGyBaHHS roTOBOrO
nikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPKEHNX MeToAax BUNpobyBaHHS)

148.

KOrHym

Tabnetkun no 250 mMr
no 10 TabneTtok y
6nictepi; no 5
6nicTepiB y navui

AT
"KUIBCBKW
"
BITAMIHHM
1 3ABOA"

YkpaiHa

AT "KVTBCBKII
BITAMIHHWI
3ABOL"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3MiHu
| TNy - 3MiHK 3 AIKOCTi. FOTOBMIA NiKapcbkuMii 3aci6.
3MiHU Yy BUPOGHMLTBI. 3MiHU Y NpoLeci BUPO6HULTBA
roTOBOrO /1iKapCbKOro 3acoby, BK/IoUaoun
NPOMDKHWI NPOAYKT, L0 3aCTOCOBYETLCA NpY
BVMPOGHMLTBI FOTOBOrO NiKapCbKOro 3acoby
(He3HauHa 3miHa y npoueci BUpo6GHMLTBA) - 3MiHa
TepMiHy nNpuaaTHOCTI B cneuudikauii Ha NPoMiKHY
Ta Hepo3d)acoBaHy NPOAYKLit0.
3arBepmkeHo: TepMiH NpuAaTHOCTI Macu Ans
TabnetyBaHHA — 3 406U. TepMiH NpUAATHOCTI
Hepo3sdacoBaHoi npoaykuii — 10 ai6
3anponoHoBaHo: TepMiH NpUAATHOCTI Macy Ans
TabnetyBaHHs — 20 Ai6. TepmiH npuaaTHOCTI
Hepo3schacosaHoi npoaykuii — 30 Ai6. 3miku | Tuny -
3MiHu 3 SKOCTi. FoTOBMIA NiKapCbkuiA 3aci6. 3MiHN y
BUPOOHMUTBI. 3MiHM BUNpo6yBaHb abo A0MyCTUMNX
MeX, BCTAHOBJIEHMX Y creumdikayisx, nig vac
BMPOGHMLTBA rOTOBOrO Jlikapcbkoro 3acoby (iHLwi
3MiHK). 3MiHa 4YaCTOTU KOHTPOJTKO NOKa3HMKa
"KinbkicHe BM3HaueHHS" B cneuudikaLii NpPOMKHOT
npoaykuii (maca ans TabneTyBaHHs), a came
[IOMOBHEHHS NMPUMITKOIO «** - KOHTPOIOETLCS Mig,
yac Basligauii TEXHOMOMYHOro npouecy»
3aTtBeppkeHo: Maca ans TabneTtyBaHHs. KinbkicHe
BU3HaYeHHS. 3anponoHOBaHo:

Maca gnsa TabnetyBaHHs
**KiNbKiCHe BU3HAYeHHS
** . KOHTPOMIOETLCA Nif, Yac Banigauii
TEXHOJIONYHOro npoLecy

3a
peyenmom

UA/13717/01/01

149.

KOrHym

Tabnetku no 500 mr
no 10 TabneTtok y
6nictepi; no 5

AT
"KI/ITBE:bKI/I
n

YKpaiHa

AT "KNIBCbKIN
BITAMIHHU
3ABOA"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
| TNy - 3MiHK 3 AKOCTi. FOTOBMIA NiKapcbkunii 3aci6.
3MiHU Yy BUPO6HMUTBI. 3MiHU Y Npoueci BUpo6HULITBA

3a
peyenmom

UA/13717/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

6nicTepiB y navui

BITAMIHHWN
" 3ABOL"

roTOBOIO /1iKapCbKOro 3acoby, BK/I0Yaoun
NPOMDKHWI NPOAYKT, L0 3aCTOCOBYETLCA NpU
BVMPOGHMLTBI FOTOBOTO NiKapCbKOro 3acoby
(He3HayHa 3miHa y npoueci BUpOGHMLTBA) - 3MiHa
TepMiHy nNpuaaTHOCTI B cneuudikauii Ha NPoMiKHY
Ta Hepo3d)acoBaHy NPOAYKLt0.
3arBepkeHo: TepMiH NpuAaTHOCTI Macu Ans
TabnetyBaHHA — 3 406U. TepMiH NpuAaTHOCTI
Hepo3sdacoBaHoi npoaykuii — 10 ai6
3anponoHoBaHo: TepMiH NpuAATHOCTI Macy Ans
TabnetyBaHHsA — 20 Ai6. TepmiH npugaTHOCTI
Hepo3schacosaHoi npoaykuii — 30 Ai6. 3minu | Tuny -
3MiHu 3 AKOCTi. FOoTOBMIA NiKapCbkuiA 3aci6. 3MiHN y
BMPOGHULTBI. 3MiHM BUNPObByBaHb abo AONYCTUMMX
MeX, BCTAHOBJIEHMX Y creumdikayisx, nig vac
BMPOGHMLTBA rOTOBOrO Jlikapcbkoro 3acoby (iHLwi
3MiHK). 3MiHa YaCTOTU KOHTPO/TKO NOKa3HMKa
"KinbkicHe BU3HaueHHA" B cneuudikaLii NPOMKHOT
npoaykuii (maca ans TabnetyBaHHs), a came
[IOMOBHEHHS NMPUMITKOI «** - KOHTPOIOETLCS Mig,
yac BastifaLii TEXHOMOMNYHOro npowecy»
3aTtBeppkeHo: Maca ans TabneTtyBaHHs. KinbkicHe
BU3HaYeHHS. 3anponoHOBaHo:
Maca gnsa TabneTtyBaHHs
**KiNbKiCHe BU3HAYeHHS
** . KOHTPOMIOETLCA Nif, Yac Banigauii
TEXHOJIOTMYHOro npoLecy

150.

KONIKIA®

CyCneHs3is opasibHa,
40 mr/mn; no 30 mn
cycnexsii y
CKNSIHOMY hN1aKOoHi;
KOXEH DNakoH y
KapTOHHI ynakosL,i
pasom i3 WnpuLom-
[03aTOpPOM 06'€EMOM
5 mn Ta agantepom
Ans wnpuua

TOB
"TNELPAP
M TA"

YKpaiHa

TOB "KYCYM
PAPM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3MiHu
| TNy - 3MiHK 3 AKOCTi. FOTOBMIA NiKapcbkuMii 3aci6.
Onuc Ta cknag. 3miHa y cknagi (40noMiKHNX
peyoBMHaXx) roToBOro JlikapcbKoro 3acoby (CMakoBi
nobasku abo 6apBHUKM) - [lofaBaHHSA, BUNYYEHHS
abo 3amiHa -
3aMiHa CMakoBuVx 406aBOK M'ATa nepLesa Ta
CONOJKWIA aHaHac Ha CMakoBy 406aBKy ManuHa, y
3B'A3KY 3 NPUNUHEHHAM BUPOOHNLTBA 3aTBEPLKEHNX
CMakoBUX 106aBOK (M'AiTa nepueBa Ta CONoAKMiA
aHaHac) Ta HeobXxifHicTio 6e3nepebiiiHoro
BMPOOHULTBA FOTOBOrO NiKapCbKOro 3acoby. 3miHu
BHECEHO [0 IHCTPYKLIiT 41158 MEeANYHOro
3acTocyBaHHSA nikapcbkoro 3acoby y posgin "Ckiag"
LLIOA0 AOMNOMIKHMX PEYOBUH. BBEAEHHS 3MiH
NpoTArom 6-Tu MicALIB Nicns 3aTBEpMKEHHS. 3MiHu |
TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
CucTema KOHTelHep/3aKynoproBasibHMA 3aci6. 3MiHa
y NEPBUHHII ynakoBLji rOTOBOro /ikapcbKoro 3acoby
(Tvin KoHTelHepa abo fofaBaHHSA HOBOrO
KOHTeliHepa) - TBepAj, M'sKi Ta HecTepubHI pigki

6e3
peyenma

nionsieae

UA/10461/02/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

nikapcbki hopmu - 3amiHa 6aHkm (PET) Ha ckIsiHWMIA
thnakoH (Tun ckna lll), 3 BignoBigHUMM 3MiHaMK [0 p.
«YnakoBKa» Ta p. «YMOBM 36epiraHHs» (3a3HayeHo
h/1aKoH 3aMicTb 6aHkM). 3MiHWM BHECEHO A0
IHCTPYKLUT 419 MEeAUYHOro 3acTOCYBaHHSA
NiKapcbKoro 3acoby y po3gisn "YmoBu 36epiraHHs",
"YnakoBka" W00 3amiHV BUAY yNakoBkv Ta
3aTBEPMAXEHHS TEKCTY MapKyBaHHS /19 HOBOTO BUAY
ynakoBku. BBeieHHS 3MiH NpoTArom 6-Tu Micauis
nicnsa 3aTBepayKeHHs
3MiHu | TUNY - 3MiHK 3 AKOCTi. MeAu4yHi NpucTpoi
(iHWi 3mMiHW) gofaBaHHA [0 ckiady YnakoBKy HOBOTO
[103yI04OT0 NPUCTPOIO, @ came LInpuua 3 agantepom
0N 6inblI TOYHOTO BUMIpHOBaHHS BigibpaHoi fo3u
nikapcbKoro 3acoby, 3 BigNOBIAHUMMN 3MiHAMMW A0 p.
«YnakoBka» Ta n. «OfHOPIAHICTb MacK f03, Lo
BUTAIralTbCA i3 6araTtof030BUNX KOHTEMHEPIB». 3MiHM
BHECEHO [0 IHCTPYKLi 418 MeAnyHOro
3aCTOCyBaHHA NikapcbKoro 3acoby y po3gin
"YnakoBka", ik Hacnigok Ao po3giny "Cnocio
3aCTOCyBaHHSA Ta 031" Woa0 Ao4aBaHHSA HOBOro
030400 NPUCTPOI0. BBEAEGHHSA 3MiH NpOTArom 6-
TW MiCALB Nicna 3aTBepMXEHHSA. 3MiHK | Tuny -
3MiHu Woao 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) OHOBMIEHHS TEKCTY
MapKyBaHHs1 BTOPMHHOT yNakoBKM MiKapCbKoro
3acoby B n. 9 YMOBW 3BEPIITAHHA, a came
YTOYHEHHS! BUKIaAEHHS iHChopMaLlii y 3B'A3Ky 3
3aMiHOI0 BUAY YyNakoBkv. BBeleHHA 3MiH NpoTArom
6-TV MicsLIB NiCNsA 3aTBEPKEHHS

151.

KONXIBIH

TabneTku, BKpUTI
nNiBKOBOIO
o060n0oHkoto, no 0,6
mr, no 30 TabneTok
Y KOHTeliHepi, no 1
KOHTEliHepy y
KapPTOHHIi KOpooLii

letepo
Na63
Nimiteq

IHais

[eTepo /1a63
Nimitepn

IHgis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
Il Tuny - 3MiHn 3 AkocTi. ADl. BUpo6bHMLTBO (iHLUI
3MiHW) - OHOBMIEHHs DMF Ha gitouy peqyoBuHy
KOMXIUVH Bif, 3aTBEpAKEHOr0 BUpPO6HMKa MeTepo
Na63 Niviten, IHAis (3aTBEpxeHO: version AP-05,
May-2022); 3anponoHoBaHo: version AP-07, August-
2024)

3a
peyenmom

UA/20231/01/01

152.

KOJIXIKYM-
ANCMNEPT

TabneTtku, BKPUTI
060/10HKOI0, N0 0,5
mr; no 20 TabneTok
y 6nictepi; no 1
6nictepy B
KapTOHHI Kopo6Lyj;
no 25 tabneTtok y
6nictepi; no 1 a6o 2

dapmacene
KT
IHTEpHeLwHN
BeteniraHrs
6X

ABCTpist

Bunyck cepii:
Papmacenekt
IHTEpHeLwHN
BeteniraHrs
'M6X , ABCTpIS;

Bupo6Huk M3,

ABcTpisi/
HimeuyunHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu
| TNy - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkunii 3aci6.
CuncTeMa KoHTelHep/3aKynoptoBasibHUiA 3aci6. 3miHa
pO3Mipy yNakoBKM roTOBOrO NikapCbKoro 3acoby
(3MiHa KiflbkOCTi 0AVMHMLE (Hanpuknag TabneTok,
amnys TOLLO) B ynakoBLi:) - 3MiHa no3a fiana3oHoM
3aTBEPKEHVX PO3MIPIB YNakoBku - [JlofaBaHHs

nepBuHHe HOBOrO pPO3Mipy ynakoBku no 25 TabneTok y
6nictepy B nakyBaHHs, 6nicTepi; No 2 6ricTepu B KapTOHHIl kopobui (Ne50
KapTOHHIlA KopooLi BTOPVHHE (25x2)) 3 BHECEHHAM BiANOBIAHUX 3MiH O pO34iny

nakyBaHHsg, “Ynakoska” MK#A 3.

3a
peyenmom

He
nidnsieae

UA/14633/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

KOHTPOJ1b AKOCTI:

Faynt ®apma
BynbciHr FmM6X,
Himeyunna

3MiHN BHECEHO B iIHCTPYKL,ilO 415 MeANYHOro
3aCTOCyBaHHS fikapcbKkoro 3acoby B po3gin
«YnaKkoBKa», Ik HaCNifoK — 3aTBEPAYKEHHS TEKCTY
MapKyBaHHS [/15 HOBOTO PO3Mipy YNakoBKM
nikapcbkoro 3acoby. BBegeHHS 3MiH NpoTArom 6-tu
MiCALIB MICNA 3aTBEPLYKEHHS.
3MiHn | TURY - 3MiHM 3 SKOCTi. [OTOBWIA NikapCbKWii
3aci6. 3MiHM y BUPO6HUMLTBI. 3MiHa iMnopTepa/3miHu,
LLIO CTOCYITLCS BUMYCKY Cepii Ta KOHTPOJIHO AKOCTI
roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo
[ofaBaHHA AiflbHUL, Ha K 34iCHI0ETbCS
KOHTPONb/BUNPOGYBaHHSA cepii)
3amiHa micus NpoBefeHHs BUNpoGyBaHb 3
KOHTPOJO SIKOCTi rOTOBOrO NlikapCbKoro 3acoby 3
dapmacenekT IHTepHelwHN BeteniraHra Mv6X,
AscTpisi/Pharmaselect International Beteiligungs
GmbH, Austria Ha FaynT ®apma BynbdiHr Fm6X,
HimeyunHa/Haupt Pharma Wulfing GmbH, Germany.

153.

KOMBIrPUn
131 APIHK

NMopoLUOK AN
OPa/ILHOIO PO3UNHY
3 M&/IMHOBUM
cMakoM; no5r
NMoOpOoLLKY B calle, no
10 cawey
KapTOHHIA KopoobLi

OPrAHOCW
H
NAVSCAEH
CU3 (E®
3ET)

OAE

EBepToaxeH
Naiid CaeHcns
Nimviteq

IHgis

BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3MiHu
| TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil XxapakTepucTuLi
niKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKLii AN1A MeAMYHOro 3aCTOCYBaHHSA Ha niacTasi
perynsipHoO OHOBJ/IHOBAHOTO 3BTy 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimxeHb 3 6e3nekn
3aCTOCyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpaviiiHnii nepiog, abo sk pesynbtat
OLLiHKM 3BIiTYy 3 AOC/iMKEHb, MPOBEAEHNX BiAMNOBIAHO
00 nnaHy negiatpuyHux gocnimxkers (PIP) (3MiHy
Y3rO[XKEHO 3 KOMMETEHTHMUM YNOBHOBaXKEHNM
opraHom)
3MiHV BHECEHO [0 IHCTPYKLIT 4151 MeanyHOro
3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"B3aemogijs 3 iHWVMK nikapcbkumn 3acobamu Ta
iHWi BMAW B3aemogiit", "OcobnmnsocTi
3actocyBaHHs", "Mob6iuHi peakuii" BigNoBigHO A0
OHOB/IEHOI iHGhopMaLii 3 6e3neku Ajto40i peyoBUHM
(napaueTtamony) 3rigHo 3 pekoMeHgauismum PRAC.
TepmiH BBEAEHHS 3MiH MPOTAroM 6 MicAuiB nicns
3aTBEPAKEHHS.

bes
peuyenma

niosnsieae

UA/20508/01/01

154.

KOMBIrPUmM
131 APIHK

NMOPOLLIOK AN1si
OPa/IbHOTO PO3UUHY
3 IMMOHHUM
cMakom; no 5r
NMOpPOLLKY B calle, no
10 cawe B
KapTOHHIlA KopooLi

OPrAHOCMU
H
NAVOCAEH
Cu3 (E®
3ETI)

OAE

EBepTomxeH
Naitch CaeHeus
Nimitepq,

IHais

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu
| Tuny - 3miHK Wwoao 6e3nekn/edekTBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpOoTKiil XxapakTepucTuui
nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLi 415 MeAUUYHOro 3aCTOCYBaHHS Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCcTOCyBaHHS NikapcbKoro 3acoby B

Ees
peyenma

nionsieae

UA/20509/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

nicnsapeecTpauiiinii nepiog, abo Ak pesynbTar
OL|iHKM 3BITY 3 AOC/iAKeHb, NpoBeAeHUX BiAMNOBIAHO
[0 nnaHy negiatpuyHnx gocnimkers (PIP) (3mMiHy
Y3rO[KEHO 3 KOMMETEHTHNUM YNOBHOBEOXKEHNM
opraHom)
3MiHU BHECEHO [0 IHCTPYKUiT AN MeANYHOro
3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"B3aemogis 3 iHWMMU Nikapcbkumn 3acobamu Ta
iHWi B1AW B3aemogiii", "OcobnmsocTi
3actocyBaHHs", "lNob6iyHi peakuii" BignoBigHO A0
OHOB/EHOT iHhopMaLii 3 6e3neku Ailo4oT peyoBUHU
(napaueTtamorny) 3rigHo 3 pekomeHgauismn PRAC.
TepmiH BBEAEHHSA 3MiH MPOTAroM 6 MicAuiB nicns
3aTBEPAKEHHS.

155.

KCA®IHA

niogpinizat gns
pO34nHYy A5 iH'EKUINA
no 8 mr, 1 abo 5
h/1aKOHIB i3 TEMHOrO
ckna | knacy,
3aKynopeHi rymoBo
NpPo6KOoI Nig,
aTIOMIHIEBUM
KOBMaYKoM y
KapTOHHI Kopoobui

TOB
"®apmauesT
N4yHa
KOMMaHis
"®APMBEP
r

Ykpaina

Csicc
MapeHTepasic
nra.

IHgis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
| Tuny - 3miHK Woao 6e3nekn/edpeKTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3amiHn fo
y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3arasIbHEHNX AaHUX NPo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0cobu,
BiANOBiga/IbHOI 3a 34iICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0cO6U 3 thapMakoHarnsay 3asBHUKa gns
3pjiicHEHHs hapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHA Bif YNOBHOBaXeEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyatoum
KOHTaKTHi fiaHi) Ta/abo 3MiHW y PO3MiLLLeHHI macTep-
tpaiina cuctemu chapmakoHarnsgy) - 3miHa
KOHTaKTHUX JaHWX YNMOBHOBaXEHOT 0COOM 3asBHMKA,
BiANOBIAa/IbHOT 32 hapmakoHarnsag. 3MiHa agpecu
MiCLA 34iACHEHHS OCHOBHOI AisfiNIbHOCTI 3
thapmakoHarnagy. 3MiHa agpecy mactep-daiina
cucTeMmn chapmakoHarnsay.

3a
peyenmom

UA/20092/01/01

156.

KCUBYNAH

MOPOLLIOK A5
pO34UHY A5 iH'EKUINA
abo iHdysiino 1,2 1
(1000 mr/200 wr), no
1 a6o no 10, a6o no
25 hnakoHiB y
KapTOHHIW nayu,i

AHTUBIOT
MKW CA

PymyHis

AHTUBIOTUNKN
CA

PymyHis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
| Tuny - 3miHK Woao 6e3nekn/edpeKTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHn fo
y3aranibHeHVX AaHux Npo cuctemy papmakoHarnsgy
(BBEEHHSA y3arasibHEHUX AaHMX MPo cucTemy
hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI ocobw,
BiANOBiga/IbHOI 3a 34jICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0co6u 3 thapMakoHarnsay 3asBHuKa gns
3[iicCHEHHs hapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAa/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyarum
KOHTaKTHi flaHi) Ta/abo 3MiHM y pPO3MilLLLeHHI macTep-
tpaiina cuctemu chapmakoHarnsgy) - 3miHa
KOHTaKTHUX JaHWNX YNOBHOBaXXEHOT 0CO6M 3asBHMKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsag. 3MmiHa
KOHTaKTHUX AAaHWX KOHTAKTHOI 0CO6M 3asiBHYMKA,

3a
peyenmom

UA/18686/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
Bi4noBiAa/IbHOI 3a dhapMakoHarnsa B YKpaiHi.
157. | KCOCMATA TabneTtku, BKPUTI Actennac HigepnaHaun nepBuHHe HigepnaHan | BHeCEHHs 3MiH [0 peecTpauiiHux MaTepiasis: 3MiHU 3a He UA/20118/01/01
nNiBKOBOIO Papma nakyBaHHs, | AnoHis | TMny - 3MiHKn Wopao 6e3nekn/ehekTMBHOCTI Ta peyernmom nionsieae
o060n0oHkoto no 40 tOpon B.B. BTOPUHHE thapmakoHarnagy (iHwi 3MiHn). 3MiHU BHECEHO 40
mr; no 21 Tabnetui, nakyBaHHs, IHCTPYKLUT AN19 MEAUYHOTO 3aCTOCYBaHHS
BKPUTIli N/1IBKOBOIO KOHTPO/b AKOCTI, nikapcbKoro 3acoby A0 po3ainis "dapMakonoriyHi
060/10HKOI0, Y BWMNYCK Cepil: B/1acTMBOCTI" (pefakuiiHa npaska), "B3aemogis 3
6nictepi; no 4 Lendapm Mennen iHWMMK NikapcbkMK 3acobamu Ta iHLWWi BUAn
6nictepu B B.B., HigepnaHgw; B3aemMogiin", "Cnocib 3acTocyBaHHs Ta fo3un"
KapTOHHIA Kopoo6Li (yTouHeHHs iHdpopmawii), "MobiuHi peakwyii.
BMPOOHULITBO BBefeHHA 3MiH NPOTArom 6-Tu MicALiB nicns
bulk: Actennac 3aTBEPMKEHHS. 3MiHu Il Tuny - 3MiHK Woao
dapma IHK. A3y 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy. 3miHu
TexHonoaxi Y KOPOTKili XapakTepucTuL,i NnikapcbKoro 3acoby,
LleHTp, AnoHia TEKCTi MapKyBaHHS Ta iHCTPYKLii 415 MegnyHoro
3aCTOCyBaHHS Y 3B’AA3KY i3 HOBUMMW AaHUMU 3 AKOCTI,
OOKNIHIYHUMM, KNIHIYHUMW JaHUMK Ta JaHMKY 3
thapmakoHarnsgy. 3MiHM BHECEHO [0 IHCTPYKUIT Ans
MeAMYHOro 3acTOCyBaHHSA MikapCbKoro 3acoby Ao
po3ainis "®apmakonoriyHi BNacTmeocTi",
"Oco6nmBOCTiI 3acTocyBaHHA", "Cnocib
3aCTOCyBaHHA Ta A031" OO KiHLEBUX pe3ynbTaTiB
pocnimkeHHs 2215-CL-0114. B mexax 3MiHu
oHoBneHo MYP go Bepcii 5.0. Pestome MYP Bepcis
5.0 popaetbCA.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPLKEHHS
158. | IAKO3AM® TabneTku, BKpUTI TOB Ykpaina Brpo6HMUTBO, peuis BHECEHHS 3MiH [0 peecTpaLjiiiHuX MaTepiasiB: 3MiHu, 3a He UA/18538/01/03
nNiBKOBOIO "ACIHO nepBuHHE Ta L0 NOTPeBYOTL HOBOI peecTpaLil - 3miHa cunu ail, peuyenmom | nidsisizae
0600HKot0, No 200 YKPAIHA" BTOPVHHE nikapcbkoi hopMu Ta cnocoby 3acToCyBaHHS: 3MiHa
Mmr; no 14 TabneTok nakyBaHHs, abo gofaBaHHA HOBOI CUNK Aji/po3BefeHHS
y 6nicTepi; no 2 abo KOHTpONb Ta (3aTBEpMKEHO: TAbNETKN, BKPUTI NNIBKOBOO
4 6nictepn y BMNyCK cepii 060/10HKO0, M0 50 Mr Ta no 100 mr).
KapTOHHIi navui NiKapcbKoro
3acoby: Pestome MYP Bepcia 3.0 goaaetbes. MepiognyHicTb
[xenedhapm CA, NoAaHHA perysisipHO OHOBJIIOBAHOTO 3BITY 3 6e3neku,
Ipeuis; BiANoBigHO A0 MopsAaky 34iCHEeHHS
KoHTponb cepii: dhapmakoHarnsgy, 3aTBepKeHoro Hakasom
KioEnCikEc N1ga., MiHicTepcTBa OXOPOHM 340POB’A YKpaiHu Big 27
Ipeuis rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuHa 2007 poky 3a
Ne 73/13340 (y peaakuii Hakady MiHicTepcTea
OXOPOHW 34,0p0B's YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rifHO 3i CTpOKamu,
3a3Ha4YeHUMN Y NepiogMYHOCTI NoJaHHS PeryaspHUX
3BITIB 3 6e3neKu.
159. | IAKO3AM® TabneTkun, BKPUTI TOB Ykpaina Brpo6HMUTBO, Ipevis BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu 3a UA/18538/01/01
NAiBKOBOIO "ACIHO nepBuHHE Ta | TMNy - AGMIHICTPATUBHI 3MiHW. Buiy4yeHHs peyenmom
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
060/10HKOHD, MO0 50 YKPAIHA" BTOPUHHE BVMPOGHMYOT AinbHNL (BKIHOYAKYMN AiNMbHALI ANS
Mr; no 14 TabneTok nakyBaHHs, A®I, npomixXHOro NpoAykTy abo rotoBoro
y 6nicTepi; no 4 KOHTPO/b Ta NiKapcbKoro 3acoby, AibHNL AN NpoBefeHHS
6nictepu y BUMYCK cepil nakyBaHHs, BUPOOHMKA, BiAMNOBiAa/IbHOTO 3a BUMYCK
KapTOHHI navwi NiKapcbkoro cepiid, Mmicue NpoBeLEeHHS KOHTPOSIHO cepil) abo
3acoby: noctavasibH1Ka BUXIAHOro maTepiasy, peareHTy abo
xenedhapm CA, [L0MOMDKHOT pEYOBMHY (SIKLLLO 3a3HA4YEeHO Y AOCHE)
peuisti; KOHTpO/b BunyueHHsi BUpo6Huka A®I Jlakocamia: Lupin
cepii: KOEICIEc Limited, India. 3anuwatoTbcsa anlbTePHATUBHI
NTa., Mpevis BMpOG6HUKM A®| Nlakocamig: Alembic
Pharmaceuticals Limited, India.
160. | JIAKO3AM® TabneTkun, BKpUTI TOB Ykpaina Brpo6HMUTBO, pevis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/18538/01/02
N1iBKOBOIO "ACIHO nepBrHHE Ta | TUNYy - AAMiHICTpPaTVBHI 3MiHU. BunyyeHHs peyenmom
060/10HKO10, N0 100 YKPAIHA" BTOPVHHE BUPOGHMYOT AiNbHUL (BKNHOYAOUN AiNbHULI ANA
Mr; no 14 tabnetok nakyBaHHs, A®I, npomixXHOro NpPoAyKTy abo rotosoro
y bnicTepi; no 4 KOHTPO/b Ta NiKapcbKoro 3acoby, AibHUL 4118 NPOBeAEHHS
6nictepu y BMNyCK cepil nakyBaHHs1, BUPOGHWKA, BiZNOBIgaIbHOrO 3a BUNYCK
KapTOHHIM nauui nNiKapcbkoro cepiii, MicLe NpoBeAEHHST KOHTPOIO cepii) abo
3acoby: noctayasibHvKa BUXiAHOr0 MaTepiasy, peareHTy abo
xeHedhapm CA, [LOMOMDKHOT PEYOBMHU (SIKLLLO 3a3HAYEHO Y AOCHE)
pewis; KoHTponb BunyueHHs BupobHuka A®I lakocamig: Lupin
cepii: KioENCiEc Limited, India. 3anvwatTbCcsa aslbTepHATUBHI
ntp., Mpeuis BUpo6HUKM A®I lakocamig: Alembic
Pharmaceuticals Limited, India.
161. | IAKTOBIT Kancynu; no 10 Mini Benuvka Menpo IHais BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 6e3 UA/0160/01/01
DOPTE Kancyn y 6nictepi; Xenckepe BpuTaHis dapmacbloTUKanc | TMny - AQMiHICTpPaTUBHI 3MiHW. 3MiHa peuenma
no 3 6nictepu B Nimiteq Mpisart fimiteq HalilmeHyBaHHs Ta/abo agpecy MicLA NPOBaKEHHS
KapTOHHI Kopo6Lyj; [OiSNbHOCTI BUPO6HMKa (BK/THOYatoun, 3a
no 7 kancyny Heob6XifHOCTI, MicLe NPOBeLEeHHS KOHTPOJIO SKOCTI),
6nictepi; no 2 abo ab6o BnacHvka macTtep-goaiina Ha A®l, abo
no 4 6nictepu B nocravanbHuka A®PI/BuUXigHOro
KapTOHHIlA KopooLi mMaTtepiany/peareHTy/MpoMbKHOro NPOAYKTY, Lo
3aCTOCOBYOTbCA Y BUPOO6HULTBI ADI (AKLLO
3a3HavYeHo y AOCbE Ha NiKapcbkuii 3acib) 3a
BiCYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponelicbkiin hapmakonei y 3aTBepaKeHoMy
[ocbe, abo BUPOOHMKA HOBOT AOMOMIXXHOIT PEYOBUHN
(AKLWL0 3a3HaYeHOo Y f0CbE) - 3MiHa 3asBneHa y
3B’A3Ky 3i 3MiHOI0 Ha3BU BUPOGHMKa ADI. [itoua
pegakuisf: Uni Sankyo Ltd, IHgis MNMponoHoBaHa
pefakuis: Sanzyme Biologics Private Limited, IHAjs
162. | JIAKTYNO3A cupon, 670 mr/mn, ToBapncTBO Ykpaina ToBapucTBo 3 Ykpaina BHECEHHS 3MiH 4,0 peecTpaLiiHnx martepiasis: 3MiHK bes UA/16601/01/01
no 100 mny 3 obMexeHo | Tuny - 3miHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenma
hnakoHax obmexeHoro BiANOBIAA/LHICTIO thapmakoHarnagy (iHwi 3MiHK) - 3MiHW BHECEHO Y
nosliMepHnx 3 BiANoBiAa/Ib «®dapmMaLeBTNyHA TEeKCT MapKyBaHHS1 NepBuHHOI (N. 5, n. 6) Ta
KPULLIKOIO 3 HiCTIO hipma «BepTeke» BTOPUHHOI (n. 11, 17) ynakoBKu NikapCbKOro 3acoby.
KOHTpoNem nepwioro | "dapmaresT (BMPOGHMLTBO 3 BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
BiAKpUTTS; no 1 MyHa chipma npoaykuii in bulk 3aTBEPAKEHHS
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
chnakoHy 3 "BepTtekc" BMPOOHUKaA
003ylo4nm ®peseHiyc Kabi
NPUCTPOEM Y ABCTpist TM6X,
KapTOHHI kopo6Lyj; ABCTpIST)
no 200 mny
donakoHax
noniMepHuX 3
KPYLLIKOIO 3
KOHTPOMEM NepLuoro
BigKpnTTS; no 1
oNakoHy 3 MipHUM
CTaKkaH4MKoOM Y
KapPTOHHI KOpooLii
163. | IAMIKTAN TabneTtku, Lo nakcoCmit Benuka Lendhapm Monbwa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/0452/01/01
amncnepryoTbes, no Knsaiin BpuTaHis Mo3HaHb C.A. | TMny - 3MiHKn Woao 6e3nekn/edeKTUBHOCTI Ta peyernmom nionsieae
5 wr; no 14 Ekcnopt thapmakoHarnsgy. 3MiHa y KOpOTKiil xapakTepucTuui
TabneTtok y 6nictepi; NimiTen NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
no 2 6nictepu B IHCTPYKLi 415 MeAUUYHOro 3aCTOCyBaHHS Ha nigcTasi
KapTOHHIA Kopoo6Li perynsipHoO OHOB/THOBAHOrO 3BiTYy 3 6e3neku
a6o no 30 TabneTok nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
y donakoHi; no 1 3aCTOCYBaHHS Nikapcbkoro 3acoby B
chnakoHy B nicnspeecTpauiiinii nepiog, abo sk pesynbTar
KapTOHHIlA KOpooLi OL|iHKM 3BITY 3 AOC/iAKeHb, NpoBeAeHUX BiAMNOBIAHO
[0 nnaHy negiatpuyHnx gocnimpkerb (PIP) (3mMiHy
Y3rO[XKEHO 3 KOMMETEHTHNUM YNOBHOBaOXKEHNM
opraHom)
3MiHU BHECEHO [0 IHCTPYKUiT AN MEANYHOr0o
3acTocyBaHHS Nikapcbkoro 3acoby Ao po3ainis
"Oco6nmBoCTi 3acTocyBaHHA", "Mepeno3yBaHHA",
"Mo6iuHi peakuii" BiANOBIAHO A0 pekomeHAaLii
PRAC. BBeeHHs 3MiH NpoTArom 6-Tu Micauis nicns
3aTBEPAKEHHS.
3Mminu |l TURy - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI
Ta chapmakoHarnsgy. 3mMiHu y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT A/19 MeANYHOro
3aCTOCyBaHHS Yy 3B’AA3KY i3 HOBUMMW AaHUMU 3 AKOCTI,
OOKNIHIYHUMMW, KNIHIYHUMW JaHUMK Ta JaHMK 3
hapmakoHarnagy - 3mMiHM BHECEHO [0 iHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHSA MikapCbKoro 3acoby Ao
po3ainy "Mo6iyHi peakuii”. BBeAeHHS 3MiH NPOTArom
6-TV MicALIB MiC/1SA 3aTBEPLKEHHS.
164. | NAMIKTAN Tabnetku, Wo nakcoCmit Benuvka Oendapm Monbwa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/0452/01/03
aucnepryoTses, no KnsiiH BpuTaHis Mo3HaHb C.A. | TMny - 3MiHK Woao 6e3nekn/edpekTUBHOCTI Ta peuyenmom | nidssizae
50 wmr; no 14 Ekcnopt thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuLi
Tabnetok y 6nictepi Nimiten nikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta

3 nonisiHixnopuay,
nonisiHigeRxnopug

IHCTPYKLT ANA MeAMYHOro 3aCTOCyBaHHSA Ha niacTasi
pPerysipHoO OHOBJ/IOBAHOTO 3BIiTY 3 6e3nekn




117

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
y i aniomiHilo abo y nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3nekn
6nictepi 3 3acToCyBaHHSA Nikapcbkoro 3acoby B
nonisiHinxnopuay/no nicnsipeecTpauiiinii nepiog, abo sk pesynbTar
niBiHingeHxnopuay/n OLiHKM 3BIiTYy 3 AOC/iMKEHb, MPOBEAEHNX BiAMOBIAHO
anepy/anoMiHieBoT [0 nnaHy negiatpuyHux gocnimxkers (PIP) (3MiHy
donbru i3 3axmcTom Y3rO[XKEHO 3 KOMMETEHTHWUM YNOBHOBaXKEHNM
BiJ BiAKpPMBaHHSA opraHom)
AiTbMu; no 2 3MiHV BHECEHO [0 iHCTPYKLIT 4151 MeanyHOro
6nictepu B 3aCTOCyBaHHA NikapcbKoro 3acoby A0 po3ainis
KapTOHHI Kopoo6Li "Ocob6nmBocCTi 3acTocyBaHHA", "lMepeno3yBaHHS",
"Mo6iuHi peakuii" BiANOBIAHO A0 pekomeHAaLlii
PRAC. BBefieHHS 3MiH NpoTArom 6-Tu micauis nicns
3aTBEPKEHHS.
3MiHu 1l TUny - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI
Ta chapmakoHarnsgy. 3MiHW y KopoTkili
XapaKTepucTmLi NikapCcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLiT 415 MeAnYHOro
3aCTOCYBaHHA y 3B’A3KY i3 HOBYMU JaHUMW 3 SKOCTI,
OOKNIHIYHUMM, KNIHIYHUMW JaHUMK Ta JaHUMK 3
thapmakoHarnsgy - 3MiHM BHECEHO A0 IHCTPYKLi Ans
MeAUYHOro 3aCToCyBaHHA NiKapcbKoro 3acoby Ao
po3gainy "Mo6iuHi peakwji”. BBeAEHHS 3MiH NPOTATrOM
6-TN MicALB Nic/a 3aTBEPKEHHS.
165. | NAMIKTAN TabneTtku, Wwo FnakcoCmit Benuka Lendapm Monbwa BHECEHHS 3MiH 4,0 peecTpaLiiHnx maTtepianis: 3MiHu 3a He UA/0452/01/04
[AvcnepryoTbes, no KnsiiH BpuTaHis MosHaHb C.A. | Tuny - 3miHK Woao 6e3nekn/edpeKTBHOCTI Ta peyenmom | niossi2ae
100 wmr; no 14 Ekcnopt thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuLi
Tabnetok y 6nictepi Nimiteq NiKapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta

3 noniBiHiIX0pUAY,
noniBiHiNgeHxnopng
y Ii antiomiHilo abo y
6nicTepi 3
nonisiHinxnopuay/no
niBiHingeHxnopuay/n
anepy/antomiHieBoi
h0NbIY i3 3aXUCTOM
Bif BiAKpPMBaHHSA
AOiTbMU; no 2
6nictepu B
KapTOHHI Kopoobui

IHCTPYKL|i A1 MEAUYHOr0 3aCTOCYBaHHSA Ha niacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCYyBaHHSA Nikapcbkoro 3acoby B
nicnspeecTpauiiHnii nepiog, abo sk pesynbTar
OLliHKM 3BIiTYy 3 AOC/iMKEHb, NPOBEAEHNX BiAMNOBIAHO
[0 nnaHy negiatpuyHux gocnimkersb (PIP) (3MiHy
Y3rO[XKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom)
3MiHU BHECEHO [0 IHCTPYKUIiT AN MeANYHOro
3acToCyBaHHA NiKapcbKoro 3acoby [0 po3ainis
"Oco6nmBocTi 3acTocyBaHHA", "lMepeao3yBaHHS",
"Mo6iuHi peakuii" BiANOBIAHO A0 pekomeHAaLii
PRAC. BBeieHHS 3MiH NpOTArom 6-Tv MicALiB nicns
3aTBEPIKEHHS.
3miHu Il TUny - 3MiHN Woao 6e3nekn/edeKTUBHOCTI
Ta chapmakoHarnsgy. 3mMiHu y KopoTkili
XapakTepucTuLi Nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iIHCTPYKLiT 415 MeAnyHOro
3aCTOCyBaHHS Yy 3B’AA3KY i3 HOBUMMW AaHUMU 3 AKOCTI,
OOKMIHIYHUMK, KNIHIYHUMW JaHUMK Ta AaHMK 3
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
thapmakoHarnagy - 3mMiHM BHECEHO [0 iHCTPYKUiT Ans
MeAMYHOro 3acToCyBaHHSA MikapCbKoro 3acoby Ao
po3sginy "Mo6iuHi peakuji”. BBeAEHHSA 3MiH NPOTATrOM
6-TN MiCALLB Nic/1a 3aTBEPAKEHHS.
166. | TAMI®PEH® renb 1%, no15r MPAT Ykpaina BiANOBiAabHMI 3a Ykpaina BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu 6e3 He UA/6136/02/01
a6o no 30 ry Ty6i; "®ITOPAPM BMPOGHMLTBO, | Tuny - AgMiHiCTpaTWBHI 3MiHW. 3MiHa peyenma nionsi2ae
no 1 Ty6i B nauui 3 " nepBuHHE, HalilMeHyBaHHS Ta/abo agpecu 3asBHMKa (BnacHuKa
KapToHy BTOPVHHE peecTpayiiiHoro noceig4eHHs) 3miHa agpecu
nakyBaHHs, 3asBHMKa. 3MiHW BHECEHO B iHCTPYKLiO oNs
KOHTPO/b SIKOCTI MeAMYHOro 3acTOCYBaHHS MikapCbKoro 3acoby y
Ta BUNycK cepi: po3ain "Micue3HaxomKeHHs 3asBHMKA". BBegeHHS
MPAT 3MiH NPOTAroM 6-TU MICALLIB MiCNA 3aTBEPIXKEHHS.
"®ITOPAPM",
YKpaiHa;
BiANOBIAa/IbHMI 3a
BWMNYCK Cepii, He
BK/THOHAI0UM
KOHTPO/b/BMNPOGY
BaHHS cepii:
MPAT
"OITOPAPM",
YKpaiHa
167. | IEBEMIP® PO34UH A151 iH'EKLLNA, A/T Hoso [JaHis BUPOBHMK [anisa/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHn 3a UA/4858/01/01
®JIEKCMNEH® | 100 OA/mn; no 3 mn Hopgaick Hepo3g)acoBaHOro Bpasunisi/ | Tvny - 3MiHKM Woao 6e3nekn/edhekTMBHOCTI Ta peuyenmom
y KapTpuaxi; no 1 NPoOAYyKTY, dpaHuina dhapmakoHarnsgy. BeefeHHsa abo 3MiHn fo
KapTpuaXy B HanoBHEHHS B y3arasibHeHUX faHnx Npo cucTemy chapmakoHarnsgy
6araTrof030Bii MNeHdin®, (BBEAEHHS Y3araslbHEHUX AaHWX NPO cMcTemMy
0fIHOPa30Biii nepBuHHa chapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOT 0cobu,
wnpuy-pyyui; no 1 yrnakoBka, BiANOBIAA/IbHOI 3a 3AiiCHEHHSA hapMakoHarnsay;

abo 5 wnpuu-pyyok
Y KapTOHHiIli kopobui

KOHTPO/b AKOCTI
Ta BiANOBIAA/IbHWIA
3a BUNYCK cepiit
KiHL,EBOro
npoaykty: A/IT
Hoso Hopgick ,
[aHis; BUpo6HUK
npoAayKuii 3a
NOBHUM LIMK/TOM:
Hoso Hopgick
MpoAtoKCbLOoH
CAC, ®paHLuig;
MapKyBaHHs Ta
ynakoBka
dnekcleH®,
BTOPUHHE
nakysaHHs: A/IT
Hoso Hopgick,
[aHisi; BUpO6HUK

KOHTaKTHOI 0cobu 3 hapmakoHarnsgy 3asBHvKa Ans
3[iicHeHHs hapMakoHarnsay B YKpaiHi, AKLLo BoHa
BigMiHHa Bif, yNOBHOBaXKeHOT 0cO6MU, BiANOBIAaIbHOT
3a 3[jicHeHHs hapmakoHarnsay (Bkvarum
KOHTaKTHi faHi) Ta/abo 3MiHM y PO3MILLEHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) - 3miHa
KOHTaKTHUX JaHWUX YNOBHOBAXXEHOI 0COOM 3asiBHUKA,
BiANoBigasIbHOI 3a thapMakoHarnsg. 3miHa
MicLie3HaxX0MKeHHs MacTep-thaiina cuctemm
thapmakoHarnsgy. 3miHa micus 34iicHeHHS
OCHOBHOI AisiNbHOCTI 3 chapMakoHarnsgy.




119

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
Onsa 36MpaHHs,
MapKyBaHHSA Ta
ynakoBka
dnekclleH®,
BTOPWHHE
naxkyBaHHs: A/IT
HoBo Hopagaick,
[aHisi; BUpo6HUK
Hepo3acoBaHol
npoaykKuii,
HarnoBHEHHS B
MeHin®,
nepBuHHa
ynakoBka Ta
36UpaHHs,
MapKyBaHHA Ta
ynakoBka
dnekclleH®,
BTOPWHHE
nakyBaHHs: HoBo
Hopgick MNMpoaykao
dapmaceyTika 4o
Bpasinb iTpa.,
Bpasunis
168. | NIEBEPET TabneTku, BKpUTI 3eHTiBa, K.C. Yecbka TOB TeBa Monbwa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/15294/01/01
NOHr nNiBKOBOIO Pecny6nika OnepeiiH3 | TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peuyenmom | nidssizae
0600HKOt0, N0 91 MonaHg thapmakoHarnagy. 3MiHa y KOpOTKiil XxapakTepucTuLi
Tabnetyiy nikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
6nictepax (no 28 IHCTPYKLii ANA MeAMYHOro 3aCTOCyBaHHSA Ha nigcTasi
pOXeBuX TabneTok y perynsipHO OHOB/IHOBAHOrO 3BiTYy 3 6e3neku
2 6nictepax Ta 35 nikapcbKoro 3acoby, abo gocnigmxeHb 3 6e3nekn
Tabnetok (28 3acToCyBaHHSA NikapcbKoro 3acoby B
poxeBux TabneTok nicnsipeecTpaviiiHnii nepiog, abo Sk pesynbtat
Ta 7 6innx OLiHKM 3BIiTYy 3 AOC/iMKEHb, MPOBEAEHNX BiAMNOBIAHO
Tabnertok) y 00 nnaHy negiatpuyHux gocnimxkers (PIP) (3MiHy
6nicTepi); no 3 Y3rO)KEHO 3 KOMMETEHTHUM YNOBHOBaXXEHUM
6nictepw, Wo opraHom).
3adikcoBaHi 3MiHV BHECEHO B iIHCTPYKLiIO A1 MeAU4HOro
KOpOOKOt0- 3aCTOCYBaHHS NMikapcbkoro 3acoby Ao po3ginis
KHUXeuKolo; no 1 "MpoTunokasaHHsa", "B3aemogis 3 iHWMMun
KOpOOLLi-KHWXL B nikapcbkrMKM 3acobamu Ta iHLWi BUAW B3aeMogiid",
nakeTuky 3 onbru; "Ocob6nuBocTi 3acTocyBaHHA" Ta "Mo6iuHi peakuii”
no 1 nakeTmky 3 BiANOBIAHO [0 OHOBMEHOT iHhopMaLii Wwoao 6e3nekn
donbrn Ta 3aCTOCYyBaHHSA AiH040T peYOBMHY 3rigHO 3
Hakneikoto- pekomeHgauieto PRAC. TepMiH BBEAEHHS 3MiH -
KaneHgapem B npoTAroM 6 MiCALiB MiCNA 3aTepAKeHHS.
Kopobui
169. | IEBEPET TabneTkun, BKpUTI 3eHTiBa, K.C. Yecbka KOHTPO/b SKOCTI, Icnanis BHECEHHS 3MiH [10 peecTpaLiiiHux maTtepianis: 3mMiHn 3a UA/15001/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
MIHI N/1iBKOBOO Pecny6nika BMPOGHMLTBO | Tuny - 3miHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
060/10HKo10, 0,10 roToBOro thapmakoHarnagy (iHwi 3MiHn). 3MiHW BHECEHO B
mr/0,02 wr; no 21 NPOAYKTY, TEKCT MapKyBaHHS NEPBUHHOIT (MYHKT 6) Ta
Tabnetui B 6nicTepi; nakyBaHHs, BUMYyCK BTOPUWHHOI (NyHKTM 3, 12, 16, 17) ynakoBok
no 1, 3a6ono 6 cepi: nikapcbKoro 3acoby. TepMiH BBEAEHHS 3MiH -
6nicTepis B Na6opatopioc npoTArom 6 micsuiB nicns 3aTBeppKeHHs.
KapTOHHI Kopoo6Li INeoH dapwma,
C.A., IcnaHis;
MiKPOBIONOTiUHWIA
KOHTPO/b:
NABOPATOPIO
EYEBAPHE, C.A,,
IcnaHis;
anbTepHaTMBHa
AinsaHka
BTOPVHHOIO
nakysaHHs: TOB
MaHaHTian
IHTerpa, Icnanis;
anbTepHaTMBHa
AinsaHka
BTOPVHHOIO
nakysaHHs: ATAIC
®APMA, C.N.,
Icnaxis
170. | IEBOAAP TabneTku, BKPUTI AAP dapma O6'efiHaHI 3im NlabopaTtopi3 IHais BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/17911/01/01
nNiBKOBOIO ®3-/171C ApabCbki Niviteq | TMny - 3MiHKn Woao 6e3nekn/edeKTUBHOCTI Ta peyernmom
o6onoHkoto, 250 wr, Ewmipatu thapmakoHarnsgy. BeegeHHs abo 3miHv o
no 6 a6o 10 y3arasibHeHUX JaHnx Npo cucTemy dhapmakoHarnsgy

Tabnetok B 6nicTepi,
no 1 6nictepy B
KapTOHHI nauui

(BBEAEHHSA Y3araslbHEHUX AaHWX NP0 cucTemy
hapmakoHarnsgy, 3MiHa ynoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEHH:A hapMmakoHarnsay;

KOHTaKTHOI 0Co6YM 3 thapmakoHarnsagy 3asBHuka anas
3piicHeHHs hapMakoHarnsgy B YkpaiHi, SKL0 BOHA
BigMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifnoBiganbHOI
3a 3AjiicHeHHs hapmakoHarnagy (Bkiyatoun
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi MacTep-
thaiina cuctemm chapmakoHarnsgy). 3miHa
YNOBHOB&XXEHOI 0CO6U 3asBHMKA, BifNoBigasibHOI 3a
hapmakoHarnsg,.

[Oitova pepakuisn: Kapil Pandya. MNponoHoBaHa
pegakuisi: Bosk HOpiit CepriiioBuY. 3MiHa KOHTaKTHUX
[AaHnX YNoBHOBaXXEHOT 0CO6Y 3asBHNIKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsag. 3MiHa
MicLe3HaxoKeHHS MacTep-haina cuctemm
thapmakoHarnsgy Ta lioro Homepa.
3MiHa MicLs 3AiICHEHHSI OCHOBHOI AisifIbHOCTI 3
hapmakoHarnsgy.




121

n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

171.

NEBOAAP

TabneTku, BKpUTI
nNiBKOBOIO
060/10HKOI0, N0 500
mr, no 10 Tabnetok
B 6nicTepi, no 1
6nictepy B
KapTOHHIW navu,i

AAP ®apma
®3-N1C

O6'egHaHi
Apabebki
Emipatu

3im Jlabopatopi3
Nimitep

IHgis

3MiHn | TUnYy - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHst abo 3miHu o
y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3arasIbHEHNX AaHUX NPo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0cobu,
BiNOBifa/1bHOT 3a 34iICHEHHS hapMakoHarnsgy;
KOHTaKTHOI 0cO6M 3 thapMakoHarnsay 3asBHUKa gns
3iiCHEeHHs1 chapMakoHarnaay B YkpaiHi, AKLL0 BOHa
BiAMiHHaA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAa/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (BkIyatum
KOHTaKTHi flaHi) Ta/abo 3MiHW y PO3MiLLLeHHI macTep-
dhaiina cuctemu chapmakoHarnagy). 3miHa
YMOBHOBaXEHOI 0C06Y 3a8BHWKa, BiANOBifa/IbHOT 3a
hapmakoHarnag,.

[itoya pepakuis: Kapil Pandya. MponoHoeaHa
pepakuisi: Bosk HOpili CepriioBnY. 3MiHa KOHTaKTHUX
[aHnX YNoBHOBaXXEHOT 0CO6W 3asBHNIKA,
BiANOBIAaIbHOI 3a thapmakoHarnsag,. 3miHa
MicLe3Hax0o[pKeHHS MacTep-chaiina cuctemm
dhapmakoHarnsgy Ta oro Homepa.
3MiHa MicLs 34iACHEHHS! OCHOBHOT AisifIbHOCTi 3
dhapmakoHarnsgy.

3a
peyenmom

UA/17911/01/02

172.

NEBOMEKO/
b

Ma3b; o 40 r y Ty6i;
no 1 Ty6i B nauui

AT
"®apmak”

YKpaiHa

AT "®dapmak”

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu
| Tuny - 3miHK Wwoao 6e3nekn/edekTBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn).
3MiHV BHECEHO B TEKCT MapKyBaHHS NEPBUHHOT Ta
BTOPUHHOI YNakoBOK MikapCbKoro 3acoby, a came
BUy4eHO Ay6totoYy iHhopMaLiio pocilicbKoto
MOBOI Ta BUKNAAEHHS Ti aHrNinCbKO MOBOHO.
TepMmiH BBEAEHHS 3MiH - NPOTArom 6 micsuis nicns
3aTBEPPKEHHS.
3MiHu | TUNY - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI
Ta hapmakoHarnagy (iHwi 3miHun). 3MiHM BHECEHO B
TEKCT MapKyBaHHS NepBUHHOT (MyHKTK 5, 6) Ta
BTOPWHHOI (MyHKTK 11, 16, 17) ynakoBOK NikapCbKoro
3aco6y. TepMiH BBEAEHHS 3MiH - MPOTArOM 6 MicAL,iB
nicns 3aTBepAKEHHS.

6e3
peuyenma

UA/1197/01/01

173.

NEBOMILET
NH

Kpanni ouHi 0,25 %;
no 10 mny
hnakoHax; no 10 mn
y thnakoHi; no 1
chnakoHy y nauuj 3
KapToOHy

MPAT
"OITOPAPM

YKpaiHa

MPAT
"OITOPAPM"

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu
| Tuny - AgMiHiCTpaTWBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo afpecy 3asiBHMKA (BNacHUKa
peecTpavuiiiHoro noceig4eHHs) 3miHa agpecu
3asBHMKa. 3MiHW BHECEHO B iHCTPYKLjiO o1s
MeAMYHOro 3acTOCYBaHHS MikapCbKoro 3acoby y
po3ain «Micue3HaxoMKeHHs 3asBHUKa».

3a
peyenmom

He
nidnsieae

UA/8046/01/01

174.

NEBOCTAA®

TabneTkn, BKPUTI
nNiBKOBOK
060/10HKOI0, Mo 250
Mmr, no 5 TabneTok y

CTAIA
ApuHaimiTT
ens Al

HimeuyunHa

Bunyck cepii:
CTAIA
ApuHaiimiTTeNb
Al, HimeyuunHa,;

HimeuuunHa/
IcnaHis

BHECEHHS 3MiH 4,0 peecTpaLiiHnx maTtepiasis: 3MiHu
| Tuny - 3miHK Woao 6e3nekn/edpeKTNBHOCTI Ta
dhapmakoHarnsgy. 3miHa y KOpoTKili xapakTepuctu
NiKapCbKoro 3acoby, TEKCTi MapKyBaHHs Ta

3a
peyenmom

He
nionsieae

UA/11890/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
6nicTepi; no 1 Brpo6HMUTBO IHCTPYKL|i 415 MEAUYHOr0o 3aCTOCYBaHHS Ha nigcTasi
6nictepy B Hepo3ghacoBaHOro perynsipHo OHOBJ/IIOBAHOrO 3BIiTY 3 6e3nekn
KapTOHHIli KopooLi NpOAYKTY, nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
nepBuHHe Ta 3aCTOCYyBaHHSA Nikapcbkoro 3acoby B
BTOPVHHE nicnspeecTpauiiinii nepiog, abo Ak pesynbTar
nakyBaHHs, OLiHKM 3BIiTY 3 AOC/iMKEHb, NPOBEAEHNX BiAMNOBIAHO
KOHTPO/b Cepili: [0 nnaHy negiatpuyHux gocnimkerb (PIP) (3miHy
Nab6opaTtopis Y3rO[XKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
MegikameHTOC opraHom) - 3MiHW BHECEHO [0 IHCTPYKLUT Ans
IHTepHaTioHec, MeAMYHOro 3acTOCYBaHHS MikapCbKoro 3acoby y
C.A., IcnaHis; po3zainu "Ocob/MBOCTi 3aCTOCyBaHHS",
BMPOGHMLITBO "MepepnosysaHHn", "Mob6iyHi peakuii”" BiANOBIAHO A0
Hepo3dacoBaHoro OHOBJIEHOT iHdhopMaLiii 3 6e3neku Ailo4oi peYoBUHY.
NPOAYKTY, BBegeHHA 3MiH NpoTarom 3-x micsauis nicns
nepBuHHe Ta 3aTBepMKEHHS. 3MiHK | Tuny - 3MiHn Woao
BTOPUHHE 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy. 3miHa
nakyBaHHs, Y KOpOTKiiA XapakTepucTuLi likapcbkoro 3acoby,
KOHTPO/b Cepili: TEKCTi MapKyBaHHS Ta iHCTPYKLii 419 MeguyHoro
Na6opatopioc 3acTocyBaHHS Ha MigcTaBi perynsipHo
NikoHca, C.A,, OHOBJ/IOBAHOrO 3BiTY 3 6e3neKkun NikapcbKoro 3acoby,
Icnanis; BTOpuHHE abo gocnimxkeHb 3 6e3neku 3acToCyBaHHSA
nakyBaHHs: nikapcbKoro 3acoby B MicispeecTpaviliHvin nepioa,
MAHAHTIAN ab0 sK pe3ynbTar OUiHKM 3BIiTY 3 AOCNIIKEHD,
IHTEIPA, C.J1.10., npoBefeHnX BiANOBIAHO A0 NAaHy negiaTpuyuHnX
Icnanisa; ATAIC pocnimkeHb (PIP) (3MiHy y3romxeHo 3
®APMA, C.J1., KOMMNETEHTHUM YNOBHOBa&XEHUM OpraHomM) - 3MiHu
IcnaHis BHECEHO [0 IHCTPYKLUIT 419 MeANYHOro
3aCTOCYBaHHS NiKapcbkoro 3acoby y po3ain "MobiyHi
peaxui™ BignoBigHO A0 OHOBMEHOT iHhopmaLii 3
6e3nekun Ajtoyoi pevyoBnHN. BBeAEHHS 3MiH NPOTAroM
3-x MicsiUiB nicnsl 3aTBEPAKEHHS
175. | IEBOCTAA® | Tabnetku, BKpUTI CTALOA HimeuyunHa Bunyck cepiii: HimeuunHa/ | BHECEHHS 3MiH O peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/11890/01/02
nNiBKOBOIO ApuHaimiTT CTALA Icnanis | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyernmom nionsieae
o6onoHkoto, no 500 enb Al ApuHaiimitTTens thapmakoHarnsgy. 3MiHa y KOpOTKill xapakTepucTuui

Mmr, no 5 TabneTok y
6nictepi; no 1
6nictepy B
KapTOHHIlA KOpooLi

Al', HimeuuunHa;
Brpo6HMLUTBO
Hepo3acosBaHoro
NPOAYKTY,
nepBrHHE Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b Cepili:
Na6opatopis
MegikameHTOC
IHTepHarTioHec,
C.A., Icnanis;
BMPOBOHULITBO
Hepo3dacoBaHoro

NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLi 415 MeAUUYHOro 3aCTOCyBaHHS Ha nigcTasi
perynsipHO OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3acToCyBaHHS NikapCcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesysbTar
OL|iHKM 3BITY 3 AOC/iAKEHb, NpoBeAEeHUX BiAMNOBIAHO
[0 nnaHy negiatpuyHnx gocnimpkerb (PIP) (3MiHy
Y3rO[XKEHO 3 KOMMETEHTHNUM YNOBHOBaOXKEHNM
opraHom) - 3MiHW BHECEHO [0 IHCTPYKLUIT A1s
MEeANYHOro 3acTOCyBaHHSA NikapcbKoro 3acoby y
po3ginu "OcobaMBOCTi 3acTOCyBaHHS",
"MepeposyBaHHA", "T06IYHI peakuii” BignNoBigHO [0
OHOB/EHOT iHhopMaLii 3 6e3nekn Ailo4oi peyoBUHU.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
nNpoaykKTy, BBefeHHs 3MiH NpoTArom 3-x MicAuiB micas
nepBuHHe Ta 3aTBepXEHHS. 3MiHY | Tuny - 3MiHK Woa0
BTOPUHHE 6e3nekn/edpekTBHOCTI Ta hapMakoHarisgy. 3miHa
nakyBaHHs, Y KOPOTKiil XapakTepucTuLi slikapcbkoro 3acoby,
KOHTPO/b cepili: TeKCTi MapKyBaHHS Ta iHCTPYKUIT 415 MeAUYHOro
Nab6opatopioc 3acTocyBaHHA Ha nigcTasi perynspHo
NikoHca, C.A., OHOB/IHOBAHOrO 3BITY 3 6e3nekn NikapcbKoro 3acoby,
IcnaHis; BTOpUHHE abo gocnigmkeHb 3 6e3neky 3acToCyBaHHA
nakyBaHHS: nikapcbKoro 3acoby B nicnspeecTpaviliHnii nepios,
MAHAHTIAN ab0 Sk pe3ynbTar OLiHKM 3BIiTY 3 JOCAIMKEHD,
IHTEIPA, C.J1.10., npoBeAeHnX BiANOBIAHO A0 NaHy nejiatpudHmnx
Icnania; ATAIC pocnigmkeds (PIP) (3MiHy y3rogxeHo 3
PAPMA, C.J1., KOMMETEHTHVM YNOBHOB&XEHUM OPraHoMm) - 3MiHn
IcnaHis BHECEHO [0 IHCTPYKLUIT 418 MeANYHOro
3aCTOCYBaHHSA NikapcbKoro 3acoby y po3ain "MobiyHi
peakuii" BignoBigHO 4O OHOBMEHOI iHchopMmaL,i 3
6e3neku Ajtoyoi pevyoBNHU. BBeAEHHS 3MiH NPOTArom
3-x MicsiLiB nicns 3aTBEpAKEHHS
176. | NIEBO®JIOKC | TabneTtku, BKpUTI TOB «TeBa YkpaiHa AxTasic 1TA ManbTa BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3MiHu 3a He UA/11952/01/02
AUVH-TEBA nNiBKOBOIO YkpaiHa» | TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom | niosiss2ae

060/10HKO0, N0 500
Mr, no 5 TabneTtok y
6nictepi, no 2
6nictepy B
KapTOHHIA KopoobLi

thapmakoHarnagy. 3MiHa y KOpOTKiil XxapakTepucTuLi
niKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKLii AN1A MeAMYHOro 3aCTOCYBaHHSA Ha niacTasi
perynsipHoO OHOBJ/IHOBAHOTO 3BTy 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimxeHb 3 6e3nekn
3aCTOCyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpaviiiHnii nepiog, abo sk pesynbtat
OLLiHKM 3BIiTYy 3 AOC/iMKEHb, MPOBEAEHNX BiAMNOBIAHO
[0 nnaHy negiatpuyHux gocnimkers (PIP) (iHLwi
3MiHW) - 3MiHN BHECEHO A0 IHCTPYKLi A1
MeAMYHOro 3acTOCYBaHHS MikapCbKoro 3acoby y
po3zinu "Ocob/MBOCTI 3aCTOCYBaHHS",
"MepeposysaHHa", "Mo6iyHi peakuii” BiANOBIAHO A0
OHOBJIEHOT iHdhopMaLiii 3 6e3neku Ailo4oi peYoBUHN.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBepMKEHHS. 3MiHK | Tuny - 3MiHn Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. 3miHa
Y KOPOTKili XapakTepucTuL,i NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii 415 MegnyHoro
3aCTOCYBaHHA Ha MifcTasi perynspHo
OHOBJ/IOBAHOrO 3BITY 3 6e3neKkun NikapcbKoro 3acoby,
abo pocnigpkeHb 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3acoby B MicisipeecTpaviliHvi nepioa,
ab0 AK pe3ynbTar OLiHKM 3BITY 3 AOCNIIKEHD,
npoBefeHNX BiANOBIAHO A0 NaaHy negiaTpuyiHnX
pocnigxeHsb (PIP) (iHwi 3MiHW) - 3MiHN BHECEHO [0
IHCTPYKLUT 418 MEAUYHOro 3acTOCYBaHHSA
nikapcbKoro 3acoby y po3gin "MNobivHi peakuii”




124

n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

nocsBi0OYeHHs

BiANOBIAHO [0 OHOBMEHOI iHGhOpMaL,i 3 6e3nekn
Lito4oi pevyoBuHW. BBeEHHSA 3MiH NPOTAroM 6-Tn
MicsLiB NicNs 3aTBEPKEHHS

177.

NEBO®IOKC
AUNH-TEBA

TabneTku, BKpUTI
N/1iBKOBOIO
060/10HKOI0, M0 250
Mr, no 5 TabneTtok y
6nictepi, no 2
6nictepy B
KapTOHHIA Kopoo6Li

TOB «TeBa
YkpaiHa»

YkpaiHa

AxTaBic 1T/,

ManbTa

BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3MiHu
| TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuLi
nikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKLT ANA MeAMYHOro 3aCTOCYBaHHSA Ha nigcTasi
perynsipHoO OHOBJ/IHOBAHOTO 3BIiTy 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigmxeHb 3 6e3nekn
3aCTOCyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpaviiiHnii nepiog, abo Sk pesynbtat
OLiHKM 3BITYy 3 AOC/iMKEHb, MPOBEAEHNX BiAMNOBIAHO
[0 nnaHy negiatpuyHux gocnimxkeHs (PIP) (iHwwi
3MiHW) - 3MiHN BHECEHO A0 IHCTPYKLi AN
MeAMYHOro 3acTOCYBaHHS MikapCbKoro 3acoby y
po3zinu "Ocob/MBOCTi 3aCTOCYBaHHS",
"MepeposysaHHn", "Mo6iyHi peakuii” BiANOBIAHO A0
OHOBJIEHOT iHdhopMaLiii 3 6e3nekn Ailo4oi peyoBUHN.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBepMKEHHS. 3MiHK | Tuny - 3MiHn Woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy. 3miHa
Y KOPOTKili XapakTepucTuL,i NnikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii 415 MegnyHoro
3aCTOCYBaHHA Ha MifcTasi perynspHo
OHOBJ/IIOBAHOrO 3BITY 3 6e3neKkun NikapcbKoro 3acoby,
abo gocnigpkeHb 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3acoby B MicnsipeecTpaviiiHvi nepioa,
ab0 sK pe3ynbTar OLiHKM 3BITY 3 AOCNIMKEHD,
npoBefeHNX BiAMNOBIAHO A0 NAaHy negiaTpuyiHnX
pocnigxeHb (PIP) (iHwi 3MiHW) - 3MiHN BHECEHO [0
IHCTPYKLUT A8 MeAUYHOro 3acTOCYBaHHSA
nikapcbKkoro 3acoby y po3gin "MobivHi peakwii”
BiANOBIAHO [0 OHOBEHOT iHGhopMaL,i 3 6e3nekn
Lito4oi pevoBuHW. BBeAEHHSA 3MiH NPOTATroM 6-Tn
MicsLiB NicNsA 3aTBEPAKEHHS

3a
peyenmom

He
nionsiecae

UA/11952/01/01

178.

NECIBA-T®X

pigvHa (cybcTaHuis)
y KaHicTpax 3
BMCOKOMOJIEKY/IIPHO
ro nonieTuneHy
BMCOKOT LUINIbHOCTI
ans
dhapmaL,eBTU4YHOro
3aCTOCYBaHHSA

BAB NIMIAC
MPAMBET
NIMITEL

IHAjA

BAB NINIAC
NMPAMBET
NIMITEL

IHAjsA

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
| TMny - AQMiHICTpPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy MicLA NPOBaKEHHS
[OiSNbHOCTI BUPO6HUMKa (BK/THOYatoun, 3a
Heob6XifHOCTI, MicLe NPOBeLEeHHS KOHTPOJIO SKOCTI),
abo BnacHvka MmacTtep-goaiina Ha A®l, abo
noctavanbHuka Adl/BuxigHoro
mMaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, WO
3aCTOCOBYOTbCA Y BUPOO6HULTBI ADI (AKLLO
3a3HavYeHo y AOCbE Ha Nikapcbkuii 3acib) 3a
BiCYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponeiicbkiin hapmakonei y 3aTBepaKeHoOMy

UA/18384/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
[oCbe, ab0 BUPOOHMKA HOBOT AOMOMIKHOI PEYOBVHN
(AKLLLO 3a3HAYeHO Y AOCbE) YTOUHEHHS Ha3BU Ta
agpecy Bupo6Huka APl 3MiHn | TUNY - 3MiHK 3
akocTi. A®l. KoHTponb A®I. 3miHa y meTogax
BMNpo6yBaHHA A®| abo BUxigHOro
marepiany/npoMiKHOro NPoAyKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y NpoLeci BUpobHMuTBa AdI
(He3HauHi 3MiHW y 3aTBEpPKEHUX MeTofax
BUNPOOGYBaHHS) - BHECEHHS HE3HAYHMX 3MiH [0
cneumdikauii/meTogis BUNpobyBaHHSA 3a
nokasHMKaMmn: «PO3UMHHICTb», «laeHTudikauis
meTogom TLWX», «MuTome onTnyHe obepTaHHs (Npu
Temnepartypi 20 °C)», «CynpoBigHi AOMiLLK/ (MeTo4
TLWX)», «loH hocdopHOT KNCNOTU», «Baxkki
mMeTanm», «BunpobysaHHSA Ha MiKpobionoriyHy
yncToTy», «aToreHn» Ta «bakrepianbHi
©HA0TOKCUHU».
179. | NIHIMEHT niHiMeHT; N0 401y MPAT YkpaiHa BiANOBIAa/IbHUI 3a YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 6e3 nionsi2ae UA/0228/01/01
BANb3AMIY Ty6ax; no40ry "OITOPAPM BMPOGHMLTBO, | Tuny - AAMiHiCTpaTVBHI 3MiHW. 3MiHa peyenma
HWIA (3A O.B. | Ty6i, no 1 Ty6i B " nepBUHHE/BTOPUH HalilMeHyBaHHs Ta/abo agpecy 3asiBHVKa (BnacHuKa
BULUIHEBCBK | nauui He nakyBaHHS, peecTpavuiiiHoro nocsigyeHHs) 3MiHa agpecu
nm) KOHTPO/b AKOCTI 3asBHMKA. 3MiHV BHECEHO B iHCTPYKLl0 ANS
Ta BUMYyCK cepii: MeAMYHOro 3acTOCYBaHHSA NMikapCcbKoro 3acoby y
MPAT po3gin "Micue3HaxomKeHHs 3asBHNKA".
"®ITOPAPM",
YKpaiHa;
BiANOBIAa/IbHWN 3a
BMPOGHMLTBO,
nepBUHHE/BTOPUH
He nakyBaHHs Ta
KOHTPO/b SIKOCTI:
AT "ly6Hunchapm",
YKpaina;
BiANOBiAa/IbHWIA 32
BUNYCK cepii, He
BK/THOHAI0UM
KOHTPO/b/BMNPOGY
BaHH# cepii:
MPAT
"®ITOPAPM",
YKpaiHa
180. | NNIPA® TabneTkn, BKPUTI AT Ykpaina AT "dapmak” Ykpaina BHECEHHS 3MiH 4,0 peecTpaLiiHnx maTtepianis: 3MiHu 3a UA/13370/03/01
NNiBKOBOIO "®papmak” | TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkunii 3acib. peyenmom

060/10HKO10, N0 500
mr; no 10 TabneTok
y 6nicTepi; no 3
6nictepu B nauuj 3
KapToHy

3MiHV Yy BUpO6HMUTBI. 3MiHa po3mipy cepii
(BKIHOYAtOUM diana3oH po3Mipy cepii) roToBOro
nikapcbKoro 3acoby (36inbweHHs go 10 pasis
NOPIBHSAHO i3 3aTBEPIKEHUM PO3MIPOM) - BBEAEHHS
[08aTKoBOro po3mipy cepii 13 360.0 kr 436,893
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
TUC. TabNETOK B ONOBHEHHS [0 BXE 3aTBEPKEHNX
po3mipis cepii 28,02 kr / 34,004 Tuc. TabNeTok,
84,06 kr/ 102,014 tuc. TabneTok Ta 155,5 kr/
188,713 T1C. TabNeTok
181. | NIPUKA Kancynu no 150 mr; Biatpic CLA Mdpaiizep HimeuunHa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/3753/01/02
no 14 kancyny CnewenTi MeHohekUypuHr Il TNy - 3miHM Woao 6e3nekn/edeKTUBHOCTI Ta peyernmom
6nicTepi; no 1 abo nnc [Lonuneng MrmeX thapmakoHarnsgy. BHeceHHs abo 3miHa(u) fo
no 4 6nictepu B 3000B'A3aHb Ta YMOB Buaui peecTpauiiiHoro
KapTOHHI Kopo6Lyj; nocBiAYEeHHs, BKIOYaroun MnaH ynpasniHHA
no 21 kancyniy pvi3vkamMm (3acTocyBaHHS 3MiH(M), ski(a)
6nictepi; no 1 abo B/MaratoTb(€) nofanbLioro 06rpyHTyBaHHA HOBUMU
no 4 6nictepu B [04aTKOBUM AaHVMW, L0 MaloTb HagaBaTucs
KapTOHHIA Kopoo6Li KOMMETEHTHUM OpraHoM, OCKifIbkU BUMaraeTbCs
CyTTEBA OL{iHKA KOMMNETEHTHUM OpraHom) -
3as8BHUKOM HaJaHO OHOBMEHWI MNnaH ynpasniHHA
pv3nkamm Bepcia 14.1. 3MiHM BHECEHO [0 YacTuH: |l
Cneuudpikauis 3 6e3neku (Mogynb CV.
MicnapeecTtpaviinuin gocsiag, Mogynb CVII.
laeHTudikoBaHi Ta NOTEHL,iHI py3nkv, Moaynb
CVIIl. Pestome npobnem 6e3neku), Yactuxm lil.
Mnan 3 dhapmakoHarnagy, Yactunam V. 3axoam 3
MiHimi3auii pusmkis, YacTtuHu VI. Pe3tome nnaHy
ynpaBiHHA pu3nKamu, y 3B’A3Ky 3 BUTyHYEHHSAM BCiX
3aBepLUEHUX AOCNIMHKEHb Ta NEPErnAny BaK/MBMX
pV3KnKiB 3a pesynbTartamun JocrigpkeHb. Pesome
MnaHy ynpasniHHA pusmkamu Bepcisa 14.1
[0A3ETLCA.
182. | NNIPUKA Kancynu no 75 mr; Biatpic CLIA Mdpaiizep HimeuyunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/3753/01/04
no 14 kancyny CnewenTi MeHiohekyypuHr Il Tuny - 3miHM Woao 6e3nekn/edeKTUBHOCTI Ta peuenmom
6nicTepi; no 1 abo nnc [Jonunenag rmexX thapmakoHarnagy. BHeceHHs abo 3miHa(u) fo

no 4 6nictepu B
KapTOHHI KopobLyj;
no 21 kancyniy
6nicTepi; no 1 abo
no 4 6nictepu B
KapTOHHI KopoobLi

3060B'A3aHb Ta YMOB BuAadi peecTpauiiiHoro
nocBigYEeHHS, BKIOYatoun MnaH ynpaeniHHA
pv3vkamm (3acTocyBaHHS 3MiH(M), ki(a)
BMMaraTb(€) NOAaNbLIOro 06I'PYHTYBaHHA HOBUMMN
[0AaTKOBUM AaHVMK, L0 MatoTb HajaBaTucs
KOMMETEHTHUM OpraHoOM, OCKifIbkU BUMaraeTbCcs
CyTTEBA OL{iHKA KOMMNETEHTHUM OpraHoMm) -
3asBHWMKOM HaiaHO OHOBJIEHWIA MnaH ynpaBniHHS
pv3unkamm Bepcis 14.1. 3MiHN BHECEHO [0 YacTuH: |l
Cneuudpikauis 3 6e3neku (Mogynb CV.
MicnapeecTtpavilinnii gocsig, Moaynb CVII.
laeHTudpikoBaHi Ta NOTEHLiHI py3nkvu, Mogynb
CVIII. Pe3tome npo6nem 6e3neku), Yactunu lIl.
MnaH 3 dpapmakoHarnsagy, Yactvim V. 3axoan 3
MiHimi3auii pu3unkis, YacTuHu VI. Pesiome nnaHy
ynpaBiHHA pU3nKamu, y 3B’A3Ky 3 BUTyHYEHHSAM BCiX
3aBepLUEHNX AOCNIMKEHb Ta Nepernsgy BaxmBmux
pY3MKiB 3a pe3yfnbTatamu fochigxeHb. Pestome
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

Mnany ynpaBniHHS pu3vikamu Bepcis 14.1
[ofaeTbes.

183.

NIPUKA

Kancynu no 50 wmr;
no 21 kancyniy
6nictepi; no 1 abo
no 4 6nictepu B
KapTOHHIA KopoobLi

Biatpic
CnewenTi
nnc

CLWA

Mdpaiizep
MeHodekuypuHr
[Loiunena rmexX

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
Il Tny - 3miHn Wwoao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy. BHeceHHs abo 3miHa(u) o
3060B's13aHb Ta YMOB BMAaYi peecTpauiiHoro
nocBigYeHHs, BKIoYatoun MnaH ynpaeniHHA
pu3nKamm (3acTocyBaHHS 3MiH(1), ski(a)
BMMaraTb(€) NOJaNbLIOTO 06I'PYHTYBaHHA HOBUMMN
[0AaTKOBUM AaHVMW, L0 MaloTb Hajasatucs
KOMMETEHTHUM OpraHoM, OCKi/IbKW BUMaraeTbCcs
CyTTEBA OLLiHKA KOMMETEHTHUM OpraHom) -
3asaBHMKOM HafiaHO OHOBJIEHWUIA MNnaH ynpasniHHA
pu3nkamm Bepcist 14.1. 3MiHM BHECEHO A0 YacTuH: Il
Creuudpikanis 3 6e3nekn (Mogynb CV.
MicnapeecTtpaviiinnin gocsig, Mogynb CVII.
laeHTudhikoBaHi Ta NOTEHLiHI py3nku, Moaynb
CVIII. Pestome npobnem 6e3neku), Yactunm lIl.
MnaH 3 dpapmakoHarnagy, Yactuam V. 3axoan 3
MiHimi3auii pusukis, Yactuhu VI. Pe3tome nnaHy
yNpaBiHHA pu3nKamu, y 3B’A3Ky 3 BUTYYEHHSAM BCIX
3aBepLUEHNX AOCNIMKEHb Ta Nepernsagy BaxmBux
pY3uKiB 3a pesynbTatamu focnigxeHb. Pestome
MnaHy ynpaBniHHA pusmkamu Bepcia 14.1
OofaeTbes.

3a
peyerimom

UA/3753/01/05

184.

NIPUKA

kancynun no 300 mr;
no 21 kancyniy
6nicTepi; no 1 abo
no 4 6nictepu B
KapTOHHI KopoobLi

Biatpic
CrewenTi
nnc

CLIA

Mdpaiizep
MeHtodhekuypuHr
LoiiuneHg Tv6X

Himeyunna

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu
Il Tvny - 3miHn Wwoao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BHeceHHs abo 3miHa(u) fo
3000B'A3aHb Ta YMOB Buadi peecTpauiiiHoro
NnocBiAYEHHs, BKIoYaroun MnaH ynpasniHHA
pu3nKamMm (3acTocyBaHHSA 3MiH(1), Aki(a)
B/MaratoTb(€) NofanbLIoro 06rpyHTyBaHHA HOBUMU
[04aTKOBUM AaHVMW, L0 MaloTb HagaBaTucs
KOMMETEeHTHUM OpraHoM, OCKi/IbKW BUMaraeTbCs
CYTTEBA OLLiHKA KOMMETEHTHUM OpraHom) -
3as8BHUKOM HafaHO OHOBMEHWI MNnaH ynpaBniHHA
pu3nkammn Bepcis 14.1. 3MiHM BHECEHO A0 YacTuH: Il
Cneuudpikauis 3 6e3neku (Mogynb CV.
MicnapeecTtpaviinuin gocsia, Mogynb CVII.
laeHTudbikoBaHi Ta NOTEHL,iHI py3nku, Moaynb
CVIIl. Pe3stome npobnem 6e3nekn), Yactuxm lil.
MnaH 3 dhapmakoHarnagy, Yactunam V. 3axoam 3
MiHimi3auii pusukis, Yactuhu VI. Pe3tome nnaHy
yNpasiHHA pU3nKamu, y 3B8’A3Ky 3 BUTYYEHHSIM BCIX
3aBepLUEHUX AOCNiMHKEHb Ta Nepernsagy BaxmBmx
pY3uKiB 3a pe3ynbTatamu JocnigxeHb. Pesome
MnaHy ynpasniHHA pusmkamu Bepcia 14.1
[OA3ETLCA.

3a
peyenmom

UA/3753/01/06
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
185. | MAAIHET® TabneTku, BKpUTI TOB "MIBE YkpaiHa Mi6e Mm6X HimeuunHa | BHeceHHs 3MiH 40 peecTpauiiHnx MaTepianis: 3MiHN 3a UA/15840/01/01
nNiBKOBOIO YKPAIHA" ApuHaiimiTTens | TMny - 3miHn 3 AkocTi. CepTudpikat peuyenmom
o6onoHkoto, no 0,03 BignosigHocTi/lE-cepTudikar BignosigHoOCTI
Mr/2 mr no 21 €Bponelicbkin hapmakonei/moHorpadii. NMogaHHA
Tabnetui y 6nictepi; HOBOro abo OHOB/IEHOro cepTudpikata BiANoBIAHOCTI
no 1 a6o no 3, abo abo BuNy4YeHHs cepTudikarta BignoBigHOCTI
no 6 6nicTtepis B €Bponeiicbkin hapmakonei: ana A®l; gns BuxigHoro
KapTOHHIlA KopooLi mMaTtepiany/peareHTy/nMpoMbKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTbCA Y BUPOOHULTBI ADI; ans
[OMNOMDKHOI peyoBuHM (cepTudikaTt BiAMOBIAHOCTI
€Bponelicbkiin hapmakonei) - OHOBIEHWIA
cepTuddikaT Bif y)Xe 3aTBepIKEeHOro BUPOOHUKA -
noAaHHs OHOBMIEHOro cepTudiikaTa BifnoBiAHOCTI
€Bponeiickkili hapmakonei Ne RO-CEP 2018-122 -
Rev 03 (3aTBepmxeHo: RO-CEP 2018-122 - Rev 02)
ans A®l xnopMaanHOHy aueTarty Bif, BXe
3aTBepmxeHoro Bupo6Huka FARMABIOS S.p.A.,
ITanisa, K HacnigoK, 3MiIHEHO afpecy BUPOOHUKA
npomMikHoro npoaykTy Taizhou Xianju
Pharmaceutical Co. Ltd., kpim Toro Farmabios
BBE/IEHO 5K HOBY [i/IbHULIKO MiKpPOHi3aLyii.
186. | MAKCITPAH® | po3uuH Ans iH'ekuii, TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHiX maTepianis: 3a UA/18255/02/01
100 mr/mn; no 5 mn "MIKPOXIM" «MIKPOXIM>», YTOUHEHHS peecTpauiiiHoro Homepa B Hakasi Ne peyenmom
B amnynax; no 5 YkpaiHa 755 Bip 30.04.2025 B npoueci BHECEHHS 3MiH
amnyn y kaceTi y (BignoBigansHuii (3miHu | TUNY - 3MiHK 3 SKOCTI. FOTOBMIA NiKApPCbKNI
naJui 3 KapToHy; No 3a BUPOBGHULITBO 3aci6. 3MiHM y BUPOGHMLTBI. 3aMiHa abo BBeAEHHS
5 Mn B amnynax; no Ta [04aTKOBOT 4iNIbHUL BUPOBHULTBA /151 YacTUHU abo
5 amnyn y kacerTi; no KOHTPO/b/BUNPOGY BCbOr0 BMPOOGHMYOro NpoLEecy roToBOro Nikapcbkoro
2 KaceTu y nauui 3 BaHHs cepii, He 3aco6y (AinbHMLSA, Ha Skl NPoOBOAATLCA BYAb-siKi
KapToHy BK/IHOYa0un BMPOBHMUI CTagji, 3a BUHATKOM BUMYCKY cepil,
BUMYCK cepii); KOHTPOJTI0 SKOCTi Ta BTOPUHHOTO NakyBaHHA A1
TOB HB® CTepW/IbHUX NiKapCbkux 3acobis (BKIOHAUn
«MIKPOXIM>», BMPOGIEHi acenTUYHUM METOAO0M), KPiM NiKapCbKMNX
YkpaiHa 3aco6iB 6i0N10riYHOro/iMyHO/IOMNYHOTO MOXOZKEHHS)
(BignoBigansHuiA — BBE/leHHA [104aTKOBOI AiNbHULI BUPO6HULTBA AT

3a BUMNYCK cepii,
He BK/IOYaoun
KOHTPONb/BUNPOBY
BaHHs cepii);
AT «lannucapwv»,
YKpaiHa
(BignoBiganbHuii
3a BUPOGHMLTBO
Ta
KOHTPO/b/BMNPOGY
BaHHS cepii, He
BK/THOHAI0UM
BWMNYCK cepi)

«Fannudapm», YKpaiHa, sika 34jiiiCHI0E BUPOBHNLTBO
in bulk 3 nepBUHHKM NakyBaHHSAM Ta BTOPUHHE
nakyBaHHs 13. 3MiHW BHECEHO Y pO34inn
"Brpo6HuK" Ta "Micue3HaxokeHHs BUPOOHUKa Ta
agpeca MicLs NpoBaKEHHS Oro Ais/IbHOCTI" B
IHCTPYKLUIiO AN MeANYHOTO 3aCTOCYBaHHS Y 3B'A3KY 3
BBEJEHHAM [04aTKOBOrO BUPOGHMKA Ta K HACif0K
- Y TEKCT MapKyBaHHS YNakoBK/ NikapCbKoro 3acoby
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHS.

CynyTHS 3MiHa - 3MiHM 3 AKOCTi. F0TOBWIA NiKapCbKMiA
3aci6. 3MiHM y BUPOGHULTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI fiTbHUL BUPOBGHMLTBA A5 YACTUHM abo
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
BCbOr0O BUPOGHMYOTO NPOLIECY FOTOBOrO /iKapCbKoro

3acoby (4inbHUUA ANA BTOPUHHOMO NakyBaHHS)
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii
3aci6. 3MiHM y BUpO6HULTBI. 3MiHa iMnopTepa/3MiHu,
LLIO0 CTOCYHOTbCA BUMYCKY cepii Ta KOHTPOO AKOCTI
roTOBOro fikapcbkoro 3acoby (3amiHa abo
[04aBaHHS AiNTbHULI, Ha SKili 34iNCHIOETLCS
KOHTPO/b/BUNPOGYBaHHS cepii)
— BBEJIeHHS 40aTKOBOI AiNIbHULI BUpOOHULTBa AT
«lFannudapm», YkpaiHa, fka 34ilicHioe
KOHTPONb/BUNPOGYBAHHS Cepil, He BKIoYaum
BWMNYCK cepii. 3MiHN BHECEHO Y po34inn "BUpOBHKK"
Ta "Micue3HaxomkeHHs BUpOGHVKa Ta agpeca Micus
NPOBa/PKEHHS A0r0 AiS/ILHOCTI" B IHCTPYKLit0 ANns
MEJMYHOIO 3aCTOCYBaHHS Yy 3B'3Ky 3 BBEAEHHAM
[04aTKOBOro BUPOOHYMKA Ta SK HACNIAOK - Y TeKCT
MapKyBaHHS1 YNakoBKV Nikapcbkoro 3acoby
BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEpMXEHHS. 3MiHM | TNy - 3MiHU 3 AKOCTI.
[oTOBWIA NikapcbkuWii 3aci6. 3MiHM Y BUPOOHULITBI.
3MiHU Y NpoLieci BUPOGHULITBA rOTOBOTO iKapCbKOro
3aco6y, BK/OYaUY NPOMDKHUIA MPOAYKT, WO
3aCTOCOBYETHCS MPW BUPOGHULTBI FOTOBOrO
niKkapcbKoro 3acoby (He3HayHa 3MiHa y npoveci
BMPOGHMLTBA) 3MiHW Y BUPOGHMYOMY mpoueci Ans
afanTauii TexHOMorYHOro npouecy Ao o6nagHaHHA
HOBOI AifIbHUL, @ came Ha onepauji «Muiika Ta
cTepunisauis amnyn» (3MiHeHa TemnepaTypu y 30Hi
AeniporeHisavji/cTepunisauii (3aTBepkeHo: 295-
305 °C; 3anponoHosaHo: Ao 320 °C), Ha cTagii
«[lMepeBipka amnys Ha repMeTUYHICTb Ta MexXaHidHi
BK/IIOYEHHS» (3MiHEHa NOCNifOBHICTL NepeBipku
amnys Ha MexaHiyHi BKIIIOYEHHSA Ta repMEeTUYHICTb).
3MiHn | TURY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnagy (iHwi 3mMiHM) - 3MiHN BHECEHO Y
TEKCT MapKyBaHHS MEPBUHHOI YNakoBKW NiKapCbKOro
3acoby (n. 2. KIIbKICTb A/K0YOI PEHOBUHW)
LLLOA0 3a3HaYeHHA MiXXHAPOLHMX NO3HaYeHb
OAMHMLb BUMIpOBaHHSA. BBeAeHHS 3MiH NpoTArom 6-
TV MiCALiB NicNa 3aTBEPMKEHHS. 3MiHM | Tuny -
AAMiHICTpaTVBHI 3MiHW. BUyyYeHHs1 BUpOOHUYOT
AiNbHULI (BKNOYaoun AinbHUL ana Adl,
MPOMiXXHOro NPoAyKTy abo roToBOro JlikapCbkoro
3aco0by, AiNbHUL 418 NpoBeAEeHHs NaKkyBaHHS,
BMPOGHWKA, BiANOBIAAILHOMO 3a BUMYCK cepil, Micue
NpOBeAEeHHS KOHTPOSIO cepii) abo noctavanbHuKa
BUXiAHOrO MaTepiany, peareHTy abo A0NOMIKHOI

PEYOBUHM (SIKLLO 3a3HAYEHO Y [I0CBE) - BUTYYEHHS
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
BMPO6HUYOI AinbHKLi TOB HB® «MIKPOXIM» 3a
agpecom YkpaiHa, 93400, JlyraHcbka 0611., M.
CeBepogoHeLbk, Byn. Mpomucnosa, bys. 24-B, fka
BiAgnoBigana 3a Bunyck cepii. 3atBepgxeHo: TOB
HB® «MIKPOXIM» YkpaiHa, 93400, JlyraHcbka 06/1.,
M. CeBepogoHeLbK, By. Mpomucnosa, 6ys. 24-8
BiANOBIAa/IbHUIA 32 BUMYCK Cepii, He BK/IOYaumn
KOHTPONb/BUNPOGYBaHHSA cepil: YkpaiHa, 01013, m.
Kvis, Byn. BygiHgycTpii, 6ya. 5
3anpornoHoBaHo: TOB HB® «MIKPOXIM»
BiANOBIAa/IbHMIA 32 BUPOOHULTBO Ta
KOHTPONb/BUNPOGYBaHHA cepii, He BKIYaoum
BMMYCK cepii: YkpaiHa, 93400, J/lyraHcbka 06/1., M.
CeBepopoHeLbk, By. Mpomucnosa, 6ya. 24-B;
BiNOBIfa/IbHWIA 32 BUNYCK Cepii, He BKIOYaoUM
KOHTPO/b/BMNPOGYBaHHSA cepii: YkpaiHa, 01013, m.
Kuis, Byn. BygiHaycTpii, 6yA. 5. 3MiHW BHECEHO B
IHCTPYKL,il0 415 MeANYHOro 3acTocyBaHHs
NiKapCcbKoro 3acoby Yy 3B'A3KY 3 BUYYEHHAM OAHIET 3
BMPOOHUYMX OiNbHULL Ta K HACNIAOK - BUSTYYEHHS
IHCTPYKUII 418 MeAUYHOro 3aCTOCYBaHHA Ta TEKCTY
MapKyBaHHS YNakoBK/ Nikapcbkoro 3acoby Ans
BiANOBIAHOT BUPOGHMUYOT AinbHUL). Pepakuis B
Hakasi - UA/18255/01/01. BipHa pepakuis -
UA/18255/02/01.
187. | MAJNIbTO®EP | TabneTku XyBasibHi, Bidhop LLiBeiiLapis BupobHMLTBO LLiBeiiuapis BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/5870/01/01
® ®on 100 mr/0,35 wr; no (IHTepHeLwH Hepo3acoBaHol Il TNy - 3miHM Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom | nidssizae
10 TabneTtok y n) IHK. npoaykKuii, hapmakoHarnsgy. 3MiHU y KOpOTKili XapakTepucTuyj
6nictepi; no 3 KOHTPO/b SKOCTI, NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
6nictepu y nepBuHHa Ta IHCTPYKL,ii 415 MeAUUYHOTo 3aCTOCYBaHHS Y 3B'A3KY i3
KapTOHHIA Kopoo6Li BTOpPUHHA HOBVMW JaHUMU 3 SIKOCTi, AOKNIHIYHUMU, K/TiHIYHUMM
ynakoBka: KopaeH JaHuMK Ta gaHumu 3 hapmakoHarnagy - 3miHu
dapma Ppibyp BHECEHO [0 IHCTPYKLUiT A1 MeANYHOro
CA, Weeiiyapis; 3acTocyBaHHS Nikapcbkoro 3acoby Ao po3ainis
KoHTpO/b sIKOCTi, "®apmakonoriyHi BnactnsocTi”, "MobivHi peaxuii”.
[03BIiN Ha BUMYCK
cepil: Bichop
(IHTEepHeLHN) IHK.,
LLiseiuapis
188. | MATEPUHKW | TtpaBa no 50 r abo MpAT Ykpaina MpAT “NlikTpasu" Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 6e3 UA/3538/01/01
TPABA 75 1y naykax 3 "NikTpasn" | TNy - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkunii 3aci6. peuenma

BHYTPILLHIM
naketom; no1,5ry
pinbTp-nNakeTi; no
20 chinbTp-nakeTiB y
nauyi abo y nauui 3
BHYTPILUHIM NakeTom

CucTema KoHTelHep/3aKynoptoBasibHWI 3aci6 (iHLWi
3MiHW) - BHECEHHS 3MiH [0 HOPMYBaHHS NOKa3HWKIB
«laeHTudbikavis (30BHILLHI 03HaKW)» (foAaBaHHSA
onucy nNiBKY NakyBasibHOI); « TOBLUMHA NAIBKN»
(YTOUHEHHS [OMyCTUMMX HOPM MOKa3HUKa)
cneumdikaLii 3 KOHTPOO NEPBUHHOTO MaKyBa/IbHOMO
mMarepiany ans ynakoskn no 50 r Ta no 75 ry nayui 3
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
BHYTPILLHIM MakeToMm (M/iBka nakyBasibHa
(NnepBuHHA)
189. | MEAOK/IAB® | TabneTtku, BKpUTI Megpokemi Kinp Megokemi NimiTeq, Kinp BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/4428/01/02
N1iBKOBOO nTa | TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3acib. peyenmom
060/10HKOI0, N0 875 3MiHV Yy BUpO6HMUTBI. 3MiHa po3mipy cepii
mr/125 wmr: no 7 (BKKOYAOUM Ajana3oH po3Mipy cepii) roToBOro
Tabnetok y 6nictepi; nikapcbkoro 3acoby (36inbweHHs go 10 pasis
no 2 6nictepu y NOPIBHSAHO i3 3aTBEPIKEHUM PO3MIPOM) - BBEAEHHS
KapTOHHI KopoobLyi [,04aTKOBOro po3mipy cepii - 240,000 TabneTok B
[OMNOBHEHHSA [0 BXe 3aTBepAXeHnx po3mipis 60,000
Tabnetok Ta 120,000 TabneTok
190. | MENICU TpaBano 50 ry MpAT YkpaiHa MpAT "NikTpasn” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 6e3 UA/8919/01/01
TPABA naykax 3 BHYTPILIHIM "NikTpasun" | TNy - 3MiHK 3 AKOCTi. FOTOBWMIA Nikapcbkunii 3aci6. peyenma
naketom; no 1,5ry CuncTeMa KoHTelHep/3akynoptoBasibHUlA 3aci6 (iHLWi
iNbTP-NakeTi; No 3MiHN)
20 hinbTp-nakeTiB y BHECEHHS 3MiH [0 HOPMYBaHHS MOKa3HWKIB
nadyui; no1,5ry «lgeHTundikalis (30BHiLLHI 03HakKKM)» (4oAaBaHHSA
hinbTp-nakeTi; no onucy NNiBKY NakyBasibHOI); « TOBLUMHA NAIBKM»
20 hinbTp-nakeTiB y (YTOYHEHHS 4ONYyCTUMUX HOPM MOKa3HWKa)
nadui 3 BHYTPILLHIM cneumaikaLii 3 KOHTPO/IKO NEPBUHHOIO NaKyBasIbHOIo
nakeTom martepiany a5 ynakoskv no 50 ry nauui 3
BHYTPILLHIM NakeToMm (nniska naxkysasibHa
(NepBuHHA)).
191. | MEJIOKCUKA | Tabnetkn no 15 wr, TOBAPUCT YkpaiHa TOB "®APMEKC Ykpaina BHECEHHS 3MiH 4,0 peecTpaLiiHnx maTtepiasiB: 3MiHK 3a He UA/11608/03/02
M no 10 Tabnetok y BO 3 reyn | TMny - AgMiHiCTpaT1BHI 3MiHW. 3MiHa Ha3BU peyenmom | niossizae
6nictepi; no 1 abo OBMEXEH nNiKapcbKoro 3acoby - 3MiHa Ha3Bu NiKapCbKoro
no 2 6nictepu B (e]}6} 3acoby. 3atBepgxeHo: PEBMANTNH
nauui BIANOBIOA (REUMALGIN) 3anpornoHoBaHo: Menokcukam
NbHICTIO (Meloxicam) BeefeHHS 3MiH NPOTAroM 6-TW MicsLiB
«KOPIOPA nicns 3aTBepAKeHHs. 3MiHu | Tvny - 3MiHKM Wo[0
LA 6e3nekn/edheKTUBHOCTI Ta thapmakoHarnsgy (iHwi
«300POB'A 3MiHM) 3MiHV BHECEHO B TEKCT MapKyBaHHS
» nepBuHHOI ( B N.0. 2, 4, 6) Ta BTOPWHHOI (B Nn. 2, 3,
5, 7, 14, 17) ynakoBOK NikapcbKoro 3acoby.
BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPKEHHS.
192. | ME/TIOKCUKA | Tabnetku no 7,5 mr, TOBAPUCT Ykpaina TOB "®APMEKC Ykpaina BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/11608/03/01
M no 10 TabneTok y BO 3 reyn | Tuny - AAMiHiCTpaTVBHI 3MiHW. 3MiHa Ha3BM peyenmom | nidsis2ae
6nicTepi; no 2 OBMEXXEH nikapcbkoro 3acoby - 3miHa Ha3BYW NiKapCbKoro
6nictepu B navuj oK 3acoby. 3aTBepaxeHo: PEBMA/TH
KapTOHHIiA BIANOBIOA (REUMALGIN) 3anponoHosaHo: Menokcrkam
NBbHICTIO (Meloxicam) BBegeHHs 3MiH NPOTAroM 6-Tu MicsLiB
«KOPINOPA nicna 3aTsepmkeHHs. 3MiHu | Tuny - 3MiHu Wwoao
LA 6e3nekn/edekTnBHOCTI Ta thapmakoHarnsagy (iHLwi
«3[0POB'A 3MiHM) 3MiHM BHECEHO B TEKCT MapKyBaHHS

»

nepBuHHOT ( B N.N. 2, 4, 6) Ta BTOPUHHOI (B nn. 2, 3,
5, 7, 14, 17) ynakoBOK JlikapCbKOro 3acoby.
BBegeHHs 3MiH NpOTArom 6-Tu MicALiB nic/s
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
3aTBEPMAKEHHS.
193. | ME/TIOKCUKA | po3uunH Ans iH'ekuii, TOBAPUCT Ykpaina BCi cTagii uukny Ykpaina BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/17702/01/01
M-®APMEKC 10 mr/mn, no 1,5 mn BO 3 BMPOGHMLTBA Ta | TMRYy - 3MiHK 3 AKOCTI. FOTOBWIA NiKapPCbKWUiA 3aci6. peyernmom nionsieae
y donakoHi; no 5 OBMEXXEH BWMNYCK Cepil: 3MiHM Yy BUPOGHMLTBI. 3MiHa iMmopTepa/3miHu, Wwo
onakoHIiB y oK TOB "®APMEKC CTOCYHTbCS BUMYCKY Cepii Ta KOHTPOJIH0 AKOCTI
KOHTYPHIi BIAMOBIOA reyn, roTOBOrO /likapcbkoro 3acoby (3amiHa abo
YapyHKOBIl JIBHICTHO YkpaiHa; BCi cTagji [ofaBaHHsA BUPOOHNKA, L0 BiAMoBifae 3a BBE3EHHS
ynakosLi; no 1 «KOPIMOPA LUKy Ta/abo Bunyck cepii) - He Bktovaroun
KOHTYPHIi LA BMPOGHMLTBA Ta KOHTPONb/BMNPOGYBaHHSA cepil - [logaBaHHA dyHKL,i
YyapyHKoBili ynakoBui | «340POB’'A BWMNYCK Cepil: BMNYCK Cepii BXe 3aTBepKEeHOMY BUPOOHUKY:
B nauuj; no 1,5 mn B » ToBapucTso 3 ToBapuCTBO 3 0OMEXEHOI0 BiANOBIAA/IBLHICTIO
amnyni; no 5 amnyn obmexeHor "®apmaveBTMyHa komnania "3gopos's” (Ykpaina,
y 6nicTepi; no 1 BiANOBIAA/LHICTIO 61013, XapkiBCcbka 06/1., MICTO XapkiB, By/ ML
6nictepy B naydi; no "papmaueBTNYHA LLleBueHka, ByAMHOK 22), sikuii BiANOBiAaE 3a BCi
1,5 mn B amnyni; no KOMnNaHis cTagii uskny BMpobHULTBA.
5 amnyn B navui "3popos's”, 3MiHU BHeceHO B po3ginu "BupobHuk" Ta
YKpaiHa "Micue3HaxokeHHs1 BUPO6HVKa Ta agpeca micus
NPOBaPKEHHS OO AiS/IbHOCTI" B IHCTPYKLit0 ANns
MeAMYHOro 3acTOCYBaHHA NiKkapCbKoro 3acoby Ta sk
HacnigokK - BIANOBIAHI 3MiHW y TEKCTI MapKyBaHHS
ynakoBKW fikapcbkoro 3acoby (n. 11, 17) wozao
BMPOGHUWKA. BBeAEHHSA 3MiH NpOTAroM 6-Tu MicsLiB
nicns 3aTBepAKeHHs.
194. | MEMAMEA® TabneTkun, BKpUTI Megnokemi Kinp nepBuHHE Ta Kinp BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/16845/01/01
NNiBKOBOIO nTa BTOPVHHE | TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkunii 3acib. peyenmom | niosnsizae
060/10HKO0 10 Mr, nakyBaHHs CTabinbHicTb. 3MiHa y TepMiHax npuaaTHocTi abo
no 10 TabneTtok y roTOBOro yMOBax 36epiraHHsi roTOBOro flikapCbKoro 3acoby
6nicTepi, no 3 abo 6 NiKapcbKoro (36iNbLUEHHS TEPMiHY NPUAATHOCTI FOTOBOrO
6nictepis B 3acoby: niKapcbKoro 3acoby) - [1ns Toprosoi ynakoBKu
KapTOHHI KOpoOLyi Megokemi T4 (niaTBEPOKYETLCA AAHUMU PEasIbHOTO Yacy)
(3aBog AZ), Kinp; 36ibLUEHHA TEPMiHY NPUAATHOCTI FOTOBOrO
BUPOGHMLTBO 3a niKapcbKoro 3acoby Ha OCHOBI MO3UTUBHUX
MOBHWM LK/IOM: pe3ynbTaTiB 4OBrOCTPOKOBUX AOCIMKEHD
Megokemi T CTabiNIbHOCTI Y peasibHOMY Yaci: 3aTBeppKeHO:
(LeHTpanbHuii TepMiH NpuMaaTHOCTI: 2 poKKU. 3anponoOHOBAaHO:
3aBop), Kinp TepMmiH npuaaTHoCTI: 4 pokn. 3MiHN BHECEHO B
IHCTPYKLUi0 fN51 MeANYHOTO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain "TepmiH npugaTHOCTI".
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPAKEHHS
195. | MEMAMEA® TabneTkun, BKPUTI Mepokemi Kinp nepBuHHe Ta Kinp BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu 3a He UA/16845/01/02
NAiBKOBOIO nTa BTOPVHHE | TMRNY - 3MiHK 3 AKOCTI. FOTOBWIA NliKAPCbKWIA 3aci6. peyenmom | niosnsizae
060/10HKo 20 Mr, nakyBaHHs CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
no 10 TabneTtok y roToBOro ymoBax 36epiraHHs roTOBOro /likapCbKoro 3acoby
6nictepi, no 3 abo 6 NiKapcbkoro (36iNbLLEHHS TEPMiIHY MPUAATHOCTI TOTOBOTO
6nicTepis B 3acoby: nikapcbKoro 3acoby) - 151 ToproBoi ynakoBKu

KapTOHHi KOpO6L

Mepgokemi 1T
(3aBog AZ), Kinp;

(nigTBEPAXYETLCA AaHUMK peasibHOro Yacy)
30i/IbLUEHHS1 TEPMiHY NPUAATHOCTI FOTOBOr0
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
NiKapCbKOro 3acoby Ha OCHOBI MO3UTUBHUX
BMPOOHNLTBO 3 pe3ynbTaTiB [JOBrOCTPOKOBUX AOCAIMKEHD
NOBHUM LMK/IOM: CTabiNbHOCTI y peasibHOMY Yaci: 3aTBepKeHO:
Mepokemi 1T TepmiH NnpugaTHOCTI: 2 poku. 3anponoHOBaHO:
(UeHTpanbHuii TepMmiH NpUAATHOCTI: 4 POKN. 3MiHN BHECEHO B
3asog), Kinp IHCTPYKL,il0 418 MeANYHOro 3acTocyBaHHS
nikapcbkoro 3acoby y po3ain “TepmiH npugaTHocTi".
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPLKEHHSA
196. | MEPA/IC®A cnpeii Ha3asTbHUIA, AppaH- XopBartis AnpaH- XopBarTis BHECEHHS 3MiH 10 peecTpaviiiHiX maTepianis: 6e3 He UA/17967/01/01
ABAHC po34uH 0,05 %, no [aneHcbKuit [aneHcbKuit YTOUHEHHA CTaTyCy peknamyBaHHA B Hakasi MO3 peyenma nionsea
10 mn y donakoHi 3 Na6opatopi NabopaTopili 4.4, YkpaiHnm Ne 755 Big 30.04.2025 B npoueci €
[03y04nM nn.a. nepepeecTpauii. Pegakuis B Hakasi - nignsrae.
NpUCTPOEM, no 1 BipHa pepakuif - He nignsrae.
donakoHy y
KapPTOHHIi KOpooLii
197. | METAKAPTUA PO34UH OpasibHUiA 2 TOB Ykpaina yYoprPna TypeyunHa BHECEHHS 3MiH [10 peecTpaLiitHux maTepianis: 3MiHW 6e3 He UA/18029/01/01
H r/10 mn; no 10 mny «YOPN[, MEANLIH INAY | TNy - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkunii 3aci6. peyenma nionsi2ae
hnakoHax; no 10 MEAVLNH>» CAH. BE TIDX. 3MiHU Yy BUpOGHMLTBI. 3amiHa abo BBeAEHHS
oNakoHiB y A.LL. [04aTKOBOT AiNIbHUL BUPOBHULITBA /19 YaCTUHU abo

KapTOHHI KopoobLi

BCbOr0 BMPOGHWYOr0 MPOLECY roTOBOro MiKapCbKoro
3aco6y (AinbHMLSA, Ha 5K NpoBOAATLCA By Ab-SKi
BMPOGHUWUI CTagji, 3a BUHATKOM BUMYCKY Cepii,
KOHTPO/I0 SIKOCTi, NEPBUHHOIO Ta BTOPUHHOIO
nakyBaHHS, 4151 HECTePUIbHUX NiKapCbKNX 3acobiB)
CynyTHs 3MiHa - 3MiHW 3 AKOCTi. FTOTOBWIA NiKapCbKMii
3aci6. 3miHM y BUpo6HULTBI. 3aMiHa abo BBeAEHHS
[00aTKOBOI AiNlbHUL BUPOGHULITBA A1 YacTUHM abo
BCbOr0 BMPOBHMYOro NPOLECY roTOBOrO NiKapCbKoro
3acoby (4ibHUUA 418 BTOPUHHOMO NakyBaHHS)

- 3MiHK 3 AKOCTi. F0TOBUIA NiKapcbkuii 3aci6. 3MiHM y
BMPO6GHUUTBI. 3amiHa abo BBeAEHHS A0AATKOBOT
OiNbHUL BUPOBHULTBA A9 YacTUHM abo BCbOro
BMPOBHNYOro NpoLecy roToBOro Nikapcbkoro 3acoby
(AiNbHWULA 4N NEPBUMHHOMO NMakyBaHHS) 3aMiHa
BMPOBGHMKA rOTOBOrO J1iKapCbKoro 3acoby,
BK/IHOHAK0UMN AibHULIO NEPBUHHOIO Ta BTOPUHHOTO
nakyBaHHs1, BBeieHHs 3MiH NPOTArom 6-Tu MicsiLiB
nicns 3arBepgkKeHHs. 3MiHu | Tuny - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHM Y BUPOOHULITBI.
3MiHa iMnopTepa/3miHu, WO CTOCYOTLCS BUMYCKY
cepii Ta KOHTPOJIt0 SIKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo JofaBaHHSA BUPOGHYKA, Lo
BignoBigae 3a BBe3eHHA Ta/abo Bunyck cepii) -
Bktouaroum KOHTPOIb/BUNPO6YBaHHS cepii - 3aMiHa
BMPOGHMKa NikapcbKkoro 3acoby, Lo BignoBigae 3a
BBE3€eHHA Ta/abo Bunyck cepii
KOHTPONb/BMNPO6YBaHHS cepii. 3MiHW BHECEHO B
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

IHCTPYKLUi0 AN151 MeANYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ain "Micue3HaxomKeHHs
BMPOGHMKa Ta afpeca MicLis NPOBaPKEHHS 1ioro
LisANbHOCTI" 3 BigNOBIigHNMYM 3MiHAMW B TEKCTI
MapKyBaHHS ynakoBOK. BBefeHHA 3MiH npoTsarom 6-
TN MicALIB NicNsa 3aTBEPMAKEHHS

198.

METIOHIH

TabneTku, BKpUTI
060/10HKO10, Mo 250
mr, no 10 TabneTok
y 6nictepax; no 10
Tabnetok y 6nictepi;
no 5 6nictepis y
nauui

AT
"KUIBCbKW
"
BITAMIHHM
1 3ABOA"

YKpaiHa

AT "KVTBCBKII
BITAMIHHWI
3ABOL"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
Il TMny - 3MiHK 3 AkocTi. A®L. BUpo6bHMLTBO. 3MiHa
BMPOGHMKA BUXIAHOrO/NPOMIKHOTO
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYOTLCS Y
BUpo6HMYOMY npoueci A®I, a6o 3miHa BUPO6HMKaA
(Bknrovaroun, ae HeobxigHO, MicLe NPOBEAEHHS
KOHTposto sikocTi) APl (3a BigcyTHOCTI cepTudpikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY [OChE)(BBEAEHHS HOBOIO
BMpo6HUKa A®| 3 HagaHHAM MacTep-daiina Ha Adl)
- BBE[leHHS a/ibTepHaTVBHOIo BUpo6Huka APl DL
MeTioHiH «Bajaj Healthcare Ltd. (UNIT-II)», IHgis go
BXE 3aTBEepXeHOro BUpobHuka «Zhangjiagang
Huachang Pharmaceutical Co., Ltd», Kutaii
BBOAWTLCSA 3 METOK YCYHEHHSI MOX/IMBOCTI
BVHWKHEHHS fediunMTy CUPOBMHU HA BUPOOHULITBI.

6e3
peyenma

UA/6674/01/01

199.

MET®OPMIH-
ACTPA®APM

TabneTtku, BKPUTI
NiBKOBOO
060/10HKO0, N0 500
Mmr no 10 TabneTok y
6nicTepi; no 3 a6o 6,
abo 9 6nicTepiB y
Kopo6Li 3 KapTOHY

TOB
"AcTpadchapm

YKpaiHa

TOB
"AcTpacapm”

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu
| Tuny - 3miHK Wwoao 6e3nekn/edpekTBHOCTI Ta
hapmakoHarnsgy. 3MiHu y KOpOTKili XapakTepucTuyj
nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLi 415 MEAMYHOr0 3aCTOCYBaHHS
reHepuyYHUX/ribpuaHMX/6ionoai6HKX NiKapCbKUX
3ac06iB NicNsi BHECEHHS TiET caMoi 3MiHW Ha
pedepeHTHUIA npenapart (3MiHa He noTpebye
HaJaHHS XXOAHUX HOBUX J04ATKOBUX AaHUX). 3MiHW
BHECEHO [0 iHCTPYKLiT 415 MeAMYHOro
3aCTOCyBaHHS NiKapCcbKoro 3acoby y po3ginm
"®apmakonoriyHi BiactusocTi", "Ocob6nmnBocTi
3acTocyBaHHA", "3acTocyBaHHs Y nepiog, BariTHOCTi
abo rogyBaHHsa rpyaar”, "MobiyHi peakyii™ srigHo 3
iH(hopMmaLieto Woa0 MeguyHOro 3acTocyBaHHS
pedhepeHTHoro nikapcbkoro 3acody (MHOKOPAXK®,
TabneTkn, BKPUTI NNiBKOBOK 060/10HKOO, Mo 500 wmr,
850 mr, 1000 wr).

BBefeHHSA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPMKEHHS. - 3MiHW | TMNy - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy. 3miHa
Y KOPOTKili XapakTepucTuL,i nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii 415 MeauyHoro
3aCTOCYBaHHA Ha MifcTaBi perynspHo
OHOB/IOBAHOrO 3BITY 3 6e3neKkun NikapcbKoro 3acooby,
abo gocnigpkeHb 3 6e3nekn 3acToCyBaHHs

3a
peyenmom

He
nidnsieae

UA/15739/01/01




135

n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

nikapcbkoro 3acoby B MicispeecTpaviiiHvin nepioa,
ab0 sK pe3ynbTar OUiHKM 3BIiTY 3 AOCAIIKEHD,
npoBefeHnX BiANOBIAHO A0 NAaHy negiaTpuydHnX
pocnimkeHb (PIP) (3MiHy y3rofxeHo 3
KOMNETeHTHUM YNOBHOBAXEHUM OpraHom). 3MiHu
BHECEHO [0 IHCTPYKLi 418 MeAnyHOro
3aCTOCyBaHHA NikapcbKoro 3acoby y po3gin
"Oco6NMBOCTI 3acTOCyBaHHS" BigNoBiAHO J0
iHcbopmawii 3 6e3nekn nikapcbKoro 3acoby.
BBefeHHs1 3mMiH NpoTArom 6 micsAuis nicns
3aTBEPAKEHHS.

200.

MET®OPMIH-
ACTPA®APM

TabneTkn, BKPUTI
N1iBKOBOIO
060/10HKO10, MO 850
mr no 10 TabneTok y
6nicTepi; no 3 abo 6,
ab6o 9 6nictepiB y
KOpo6L,i 3 KapTOHY

TOB
"AcTpadapm

Ykpaina

TOB
"AcTpachapm"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
| Tuny - 3miHK Woao 6e3nekn/edpeKTMBHOCTI Ta
hapmakoHarnsgy. 3MiHu y KOpoTKili XxapakTepucTui
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKUT 4719 MEANYHOro 3acTOCYBaHHSA
reHepuYHUX/ribpuaHNX/6ionodibHMX NiKapCbKUX
3ac06iB nicNs BHECEHHS TiEl caMoi 3MiHW Ha
pedhepeHTHW Npenapart (3MiHa He noTpebye
HaJaHHA XOAHVX HOBVX AOAATKOBUX AaHKX). SMiHN
BHECEHO [0 IHCTPYKLi 415 MeAnyHOro
3aCcTOCyBaHHS NiKapCcbKoro 3acoby y po3gainm
"®apmakonoriyHi BnactnsocTi’, "OcobnmBocCTi
3acTocyBaHHA", "3acTocyBaHHs y nepiog, BariTHOCTI
abo rogyBaHHs rpyaao”, "MobivHi peakuii” 3rigHo 3
iH(bopMmaLlieto Woa0 MeguyHOro 3acTocyBaHHs
pedepeHTHOro nikapcbkoro 3acody (MHOKOPAXK®,
TabneTku, BKpUTI NNIBKOBOK 060/10HKO0, No 500 mr,
850 mr, 1000 wr).

BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBepMXEHHS. - SMiHM | TUny - 3MiHW WoA0
6e3nekun/edekTBHOCTI Ta thapMakoHariagy. 3miHa
Y KOPOTKiil XapakTepucTuLi slikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii 415 MeauyHoro
3aCTOCYBaHHA Ha MifcTaBi perynspHo
OHOB/OBAHOrO 3BiTY 3 6e3NeKn NikapcbKoro 3acooby,
abo gocnimxeHb 3 6e3neky 3acTOCyBaHHSA
nikapcbKoro 3acoby B nicnsipeecTpaviliHnii nepios,
ab0 K pesynbTar OLiHKM 3BITY 3 JOCAIMKEHD,
NpoBefeHNX BiAMOBIAHO A0 NiaHy negiaTpudHmuX
pocnipkeHb (PIP) (3MiHy y3roopkeHo 3
KOMMETEHTHUM YNOBHOB&XXEHNM OpraHoM). 3MiHu
BHECEHO [0 IHCTPYKLIiT 41159 MEeANYHOro
3aCcTOCYyBaHHSA Nikapcbkoro 3acoby y po3gain
"Oco6nMBOCTI 3acTOCyBaHHA" BigNoBiAHO 40
iHchbopmawii 3 6e3nekn nikapcbKoro 3acooy.
BBefeHHs 3MiH NpoTAroM 6 Micauis nicas
3aTBEPKEHHSI.

3a
peyerimom

He
nionsieae

UA/15739/01/02
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Ymosu

Peknam

Homep

n/n

Hassa
JliKapcbKO20

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

yBaHHs

He

peecmpayitiHo2o

nocsBi0OYeHHs
UA/15739/01/03

201.

3acoby
MET®POPMIH-
ACTPA®APM

TabneTku, BKpUTI
N1iBKOBOIO
060s10HKO0, Mo 1000
mr no 10 TabneTtok y
6nicTepi; no 3 abo 6,
abo 9 6nicTepiB y
KOpOO6Lii 3 KApTOHY

TOB
"AcTpadapm

YkpaiHa

TOB
"Actpacapm”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3MiHu
| TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnsgy. 3MiHW y KOpOoTKili XapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta
IHCTPYKLUT 419 MEeAUYHOro 3acTOCYBaHHSA
reHepuyYHUX/ribpuaHMX/6ionoaibHMX NiKapCbKUX
3ac06iB Nic/1A BHECEHHSA TiET camoi 3MiHN Ha
pethepeHTHW Npenapat (3MiHa He noTpebye
HaflaHHA XOAHVX HOBMX AOAATKOBUX AaHUX). 3MiHN
BHECEHO [0 IHCTPYKLIT 415 MEANYHOrO
3acTocyBaHHSA NiKapcbKoro 3acoby y po3gim
"®apmakonoriyHi BnactusocTi, "Ocob61mMBoCTI
3acTocyBaHHs", "3acTocyBaHHsA y Nepios BariTHOCTI
abo rogyBaHHa rpyaar”, "MobiyHi peakyii™ 3rigHo 3
iH(hopMmaLlieto Woa0 MeguyHoro 3acTocyBaHHs
pedhepeHTHOro nikapcbkoro 3acoby (MTHOKOPAX®,
TabneTtkn, BKPUTI NNiBKOBOK 060/10HKOI0, 1Mo 500 mr,
850 mr, 1000 wmr).

BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBEPKEHHS. - 3MiHM | TUny - 3MiHK WoA0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy. 3miHa
Y KOpOTKiil XapakTepucTuLi slikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta iHCTPYKUIT 415 MeAUYHOro
3acTocyBaHHs Ha MifgcTasi perynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3nekn NikapcbKoro 3acoby,
abo gocnigpkeHb 3 6e3neky 3acToCyBaHHA
nikapcbkoro 3acoby B nicnspeecTpavjiiiHuii nepiog,
ab0 Sk pe3ynbTar OLiHKM 3BIiTY 3 JOCAIMKEHD,
npoBeAeHnX BiANOBIAHO A0 NaHy nejiatpudHmnx
pocnigmkeds (PIP) (3MiHy y3rogxeHo 3
KOMNETEHTHUM YNOBHOBAXEHUM OpraHom). 3MiHu
BHECEHO [0 iHCTPYKLIiT 415 MeAMYHOro
3aCTOCyBaHHA NikapcbKoro 3acoby y po3gin

"Oco6nMBOCTI 3aCTOCyBaHHSA" BigNoBiAHO 40
iHhopmaLii 3 6e3neku nikapcbKkoro 3acoby.
BBefeHHs1 3MiH npoTArom 6 micAuis nicns
3aTBEPAKEHHS.

3a
peyenmom

3a

nionsiecae

UA/2682/01/01

202.

MIKCTAPA®
30 HM

cycneHsisa gns
iH'ekuiin, 100 MO/mn;
no 10 mn y duiakoHi;
no 1 cpnakoHy B
KapTOHHI Kopobui

A/T Hoso
Hopgaick

[JaHis

BignosiganbHuii
3a BUMNYCK Cepiit
KiHLLeBOro
npoaykty: A/IT
Hoso Hopgaick,
[JaHis; Bupo6Huk
npoAayKuii 3a
NOBHUM LIK/TOM:
Hoso Hopgick
MpoAoKCLOoH
CAC, ®paHujis

[Lanisa/
PpaHLin

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHn
| Tuny - 3miHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu o
y3arasibHeHUX faHnx Npo cucTemy chapmakoHarnsgy
(BBEAEHHS Y3araslbHEHUX AaHWX NPO cMcTemy
hapmakoHarnsgy, 3MmiHa yrnoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnisgy 3asBHvKa Ans
3piicHeHHs hapMakoHarsay B YKpaiHi, AKLLo BoHa
BiMiHHa Bif, yNOBHOBaXKeHOT 0co6MU, BiANOBIAaIbHOI

3a 34jicHeHHs hapmakoHarnsay (BkaKYakum

peyenmom




137

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
KOHTaKTHi faHi) Ta/abo 3MiHM y pO3MiLLEHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHWUX YNOBHOBAXXEHOI 0COOM 3asiBHUKA,
BiAMOBIAa/IbHOI 3a dhapmakoHarnag. 3MiHa
MicLie3HaxXoMKeHHs macTep-thaiina cuctemu
chapmakoHarnsgy. 3miHa micus 34iiCHEHHS
OCHOBHOI AisiNIbHOCTI 3 chapMakoHarnsay.
203. | MIPAMEKC® Tabnetku BepiHrep HimeuyunHa Bupo6bHuuTBO, HimeuunHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/3432/02/03
na MPOJIOHroBaHoOI fji IHrenbxanm nepBuHHE Ta | TNy - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbknin 3aci6. peyenmom
no 1,5 mr, no 10 IHTEepHeLwHN BTOPUHHE Onuc Ta cknag, (iHwWi 3mMiHK) 3a3HaY€eHHs MOCUaHHS
Tabnetok y 6nictepi, 6X nakyBaHHs1, Ha ctaHzapT Ph. Eur. ans gitoyoi peqoBuHu
no 3 6nictepu B MapKyBaHHS, npaminekcony gurigpoxsiopuay MoHorigpaty (6yno:
KapTOHHIA Kopoo6Li KOHTPO/b AKOCTI, Company standard) B po3gini 3.2.P.1. Onuc i cknag,
BKJ/IHOYa0UU NiKapcbKoro 3acooby.
OOCTiKEHHS
cTabinbHOCTI Ta
BUNYCK cepil:
Bepinrep
IHrenbxaim
dapma 'm6X i Ko.
K, HimeuuunHa;
Brpo6HMUTBO,
KOHTPO/b SIKOCTI,
BK/lOYa0UN
LOCAIMKEHHS
ctabinbHOCTI Ta
BUMYCK cepil
roToBOro
nNiKapcbkoro
3acoby:
PoTTeHgopd
dapma M'm6X,
HimeuumnHa;
MNepBuHHE Ta
BTOPWHHE
nakyBaHHS,
MapKyBaHHS:
PotteHzopd
dapma M'm6X,
HimeyunHa
204. | MIPAMEKC® Tabnetku BepiHrep HimeuyunHa BupobHuuTBO, HimeuunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/3432/02/02
na MPOJIOHroBaHoI fji IHrenbxanm nepBuHHE Ta | TNy - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkunii 3aci6. peyenmom
no 0,75 mr, no 10 IHTepHeLHN BTOPVHHE Onwc Ta cknag, (iHwWi 3MiHK) 3a3HaY€HHSA NOCU/IaHHSA
Tabnetok y 6nictepi, X nakyBaHHs, Ha cTtaHgapT Ph. Eur. ans aitoyoi peqoBuHn
no 3 6nictepu B MapKyBaHHS, npaminekcony gurigpoxsopuay MoHorigpaty (6yno:
KapTOHHIA KopoobLi KOHTPO/b AKOCTI, Company standard) B po3gini 3.2.P.1. Onwuc i cknag,
BK/THOHAI0UM

OOCTiDKEHHS

NiKapcbKoro 3acooby.
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknav
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

CTabisIbHOCTI Ta
BUNYCK cepil:
BepiHrep
IHrenbxanm

dapma 'm6X i Ko.

KI, HimeyuunHa;
Brpo6HMUTBO,
KOHTPO/b SIKOCTI,
BK/THOHAI0UM
[OCAIMKEHHS
cTabinbHOCTI Ta
BUMYCK cepil
roToBOro
nNiKapcbkoro
3acoby:
PotTeHgopd
dapma 'mbX,
HimeuumnHa,;
MNepBuHHE Ta
BTOPWHHE
nakyBaHHS,
MapKyBaHHS:
PotTeHgopd
dapma M'v6X,
HimeuyunHa

205.

MIPAMEKC®
na

Tabnetku
MPOJIOHrOBaHOI fji
no 0,375 mr, no 10
Tabnetok y 6nictepi,
no 3 6nictepu B
KapTOHHIA Kopoo6Li

BepiHrep
IHrenbxanm
IHTEpHELLHN
M6X

HimeyunHa

Bupo6bHuuTBO,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
MapKyBaHHS,
KOHTPO/b SIKOCTI,
BK/THOHAI0UM
OOCTiKEHHS
cTabinbHOCTI Ta
BUNYCK cepi:
Bepinrep
IHrenbxanmv
dapma 'm6X i Ko.
K, HimeuuunHa;
Brpo6HMUTBO,
KOHTPO/b SIKOCTI,
BK/IOYa0UN
LOCAIMKEHHS
cTabifibHOCTI Ta
BUMYCK cepil
roToBOro
nNiKapcbkoro
3acoby:

Himeyunna

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu
| TNy - 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbknin 3aci6.
Onuc Ta cknag, (iHwWi 3mMiHK) 3a3HaY€eHHs MOCUaHHS
Ha cTtaHzapT Ph. Eur. ans gitoyoi pevoBuHu
npaminekcony gurigpoxsiopuay MoHorigpaty (6yno:
Company standard) B po3gini 3.2.P.1. Onuc i cknag,
NiKapcbKoro 3acooby.

3a
peyenmom

UA/3432/02/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
PotTeHgopd
dapma 'mbX,
HimeuumnHa,;
MNepBuHHE Ta
BTOPWHHE
nakyBaHHs,
MapKyBaHHS:
PotTeHgopd
dapma M'v6X,
HimeyunHa
206. | MOKCAHAUMW | po3unH ans iHdysiid, MicTtpan AHrniA AH®APM Ipeuis BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/19478/01/01
H 400 mr/250 mn; no Kenitan XENNAC C.A | TMny - 3MiHKn Woao 6e3nekn/edeKTUBHOCTI Ta peyernmom nionsieae
250 mn (400 mr) y MeHemkmeH thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuui
donakoHi; 1 dpnakoH T NimiTeq, nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
B nauuj IHCTPYKLi 415 MeAUUYHOro 3aCTOCyBaHHS Ha nigcTasi
perynsipHoO OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3acToCyBaHHS NikapCbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo Ak pesynbTar
OL|iHKM 3BITY 3 AOC/iAKeHb, NpoBeAeHUX BiAMNOBIAHO
[0 nnaHy negiatpuynnx gocnimpkerb (PIP) (3miHy
Y3rO[XKEHO 3 KOMMETEHTHNM YNOBHOBaXKEHNM
opraHom) - 3MiHW BHECEHO [0 IHCTPYKLUIT A1s
MeAUYHOro 3acToCyBaHHSA NiKapCbKoro 3acoby B
po3gain "Mo6iyHi peakuyii" BigNoBigHO 4O OHOBMEHOI
iHbopmaLii 3 6e3neku Aitoyoi pevyoBuHU. BBeaeHHSA
3MiH NPOTAroM 6-TW MicALiB NicNs 3aTBEpPAKEHHS
207. | MOKCUMAK TabneTku, BKpUTI Makneopc IHAjA Makneopc IHAjsA BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/17579/01/01
nNiBKOBOIO dapmacbioT dapmacbloTUKanc | TMny - 3MiHK Woao 6e3nekn/eddekTUBHOCTI Ta peuyenmom | nidsisizae
060n0HkKot0, No 400 nkanc Nimviteq thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuLi
Mr; no 5 TabneTok y Nimiten nikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta

6nictepi; no 1
6nictepy y
KapTOHHI ynakoBLi;
no 10 TabneTtok y
6nictepi; no 1 abo
10 6nicTepiB y
KapTOHHIA ynakoBL,i

IHCTPYKLT ANA MeAMYHOro 3aCTOCyBaHHS Ha niacTasi
perynsipHoO OHOBJ/IHOBAHOTO 3BTy 3 6e3nekn
nikapcbKoro 3acoby, abo focnimxeHb 3 6e3nekn
3aCTOCYyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpaviiiHnii nepiog, abo sk pesynbtat
OL|iHKM 3BITY 3 AOC/iAXeHb, NpoBeAeHnX BiAMNoBiAHO
[0 nnaHy negiatpuyHux gocnimxkersb (PIP) (3MiHy
Y3rO)KEHO 3 KOMMETEHTHUM YNOBHOBaXKEHUM
opraHom)
3MiHM BHECEHO B IHCTPYKLit0 4151 MEeANYHOrO
3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"Ocob6nmBoCTi 3acTocyBaHHA" Ta "MMobivHi peakuii”
BiANOBIAHO iH(hopmaL,ii oo 6e3neku
3aCTOCYBaHHS fjil040i peyoBUHN 3riAHO
pekomeHgauii PRAC. BBefeHHs 3MiH NpOTArom 6-Tu
MicALiB nicna 3aTBepAKeHHS. 3MiHu | Tuny - 3MiHK
Loao 6esnekn/edeKTMBHOCTI Ta dapmakoHarnsgy.
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3MiHa y KOpOTKili XapakTepucTuLj NikapCbKoro
3aco0y, TeKCTi MapKyBaHHS Ta iHCTpYKLi Ans
MeAMYHOro 3aCTOCyBaHHSA Ha MiacTasi perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3nekn NikapcbKoro 3acoby,
abo gocnigpkeHb 3 6e3neky 3acToCyBaHHA
nikapcbkoro 3acoby B nicnspeecTpavjiiiHuii nepiog,
ab0 Sk pe3ynbTar OLiHKM 3BIiTY 3 JOCAIMKEHD,
npoBeAeHuX BiANOBIAHO A0 NaHy nejiatpudHmnx
pocnigmkeds (PIP) (3MiHy y3rogxeHo 3
KOMMNETEHTHUM YNOBHOBaXXEHVM OPraHom) - 3MiHu
BHECEHO B |HCTPYKLil0 AN MeANYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby o po3ainy "Mo6iyHi peakuyii”
BiANOBIAHO iHhopmaLii Wwoo 6e3nekn
3aCTOCYBaHHSA [il040T PEYOBUHY 3rigHO
pekomeHpaujii PRAC. BBeieHHS 3MiH NpOTArom 6-Tu
MicsILiB nicns 3aTBepApKEHHSs!

208.

MOMEZLEPM
®

Kpem, 1 mr/r; no 15
a6o no 30 ry Ty6i;
no 1 Ty6i B
KapTOHHIlA KOpooLi

TOB "BAYLU
XENC
YKPAIHA"

YKpaiHa

dapm3aBof
Enbtha A.T.

MonbLa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHa
3aaBHuKa /13 (MIBIM) (BnacHuka peecTpaviiHoro
noceigyeHHs) (3rigHo Hakaly MOS3 Big 23.07.2015 Ne
460): TepMmiH BBeieHHS 3MiH MPOTAroM 6 MicALiB
nicns 3aTBepmkeHHs. 3MiHu | Tuny - 3MiHn Wwoao
6e3nekn/eheKTUBHOCTI Ta hapmMakoHarnsgy.
BBegeHHs1 ab0 3MiHW A0 y3arasibHeHUX AaHuX Npo
cuctemy dpapmakoHarnsagy (BBefeHHs y3arasibHeHuX
JaHunx nNpo cuctemy dpapmakoHarnsgy, 3mMiHa
YMNOBHOBAaXEHOT 0C06M, BigNoBiganLHoI 3a
3[iiCHEHHS (papMakoHarnsay; KOHTakTHOI 0cobu 3
thapmakoHarnagy 3asBHuUKa ans 34iiCHeHHA
hapMakoHarnagy B YkpaiHi, KO BOHa BigMiHHA Bif,
YNOBHOBAXXEHOT 0CO6M, BigNoBiganLHOI 3a
3pificHeHHs hapmakoHarnsgy (BkioYakyn
KOHTaKTHi flaHi) Ta/abo 3MiHW y PO3MiLLLeHHI macTep-
tharina cuctemmn chapmakoHarnsgy) 3miHa
YMOBHOB&XEHOI 0C06Y 3asBHWKA, BiANOBifaIbHOT 3a
thapmakoHarnag. ditova pegakuis: bapmiHa MaHHa
OnekcaHgpisHa. [ponoHoBaHa pegakuis: boratuyk
KatepuHa MuxaiiniBHa. 3MiHa KOHTaKTHUX AaHUX
YNOBHOB&XXEHOT 0CO6U 3asBHMKA, BignoBigabHOI 3a
hapMakoHarnsag. 3mMiHa MicLe3Haxo4KeHHs MacTep-
thaiina cuctemun chapmakoHarnsgy Ta oro Homepa.
3MiHa MicLA 3AiACHEHHSI OCHOBHOI AisifIbHOCTI 3
hapmakoHarnsgy.

3a
peyenmom

UA/10968/02/01

209.

MOMELEPM
®

Masb, 1 mr/r; no 15r
y Ty6i; no 1 Ty6i B
KapTOHHI KopoobLi

TOB "BAYLL
XEJNC
YKPAIHA"

YKpaiHa

dapm3aBof
Enbha A.T.

Monbia

BHECEHHS 3MiH IO peecTpaLjiiiHux maTepianis: 3miHa
3asBHuKa /13 (MIBM) (BnacHuka peectpaviiHoro
noceigueHHs) (3rigHo Hakaly MO3 Big 23.07.2015 Ne
460): TepMiH BBe,€HHA 3MiH NPOTATrOM 6 MicALiB
nicnsa 3aTBepaKeHHs. 3MiHu | Tuny - 3MiHK LWoao
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.

3a
peyenmom

UA/10968/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

BeefieHHs1 ab0 3MiHM A0 y3arasibHEHNX AaHuX Npo
cuctemy dhapmakoHarnagy (BBeAeHHs y3araibHeHUX
JaHnx npo cuctemy dhapmakoHarnsagy, smiHa
YNOBHOB&XEHOI 0c06y, BiANOBIAA/ILHOI 3a
3[iiCHEeHHS1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsigy 3asiBHUKa 415 34iNCHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA Big,
YNOBHOB&XEHOT 0CO6M, BigNoBiganbHOI 3a
3ailicHeHHA hapMakoHarnsgy (BKIyanum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MiLLeHHI MacTep-
(paiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOB&XXEHOI 0CO6U 3aBHMKaA, BigNoBigasIbHOI 3a
hapmakoHarnag,. [Aitoua pegakuis: BapmiHa MaHHa
OnekcaHgpiBHa. ponoHoBaHa pefakuis: boratuyk
KaTepuHa MuxaiiniBHa. 3mMiHa KOHTaKTHUX JaHWUX
YMOBHOBaXEHOI 0C06Y 3a8BHWKa, BiANOBifa/IbHOT 3a
hapMakoHarnsag. 3mMiHa MicLe3HaxoKeHHsA MacTep-
dhaiina cuctemu chapmakoHarnagy Ta iioro Homepa.
3MiHa Micus 34ilCHEHHS1 OCHOBHOI Aisi/IbHOCTI 3
dhapmakoHarnsgy.

210.

MYKO®A/JIbK
ANENbLCUH

rpaHynu, 3,25 r/5;
no 5rrpavyny
nakerti; no 20
nakeTiB y KapTOHHIi
Kopobui

Op. Panbk
Papma
M6X

HimeyunHa

BiANOBIAa/IbHUN 3a
BWMYCK Cepiii
KiHLLeBOro
nNpoaykKTy:

Ap. danbk dapma
mM6X, HimeyunHa,;

BMPOGHMKM
[030BaHol hopmu,
nepBrHHE Ta
BTOPWHHE
nakyBaHHs Ta
KOHTPO/b AKOCTI:
NosaH ®apma
mM6X, HimeyunHa,;
BMPOGHMKM,
BiAnoBiAa/bHI 3a
nepBuHHE,
BTOPUHHE
nakyBaHHS Ta
KOHTPO/b SIKOCTI:
Ninpgodhapm MméX,
HimeuumnHa;
No3aH ®apma
m6X, HimeyunHa;
BMPOGHMKM,
BignoBifganbHI 3a
KOHTPO/b SKOCTI:

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
| Tuny - 3miHK Woao 6e3nekn/edpeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHun)

BreceHHs 3miH o MKA (po3gainy "MapkysBaHHA") -
BifjNOBIAHO [0 3aTBEPLKEHOTO TEKCTY MapKyBaHHS.
3MiHM BHECEHO B TEKCT MapKyBaHHS NepBUHHOT
(nyHkTK 5, 8, 13) Ta BTOPUHHOI (NyHKTU 8, 13, 16, 17)
yMakoBOK MikapcbKoro 3acoby. 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu 3asBHUKA (BNacHUKa peecTpauiiHoro
noceigyeHHs) 3miHa agpecu 3asBHUKa (B/lacHUKa
peecTpavLiiHoro nocig4eHHst). 3MiHu | Tuny -
AAMIHICTPaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecun Micus NPOBaKEHHS AiSNbHOCTI
BMpO6HMKa/iMnopTepa roToBOro JlikapcbKoro 3acooy,
BK/IKOYAK0UM AiNbHULI BUNYCKy cepii abo micue
NpPOBeLEHHS KOHTPOJIIO AKOCTI. (ZiANbHICTb, 3a SKy
BignoBigae BMPOGHMK/iMNOpTeEp, BKIKOYAOUM BUNYCK
cepiin) 3miHa agpecu micusa NPOBaKEHHS
AiSNTbHOCTI BUPOOHUKA, BiAMOBIAA/ILHOIO 3a BUMYCK
cepiii kiHueBoro npoaykTy (dp. ®ansk apma Mv6X,
HimeuunHa) 6e3 3MiHM dhakTUYHOro
MicLepo3TallyBaHHS BUPOGHMKa. 3MiHW BHECEHO B
IHCTPYKLUi0 ANS1 MeANYHOrO 3aCTOCYBaHHS
niKkapcbKoro 3acoby y po3gin «MicLe3HaxomKeHHs
BMPOGHMKA Ta A0ro agpeca Micus NpoBaKeHHs
LisANbHOCTi» 3 BiANOBIAHUMY 3MiHAMU Y TEKCTI
MapKyBaHHS1 YNakoBKW NiKapcbKoro 3acoby.

3a
peyerimom

He
nionsieae

UA/6104/01/01




142

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
'BA ®apma 'm6X,
HimeuumnHa,
XeHkenb ATl i Ko.
KraA, HimeuunHa,
I'BA ®dapma N'vbX,
HimeuumnHa,;
Na6op NIC CE i
Ko. KT,
HimeuumnHa,;
IMK - IHCTUTYT
Mikpo6iosnoriyHoro
3abe3neyeHHs
akocTi TM6X,
HimeuyunHa
211. | MyYYHMLUI nvcta no 50 r abo MpAT YkpaiHa MpAT "NikTpasu” YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3MiHu 6e3 UA/6242/01/01
nncTA no 100 r y naykax 3 "NikTpasn" | TNy - 3MiHK 3 AIKOCTi. FOTOBMIA NiKapcbkuMii 3aci6. peuyenma
BHYTPILLHIM CucTema KoHTelHep/3aKynoptoBasibHWI 3aci6 (iHLi
naketom; no 2,0ry 3MiHW) - BHECEHHS 3MiH 40 HOPMYBaHHS NOKa3HWKIB
inbTp-NakeTi; no «lgeHTundikauis (30BHiLLHI 03HaKKM)» (4oAaBaHHS
20 chinbTp-nakeTiB y onucy MNiBKv NaKyBasibHOI ); « TOBLUMHA NIBKN»
nauui abo y nauui 3 (YTOYHEHHSI [,ONYCTUMMX HOPM MOKa3HUKa)
BHYTPILLHIM cneumaikaLii 3 KOHTPO/IK0 NEPBUHHOIO MakKyBasIbHOro
naketom; no 2,0ry mMartepiany gns ynakosku no 50 r Ta 100 r y nayui 3
hinbTp-nakeTi B BHYTPILLHIM MakeToMm (M/iBka nakyBasibHa
iHAuBiAYyaibHOMY (nepBuHHa)).
nakeTuky; no 20
hinbTp-nakeTiB y
nauui
212. | M'ATU nvets; no50ry MpAT YkpaiHa MpAT "NikTpasn” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 6e3 UA/5979/01/01
MNEPLEBOI naykax 3 BHYTPILIHIM "NikTpasun" | Tny: 3MiHK 3 SKocTi. FoToBMIA Nikapcbkuii 3aci6. peyenma
nncTA naketom; no 1,5ry CuncTeMa KoHTelHep/3akynoptoBasibHUlA 3aci6 (iHLWi
hinbTp-nakeTi; no 3MiHW)(B.1L.I". (x),IA), — BHECEHHSA 3MiH [0
20 hinbTp-nakeTiB y HOPMYBaHHS NOKa3HWKIB «laeHTudikauis (30BHILWHI
nadyui abo y nauui 3 03Haku)» (goAaBaHHs onucy NAiBKN NakyBasibHOT );
BHYTPILLHIM NaKkeToM «TOBLUMHA MNIBKM» (YTOYHEHHS AONYCTUMUX HOPM
nokasHuka) cneumaikauii 3 KOHTPO/IHO NEPBUHHOIO
nakyBa/lbHOro MaTepiany A/1s ynakoBku no 50 ry
nauui 3 BHYTPILWHIM NakeToMm (M/liBka nakyBasibHa
(nepBrHHA))
213. | HABOHEKC® | cnpeii HazabHWiA, OpraHoH LBeliuapia | OpraHoH XelicT 68 Benbris BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu 3a UA/7491/01/01
[o30BaHuiA, 50 CeHTpan Ict | TMny - 3MiHKn Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
MKr/go3y; no 18 r v6X thapmakoHarnsgy. BeegeHHs abo 3miHu o

(140 po3) cycneHnsii
y nosieTuneHoBoMy
hnakoHi 3
[103YH0UMM HAcCoCOM-
po3nusBayeM,

y3arasibHeHVX AaHux Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHNX AaHUX NPo cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHoI ocobu,
BiNOBifa/IbHOT 3a 34iICHEHHS hapMmakoHarnsgy;
KOHTaKTHOI 0cO6U 3 thapMakoHar/isay 3asBHUKa Ans
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
3aKpUTUM 3piicHeHHs hapMakoHarnisgy B YkpaiHi, KO0 BOHA
KoBnaykom; no 1 BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifNoBiganbHOI
hnakoHy y 3a 34ilicHeHHsA thapmakoHarnsay (Bkyaoum
KapTOHHI/ KopoobLi KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MiLLeHHi MacTep-
thaiina cuctemun chapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHMX YNOBHOBAXEHOI 0COOM 3asiBHUKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag,. 3miHa
KOHTaKTHUX AaHVX KOHTaKTHOT 0CO6Y 3asBHNKA,
BiANOBiAabHOI 3a thapmakoHarnsag, B YkpaiHi. 3MiHa
MicLe3HaxX0o[KEHHS MacTep-haiina cuctemm
hapmakoHarnsgy. 3miHa micus 34iACHeHHS
OCHOBHOI fiS/IbHOCTI 3 hapmakoHarnsgy.
214. | HATPIO po3unH s iH'ekuii, | TOBAPUCT YkpaiHa BCi cTagil YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/8827/01/01
AQEHO3UHT | 10 mr/Mnno 1 mn B BO 3 BUPOGHMLTBA, | TNy - 3MiHK 3 AKOCTi. FOTOBMIA NiKapcbkuMii 3aci6. peuyenmom | nidssizae
PUADPOCOHAT amnyni; no 10 amnyn | OBMEXXEH KOHTPO/b AKOCTI, 3MiHM Yy BUPO6GHMLTBI. 3MiHa iMnopTepa/3miHu, Wwo
y KOpo6Lji 3 KapTOHY; (e]}0) BWMNYCK Cepil: CTOCYHOTbCSI BUMYCKY Cepil Ta KOHTPO/IIO AKOCTI
no 1 mn B amnyi; BIANOBIOA ToBapucTso 3 roToBOro Nikapcbkoro 3acoby (3amiHa abo
no 5 amnyny NBHICTHIO obmexeHor [ofasaHHsA BUPOOHNKa, LLO BiAMNOBifa€c 3a BBE3EHHSA
6nicTepi; no 2 «KOPTOPA BiANOBIAA/LHICTIO Ta/abo BMnyck cepii) - He Bktoyaroun
6nictepu y Kopobui 3 LA "XapkiBcbke KOHTPONb/BUNPOGYBaHHSA cepii - JoaaBaHHA qyHKLIT
KapToHy; no 1 mn B «300POB’A hapmaueBTUyHe BUNYCK Cepil BXe 3aTBep/KeHOMY BUPOOHUKY:
amnyni; no 10 amnyn » niANpMEMCTBO ToBaprCTBO 3 0OMEXEHOI0 BiAMOBIAA/IbHICTIO
y 6nictepi; no 1 "3p0poB'sa "papmMaueBTUYHa KoMNaHisa "3po0pos'a” (YkpaiHa,
6nictepy B Kopobu,i 3 Hapogy", 61013, XapkiBcbka 06/1., MICTO XapkiB, By mus
KapToHY YkpaiHa; LLleBueHka, byanMHOK 22), Akuii BiANOBIAaE 3a BC
BCi cTagii cTagjii BUPOBGHULTBA, KOHTPO/b SKOCTI. 3MiHK
BMPOGHMLTBA, BHECEHO B iHCTPYKLi0 A58 MEANYHOrO 3aCTOCYBaHHS
KOHTPO/b AKOCTI, y po3ginn "Bupo6HuK" Ta "Micue3HaxomKeHHs
BUMYCK Cepii: BMPOOHMKaA Ta afpeca MicLis NPOBaPKEHHN 1ioro
ToBapucTso 3 OISNbHOCTI" Ta SIK HACNIAOK - Y TEKCT MapKyBaHHS
obmexeHor yMakoBKM MikapcbKoro 3acoby. BBegeHHs 3MiH
BiANOBIAA/ILHICTIO NPOTArom 6-Tv MiCALIB MicNs 3aTBEPIKEHHS - 3MiHU
"papmaueBTnyHa | TNy - 3miHK Woao 6e3nekn/edeKkTMBHOCTI Ta
KOMMaHis thapmakoHarnagy (iHwi 3MiHn) - OHOBNEHO TEKCT
"380pos'a”, MapKyBaHHS NMepBUHHOT Ta BTOPUHHOT YNakoBKN
YkpaiHa NiKapcbKoro 3acoby, a came BUy4YeHo iHhopmallito,
3a3HayeHy pociiiCbKO0 MOBOO, YTOUYHEHO 10rOTUM,
[ofaHo dpasy "iHWwa TexHivHa iHhopmaLia” Ta
BHECEHO He3HauHi pefakuiiiHi npaskn. BeegeHHs
3MiH NPOTAroM 6-TM MicALB Nic/1a 3aTBepAKEHHS
215. | HATPIO pO34nH aNs iHgysili, | ToBapucTBo Ykpaina ToBapucTso 3 Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/8438/01/01
xnoeunpg, 9 mr/mn no 100 mn 3 06MexeHot | TNy - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkunii 3aci6. peyenmom
a6o 200 mn, abo 06MexeHo Bi4NOBIAA/ILHICTIO 3MiHU Yy BUPOGHMUTBI (iHLWi 3MiHK) - HE3HAYHI 3MiHK
250 mn, a6o 400 mn, | Bignosigaib ipma Ha cTagii MMB 10.2 1woA0 0cTaTOYHOrO NakyBaHHs
a6o 500 mny HicTio chipma "Hosochapm- rpynoBMX yNakoBOK M/ISLLOK pasoM i3 BignosigHO
nnswkax; no 250 mn | "Hoeodhapm- BiocuHTes" KiNIbKICTHO IHCTPYKLUi 4151 MeANYHOro 3acTOCyBaHHS
a6o 500 mn, abo BiocuHTes" (B AWKy Ta 6€3 fALMKa) 3 BHECEHHSAM 3MiH 0

1000 mn y naketax

po3giny “YnakoBka”.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
216. | HATPIO pO34uH N8 iHQy3il, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3MiHu 3a UA/13841/01/01
Xnoeuma- 9 mr/mn no 100 mn "®apmaueBT "papmaueBTUYHA | TNy - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkunii 3aci6. peuyenmom
AAPHUNLUA ab6o no 200 mn, abo n4yHa hipma ipma "AapHuua" CuctemMa KoHTelHep/3akynoptoBasibHII 3aci6 (iHLi
no 250 mn, abo no "OapHuusa” 3MiHM) BHECEHHS 3MiH 0 p.3.2.P.7. Cuctema
400 mn, a6o no 500 KOHTeliHep/3aKyrnopoBasbHWii 3aci6, 3okpema:
My chiakoHax; no pefakLiiiHi yTOYHEHHS B cnevuudikaLii nakyBaibHOro
100 mn y chnakoHax; mMarepiany lMNoninponineH B rpaHyax 3a
no 40 chnakoHiB y nokasHukamu 30BHILLHIN BUrNSAg, |aeHTudikauis,
Kopobkax; Mpo3opicTb po3unHy, KonbopoBIiCTb PO3UnHY,
no 200 mn abo no KncnoTHicTb Ta NyxHicTb, ONTUYHA ryCTUHA,
250 mn, a6o no 400 BigHOBHI peuoBUHK, AMOMIHINA, XPOM, TUTaH,
M, abo no 500 mn'y BaHafil, LMHK, L0 eKCTparyTbes, Baxki metanu,
dhnakoHax; no 20 L0 ekcTparytoTbes, CynbaTrHa 301a; NoKasHMK
hnakoHiB y LBnakicTb Teuii posnnasy (230° C/2,16 «r)
KOpobkax nepeHeceHo A0 po3giny 3arasibHi BNacTUBOCTI.
3MiHM 06yMOB/IEHi NpUBEAEHHAM Y BiANOBIAHICTb A0
pekomeHAauili Ta ctunictuki AdY. 3miHu | Tuny -
3MiHu 3 sikocTi. FoToBMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWii 3aci6. 3MiHa
napameTpiB cneuudgikauii Ta/abo AoNyCTUMUX MEX
NMepPBUHHOT YNakoBKN rOTOBOrO NiKapCbKOro 3acoby
(BMNYyYEHHSI HE3HAUHOTO NOKa3HVKa (Hanpuknag,
3aCcTapifioro NoKkasHMka)) BHECEHHS 3MiH [0
p.3.2.P.7. CncTema KoHTeliHep/3akynoptoBasibHUiA
3acib, 3o0kpema: B crneumdikavii nakyBasbHOro
MaTepiany lMoninponineH B rpaHynax BUIy4eHO
nokasHUK Pe4yoBUHM PO3YMHHI B rekcaHi BifnosigHO
0o sumor AdY/Ed, 3.1.6. "MoninponineH ans
KOHTEeWHepIB | 3aKynoproBasibHUX 3acobiB Ans
napeHTepasibHUX NpenaparTiB | O4HMX nNpenaparis".
3MiHn | TURY - 3MiHM 3 SKOCTi. FOTOBWIA NikapCbKWii
3aci6. Cuctema KoHTeliHep/3aKynoptoBasibHuiA 3aci6.
3MiHa napameTpiB cneuudgikauii Ta/abo
A0NyCTUMUX MEX NEPBUHHOI YNakoBK/ rOTOBOIO
nikapcbKoro 3acoby (iHLi 3MiHW) BHECEHHS 3MiH 0
po3giny 3.2.P.7. Cuctema
KOHTeliHep/3aKynopoBasbHWii 3aci6, 3okpema:
BUJTyYEHHS BUPOBGHMKa NEPBUHHONO NakyBaslbHOro
marepiany Moninponinex B rpaHynax cipmu INEOS
Olefins & Polymers Europe, Germany.
3arBepoxeHo: «INEOS Olefins & Polymers
Europe», Germany «LyondellBasell Industries», Italy
3anponoHoBaHo: «LyondellBasell Industries», Italy
217. | HITONH TabneTtku, BKPUTI paHg LLiBeiiuapis AHapm Ennac Ipeuis BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/13842/01/01
nNiBKOBOIO Megukan C.A. | TMny - 3MiHKn Woao 6e3nekn/edeKTUBHOCTI Ta peyernmom nionsieae
obonoHkoto, no 30 pyn Al thapmakoHarnsgy. 3MiHa y KOpOTKill xapakTepucTuui

Mmr; no 10 TabneTok
y 6nicTepi, no 3

NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKL|i 415 MeAMYHOro 3aCTOCYBaHHS Ha nigcTasi
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
6nictepu y perynsipHoO OHOB/THOBAHOIO 3BiTYy 3 6e3neku
KapTOHHI navwi nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3acToCyBaHHSA NikapcbKoro 3acoby B
nicnsapeecTpauiiinii nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/iAKeHb, NpoBeAeHUX BiAMNOBIAHO
[0 nnaxy negiatpuyHnx gocnimkers (PIP) (3MiHy
Y3rO[KEHO 3 KOMMETEHTHNM YNOBHOBEXKEHNM
opraHom)
3MiHU BHECEHO [0 IHCTPYKUiT AN MeANYHOro
3acToCyBaHHA NikapcbKoro 3acoby [0 po3giny
"Mo6iuHi peakuyji" BignoBigHO pekomeHaauiin PRAC.
TepMmiH BBEAEHHSA 3MiH MPOTAroM 6 MicAuiB nicns
3aTBEPMKEHHS.
218. | HITPOMIHT® | cnipeit 3AT YropwmHa 3AT YropwmHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/7912/01/01
cybniHrsanbHuii, 0,4 | dapmauesT dapmaueBTUYHMi | Tuny - 3miHK Wwoao 6e3nekn/edpekTBHOCTI Ta peyenmom | nidsis2ae
mr/go3sy; no 10 r WYHWIA 3aBO[, 3aBog ElIC thapmakoHarnagy (iHwi 3MiHu) - 3MiHM BHECEHO B
(180 £03) po3ynHy B ErC IHCTPYKLiO AN MeAUYHOro 3aCTOCyBaHHA
IOMIHIEBOMY NiKapcbKoro 3acoby A0 po3ainis "B3aemogis 3
6asoHi 3 fO3yHUM iHLWIMMKM NiKapcbKMMK 3acob6amMu Ta iHLWi BUau
NPUCTPOEM, 3 B3aemMogiit" (BunpaBneHHs opdporpadpivuHmx
PO3MUIIOHYO0 nomunok), "Cnocié 3actocysaHHsi Ta go3un"
rosI0BKOIO Ta (B1NyYeHHs iHhopmMauii Lwoao npo3opux 6a/10iHB 3
3aXUCHUM umknoonediH cononimepy B AKOCTi NEPBUHHOT
KOBMauyKkoMm; y yMakoBKM NiKapcbKoro 3acoby). TepmiH BBEAEHHS
KapPTOHHIi KOpooLii 3MiH - NPOTSArom 6 MicsLiB Nicns 3aTBEPAKEHHS
219. | HOBOENT® NopoLUoK AN A/T Hoso [JaHis NPUroTYBaHHS, [Oanisa/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHn 3a UA/16751/01/01
PO34UnHY 4118 Hopgaick po3nuB y HimeuunHa | TMny - 3MiHKn Woao 6e3nekn/edhekTMBHOCTI Ta peyernmom
iH ekuili, no 250 MO; nepBrHHe thapmakoHarnsgy. BeegeHHs abo 3miHu o
no 1 donakoHy 3 nakyBaHHS, y3arasibHeHUX faHnx Npo cucTemy chapmakoHarnsgy
NOPOLUKOM Y nioginisauisa Ta (BBEAEHHSA y3ara/lbHEHNX AAaHUX MPO cUcTemy
KOMMNIEKTi 3 nepesipka hapmakoHarnsgy, aMmiHa yrnoBHOBaXeHOi 0cobu,
po34nHHMKoMm (0,9 % roToBOro BiANOBIAA/IbHOI 3a 3AiiCHEHHSA hapMakoHarnsay;

pO34nH HaTpito
xnopugy) no 4 mny
nonepeaHLo
HarnoBHEHOMY
LUNPWL, LUTOKOM
NOpLUHA Ta
nepexigHuKom ans
hnakoHa B
iHOVBIAYaNbHIi
ynakoBLii B
KapTOHHI KopoobLi

nNiKapcbkoro
3aco0by, KOHTPO/b
AKOCTI
(mikpobionoriuHi
BMMNPOBYBaHHS)
roToBOro
nNiKapcbkoro
3acoby: A/T Hoso
Hopgaick, JaHis;
KOHTPO/b AKOCTI
roToBOro
niKapcbkoro
3acoby: A/T Hoso
Hopgaick, JaHis;
NPUroTyBaHHs,
po3nuB y

KOHTaKTHOI 0co6u 3 hapmMakoHarnsay 3asBHvKa Ans
3[iicHeHHs hapMakoHarsay B YKpaiHi, AKLLo BoHa
BigMiHHa Bif, yNOBHOBaXKeHOT 0cO6MU, BiANOBIAaIbHOT
3a 3[jicHeHHs hapmakoHarnsay (Bkvakum
KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MiLLEHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHWUX YNOBHOBAXXEHOI 0COOM 3asiBHMKA,
BiANoBigasIbHOI 3a thapMakoHarnsg. 3miHa
MicLie3HaxXoMKeHHs MacTep-thaiina cuctemm
thapmakoHarnsagy. 3miHa micus 34iicHeHHS
OCHOBHOI AisiNbHOCTI 3 chapmakoHarnsgy.
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknav
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

nepBuHHe
nakyBaHHs,
nioghinizauis Ta
nepesipka
roToBOro
nNiKapcbkoro
3acoby, KOHTPO/Ib
AKOCTI
(mikpobionoriyHi
BMMNPOBYBaHHS)
roToBOro
nNiKapcbkoro
3acoby,
MapKyBaHHA Ta
BTOPWHHE
nakyBaHHS
roToBOro
nNiKapcbkoro
3acoby,
[oJaBaHHSA LLKam
[0 wnpuua ans
BBeAeHHs:: A/IT
Hoso Hopgick,
[Janis;
BiANOBiAa/IbHWIA 32
BMNyCK cepil
roToBOro
nikapcbkoro
3acoby:

A/T Hoso Hopgick,
[LaHist;
BMPOGHMLITBO
PO34MHHMKA
(npuroTyBaHHs,
po3nuB,
nepesipka,
KoMnJiekTauis,
MapKyBaHHSA Ta
nakyBaHHs
Hepo3acosBaHoro
npoaykTy): BeTtep
dapma-depTiryHr
v6X i Ko. KI,
HimeyunHa

220.

HOBOEUT®

NOPOLLIOK A/1A
pO3uuHy Ans

iH ekuili, no 500 MO;
no 1 diakoHy 3

A/T HoBso
Hopgick

[JaHis

MPUrOTyBaHHs,
po3nmBy
nepBuHHe
nakyBaHHsl,

[anisa/
HimeuunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 3mMiHn
| Tuny - 3miHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsagy. BeegeHHs abo 3MiHu Ao
y3arasibHeHVX AaHnx Npo cucteMy dpapmakoHarisay

3a
peyerimom

UA/16751/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
MOPOLLKOM y niodpinizauis Ta (BBEAEHHS y3araslbHEHUX AaHWX NPOo cucTemy
KOMNeKTi 3 nepesipka papmakoHarnsgy, aMmiHa yrnoBHOBaXeHOI 0cobu,
po3unHHMKoM (0,9 % roToBOro BiNOBIAabHOI 3a 34iiCHEHHA thapMakoHarnsay;

PO34MH HaTpito
xnopugy) no 4 mny
nonepeaHLO
HanoBHEHOMY
LUINPWL, LUTOKOM
NOpLUHA Ta
nepexigHvkom gns
hnakoHa B
iHaMBIAYaNbHiIl
ynakoBLii B
KapTOHHilA KopooLi

nikapcbkoro
3aco0by, KOHTPO/b
AKOCTI
(mikpobionoriyHi
BUNPOBYBaHHS)
roToBOro
nikapcbkoro
3acoby: A/T Hoso
Hopgick, faHis;
KOHTPO/b SIKOCTI
roToBOro
nNiKapcbkoro
3acoby: A/T Hoso
Hopgaick, JaHis;
NPUroTyBaHHs,
po3nuB y
nepBuHHe
nakyBaHHS,
niodpinizauis Ta
nepesipka
roToBOro
nikapcbkoro
3acoby, KOHTPO/b
AKOCTI
(mikpobionoriyHi
BUNPOBYBaHHS)
roToBOro
nikapcbkoro
3acoby,
MapKyBaHHSA Ta
BTOPVHHE
nakyBaHHs
roToBOro
nikapcbkoro
3acoby,
[ofaBaHHSA LUKaim
[0 wnpuua gns
BBeAeHHs: A/IT
Hoso Hopgaick,
[LaHist;
BiANOBiAaIbHMI 3a
BUMYCK cepil
roToBOro
NiKapcbkoro
3acoby:

KOHTaKTHOI 0c0o6u 3 thapmakoHarnagy 3asBHuKa Ans
3[iiCHEeHHs1 chapMakoHarnaay B YkpaiHi, K0 BOHa
BiAMIHHa Bif YNOBHOBaXeHOI 0cobMu, BifnoBigas1bHOT
3a 3[jficHeHHs hapMakoHarnsay (Bkivakum
KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MILLEHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) - 3miHa
KOHTaKTHUX JaHVX YNOBHOBaXKEHOT 0COOM 3asBHMKA,
BiAgnoBiganbHOI 3a hapMakoHarnsg. 3miHa
MicLe3HaX0MKeHHs MacTep-thaiina cuctemm
thapmakoHarnsgy. 3miHa micus 34iiCHeHHS
OCHOBHOI AisNbHOCTI 3 chapmakoHarnsgy.
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

A/T Hoso Hopagick,
[JaHis;
BMPOGHMLITBO
PO3YMHHMKA
(npuroTyBaHHs,
po3nus,
nepesipka,
KoMnaekTauis,
MapKyBaHHA Ta
nakyBaHHS
Hepo3dacoBaHoro
npoaykTy): Bettep
dapma-depTiryHr
v6X i Ko. K,
HimeyunHa

221.

HOBOEUT®

NOPOLLIOK A/1A
pO34nHy Ans

iH eKuili, no 1000
MO; no 1 chnakoHy 3
NOPOLLKOM Y
KOMMNEKTi 3
po3unHHmKoMm (0,9 %
PO34MH HaTpito
xnopugy) no 4 mny
nonepegHL0
HarnoBHEHOMY
LUNPUL, LUITOKOM
MOpPLUHA Ta
nepexigHvkom ans
onakoHa B
iHOVBIOYyaNbHiIi
ynakosLi B
KapTOHHI Kopobui

AIT Hoso
Hopgaick

[OaHis

NPUroTyBaHHs,
po3nuB y
nepBuHHe

nakyBaHHs,
nioginizauia Ta
nepesipka
roToBOro
nNiKapcbkoro
3acoby, KOHTPO/b
AKOCTI
(mikpobionoriyHi
BMNPOBYBaHHS)
roToBOro
nNiKapcbkoro
3acoby: A/T Hoso
Hopgaick, faHis;
KOHTPONb SIKOCTI
roTOBOroO
nikapcbkoro
3acoby: A/T Hoso
Hopgick, faHis;
NPUroTyBaHHs,
po3nuB y
nepBuHHe
nakyBaHHs,
niogpinizauia Ta
nepesipka
roToBOro
nNiKapcbkoro
3acoby, KOHTPO/b
AKOCTI
(mikpobionoriyHi
BMNPOOYBaHHSA)

[Lanis/
Himeyunna

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHn
| TMny - 3MiHK Wopao 6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu o
y3arasibHeHUX JaHnx Npo cucTemy chapmakoHarnsgy
(BBEAEHHS y3araslbHEHVX AaHUX Npo cucTemy
hapmakoHarnsgy, 3MiHa yNnoBHOBaXXeHOi ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHS hapMakoHarnsaay;
KOHTaKTHOI 0cobu 3 thapmakoHarnagy 3asBHuka Ans
3fjiicHeHHs hapmMakoHarnsay B YKpaiHi, AKLLO BOHA
BiAMIHHA BiJ YNOBHOBaXeHOI 0cobu, BignoBigasibHOT
3a 3[jficHeHHs1 hapMakoHarnsay (Bkiyakum
KOHTaKTHI AaHi) Ta/abo 3MiHM Y pO3MIiLLEeHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) - 3miHa
KOHTaKTHUX JaHKX YNOBHOBaXXEHOT 0CO6M 3asBHMKA,
BiANOBIAaUIbHOI 3a dpapmakoHarnag. 3MiHa
MicLe3HaxX0o[pKEHHS MacTep-haiina cuctemm
thapmakoHarnsgy. 3miHa micus 3ailicHeHHs
OCHOBHOI fisiIbHOCTI 3 hapmakoHarnsgy.

3a
peyenmom

UA/16751/01/03
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

roToBOro
NiKapcbkoro
3acoby,
MapKyBaHHA Ta
BTOPWHHE
nakyBaHHs
roToBOro
NiKapcbkoro
3acoby,
JofaBaHHSA LKasmn
40 wnpuua ans
BBefeHHs: AT
HoBo Hopagaick,
[JaHis;
BiiNOBIfaNbHWIA 32
BMMYCK cepil
roToBOro
nNiKapcbkoro
3acoby:

A/T Hoso Hopgick,
[Janis;
BMPOGHMLTBO
PO3YMHHMKA
(npuroTyBaHHs,
po3nue,
nepesipka,
KoMmMnekTauis,
MapKyBaHHA Ta
nakyBaHHs
Hepo3acoBaHoro
npoaykTy): Bettep
dapma-depTiryHr
v6X i Ko. KT,
HimeyynHa

222,

HOBOEUT®

NOPOLLOK AnA
pO34unHy Ans

iH ek, no 1500
MO; no 1 dpnakoHy 3
NOPOLLKOM Y
KOMMNIEeKTi 3
po34mHHMKOM (0,9%
pO34nH HaTpilo
xnopvay) no 4 mny
nonepegHLo
HarnoBHEHOMY
LUNpUL, LUITOKOM
NOpLUHA Ta
nepexigHuKom ans

A/T Hoso
Hopgaick

[JaHis

NPUroTyBaHHs,
po3nuB y
nepBuHHe

nakyBaHHs,
niodpinisauis Ta
nepesipka
roToBOro
nNiKapcbkoro
3aco0by, KOHTPO/b
AKOCTI
(mikpobionoriyHi
BMMNPOBYBaHHS)
roToBOro
NiKapcbkoro

[Lanisa/
HimeyunHa

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu
| Tuny - 3miHK woao 6e3nekn/edpekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX JaHnx Npo cucTemy dhapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX NMPO cucTemy
hapmakoHarnsgy, 3MiHa ynoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEHH:A hapMmakoHarnsay;
KOHTaKTHOI 0Co6YM 3 thapmakoHarnsagy 3asBHuka anas
3piicHeHHs hapMakoHarnsgy B YkpaiHi, K0 BOHA
BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifnoBiganbHOI
3a 3AjiicHeHHs hapmakoHarnagy (Bkiyatoun
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) - 3miHa
KOHTaKTHMX JaHMX YNOBHOBAXXEHOI 0CO6M 3asiBHMKA,

3a
peyenmom

UA/16751/01/04
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
chnakoHa B 3acoby: A/T Hoso BiANOBIAaIbHOI 3a thapmakoHarnsg,. 3miHa
iHOVBIAYaNbHiiA Hopgaick, JaHis; MiCLLe3HaX0[PKEHHS MacTep-chaiina cuctemm
ynakosLii B KOHTPO/b AKOCTI thapmakoHarnsgy. 3MiHa Micus 34iCHEHHS

KapTOHHI/ KopoobLi

roToBOro
NiKapcbkoro
3acoby: A/T Hoso
Hopgaick, faHis;
NPUroTyBaHHs,
po3nuB y
nepBuHHe
nakyBaHHs,
nioghinizauis Ta
nepesipka
roToBOro
nNiKapcbkoro
3acoby, KOHTPO/Ib
AKOCTI
(mikpo6ionoriyHi
BMMNPOBYBaHHS)
roToBOro
nNiKapcbkoro
3acoby,
MapKyBaHHSA Ta
BTOPWHHE
nakyBaHHS
roToBOro
nNiKapcbkoro
3acoby,
[oJaBaHHSA LLKam
[0 wnpuua ans
BBeAEHHSA): A/IT
Hoso Hopgick,
[Janis;
BiANOBiAa/IbHWIA 32
BMNyCK cepil
roToBOro
nikapcbkoro
3acoby:

A/T Hoso Hopgick,
[LaHist;
BMPOGHMLITBO
PO34MHHMKA
(npuroTyBaHHs,
po3nuB,
nepesipka,
KoMnJiekTauis,
MapKyBaHHSA Ta
nakyBaHHs

OCHOBHOI fisi/IbHOCTI 3 (hapmakoHarnsgy.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
Hepo3acosBaHoro
npoaykTy): BeTtep
dapma-depTiryHr
v6X i Ko. KT,
HimeyunHa
223. | HOBOENT® NMopoLUOK ANA A/T HoBso [JaHis NMPUroTYBaHHS, Nanis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/16751/01/05
po3unHy ons Hopgick po3nvB y HimeuunHa | Tuny - 3miHK Woao 6e3nekn/edpeKTBHOCTI Ta peyenmom
iH ekuili, no 2000 nepBuHHe thapmakoHarnagy. BeegeHHs abo 3miHn fo
MO, no 1 chnakory 3 nakyBaHHs, y3arasibHeHVX AaHux Npo cuctemy hapmakoHarnsgy
MOPOLLKOM y niodpinizauis Ta (BBEAEHHS y3araslbHEHUX AaHWX NMPO cUcTemy
KOMNeKTi 3 nepesipka thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0cobu,
po3unHHMKOM (0,9% roToBOro BiANOBIAaUIbHOI 3a 34iiCHEHHA hapmakoHarnsay;

PO34MH HaTpito
xnopugy) no 4 mny
nonepeaHLO
HarnoBHEHOMY
LUNPWL, LUTOKOM
NOpLUHA Ta
nepexigHvkom gns
hnakoHa B
iHaVBIAYyaNbHii
ynakoBLii B
KapTOHHIlA KOpooLi

nikapcbkoro
3acoby, KOHTPO/b
AKOCTI
(mikpobionoriyHi
BUNPOGYBaHHS)
roTOBOro
nikapcbkoro
3acoby: A/T Hoso
Hopgick, faHis;
KOHTPO/b SIKOCTI
roToBOro
nNiKapcbkoro
3acoby: A/T Hoso
Hopgaick, JaHis;
NPUroTyBaHHS,
po3nuB y
nepBuHHe
nakyBaHHS,
niodpinizauis Ta
nepesipka
roToBOro
nikapcbkoro
3acoby, KOHTPO/b
AKOCTI
(mikpobionoriyHi
BUNPOGYBaHHS)
roTOBOro
nikapcbkoro
3acoby,
MapKyBaHHS Ta
BTOPWHHE
nakyBaHHs
roTOBOro
nikapcbkoro
3acoby,
[loflaBaHHs LUKam

KOHTaKTHOI 0cO6M 3 thapMakoHarnsay 3asBHUKa ans
3[iiCHEeHHs1 chapmakoHarnaay B YkpaiHi, sKILO BOHaA
BiAMiHHA Bif YNOBHOBaXeEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyatum
KOHTaKTHi flaHi) Ta/abo 3MiHW y PO3MiLLLEeHHI macTep-
tpaiina cuctemu chapmakoHarnsgy) - 3miHa
KOHTaKTHUX JaHNX YNOBHOBaXEHOT 0COOM 3asBHMKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsag. 3MiHa
MicLe3HaxoKeHHS MacTep-haina cuctemm
hapmakoHarnsagy. 3miHa micus 34iACHeHHS
OCHOBHOI AisiNbHOCTI 3 hapmakoHarnsgy.
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

[0 wnpuua gns
BBeAEHHs): A/IT
Hoso Hopgaick,

[LaHist;
BiANOBiAaIbHMI 3a
BUMYCK cepii
roToBOro
NiKapcbkoro
3acoby:

A/T Hoso Hopagick,
[JaHis;
BMPOGHMLITBO
PO3YMHHMKA
(npuroTyBaHHs,
po3nus,
nepesipka,
KoMnaekTauis,
MapKyBaHHA Ta
nakyBaHHS
Hepo3dacoBaHoro
npoaykTy): Bettep
dapma-depTiryHr
v6X i Ko. KI,
HimeyunHa

224.

HOBOEUT®

NOPOLLIOK A/1A
pO34nHy Ans

iH ekwjid, no 3000
MO; no 1 chnakoHy 3
NOPOLLKOM Y
KOMMNEKTi 3
po3unHHMKOM (0,9%
PO34MH HaTpito
xnopugy) no 4 mny
nonepegHL0
HarnoBHEHOMY
LUNPUL, LUITOKOM
MOpPLUHA Ta
nepexigHvkom ans
onakoHa B
iHOVBIOYyaNbHiIi
ynakosLi B
KapTOHHI Kopobui

AT Hoso
Hopgaick

[OaHis

NPUroTyBaHHs,
po3nuB y
nepBuHHe

nakyBaHHs,
nioginizauia Ta
nepesipka
roToBOro
nNiKapcbkoro
3acoby, KOHTPO/b
AKOCTI
(mikpobionoriyHi
BMNPOBYBaHHS)
roToBOro
nNiKapcbkoro
3acoby: A/T Hoso
Hopgaick, faHis;
KOHTPONb SIKOCTI
roTOBOroO
nikapcbkoro
3acoby: A/T Hoso
Hopgick, faHis;
NPUroTyBaHHs,
po3nuB y
nepBuHHe

[Lanisa/
Himeyunna

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
| TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy. BeegeHHs abo 3miHn o
y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHS y3aralbHEHMX AaHUX NPo cucTemy
hapmakoHarnagy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0co6M 3 thapMakoHarnsay 3asBHuka ans
3[iicHEHHS hapmakoHarnsgy B YkpaiHi, KO0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAa/IbHOI
3a 3[jiicHeHHs1 hapMakoHarnaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN y pO3MilLeHHi macTep-
thaiina cuctemu chapmakoHarnsgy) - 3miHa
KOHTaKTHUX JaHWNX YNOBHOBaXeHOT 0COOM 3asBHMKA,
BiANOBIAabHOI 3a thapmakoHarnsag,. 3miHa
MicLe3HaxX0[pKEHHS MacTep-chaiina cuctemm
hapmakoHarnsgy. 3miHa micus 34iACHeHHS
OCHOBHOI fisi/IbHOCTI 3 (hapmakoHarnsgy.

3a
peyenmom

UA/16751/01/06
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY

ynakoska)

(nikapcbka ¢hopma,

3asaBHUK

KpaiHa
3as8HUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknav
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

nakyBaHHs,
niodpinizauia Ta
nepesipka
roToBOro
NiKapcbkoro
3acoby, KOHTPO/b
AKOCTI
(mikpobionoriyHi
BUNPOBYBaHHS)
roToBOro
nNiKapcbkoro
3acoby,
MapKyBaHHA Ta
BTOPWHHE
nakyBaHHs
roToBOro
nNiKapcbkoro
3acoby,
[JofaBaHHSA LLKasmn
40 wnpuua ans
BBEeAeHHS): A/IT
Hoso Hopagaick,
[JaHis;
BiANOBIfaNbHWIA 32
BUMYCK cepil
roToBOro
nNiKapcbkoro
3acoby:

A/T Hoso Hopgick,
[Janis;
BMPOGHMLTBO
PO3YMHHMKA
(npuroTyBaHHs,
po3nue,
nepesipka,
KoMmMnekTauis,
MapKyBaHHA Ta
nakyBaHHs
Hepo3acoBaHOro
npoaykTy): Bettep
dapma-depTiryHr
v6X i Ko. KT,
HimeyynHa

225.

HOBOKC®-
500

TabneTtku, BKPUTI
NNiBKOBOK
060/10HKO10, Mo 500
Mr; no 5 TabneTok y

6nictepi; no 1

OPrAHOCW
H
NAN®CAEH
CU3 (E®

3ET )

OAE

EBepToaxeH
Naich CaeHeus
Nimiteq

IHais

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu
| Tuny - 3miHK Wwoao 6e3nekn/edpekTBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpOTKill xapakTepucTuui
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKL|i 415 MeAMYHOro 3aCTOCYBaHHS Ha nigcTasi

3a
peyenmom

He
nionsieae

UA/12673/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
6nictepy B perynsipHoO OHOB/THOBAHOIO 3BiTYy 3 6e3neku
KapTOHHIA ynakoBLi nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3acToCyBaHHSA NikapcbKoro 3acoby B
nicnsapeecTpauiiinii nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/iAKeHb, NpoBeAeHUX BiAMNOBIAHO
[0 nnaxy negiatpuyHnx gocnimkers (PIP) (3MiHy
Y3rO[KEHO 3 KOMMETEHTHNM YNOBHOBEXKEHNM
opraHom) - 3MiHVW BHECEHO [0 IHCTPYKLUIT A1A
MeAUYHOro 3aCToCyBaHHA NiKapcbKoro 3acoby Ao
po3giny "MobiuHi peakwii" BigNoBiAHO 4O OHOBMEHOI
iHchopMmalii 3 6e3nekn Aityoi pevyoBUHN
(neBodhnokcaumHy) 3rifHO 3 pekoMeHgauisMm
PRAC. TepMmiH BBEAEHHSA 3MiH - MPOTAroM 6 Micauis
nicns 3aTBepAKeHHs.
226. | HOBOKC®- TabneTkn, BKPUTI OPIrAHOCK OAE EBepTomxeH IHgis BHECEHHS 3MiH 4,0 peecTpaLiiHnx maTtepianis: 3MiHu 3a He UA/12673/01/02
750 N1iBKOBOO H Navid CaeHcuns | Tuny - 3miHK Woao 6e3nekn/edpeKTMBHOCTI Ta peyenmom | nidssi2ae
060/10HKO10, N0 750 NANDCAEH Nimitepn thapmakoHarnagy. 3MiHa y KOpOTKill XxapakTepucTuLi
mr; no 5 TabneTok y CN3 (E® NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
6nicTepi; no 1 3ET ) IHCTPYKL|i 415 MEAUYHOT0 3aCTOCYBaHHSA Ha nigcTasi
6nictepy B perynsipHoO OHOBJIIOBAHOrO 3BIiTY 3 6e3nekn
KapTOHHIi ynakosLi nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCYyBaHHS Nikapcbkoro 3acoby B
nicnspeecTpauiiHnii nepiog, abo sk pesynbTar
OLliHKM 3BIiTY 3 AOC/iMKEHb, NPOBEAEHNX BiAMNOBIAHO
[0 nnaHy negiatpuyHux gocnimkersb (PIP) (3MiHy
Y3rO[XKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom) - 3MiHV BHECEHO A0 iHCTPYKLii Ans
MeAMYHOro 3acTOCyBaHHSA NMikapCbKoro 3acoby Ao
po3ziny "Mo6iyHi peakyii" BiANOBIAHO 4O OHOBNEHOI
iHdhopmaLii 3 6e3nekun Aikyoi pevyoBUHN
(neBodhnokcauuHy) 3rigHO 3 pekoMeHgaLissMm
PRAC. TepMmiH BBeLleHHS 3MiH - NPOTArom 6 micsauis
nicns 3aTBePKEHHS.
227. | HOBOMIKC® | cycneHsisa ans A/T Hoso [Janis Brpo6HumK [Lanisa/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/4862/01/01
30 iH'ekuili, 100 O4/mn; Hopgick Hepo3acoBaHoro Bpasunis/ | TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peuenmom
®IEKCMNEH® | no3mny NPOAYKTY, Kutalicbka thapmakoHarnsgy. BeegeHHs abo 3miHu Ao
KapTpuaXi, HanoBHEHHS B HapogHa y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
BKNafeHOMy B MeHin®, Pecny6nika/ (BBEAEHHSA y3ara/lbHEHNX AaHUX NMPO cucTemy
6araTrof030Bii nepBuUHHa PpaHuin hapmakoHarnsgy, 3MiHa ynoBHOBaXeHoi 0cobu,
0HOpPAa3oBil ynakoBka, BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;

wnpuy-pyyui; no 1
abo 5 wnpuu-pyyok
Y KapTOHHiIli kopobui

KOHTPONb SIKOCTI
Ta BignosiganbHui
3a BUNyCK cepiit
KiHLLeBOro
npoaykty: AIT
Hoso Hopgaick,
[aHis; BUpo6bHuk
npoaykuii 3a

KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHuka ans
3fjiicHeHHs hapMakoHarnsgy B YkpaiHi, KO0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAA/IbHOI
3a 3fjiicHeHHs1 hapMakoHarnaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MilLeHHi macTep-
thaiina cuctemm chapmakoHarnsgy). 3miHa
KOHTaKTHUX JaHNX YNOBHOBaXEHOT 0COOM 3asBHMKA,
BiANOBIAaIbHOI 3a thapmakoHarnsg. 3miHa
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Bupo6Huk

Kpaina

Ymosu

PeecmpayjitiHa npoyedypa
Bionycky

Peknav
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

n/n

Hassa
JliKapcbKO20

(nikapcbka ¢hopma,

Popma sBUMYCKY

ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

NOBHUM LIMKNOM!

BUPOGHUKa

MicLe3Hax0o[pKeHHS MacTep-chaiina cuctemm

3acoby

HoBo Hopgick
MpoAoKCboH
CAC, dpaHuis;
MapkyBaHHs Ta
ynakoBKn
dnekclleH®,
BTOPVHHOIO
naxkyBaHHs: A/IT
HoBo Hopagaick,
[aHisi; Bupo6HuK
ONA 36MpaHHs,
MapKyBaHHA Ta
ynakoBKn
®nekclleH®,
BTOPVHHOIO
nakysaHHs: A/T
Hoso Hopgaick,
[JaHis; Bupo6bHuk
Hepo3acoBaHol
npoaykKuii,
HanoBHEHHS B
MeHin®,
nepBuHHa
ynakoBska Ta
36MpaHHs,
MapKyBaHHA Ta
ynakoska
dnekcleH®,
BTOPUHHE
nakyBaHHs: HoBo
Hopgick MNMpoaykao
dapmaceyTika [0
Bpasinb NTaa.,
Bpasunis;
Brpo6HMK
Hepo3acosaHoro
NpPoOAYyKTY,
HarnoBHEHHS B
NepBUHHY
ynakosky: HoBo
Hopgaick (Kutait)
dapmacbloTikan3
Ko., Nita.,
KnTaiicbka
HapogHa
Pecny6nika

hapmakoHarnsgy. 3miHa micus 34iACHeHHS
OCHOBHOI fiSi/IbHOCTI 3 (hapmakoHarnsgy.

A/T HoBo

[JaHis

[lo3Bin Ha BMNycK

[Janisa/

BHECEHHS 3MiH [10 peecTpaLiiiHux maTtepianis: 3mMiHn

3a

UA/1582/01/02

HOBOHOPM

TabneTkn no 1 wr;

228.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
® no 15 tabnetok y Hopgick cepii: A/T Hoso Himeuunna/ | Tuny - 3miHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
6nicTepi; no 2 abo 6 Hopgaick, JaHis; thapmakoHarnsagy. BeegeHHs abo 3MiHu Ao
6nicTepis y Brpo6HMUTBO y3arasibHeHVX faHnx Npo cuctemy dpapmakoHarnsgy
KapTOHHI navu,i Hepo3dacoBaHoro (BBEAEHHS y3araslbHEHUX AaHWX NPOo cucTemy
NPOAYKTY: thapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOT 0cobu,
BepiHrep BiNOBIAabHOI 3a 34iiCHEHHSA thapMakoHarnsay;
IHrenbxaim KOHTaKTHOI 0co6u 3 thapmakoHarnagy 3asBHuka Ans
dapma 'mbX i Ko. 3[iiCHEeHHs1 chapMakoHarnaay B YkpaiHi, K0 BOHa
K, HimeuyunHa; BiAMIHHa Bif YNOBHOBaXeHOI 0cobMu, BifnoBigas1bHOT
Brpo6HMK 3a 3[jficHeHHs hapMakoHarnsay (Bkivakum
BiANOBiAaIbHMI 3a KOHTaKTHI AaHi) Ta/abo 3MiHV Y po3MilLeHHi MacTep-
nepBuHHE Ta thaiina cuctemu chapmakoHarnsgy) - 3miHa
BTOPWHHE KOHTaKTHUX JaHVX YNOBHOBaXKEHOT 0COOM 3asBHMKA,
nakyBaHHs: BignoBiganbHOI 3a thapMakoHarnsg. 3miHa
KaTtaneHT MicLLe3HaX0MKeHHs MacTep-thaiina cuctemm
HimeuunHa thapmakoHarnsgy. 3miHa micus 34iiCHeHHS
LWopHaopd MmbX, OCHOBHOI AisiNbHOCTI 3 chapmakoHarnsgy.
HimeyunHa
229. | HOBOHOPM TabneTky no 2 Mr no A/T HoBo [OaHis [o3Bin Ha B1NycK [Lanisa/ BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3MiHu 3a UA/1582/01/03
® 15 TabneTok y Hopgaick cepii: A/T Hoso HimeuunHa | TMNy - 3MiHK Woao 6e3nekn/edheKkTUBHOCTI Ta peuenmom
6nicTepi; no 2 abo 6 Hopgick, faHis; thapmakoHarnsgy. BeegeHHs abo 3miHu Ao
6nictepiB y Brpo6HMUTBO y3arasibHeHVX faHux Npo cucteMy papMakoHarisgy
KapTOHHI navui Hepo3dacoBaHoro (BBEAEHHS y3aralbHEHMX AaHUX Npo cucTemy
NPOAYKTY: hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOi 0cobu,
BepiHrep BiANOBIA&/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
IHrenbxaim KOHTaKTHOI 0co6M 3 thapmakoHarnsay 3asBHuka ans
dapma 'm6X i Ko. 3[ificHEHHs hapmakoHarnsgy B YkpaiHi, KO0 BOHA
KI', HimeuumnHa; BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAa/IbHOI
Bupo6Huk 3a 3[jiicHeHHs1 hapMakoHaraay (Bkiyarun
BiANOBIAA/IbHWIA 32 KOHTaKTHi fjaHi) Ta/abo 3MiHM y PO3MILLLEHHI MacTep-
nepBrHHE Ta thaiina cuctemm chapmakoHarnsgy). 3miHa
BTOPWHHE KOHTaKTHUX JaHWNX YNOBHOBaXeHOT 0CObM 3asBHMKA,
nakyBaHHs: BiANOBIAabHOI 3a thapmakoHarnsag,. 3miHa
KaTtaneHT MicLe3HaxX0[KEHHS MacTep-chaiina cuctemm
HimeyunHa hapmakoHarnsgy. 3miHa micus 34iACHeHHS
LLlopHaopd M6X, OCHOBHOI fisi/IbHOCTI 3 (hapmakoHarnsgy.
HimeyunHa
230. | HOBOPANIA, PO34MH ANA iH EKLRA, A/T Hoso [Janis BMPOGHUK [Nanis/ BHECEHHS 3MiH 10 peecTpaLiiiHnx maTtepianis: 3MiHu 3a UA/4863/01/01
® 100 OA/mn, no 3 mn Hopgick Hepo3dacoBaHoro Bpasunis/ | TMny - 3MiHK Woao 6e3nekn/edeKkTUBHOCTI Ta peyenmom
®IEKCMNEH® | y kapTpuaxi; no 1 NPOAYKTY, KuTalicbka thapmakoHarnsgy. BeegeHHs abo 3miHv o
KapTpUaXy y HanoBHEHHS B HapogHa y3arasibHeHUX JaHnx Npo cucTemy dhapmakoHarnsgy
6araTrof030Bii MNeHdin®, Pecny6nika/ (BBEAEHHSA y3araslbHEHUX AaHWX MPO cucTemy
0fIHOPa30Biii nepBuHHa dpaHuina chapmakoHarnsgy, 3miHa ynoBHOBaXXeHoI ocobu,
wnpuy-pyyui; no 1 yrnakoBka, BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;

abo 5 wnpuu-pyyok
Y KapTOHHiIli kopobui

KOHTPO/b AKOCTI
Ta BiANOBIAA/IbHWIA
3a BUNYCK cepiit
KiHL,EBOro

KOHTaKTHOI 0Co6YM 3 chapmakoHarnsagy 3asiBHuka anas

3piicHeHHs hapMakoHarnsay B YkpaiHi, K0 BOHA

BiAMiHHa Bif, yNnOBHOBaXKEHOT 0CO6M, BigNoBigansbHOI
3a 34jicHeHHs hapMakoHarsay (Bkayatuu
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Peknam

Homep

n/n

Hassa
JliKapcbKO20

Popma sBUMYCKY
(nikapcbka ¢hopma,

3asaBHUK

KpaiHa
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

yBaHHs

peecmpayitiHo2o
nocsioYyeHHs1

3acoby

ynakoska)

npoaykty: AIT
Hoso Hopgick,
[JaHis; Bupo6bHuk
npoaykuii 3a
MOBHUM LK/TOM:
Hoso Hopgick
MpoAtokCboH
CAC, ®paHLuis;
MapkyBaHHA Ta
yNaKoBKu
dnekcleH®,
BTOPUHHOTIO
nakyBaHHs: A/T
Hoso Hopgick,
[aHis; Bupo6Huk
Onsa 36MpaHHs,
MapKyBaHHSA Ta
yNakoBKM
dnekclleH®,
BTOPVHHOIO
naxkyBaHHs: A/IT
Hoso Hopagaick,
[aHis; BUpo6bHMK
Hepo3acoBaHol
npoaykKuii,
nepBuHHa Ta
BTOPUHHA
ynakoska: HoBo
Hopgick MNMpoaykao
dapmaceyTika 8o
Bpasinb NTaa.,
Bpasunis;
Brpo6HMK
Hepo3acosBaHoro
NpPoOAYyKTY,
HarnoBHEHHS B
NepBUHHY
ynakosky: HoBo
Hopgaick (Kutait)
dapmacbloTikan3
Ko., Nita.,
KnTaiicbka
HapogHa
Pecny6nika

KOHTaKTHI AaHi) Ta/abo 3MiHN y pO3MiLLeHHi MacTep-
thaiina cuctemm chapmakoHarnsgy). 3miHa
KOHTaKTHUX AaHMX YNOBHOBAXEHOI 0COOM 3asiBHUKA,
BiANOBIAabHOI 3a thapmakoHarnsg,. 3miHa
MicLie3HaxXoMKeHHs MacTep-ghaiina cuctemu
thapmakoHarnsgy. 3MiHa Micus 34iCHEHHS
OCHOBHOI fisi/IbHOCTI 3 (hapmakoHarnsgy.

3a

UA/5178/01/04

231.

HOBOCEBEH
®

MOPOLLIOK
niocpinizoBaHuin ons
NPUroTyBaHHs

A/T HoBso
Hopgick

[JaHis

BignosiganbHuii
3a BUMYCK cepiit
roToBOro

Nanis/
HimeuunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
| TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkunii 3acib.
3MiHV Y BUpO6HUUTBI. 3MiHM BUNpobyBaHb abo

npoaykty: AIT

[0NYyCTUMMX MEX, BCTAHOB/IEHUX Y cneundikaLlisix,

peyerimom

PO34MHY AN5 iH'EKUI
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1

no 5 mr (250 KMO);

1 cKNsiHWIA hnakoH 3

niodpinizoBaHnM
MOPOLLKOM Y
KomnaekTi 3 1
nonepegHLo
3arnoBHeHUM
LUNPULLOM, SIKWIA
MiCTUTb 5 MN
PO34MHHMKA
(ricTnavH, Boga Ans
iH'eKLilA), LUTOKOM
NOPLUHSA,
nepexigHvkom gns
onakoHa B
iHOVBIAYyaNbHiIi
ynakosLi y
KapTOHHilA KOpO6L

Hoso Hopagick,
[OaHis; dinbHnua
BMPOGHMLTBA, Ha
AKili NPOBOAUTBLCSA

KOHTPONb/BUNPOBY
BaHHA cepii
roToBOro
npoagykty: A/IT

Hoso Hopgaick,
[Oanis; LinbHnusa
BMPOOHULTBA, Ha
AKi NpoBOANTLCA

KOHTPO/b/BMNPOGY
BaHHsA cepii
roToBOro
npoaykty: AIT

Hoso Hopgick,
[OaHis; dinbHuus,

Ha sKil
npoBOANTbLCA

BUrOTOB/IEHHS

PO3UMHHMKA Y

nonepegHLo

HanoBHEHOMY

LINpuLi Ta 1oro

nepBuHHe
nakyBaHHS:

BetTtep ®apma-
®epTiryHr F'mM6X

yHa Ko. KT,

HimeuumnHa;

AinbHuus
BMPOOGHMLTBA, Ha
AKili NPOBOAUTBLCSA
KOHTPONb/BUNPOBY
BaHHSA PO34MHHMKA

y nonepegHs0

HanoBHEHOMY
wnpuui: Bettep
dapma-depTiryHr
v6X yHa Ko. KT,

HimeuumnHa,;
AinbHnus
BMPOOHMLTBA, Ha
AKi NpoBOANTLCA
KOHTPO/b/BMNPOGY
BaHHA PO3UMHHMKA
y nonepefiHbL0

nig yac BUpPOGHULTBA FOTOBOIO NiKapCbKOro 3acoby
(3BY)KEHHS AOMYyCTUMMX MeX) - [ln1a nocuneHHs
KOHTPO/I0 B NpoLeci BUpobHuuTBa Bioburden

(monepeaHs inbTpavis), Wo 3aCTOCOBYETLCA Nif,
yac BUrOTOB/IEHHSI TOTOBOrO NPOAYKTY, 3 < 10

KYO/10 mn o < 10 KYO/100 mn. B 3B'A3Ky 3 LM
OHOB/IIOIOTHCSA BIANOBIAHO po3A4in gocke 3.2.P.3.3.
Ta 3.2.P.3.4. [litova pepakuis:

In-process control Control limits Bioburden < 10
CFU/10 ml NponoHoBaHa peaakuis: In-process
control Control limits Bioburden < 10 CFU/100 ml.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii

3acib. Cuctema KoHTeliHep/3aKynoptoBasibHUiA 3aci6.

3MiHa nocTayasibHUKa NakyBaslbHUX MaTepiasis abo
KOMM/IEKTYIOUMX (SIKLLO 3a3HAYeHO B [OCbE) (3aMiHa
abo gofaBaHHsS nocTavyasibHUKa)
[opasaHHsa po3giny gockbe 3.2.R. PerioHanbHa
iHchopmalisa, KW MICTUTb iHdhopMaLito LwoAo
BMPOGHMKa nepexigHuka ans dnakoHy West
Pharmaceutical Services 3 MeToto 3a6e3neyeHHs
noctayaHHsi BUPOGHUUMX MOTYXXHOCTEN Y 3B'A3KY 3
NiABWLLEHHAM MONWUTY Ha NPOAYKLIitO.
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n/n

JliKapcbKO20

Hassa

3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

HanoBHEHOMY
wnpuui: Bettep
dapma-depTiryHr
'v6X yHa Ko. KT,
HimeuumnHa,
AinbHnus
BMPOGHMLTBA, Ha
AKi NpoBOANTLCA
KOHTPO/b/BMNPOGY
BaHHA PO3UMHHMKA
y nonepesHL0
HanoBHEHOMY
wnpuui: Bettep
dapma-depTiryHr
M6X yHa Ko. KT,
HimeyumnHa;
AinbHuus
BMPOOGHMLTBA, Ha
AKili NPOBOAUTBLCSA
BTOPWHHE
nakyBaHHs
roToBOro
npogykty: A/IT
Hoso Hopgaick,
[Oanis; LinbHnusa
BMPOOHMLTBA, Ha
AKi NpoBOANTLCA
BMPOGHMLTBO
Hepo3dacoBaHoro
NPOAYyKTY,
hiNbTpyBaHHs,
HanoBHEHHSA Ta
nioghinizauisa
nopoLuky: A/IT
Hoso Hopgick,
[JaHis

232.

HOBOCEBEH

®

MOPOLLIOK
niochinizoBaHuin ans
NPUroTyBaHHs
pO34nHY A5 iH'EKUINA
no 2 mr (100 KMO),
1 ckAAHWIA hnakoH 3
niochinizoBaHUM
NOPOLLKOM Y
KommnnekTi 3 1
nonepegHL0
3anoBHEHUM
LUNPULIOM, SIKWIA

AIT Hoso
Hopgaick

[OaHis

BignosiganbHuii
3a BUNyck cepii
roTOBOroO
NPOAYKTY:

A/T Hoso Hopgick,
[Janis;
AinbHnus
BMPOGHMLTBA, Ha
AKili NPOBOAUTBLCA
KOHTPO/b/BMNPOGY
BaHHsA cepii
roToBOro

[Lanis/
Himeuumnna/
[Janis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHn
| TMny - 3MiHK Wopao 6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu o
y3arasibHeHVX AaHnX Npo cucTeMy dpapMakoHarisgy
(BBEAEHHS Y3ara/lbHEHUX AaHMX NPO CUCTEMY
thapmakoHarnagy, 3MiHa ynoBHOBaXXeHOi ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHS hapMakoHarnsaay;
KOHTaKTHOI 0CO6U 3 hapMakoHarsay 3asBHuKa ans
3[jiicHeHHs hapmMakoHarnsay B YKpaiHi, AKLLO BOHA
BiAMIHHA BiJ YNOBHOBaXeHOI 0cobu, BignoBigasibHOT
3a 3[jiicHeHHs1 hapMakoHarnsay (Bk4akum
KOHTaKTHI AaHi) Ta/abo 3MiHW Yy pO3MiLLEeHHi MacTep-

3a
peyenmom

UA/5178/01/05
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iH'EKLA), LUTOKOM
NOpLUHSA,
nepexigHuKom ans
chnakoHa B
iHOVBIAYyanbHiiA
ynakosLi y
KapTOHHI Kopoo6Li

BMPOOHMLTBA, Ha
AKi NpoBOANTLCA
KOHTPO/b/BMNPOGY
BaHHsA cepii
roToBOro
NPOAYKTY:
A/T Hoso Hopgick,
[Janis;
LinbHnuA, Ha skin
npoBOANTbLCA
BUrOTOB/IEHHS
PO3UMHHMKA Y
nonepegHLo
HanoBHEHOMY
LNpuLi Ta 1oro
nepBuHHe
nakyBaHHS:
BetTtep ®apma-
®epTiryHr F'mM6X
yHa Ko. KT,
HimeyunHa;
AinbHuus
BMPOOGHMLTBA, Ha
AKili NPOBOAUTBLCSA
KOHTPONb/BUNPOBY
BaHHSA PO34MHHMKA
y nonepegHs0
HanoBHEHOMY
Lnpui:
BetTtep ®apma-
®epTiryHr F'mM6X
yHa Ko. KT,
HimeuunHa;
AinbHuus
BMPOOGHMLTBA, Ha
AKili NPOBOAUTBLCSA
KOHTPONb/BUNPOBY
BaHHSA PO34MHHMKA
y nonepegHs0
HanoBHEHOMY
Lnpui:
BetTtep ®apma-
®epTiryHr F'mM6X

yHa Ko. KT,

thapmakoHarnsgy. 3miHa micus 34iicHeHHs
OCHOBHOI fifiIbHOCTI 3 hapmakoHarnsagy.

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
MICTUTb 2 M NpoAaykKTy: thaiina cuctemu chapmakoHarnsgy) - 3miHa
PO34YMHHMKA A/T Hoso Hopgick, KOHTaKTHUX JaHWX YNOBHOBAXXEHOI 0COOM 3asiBHUKA,
(rictnavH, BOga ans [Janis; BiANOBIAaUIbHOI 3a dpapmakoHarnag. 3MiHa
LinbHnus MicLe3HaxX0[KEHHS MacTep-haiina cuctemm
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Bupo6Huk

Kpaina
BUPOGHUKa

Ymosu
Bionycky

PeecmpayjitiHa npoyedypa

Peknav
yBaHHs1

peecmpayitiHo2o

Homep

nocsBi0OYeHHs

n/n

Hassa
JliKapcbKO20

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

3asiBHUKa

HimeuunHa;

3acoby

A/T Hoso

[JaHis

AKili NPOBOAUTBLCSA
KOHTPO/Ib/BUNPOGY
BaHHA PO3UMHHMKA

AinbHuus
BMPOGHMLTBA, Ha

y nonepegHs0
HanoBHEHOMY
Lnpui:
BetTtep ®apma-
®epTiryHr F'mM6X
yHa Ko. KT,
HimeuumnHa;
AinbHuus
BMPOOGHMLTBA, Ha
AKili NPOBOAUTBLCSA
BTOPWHHE
nakyBaHHs
roToBOro
NPOAYKTY:
A/T Hoso Hopgick,
[LaHist;
AinbHuus
BMPO6GHMLTBA, Ha
AKili NPOBOAUTBLCSA
BMPOGHMLITBO
Hepo3acoBaHoro
NPOAYKTY,
QiNbTpyBaHHS,
HanoBHEHHSA Ta
niodgpinizauis
MOPOLLIKY:
A/T Hoso Hopgick,
[LaHist;
AinbHuus
BMPOOGHMLTBA, Ha
AKili NPOBOAUTBLCSA
BMPOGHMLITBO
Hepo3acoBaHOro
NPOAYKTY,
iNbTPyBaHHS,
HanoBHEHHSA Ta
niodgpinizauis
MOPOLLIKY:

[JaHis

A/T Hoso Hopgick,

BignosiganbHuii

[Lanisa/

HimeyunHa

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHn
| Tuny - 3miHK Woao 6e3nekn/edeKTMBHOCTI Ta

3a
peyenmom

UA/5178/01/04

233.

HOBOCEBEH

®

nopoLloK

niogpinizosanunin ons

Hopgaick

3a BMMNYCK cepiit
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
MPUroTyBaHHs rOTOBOrO chapmakoHarnsgy. BeegeHHs a6o 3mMiHu go
PO3UMHyY AN iH'EKLl npoaykTy: A/T y3arasibHeHUX faHux npo cuctemy hapmakoHarnsgy

no 5 mr (250 KMO),
1 ckNsHWA dhnakoH 3
niocpinizoBaHnM
NOPOLLKOM Y
KomnnekTi 3 1
nonepegHLo
3arnoBHEHUM
LUNPULIOM, SIKWIA
MICTUTb 5 MN
PO34MHHMKA
(rictuauH, BOAa ons
iH'EKL1), LUTOKOM
NOpLUHSA,
nepexigHvkom gns
hnakoHa B
iHaMBIAYaNbHiIl
ynakoBLji y
KapTOHHilA KopooLi

Hoso Hopgaick,
[Oanis; dinbHnusa
BMPOOHMLTBA, Ha
AKi NpoBOANTLCA

KOHTPO/b/BMNPOGY
BaHHsA cepii
roToBOro
npoaykty: AIT

Hoso Hopgick,
[Oanis; dinbHuus
BMPOGHMLTBA, Ha
AKi NpoBOANTLCA

KOHTPO/b/BMNPOGY
BaHHS cepii
roToBOro
npoaykty: AIT

Hoso Hopagick,
[anis; dinbHnusA,

Ha siKili
npoBOANTLCA

BUrOTOB/IEHHSA

PO3YMHHMKA Y

nonepegHL0

HanoBHEHOMY

LINpuui Ta ioro

nepBuHHe
nakyBaHHS:

BetTep ®apma-
®epTiryHr F'm6X

yHA Ko. KT,

HimeuumnHa,;

AinbHnus
BMPOOHMLTBA, Ha
AKi NpoBOANTLCA
KOHTPO/b/BMNPOGY
BaHHA PO3UMHHMKA

y nonepesHsL0

HanoBHEHOMY
wnpuui: Bettep
dapma-depTiryHr
v6X yHa Ko. KT,

HimeuumnHa,
AinbHnus
BMPOGHMLTBA, Ha
AKi NpoBOANTLCA
KOHTPO/b/BMNPOGY

(BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy
hapmakoHarnsgy, 3MmiHa yrnoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapMakoHarnsay;

KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asBHvKa Ans
3piicHeHHs hapMakoHarisay B YKpaiHi, AKLLo BOHa
BijMiHHa Bif, yNOBHOBaXKeHOT 0co6MU, BiANOBIAaIbHOT
3a 3ilicHeHHs hapmakoHarnsgy (BKioyaoum
KOHTaKTHi faHi) Ta/abo 3MiHM y pO3MiLLEHHI MacTep-
(paiina cuctemu hapmakoHarnsgy). 3miHa
KOHTaKTHUX AaHWX YNOBHOBAXEHOI 0CObM 3asiBHUKA,
BiANOBIAaIbHOI 3a thapmakoHarnsg,. 3miHa
MicLie3HaxXoMKeHHs MacTep-ghaiina cuctemu
thapmakoHarnsgy. 3MiHa Micus 34iCHEHHS
OCHOBHOI fisi/IbHOCTI 3 (hapmakoHarnsgy.
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

234,

BaHHA PO3UMHHMKA
y nonepesHL0
HanoBHEHOMY

wnpuui: Bettep
dapma-depTiryHr
'M6X yHa Ko. KT,
HimeyunHa;
AinbHuus
BMPOOGHMLTBA, Ha
AKili NPOBOAUTBLCSA

KOHTPONb/BUNPOBY

BaHHSA PO34MHHMKA
y nonepegHs0
HanoBHEHOMY

wnpuui: Bettep
dapma-depTiryHr
v6X yHa Ko. KT,
HimeuumnHa,;
LinbHnus
BMPOOHMLTBA, Ha
AKi NpoBOANTLCA
BTOPVHHE
nakyBaHHs
roToBOro
npoaykty: AIT
Hoso Hopgick,
[Oanis; dinbHuus

BMPOGHMLTBA, Ha

AKi NpoBOANTLCA
BMPOGHMLITBO

Hepo3acosBaHoro

NPOAYKTY,
hiNbTpyBaHHS,
HanoBHEHHA Ta

niocpinisayis
nopoLuky: A/IT
HoBo Hopagaick,
[JaHia

HONET

Tabnetkun no 5 wmr;
no 10 Tabnetok y
6nictepi; no 3
6nictepn y
KapTOHHI navu,i

AHTUBIOT
MKW CA

PymyHis

AHTUBIOTUNKN
CA

PymyHis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
| Tuny - 3miHK Woao 6e3nekn/edpeKTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHn fo
y3arasibHeHVX AaHux Npo cuctemy papmakoHarnsgy
(BBEAEHHSA y3araslbHEHMX AaHUX NPo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0cobw,
Bi4NOBiga/IbHOI 3a 34iICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0cO6U 3 thapMakoHarnsay 3asBHUKa gns
3[iiCHEeHHs1 chapmakoHarnaay B YkpaiHi, KL BOHaA

BiMiHHA Bifl YNOBHOB&XEHOI 0CO6M, BiANOBIAa/IbHOI

3a
peyerimom

UA/18540/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3a 3pjiicHeHHs hapMakoHaragy (Bkivatum
KOHTaKTHi flaHi) Ta/abo 3MiHW Yy PO3MILLLeHHI macTep-
thaiina cuctemun chapmakoHarnsgy) - 3miHa
KOHTaKTHUX JaHNX YNOBHOBaXXEHOT 0COOM 3asBHMKA,
BiANOBIAa/IbHOT 3a hapmakoHarnsag. 3MmiHa
KOHTaKTHUX JaHWUX KOHTaKTHOI 0CO6M 3as1BHYKA,
Bi4NoBiAa/IbHOI 32 dhapMakoHarnsa B YkpaiHi.

235.

HOPMOINPEC

Tabnetku; no 10
TabneTtok y 6nictepi;
no 2 6nictepu y
nadui; no 10
Tabnetok y
6nictepax

AT
"KNIBCbKW
"
BITAMIHHM
" 3ABOA"

YKpaiHa

AT "KNIBCbKIN
BITAMIHHUI
3ABOA"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu
| Tuny - 3miHK Wwoao 6e3nekn/edekTBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpOTKill xapakTepucTuui
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLi 415 MeAUUYHOro 3aCTOCyBaHHSA Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3acToCyBaHHS NikapCbKoro 3acoby B
nicnspeecTpauiiHnii nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/iAKeHb, NpoBeAeHUX BiAMNOBIAHO
[0 nnaHy negiatpuynnx gocnimpkerb (PIP) (3miHy
Y3rO[XKEHO 3 KOMMETEHTHNUM YNOBHOBEOKEHNM
opraHom). 3MiHN BHECEHO B iHCTPYKLitO A1A
MeAUYHOro 3aCTOCyBaHHS NiKapcbKoro 3acoby ao
po3ginis "OcobamBOCTi 3acTocyBaHHS" Ta "MobiuHi
peaxuii” BignoBigHO 40 OHOB/EHOT iHhopmaL,i LWwoao
6e3nekn 3acTocyBaHHs fjil040i pe4YoBUHW. TepMiH
BBEAEHHSA 3MiH MPOTAroM 6 MicAuiB nicns
3aTBEPAKEHHS

3a
peyenmom

He
nionsieae

UA/3668/01/01

236.

OBAMXIO®

TabneTkn, BKPUTI
NNiBKOBOO
060/10HKO10, Mo 14
mr; Ne 28: (14x2): no
14 TabneTok,
BKPUTUX NNiBKOBOKO
0060/10HKOH, Y
6nicTepi 3 asIlOMiHitO;
no 2 6nictepu
BK/1aA,EHO B
ynakoBKy Tumny
ramaHus; no 1
ynakoBLji Tuny
ramaHus BK1afeHo B
KapTOHHY KOPOOKY;
Ne 84: (14x6): no 14
TabneToK, BKPUTUX
nNiBKOBOIO
0060/10HKOH, Y
6nicTepi 3 asIlOMiHitO;
no 2 6nictepu
BKMaAEHO B

TOB
"CaHodi-
ABeHTIC
Ykpaina"

Ykpaina

Onenna Xenckea
IHTepHewHn CAC

PpaHuin

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
| Tuny - 3miHK Woao 6e3nekn/edpeKTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3amiHn fo
y3arasibHeHVX AaHux Npo cuctemy papmakoHarnsgy
(BBEAEHHSA y3araslbHEHNX AaHUX NPo cucTemy
hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0ocobw,
BiANOBiga/IbHOI 3a 34iACHEHHST chapMakoHarnsay;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asBHuka gns
3[jiicCHEHHS hapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAa/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyarun
KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MiLLLeHHI macTep-
tpaiina cuctemu chapmakoHarnsgy) - 3miHa
MicLie3HaxoMKeHHs macTep-ghaiina cuctemu
chapmakoHarnsgy.
3MiHa Micus 3[iICHEHHS OCHOBHOI AiSNIbHOCTI 3
dhapmakoHarnsagy.

3a
peyerimom

UA/13689/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
ynakoBKy Tumny
ramaHus; no 3
yMakoBKM TUMy
ramaHus BK1afieHo B
KapTOHHY KOPO6KY
237. | OBALKIO® TabneTkn, BKPUTI TOB Ykpaina Onenna Xenckea dpaHuis BHECEHHS 3MiH 4,0 peecTpaLiiHnx maTtepianis: 3MiHu 3a UA/13689/01/02
N1iBKOBOIO "CaHodi- IHTepHewHn CAC | Tuny - 3miHK Woao 6e3nekn/edpeKTBHOCTI Ta peyenmom
060/10HKOI0, MO 7 MT; ABeHTIC thapmakoHarnagy. BeegeHHs abo 3miHn fo
Ne 28 (14x2): no 14 Ykpaina" y3araslbHeHUX gaHux Npo cuctemy chapmakoHarnsgy
TabneTok, BKPUTUX (BBEAEHHSA y3araslbHEHNX AaHUX NPo cucTemy
nNiBKOBOIO thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0cobu,
060/10HKOI0, Y BiANOBIAaUIbHOI 3a 34iiCHEHHA hapmakoHarnsay;
6nicTepi 3 aslOMiHilO; KOHTaKTHOI 0CO6M 3 chapmakoHarnsagy 3asiBHuKa ans
no 2 6nictepu 3fjiicHEHHs chapMakoHarnsay B YkpaiHi, K0 BOHA
BKNafeHo B BiAMiHHA Bif YNOBHOBaXeEHOI 0CO6M, BiANOBIAA/IbHOI
ynakoBKy Tvny 3a 3AjiicHeHHs hapMakoHaraay (Bkiyatum
ramaHus; no 1 KOHTaKTHi flaHi) Ta/abo 3MiHW y PO3MiLLLEeHHI macTep-
ynakoBLi Ty tpaiina cuctemu chapmakoHarnsgy) - 3miHa
ramaHus BKI1afeHo B MicLe3HaxoMKeHHs macTep-ghaiina cuctemu
KapTOHHY KOPOGKY chapmakoHarnsgy.
3MiHa MicuA 3AiICHEHHS OCHOBHOI AiSNIbHOCTI 3
dhapmakoHarnsgy.
238. | OPMAKC Kancynu no 250 mr; CninbHe Ykpaina CninbHe Ykpaiva BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu 3a UA/11108/01/01
no 6 kancyny YKparHCbKO- YKpaiHCbKO- I Tuny - 3miHK 3 AkocTi. CepTudikat peyenmom
naacTUKoBOMY icnaHcbke icnaHcbke BignosigHOCTI/IE-cepTudpikar BignosigHOCTI
KOHTeliHepi; no 1 nignpueMcTs nignpueMCcTBO €Bponelicbkiin hapmakonei/moHorpadii. NMogaHHsA
KOHTeHepy B nauui 0 "Cnepko "Cnepko YkpaiHa" HOBOro abo OHOB/IEHOro cepTucpikata BiANOBIAHOCTI
3 KapTOHY YkpaiHa" abo BuNy4YeHHs cepTudikaTta BignoBigHOCTI
€Bponeiicbkili hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPVCTOBYIOTbCS Y BUPO6HUUTBI ADI; ans
[LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€Bponelicbkin hapmakonei) - OHOBEHWIA
cepTudikaT Bif y)xe 3aTBepAXeHOro BUPOOHUKa -
MogaHHA OHOBNEHOTO cepTudikaTa BigNoBIAHOCTI
€sponelicbkiii papmakonei Ne CEP 2007-072 - Rev
03 (3arBepmxeHo: R1-CEP 2007-072 - Rev 02) ans
AD| A3UTPOMILMHY Bif 3aTBEPKEHOINO BUPOGHMKA
Pliva Croatia Ltd., XopBarTisi, Skuii 3MiHUB Ha3BYy Ha
TAPI CROATIA INDUSTRIES LTD., XopBaTis
239. | OPHIAA30/- | po3uuH Ans iHQYSii, MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu 3a UA/17007/01/01
AAPHULUSA 5 mr/mn; no 100 mn "®apmaueBT "hapmaueBTUYHA | TMRNY - 3MiHK 3 AKOCTI. FOTOBWIA NliKAPCbKWIA 3aci6. peyenmom
y thnakoHi, no 1 nyHa hipma ipma "OapHuua” CucTeMa KoHTelHep/3aKynoptoBasibHUA 3aci6 (iHLWi
donakoHy B nauuj "fapHuua" 3MiHM) BHeceHHs 3MiH fo po3giny 3.2.P.7. Cuctema

KOHTeliHep/3akynoptoBasibHMIA 3aci6, 30Kkpema:
BW/TyYEHHSI BUPOOHUKA NEPBUHHOIO NakKyBaslbHOTO
marepiany Moninponinex B rpaHynax cipmu INEOS
Olefins & Polymers Europe, Germany.
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

nocsBi0OYeHHs

3atBeppxeHo: «INEOS Olefins & Polymers
Europe», Germany «LyondellBasell Industries», Italy
3anponoHoBaHo: «LyondellBasell Industries», Italy.
3MiHn | TURY - 3MiHM 3 SKOCTi. [OTOBWIA NikapCbKWii
3aci6. Cuctema KoHTeliHep/3aKynoptoBasibHuiA 3aci6.
3MiHa napameTpiB cneuudikauii Ta/abo
A0NyCTUMUX MEX NEPBUHHOI YNakoBK/ rOTOBOIO
nikapcbKoro 3acoby (iHLi 3MiHM) BHECEeHHs 3MiH A0
p.3.2.P.7. CncTema KoHTeliHep/3akynopioBasibHUiA
3acib, 3okpema: pefakuiiHi yTOUHEHHS B
crneundikaLii nakyBasibHOro MaTepiany
MoninponineH B rpaHynax 3a NokasHUKamu
30BHiLWLHIV BUrNaA, laeHTudikayis, Mpo3opicTb
po34nHy, KonbopoBicTb po3ynHy, KNCNoTHICTbL Ta
NYXHiCTb, ONTUYHA ryCTVHA, BigHOBHI peyoBuHY,
AJIOMIHIlA, XpOM, TUTaH, BaHagili, UMHK, L0
eKcTparylTbes, Baxki MeTanu, Lo ekcTparyTbes,
CynbthaTtHa 30na; nokasHuk LBnakicTs Teuii
po3nnasy (230° C/2,16 kr) nepeHeceHo A0 po3giny
3arasibHi BacTnBocCTi. 3MiHW | TUNY - 3MiHW 3 AKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBaibHWii 3aci6. 3MiHa
napameTpiB cneuudikauii Ta/abo AoNyCTUMUX MEX
NepBUHHOT YNakoBKN rOTOBOrO NiKapCbKOro 3acoby
(BMNYyYEHHS1 HE3HAUHOTO NOKa3HVKa (Hanpuknag,
3acTapifnoro nokasHuka)) BHeceHHs 3MiH J0
p.3.2.P.7. Cnctema KoHTeliHep/3aKkynoptoBasibHUiA
3acib, 3o0kpema: B crneumdikavii nakyBasbHOro
MaTepiany lMoninponineH B rpaHynax BUIy4eHO
noKasHUK Pe4yoBUHM PO3YMHHI B rekcaHi BifnosigHO
0o sumor AY/Ed, 3.1.6. "MoninponineH ans
KOHTEeWHepIB i 3aKynoproBasibHUX 3acobiB Ans
napeHTepasibHVX Npenaparis i O4HUX Npenaparie».

240.

O®/IOKCALIM
H-0APHULA

Tabnetku no 200 mr;
no 10 TabneTtok y
KOHTYPHIi
YapyHKOBIl
ynakosLi; no 1
KOHTYPHIi
YapyHKOBIli ynakoBLj
B nauLii

MpAT
"®apmaueBT
nyHa chipma

"fapHuua”

YKpaiHa

MpAT
"@apmaueBTnyHa

ipma "AapHuug"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHn
| TMny - 3miHK 3 AkocTi. CepTudikat
BignosigHocTi/l E-cepTudpikat BiANOBIAHOCTI
€Bponelicbkiin hapmakonei/MmoHorpadii. 3miHu,
noB'sAA3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y
BiANOBIAHICTb A0 MOHOrpadii AdPY abo
€Bponelicbkoi hapmakonei, abo iHLWOoT HaLioHasTbHOI
hapmakonei fepxasu €C (iHwi 3MiHW). MNpuBeaeHHSA
cneumdikayii Ta aHaniTMYHnX metognk A®I MosigoH
[0 Bumor moHorpadii EP Ta ®Y, 30kpema:
BUJ/TyYEHO MOKa3HMK "Baxkki MeTasin"; NoKasHUK
"PO3UMHHICTL" NepeHeceHo [0 3arasibHuX
BNACTMBOCTEN; BHECEHO 3MiHM 40 BiAMNOBIAHMX
po3ainis: "laeHTudikauin", "B'a3kicTb, BUpaxeHa
3HayeHHsAM BenuynHm K", "Mepokcnaun”, "MypatumHa

3a
peyenmom

UA/1805/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
kncnota”, "Aomiwka A", "Oomiwka B", "KinbkicHe
BM3HAYEHHA".
241. | NAHKPEATHN TabneTkn, BKPUTI AT Ykpaina AT "BITAMIHN" Ykpaina BHECEHHS 3MiH 4,0 peecTpaLiiHnx maTtepianis: 3MiHu 6e3 UA/8983/01/01
H AN AITEA | 06010HKOI0, "BITAMIHW" | TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3acib. peyenma
KMLLKOBOPO34UHHI, CTabinbHiCTb. 3MiHa y TepMiHax npuaaTHocTi abo
no 10 TabneTtok y yMOBax 36epiraHHsi roTOBOro flikapCbKoro 3acoby
6nicTepi; no 2 abo (3miHa y 3aTBEpAXEHOMY MPOTOKO/I CTabiNIbHOCTI)
no 6 6nictepis y 3MiHa y 3aTBepKeHOMY NPOTOKOAI CTabiIbHOCTI,
nadui 3 KapToHy LLIOA0 NepPioANYHOCTI 34JCHEHHA KOHTPOO Nig, yac
BMBYEHHS CTabiIbHOCTi:
[itova pegakuis:
[MpOTOKON BUBYEHHS CTabiNIbHOCTI
YmoBu: (25+2) °C, (60+5%) RH
YacrtoTa:
KoxHi 3 micsui B nepLunii pik 36epiraHHs,
1 pa3 B 6 MicAUiB B gpyruii pik 36epiraHHs.
KpiM KOHTpoto nokasHuka «MikpobionoriyHa
4nCcTOTa», KOHTPO/Ib IKOFO MPOBOAATHL Ha MoYaTKy Ta
B KiHLi BUNpo6yBaHb.
MponoHoBaHa peaakuis:
[MpOTOKON BUBYEHHS CTabiNIbHOCTI
YmoBu: (25+2) °C, (60+5%) RH
YacrtoTa:
Moka3Hukn: «Onuc», «Po3nagaHHs», «KinskicHe
BU3HAYEHHS» i3 4ACTOTOIO:
1 pa3 B nepLumii pik 36epiraHHsA (12 micauis),
1 pas B 6 micAuiB B Apyruii pik 36epiraHHs (18 mic.
Ta 24 mic.).
Moka3HuK «Mikpob6ionoriyHa YnCcToTax»: Ha novaTky
(0 mic.) i micnsa 3akiHYeHHs nepiody 36epiraHHs (24
Mic.).
242. | NAHOUWA NopoLUOK ANs AHaHTa Benuvka NABOPATOPIO IcnaHis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/17039/01/01
pO3yYuHy Ans Megikeap BpuTtaHis PENI XO®PE, | Tuny - 3miHK Wwoao 6e3nekn/edekTBHOCTI Ta peyenmom
iH ekuili no 40 wr; 1 nra. C.A. thapmakoHarnagy (iHwi 3MiHn). 3MiHW BHECEHI Y
ab6o 5, abo 20 TEeKCT MapKyBaHHs nepBuHHOI (N. 6. IHLWE) Ta
h/1aKoHIB 3 BTOPUHHOI (n. 17. IHLWE) ynakoBkun nikapcbkoro
MOPOLLKOM Y 3acoby.
KapTOHHI KopoobLi
243. | NAHTEHON Tabnetkn no 100 mr; | TOB «MIBE Ykpaina Mi6e Mm6X HimeuunHa BHECEHHS 3MiH 4,0 peecTpaLiiHnx maTtepiasiB: 3MiHK 6e3 UA/11523/01/01
no 20 a6o 50, a6o YKPAIHA» ApuHaiimitTTens Il TNy - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbkuii 3aci6. peyenma

100 TabneTok y
CKMISIHOMY (p/1aKOHi;
no 1 cpnakoHy B
KapTOHHI navui

KOHTpPO/Ib rOTOBOrO /liKapCbKOro 3acoby. 3MiHa
napameTpiB cneundikayiii Ta/abo 4ONYCTUMUX MEX
roTOBOrO JlikapCbKoro 3acoby (3MiHa 3HaxXoAUTbLCA
nosa 3aTBepKEHNMU J0NYCTUMUMU MEXaMU
crneunqikawiin)

Po3LwmpeHHsa AoNYCTUMMX MEX AOMILLKM 3-
aminopropanol. 3ateepaxeHo: Release
Specification (July 2023) specified impurity 3-
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

Aminopropanol (Ph. Eur. 2.2.27/TLC): £2.0% Shelf
Life Specification (July 2023) 3-Aminopropanol (Ph.
Eur. 2.2.27/TLC):<2.5%
3anponoHoBaHo: Release Specification (January
2024) specified impurity 3-Aminopropanol (Ph. Eur.
2.2.27ITLC):<3.0% Shelf Life Specification (January
2024) 3-Aminopropanol (Ph. Eur. 2.2.27/TLC):<4.0%

244.

MAPALIETAM
on

cynosuTopii
pekTasibHi no 0,17,
no 5 cynosuTopiiB y
CTpuMi; No 2 CTpUnM
B nauLj 3 KapToHy

NAT
"MoHchapm"

YKpaiHa

MAT "MoHdapm"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu
| Tuny - 3miHK Wwoao 6e3nekn/edekTBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpOTKill xapakTepucTuui
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLi 415 MeAUUYHOro 3aCTOCyBaHHSA Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3acToCyBaHHS NikapCbKoro 3acoby B
nicnspeecTpauiiHnii nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/iAKeHb, NpoBeAeHUX BiAMNOBIAHO
[0 nnaHy negiatpuynnx gocnimpkerb (PIP) (3miHy
Y3rO[XKEHO 3 KOMMETEHTHNUM YNOBHOBEOKEHNM
opraHom) - 3MiHVM BHECEHO B IHCTPYKLUit0 Ans
MeAUYHOro 3aCTOCyBaHHS NiKapcbKoro 3acoby ao
po3ginis "B3aemogis 3 iHWMMK NiKapCbKUMU
3aco6amu Ta iHWi BUuAn B3aemogiii”, "Oco61mMBOCTi
3acTocyBaHHs" Ta "lNo6iyHi peakuii” BiANOBIAHO A0
iHhopMmauii LWoao 6e3mnekn 3acTocyBaHHS Ajtoyoi
peyoBMHM - NapaLeTamon - 3rifHO 3 pekoMeHAaLlieo
PRAC. 3MiHn | TUny - 3MiHn LWoAao
6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsgy (iHuwi
3MiHK) - 3MiHW BHECEHO B IHCTPYKUjto AN
MeAUYHOro 3aCTOCyBaHHS NiKapcbKoro 3acoby ao
po3giny "Mo6iuHi peakwyji" Woa0 3BITyBaHHSA Npo
no6iyHi peakuii

6e3
peuyenma

He
nionsieae

UA/5984/01/02

245,

NMAPALIETAM
on

cynosuTopii
pekTasibHi no 0,33,
no 5 cynosutopiis y
CTpuni; No 2 cTpunm
B naulj 3 KapToHy

NAT
"MoHdapm”

Ykpaina

MAT "MoHdapm"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
| Tuny - 3miHK Woao 6e3nekn/edpeKTMBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKLiT ANA MeAMYHOro 3aCTOCYBaHHSA Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKkoro 3acoby, abo gocnigkeHb 3 6e3neku
3aCTOCyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbTart
OLiHKM 3BITY 3 AOCMifKEeHb, NPOBEAEHNX BiAMNOBIAHO
00 nnaxy negiatpnyHux gocnimkerb (PIP) (3MiHy
Y3rO[XKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom) - 3MiHV BHECEHO B IHCTPYKLito A1
MeAMYHOro 3acTOCyBaHHSA MikapCbKoro 3acoby Ao
po3ginis "B3aemogis 3 iHLIMMKN NiKapCbKnuMu
3acobamu Ta iHWi B1uan B3aemogiii", "OcobamBoCTi

6e3
peyenma

He
nionsieae

UA/5984/01/03
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3actocyBaHHs" Ta "Mo6iuHi peakwii" BignoBigHoO 40
iHhopMawii oA 6e3Mnekn 3acTocyBaHHS Aikoyoi
pPeYoBUHM - NapaLeTamor - 3riHO 3 peKkoOMeHAaLiEer
PRAC. 3MiHu | Tuny - 3MiHn WoAo
6e3nekun/edhekTUBHOCTI Ta thapMakoHarnagy (iHuwi
3MiHM) - 3MiHN BHECEHO B IHCTPYKLitO An1A
MeAMYHOro 3acTOCyBaHHSA NikapCbKoro 3acoby Ao
po3ainy "Mo6ivHi peakuil™ Wwoao 3BiTyBaHHA Npo
no6iyHi peakuii

246.

NMAPALEETAM
on

cynosuTopii
pekTasibHi no 0,08,
no 5 cynosutopiis y
CTpuNi; No 2 cTpynu
B MauLi 3 KapTOHY

NAT
"MoHdapm"

YKpaiHa

MAT "MoHdapm”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3MiHu
| TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil XxapakTepucTuLi
niKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKLi AN18 MeAMYHOro 3aCTOCYBaHHSA Ha nigcTasi
perynsipHoO OHOBJ/IHOBAHOTO 3BTy 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimxeHb 3 6e3nekn
3aCTOCyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpaviiiHnii nepiog, abo Sk pesynbtat
OLiHKVM 3BIiTYy 3 AOC/iMKEHb, MPOBEAEHNX BiAMNOBIAHO
00 nnaHy negiatpuyHux gocnimxkers (PIP) (3MiHy
Y3rO[XKEHO 3 KOMMETEHTHMUM YNOBHOBaXKEHNM
opraHom) - 3MiHV BHECEHO B IHCTPYKLil0 ANns
MeAMYHOro 3acToCyBaHHSA NikapCbKoro 3acoby Ao
pos3ginis "B3aemogis 3 iHLWMMKN NiKapCbKnMmn
3acob6amu Ta iHwWi Buay B3aemogiii”, "OcobnmBocTi
3acTocyBaHHA" Ta "MMo6iyHI peakuii” Big4NOBIgHO A0
iHhopmauii Lwoao 6e3nekn 3acTocyBaHHS Aito4oi
PeyoBMHM - NapaLeTamon - 3riAHO 3 pekoMeHAaLlieo
PRAC. 3MiHK | Tuny - 3MiHn Wwoao
6e3nekn/edeKkTnBHOCTI Ta thapmakoHarnsagy (iHLi
3MiHM) - 3MiHU BHECEHO B IHCTpyKLit0 Ans
MeAMYHOro 3acToCyBaHHSA NikapCbKoro 3acoby Ao
po3giny "Mo6iuHi peakwji" WoA0 3BITyBaHHSA Npo
no6iyHi peaku,ii

6e3
peyenma

He
nionsiecae

UA/5984/01/01

247.

NMEPACVH

NOPOLLOK A”A
PO34unHy Ans
iHcpysiiA, no 4 r/0,50
r; no 1 a6o no 10
h1aKoHIB y
KapTOHHI navw,i

AHTNGIOTMKN
CA

PymyHis

BMPOBOHULITBO

CTEPUIBHOIT CyMiLLi

ninepauunivy
Hatpito Ta
Tazobakramy
Hatpito: LWaHaoHr
AHKCIH
dapmac’toTikan
Ko., N1A., Kutai;
BMPOBOHULITBO
KiHL,EBOro
NPOAYyKTY,
nakyBaHHS,
KOHTPO/b SKOCTI,

Kntaii/
PymyHis

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHn
| Tuny - 3miHK Wwoao 6e3nekn/edeKTUBHOCTI Ta
dhapmakoHarnsgy. BeefeHHa abo 3MiHn fo
y3arasibHeHVX faHnx Npo cuctemy gpapmakoHarnsgy
(BBEAEHHS Y3araslbHEHUX AaHWX NPO cMcTemy
chapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOT 0cobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA hapMakoHarnsay;
KOHTaKTHOI 0co6u 3 hapmMakoHarnsay 3asBHvKa Ans
3[iicHeHHs hapMakoHarsay B YKpaiHi, AKLLo BoHa
BigMiHHa Bif, yNOBHOBaXKeHOT 0co6MU, BiANOBIAabHOI
3a 3[jicHeHHs hapmakoHarnsay (Bkvatum
KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MiLLEHHI MacTep-
(paiina cuctemu hapmakoHarnsgy). 3miHa
KOHTaKTHMX AAaHWX YNOBHOBAXXEHOI 0CO6M 3asiBHMKA,

3a
peyenmom

UA/19691/01/02




170

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
BWMNYCK Cepil: BiAMNOBIAa/IbHOI 3a dhapmakoHarnag. 3MiHa
AHTUBIOTUKN KOHTaKTHUX JaHUX KOHTaKTHOT 0CO6U 3aABHUKA,
CA, PymyHis BiANOBIAa/IbHOI 3a dhapmakoHarnag B YKpaiHi
248. | NEPACVH MOPOLLIOK A8t AHTNGIOTUKM PymyHis BMPOGHMLITBO Kurai/ BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3MiHn 3a UA/19691/01/01
pO34nHy aons CA CTepPW/IbHOT CyMiLLli PymyHis | TMny - 3MiHK Woao 6e3nekn/edpekTMBHOCTI Ta peuenmom
iHdpysili, no 2 r/0,25 ninepayunivy thapmakoHarnsgy. BeegeHHs abo 3miHu o
r;no 1 abo no 10 HaTpito Ta y3arasibHeHUX JaHnx Npo cucTemy chapmakoHarnsgy
dhnakoHiB y Tasobakramy (BBEAEHHS y3araslbHEHVX AaHUX Npo cuctTemy
KapTOHHIW nayu,i HaTpito: LWaHaoHr hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOi 0cobu,
AHKCIH BiANOBIAA/IbHOI 3a 34iiCHEHHS hapMakoHarnsaay;
dapmac toTikan KOHTaKTHOI 0cobu 3 thapmakoHarnagy 3asBHuka Ans
Ko., NiTa., Kntais; 3[jificHeHHs hapMakoHarnsay B YKpaiHi, AKLLO BOHA
BMPOGHMLTBO BiAMIHHA BiJ YNOBHOBaXeHOI 0cobu, BignoBigasibHOT
KiHLLeBOro 3a 3[jificHeHHs1 hapMakoHarnsay (Bkiuakum
NPOAYKTY, KOHTaKTHI faHi) Ta/abo 3MiHW y pO3MILLEHHI MacTep-
nakyBaHHs, thaiina cuctemu hapmakoHarnsgy). 3miHa
KOHTPO/b SIKOCTI, KOHTaKTHUX JaHKX YNOBHOBaXXEHOT 0CO6M 3asBHMKA,
BUNYyCK cepii: BiA4NOBigasIbHOI 3a (hapMakoHarnisg. 3miHa
AHTUBIOTUKN KOHTaKTHUX AaHWUX KOHTaKTHOI 0CO6U 3asiBHMKA,
CA, PymyHisi BignoBigasIbHOI 3a dhapMakoHarnsg B YkpaiHi
249. | NIPALEETAM PO34nH N8 iH'eKLjin AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a He UA/1878/02/01
20 % no 5 mn abo "®papmak” YTOUHEHHS1 peecTpauiiiHol npoueaypy B HaKasi peyenmom | niosnsizae

no 10 mn, a6o no 20
M B amnysi; no 10
amnyn y navuj 3
KapToHY; No 5 Mn
abo no 10 mn, abo
no 20 mn B amnyni;
no 5 amnyny
6nictepi; no 2
6nicTepy B navui 3
KapToHy

MO3 YkpaiHnu Ne 456 Big 13.03.2025 - 3MmiHu | TUNY
- 3MiHM 3 iKOCTi. [OTOBWIA NiKapcbkuii 3acio.
CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
ymoBax 36epiraHHs roTOBOro /likapCbKoro 3acoby
(36inblUEHHS TEepPMiHY NPUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby) - 15 ToproBoi ynakoBku
(niaTBEPOKYETLCA AAHUMW PEASIbHOIO Yacy) -
36iNbLUEHHA TepMiHy npugaTHocTi 13 Ha OCHOBI
pe3ynbTaTiB [OC/iKEHb CTabiNbHOCTI.
3aTBepkKeHo: TePMiH NPUAATHOCTI 4 POKW.
3anponoHoBaHo: TepMiH NpuaaTHOCTI 5 pokiB. 3MiHK
BHECEeHO B po3in "TepmiH npuaaTHocTi" B
IHCTPYKL,i10 415 MeANYHOro 3acToCcyBaHHs
NiKapcbKoro 3acoby. BBeAeHHS1 3MiH MPOTAroM 6-Tu
MicALiB Nicna 3aTBepKEHHS. 3MiHu | Tuny - 3MiHK
oo 6e3sneku/edhekTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3miHW) - JaHa 3miHa go P/ Ha 13 po3pobneHa
AT «®Papmak» Ta NoB’sA3aHa i3 3 BUTyYEeHHAM 3
TEKCTY MapKyBaHHSA NepBUHHOT Ta BTOPUHHOT
ynakoBku J13 iHdhopmaLii BUKageHol pociincbkoto
MOBOI0. TaKoX BHECEHO He3HauHi KOPEeKTOPCbKi
npasKu Mo TEKCTY MapKyBaHHSA. BBeieHHA 3MiH
NPOTAroM 6-T MICALIB MiCNSA 3aTBEPKEHHS. 3MiHM
Il TNy - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbKuii 3aci6.
KOHTpO/Ib rOTOBOIO /liKapCbKoro 3acoby. 3MiHa
napameTpiB cneundikauii Ta/abo AONYCTUMUX MEX
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

rOTOBOrO JliKkapCcbkoro 3acoby (3mMiHa 3HaxoAuUTbLCA
nosa 3aTBeppKEHNMU J0NYCTUMUMU MEXaMU
cneumdikauiii) - 3miHa Bumor cneumdikadii 13 3a
nokasHukom «CynpoBigHi AOMiLLkuy». [ponoHoBaHa
pefakuisi: Ha MomeHT Bunycky: CynpoBifHi fOMiLLK/
nipauetamy gomiwku D He 6inbLue 0,2%, 6yab-aKoi
HeBigOMOI fOMILWKK He GinbLue 0,1%, cyma
HeBiAOMUX AOMILLOK He 6inblie 0,5%. MpoTarom
TepMiHy NpuAATHOCTI: nipaueTamy JOMilkn D He
6inbLe 0,3%, 6yab-AKOi HEBIZOMOI AOMILLKV He
6inbLwe 0,1%, cyma HeBILOMUX OOMILLOK He BinbLue
0,5%. 3a n.7, APY*, 2.2.29 metoa PX. BBegeHHA
3MiH NPOTSArom 6-Tu MiCALIB NiCc/1s 3aTBEPAKEHHS.

250.

NMNASMOBEH
®

PO34uH ONs iHy3i
no 500 mny
chnakoHi

MpAT
"PapmaueBT
n4yHa chipma

"fapHuua"

YKpaiHa

MpAT
"papmaueBTnyHa
hipma "AapHuus”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu
| TNy - 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbknin 3aci6.
CuncTeMa KoHTelHep/3aKynopioBasibHUIA 3aci6. 3miHa
napameTpiB cneuudgikalii Ta/abo AoNyCTUMUX MEX
NepBVHHOT YNakoBKN rOTOBOrO /iKapCbKOro 3acoby
(iHwi 3miHW) - AkTyanisauis posginy 3.2.P.7.
CurcTeMa KoHTelHep/3aKynoptoBasibHUA 3aci6
BIANOBIAHO [0 pekomeHAaLiin Ta ctunictukn Y. Y
3B’A3KY 3 LIMM BHECEHI HE3HauHi YTOUHEHHS [0
po34iniB: «30BHILLHIN BUrNAA», «laeHTudikauis»,
«[MpO30pICTb PO3UMHY>», «KNCNOTHICTL a60
NYXHICTb», «ONTUYHA ryCTUHa», «BifHOBAOBa/bHI
PEYOBUHMNY», «AJKOMIHI/, XpOM, TUTaH, BaHafil, LMHK,
L0 eKcTparylTbesa» Ta «Baxkki MeTanu, wo
eKCTparyTbCsa», NOKa3HWK «[oKasHMK LBUAKOCTI
Teuii» nepeHeceHo A0 po3ainy «3arasbHi
B/1ACTMBOCTI» BiANOBIAHO [0 MaTepiasiiB BUPOOHWKa.
Mpu LbOMY HOPMYBaHHS, METOAN BUNPOGYBaHHS,
AKICHUIA Ta KiNTbKICHWI cknag, nakyBasibHOro
martepiany 3anumweHi 6e3 3MiH. JaHi 3MiHn He
BM/MBAIOTb Ha SKICTb FOTOBOI NPOAYKLT Ta He
noB’A3aHi 3 Henepeao6avyeHMU ob6CcTaBMHaMK, LWO
BVHWK/M B npoLeci BUpobHuLTBa abo 36epiraHHs
roTOBOrO JIiKapCbKoro 3acoby. 3miHu | Tuny - 3miHu 3
sKocTi. FoToBMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHWIA 3acib. 3miHa
napameTpiB cneuudikauii Ta/abo JONYCTUMUX MEX
NepBUHHOT YNakoBKW rOTOBOrO /1iKapCbKOro 3acoby
(BUNYYEHHS HE3HAYHOTO NoKasHuka (Hanpuknag
3acTapifioro nokasHuka)) - Aktyanisauis po3giny
3.2.P.7. CucTemMa KoHTeliHep/3akynoproBasibHUIA
3acib, y 3B'A3Ky 3 BUYYEHHSM MOKa3HMKa
«PeyoBUHM, PO34MHHI Yy rekcaHi» BignNoBigHO A0
MoHorpadii 4PY/ED, 3.1.6. «[MoninponineH ans
KOHTEWHepIB | 3aKynoploBasibHMX 3acobiB Ans

3a
peyenmom

UA/17779/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
napeHTepasibHVX NpenapariB | O4HMX Npenaparie».
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA Nikapcbkuii
3aci6. Cuctema KoHTeliHep/3akynoptoBasibHUI 3aci6
(iHwi 3miHW) - AkTyanisauis po3sginy 3.2.P.7.
Cuctema KoHTeliHep/3aKynoptoBasibHUiA 3aci6, y
3B'A3KY 3 BUIYYEHHAM MEPBUHHOIO NakyBaslbHOrO
matepiany lMNoninponineH B rpaHynax BUpobHULTBA
thipmu INEOS Olefins & Polymers Europe,
Germany, OCKifibkv /i0ro nogasblie BUKOPUCTaHHS
Henepego6ayeHo y BUPOOHMLTBI. 3aTBEpPAKEHO
3.2.P.7 Cuctema ynakoBka/ykyrnopka BupobHukum
noninponineny: «INEOS Olefins & Polymers
Europe», Germany «LyondellBasell Industries», Italy
3anponoHosaHo 3.2.P.7. Cuctema
KOHTeliHep/3aKkynoptoBasibHWiA 3aci6 BUpo6HUKK
noninponinexy: «LyondellBasell Industries», Italy
251. | NO40OPOXH nnetano50ry MpAT Ykpaina MpAT "NikTpasun" Ykpaina BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu 6e3 UA/5789/01/01
NKA naykax 3 BHyTPILIHIM "NikTpasn" | TNy - 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbknin 3aci6. peyenma
BEJ/IMKOIo naketom; no 1,5ry CucTemMa KoHTeliHep/3aKynoptoBasibHUIA 3aci6 (iHLWi
nncTA inbTp-NakeTi; no 3MiHN)
20 chinbTp-nakeTiB y BHECEHHS 3MiH O HOPMYBaHHS MOKa3HWKIB
nayuj 3 BHYTPILLHIM «laeHTudikauis (30BHILLHI 03HaKW)» (LoAaBaHHSA
naketom; no 1,5ry Onucy NMiBKN NakyBasibHOI ); « TOBLUMHA MIBKM»
hinbTp-nakeTi; no (YTOYHEHHS f,ONYCTUMMX HOPM NOKa3HUKa)
20 ¢hinbTp-nakeTiB y cneumdikauii 3 KOHTPOSIIO NEPBNHHOTO NaKyBas/IbHOTO
nauui mMartepiany ons ynakoskv no 50 ry nadui 3
BHYTPILLHIM NakeToMm (MniBka nakyBasibHa
(NepBUHHA).
252. | NPEAHI3ON PO34UH A151 iH'EKLLNA, MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/2587/01/01
OH- 30 mr/mn, no 1 mn B "®apmaveBT "papmaueBTNYHa | TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkunii 3aci6. peyenmom
AAPHUUA amnyni; no 3 abo no nyHa chipma ipma "OapHuua” KOHTposb roToBOro nikapcbkoro 3acoby. 3mMiHa y
5 amnyn y KOHTYpHiii "fapHuua" MeTofax BUNpPOo6yBaHHSA roTOBOrO JliKapCbKOro

YapyHKOBIN
ynakosLi; no 1
KOHTYPHIl
YapyHKOBIli ynakoBLyi
B naui

3aco6y (iHWi 3MiHM y MeTodax BMNpobyBaHb
(BkNHOUAKOUM 3aMiHy abo [OMOBHEHHS)) - BHeceHs
3MiH 8o po3ginis 3.2.P.5.1. Cneuundikanis Ta
3.2.P.5.2. AHaniTUYHi METOAMNKN 3a NOKasHMKamu
«lgeHTudikauia C» Ta «KinbkicHe BU3HAUEHHS.
MponineHrnikons i ETaHon (96 %)», a came: - ons
nokasHuka «KinbkicHe Bu3HaueHHs. Mponinexrnikonb
i ETaHon (96 %)» - 6yno po3po67eHo HOBY
METOANKY 3 ypaxyBaHHsIM pekomeHaauiin 4dY,
2.2.28. MeToavKy BanigoBaHo, 3a pesyfibratamu
BaslifaLii BHeceHi TepMiHU NpuaaTHOCTI PO3YMHIB.
HopmyBaHHS nokasHuka 3amweHo 6e3 3MiH. - Ans
nokasHuka «lgeHtudikanis C» MeTOAMKY KOHTPOO
3a/MLweHo 6e3 3MiH, BHECEHO NOCWU/IaHHA Ha po3Ain
AdY, 2.2.46 N; BHECEHO pepakLiiiHi npaBku, ki
0hOpMIEHI 3rigHO 3 peKoMeHAALISIMU | CTUAICTUKOK
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
[dY. HopMmyBaHHS nokasHUKa 3a/IMLLEHO 6e3 3MiH,
BHECEHO MOCUNaHHSA Ha po3ain AdY, 2.2.46 N.
CynyTHsI 3MiHa - 3MiHW 3 AKOCTi. FTOTOBWIA NiKapCbKMii
3aci6. KOHTposib rOTOBOTO NiKapCbKoro 3acoby.
3MiHa napameTpiB cneuudikauii Ta/abo
[0NyCTUMUX MEX FOTOBOTO J1iKapCbKoro 3acoby (iHLwui
3MiHK)
253. | NPE®EMIH TabneTku, BKPUTI Awmaxkca T4 Benuka BUPOBHULTBO, LLiBeiiuapis BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu bes UA/14671/01/01
NiBKOBOO BpuTtaHis nakyBaHHs, | Tuny - AgMiHICTpaTWBHI 3MiHU. BunyyeHHs peyenma
060/10HKOH0, M0 20 KOHTPO/b AKOCTI BVMPOGHMYOT AinbHNL (BKIHOYAKYM AiNMbHAL ANS
mr; no 30 TabneTok Ta BUNYyCK cepiit: A®I, NpoOMiXHOro nNpoAykTy abo rotoBoro
y 6nicTepi; no 1 abo Makc Liennep NiKapcbKoro 3acoby, AiNbHNL AN NPOBeAEHHS
no 3 6nictepu B 3boHe AT, nakyBaHHs, BUPOOHWMKa, BiAMNOBiga/IbHOTO 3a BUMYCK
KapTOHHI Kopo6Lyj; LLieiiuapis; cepiid, MicLe NpoBefieHHSI KOHTPOSIHO cepil) abo
no 30 TabneTok y nocTtayasibH1Ka BUXiAHOro maTepiasy, peareHTy abo
6nicTepi; no 1 abo KOHTPO/b AKOCTI: [OMNOMDKHOT PEYOBMHY (SIKLLIO 3a3HAYEHO Y AOCHE).
no 3 6nictepu B Na6op LlonniHrep 3MiHM CTOCYIOTbCS BUTYYEHHS aflbTEPHATUBHOI
KapTOHHI Kopobui Ar, Lseiuapis; BMPOGHWYOI AiNbHML, BiANOBIAA/ILHOI 3@
nepBuyHHeNaKyBaHHs (hacyBaHHs), BTOPUHHE
KOHTPOb Cepiii: nakyBaHHsl, MapkyBaHHs1 Coro ®nopgic IHTepHeLHN
IHTepnabop benn Csit3epneng CA(Soho Flordis International
Ar, LLiseliuapis Switzerland SA), ockinibkv faHa BUpO6HMYa
AinbHMUA He Byfe BUKOPUCTOBYBATUCS SK
a/lbTEePHATUBHWI BUPOBHVK A58 NOCTaYaHHsA B
YKkpaiHy. Bupo6Huik, Lo 3aniwaeTbcs Makc Llennep
3boHe Al(Max Zeller Sohne AG), BUKOHYE Ti X
yHKil, Wo i BunyyeHuin Coro ®nopgic IHTepHeLwHn
Csit3epnieHg CA(Soho Flordis International
Switzerland SA).
254. | NPIOPUKC- niochinisoBaHuii nakcoCmit Benuka nakcoCwmiTKnsiiH Benbris BHECEHHS 3MiH 4,0 peecTpaLiiHnx maTtepianis: 3MiHu 3a UA/16549/01/01
TETPA NopoLUOK AN Knsiiu BpuTaHis Bionopxikans C.A. | TNy - 3miHK 3 AkocTi. A®I. BupobHuuTBO. 3MiHU B peyenmom
KOMBIHOBA iH'ekuili; 1 chnakoH 3 EkcnopT npoueci BupobHuuTea APl (HesHayHa 3miHa y
HA NMOPOLLKOM Y Nimiteq npovueci BupobHuytea Adl)
BAKUUVHA KOMMNIEKTi 3 3MiHa NPOMUBHOIO PO34MHY 3 PO3YMHY, LLLO MICTUTb
ana PO34MHHMKOM (BO4A TPWMNCKH Ha NPOMUBHUIA Bychep XeHka, Lo
MPO®INTAKT Ans iH’ekuin) no 0,5 BMKOPVCTOBYETLCA A/151 NPOMUBAHHS KNITUHHUX
WKW KOPY, M (1 gosa) y wapis y "T-flasks" nepeg TpuncuHisauieto ons
EMIAEMIYHO | nonepegHb0o NigroToBKM KNITUHHOTO cy6CcTpaTy 415 iHOKYNaTy
ro HanoBHeHOMY BITpsiHOI Bicnu Ta bulk npoaykty. 3miHu Il Tuny -
NMAPOTUTY, wnpuyi (y KoMnaekTi 3MiHu 3 sKocTi. A®l. BUpo6HMLTBO. 3MiHM B NpoLiECi
KPACHYXWN 3 ABOMA rosikamu BMpo6HULUTBa API (3MiHA CTOCYETLCS aKTUBHOI
TA BITPAHOI | a6o 6e3 ronok) a6o PEYOBUMHY 6i0NOrYHOTO/iMYHO/IONYHOTO MOXOKEHHS
Bicnuy, y amnynax y ab0o BMKoOpUCTaHHSA XiMiyHUX APl y BUPOGHMLTBI
XXNBA BaKyyMHiii nikapcbKoro 3acoby 6i010riYHOro/iMyHoN0r4YHOro
ATEHYNOBA | cTepunbHili MOXOPKEHHS, Ika MOXE MaTn 3HaYHUIA BNMB Ha
HA ynakosLi; no 1 AKICTb, 6e3neKky Ta eheKTUBHICTb JlikapCbKOro
BaKyyMHiii 3acoby, i He CTOCyeTbCS NPOTOKOAY) - 3MiHa

CTepWsIbHIli ynakoBLi

CUPOBUNHN TBAPUHHOIO NOXOMXKEHHSA, CBUHAYOro
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
Y KapTOHHIll KOpoobLi; TpuncuHy (pTrypsin), LLIO BUKOPUCTOBYETLCH Y
1 chnakoH 3 BMPOBHULITBI IHOKYNSATY BiTpsiHOI Bicnu Ta bulk
NOPOLLKOM Y NPOAYKTY Ha TPUMCUH, L0 OTPUMAaHWIA 3a
KOMMEKTI 3 TexHonorieto pekombiHaHTHOI AHK (rTrypsin) y
PO34MHHMKOM (BOgA apbkaxax Pichia pastoris.
Ans iH'ekuid) no 0,5
mn (1 gosa) y
nonepegHLo
HarnoBHEHOMY
LINpUL Y BaKyyMHIiA
CTepUsbHIl
ynakosui; no 1
BaKyyMHiii
CTEpUSIbHIli ynakoBLi
Y KapTOHHii kopobuyj;
1 donakoH 3
MOPOLLKOM Y
KOMMNEKTi 3
PO34MHHMKOM (BOAA
Ans iH’ekuijin) no 0,5
mn (1 gosa) B
amny”i y BakyyMHiiA
CTEpUsbHIl
ynakosui; no 1
BaKyyMHiii
CTEpUSIbHIli ynakoBLi
Y KapTOHHii Kopobui.
255. | MPOKTO3AH | ma3sb pektanbHa, no | "Xemodiapm Pecny6nika KOHTpO/b cepii, Pecnybnika | BHeceHHsi 3MiH 40O peecTpauiiHux maTepianis: 3MiHN 6e3 UA/4645/01/01
®HEO 20 r masi y Ty6i; no 1 " AL Cepbis [03BiN Ha BMNYCK Cepbis | TNy - 3MiHK 3 AKOCTi. FOTOBMIA NiKapcbkuMii 3aci6. peuyenma
Ty6i 3 annikatopom y cepii: KOHTpOsb roToBOro AikapcbKoro 3acoby (iHLwi 3MiHM)
KapTOHHIA Kopoo6Li "Xemochapm" A, OHOBJIEHHS TeKCcTy MeTogiB KOHTposto AkocTi N3,
Pecny6nika BMK/1aleHN YKpaTHCbKOK MOBOH. XKOAHUX
Cepbis; [o[aTkoBUX 3MiH y cneuudikauii Ta Metogax
BMPOGHMLTBO BMNPOGYBaHHS OKPIM iX nepekiagy Ha yKpariHCbKy
Hepo3acoBaHol MOBY B TekcTi MKA He Bif6ynoch.
npoayKuii,
nepBuHHa Ta
BTOPVHHA
ynakoBka,
KOHTpPO/b cepii:
"Xemodhapm" AL,
Bpwau, Biggin
BMPOGHMYa
AinbHuus Wabau,
Pecny6nika
Cepbis
256. | NMPOMNPOTEH | Ta6netkn, no 20 TOB Ykpaina 3AT CaHTOHika NntBa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu 6e3 UA/3646/01/01
-100 TabneTok y brictepi; "MaTtepia | TMny - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI Ta peyenma
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
no 1 a6o 2 6nictepu Megyika- thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
Y KapTOHHili kopobLi YKpaiHa" y3araslbHeHNX AaHux npo cuctemy dapmakoHarnsgy
(BBEAEHHS y3araslbHEHMX [AaHUX NPo cucTemy
hapmakoHarnsgy, 3MmiHa yrnoBHOBaXeHOi 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0CO6Y 3 thapmakoHarnsagy 3asiBHuka anas
3piicHeHHs hapMakoHarnisgy B YkpaiHi, KO0 BOHA
BiMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifNoBiganbHOI
3a 34ilicHeHHs thapmakoHarnsgy (Bkyaoum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MiLLeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) - 3miHa
YNOBHOB&XXEHOI 0CO6U 3aBHMKaA, BigNoBigasIbHOI 3a
hapmakoHarnsg,.
[Oitova pepakuin: HikonaeHko Biktopis
OnekcaHgpisHa. [ponoHoBaHa pefakujis:
TumoweHko Oner BikTopoBuy.
257. | NIPOTA®PAH® | cycneHsisa ans A/T Hoso [JaHis Bupo6Huk [Lanisa/ BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHn 3a UA/17174/01/01
HM iH'exuin, 100 MO/mn; Hopgaick Hepo3g)acoBaHOro dpaHuisn/ | Tvny - 3MiHK Wopao 6e3nekn/ehekTMBHOCTI Ta peyernmom
®NEKCMNEH® | no3mMmny npoaykTy, Bpasunis thapmakoHarnsgy. BeegeHHs abo 3miHu o
KapTpuaxi; no 1 nepBuHHe y3arasibHeHUX faHnx Npo cucTemy chapmakoHarnsgy
KapTpUaXy y nakyBaHHS; (BBEAEHHS y3araslbHEHVX AaHUX NPo cucTemy
6araTrof030Biii KOHTPO/b AKOCTI hapmakoHarnsgy, 3MmiHa yrnoBHOBaXeHOi 0cobu,
04HOpPAa3oBili NpoAYKTY B BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapMakoHarnsay;
LnpuL-pyyLj; no 1 nepBrHHOMY KOHTaKTHOI 0co6u 3 hapmakoHarnisgy 3asBHvKa Ans
a6o 5 wnpuu-pyyok nakyBaHHi 3piicHeHHs hapMakoHarnsay B YKpaiHi, AKLLo BoHa
Y KapTOHHIli kopobLi (kapTpuoxi BiMiHHa Bif, yNOBHOBaXKeHOT 0co6MU, BiANOBIAaIbHOI
MeHin®) Ta 3a 3[jicHeHHs hapmakoHarnsay (Bkvarum
BiANOBIAa/IbHMI 3a KOHTaKTHi faHi) Ta/abo 3MiHM y pO3MiLLEHHI MacTep-
BMNyCK cepil (haiina cuctemu hapmakoHarnsgy). 3miHa

rOTOBOIO NPOAYKTY
(PnekcleH®): AIT
Hoso Hopgick,
[JaHis; Bupo6bHuk
BiANOBiAa/IbHWIA 32
36MpaHHs,
MapKyBaHHS Ta
BTOPVHHE
nakyBaHHs
rOTOBOIO NPOAYKTY
(PnekcleH®);
KOHTPONb SIKOCTI
rOTOBOIO NPOAYKTY
(PnekcleH®): AIT
Hoso Hopgick,
[Janis;
MapKyBaHHs Ta
BTOPWHHE
nakyBaHHs1

KOHTaKTHMX AaHMX YNOBHOBaXXEHOI 0COOM 3asiBHMKA,
BiANOBIAabHOI 3a thapmakoHarnsg,. 3miHa
MicLLe3HaX0[PKEHHSI MacTep-chaiina cuctemm
thapmakoHarniagy. 3miHa mMicus 34ilCHEHHs
OCHOBHOI fisi/IbHOCTI 3 hapmakoHarnsgy.
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY

ynakoska)

(nikapcbka ¢hopma,

3asaBHUK

KpaiHa
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

258.

NMCOTPION®

roTOBOrO NPOAYKTY
(dPnekcleH®): AIT
Hoso Hopgaick,
[aHis; Bupo6bHuk
npoAayKuii 3a
MOBHVM LK/IOM:
Hoso Hopgick
MpoAtoKCbLOoH
CAC, ®paHuis;
Brpo6HuK
Hepo3dacoBaHoro
NPOAYyKTY,
nepBuHHe
nakyBaHHS;
KOHTPO/b AKOCTI
NpoAYyKTY B
nepBUHHOMY
nakyBaHHi
(kapTpuaxi
MeHhin®);
36UpaHHs,
MapKyBaHHA Ta
BTOPWHHE
naxkyBaHHs
roTOBOrO NPOAYKTY
(PnekcleH®);
KOHTPO/b AKOCTI
roTOBOrO NPOAYKTY
(PnekcleH®):
Hoso Hopgick
Mpoaykao
dapmaceyTika [0
Bpasinb N1aa.,
Bpasunisi

Ma3sb, 50 mkr/r/0,5
mr/r, no 30 ry Ty6i,
no 1 Ty6i y navy,i

TOBAPUCT
BO 3
OBMEXEH
oo
BIAMOBIAA
NbHICTIO
"MIBE
YKPATHA"

YKpaiHa

Mi6e Fm6X
ApuHarimitTTens

Himeyunna

BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis:
TexHiyHa nomuska (3rigHo Hakasy MO3 Big
23.07.2015 Ne 460). BunpaBneHo TEXHIYHY MOMUKY
B IHCTPYKLUIT ANS MeAWYHOro 3aCTOCyBaHHSA Y po3aini
"Cknaf" WoAo HanmcaHHs KifbKOCTi Aito4ol
PeyoBUHN: 3aTBEPMAXEHO: 5 Mr 6eTameTasoHy (y
BUMNAAI 6eTameTasoHy AunponioHary);
3anponoHoBaHo: 0,5 mr 6eTameTasoHy (y BUrnagi
6eTaMeTasoHy avnponioHary).

3a
peyenmom

UA/19635/02/01

259.

PAN3OEr®
®NEKCTAY®

PO34UH A151 iH'EKLLNA,
100 OA/mn; no 3 mn
Y KapTpuaxi, skui
MiCTUTbCA Y

6araroo30Bili

A/T Hoso
Hopgaick

[JaHis

BupobHuuTBO,
HarnoBHEHHS B
NepBUHHY
ynakoBKy Ta

KOHTPO/b 6asiky.

[JaHis
/PpaHuis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu
| Tuny - 3miHK Wwoao 6e3nekn/edekTBHOCTI Ta
chapmakoHarnsgy. BeegeHHsa abo 3miHn o
y3arasibHeHUX JaHnx Npo cucTemy dhapmakoHarnsgy

(BBEAEHHS y3araslbHEHMX AaHUX NPO cUcTemMy

3a
peyenmom

UA/14281/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY

(nikapcbka ¢hopma,

ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

0HOpAa3oBili
Lwnpuy-pyyui; no 1
abo no 5 wnpwu-
PYYOK Y KapTOHHii
KopooLi

BignosiganbHuii
3a Bunyck: A/IT
Hoso Hopgaick,

[LaHist;

KomnnekTyBaHHs,

MapKyBaHHSA Ta
BTOPWHHE
nakyBaHHs
roTOBOrO
NPOAYKTY.

KoHTpOsb sKoCTi
6asiKy rotoBOro

NpoAyKTy Ta
KiHLLeBOro
roTOBOro

npoaykty: AIT

Hoso Hopgick,

[Janis;
Brpo6HMUTBO
NpPoOAYyKTY,
HanoBHEHHS
KapTpuoKy Ta
nepesipka
npoaykuii bulk
(kapTpuaxy
o6'emom 3 mn).

KoHTposb sikocTi

3paskiB B NpoLieci

BMPOGHMLTBA Ta
npoaykuii bulk

(kapTpuaxy
o6'emom 3 mn).

KoHTponb sikocTi

roToBOro
NPOAYKTY.

KomnnektyBaHHs,

MapKyBaHHA Ta
BTOPWHHE
nakyBaHHs
roToBOro
NPOAYKTY.

BignosiganbHuii

3a BUNyCK cepii:
HoBo Hopgick
MpoAaoKCboH
CAC, ®paHuis

hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA hapMmakoHarnsay;
KOHTaKTHOI 0CO6Y 3 thapmakoHarnsagy 3asBHuka anas
3pjiicHeHHs hapMakoHarnisgy B YkpaiHi, KO0 BOHA
BiAMiHHA Bifi yNOBHOBaXeHOI 0cO6U, BiANOBIAA/IbHOI
3a 34ilicHeHHsA thapmakoHarnsay (Bkyaoum
KOHTaKTHI AaHi) Ta/abo 3MiHN y pO3MiLLeHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHWX YNOBHOBAXEHOI 0CObM 3asiBHUKA,
BiANOBIAaIbHOI 3a thapmakoHarnsg,. 3miHa
MicLie3HaxXoMKeHHs MacTep-ghaiina cuctemu
thapmakoHarnsgy. 3MiHa Micus 34iCHEHHS
OCHOBHOI fisi/IbHOCTI 3 (hapmakoHarnsgy.

260.

PAMINPUN

TabneTtkun no 2,5 mr;
no 10 TabneTtok y

AHTUBIOT
MKW CA

PymyHis

AHTUBIOTUNKN
CA

PymyHis

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu
| Tuny - 3miHK Wwoao 6e3nekn/edekTBHOCTI Ta

3a
peyenmom

UA/19532/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

6nicTepi, no 3 abo
no 6, abo no 9
6nicTepis B
KapTOHHI navu,i

thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
y3arasibHeHUX JaHnx Npo cucTemy dhapmakoHarnsgy
(BBEAEHHS y3araslbHEHMX [AaHUX NPo cucTemy
hapmakoHarnsgy, 3MmiHa yrnoBHOBaXeHOi 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0CO6Y 3 thapmakoHarnsagy 3asiBHuka anas
3piicHeHHs hapMakoHarnisgy B YkpaiHi, KO0 BOHA
BiMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifNoBiganbHOI
3a 34ilicHeHHs thapmakoHarnsgy (Bkyaoum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MiLLeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHWX YNOBHOBAXEHOI 0CObM 3asiBHUKA,
BiANOBIAaIbHOI 3a thapmakoHarnsg,. 3miHa
KOHTaKTHUX AaHVX KOHTaKTHOT 0CO6Y 3asBHNKA,
BiANOBIAa/IbHOI 3a hapMakoHarnisg B YKpaiHi.

261.

PAMINPUN

Tabnetku no 5 wmr;
no 10 TabneTtok y
6nictepi, no 3 abo
no 6, abo no 9
6nictepis B
KapTOHHIW nayu,i

AHTUBIOT
VKN CA

PymyHis

AHTUBIOTUKN
CA

PymyHis

BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3MiHu
| TMny - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3amiHn go
y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHS y3aralbHEHMX AaHUX NPo cucTemy
hapmakoHarnagy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
BiANOBIAa/TbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0co6M 3 thapMakoHarnsay 3asBHuka ans
3[jificHEHHs hapmakoHarnsgy B YkpaiHi, KO BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAa/IbHOI
3a 3[jiicHeHHs1 hapMakoHarnaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi macTep-
thaiina cuctemu chapmakoHarnsgy) - 3miHa
KOHTaKTHUX JaHWNX YNOBHOBaXeHOT 0COOM 3asBHMKA,
BiANOBIAabHOI 3a thapmakoHarnsag,. 3miHa
KOHTaKTHUX AaHVX KOHTaKTHOT 0CO6Y 3asBHNIKA,
Bi4NoBiAabHOI 3a hapMakoHarnsg B YkpaiHi.

3a
peyenmom

UA/19532/01/02

262.

PAMINPUN

Tabnetku no 10 mr;
no 10 Tabnetok y
6nictepi, no 3 abo
no 6, abo no 9
6nicTepis B
KapTOHHI nayw,i

AHTUBIOT
MKW CA

PymyHis

AHTUBIOTUNKN
CA

PymyHis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
| Tuny - 3miHK Woao 6e3nekn/edpeKTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHn fo
y3aranibHeHVX AaHux Npo cuctemy papmakoHarnsgy
(BBEEHHSA y3arasibHEHUX AaHMX MPo cucTemy
hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI ocobw,
BiANOBiga/IbHOI 3a 34jICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0co6u 3 thapMakoHarnsay 3asBHuKa gns
3[iicCHEHHs hapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAa/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyarum
KOHTaKTHi flaHi) Ta/abo 3MiHM y pPO3MilLLLeHHI macTep-
tpaiina cuctemu chapmakoHarnsgy) - 3miHa
KOHTaKTHUX JaHWNX YNOBHOBaXXEHOT 0CO6M 3asBHMKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsag. 3MmiHa
KOHTaKTHUX AAaHWX KOHTAKTHOI 0CO6M 3asiBHYMKA,

3a
peyerimom

UA/19532/01/03
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
Bi4noBiAa/IbHOI 3a dhapMakoHarnsa B YKpaiHi.
263. | PE3ICTON®- TabneTtku, BKPUTI TOB Ykpaina MAT Ykpaina BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 6e3 UA/19107/01/01
TAB NiBKOBOO "APTEPIYM "Kuismegnpenapa | Tuny - AAMiHICTpaTWBHI 3MiHU. BunyyeHHs peyenma

060/10HKOH0, Mo 20 nTaor T BVMPOGHMYOT AinbHNL (BKIHOYAKYMN AiNMbHALI ANS
Mmr no 10 TabneTok y A®I, NpoMiXHOro NpoaykTy abo rotoBoro
6nicTepi, no 2 NiKapcbKoro 3acoby, AiNbHNL AN NPoBefEHHS
6nictepn y nauui nakyBaHHs, BUPOOHWMKa, BiAMNOBifaSIbHOTO 3a BUMYCK

cepiid, MmicLe NpoBeLieHHSI KOHTPOSIHO cepil) abo
noctayasibH1Ka BUXiAHOro maTepiasty, peareHTy abo
[LOMOMDKHOT PEYOBMHY (SIKLLLO 3a3HAYEHO Y AOCHE) -
BunyyeHHs 3 peecTpauiiHoro J0Cbe 3aTBEPIAXKEHOIO
BMPOGHMKa AP| EKCTpakTy CyXoro 3 nenaproHii
KopeHiB «Extrakt chemie Dr. Bruno Stellmach GmbH
& CO KG», HimeuyunHa, a Takox A0AATKOBI Ai/IbHULL
«Labor LS SE & Co. KG», HimeuunHa (Bignosigae
3a KOHTPO/Ib 3@ NOKa3HUKOM MikpobiosnoriyHa
uuctota) i «GBA Pharma GmbH - Phytos Labor fur
Analytik von Arzneimitteln GmbH & Co™ KG»,
HimeuuunHa (Bignosigae 3a 36epiraHHs 3paskiB AN
nocnimkeHHs ctabinbHocTi). BBeAeHHS 3MiH
NpoTArom 6-T1 MicALIB NiCNA 3aTBEPMKEHHS. 3MiHW |
Tmny - 3MiHK 3 sKocTi. A®Il. KoHTponb A®I. 3miHa y
napameTpax crneuudikauii Ta/abo 4ONyCTUMUX MEX,
BM3HAYeHNX y cneuudikauisx Ha A®l, abo
BUXigHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYHOTLCSA Y Npoueci BUpobHuuTBa AdI
(iHLWIi 3MiHW) - BHECEHHSA 3MiH J0 cneuudikawii
BXiIHOro KOHTposto A®I, a came NoKasHWKK
«KinbkicHe BU3HaYEHHSs», «HacunHa ryctnHa»,
«MikpobionoriyHa unctota» npusegeHi o DMF
BMpOG6HMKa AP|. BBeAEHHS 3MiH NpOTArom 6-Tu
MicALiB nicnsa 3aTBepMKeHHs. 3MiHK | Tuny - 3MiHK 3
AKOCTi. A®I. KoHTposb A®I. 3miHa y meTogax
BMNpo6yBaHHA A®I| abo BuxigHOro
mMaTtepiany/npomiKHOro NpoayKTy/peareHTy, LWo
BVIKOPVCTOBYETbLCS Y NpoOLieCi BUPO6HMLTBA ADI
(iHwWi 3MiHM y MeToaax BUNpobyBaHHs (BK/IOYaUM
3amiHy abo fonoBHeHHs1) APl abo
BWXi4HOro/MPOMIKHOrO NPOAYKTY) - BHECEHHS 3MiH
[0 MEeToAMK BXiAHOro KOHTposto A®l y 3B'A3Ky 3
BMPOBaXEHHA a/lbTEPHATUBHOrO BUPOGHUKa AdI, a
came nokasHuku «lgeHtudikauis», «EtaHon»,
«Po3mip yacTok», «MikpobionoriyHa ynctoTa»
npueeeHi o DMF Bupo6Hvka A®l. BBeieHHs 3MiH
NpoTArom 6-T1 MiCALIB NiCNA 3aTBEPMKEHHS. 3MiHW |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3acib.
Onuc Ta cknag,. 3miHa y cknagi (40NoMiXHUX
peyvoBMHax) roToBOro NiKapCcbkoro 3acoby (iHLwi
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

[OMOMDKHI pe4YOoBUHM) - 3amiHa OfHIET AOMOMIKHOT
PEYOBMHM Ha iHLUY 3 TUMWU CaMUMMK
hYHKLiOHANIbHUMW XapaKkTepucTukamy Ta Ha ToMy
camOMy PiBHi - BHECEHHS 3MiH [0 po34iny cknag,
N3, a came y cknagi ekcTpakTy 3amiHa fOMNOMDKHOT
PEYOBUHM LeN0103y NOPOLLKOMOAIGHY Ha Lentonosy
MiKpOKpUCTaniyHy. 3MiHM BHeceHo y po3gin "Cknag"
(8ONOMKHI peYOBUHW) B IHCTPYKLiO 4158 MegUYHOro
3acToCyBaHHA Nikapcbkoro 3acoby. BeeAeHHs 3MiH
NPOTAroM 6-T MICALIB MiC/1A 3aTBEPKEHHS. 3MiHM
Il TMny - 3MiHK 3 AkocTi. APl. BUpobHMLTBO. 3MiHa
BMPOGHMKA BUXIAHOrO/NPOMIKHOTO
NPoAyKTy/peareHTy, L0 BUKOPUCTOBYOTLCS Y
BMPOGHMYOMY npoLieci A®I, abo 3miHa BUPOGHUKaA
(BKntovaroun, ae HeobxigHO, MicLe NPOBEAEHHS
KOHTposto sikocTi) APl (3a BigcyTHOCTI cepTudpikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPIKEHOMY [OCbE)(BBEAEHHS HOBOIO
BMpo6HUKa AP| 3 HagaHHAM MacTep-daiina Ha Adl)
- BBeAeHHA anbTepHaTMBHOIO BUPOGHMKa ADI
EKcTpakTy cyxoro 3 nenaproHii kopeHis-MAT
«lanuudapm», YkpaiHa. Y 3B’3Ky 3 TPUNUHEHHAM
BMPOGHULTBA AD| 3aTBEPAXEHUM BUPOOHUKOM
«Extrakt chemie Dr. Bruno Stellmach GmbH & CO
KG», HimeuunHa. BBeeHHS 3MiH NpoTArom 6-tu
MicsILiB Nicns 3aTBePAKEHHS.

264.

PEMOTIB

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, No 500
mr; no 10 TabneTok
y 6nicTepi; no 3 abo
6 6nicTepiB y
KapTOHHI Kopobui

Awmakca Jitg

Benvka
BpuTaHis

BMPOGHMLTBO 3a
MOBHUM LIVIK/IOM:
Makc Lennep
3boHe AT,
LLiBeiiuapis;

KOHTPO/b AKOCTI:
Nab6op LlonniHrep
Ar, WBeiiuapis;

KOHTPO/b SIKOCTI:
IHTepna6op benn
Ar, LLiseliuapis

LLisefiuapis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasnis: 3MiHu
| TUNYy - AAMiHICTpPaTVBHI 3MiHU. BunyyeHHs
BUPOGHMYOT AiNbHULL (BKNHOYAOUN AiNbHULI ANA
A®I, NpOMiXXHOro NPoAyKTy abo roToBOro
NiKapcbKoro 3acoby, AibHUL 4118 NPOBeAEHHS
nakyBaHHs1, BUPOGHYKA, BiZNOBIgaIbHOrO 3a BMUNYCK
cepiii, MicLe NpoBeAEHHST KOHTPOIO cepii) abo
noctayasibHvKa BUXiAHOr0 MaTepiasy, peareHTy abo
[0MOMDKHOT PEYOBMHM (SIKLLO 3a3HAYEHO Y OCLE) -
BunyueHHst anbTepHaTUBHOT BUPOBHNYOT AiNIbHULL,
BiZJNOBIAa1bHOI 3a NEPBUHHE NaKyBaHHSA
(dbacyBaHHs), BTOPUHHE NakyBaHHS, MapKyBaHHS
Coro ®nopgic IHTepHewHn Ceit3epneng CA (Soho
Flordis International Switzerland SA), ockinbkv gaHa
BMPOOHUYA AiNbHULA He Byae BUKOPUCTOBYBATUCS
AK a/IbTEPHATUBHWI BUPOGHVK /18 NOCTayaHHsA B
YKkpaiHy. Bupo6Huik, Lo 3aniwaeTbcs Makc Llennep
3boHe Al (Max Zeller Sohne AG), BUKOHYE Ti X
yHKil, Wo i BunyyeHuin Coro ®nopgic IHTepHeLwwHn
Csit3eprnieHg CA (Soho Flordis International
Switzerland SA).

6e3
peyenma

UA/16299/01/01

265.

PEHI'ANIH

Tabnetkn no 10

TOB

Ykpaina

3AT CaHTOHiKa

JlntBa

BHECEHHS 3MiH 10 peecTpauiiiHux maTepianis: 3MiHu

6e3

UA/17860/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
Tabnetok y 6nictepi; "Martepia | Tuny - 3miHK Wwoao 6e3nekn/edpekTBHOCTI Ta peyenma
no 2 6nictepu y Megauka- thapmakoHarnagy. BeefeHHs abo 3miHn fo
KapTOHHIlA KOpO6L YkpaiHa" y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3arasIbHEHNX AaHUX NPo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0cobu,
BiNOBifa/1bHOT 3a 34iICHEHHS hapMakoHarnsgy;
KOHTaKTHOI 0cO6M 3 thapMakoHarnsay 3asBHUKa gns
3iiCHEeHHs1 chapMakoHarnaay B YkpaiHi, AKLL0 BOHa
BiAMiHHaA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAa/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (BkIyatum
KOHTaKTHi flaHi) Ta/abo 3MiHW y PO3MiLLLeHHI macTep-
thaiina cuctemu chapmakoHarnsgy) - 3miHa
YMOBHOBaXEHOI 0C06Y 3a8BHWKa, BiANOBifa/IbHOT 3a
hapmakoHarnag,.
[Oitova pepakuin: HikonaeHko BikTopis
OnekcaHgpisHa. MpornoHoBaHa pefakLis:
TumoweHko Oner BikTopoBuy.
266. | PENMAPUN®- renb; no 40 r renio B Biatpic HimeuyunHa MAZLAYC 'm6X HimeuyunHa BHECEHHS 3MiH 4,0 peecTpaLiiHnx maTtepianis: 3MiHu 6e3 nionsieae UA/7224/01/01
FrENb H anoMiHieBili abo Xenckea | Tuny - 3miHK Woao 6e3nekn/edpeKTMBHOCTI Ta peyenma
namiHaTHili Ty6i; no 6X thapmakoHarnsgy (iHwi 3miHun) - 3MiHW BHECEHO B
1 Ty6i B KAPTOHHIN IHCTPYKL,il0 415 MeANYHOro 3acTocyBaHHS
Kopobui nikapcbKoro 3acoby Ao po3ainis "MpoTunokasaHHs",
"Oco61BocCTi 3acTocyBaHHA" Ta "Mo6ivHI peakuir”.
267. | POAKKYTAH Kancynu no 20 mr; YENNADAP LLiBefuapis Brpo6HMLUTBO HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 3miHa 3a He UA/2865/01/01
® no 10 kancyny M LUBeiiy, Hepo3acoBaHol 3aaBHuKa /13 (MIBI) (BnacHuka peecTpaviiiHoro peyenmom | niosnsizae
6nictepi, no 3 X nNpoAyKLUiT, noceigueHHs) (3rigHo Hakasy MO3 Big 23.07.2015 Ne
6nictepu B nepBuHHE Ta 460). BBeAeHHS 3MiH NpOTArom 6-T1 MicAUiB nmicns
KapTOHHIA KopoobLi BTOPVHHE 3aTBepKeHHSA. 3MiHU | TUny - 3MiHW 3 AKOCTI.
nakyBaHHs, [OTOBWIA NNikapcbkuMii 3aci6. 3MiHM Y BUPOOHULITBI.
BMNPOGYBaHHS 3MiHa iMnopTepa/3miHu, L0 CTOCYOTLCS BUNYCKY
KOHTPOJIO SIKOCTI, cepii Ta KOHTPOJtO AKOCTi TOTOBOTO J1iKapCbKOro
BUNYyCK cepi: 3acoby (3amiHa abo fofaBaHHS BUPOOHUKA, L0
KeteneHt BiANoBigae 3a BBe3€HHA Ta/abo Bunyck cepii) -
[bxepmaHi Bktouatouy KOHTPOb/BUNPOGYBaHHS cepii.
E6epbax mM6X, 3amiHa BMpOoOHUKa, BiANOBIAa/IbHOMO 3@ BUMYCK
HimeuumnHa; cepii. 3MiH1 BHECEHO B iHCTPYKLiIO A5 MeAnYHOro
BUMNPOOYBaHHSA 3aCTOCYyBaHHS NiKapcbKoro 3acoby y po3ainm
KOHTPOJIO SIKOCTI: «BUpo6HKK» Ta «MicLe3HaxomKeHHs BUpobHUKa Ta
lenita AT, agpeca MicL NpoBaf)KEHHS NOro AisnbHOCTI» 3
HimeyunHa Bi4MNOBIAHMMM 3MiHAMW Y TEKCTi MapKyBaHHS

ynakoBKW NikapcbKkoro 3acoby. PekomeHaoBaHi A0
3aTBEPMKEHHS: - TEKCT MapKyBaHHS yNakoBKK
nikapcbKkoro 3acoby;

- 3MiHV [0 IHCTPYKUiT 415 MEANYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby (BignosigHo Ao JogaTka 26).
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPAKEHHS. 3MiHM | TUny - 3MiHK WoA0
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
BBefeHHs1 ab0 3MiHW [0 y3araslbHEHUX JaHWX NPO
cucTemy hapmakoHarnsgy (BBeEHHS y3arasbHeHUxX

3MiHa MicLe3HaxoMKeHHA MacTep-thalina cuctemm
hapmakoHarnagy. 3minu | Tuny - AgMmiHicTpaTuBHI

OiNbHULI ANA NPOBeAEeHHS NakyBaHHS, BUPOOHMKa,

NpoBefEeHHs KOHTPOIO cepii) abo nocTavasnibHUKa
BMXifHOrO Martepiany, peareHTty abo A0NOMiXHOT

JaHnx npo cuctemy dhapmakoHarnsagy, smiHa
YNOBHOB&XEHOI 0c06y, BiANOBIAA/ILHOI 3a
3[iiCHEeHHS1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsigy 3asiBHUKa 415 34iNCHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA Big,
YNOBHOB&XEHOT 0CO6M, BigNoBiganbHOI 3a
3ailicHeHHA hapMakoHarnsgy (BKIyanum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MiLLeHHI MacTep-
(paiina cuctemu chapmakoHarnsgy) (B.1.8. (a) I1AHM)
3MiHa YNOBHOBaXXeHOI 0cObM 3asBHUKA,
BiANOBIAa/IbHOI 3a chapmakoHarnifg. [iroya
pepakuisi: JloitueHko OneHa BonogumupiHa.
MponoHoBaHa pegakuis: Dr. Rudite Schillinger.
3MiHa KOHTaKTHMX JaHnX YNOBHOBaXXEHOT 0cobu,
BignoBigasIbHOI 3a hapMakoHarnsag.
BBefieHHs1 KOHTaKTHOI 0CO6U 3asBHUKA,
BiANOBIAa/IbHOI 32 hapMakoHarnifg B YkpaiHi.
MponoHoBaHa pepakuis: AaHinosa /lapuca
BonogumupisHa. BBeieHHSA KOHTaKTHUX AaHuX
KOHTaKTHOI 0CO6U 3asiBHMKA, BiAnoBigasibHOI 3a
hapmMakoHarnag B YKpaiHi.

thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iACHEHHSI OCHOBHOI AisiNIbHOCTI 3

3MiHW. BunyyeHHs BUPO6HMYOI AinbHAL
(BKtovatoum ginbHUL ans A®l, npoMixHoro
npoaykTy abo rotToBOro NikapcbLKoro 3acooy,

BiANOBIAA/IbLHOrO 3a BUNYCK Cepiit, MicLe

PEYOBUHY (SIKLLO 3a3HAYEHO Y [OCHE).

BupaneHHs BUPO6GHWYOI finbHUL, BiANOBIA&IbHOT 3a
nepBUHHE Ta BTOPVMHHE NakyBaHHS, BUNPOOYyBaHHS
KOHTPO/O SIKOCTI, BUNYycK cepii MN3 - d.XoddpmaHH-
Na Pow N1a (Bypwmiceer, 4303 KaiicepayrcT,
LLiBefiuapis. BBegeHHs 3MiH NPOTAroM 6-Tu MicsLiB
nicns 3aTBepAKeHHs.
3MiHn | TURY - AgMIHICTPATUBHI 3MiHW. BunyyeHHs

BVMPOGHWYOT AinbHNL (BKIHOYAKYMN AiNbHALI ANS
A®I, npomixXHOro NpoAyKTy abo rotoBoro
NiKapcbKoro 3acoby, AibHNL A1 NpoBefeHHS
nakyBaHHs, BUPOGHMKa, BiAMNOBifa/IbHOTO 3a BUMYCK

nocTavyajibHvKa BUXiAHOro maTepiasy, peareHTy abo

cepiid, Mmicue NpoBefEeHHS KOHTPOSIHO cepil) abo
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
[OMOMDKHOT PEYOBMHM (SIKLLLO 3a3HAYEHO Y [OChE).
BuganeHHst BUpOGHWYOI AibHUL, BiANOBIAALHOT 3a
BUNPOBYBaHHA KOHTPOIO AKocTi M13 -
®.XohcpmaHH-/15 Pow JiTa. BBeAeHHS 3MiH
NPOTAroM 6-TW MiCALIB NIiC/A 3aTBePIAKEHHSA.HA
KOHTponto akocTi N3 - d.XodhdpmaHH-/15 Pow f1Ta,.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBEPAKEHHS.
268. | POAKKYTAH Kancynu no 10 wmr; YEMNNADAP LLsefuapis Brpo6HMLUTBO HimeuunHa BHECEHHS 3MiH [0 peecTpaviiiHux maTtepianis: 3miHa 3a He UA/2865/01/02
® no 10 kancyny M LUBeiiy, Hepo3dacoBaHol 3aaBHuKa /13 (MIBI) (BnacHuka peecTpaviiiHoro peyenmom | nidsisi2ae
6nictepi, no 3 6X NpoAYyKLUiT, noceigueHHs) (3rigHo Hakasy MO3 Big 23.07.2015 Ne
6nictepy B nepBuHHE Ta 460). BBeeHHS 3MiH NpOTArom 6-T1 MicAUiB Micns
KapTOHHIA Kopoo6Li BTOPUHHE 3aTBepMKEHHS. 3MiHM | TNy - 3MiHU 3 AKOCTI.
nakyBaHHs, [oTOBWIA Nikapcbkuii 3aci6. 3MiHM Y BUPOOHULITBI.
BMNPOGYBaHHS 3MiHa iMnopTepa/3miHu, L0 CTOCYOTLCS BUNYCKY
KOHTPO/I0 SIKOCTI, cepii Ta KOHTPOJIO SIKOCTi FOTOBOTO J1iKapCbKOro
BUNYCK cepil: 3acoby (3amiHa abo fofaBaHHs BUPOOHUKA, L0
KeteneHt BiANoBigae 3a BBe3eHHA Ta/abo Bunyck cepii) -
[xepmati Bktouatouy KOHTPOb/BMNPOGYBaHHS cepii.
E6epbax mM6X, 3amiHa BUPOGHYKa, BifNOBIAabHOrO 3a BUNYCK
HimeuunHa cepii. 3MiHN BHECEHO B iIHCTPYKLiIO A5 MeANYHOro
BMNPOGYBaHHSA 3aCcTOCyBaHHS NiKapCcbKoro 3acoby y po3gainm
KOHTPOJIO SAKOCTI: «BUpO6HKK» Ta «MicLe3HaxoMKeHHs BUpobHUKa Ta
lenita ATl, afpeca MicLsA NPoBafKEHHS NOro AisIbHOCTI» 3
HimeuunHa BiANOBIAHUMY 3MiHAMW Y TEKCTi MapKyBaHHS

ynakoBKW NikapcbKoro 3acoby. PekomeHAo0BaHi [0
3aTBEPMKEHHS: - TEKCT MapKyBaHHS yNakoBKK
nikapcbKoro 3acooby;

- 3MiHV [0 IHCTPYKUiT 415 MeANYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby (BignosigHo fo Jogatka 26).
BBefeHHs 3MiH NpoTArom 6-Tu MicALiB micns
3aTBEpPXEHHS. 3MiHK | TUny - 3MiHK WoA0
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
BeeieHHs1 ab0 3MiHW A0 y3araslbHEHUX AaHuX Npo
cuctemy dhapmakoHarnagy (BBeAeHHs y3araibHeHnX
AaHunx npo cuctemy thapmakoHarnsgy, 3amiHa
YNOBHOB&XEHOI 0c06W, BiANOBIAaILHOI 3a
3[iiCHEeHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsgy 3asBHuKa 415 34iNCHEeHHS
thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Big,
YMNOBHOB&XEHOT 0CO6M, BignoBigancHoI 3a
3fjificHeHHs hapmakoHarnsagy (Bkioyarun
KOHTaKTHI AaHi) Ta/abo 3MiHN y pO3MilLeHHi MacTep-
(haiina cuctemu chapmakoHarnsgy) (B.1.8. (a) I1AHM)
3MiHa YNOBHOBaXXeHOI 0CObM 3asiBHUKA,
BiANOBIAa/IbHOI 3a chapmakoHariAg. [iroya
pepakuisi: JloitueHko OneHa BonogumupiHa.
MponoHoBaHa pegakuisi: Dr. Rudite Schillinger.
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3MiHa KOHTaKTHMX JaHnX YNOBHOBAaXXEHOT 0cobu,
BignoBigasIbHOI 3a hapMakoHarnsag.
BBefieHHs1 KOHTaKTHOI 0CO6U 3asBHUKA,
BiANOBIAa/IbHOI 32 hapMakoHarnisg B YkpaiHi.
MponoHoBaHa pepakuis: daHinosa Jlapuca
BonogumupisHa. BBeeHHSA KOHTAKTHUX AaHuX
KOHTaKTHOI 0CO6U 3asiBHMKA, BiAnoBigasibHOI 3a
hapmMakoHarnag B YKpaiHi.
3MiHa MicLe3HaxoMKeHHA MacTep-thalina cuctemm
thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iACHEHHSI OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnagy. 3minu | Tuny - AgMmiHicTpaTuBHI
3MiHW. BunyyeHHs BUPO6HMYOI AinbHAL
(BKovatoum ginbHuUL ans A®l, NnpoMixHoro
npoaykTy abo rotToBOro NikapcbLKoro 3acooy,
OiNbHULI ANA NPOBeAEeHHS NakyBaHHS, BUPOOHMKa,
BiANOBIAA/ILHOrO 3a BUNYCK Cepiit, MicLe
NpoBefEeHHs KOHTPOIO cepii) abo nocTavasnibHuKa
BMXifHOrO Martepiany, peareHTty abo A0NOMiXHOT
PEeyYOoBMHM (SKLLLO 3a3HAYEHO Y [OCHE).
BupaneHHs BUpO6GHWYOI finbHUL, BiANOBIA&ILHOT 3a
nepBUHHE Ta BTOPVHHE NakyBaHHS, BUNPOOYyBaHHS
KOHTPO/O SIKOCTI, BUNYycK cepii MN3 - d.XoddpmaHH-
Na Pow N1a (Bypwmiceer, 4303 KaiicepayrcT,
LLiBefiuapis. BBegeHHsA 3MiH NPOTAroM 6-Tu MicsLiB
nicns 3aTBepAKeHHs.
3MiHu | TURY - AgMIHICTPATUBHI 3MiHW. BunyyeHHs
BVMPOGHMYOT AinbHNL (BKIHOYAKYMN AiNMbHALI ANS
A®I, npomixXHOro NpoAykTy abo rotoBoro
NikapcbKoro 3acoby, AiNbHNL A8 NPpoBefeHHS
nakyBaHHs, BUPOGHMKa, BiAMNOBifa/IbHOTO 3a BUMYCK
cepiid, Mmicue NpoBeLEeHHS KOHTPOSIHO cepil) abo
noctayasibH1Ka BUXiAHOro maTepiasy, peareHTy abo
[OMOMDKHOT PEYOBMHM (SIKLLLO 3a3HAYEHO Y [OChE).
BuganeHHss BUpOGHWYOI AiNlbHUL, BiANOBIAAILHOT 3a
BUNPOBYBaHHA KOHTPO/IO AKocCTi M13 -
®.XohcpmaHH-/15 Poww JiTa. BBeAeHHs 3MiH
NPOTArom 6-Tv MicsILiB NicNs 3aTBEPAXKEHHS.

269.

POKCULE®

NOPOLLIOK A/1A
pO34nHY A5 iH'EKUINA
a6o iHdysiii 1,5 r; no
1 a60 10 chnakoHis y
KapTOHHI navu,i

AHTNGIOTMKN
CA

PymyHis

AHTUBIOTUKN
CA, PymyHis
(BTOpPUHHE
nakyBaHHs,
TeCcTyBaHHs,
BMNycK cepir);
CiHochbapm XKutoH
(LWeHbwkeH)
PapmacbioTuKan
Ko., 114., Kutain

PymyHis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
| Tuny - 3miHK Woao 6e3nekn/edpeKTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHn fo
y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHMX AaHUX NPo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0cobw,
Bi4NOBiga/IbHOI 3a 34iICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0cO6U 3 thapMakoHarnsay 3asBHUKa gns
3fiicHEHHs hapMakoHarnsay B YkpaiHi, AKL0 BOHA
BiMiHHA Bifl YNOBHOB&XEHOI 0CO6M, BiANOBIAa/IbHOI

3a
peyerimom

UA/18774/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
(BMpOGHMLTBO, 3a 3pjiicHeHHs hapMakoHaragy (Bkivatum
nepBuHHE Ta KOHTaKTHi flaHi) Ta/abo 3MiHW Yy PO3MILLLeHHI macTep-
BTOPVHHE (haiina cuctemu chapmakoHarnsgy) 3miHa
nakyBaHHS) KOHTaKTHUX JaHNX YNOBHOBaXXEHOT 0COOM 3asBHMKA,
BiANOBIAa/IbHOT 3a hapmakoHarnsag. 3MmiHa
KOHTaKTHUX JaHWUX KOHTaKTHOI 0CO6M 3as1BHYKA,
Bi4NoBiAa/IbHOI 32 dhapMakoHarnsa B YkpaiHi.
270. | CAKCEHOA® | po3yvH Ans iH'eKUil, A/T Hoso [JaHis KomnnekTyBaHHs, [JaHis BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/18651/01/01
6 mr/mn; no 3 mny Hopgick MapKyBaHHs Ta /CnonyueHi | TMny - 3MiHK Woao 6e3nekn/edeKkTMBHOCTI Ta peyenmom | nidsis2ae
KapTpuaxax, BTOPUHHE LWratn thapmakoHarnagy (iHwi 3MiHn)
BKNafEHNX y nakyBaHHs 3MiHV BHECEHO A0 IHCTPYKLIT 415 MeANYHOro
nonepegHsL0 roTOBOro 3acTOCyBaHHS MikapCbKoro 3acoby A0 po3ainy
3anoBHEHy NPoOAYKTY. "Cnoci6 3acTocyBaHHS Ta A03u" Wwoao
6araTogo3oBy CepTudikauis BUKOPWCTaHHA nonepeAHb0 3anoBHEHOT LUNPULL-
0iHOPa30BY LUMPULL- cepii. pyykun. BBeAeHHS 3MiH NpOTAromM 6-Tn Micsuis nicns
pyuky; mo 1, 3 a6o 5 A/T Hoso Hopagick, 3aTBEPAKEHHS.
nonepegHsL0 [JaHis; 3MiHu | TUNY - 3MiHKM Wopao 6e3nekn/eteKTUBHOCTI
3anMoBHEHI LWNpUL- Ta hapmakoHarnsagy (iHwi 3miHM) 3MiHM BHECEHO A0
PYYKM B KAPTOHHIl Brpo6HMLUTBO IHCTPYKL|i 415 MEAMYHOr0 3aCTOCYBaHHS
Kopobui NpOAYKTY, niKkapcbKoro 3acoby Ao po3sainy "OcobnnsocTi
HanoBHEHHA 3acTocyBaHHA" LWOAO acnipavii B NOEAHaHHI i3

KapTpuoKy Ta
KOHTPONb SIKOCTI
npoaykuii in bulk.
Bunyck cepii Ta
cepTudikauis.
A/T Hoso Hopgick,
[LaHist;

Brpo6HMLUTBO
NpPoOAYyKTY,
HanoBHEHHS
KapTpuapKy Ta
nepesipka SKOCTi
npoaykuii in bulk.
KomnnektyBaHHs,
MapKyBaHHA Ta
BTOPWHHE
nakyBaHHs
roToBOro
NPOAYKTY.
KoHTponb skocTi
npoaykuii in bulk
Ta roToBoro
NPOAYKTY.
Hoso Hopgick
dapmacbioTikan
IHgacTpis, /M.,

3arasibHOI aHecTesien abo rMMboKoK ceaalieto.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBepMKEHHS. 3MiHK | Tuny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. 3miHa
Y KOPOTKili XapakTepucTuL,i NikapcbKkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii 415 MegnyHoro
3aCTOCYBaHHA Ha MifcTasi perynspHo
OHOBJIOBAHOrO 3BITY 3 6e3neKkun NikapcbKoro 3acoby,
abo gocnigpkeHb 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3acoby B MicisipeecTpaviiiHvin nepioa,
ab0 AK pe3ynbTar OLiHKM 3BITY 3 AOCNIIKEHD,
npoBefeHNX BiANOBIAHO A0 NAaHy negiaTpuydHnX
pocnimkeHb (PIP) (3MiHy y3rogxeHo 3
KOMNETEeHTHUM YMOBHOB&XEHUM OpraHom) 3MiHu
BHECEHO [0 IHCTPYKLi 415 MeAnyHOro
3acTocyBaHHS Nikapcbkoro 3acoby Ao po3ainis
"Cnoci6 3acTtocyBaHHs Ta fo3n", "Mo6iuHi peakwi”
BiANOBIAHO [0 OHOBMEHOI iHGhopMaLii 3 6e3nekn
Ailo40i peyvoBrHHM 3rigHo 3 pekoMeHgauismu PRAC.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEpPMKEHHS. 3MiHu I Tuny - 3MiHu Wwoao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy. 3miHm
Y KOPOTKili XapakTepucTuL,i NnikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii 415 MeguyHoro
3aCTOCyBaHHS Yy 3B’AA3KY i3 HOBUMMW AaHUMU 3 AKOCTI,
OOKNIHIYHUMMW, KNIHIYHUMW JaHUMK Ta JaHMK 3
hapmakoHarnsgy - 3mMiHM BHECEHO [0 iHCTPYKLUIT Ans
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Peknam

n/n

Hassa
JliKapcbKO20

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

yBaHHs

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3acoby

CronyyeHi Wratn

hapmakoHarnagy - 3mMiHM BHECEHO [0 iHCTPYKUIT Ans

MeAMYHOro 3acTOCyBaHHA NikapCbKoro 3acoby Ao
po3ainis "®apmakonoriyHi BNacTmeocTi",
"Moka3aHHA" (pepakuiiiHi npasku), "Cnocio
3acTocyBaHHs Ta 403n" (pefakuiiiHi npasku).
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBePMKEHHS. 3MiHu Il Tuny - 3MiHu Wwoao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy. 3miHm
Y KOPOTKiiA XapaKTepucTuLi likapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta IHCTPYKLii 419 MeguyHoro
3aCTOCyBaHHS Y 3B’AA3KY i3 HOBUMMW AaHUMU 3 AKOCTI,
LOKNIHIYHUMMW, KNIHIYHUMW JaHUMU Ta JaHVMKY 3

MeAMYHOro 3acTOCyBaHHSA NikapCbKoro 3acoby Ao
po3ainy "Mo6iuHi peakuyii” woa0 onucy nobivHol
peakLii, a caMe K1LWKOBOI HenpoxiAHoCTi. BBeaeHHs
3MiH NPOTAroM 6-TW MIiCALB NicNs 3aTBEpPKEHHS.
3MiHu 1l TUny - 3MiHK Wopao 6e3nekn/ePeKkTUBHOCTI
Ta chapmakoHarnsgy. 3MiHW y KopoTkili
XapaKTepucTmLi NikapCcbkoro 3acoby, TEeKCTi
MapKyBaHHS Ta iHCTPYKLiT 4151 MeAnYHOro
3aCTOCYBaHHA y 3B’A3KY i3 HOBYMU JaHUMW 3 SKOCTI,
OOKNIHIYHUMMN, KNIHIYHUMW JaHUMK Ta JaHUMK 3
thapmakoHarnsagy - 3MiHM BHECEHO A0 IHCTPYKLUi Ans
MeAUYHOro 3aCToCyBaHHA NiKapcbKoro 3acoby Ao
po3ainy "Mo6iyHi peakuyii” woao onucy nobivHol
peakuii, a came Bucuny. BBegeHHs1 3MiH NpoTAromM 6-
TN MiCALIB NicNa 3aTBEPMAKEHHS

271.

CEJABIT®
EKCTPAKT
ryctumm

€KCTpaKT rycTuii
(cyb6eTaHuin)

y 604kax
nonimepHux gns
BUpOBGHULTBA
HecTepuIbHNX
nNikapcbknx hopm

NAT
"Tanuudpap
e

YKpaiHa

MNAT "Tannucapm”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3MiHu
| TUnNy - 3MiHK 3 AkocTi. A®l. CTabinbHICTb. 3MiHa
nepiogy NoBTOPHWUX BUMPOGYBaHb/nepiogy
36epiraHHa abo ymoB 36epiraHHa A®I (3a
BiICYTHOCTI Y 3aTBEpPIKEHOMY [0ChE cepTudikaTa
BIANOBIAHOCTI EBpoNeiichbkili hapmakonei, Lwo
BK/IlO4A€E nepiof, MOBTOPHOTO BUMPOOYBaHHS)
(nepiof NOBTOPHOrO BUNPOGYBaHHsA/Nepios,
36epiraHHs) - 36inblueHHs abo BBeAEHHS nepiogy
NOBTOPHOro BMNpo6yBaHHsA/nepiody 36epiraHHsA Ha
OCHOBI pe3ynbTaTiB AOC/IAKEHb Y peaslbHOMY Yaci.
BHeceHHs 3MiHW WoA0 36inbleHHs TepMiHy
npugatHocTti A®| CEAOABIT®EKCTPAKT rycTui,
EeKCTPaKT rycTuid (3 1 poky Ha 2 poku) NoB’si3aHo 3
0flePXXaHHSIM OHOB/IEHMX [aHUX 3 BUBYEHHS
cTabinbHocTi A®I. Pe3ynbTatu ctabinbHOCTI
NigTBEPLKYIOTb AKICTb NPOAYKTY BNPOAOBX 24
MicsiB.

6e3

nionsieae

UA/9342/01/01

UA/18257/01/01

272.

CEAA®ITOH
®

Kpanni opasibHi;
no 50 mny
doNakoHax CKASTHUX

MPAT
"®ITOPAPM

YKpaiHa

MPAT
"®ITOPAPM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
| TMny - AQMiHICTpPaTUBHI 3MiHW. 3MiHa

HalilMeHyBaHHs Ta/abo agpecu 3asBHVKa (B1acHWKa

peyenma
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
Ta noniMepHuXx, 3 peecTpauiiiHOro NocBigYeHHs) - 3MiHa agpecun
npo6kamu- 3asBHUKA. 3MiHN BHECEHO B PO3AiN
KpanenbHUuaMU, "Micue3HaxomKeHHs 3asBHMKA" B IHCTPYKLitO 415
KpyILLKaMm MeAMYHOro 3aCTOCYBaHHS NiKapCbKoro 3acoby.
noniMepHUMm 3 BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
KOHTPOMEM nepLuoro 3aTBEPKEHHS
BigKpnTTA, no 1
dhnakoHy B navui
273. | CENNCENT® | kancynu no 250 wr; TOB «Pouww Ykpaina Bupo6bHMLTBO ITania/ BHECEHHS 3MiH 4,0 peecTpaLiiHnx maTtepianis: 3MiHu 3a UA/6612/01/01
no 10 kancyny YkpaiHa» Hepo3dacoBaHol LLiBeiiuapis | Tuny - 3miHK 3 skocTi. A®I. BupobHuuTteo. 3miHa peyenmom
6nictepi; no 10 NPOAYKLUIT; BUPOBHMKA BUXIAHOTO/NMPOMIXHOro
6nicTepis y nakyBaHHs, NpoayKTy/peareHTy, WO BUKOPUCTOBYIOTbLCS Y
KapTOHHI navu,i BMNpPOGYBaHHSA BMPOGHMYOMY npoueci A®I, abo 3miHa BUPOGHUKa
KOHTPOJIO SIKOCTI: (BKItOYaroum, e Heo6XiAHO, Micue NPOBeAEeHHSs
[enbthapm KOHTPO/t0 sIKOCTi) ADI (3a BigCyTHOCTI cepTudpikaTa
Minano, C.P.J1., BiANOBIAHOCTI EBponelickkili hapmakonei y
ITanis; 3aTBEpXeHOMY A0Cbe)(iHLWi 3MiHW) - lonaBaHHsA
MakyBaHHS, BMpo6HMKa Livzon Group (Ningxia) Pharmaceutical
BWMNYCK Cepil: Co., Ltd. (Toushi Road West, 301 Provincial
& . XohpmaHH-/15 Highway South, Pingluo Industrial Park, Shizuishan,
Pow NTp, Ningxia, 753400, People’s Republic of China), sik
LLiBeiiuapis; BMPO6GHMKA NPOMDKHOTO MPOAYKTY, L0
Bunyck cepii: BUKOPUCTOBYETLCA A1 BUPOOHMLUTBa ADI
®.XothpmaHH-/15 ModheTuny MikodeHonar. Takox A0 po3giny
Pow NiTg, 3.2.5.2.1, 3a9BHMKOM BHOCATbCS BMPOGHMKM Kiyan
LLiBeiiuapis Pharma Co., Ltd, Japan Ta Olon, S.p.A., Italy, siki €
3aTBEPAKEHVMI NOCTaYaIbHUKAMU NMPOMIKHOTO
npoaykTy. BBeMXEHHS 3MiH MPOTAroM 6-Tv MicsILiB
nicnsa 3aTBepmXeHHs. 3MiHu | Tuny -
ALMIHICTpaTUBHI 3MiHWN. BunyyeHHs1 BUPO6HUYOT
OiNbHULI (BKAOYaoun ginbHULi ans Adl,
NPOMDXHOro NPOAYKTY abo roToBoro nikapcbKoro
3aco6y, AiNbHULI 415 NPOBeAEHHST NaKyBaHHS,
BMPOGHMKA, BiAMOBIAaILHOMO 3a BUMYCK Cepiil, MicLe
NpoBeAEeHHS KOHTPOJIO cepii) abo nocTavasnbHUKa
BMXifHOro martepiany, peareHTty abo A0NOMiXHOT
PEeYOoBMHM (SIKLLIO 3a3HAYEHO Y [OCLE) - BunyyeHHs
BMPOGHMKa Ajto4oi pevoBrHn ModheTnny
mikodpeHonart: Roche Ireland Ltd., Ireland.
3anunwalTbCsa anbTepHaTUBHI BUPOOHUKM Aitoyol
peyosuHu: F. Hoffmann-La Roche Ltd, Switzerland
Ta F.I.S. Fabbrica Italiana Sintetici S.p.A., Italy.
BBemKeHHs 3MiH MPOTAroM 6-Tv MicAUiB nicns
3aTBEPAKEHHS.

274. | CUAOKAPL TabneTtkn no 4 wmr; AT Ykpaina AT "KMIBCbKIW Ykpaina BHECEHHS 3MiH 4,0 peecTpaLiiHnx maTtepianis: 3MiHu 3a UA/16389/01/02
no 10 Tabnetok y "KUIBCbKW BITAMIHHUIA I Tuny - 3miHn 3 AkocTi. CepTudpikat peyenmom
6nictepi; no 3 n 3ABO4" BignosigHOCTI/IE-cepTudpikat BignosigHOCTI
6nictepn y nayui BITAMIHHU €Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

" 3ABOL"

HOBOro abo OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI
ab60o BUy4YeHHs cepTudpikarta BigNoBiAHOCTI
€Bponeiicbkiii hapmakonei: ans A®I; ana BuxigHoOro
mMarepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BMKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - HoBuii cepTudikar Big,
BXe 3aTBepA)KeHOro BUpPo6HuKa - MNMogaHHsA HOBOro
CEP 2017-021-Rev 01 (3aTBepgxeHo: DMF) ans
Ailo40oi peyoBrHN MoNCUgOMIH Bif 3aTBEPXEHOrO
BMpo6HMKa ZAKLADY FARVACEUTYCZNE
POLPHARMA S.A.,Poland (6yno - Ipochem Sp.z
0.0., Poland).

275.

CUJOKAP],

Tabnetku no 2 mr;
no 10 TabneTtok y
6nicTepi; no 3
6nictepn y nayui

AT
"KNIBCbKW
"
BITAMIHHM
" 3ABOA"

YKpaiHa

AT "KNIBCbKIN
BITAMIHHUI
3ABOA"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu
| TMny - 3miHK 3 AkocTi. CepTucpikat
BignosigHocTi/l E-cepTudikar BignosigHoCTI
€Bponelicbkiin hapmakonei/MoHorpadii. MogaHHsA
HOBOro abo OHOB/EHOTO cepTudlikarta BifgnoBigHOCTI
abo BuNy4YeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkili hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPVCTOBYIOTbCS Y BUPObHUUTBI ADI; ans
[LOMOMDKHOT peyoBMHU (cepTudikaT BiANOBILHOCTI
€Bponelicbkin hapmakonei) - Hosuii ceptudikar Big,
BXe 3aTBepAKeHOro BUpPOobHWKa - MNogaHHsA HOBOro
CEP 2017-021-Rev 01 (3aTBepmxeHo: DMF) ans
Aio40oi peyoBrHN MONCUAOMIH Bif 3aTBEPIKEHOrO
BMpo6HMKa ZAKLADY FARVACEUTYCZNE
POLPHARMA S.A.,Poland (6yno - Ipochem Sp.z
0.0., Poland).

3a
peyenmom

UA/16389/01/01

276.

CUMBIKOPT
TYPBYXANE
P

NOPOLLIOK A/1A
iHransiin,
[030BaHuit, no 80
MKr/4,5 MKr/po3sa, no
60 no3 a6o no 120
[03 Y N1acTMKoBOMY
iHranaTopi; no 1
iHranaTopy B
KapTOHHI KopoobLi

AcTpa3eHek
a Ab

LBeuis

BUTOTOBJIEHHSA,
HarnoBHEHHS,
KOHTPO/b SIKOCTI,
MapKyBaHHs,
BTOPUHHE
nakyBaHHs Ta
BUNYCK cepi:
AcTpa3eHeka Ab

Lseuis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
| TMny - 3miHn 3 AkocTi. CepTudpikat
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTudpikata BiANOBIAHOCTI
abo BuNy4YeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkiii hapmakonei: ana A®l; ans BuxigHoro
mMaTtepiany/peareHTy/MpoMbKHOro NPOAYKTY, Lo
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI AdDI; ans
[OMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€Bponelicbkiit hapmakonei) - HoBuii cepTudikat Big,
BXE 3aTBEPXEHOro BUPOOHMKA - NOJaHHS HOBOTO
ceptudikaty signosigHocTi EP CEP R1-CEP 2016-
043-Rev 01 ana gitoyoi pevoBuHn Budesonide Big,
BXe 3aTBepKeHoro BnupobHmnka ASPEN OSS B.V.,
HigepnaHgun. 3miHn | Trny - 3MiHW 3 SIKOCTI.
CepTudpikat signosigHocTi/lE-cepTucpikat
BiANOBIAHOCTI E€BpoNenchbkili

3a
peyenmom

UA/5433/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOBJIEHOTO cepTudikaTa BifnoBigHOCTI a0
BUyYEHHA cepTudpikaTta BiANOBIAHOCTI
€Bponeiicbkin hapmakonei: ana A®l; ans BuxigHoro
mMaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCA Y BUPOOHULTBI ADI; ans
[LOMNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkii hapmakonei) - HoBuii cepTudikar Big,
BXE 3aTBEPKEHOro BUPOOHMKA - NOJAaHHSA HOBOTO
cepTudiikaTy BignoBigHOCTI €BpoNenchbkili
thapmakonei Ne R1-CEP 2010-190-Rev 03 ansa
Aitoyoi pevosrHN Budesonide Big, Bxe
3aTBepxeHoro BupobHuka Minakem Dunkerque
Production, ®paHuisi. 3MiHuK | TUNY - 3MiHKX 3 AKOCTI.
CeprtudpikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI E€BpONechbkili
hapmakonei/MoHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOrO cepTudikara BifnosigHOCTi a6o
BU/yYEHHS cepTudpikaTta BiANOBIAHOCTI
€Bponeiicbkii hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPoAyKTY, Lo
BUKOPWCTOBYIOTBLCS y BUPOOHNLTBI ADI; ans
[LOMOMDKHOT peyoBMHU (cepTudikaT BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) - HoBwii cepTudikar Big,
BXe 3aTBEePA)KEHOro BUPO6HWMKa - MOJaHHA HOBOTO
cepTudikaty signosigHocTi CEP RO-CEP 2021-491-
Rev 01 ansa gitoyoi pevoBuHn Budesonide Big, Bxe
3aTBepmxeHoro BupobHuka ASPEN OSS B.V.,
Higepnanan

2717.

CUAMBIKOPT
TYPBYXATNE
P

NOPOLLIOK A/1A
iHranauin,
[030BaHwii, no 160
MKr/4,5 MKr/go3a; no
60 no3 a6o no 120
[103 y NNacTUKOBOMY
iHranaTopi; no 1
iHransTopy B
KapTOHHIlA KOpooLi

AcTpa3eHek
a Ab

Lsewis

BUIOTOB/IEHHS,
HanoBHEHHS,
KOHTPO/b SIKOCTI,
MapKyBaHHs,
BTOPWHHE
nakyBaHHs Ta
BWMNYCK cepil:
AcTpa3eHeka Ab

Lsewis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
| Tuny - 3miHK 3 skocTi. CepTudikat
BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
€sponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI
ab60 BUy4YeHHs cepTudpikarta BigNoBiAHOCTI
€Bponeiicbkinn hapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYHOTbCS Y BUPO6HMLTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkii hapmakonei) - HoBuii cepTudikar Big,
BXe 3aTBepA)KeHOro BUpPO6HMKa - NofaHHA HOBOrO
ceptudikaty BignosigHocTi EP CEP R1-CEP 2016-
043-Rev 01 gns gitoyoi pevoBrHN Budesonide Big,
BXe 3aTBeppKeHoro BupobHuka ASPEN OSS B.V.,
Higepnarngn. 3miHn | Tuny - 3MiHM 3 SKOCTI.
CepTtudpikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBponechbkili
dhapmakonei/moHorpadii. NMogaHHs HoBoro abo

3a
peyerimom

UA/5433/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

OHOBJ/IEHOrO cepTudikaTa BignoBigHOCTIi abo
BU/TyYEHHs cepTudikaTa BignosigHOCTI
€Bponeiicbkiii hapmakonei: ans A®I; ana BuxigHoOro
mMarepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BMKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - HoBuii cepTudikar Big,
BXe 3aTBepA)KeHOro BUpPO6HMKa - MofaHHA HOBOTO
cepTudikaTy BignoBigHOCTI €EBponeichbkili
chapmakonei Ne R1-CEP 2010-190-Rev 03 gns
nitoyoi pevoBuHY Budesonide Big, Bxe
3arBepxeHoro supobHuka Minakem Dunkerque
Production, ®paHuis. 3miHu | Tvny - 3MiHK 3 AKOCTI.
CepTudpikat BignosigHocTi/lE-cepTudpikat
BiNOBIAHOCTI €BpONeEliChkilt
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOBJIEHOTO cepTudikaTa BifnoBigHOCTI a0
BUyYEHHA cepTudpikaTta BiANOBIAHOCTI
€Bponeiicbkin hapmakonei: ana A®l; ans BuxigHoro
mMaTtepiany/peareHTy/nMpoMbKHOIo NPOAYKTY, WO
BMKOPWCTOBYIOTbCA Y BUPOOHULTBI ADI; ans
[L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiil hapmakonei) - HoBuii cepTudikar Big,
BXe 3aTBEep)KEHOro BUPOGHHMKA - MOLaHHA HOBOTO
ceptudikaty BignosigHocTi CEP RO-CEP 2021-491-
Rev 01 ansa pitoyoi pevoBuHN Budesonide Big, Bxe
3aTBEpAKeHoro Bmpo6Hnka ASPEN OSS B.V.,
Higepnanamn

278.

C/MBIKOPT
TYPBYXATNE
P

NOPOLLIOK A”A
iHransauin,
[[030BaHuiA, no 320
MKr/9,0 Mkr/fo3a; no
60 fo3y
nnacTyKoBoMy
iHranatopi; no 1
iHransTopy B
KapTOHHIA Kopoo6Li

AcTpa3eHek
a Ab

Lseuis

BUIOTOBJIEHHS,
HarnoBHEHHS,
KOHTPO/b SIKOCTI,
MapKyBaHHS,
BTOPUHHE
nakyBaHHS Ta
BUNYCK cepi:
AcTpa3eHeka Ab,
LLiBeuis

LLseuis

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu
| TMny - 3miHK 3 AkocTi. CepTudcpikat
BignosigHocTi/l E-cepTudikar BignosigHoCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOTO cepTudikarta BifnoBigHOCTI
abo BuNy4YeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkii hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPVCTOBYIOTbCS Y BUPObHUUTBI ADI; ans
[LOMOMDKHOT peyoBMHU (cepTudikaT BiANOBIAHOCTI
€Bponelicbkin hapmakonei) - Hosuii ceptudikar Big,
BXe 3aTBepPA)KEHOro BYUPO6HWMKa - MOJaHHA HOBOTO
cepTugikaty signosigHocTi EP CEP R1-CEP 2016-
043-Rev 01 gns gitoyoi pevosrHn Budesonide Big,
BXe 3aTBepaxeHoro BupobHuka ASPEN OSS B.V.,
HigepnaHgun. 3miHn | Tmny - 3MiHW 3 SKOCTI.
CeprtudpikaT BignosigHocTi/l E-cepTudikart
BiAMNOBIAHOCTI EBpoNechbkili
hapmakonei/moHorpadii. NMoaaHHsa HoBoro abo
OHOBJ/IEHOrO cepTudikara BifnosigHOCTi a6o

3a
peyenmom

UA/5433/01/03
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

BU/yYEHHS cepTudpikaTta BiANOBIAHOCTI
€Bponeiicbkii hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPoAyKTY, Lo
BUKOPWCTOBYIOTBLCS Y BUPOOHNLTBI ADI; ans
[LOMOMDKHOT peyoBMHU (cepTudikaT BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) - HoBwii cepTudikar Big,
BXe 3aTBEePA)KEHOro BUPO6HWMKa - MOJaHHA HOBOTO
cepTudikaTy BignoBigHOCTI EBponechkili
apmakonei Ne R1-CEP 2010-190-Rev 03 ansa
aitoyoi pevoBrHN Budesonide Big, Bxe
3aTBepKeHOro BUpo6Hrka Minakem Dunkerque
Production, ®paHuis. 3miHu | Tuny - 3MiHK 3 AKOCTI.
CepTtudpikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBponeiichbkili
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOrO cepTudikaTa BignoBigHOCTI abo
BU/TyYEHHs cepTudikaTa BignosigHOCTI
€Bponeiicbkiii hapmakonei: ans A®I; ana BuxigHoOro
mMarepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BMKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[0MNOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - HoBuii cepTudikar Big,
BXe 3aTBepA)KeHOro BUpPO6HMKa - MofaHHA HOBOTO
ceptucpikaty BignosigHocTti CEP RO-CEP 2021-491-
Rev 01 ans gitoyoi peyoBmHy Budesonide Big, Bxe
3aTBepaxeHoro BupobHuka ASPEN OSS B.V.,
Higepnangm

279.

CUHIYNAP®

TabneTku XyBasbHi
no 5 mr; no 14
TabneTtok y 6nictepi;
no 2 6nictepu B
KapTOHHIlA KOpooLi

OpraHoH
CeHtpan Ict
6X

LLiBefiuapis

Brpo6HMK
Hepo3acoBaHol
npoayKuii,
nepBuHHa Ta
BTOPUHHA
yrnakoBkKa,
KOHTPO/b SIKOCTI:
OpraHoH ®apma
(UK) Nimites,

Benuka BpuTaHis;

MNepBuHHa Ta
BTOPUHHA
ynakoBka,

KOHTPO/b AKOCTI,
[03BIiN Ha BUMYCK

cepil: Mepk Wapn

i Joym B.B.,
Higepnangu;
[o3Bin Ha B1NycK
cepii: OpraHoH

XelicT 6B, Benbria

Benuka
BpuTaHis/
HigepnaHngm
/ Benbris

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHn
| TMny - 3MiHK Wopao 6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu o
y3arasibHeHUX JaHnx Npo cucTemy chapmakoHarnsgy
(BBEAEHHS y3araslbHEHVX AaHUX Npo cuctemy
thapmakoHarnagy, 3MiHa ynoBHOBaXXeHOi ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHS hapMakoHarnsaay;
KOHTaKTHOI 0cobu 3 chapmakoHarnagy 3asBHuka Ans
3fjificHeHHs hapmMakoHarnsay B YKpaiHi, AKLLO BOHA
BiAMIHHA BiJ YNOBHOBaXeHOI 0cobu, BignoBigasibHOT
3a 3[jiicHeHHs1 hapMakoHarnsay (Bk4akum
KOHTaKTHI AaHi) Ta/abo 3MiHM Y pO3MIiLLEeHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) - 3miHa
KOHTaKTHUX JaHKX YMOBHOBaXXEHOT 0CO6M 3asBHMKA,
BiANOBIAaUIbHOI 3a dpapmakoHarnag. 3MiHa
KOHTaKTHUX AaHVX KOHTaKTHOT 0CO6Y 3asBHNIKA,
BignoBigasIbHOI 3a hapMakoHarnsag B YkpaiHi.
3MiHa MicLe3HaxomkeHHs MacTep-halina cucremm
hapmakoHarnsgy. 3miHa micus 34iCHeHHS
OCHOBHOI AisNbHOCTI 3 hapmakoHarnsgy.

3a
peyenmom

UA/10208/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
280. | CUHIYNAP® | Tabnetku XyBasbHi OpraHoH LLiBefiuapis Brpo6HMK Benwuka BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHn 3a UA/10208/01/01
no 4 wmr; no 14 CeHTpan Ict Hepo3acoBaHol BpuTanis/ | Tuny - 3miHK Woao 6e3nekn/edheKTUBHOCTI Ta peuyenmom
Tabnetok y 6nictepi; 6X npoaykKuii, Higepnangm thapmakoHarnagy. BeegeHHs abo 3miHu o
no 2 6nictepu B nepBuHHa Ta / Benbrisa y3ara/ibHeHUX JaHnx Npo cucTemy chapmakoHarnsgy
KapTOHHI KOpo6L BTOPVHHA (BBEAEHHS y3araslbHEHVX AaHUX Npo cuctTemy
ynakoBka, hapmakoHarnsgy, 3MmiHa yrnoBHOBaXeHoi ocobu,
KOHTPO/b AKOCTI: BiANOBIAA/IbHOI 3a 34iiCHEHHS hapMakoHarnsaay;
OpraHoH ®apma KOHTaKTHOI 0co6u 3 hapMakoHar/say 3asBHuKa ans
(UK) Nimites, 3ailicHeHHA hapMakoHarnagy B YkpaiHi, K0 BOHa
Benuka BpuTaHis; BiAMIHHA BiJ YNOBHOBaXeHOI 0cobu, BifnoBigasibHOT
MepBuHHA Ta 3a 34ilicHeHHs dhapmakoHarnsgy (BKiyaoum
BTOPUHHA KOHTaKTHI AaHi) Ta/abo 3MiHM Y pO3MiLLEeHHI MacTep-
ynakoBka, thaiina cuctemu chapmakoHarnsgy) - 3miHa
KOHTPO/b SIKOCTI, KOHTaKTHUX JaHVX YNOBHOBaXXEHO! 0CO6M 3asBHMKA,
[03BIiN Ha BUMYCK BiANOBIAaU1bHOI 3a dhapmakoHarnag. 3MiHa
cepii: Mepk Wapn KOHTaKTHUX JaHWX KOHTaKTHOI 0CO6M 3asBHNKA,
i Joym B.B., BignoBigasIbHOT 3a hapMakoHarnsag B YkpaiHi.
HigepnaHaw; 3MiHa MicLe3HaxokeHHs MacTep-chalina cucremm
[o3Bin Ha B1NycK hapmakoHarnsagy. 3miHa micus 34iACHeHHS
cepii: OpraHoH OCHOBHOI AisiNbHOCTI 3 hapmakoHarnsay.
XeWcT 6B, Benbria
281. | CIMIAOHA Tabnetku no 6,5 mr; Amakca Jitg, Benvka BVMPOGHMLTBO 3a LLiBefiuapis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu Ges UA/14581/01/01
YHO no 30 TabneTok y BpuTaHis NOBHUM LUK/IOM: | TMNy - AgMiHICTpaTUBHI 3MiHWU. BunyyeHHs peuyenma
6nicTepi; no 1 a6o 3 Makc Liennep BVMPOGHWYOI AinbHNL (BKIHOYAKOUN AinbHALI 4NN
6nictepu B 3b0He AT, A®I, npomixXHOro NPoAyKTy abo rotoBoro
KapTOHHIlA KOpooLi LLieiiuapis; niKkapcbKoro 3acoby, AinbHULI 415 NPOBEeAEHHS
nakyBaHHs, BUPO6HWKa, BiANOBifaIbHOTO 3a BUMYCK
anbTepHaTUBHWI cepiid, Mmicue NpoBefeHHs KOHTPOs0 cepil) abo
BUPOBHMK: nocTavasibHVKa BUXigHOro martepiany, peareHty abo
KOHTPO/b SKOCTI: [ONOMDKHOT PEYOBMHU (SIKLLLO 3a3HAYEHO Y OOCHE).
Nab6op LlonniHrep 3MiHN CTOCYHOTbCS BUTYYEHHS a/lbTEPHATUBHOI
AT, LLseliuapist; BMPOBHMYOT AiNbHULL, BiANOBILaIbHOI 38 NepBUHHE
nakyBaHHs (pacyBaHHs), BTOPUHHE NakyBaHHS,
a/lbTepHaTUBHUI MapkyBaHHs Coro dnopgic IHTepHeLwHN
BUPOBHMK: Csit3epneHg CA (Soho Flordis International
KOHTPO/b Cepiii: Switzerland SA), ockinbkn gaHa BUpoGHUYa
IHTepnabop benn AinbHMUA He Byfe BUKOPUCTOBYBaTUCS AK
AT, Wseliuapis anbTepHaTVBHWI BUPOOHWK ANs1 MOCTa4YaHHA B
YkpaiHy. Bupo6Huik, Lo 3aniwaeTbes Makc Liennep
3boHe Al (Max Zeller Sohne AG), BUKOHYE Ti X
yHKil, Wo i BUnyyeHmin Coro ®nopgic IHTepHeLHn
Cgit3epneHg CA (Soho Flordis International
Switzerland SA).
282. | CIMIOOHA Tabnetkun no 13 mr; Awmaxkca T4 Benuvka BUPOGHMLTBO 3a LLiBeiiuapis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu 6e3 UA/14582/01/01
POPTE no 30 TabneTok y BpuTtaHis NMOBHUM LMK/IOM: | Tuny - AgMiHICTpaTVBHI 3MiHU. BunyyeHHs peyenma

6nicTepi; no 1 a6o 3
6nictepu B
KapTOHHI/ Kopobui

Makc Lennep
3boHe AT,
LLiseiiuapis;

BVMPOGHMYOI AinbHNL (BKIHOYAKUMN AiNMbHAL ANS
A®I, NpomiXHOro NpoAykTy abo rotToBoro
NiKapCcbKoro 3acoby, AiNbHNLI AN NPoBefeHHS
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
nakyBaHHs, BUPOOHMKa, BiAMNOBiga/IbHOTO 3a BUMYCK
anbTepHaTUBHWIA cepiid, Mmicue NpoBefEeHHS KOHTPOSIHO cepil) abo
BUPOBHMK: nocTavasibHVKa BUXigHOro martepiany, peareHty abo
KOHTPO/b AKOCTI: [LOMOMDKHOT PEYOBMHY (SIKLLLO 3a3HAYEHO Y AOCHE) -
Na6op LlonniHrep BunyyeHHs1 anbTepHaTUBHOT BUPOBHWNYOI AiNbHUL,
AT, Weeliuapis; BiANOBIAA/IbHOI 3@ NepBUHHENaKyBaHHS
(chacyBaHHS1), BTOPMHHE NaKyBaHHS, MapKyBaHHS
anbTepHaTUBHWIA Coro ®nopgic IHTepHelwwHn CeiT3epneHs CA (Soho
BUPOBHMK: Flordis International Switzerland SA), ockinbku faHa
KOHTPO/b Cepili: BMPOBHUYA AinbHULA He Byae BMKOPUCTOBYBATUCS
IHTepnabop benn AK anbTepHaTUBHWIA BUPOBHMK 415 NOCTavyaHHA B
AT, Weeliuapis YkpaiHy. BUpo6Huik, Lo 3anvwaeTbes Makc Liennep
3boHe Al (Max Zeller Sohne AG), BUKOHYE Ti X
yHKil, Wo i BunyyeHuin Coro ®nopgic IHTepHeLwHn
Cgit3epneHg CA (Soho Flordis International
Switzerland SA).
283. | CIPHAHA Ma3b 33 %, 401y MPAT Ykpaina MPAT Ykpaina BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu 6e3 niosnsieae UA/8061/01/01
MA3b Ty6ax "®ITOPAPM "®ITOPAPM" | Tuny - AgMiHiCTpaTWBHI 3MiHW. 3MiHa peyenma
MPOCTA " HalilMeHyBaHHS Ta/abo agpecu 3asBHMKa (BNnacHuKa
peecTpauiiiHoro noceig4eHHst). 3miHa
MiCLie3HaXOMKEHHS 3asBHMKA. 3MiHN BHECEHO B
IHCTPYKLUiO [N151 MeANYHOTO 3aCTOCYBaHHS
nNiKapcbKoro 3acoby y po3ain "Micue3HaxomKeHHs
3asBHVKA".
284. | CoOnogku cupon, 250 mr/5 mn; My6niyHe Ykpaina My6niyHe Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 6e3 UA/3359/01/01
KOPEHSA no 100 mny akuioHepHe akuioHepHe | TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peuenma
cupPon thnakoHi; no 1 TOBapUCTBO TOBapuCTBO hapmakoHarnagy (iHwi 3MiHn).
NakoHy 3 JTOXKOH "HaykoBo- "HaykoBo- 3MiHM BHECEHO B TEKCT MapKyBaHHS NepBUHHOI
[03YBa/IbHOK B BMPOGHUYNIA BMPOGHUYNIA (NyHKT 6) Ta BTOpUHHOI (NyHKTK 3, 5, 7, 17) ynakoBoK
naJui; no 200 mny LEeHTP LEeHTP niKapcbKoro 3acoby, a TakoX BUy4YeHO
donakoHi; no 1 "bopLuariscb "BopLyariBcbKuii iHhopMmawito, 3a3HayYeHy pocilicbkol MOBOK Ta
oNakoHy 3 JTOXKKOH KWiA Ximiko- XiMiKO- BHECEHO He3HauHi pefakuiiiHi npasku. 3miHa y
[03yBa/IbHOKO B thapmauesT hapmavLeBTUYHWi 3B'A3Ky YTOUHEHHS BUKaAEeHHS po3ainy "foaaTkosa
naJui; no 100 mny NYHWI 3aBog” iHhopmauis. Al-1. Ynakoka" MKA Ta po3giny
6aHuUi; no 1 6aHLui 3 3aBog" 3.2.P.7. TepMiH BBeEHHS 3MiH NPOTArom 6 MicsLis
JIOXKOI nicns 3aTBEPOXEHHS.
[103yBa/IbHOIO B
nauui
285. | COPA®EHAT | Tabnetku, BKpUTI Hatko IHgis Hatko ®apma IHgis BHECEHHS 3MiH 4,0 peecTpaLiiHnx maTtepiasiB: 3MiHK 3a UA/20265/01/01
nNiBKOBOO $apma Nimitep | Tuny - 3miHK Woao 6e3nekn/edpeKTBHOCTI Ta peuyenmom
06010HKOt0 Nno 200 Nimiten hapmakoHarnsagy (iHwi 3mMiHun) - 3MiHW BHECEHO B

mr; no 120 TabneTtok
y thnakoHi, no 1
hnakoHy B
KapTOHHI KOpoo6L;
no 10 Tabnetok y
6nictepi, no 6
6nicTepis B

TEKCT MapKyBaHHS1 BTOPUHHOT YNakoBKW /iKapCbKOro
3acoby y nyHktn 3, 8, 12, 13, 17 Ta B TEKCT
MapKyBaHHs NepPBMHHOT YNakoBKM y NyHKTU 3, 4, 6.
BBegeHHS 3MiH NPOTArom 6-Tu MicALiB nic/s
3aTBepAKEHHSA
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

nocsBi0OYeHHs

KapPTOHHI KOpooOLii

286.

cnnetT
ETUNOBUAN
70%

po3uuH Ans
30BHILUHLOTO
3acTtocyBaHHA 70 %;
no 100 mny
hnakoHax

MNAT
"Tannudap
M

YKpaiHa

MAT "lanuudapm”

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu
| Tuny - AAMiHICTpaTWBHI 3MiHU. BunyyeHHs
BVMPOGHMYOT AinbHNL (BKIHOYAKYMN AiNMbHALI ANS
A®I, NpoMiXHOro NpoaykTy abo rotoBoro
NiKapcbKoro 3acoby, AiNbHNL AN NPoBefEHHS
nakyBaHHs, BUPOOHWMKa, BiAMNOBifaSIbHOTO 3a BUMYCK
cepiid, MmicLe NpoBeLieHHSI KOHTPOSIHO cepil) abo
noctayasibH1Ka BUXiAHOro maTepiasty, peareHTy abo
[L0MOMIXHOT PEYOBVHY (SIKLLLO 3a3HAYEHO Y AOCHE)
BU/yYeHHs BUpobHuka A®lI ETAHOJ1 BupobHULTBa
AN cnnpToBOi Ta Nikepo-ropinyaHoi NPOMMCIOBOCTi
"YkpcnupT", Ykpaina. 3minu Il Tuny - 3MiHn 3 SKoCTi.
A®I. BUpo6HMLTBO. 3MiHa BUPOGHMKA
BWXifHOro/MPOMKHOro NpoAyKTy/pearenTy, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHUYOMY npoLeci AdI,
ab0o 3MiHa BMPOOHUKa (BK/THOYatoun, Ae HeobXigHo,
MicLe NpoBefeHHs KOHTPOsIo skocTi) APl (3a
BiACYTHOCTI cepTudikaTa BifnoBigHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepakeHoMy
Locbe)(BBEAEHHS HOBOro BUPOGHNKa AdI 3
HagaHHAM macTep-gaiina Ha A®l) - BBeAEHHS
anbTepHaTMBHOIO BUpobHuka A®I ETAHOI,
BMpO6HMLUTBA TOB «CnnpToBuii 3aBog, «/lonatuH»,
Ykpaina. 3minu Il Tuny - 3MiHu 3 sxkocTi. AdI.
Bupo6bHMLTBO. 3MiHa BUPO6HMKA
BWXifHOro/MpOMKHOro NpoAyKTy/pearenTy, Lo
BVIKOPVCTOBYIOTHCS Y BUPOOHUYOMY npoLeci AdI,
abo 3MiHa BMPOOHUKa (BK/THOYatoun, fe HeobXigHo,
MicLie NpoBefeHHs KOHTPOsIO skocTi) APl (3a
BiICYTHOCTI cepTudikaTta BifnoBigHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepakeHoMy
[ocbe)(BBEAEHHS HOBOroO BUPOGHNKa AdI 3
HagaHHAM macTep-gaiina Ha A®l) - BBeAEHHS
anbTepHaTMBHOIO BUpobHuka A®I ETAHOI,
BMpo6HMLUTBa TOB «CnmnpTtosuii 3aBog «Cyxoa0nun»,
YKpaiHa.

3a
peyenmom

UA/13561/01/01

287.

cnnuetT
ETUNOBUAN
96%

po34nH Ans
30BHILUHLOTO
3acTocyBaHHA 96 %;
no 100 mny
hnakoHax

MNAT
"Tannudgpap
o

YKpaiHa

MAT "lranuudapm”

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu
| Tuny - AgMiHICTpaTVBHI 3MiHU. BunyyeHHs
BVMPOGHMYOT AinbHNL (BKIHOYAKUMN AiNMbHAL ANS
A®I, NpomiXHOro NpoAykTy abo rotToBoro
NiKapcbKoro 3acoby, AiNbHNL AN NPoBefeHHS
nakyBaHHs1, BUPOGHMKa, BiNOBIAa/IbHOMO 3a BUMYCK
cepiid, Micue NpoBefeHHSI KOHTPOSIHO cepil) abo
nocTtavasibH1Kka BUXiAHOro MaTepiasy, peareHTy abo
[OMOMDKHOT PEYOBMHM (SIKLLLO 3a3HAYEHO Y [OCHE)
BunyueHHs Bupo6Hvka A®l ETAHOJ1 BUpo6HuLTBa
Al cnnpToBOi Ta Nikepo-ropiaiyaHoi NPOMMCIOBOCTi

3a
peyenmom

UA/13561/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

"YkpcnupT", Ykpaina. 3minu Il Tuny - 3MiHn 3 SKocCTi.
A®I. BUpo6HMLTBO. 3MiHa BUPOGHMKA
BUWXifHOro/NPOMKHOro NPoAyKTy/pearenTy, Lo
BUKOPWCTOBYIOTLCSA Y BUPOOHNYOMY npoueci Adl,
ab6o 3miHa BUpoOHWMKa (BKIHOHaKUn, ae HeobxiaHo,
MicLe NpoBefeHHs KOHTPOsIo sakocTi) APl (3a
BiICYTHOCTI cepTudikaTta BifnoBigHOCTI
€Bponelicbkii hapmakonei y 3aTBepaXeHoMy
Locbe)(BBEAEHHS HOBOro BUPOGHNKa AdI 3
HagaHHAM macTep-ghaiina Ha A®l) BeegeHHs
anbTepHaTUBHOro BUpo6Huka A®l ETAHO/,
BMPO6HMLTBA TOB «CnnpToBwMii 3aBos «/lonaTuH»,
Ykpaina. 3minu Il Tuny - 3MiHn 3 sxkocTi. AdI.
Brpo6HMUTBO. 3MiHa BUPOOHUKA
BUWXifHOro/NPOMKHOro NPoAyKTy/pearenTy, Lo
BUKOPWCTOBYIOTLCSA Y BUPOOHNYOMY npoueci Adl,
ab6o 3miHa BUpOOHWMKa (BKIHOHaKUn, ae HeobxiaHo,
MicLe NpoBefeHHs KOHTPOsIo sakocTi) APl (3a
BiICYTHOCTI cepTudikarta BifnoBigHOCTI
€Bponelicbkiii hapmakonei y 3aTBepaXeHoOMy
Locbe)(BBEAEHHS HOBOro BUPOGHNKa AdI 3
HagaHHAM macTep-ghaiina Ha A®l) BeegeHHs
anbTepHaTUBHOro BUpo6Huka A®l ETAHO/,
BUMPOGHMLTBa TOB «CnnpToBwuii 3aBos, «Cyxoa0nu»,
YKpaiHa.

288.

CYBETTA

Tabnetku no 20

TabneTtok y 6nictepi;
no 1 a6o 2 6nictepu
Y KapTOHHili kopobLi

TOB
"MaTtepia
Megvika-
YKpaiHa"

YKpaiHa

3AT CaHToHiKa

JlntBa

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu
| Tuny - 3miHK Wwoao 6e3nekn/edekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX JaHnx Npo cucTemy dhapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX NP0 cucTemy
hapmakoHarnsgy, 3MiHa ynoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEHH:A hapMmakoHarnsay;
KOHTaKTHOI 0Co6YM 3 thapmakoHarnsagy 3asBHuka anas
3piicHeHHs hapMakoHarnsgy B YkpaiHi, SKL0 BOHA
BigMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifnoBiganbHOI
3a 3AjiicHeHHs hapmakoHarnagy (Bkiyatoun
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) - 3miHa
YNOBHOB&XXEHOI 0CO6U 3asBHMKA, BifNoBigasibHOI 3a
thapmakoHarnsag.

[Oitova pepakuin: HikonaeHko Biktopis
OnekcaHgpisHa. [ponoHoBaHa pefakwis:
TumoweHko Oner BikTopoBuy.

6e3
peyenma

UA/18297/01/01

289.

CYMAMEA®
®OPTE

NOPOLLIOK A/1A
opasibHOT cycneHsii,
200 mr/5mnno 1
donakoHy 3
MOPOLLKOM AN

TOB «TeBa
Ykpaina»

YKpaiHa

MNIBA XpBarcka
4.0.0.

Xopsaris

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu
| Tuny - 3miHK Wwoao 6e3nekn/edekTBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) - BHeCeHo 3MiHu y
TEKCT MapKyBaHHS1 BTOPUHHOT YNakoBKW NiKapCbKoro
3acoby y n. 12, 17 Ta 3po6/1eHO He3HAYHI pefakLiiHi

3a
peyenmom

UA/4170/01/01




196

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
opasibHOT cycneHsil npasku. BBegeHHA 3MiH NpoTsArom 6-Tv MicsAiB nicns
no 15 mn (600 mr), 3aTBEepPAKEHHSA
a6o no 30 mn (1200
Mr), abo no 37,5 mn
(1500 wmr) pa3om 3
LUMPULIOM ANsi
[03yBaHHA Y
KopoobLi
290. | CYMAMEA® MOPOLLIOK A5 TOB «TeBa YkpaiHa MNIBA Xpsatcka XopsarTis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/15662/01/01
POPTE opasibHOT cycneHsil YkpaiHa» 4.0.0. | Tuny - 3miHK Woao 6e3nekn/edpeKTMBHOCTI Ta peyenmom
3i CMakoM MaJ/imHu, thapmakoHarnagy (iHwi 3MiHn) - BHeCeHO 3MiHu y
200 mr/5mMnno 1 TEKCT MapKyBaHHS1 BTOPMHHOI YNakoBKW NikapCbKOro
chnakoHy 3 3acoby y n. 12, 17 Ta 3po6/1eH0 He3HAYHI pefaKLiiiHi
NOpOLLKOM 415 npasku. BBeeHHS 3MiH NpoTAroM 6-Tm micsAuiB nicns
opasibHOT cycneHsil 3aTBEPLKEHHS
no 37,5 mn (1500
Mr) pasom 3
LUMPULIOM ANsi
[03yBaHHA Y
Kopobui
291. | CYMAMEA® MOPOLLIOK A5 TOB «TeBa YkpaiHa MNIBA XpBarcka XopsarTis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/15663/01/01
POPTE OpasIbHOT cycneHsii YkpaiHa» 4.0.0. | Tuny - 3miHK Woao 6e3nekn/edpeKTMBHOCTI Ta peyenmom
3i CMakoMm MosyHuL, thapmakoHarnagy (iHwi 3MiHn) - BHeCeHo 3MiHn y
200 mr/5mMnno 1 TEKCT MapKyBaHHS1 BTOPMHHOI YNakoBKW NiKapCbKOro
chnakoHy 3 3acoby y n. 12, 17 Ta 3po6/1eHo He3HAYHI pefaKLiiiHi
NOpOLLKOM A/15 npaskun. BBeAeHHS 3MiH NpoTAromM 6-T1 micsALiB nicns
opasibHOT cycneHsil 3aTBEPLKEHHS
no 30 mn (1200 wmr)
pasom 3 LnpuL,omM
AN 0O03yBaHHA y
Kopo6ui
292. | CYMAMEA® NMopoLLUoK AN TOB «TeBa Ykpaina MIBA XpBaTtcka XopsarTis BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu 3a UA/15661/01/01
POPTE OpasTIbHOT cycneHsii YKpaiHa» 4.0.0. | TMny - 3MiHKn Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
3i cMakom 6aHaHa, thapmakoHarnagy (iHwi 3MiHn) - BHeCeHo 3MiHu y
200 mr/5 mn: no 1 TEKCT MapKyBaHHS BTOPVHHOI YNakoBKY NikapCbKoro
donakoHy 3 3acoby y n. 12, 17 Ta 3po6/1eHO He3HAYHI pefakuiiHi
NOpPOLLKOM A/15 npasku. BBeeHHA 3MiH NpoTAroM 6-Tm micsAuiB nicns
opasibHOT cycneHsil 3aTBepMKeHHsA
no 15 mn (600 mr)
pasoMm 3 LWnpuLomM
AN [003yBaHHA Y
Kopobu,i
293. | TEHOTEH Tabnetku, no 20 TOB Ykpaina 3AT CaHTOHika NutBa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu 6e3 UA/8588/01/01
ANTSYNIA TabneTtok y 6nictepi; "MaTtepia | TMny - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI Ta peyenma
no 2 6nictepu y Megyika- thapmakoHarnsgy. BeegeHHs abo 3miHv o
KapTOHHilA KopooLi YKpaiHa" y3araslbHeHNX AaHux npo cuctemy dapmakoHarnsgy

(BBEAEHHS y3arasIbHEHUX AaHMX NPO CUCTEMY
cdhapmMakoHarasgy, 3MiHa YNnoBHOBaXXEHOI 0cobu,
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
BiANOBIA&UIbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0cobu 3 thapmakoHarnsay 3asBHuka ans
3ailicHeHHA hapMakoHarnsgy B YKpaiHi, SKLL0 BoHa
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs1 hapMakoHaraay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MilLeHHi macTep-
thaiina cuctemu hapmakoHarnsgy) 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA, BignoBigabHOI 3a
hapmakoHarnag,.
[itoua pepakuis: HikonaeHko BikTopis
OnekcaHgpisHa. MpornoHoBaHa peakLis:
TumoLleHko Oner BiKTopoBuY.
294. | TEOTAPL Kancynu KPKA, a.4., CnoBeHis BMPOGHMLTBO CnoseHis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/4377/01/01
NPOIOHIOBaHOI Aji HoBo mecTo (nennet Ta Ipnangis/ | TNy - 3MiHK 3 AKOCTi. FOTOBMIA NiKapcbkuMii 3aci6. peuenmom
no 200 mr; no 10 KancysoBaHHs), HimeuunHa/ 3MiHn y BUPO6HMLTBI. 3amiHa abo BBeAEHHS
kancyn y 6nictepi; nepBrHHE Ta Cepbis [0[aTKOBOI Ai/TbHUL BUPOGHMLTBA A1 YacTUHM abo
no 4 6nictepu B BTOPWHHE BCbOr0 BMPOBHMYOro NPoLEeCy roToBOro Nikapcbkoro
KapTOHHI Kopobui nakyBaHHs, 3aco6y (AinbHWLA 415 BTOPUHHOTO NakyBaHHS).
KOHTPO/Ib Ta [JopasaHHsA BMpoOHWKa 13, BignosiganbHoro 3a
BMNYCK Cepiii: BTOPVHHE NakyBaHHsA: XeMmodapm A.[.
KPKA, a.4., Hoso (Beorpaacbkun nyT 66, Bpwal, 26300, Cepbis) /
mecTo, CroBeHis; Hemofarm A.D. (Beogradski put bb, Vrsac, 26300,
Serbia). 3MmiHu | TUNY - 3MiHK 3 skoCTi. FOTOBWMIA
BMPOGHMLITBO nikapcbkuii 3aci6. 3mMiHW y BUPO6HMLTBI. 3amiHa abo
(nennet Ta BBE/EHHS A0AAaTKOBOI AiNbHULI BUPOGHMULTBA A5
KancynoBaHHs) Ta YacTVHM abo BCbOro BUPOGHNYOro NpoLecy rotToBoro
KOHTPO/b Cepii: NiKapcbKoro 3acoby (AiNbHULA 4151 NEPBUHHOMO
Temnep IpnaHgis nakyBaHHs). [logaBaHHs BUpo6Huka N3,
N1a., lpnangis; BiZiNOBIAA/IbHOTO 38 NePBMHHE NaKyBaHHS:
Xemochapm A.[. (Beorpagcbku nyT 66, Bpliad,
nepBrHHE Ta 26300, Cepbist) / Hemofarm A.D. (Beogradski put
BTOPVHHE bb, Vrsac, 26300, Serbia)
nakyBaHHS:
Csic Kanc 'v6X,
HimeuumnHa,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS:
XEMO®APM AL,
Cepbis
295. | TECANIH TabneTku, BKpUTI Amakca JTg, Benuvka BMPOGHMLTBO 3a LLiBeiiuapis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 6e3 UA/17262/01/01
nNiBKOBOIO BpuTaHis NOBHWM LUK/IOM: | TMNy - AgMiHICTpaTUBHI 3MiHW. BunyyeHHs peuenma

060/10HKOI0; Mo 10

Tabnetok y 6nictepi;
no 2 abo 6 6nictepis
Y KapTOHHIli kopobui

Makc Lennep
3boHe AT,
LLIBeiiuapis;

BVMPOGHWYOI AinbHNL (BKIHOYAKOUMN AinbHALI ANS
A®I, npomixxHOro NpoAyKTy abo rotoBoro
nNiKapcbKoro 3acoby, AinbHULI AN NPOBEeAEHHS
nakyBaHHsl, BUPOBHWKa, BifNoBifaIbHOTO 3a BUMYCK
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
KOHTPO/b AKOCTI: cepiiA, micue NpoBefeHHs KOHTPO/IIO cepii) abo
Na6op LlonniHrep nocTavasibHVKa BUXigHOro martepiany, peareHty abo
AT, WBeliuapis; [OMNOMDKHOT pEYOBUHY (SKLLIO 3a3HAYEHO Y AOCHE) -
3MiHN CTOCYIOTbCS BUMTYYEHHS &/TbTEPHATUBHOI
KOHTPO/b AKOCTI: BUPOBHMYOT AiNbHULL, BiANOBIAaNLHOI 38 NepBUHHE
IHTepnabop Benn nakyBaHHs (dpacyBaHHs), BTOPUHHE NakyBaHHS,
Ar, LLiBeliuapis MapkyBaHHs Coro ®nopgic IHTepHeLwHn
Csit3epneHg CA (Soho Flordis International
Switzerland SA), ockinbkn AaHa BUPOOHUYA
AinbHMUA He Byfe BUKOPUCTOBYBaTUCS SK
anbTepHaTVBHWI BUPOOHWK ANS1 MOCTa4YaHHA B
YkpaiHy. BUpo6Huik, Lo 3anvwaeTbes Makc Liennep
3boHe Al (Max Zeller Sohne AG), BUKOHYE Ti X
dhyHKLjT, Wwo i BUnyyeHuii Coro ®opaic IHTEpHELLHN
Cgit3epneHg CA (Soho Flordis International
Switzerland SA)
296. | TECTOCTEP PO34UH A5 iH'EKLLA AT Ykpaina AT "®apmak” Ykpaina BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/8930/01/02
OHY 5 % B eTunoneari; "®Papmak” | Tuny - 3miHK woao 6e3nekn/edpekTBHOCTI Ta peyenmom
MPONIOHAT no 1 mn B amnyni; hapmakoHarnsgy (iHwi 3MiHn).
no 5 a6o 10 amnyny 3MiHV BHECEHO B TEKCT MapKyBaHHS NEPBUHHOT Ta
naJui 3 KapToHy; No BTOPVHHOI YNaKoBOK JlikapCbKOro 3acoby, a came
1 mn B amnyni; no 5 BUy4eHO Ay6totoYy iHhopMaLiio pocilicbKoto
amnyn y 6nictepi; no MOBOI Ta BUKNAAEHHS Ti aHrNinCbKOH MOBOHO.
1 a6o 2 6nicTepu B TepmiH BBEAEHHSA 3MiH MPOTAroM 6 MicAuiB nicns
nautii 3 KapToHy 3aTBEPAKEHHS
3MiHu | TUNY - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI
Ta chapmakoHarnsgy (iHwi 3mMiHn). BHeceHo He3HauHi
3MiHM y TEKCT MapKyBaHHsi NepBuHHOT (M. 6) Ta
BTOPWHHOI (M. 1, 11, 17) ynakoBOK /likapCbKOro
3acoby. TepmiH BBeAEHHS 3MiH NPOTSArom 6 MicsiLis
nicns 3aTBepyKeHHs
297. | TPECIBA® PO34UH A1s1 iH'EKLLIA A/T Hoso [JaHis BupobHuuTBO, [anisa/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/14264/01/01
®IEKCTAY® | 100 OA4/mn; no 3 mn Hopgaick HarnoBHEHHSA B dpaHuis | TMny - 3MiHKn Woa0 6e3nekn/edeKTUBHOCTI Ta peyernmom
y KapTpuaxi, aKkuii NepBUHHY chapmakoHarnsgy. BeegeHHsa abo 3miHu o
MICTUTbLCA Y ynakoBKy Ta y3arasibHeHUX JaHnx Npo cucTemy dhapmakoHarnsgy
6araTrof030Bii KOHTPO/b 6aUiky. (BBEAEHHSA y3araslbHEHUX AaHWX MPO cucTemy
04HOpAa3oBil BignosiganbHuii hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOoi 0cobu,

wnpuy-pyyui; no 1
a6o no 5 wnpwuy-
PYYOK Y KapTOHHii
Kopobui

3a Bunyck: A/IT
Hoso Hopgaick,
[JaHis;
KomnnekTyBaHHs,
MapKyBaHHs Ta
BTOPWHHE
nakyBaHHs
roTOBOro
NPOAYKTY.
KoHTpOsb sKOCTi
6asiKy rotToBOro

BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapMmakoHarnsay;
KOHTaKTHOI 0C06YM 3 chapmakoHarnsagy 3asiBHuka anas
3piicHeHHs hapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifgnoBigansLHOI

3a 3fjiicHeHHs hapmakoHarnagy (Bkyatoun
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MiLLeHHi MacTep-
thaiina cuctemm chapmakoHarnsgy). 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXXEHOI 0COOM 3asiBHMKA,
BiANOBIAa/IbHOT 32 hapmakoHarnsag. 3miHa
MicLie3HaxXoMKeHHs MacTep-chaiina cuctemm
hapmMakoHarsgy. 3miHa Micusi 34iCHeHHs




199

n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

NpoAyKTy Ta
KiHLLeBOro
roTOBOro

npoaykty: AIT
Hoso Hopgick,
[aHis; BupobHuk
Hepo3acosBaHoro
NpPoOAYyKTY,
HarnoBHEHHS B
NepBUHHY
ynakoBky Ta
nepesipka AKOCTi
npoaykuii 6asky.
KoHTpOsb sKoCTi
3paskiB B NpoLieci
BMPOGHMLTBA Ta
npoaykuii bulk.
KoHTponb sikocTi
roToBOro
NPOAYKTY.
KomnnektyBaHHs,
MapKyBaHHA Ta
BTOPWHHE
naxkyBaHHs
roToBOro
NPOAYKTY.
BignosiganbHuii
3a BUMYCK Cepii:
HoBo Hopgick
MpoAoKCboH
CAC, ®paHuis

OCHOBHOI fisi/IbHOCTI 3 (hapmakoHarnsgy.

298.

TPUNENTAN

TabneTtku, BKPUTI
nNiBKOBOIO
o6onoHkoto, no 300
Mmr; no 10 TabneTok
y 6nicTepi; no 5
6nicTepiB y
KapTOHHIlA KOpooLi

HosapTic
Papma Al

LLiBeiiLapis

BUPOBHULTBO,
nepBrHHE Ta
BTOPWHHE
nakyBaHHs1, BUMYCK
cepii:
HoBaprTic ®apma
C.n.A,, Itanis;

nepBuHHe Ta
BTOPWHHE
nakyBaHHs
(anbTepHaTMBHUI
3aBof):
Midapm C.n.A,,
ITanis;

BMMNYCK cepil:

ITania/
IcnaHis

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu
| TNy - 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbknin 3aci6.
3MiHM Yy BUPOGHMLTBI. 3MiHa iMmopTepa/3miHu, Wwo

CTOCYITbCA BUMYCKY Cepii Ta KOHTPOO AKOCTI
roTOBOro Nikapcbkoro 3acoby (3amiHa abo

[ofaBaHHsA BUPOOHNKA, L0 BiAMoBifae 3a BBE3EHHS

Ta/abo Bunyck cepii) - He Bkovaroumn
KOHTPO/b/BMNPOBYBaHHA cepii. JogaBaHHA
BMPOGHMKA BiAMNoBifaIbHOTO 3a BUMYCK cepii:
Hosaprtic ®apmacbioTuka, C.A. (CpaH Bia ge nec

Koptc KatanaHec 764, BapcenoHa, 08013, IcnaHist) /
Novartis Farmaceutica, S.A. (Gran Via de les Corts

Catalanes 764, Barcelona, 08013, Spain). 3miHu
BHECEHO B IHCTPYKLiIO A/19 MEAMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ain «BnpobHuk» Ta
«MicuesHaxoxeHHs BUPOBHMKa Ta ajpeca Micus
NPOBAKEHHS MOr0 AiSIbHOCTI», K HACNIA0K —

3a
peyenmom

He
nionsieae

UA/12884/01/01
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CKNSAHUX (P/1aKoHIB Y
KapTOHHIlA KopooLi

thapmakoHarniagy. BeegeHHs abo 3amiHn o
y3arasibHeHVX faHux Npo cucTemMy papMakoHarisay
(BBEAEHHS Y3ara/IbHEHUX AaHMX NPO CUCTEMY

thapmakoHarnsgy, 3mMiHa ynoBHOBaXXeHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0cO6M 3 chapMmakoHarnsgy 3asiBHuka ans

3[iicHeHHs hapMakoHarnsgy B YKpaiHi, K0 BOHA

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
Hosapric 3aTBEPAKEHHS TEKCTY MapKyBaHHS yNakoBKu
dapmacbloTuka, nikapcbKoro 3acoby Ans AOAAaTKOBOro BUPOBHMKA.
C.A., IcnaHis BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBepMKEHHA. SMiHK | Tuny - 3MiHK WoAo
6e3nekun/edhekTUBHOCTI Ta thapMakoHarnagy (iHuwi
3MiHU). OHOB/IEHHSA TEKCTY MapKyBaHHS yNakoBKM
NiKapcbKoro 3acoby, 30kpema BU/TyYeHHS
iHchopMmawii, 3a3HauYeHoI pocilicbkolo MoBOIO, Ta
YTOYHEHHS iHGhopMaLii LWOA0 N0roTUMy 3asiBHMKA.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBEPAKEHHS
299. | TPUNENTAN TabneTkun, BKpUTI HosaprTic LLsenuapis BMPOGHMLTBO, ITanis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/12884/01/02
N1iBKOBOIO dapma Al nepBrHHE Ta Icnanis | TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkunii 3acib. peyenmom | niossi2ae
060/10HKO10, N0 600 BTOPVHHE 3MiHM Y BUPOOHULTBI. 3MiHa iMnopTepa/3miHu, Lo
mr; no 10 TabneTok nakyBaHHs, BUMYCK CTOCYHTbCS BUMYCKY Cepii Ta KOHTPOJIHO SKOCTI
y 6nicTepi; no 5 cepii: roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo
6nictepiB y HosapTic ®apma [o[laBaHHA BUMPOOHUKA, LLO BiANOBILAE 3a BBE3EHHS
KapTOHHI Kopobui C.n.A, Itanis; Ta/abo Bunyck cepii) - He Brtovaroun
KOHTPOb/BMNPOGYBaHHSA cepii. [logaBaHHs
nepBuHHE Ta BMpOGHMKa BIAMNOBIAA/ILHOIO 3a BUMYCK Cepii:
BTOPVHHE HosaprTic ®apmacbstoTuka, C.A. (CpaH Bia ge nec
nakyBaHHs Koptc KatanaHec 764, Bapcenoxa, 08013, IcnaHis) /
(anbTepHaTUMBHUIA Novartis Farmaceutica, S.A. (Gran Via de les Corts
3aBof): Catalanes 764, Barcelona, 08013, Spain). 3miHn
Micpapm C.n.A., BHECEHO B iHCTPYKLi0 A5 MEANYHOrO 3aCTOCYBaHHS
ITanis; NiKapcbKoro 3acoby y po3ainn «BUpobHUK» Ta
«Micue3HaxomkeHHs BUPOGHMKa Ta afgpeca Micus
BWMNYCK Cepil: NPOBaKEHHS NOr0 AiSNIbHOCTI», K HACMIAOK —
Hosapric 3aTBEPAKEHHS TEKCTY MapKyBaHHSA yNakoBKu
PapmacbioTyka, nikapcbKoro 3acoby A1 40A4ATKOBOro BUPOOHNMKA.
C.A., IcnaHis BBefeHHs 3MiH NpoTArom 6-Tu MicALiB micns
3aTBEpPXEHHS. 3MiHK | TUny - 3MiHK WoA0
6e3nekn/edekTnBHOCTI Ta thapmakoHarnsagy (iHLi
3MiHKN). OHOB/IEHHA TEKCTY MapKyBaHHS yNnakoBku
NikapcbKoro 3acoby, 30kpema BU/TyYeHHS
iHcbopMmawii, 3a3Ha4YeHOoT PoCiiCbKOK MOBOIO, Ta
YTOYHEHHS iHhopMaLii LLLoA0 /ToroTuny 3asiBHMKa.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPLKEHHS
300. | TPILUE®-C NopoLUOK AN AAP O6'eHaHI 3elicc IHAjsA BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/17543/01/01
pO34nHy ons PAPMA ©3- Apabebki dapwmac’oTikenc | TMny - 3MiHK Woao 6e3nekn/edpekTUBHOCTI Ta peuenmom
iH’ekujin; 1 abo 10 nnc Emipatu Met. /114,
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
3a 3[jiicHeHHs1 hapMakoHariaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MilLeHHi macTep-
thaiina cuctemm chapmakoHarnsgy) - 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA, BignoBigabHOI 3a
thapmakoHarnag.

[itoua pepakuis: Kapil Pandya. MponoHoBaHa
pepakuisi: Bosk HOpili CepriiioBnY. 3MiHa KOHTaKTHUX
LaHNX YNOBHOBaXEHOT 0CO6M 3aABHUKA,
BiANOBIAaIbHOI 3a thapmakoHarnsg,. 3miHa
MicLie3HaxXoMKeHHs MacTep-ghaiina cuctemu
chapmakoHarnsgy Ta ioro Homepa.
3MiHa Micus 34iliCHEeHHS1 OCHOBHOI Aisi/IbHOCTI 3
dhapmakoHarnsgy.

301.

YPONECAH®
EKCTPAKT
ryctmm

€KCTpaKT rycTui
(cybcTaHuis)

B 60uKax
nonimepHux gns
BMPOGHMLITBA
HecTepuIbHMUX
nNikapcbknx hopm

MNAT
"Tannudap
!

Ykpaina

AT "Tanuacpapm”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
| TMNY - 3MiHK 3 AkocTi. A®I. CTabinbHicTb. 3miHa
nepiogy NoBTOPHMX BUNPOGYyBaHb/nepioay
36epiraHHa abo ymoB 36epiraHHsa AdI (3a
BiICYTHOCTI y 3aTBEp)XEHOMY [IOCbE cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei, Lo
BK/1HOYA€E Nepios MOBTOPHOTO BUNPOGYBaHHS)
(nepiog NOBTOPHOro BUNpobyBaHHsa/Mepios
36epiraHHs) - 36inbLIeHHs abo BBeAEHHS nepiogy
NMOBTOPHOrO BUNpobyBaHHsA/nepiogy 36epiraHHsA Ha
OCHOBI pe3ynbTaTiB JOCMIAKEHb Y PeasTbHOMY Yaci.
BHeceHHs 3MiHM WoA0 36iNbLUEeHHS TePMiHY
npugatHocTi A®l YPOJIECAH® EKCTPAKT
IYCTWW, ekcTpakT rycTuii (3 1 poky Ha 2 poku)
MOB’A3aHO 3 OfePXaHHAM OHOB/IEHUX faHUX 3
BMBYEHHS cTabinbHOCTI AD|. Pesynbtatu
CTabiNbHOCTI NiATBEPAXYIOTb AKICTb MPOAYKTY
BMPOAOBX 24 MicALiB.

UA/10363/01/01

302.

DACTUH

masb no 25 ry Ty6i;
no 1 Ty6i B nauui

AT
"Nly6Hnhap
o

Ykpaina

AT "Nly6Hnchapm"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
| Tuny - 3miHK Woao 6e3nekn/edpeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) - OHOB/IEHO TEKCT
MapKyBaHHA NepBUHHOT Ta BTOPUHHOT YNakoBKN
nikapcbKoro 3acoby, a caMme BUIy4YeHo iHhopmalito,
3a3HayeHy pociiiCbKolo MOBO, BHECEHO 3MiHU Y
[AesKi MyHKTV NepBUHHOT (N. 4, 6) Ta BTOPUHHOI (M. 2,
15, 17) ynakoBKu/, a TakoX 3p06/1EHO HE3HAYHI
pepakuiiHi npaBku. BBeAEeHHS 3MiH NPOTArom 6-Tu
MicsLiB Nicns 3aTBEPAKEHHS

Bes
peyenma

UA/4614/01/01

303.

®EHA3ENAM
®IC

Tabnetku no 0,0005
r no 10 TabneTok y
6nictepi; no 5
6nicTepiB y nauui 3
KapTOHY

ToBapucTeo
3
[04aTKOBO
Bignosigab
HicTIO
"IHTEPXIM"

YKpaiHa

ToBapucTso 3
[04aTKOBOO
Bi4NOBIAA/IbHICTIO
"IHTEPXIM"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
YTOYHEHHS1 HanucaHHA yNakoBKW B Haka3i MO3
YkpaiHu Ne 755 Big 30.04.2025 B npoueci
BHECEHHS 3MiH (3MiHK | Tuny - 3MiHK Woao
6e3nekn/edekTnBHOCTI Ta thapmakoHarnsagy (iHLwi
3MiHK). OHOBJ/IEHO TEKCT MapKyBaHHs MEPBUHHOI Ta

3a
peuyenmom

UA/8564/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
BTOPWHHOT YNakoBKW NiKapCbKoro 3acoby, a came
BU/yYEHO iHChopMaLLito, 3a3HaYEHY POCICHKO
MOBOIO, Ta OHOBJ/IEHO N. 2 TEKCTY MapKyBaHHs
BTOPWHHOT yNakoBku. BBeAeHHS 3MiH NpoTArom 6-1n
MicsILiB nicns 3aTBepkKeHHs). Pefakuis B Hakasi - y
nayui. BipHa pegakuisi - y nayui 3 KapToHYy.
304. | PEHA3ENAM | Ttabnetku no 0,0025 ToBapucTBO YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHiX maTepianis: 3a UA/8564/01/03
®IC r no 10 TabneTok y 3 [,00aTKOBOKO YTOYHEHHSA HaNUCaHHA yNakoBKW B Haka3i MO3 peyernmom
6nicTepi; no 2 [0[aTKOBOKO BiANOBIAA/LHICTIO Ykpainu Ne 755 Big 30.04.2025 B npoueci
6nictepy B navi 3 BignoBiaab "IHTEPXIM" BHECEHHSA 3MiH (3MiHu | Tuny - 3miHn Wwoao
KapTOHY HiCTIO 6e3nekun/edhekTUBHOCTI Ta hapMakoHarniagy (iHuwi
"IHTEPXIM" 3MiHV). OHOB/IEHO TEKCT MapKyBaHHS NEPBUNHHOI Ta
BTOPWHHOT YNakoBKW NiKapCcbKoro 3acoby, a came
BU/y4YEHO iHChopMaLLito, 3a3HaYEHY POCICHKO
MOBOIO, Ta OHOBJ/IEHO N. 2 TEKCTY MapKyBaHHs
BTOPWMHHOT yrakoBkn. BBeAeHHS 3MiH NpoTAarom 6-1n
MicAILiB nicns 3aTBepKeHHs). Pefakuis B Hakasi - y
nayui. BipHa pegakuisi - y nayui 3 KapToHYy.
305. | PEPBEKC NopoLUOK AN YMNCA CAC ®paHuin YIMNCA CAC PpaHuis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 6e3 UA/5441/01/01
And OPa/IbHOTO PO3UMHY; | TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peuyenma
AOPOCINX no 8 cawe 3 thapmakoHarnagy (iHwi 3MiHK). 3MiHN BHECEHO B
BE3 LYKPY NOPOLLKOM Y TEeKCT MapKyBaHHS NEPBUHHOI (MYHKT 6) Ta
KapTOHHIlA KopooLi BTOPUHHOI (NyHKTN 2, 5, 15, 17) ynakoBOK
NiKapcbKoro 3acoby. BBeAeHHS1 3MiH MPOTAroM 6-Tu
MicsLIB NicNsa 3aTBEPKEHHS
306. | ®ITOBPOHX 36ipno50ry MpAT Ykpaina MpAT "NikTpasn” Ykpaina BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu 6e3 UA/14186/01/01
on naykax 3 BHYTPIiLIHIM "NikTpasn" | TMRNY - 3MiHK 3 AKOCTI. FTOTOBWIA NliKAPCbKUIA 3aci6. peuyenma
naketom; no 1,5ry CucTeMa KoHTeliHep/3aKynoptoBasibHWA 3aci6 (iHLWi
pinbTp-NakeTi; No 3MiHW)
20 chinbTp-nakeTiB y BHECEHHS 3MiH 4,0 HOPMYBaHHS MOKa3HWKIB
nadyui; no1,5ry «lpeHTundikauis (30BHiLLUHI 03HakM)» (4o4aBaHHSA
hiNbTp-nakeTi; no onucy NNiBKv NakyBasibHOI ); « TOBLUMHA NIBKN»
20 chinbTp-nakeTiB y (YTOYHEHHSI AONYCTUMMX HOPM MOKa3HMKA)
naJui 3 BHYTPILLHIM cneumaikaLii 3 KOHTPO/IKO NEPBUHHOIO MakKyBasIbHOIo
nakeTom marepiasny A1 ynakosku no 50 ry nauui 3
BHYTPILLHIM NakeTom (niBka nakyBasibHa
(nepBuHHA). BHECEHHA YTOUYHEHHSA B PO34i/
"Ynakoska" MeTogjiB KOHTPO/IO AKOCTI, a came
3a3HavaETbCA, WO «/loAaTKoBO Navkm MOXyTb
ob6roprartucst 330BHi MiBKOK MOINPONiSIEHOBOH>
3aMicTb «330BHi Naykn 06ropTaloTb MN/iBKOK
nosIinpPonisIEHOBOK».
307. | PITOCEA® HacTolika, no 100 MPAT Ykpaina MPAT Ykpaina BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu 6e3 niosnsieae UA/3373/01/01
My th1aKoHi "XIMOGAPM3 "XIMOGPAPM3ABO | Tuny - AgMiHiCTpaTUBHI 3MiHW. 3MiHa peyenma
CKsiHOMY a60 ABOJ, [ "HEPBOHA HalilMeHyBaHHS Ta/abo agpecu 3asBHMKa (BnacHuKa
nosniMepHomy; no 1 "YEPBOHA 3IPKA" peecTpaLiiHOro NocBigYEHHS1)- 3MiHa HallMeHyBaHHs
chnakoHy B nau; no 3IPKA" 3asBHMKA Ta 3MiHM Y HanncaHHi agpecu 3asBHUKa

100 mn y 6aHuj

(BNacHMKa peecTpaLiitHOro NocBigYeHHs1). 3MiHu |
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

CKNSAHIN; no 1 6aHuj
B nauLii

TUny - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu Micusa NPoBaXeHHs AifNIbHOCTI
BMPOGHMKa/iMnopTepa roToBoro /ikapcbKoro 3acooby,
BK/IOYA0UM AiNbHULI BUMYCKy cepii abo micue
NpoBeAeHHSA KOHTPOJIH0 AKOCTI. (LiSANbHICTb, 3a AKY
BiANOBIAa€e BUPOGHMK/IMNOPTEpP, BKIOYAOUN BUMYCK
cepiii) - 3MiHa HalilmeHyBaHHs BUpobHuka 13 Ta
3MiHM Yy HanucaHHi agpecu BUpo6HWKa M3, 3miHn
BHECEHO B IHCTPYKLiIO 419 MEAMYHOro 3aCTOCYBaHHSA
nikapcbKoro 3acoby y po3ginu "BupobHuk",
"Micue3HaxokeHHs BUPOBHMKa Ta agpeca micus
NpoBaXeHHS 1Oro AisiNbHOCTI" 3 BiANOBIAHMY
3MiHaMu B TEKCTi MapKyBaHHSA ynakoBoK. BBegeHHs
3MiH NPOTAroM 6-Tu MICALIB NiC/A 3aTBEPAXEHHS.
3MiHn | TUNY - 3MiHN Wopao 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy (iHwi 3miHu). 3MiHM BHECEHO B
TEKCT MapKyBaHHA BTOPUHHOI Ta NepBUHHOI
yNakoBOK NiKapcbKoro 3acoby y nyHktu "IHLLIE".
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBEPAKEHHS

308.

®NYLUNHAP®

rens, 0,25 mr/r; no
15 r y Ty6i; no 1 Ty6i
B KapTOHHI Kopo6Lyi

TOB
«BAYLU
XEJIC»

Ykpaina

Papmsasop,
Enba A.T.

Monbwa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
| TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkunii 3acib.
KOHTpOs1b roTOBOrO NikapcbKoro 3acoby. 3miHa y

MeToAax BUNPOOYyBaHHS rOTOBOIO JliKapCbKOro

3aco06y (iHWi 3MiHM y MeTodax BUNpPo6yBaHb
(BKIKOYAKOYM 3aMiHy ab0 [JONOBHEHHS)) - — 3MiHa

BMMOr crieumndikavii MN3 ana napameTpy «CynyTHi
[OMILLKM», L0 06YMOB/IEHA OHOB/IEHHAM METOoAY
BM3HAYEHHS AOMILLOK (h/IyOLIMHOMOHY aleToHiay
AKWIA fae MOXNMBICTb iAeHTUdIKyBaTV AOMiWkn B Ta
D. BBefeHHs 3MiH MpOTArom 6-Tv MicAuiB micns
3aTBEPKEHHS. 3MiHU | TUNY - 3MiHM 3 AKOCTI.
[oTOBWI Nikapcbknii 3aci6. KOHTPOb rOTOBOTO
nikapcbKkoro 3acoby. 3miHa y MeToaax
BUNPOBYBaHHS rOTOBOrO NiKapCbKoro 3acoby (iHLwi
3MiHM y MeTogax BUNpobyBaHb (BKIOYaKUM 3aMiHy
ab0 JONOBHEHHS)) - - 3MiHA Y METOZAi BU3HAUYEHHS
cynyTHix gomiwok (HPLC), obymoBneHa
HEeOoOXIAHICTIO YAO0CKOHa/TIEHHSA MeToAY 3 METOH
niaBULLEHHS Iioro crevedivHocTi. Byno 3miHeHo
XpomatorpadivHy KOSIOHKY, yMOBU BUNPOOYBaHHS,
pyxomy hasy, NpUroTyBaHHs PO3UMHIB, OLHKY
npuaaTHOCTI cucTemu, cnoci6 iHTepnpeTauil
pe3ynbTaTiB TOLO .

BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBepMKEHHS. 3MiHu Il Trny - 3MiHW 3 AKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. KOHTPOb roTOBOrO

nikapcbkoro 3acoby. 3miHa napameTpis

3a
peyerimom

UA/2878/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

cneumdikauii Ta/abo AONYCTUMKX MEX FOTOBOr0
NiKapcbKoro 3acoby (3MiHa 3HaxXoAMTbCA No3a
3aTBEPMKEHVMU JONYCTMUMU MEXAMMU
cneuudikaLii) - - OHOBMEHHS iHchopMaLii y po3aini
3.2.P.5.2.1.Characteristic B (npvBefeHHA Ha3Bun
meToay "visually" go cyyacHoi i thapmakoneinHoi
Ha3Bwu "organoleptically"). logatkoBo, pefakuiiiHi
3MiHM B MeTofax «KinbkKicHe BU3HaYeHHS
/TYOLMHONOHY aueToHigy» Ta «KifbkicHe
BU3HAYEHHA MeTunaparigpokcnbeHsoarty Ta
nponinnaparigpokcnbeHsoary». BeefeHHA 3MiH
NpoTArom 6-T1 MiCALIB MiCNA 3aTBEPAKEHHS.

309.

PNYUMNHAP®
N

masb, no 15 ry Ty6i;
no 1 1y6i B
KapTOHHI Kopobui

TOB
«BAYLU
XENIC»

YKpaiHa

dapm3aBof
Enbha A.T.

Monba

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
Il Tuny - 3miHM Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3MiHU y KOpPOTKili XapakTepucTuuj
niKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKLUT A8 MeAUYHOro 3aCTOCYBaHHA y 3B’A3KY i3
HOBMMW JaHUMU 3 AKOCTi, OKAIHIYHUMU, KTIHIYHUMM
AaHuMKn Ta gaHumu 3 hapmakoHarnagy - 3miHmn
BHeCeHi A0 IHCTPYKLT 4519 MeAUYHOro 3acTOCyBaHHsA
nikapcbKoro 3acoby Ao po3sginis " ®apmakonoriyHi
BnacTmsocTi", "MpoTunokasaHHs", "Blaemogis 3
IHLWMMK niKapcbknmy 3acobamu Ti iHWi BUAn
B3aemogiin", "OcobmBOCTi 3aCTOCyBaHHS",
"3acTocyBaHHs y nepios BariTHOCTi ab0 roflyBaHHs
rpyaaro”, "34aTtHicTb BNAMBATY Ha LUBUAKICTb peaku;ii
npun KepyBaHHi aBTOTPAHCNOPTOM ab0 iHLLNMKN
MexaHismamu", "Cnoci6 3acTocyBaHHs Ta 403K,
"Aitn", "Mo6ivHi peakuii" BiNOBIAHO 00 MaTepiasiB
peecTpavuiniHoOro Aocbe. BBeAEHHSI 3MiH NPOTAroM 6-
TW MicALIB Nic/1a 3aTBEPAKEHHS

3a
peyenmom

He
nionsiecae

UA/2879/01/01

310.

DTIOAITEK

cupon 5 %; no 125
My chnakoHi; no 1
dhnakoHy 3
[03yBa/IbHUM
CTaKkaH4YMKOM B
KapTOHHIA ynakoBL,i

Na6opatopi
A IHHOTeK
IHTepHacbiio
Hasb

PpaHuis

BupobHuk
BiANOBIAa/IbHUI 3a
KOHTpO/Ib Ta
BUMYCK cepi:
IHHOTepa LLysi,
PpaHuis;
BupobHuk
BiANOBIAa/IbHUI 3a
BMPOGHULITBO in
bulk, nepsuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b Ccepil:
FOHiTep Niksig,
MaHydekuypiHr,
dpaHuis

dpaHuis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu
| Tuny - 3miHK Wwoao 6e3nekn/edekTBHOCTI Ta
hapmakoHarnaay (iHwi 3MiHw)
3MiHM BHECEHO Y TEKCT MapKyBaHHS NepBUHHOI (M. 4,
6) Ta BTOpMHHOI (M. 8, 9, 15,16) ynakoBok
NiKapcbKoro 3acoby, a TakoX BUTy4YeHO
iHchopMmalito, 3a3HaueHy pocCilicbkolo MOBOHO 3
TEKCTY MapKyBaHHS BTOPUHHOT ynakoBku. TepMiH
BBEJEHHS 3MiH NPOTAromM 6 micAuis nicns
3aTBEPPKEHHS.

6e3
peuyenma

UA/8082/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
311. | PNOAITEK cupon 2 %; no 125 Na6opatopi ®paHLis Brpo6HMK PpaHLis BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3MiHu 6e3 UA/8082/01/01
My pnakoHi; no 1 A I[HHOTEK BiANOBiAaIbHUI 3a | TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuyenma
hnakoHy 3 IHTepHacbiio KOHTPO/b Ta thapmakoHarnagy (iHwi 3MiHn)
[03yBaUIbHUM Hab BMNYCK Cepil: 3MiHM BHECEHO Y TEKCT MapKyBaHHs NepBuHHOI (M. 4,
CcTakaH4MKOM B IHHOTepa Lys3i, 6) Ta BTOpUHHOI (N. 8, 9, 15,16) ynakoBok
KapTOHHIiA ynakoBL,i PpaHuis; nNikapcbKoro 3acoby, a TakoXx BUIYyYEHO
Brpo6HMK iHchopMmawito, 3a3HaueHy poCiiCbKOK MOBOIO 3
BiNOBIgaNbHWIA 3a TEKCTY MapKyBaHHS BTOPUHHOT yNakoBku. TepMiH
BMPOGHULITBO in BBEAEHHSA 3MiH NPOTAroM 6 micauis nicns
bulk, nepeuHHe Ta 3aTBEPKEHHS.
BTOPWHHE
nakyBaHHs,
KOHTPO/b cepii:
HOHiTep NikBig
MaHydekuypiHr,
PpaHujs
312. | ®OPIHEKC® cnpeii HasaslbHUiA, AT Ykpaina AT “®dapmak” Ykpaina BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/14953/01/01
cycnensis, 50 "®Papmak” (nakyBaHHs i3 | Tuny - AgMiHiCTpaTVBHI 3MiHW. 3MiHa Ha3BM peyenmom | nidsis2ae
MKr/go3y; no 140 chopmu in bulk nikapcbkoro 3acoby (A.2. IB)
003y hrakoHi 3 hipmMu-BUpPOOHUKA 3MiHV BHECEHO 00 Ha3BM NiKapcbKoro 3acoby.
HaCcoCoM-[03aTopoM Anotekc IHK., 3arBepmkeHo: POPIHEKC (FORINEX).
3 po3nusBaYeM Kanaga) 3anponoHoBaHo: POPIHEKC® (FORINEX).
HasasibHOro BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
npusHayeHHs; no 1 3aTBEPKEHHS.
oNakoHy y nauuj
313. | ®OPMIAPOH | po3uuH ans MPAT Ykpaina MPAT Ykpaiva BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHK 6e3 nionsieae UA/8184/01/01
30BHILUHLOTO "®ITOPAPM "®ITOPAPM" | Tuny - AgMiHiCTpaTWBHI 3MiHW. 3MiHa peyenma
3aCTOCYBaHHS, " HaliMeHyBaHHS Ta/abo afpecy 3asiBHMKA (BNacHUKa
cnupToBMiA No 50 MmN peecTpavuiiiHoro noceig4eHHs1) 3miHa agpecu
y donakoHax 3a8BHMKA. 3MiHVM BHECEHO B iHCTPYKLitO ANs
noniMepHux abo MeAMYHOro 3acTOCYBaHHSA MikapCbKoro 3acoby y
CKIAHNX po3ain "Micue3HaxoMKeHHs 3asBHMKA".
314. | POPTAKE/Ib | kpanni gns CAHYM- HimeuyunHa CAHYM-Kenbbek HimeuunHa BHECEHHS 3MiH 4,0 peecTpaLiiHnx martepiasis: 3MiHK 6e3 UA/11529/01/01
D5 nepopasibHOro Ta Kenbbek M6X i Ko. KI | Tuny - 3miHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenma
MicLLeBOro vbX i Ko. hapmakoHarnagy (iHwi 3MiHn) 3MiHW BHECEHO Y
3acTocyBaHHs no 10 K TEeKCT MapKyBaHHsi NePBMHHOI (M. 6) Ta BTOPMHHOT (N.
M1y hrnakoHi 3 2,9, 16, 17) ynakoBK# /likapCbKoro 3acoby.
KpanesnbHuueto; no 1
donakoHy B
KapPTOHHI nauLyj
315. | ®OCPHPOMILUN | rpaHynu ans MPAT Ykpaina MPAT Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3MiHn 3a He UA/17681/01/01
H OpasibHOro PO34YUHY "XIMOAPM3 "XIMGAPM3ABO | Tuny - AAMiHiCTpaTVBHI 3MiHW. 3MiHa peyenmom | niosisi2ae
no3r,no8r ABO/, [ "HEPBOHA HalilMeHyBaHHs Ta/abo agpecy 3asBHVKa (BNacHuKa
npenaparty (3 1 "YEPBOHA 3IPKA" peecTpaLiiHoro NocBifAYeHHs)- 3MiHa HaliMeHyBaHHS
[ilo40i peyoBUHN) Y 3IPKA" 3asBHMKA Ta 3MiHM y HaNNcaHHi agpecy 3asiBHUKa

cawle; no 1 a6o 2
calue y nauui 3
KapTOHY

(BnacHvka peecTpauiiHoro NocBigYeHHs). 3MiHu |
T™Mny - AAMIHICTPATMBHI 3MiHU. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus NpoBamKeHHs AisIbHOCTI
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

BMPOGHMKa/iMnopTepa roToBoro /ikapcbKoro 3acoby,
BK/IOUAKOUM AiNbHULI BUMYyCKy cepii abo micue
NPOBefEeHHS KOHTPOJIO AKOCTI. (fiANbHICTb, 3a Ky
BiANOBIAA€E BUPOGHWMK/IMNOPTEpP, BKIOYAOUN BUMYCK
cepiid) - 3MiHa HalilMeHyBaHHs BUpo6HuKka 13 Ta
3MiHW Y HanucaHHi agpecy BUpo6HuKa MN3. 3miHun
BHECEHO B iHCTPYKL,t0 419 MEAMYHOIO 3aCTOCYBaHHSA
niKkapcbKoro 3acoby y po3ainin "BMpo6HuK",
"Micue3HaxoMkeHHs BUPO6HMKa Ta afpeca Micus
NPOBaXEHHS MOro AisNbHOCTI" 3 BiAMOBIAHMM
3MiHaMu B TEKCTi MapKyBaHHA ynakoBoK. BBegeHHS
3MiH NPOTAroM 6-TW MicALiB NicNs 3aTBEPKEHHS.
3MiHn | TUNY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI
Ta (papmakoHarnagy (iHwi 3miHu). 3MiHW BHECEHO B
TEKCT MapKyBaHHS BTOPUHHOT YMakoBKM NiKapCbKoro
3aco6y y MyHKT 3.

BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHS.

316.

dPOMINIA®

rpaHynv ans
Opa/IbHOT CyCneHsil,
125 mr/5 mn; no 60
M1y CKNSIHOMY
donakoHi; no 1
donakoHy y
KOMMEKTI 3
LINpULLOM AN
opasibHOro
BBE/EHHS B KOPOOL
KapTOHHIlA

KPKA, a.4.,
HoBo mecTo

CnoBeHis

BTOPWHHE
nakyBaHHs,
KOHTPO/b cepii Ta
BWMNYCK Cepil:
KPKA, a.4., Hoso
mecTo, C/oBeHis;
BMPOGHULITBO «in
bulk», nepsuHHe
Ta BTOPUHHE
nakyBaHHS:
KPKA, a.4., Hoso
mecTo, C/oBeHis;
BMPOGHMLTBO
NPOMIiXHOro
npoaykty (nicns
NOKPUTTS):
CuHTiMep, labe
MpaiisiT JNlimiTeq,
IHgis

CnoseHis/
IHais

BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3MiHu
| TMny - AgMiHICTpPaTUBHI 3MiHW. 3MiHa
HalilmeHyBaHHS Ta/abo agpecy MicLA NPOBaKEHHS
AISNbHOCTI BUPO6HUKa/iMnopTepa roToBoro
NiKapcbKoro 3acoby, BKIOHaUn AiNbHULi BUNYCKY
cepii abo MicLie NpoBefEeHHS KOHTPOJIHO AKOCTI.
(misnbHICTb, 3a AKy BignoBigae BMpobHUK/imnopTep,
He BK/IOYatoum BUMYCK cepiii). 3MiHa Ha3Bu Ta
agpecy BUpOGHYVKa BiANOBIAA/IBHOIO 3a
BVMPOGHMLTBO NMPOMIXXHOIO NpoAykTy (nicns
NoKpUTTS). BUpOBGHMYa AiNbHULA Ta YCi BUPOOHMUI
onepauii 3anwarTbCs HE3MIHHUMKW. 3MiHK | Tuny -
3miHu 3 sKocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeichkiii
papmakonei/moHorpadii. NMogaHHs HoBoOro abo
OHOBJ/IEHOrO cepTudikaTa BignoBsigHOCTi abo
BU/TyYEHHs cepTudikaTa BignoBigHOCTI
€Bponeiicbkinn hapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYHOTbCS Y BUPO6HMLTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBIEHWIA
cepTuduikar Bif yXe 3aTBepKEHOro BUpobHMKa.
MopaHHA oHOBNEHOrO cepTudikaTta BiANOBIAHOCTI
€poneiicbkit hapmakonei Ne CEP 2004-148-Rev
09 ans A®I KnapuTpoMILUHY Bif, 3aTBEPIKEHOrO
BMpo6HMKa IND-SWIFT LABORATORIES LIMITED,
India, sknii 3MiHMB Ha3By Ha Synthimed Labs Private
Limited, India. Po3TawyBaHHA BUPOGHUYOI AiNbHUL
3a/IMIAETLCA HE3MiIHHWUM. 3MiHu | Ty - 3MiHu 3

3a
peyenmom

UA/5026/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
akocTi. CepTtudpikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeichbkili
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOrO cepTudikaTa BignosigHOCTIi abo
BU/TyYEHHs cepTudikaTa BignosigHOCTI
€Bponeiicbkiii hapmakonei: ans A®I; ana BuxigHoOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BMKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBIEHWIA
cepTuduikart Bif yXXe 3aTBepKEHOro BUpobHMKa.
MopaaHHA OHOBMEHOrO cepTudpikaTa BiANOBIAHOCTI
€Bponevicbkint hapmakonei Ne R1-CEP 2004-148-
Rev 08 (3atBepmkeHo: R1-CEP 2004-148-Rev 06)
ana A®l KnapuTpOMILVMHY Bif, 3aTBEPAXEHOTO
BMpo6Huka IND-SWIFT LABORATORIES LIMITED,
India. TepmiH BBe4EHHS 3MiH NPOTAroM 6 MicALiB
nicns 3aTBepAkeHHs
317. | ®YKOPLUUH PO34MH HALLKIpHWIA; MPAT YkpaiHa BiANOBIAa/IbHMI 3a YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3MiHu 6e3 UA/0182/01/01
no25vmny "®ITOGAPM BUPOBHULTBO, | TMNy - AgMiHICTpaTUBHI 3MiHW. BunyyeHHs peuyenma
thnakoHax " nepBrHHe BVMPOGHWYOI finbHNL (BKIHOYAKOUN AinbHALI ANS
nakyBaHHs, A®I, npomiHOro NpPoAyKTy abo rotoBoro
KOHTPO/b SKOCTI niKkapcbKoro 3acoby, AiNbHULI 415 NPOBEeAEHHS
Ta BUNycK cepii: nakyBaHHs, BUPO6HMKa, BiANOBifaIbHOTO 3a BUMYCK
MPAT cepiid, Mmicue NpoBefeHHs KOHTPOsII0 cepil) abo
"®ITOPAPM", nocTavasibHVKa BUXigHOro martepiany, peareHty abo
YKpaina; [LOMOMDKHOT PEYOBMHM (SIKLLLO 3a3HAYEHO Y JOCHE)
BiANOBIAa/IbHMI 3a BunyyeHHs BUpo6Huka A®| doyKCMH OCHOBHWIA
BUPOBHULTBO, "Shijiazuang Chemical Medicines & Health Products
nepBrHHe Import & ExportCorporation”, Kutaii. BUpobHuK, o
nakyBaHHs Ta 3anmwaeTtbes "SynEx Pharma Texnologies Co. Ltd",
KOHTPO/Ib SIKOCTI: KuTali, BUKOHYE Ti X caMi hyHKLi L0 | BUTyYEHWIA.
nn "KinAe ", 3MiHu | TURY - AgMIHICTPATUBHI 3MiHW. BunyyeHHs
YkpaiHa; BVMPOGHMYOT AinbHNL (BKIHOYAKYMN AiNbHAL ANS
BiANOBiAabHMI 3a A®I, NpoMiXHOro NpoaykTy abo rotoBoro
BWMYCK Cepii, He NiKapcbKoro 3acoby, AiNbHNL AN NPOBefEHHS
BK/THOHAI0UM nakyBaHHs1, BUPOGHMKa, BiNOBIAa/IbHOMO 3a BUMYCK
KOHTPONb/BUNPOBY cepiid, MicLe NpoBefieHHSI KOHTPOSIHO cepil) abo
BaHHS cepii: noctayasibH1Ka BUXiAHOro maTepiasty, peareHTy abo
MPAT [L0MOMIKXHOT PEYOBMHY (SIKLLLIO 3a3HAYEHO Y AOCHE)
"®ITODAPM", BunyueHHs BUpo6Hrka APl pesopuuH "Watson Lake
YkpaiHa Limited", Kutaii. Bupo6Huk, Lo 3anvwaetbes "China
Jiangsu Medicints & Health Products", Kutai,
BMKOHYE Ti X cami (PyHKUIT 10 i BUYYEHUIA.
318. | XBOLWLA TpaBa; no 50ry MpAT Ykpaina MpAT "“NlikTpasun" Ykpaina BHECEHHS 3MiH 4,0 peecTpaLiiHnx maTtepianis: 3MiHu 6e3 UA/5699/01/01
MO/IbOBOIO | naykax 3 BHYTPILWHIM "NikTpasun" | TNy - 3MiHK 3 AKOCTi. FOTOBWMIA Nikapcbkunii 3acib. peyenma
TPABA naketom; no 1,5ry CuncTeMa KoHTelHep/3aKkynoptoBasibHUA 3aci6 (iHLWi

iNbTP-NakeTi; No

3MiHW) - - BHECEHHS 3MiH 10 HOPMYBaHHS NOKA3HWKIB
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
20 chinbTp-nakeTiB y «laeHTudikauis (30BHILLHI 03HaKW)» (foAaBaHHSA
naJyui abo y nayui 3 Onucy NNiBKU NakyBasibHOI); «TOBLUMHA NAIBKA»
BHYTPILLHIM NakeTom (YTOYHEHHS AONYCTUMUX HOPM NOKAa3HMKa)
cneuudikauii 3 KOHTPOO NEPBUHHOTO MaKyBa/IbHOro
maTepiany ans ynakoskv no 50 ry nauui 3
BHYTPILLHIM NakeToMm (MniBka nakyBasibHa
(NepBUHHA)).
319. | XJIOPTEKCUA pO34uH Ans MPAT Ykpaina BiANOBiAabHMI 3a Ykpaina BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 6e3 nionsieae UA/18022/01/01
ANH 30BHILUHLOTO "®ITOPAPM BMPOGHMLTBO, | Tuny - AgMiHiCTpaTWBHI 3MiHW. 3MiHa peyenma
3aCTOCYBaHHS, " nepBuHHe HaliMeHyBaHHS Ta/abo afpecy 3asiBHMKA (BNacHUKa
0,05%, no 100 mn nakyBaHHs1, peecTpaLiiHoro noceig4eHHst). 3miHa agpecu
a6o 200 mny KOHTPO/b AKOCTI: 3a8BHMKA. 3MiHVM BHECEHO B iHCTPYKLtO ANS
noniMepHmX MPAT MeZMYHOro 3aCTOCYBaHHS MikapCbKoro 3acoby y
onakoHax 3 "PITODAPM", po3ain "Micue3HaxomKeHHs 3asBHYKA". BBegeHHS
HacagKolo ans YkpaiHa; 3MiH NPOTAroM 6-TW MiCALB NiCNs 3aTBEPAKEHHS
CnpsiMoBaHoro BiANOBiAa/IbHWIA 32
BBEAEHHSA BMPOGHMLITBO,
nikapcbKoro 3acoby nepBuHHe
nakyBaHHS Ta
KOHTPO/b SIKOCTI:
TOB "®apma
Yepkac",
YKpaiHa;
BiANOBIAa/IbHUN 3a
BMPOGHMLTBO,
nepBuHHe
nakyBaHHs Ta
KOHTPO/b SIKOCTI:
NN "Kinadpdp",
YKpaina;
BiANOBiAa/IbHWIA 32
BUNYCK cepii, He
BK/IOYa0UN
KOHTPO/b/BMNPOGY
BaHH# cepii:
MPAT
"®OITOPAPM",
YKpaiHa
320. | LUENICTA® Tabnetkn gns MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 6e3 UA/19330/01/01
AYO PO3CMOKTYBaHHs, No | “"d®apmauesT "papmaueBTNYHa | TNy - 3MiHK 3 AKOCTi. FOTOBWMIA Nikapcbkunii 3aci6. peyenma
10 TabneTok y nyHa chipma ipma "OapHuua” 3MiHV Y BUPOOHMLTBI. 3MiHM Y NpoLLeci BUPOGHULITBA
6nictepi; no 1 abo "NapHnus” roTOBOrO MiKapCbKOro 3acoby, BK/Yaun

no 4 6nictepu B
nauui

NPOMDKHWI NPOAYKT, L0 3aCTOCOBYETLCA NP
BUPOGHMLTBI rOTOBOrO NiKapCbKOro 3acoby
(He3HayHa 3MiHa y npoLeci BUPO6HMLTBA) -

OHOB/IEHHSA po3giny 3.2.P.3.3. Onuc BUpo6HMYoro
npoLecy Ta KOHTPOJIH0 NPOLECY, Y 3B'A3KY i3
ONTMMI3aLliE TEXHOONYHOIO Npouecy Ta ctagii 1.
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

MigroToBka CMPOBMHK, & came: B ONWUCI
TEXHOJI0MYHOro npouecy Ha eTani onepadii
MpuroTyBaHHs 3B0/10)KyBaya 3anpornoHoBaHO
NPOBOAMTM NPUrOTYBaHHSA 3BOJIOXKYBaYa LU/IAXOM
BNPOBaXEHHS Napasie/lbHOro BUKOHaHHSA onepadiii
3a paxyHOK po3fi/ieHHs NPoLEeciB PO3UMHEHHS
[il04NX PEYOBWH Ta 36i/bLUEHHS KiIbKOCTi
PO3YMHHMKA, AKWIA B NOAaNbLIOMY BUAANSETLCA B
TexHonoriyHoMy npoueci. BHacnigok voro,
BiIKOPUTrOBaHO KiNbKICTb PO3YMHHWMKA, KW
BUAANAETLCA B TEXHOMOTYHOMY npoLecy (po3ain
3.2.P.3.2).

321.

LE®OLOKC

TabneTku, BKpUTI
nNiBKOBOIO
060/10HKO0, M0 200
mr, no 10 Tabnetok
y 6nictepi; no 1
6nictepy B
KapTOHHIA Kopoo6Li

Papma
IHTepHeLueH
an Komnai

Vopparis

dapma
IHTepHeLeHan
KomnaHi

VoppaHis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
| TMny - 3MiHK Woao 6e3nekn/eddekTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHN). 3MiHN BHECEHO B
IHCTPYKLUiO [N51 MeANYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby o po3sainis "MobivHi peakuir”,
"MicLe3HaxoMKeHHs 3asBHUKA" LOAO0 NOBIAOM/IEHD
npo Nigo3proBaHi NOGIYHI peakwii Ta BiACYTHICTb
eeKTMBHOCTI NiKapCbKoro 3acoby, yTOYHEHHS
Ha3Bu po3giny "BupobHuk/3aaBHuK". 3MiHn | TURY -
3MmiHu Wwoao 6esnekn/edhekTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKill XxapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKL|i 415 MEAUYHOT0 3aCTOCYBaHHSA Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCYyBaHHS Nikapcbkoro 3acoby B
nicnspeecTpauiliHnii nepiog, abo sk pesynbTart
OLliHKM 3BIiTY 3 AOC/iMKEHb, NPOBEAEHNX BiAMNOBIAHO
[0 nnaHy negiatpuyHux gocnimkersb (PIP) (3MiHy
Y3rO[XKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom). 3MiHM BHECEHO B IHCTPYKL,ilO A4/15
MeAMYHOro 3acTOCyBaHHA MikapCbKoro 3acoby Ao
po3zinis "OcobMBOCTI 3acTocyBaHHSA" Ta "lMoo6iYHi
peakuii" BiANOBIAHO A0 OHOBMEHOI iHChopMaL,i Woao
6e3nekn 3acTocyBaHHS Ail040i Pe4YOBUHU 3TigHO 3
pekomeHgauieto PRAC.

3a
peyenmom

He
nionsiecae

UA/4152/02/02

322.

LE®OAOKC

TabneTkn, BKPUTI
nniBKOBOK
060/10HKO10, No 100
mr, no 10 TabneTok
y 6nicTepi; no 1
6nictepy B
KapTOHHI KopoobLi

dapma
IHTepHeLLeH
an Komnai

Mopparis

Papma
IHTepHeLLeHan
KomnaHi

VoppaHis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
| Tuny - 3miHK Woao 6e3nekn/edpeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3miHn). 3MiHM BHECEHO B
IHCTPYKL,il0 415 MeAMYHOro 3acTocyBaHHS
nikapcbKoro 3acoby Ao po3zinis "MobiuHi peakuii”,
"MicLe3Haxo4KeHHs 3asBHUKA" LOA0 NOBIAOMIIEHD
npo nigo3proBaHi NOGIYHI peakwii Ta BiACYTHICTb
eheKTUBHOCTI NiKapCbKOro 3acoby, yTOUHEHHS
Ha3BuW po3Ainy "BUpobHMK/3asnsHUK". 3MiHn | Tuny -
3MiHu Wwoao 6esnekn/edekTUBHOCTI Ta

3a
peyerimom

He
nionsieae

UA/4152/02/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuui
NikapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKLi 415 MeAUUYHOro 3aCcTOoCyBaHHA Ha nigcTasi
perynisipHO OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3acToCyBaHHSA NikapcbKoro 3acoby B
nicnsapeecTpauiiinii nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/iAXeHb, NpoBeAeHUX BiAMNOBIAHO
[0 nnaxy negiatpuyHnx gocnimkers (PIP) (3MiHy
Y3rO[KEHO 3 KOMMETEHTHNUM YNOBHOBEKEHNM
opraHom). 3MiHN BHECEHO B iHCTPYKLitO A1A
MeAUYHOro 3aCToCyBaHHA NiKapcbKoro 3acoby Ao
po3ginis "Ocob6aMBOCTi 3acTocyBaHHS" Ta "Mo6iyHI
peaxuii” BignoBigHO A0 OHOBMEHOT iHhopmaL,i LWwoao
6e3nekn 3acTocyBaHHs Ail040i PeYOBUHM 3rigHO 3
pekomeHgauieto PRAC.

323.

LE®POTAKCU
M-BICTA

NOPOLLIOK A”A
PO3unHYy A5 iH'EKUIA
nolr; 1a6ono 10
oNakoHIB 3
NOPOLLKOM Y
KapTOHHIA KopoobLi

MicTtpan
Kenitan
MeHepxmeH
T NimiTeq,

AHrnifA

ALC JOB®AP
C.NnA

ITanis

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu
| TMny - 3miHK 3 AkocTi. CepTudcpikat
BignosigHocTi/l E-cepTudikar BignosigHoCTI
€Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHsA
HOBOro abo OHOB/IEHOTO cepTudikarta BifnoBigHOCTI
abo BuNy4YeHHs cepTudikara BignoBigHOCTI
€Bponeiicbkili hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPVCTOBYIOTbCS Y BUPObHUUTBI ADI; ans
[LOMOMDKHOT peyoBMHU (cepTudikaT BiANOBILHOCTI
€sponelicbkin hapmakonei) - OHOBEHWIA
cepTudikaT Bif y)xe 3aTBepAXeHOro BUPOOHUKa -
noJlaHHs OHOBJ/IEHOro cepTudpikata BiANOBIAHOCTI
€sponevicbkiii papmakonei Ne CEP 1999-161 - Rev
06 (3aTBepmxeHo: R1-CEP 1999-161 - Rev 05) ans
Ailo40i peyoBMHU LedoTakcMy Bif 3aTBEPAXKEHOT0
BMpo6Huka HANMI FINE CHEMICAL CO., LTD

3a
peyenmom

UA/19849/01/01

324.

LE®TAINAN
M

NOPOLLIOK A/1A
PO34UHY ON151 iH'EKLLIA
abo iHdysiino 1;
no 1 a6o no 10
oNakoHiB y
KapTOHHIW nayu,i

AHTUBIOT
VKN CA

PymyHis

BTOPWHHE
nakyBaHHS,
TecTyBaHHA Ta
BUNYCK cepi:
AHTUBIOTUKN
CA, PymyHis;
BMPOGHMLTBO,
nepBuHHe Ta
BTOPUHHE
nakyBaHHS:
CiHodhapM XXutoH
(LWeHbwkeH)
dapmacboTuKan
Ko., NiTa., Kutaii

PymyHis/
KuTaii

BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3MiHn
| TMny - 3MiHK Wopao 6e3nekn/edpekTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo 3MiHu Ao
y3arasibHeHUX JaHnx Npo cucTemy chapmakoHarnsgy
(BBEAEHHS y3araslbHEHMX AaHMX Npo cuctTemy
thapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOoi ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapMakoHarnsay;
KOHTaKTHOI 0cobu 3 chapmakoHarnagy 3asiBHuka Ans
3fjiicHeHHs hapMakoHarnsay B YKpaiHi, AKLLO BOHA
BiAMIHHA BiJ YNOBHOBaXeHOI 0cobu, BignoBigaibHOT
3a 3[jiicHeHHs1 hapMakoHarnsay (BkI4akum
KOHTaKTHI AaHi) Ta/abo 3MiHM Y pO3MiLLEeHHiI MacTep-
thaiina cuctemu chapmakoHarnsgy) - 3miHa
KOHTaKTHUX JaHKX YNOBHOBaXXEHO! 0CO6M 3asiBHMKA,
BiANOBIAa/IbHOI 3a hapMakoHarisg.

3a
peyenmom

UA/18721/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT 0cobm
3asBHMKa, BigNOBIAA/IbHOT 3a hapmakoHarnsz B
YKpaiHi
325. | LE®PYPOKCW | mopoliok Ans MpvBaTHE YkpaiHa MpvBaTHE YkpaiHa/ BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3MiHu 3a UA/18824/01/01
M KOMBI pO34nHy aons akuioHepHe akuioHepHe KuTalicbka | TNy - 3MiHK 3 AKOCTi. FOTOBMIA NiKapcbkuWii 3aci6. peuenmom
iH'ekuin, no 0,751 1 TOBapuUCTBO TOBapuCTBO HapogHa KOHTPO/1b rOTOBOrO MiKapcbKkoro 3acoby. 3miHa y
ch1akoH i3 "Nlekxim- "Jlexkxim-Xapkis", Pecny6nika MeToAax BUMPOOYBaHHS FOTOBOIO JliKkapCbKOro
nopowkom Ta 1 Xapkis" YKpaiHa 3aco6y (He3HayHa 3MiHa y 3aTBEpPKEeHMX MeTofax
amnyna pos3ynHHMKa (BUpOGHMLTBO Ta BMNPOGYBaHHS) - CynyTHA 3MiHa - 3MiHW 3 SKOCTI.
(Boga ans iH'exuin nepBuHHe [oTOBWIA Nikapcbkuii 3aci6. KOHTpob roToBOrO
no 10 mn) y nakyBaHHs nikapcbKoro 3acoby. 3miHa napameTpis
6nictepi, 1 6nictep PO3YMHHMKA; cneumdikauii Ta/abo 4ONYyCTUMMX MEX FOTOBOro
y nauui BTOPUHHE nikapcbKoro 3acoby (iHLWi 3MiHKN) - He3HauHi
nakyBaHHs, pepakLiiHi 3miHu B cnevumdikauii M3 (nopoLuok ans
KOHTpONb Ta PO3unHy A5 iH'EKLi) 3a NOKa3HUKOM
BUMYCK cepil «lpgeHTudikauis» (®.CLA <621>, metog BEPX), a
roToBOro TaKoX YTOYHEHHSI mapamMeTpiB xpomaTorpacdivHoi
nikapcbkoro KO/TOHKW B METOAMLI Ki/TbKICHOTO BU3HAYEHHS.
3aco0by); PetoHr
PapmacbioTuKan
Ko., Nta.,
KnTaiicbka
HapogHa
Pecny6nika
(BMpPOGHMLTBO Ta
nepBuHHe
nakyBaHHs
nopoLuky); TOB
"Nekxim-O6yxis",
YkpaiHa
(BTOPUHHE
nakyBaHHs,
KOHTPO/b Ta
BUMYCK cepil
roToBOro
nNiKapcbkoro
3acoby)
326. | ULMWBOPAT- Kpanni oy4Hi, no 10 MPAT Ykpaina MPAT Ykpaiva BHECEHHS 3MiH 10 peecTpaLiiiHnx maTtepianis: 3MiHu 3a He UA/0760/01/01
ODPTAH My chnakoHax "®ITOPAPM "®ITOPAPM" | Tuny - AgMiHiCTpaTWBHI 3MiHW. 3MiHa peyenmom | niossi2ae
" HaliMeHyBaHHS Ta/abo afpecy 3asiBHMKA (BNacHUKa
peecTpaLiiiHoro noceig4eHHst). 3miHa agpecu
3asBHMKa. 3MiHW BHECEHO B iHCTPYKLjiO o1s
MeAMYHOro 3acTOCYBaHHS MikapCbKoro 3acoby y
po3ain "Micue3HaxoMKeHHs 3asBHMKA".
327. | UANPO®DJIOK | Tabnetkn, BKPUTI "HOHiK IHgis HOHiK IHgis BHECEHHS 3MiH 4,0 peecTpaLiiHnx maTtepiasis: 3MiHu 3a He UA/3061/02/02
CAUVH NNiBKOBOO dapmacbioT $apmacbloTukan | Tuny - 3miHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom | niossizae
€BPO 06010HKOt0, N0 500 nkan Na6opaTopi3 dhapmakoHarnsgy. 3miHa y KOpoTKili xapakTepuctu

mr; o 10 TabneTok

JlabopaTtopi3

(BigaineHHsa dpipmmn

NiKapCbKoro 3acoby, TEKCTi MapKyBaHHs Ta
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1

y 6nicTepi; no 1 abo " "x. B. Kemikan3 IHCTPYKL|i 415 MEAUYHOr0o 3aCTOCYBaHHS Ha nigcTasi
10 6nicTepiB y (BipfineHHs eHa perynsipHo OHOBJ/IIOBAHOrO 3BIiTY 3 6e3nekn
KOpo6Li 3 KapTOHY dipmn "x. dapmacboTukans nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku

B. Kemikans nra.") 3aCTOCyBaHHS Nikapcbkoro 3acoby B

eHf nicnspeecTpauiiinii nepiog, abo Ak pesynbTar
dapmacsioT OLiHKM 3BIiTY 3 AOC/iMKEHb, NPOBEAEHNX BiAMNOBIAHO
vkans fira.") [0 nnaHy negiatpuyHux gocnimkerb (PIP) (3miHy
Y3rO[XKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom).
3MiHU BHECEHO [0 IHCTPYKLUIT AN MEeANYHOro
3aCTOCYBaHHS NikapcbKoro 3acoby y po3ain "Mo6iyHi
peakuii" BiAnoBigHO A0 OHOBNEHOI iHthopMmaL,i 3
6e3neku Ajtoyoi pevoBnHN. BBeAEHHS 3MiH NPOTArom
6-TN MicALB Nic/1a 3aTBEPKEHHS.
328. | UMATIMAKC- pO3unH ANs iHQYy3ii MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/13737/02/01
AAPHNLUA® 10 mr/mn; no 100 mn | "dapmauesT "®apmavueBTUYHa | TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkunii 3acib. peyenmom

y thnakoHi; no 1 nyHa chipma ipma "OapHuua” CuncTeMa KoHTelHep/3akynoptoBasibHUiA 3aci6. 3miHa
hakoHy y nauui "AapHnus" napameTpiB cneuudikauii Ta/abo JoNyCTUMUX MEX

NepBUHHOT YNakoBKWN rOTOBOrO /1iKapCbKOro 3acoby
(iHWi 3miHn) AkTyanisauia posginy 3.2.P.7. Cuctema
KOHTeliHep/3akynoptoBasibHWi 3aci6 BignoBigHO A0
pekomeHAauili Ta cTunicTukm AdY. Y 38'A3Ky 3 LM
BHECEeHI He3HauHi YTOYHEHHS 0 PO34iNis:
«30BHILWHIN BUrNAA», «lgeHTudikayis», «Mpo3opicTb
PO3unHY», «KNCNOTHICTb ab0 NYXHiCTb», «ONTUYHA
ryCTUHa», «BiHOBMOBa/IbHI PEUOBUHUY, «ANOMIHIiA,
XPOM, TUTaH, BaHafjii, LUMHK, L0 eKCTparyloTbCa» Ta
«Bakki MeTanu, LWo eKcTparyrTbCs», NOKasHUK
«LLBmAakocTi Teuil po3nasy» NepeHeceHo A0 po3ainy
«3arasibHi BNacTMBOCTi» BIAMOBIAHO 4O MaTepianis
BUPOOGHMKa. Mpy LibOMY HOPMYBaHHS, METOAN
BMNPOOGYBaHHS, SKICHWI Ta KinbKicHUIA cknag
nakyBa/lbHOro martepiasy 3anumweHi 6e3 3miH. JaHi
3MiHV He BN/MBaOTb Ha SKICTb rOTOBOI NPOAYKUIT Ta
He nos’aA3aHi 3 HenepeabayeHMU 06CTaBnHaMu, Lo
BVHWK/M B npoLeci BUpobHuLTBa abo 36epiraHHs
roTOBOrO JIiKapCbKoro 3acoby. 3miHu | Tuny - 3miHu 3
sKocTi. FoToBMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHWIA 3acib. 3miHa
napameTpiB cneuudikauii Ta/abo JONYCTUMUX MEX
NepBUHHOT YNakoBKW rOTOBOrO /1iKapCbKOro 3acoby
(BUNYYEHHS HE3HAYHOTO NoKasHuka (Hanpuknag
3acTapifioro nokasHuka)) - Aktyanisauis po3giny
3.2.P.7. CucTemMa KoHTeliHep/3akynoproBasibHUIA
3acib, y 3B'A3Ky 3 BUYYEHHSM MOKa3HMKa
«PeyoBUHM, PO34MHHI Yy rekcaHi» BignNoBigHO A0
MoHorpadii 4PY/ED, 3.1.6. «[MoninponineH ans
KOHTEWHepIB | 3aKynoploBasibHMX 3acobiB Ans
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
napeHTepasibHMX NpenapariB i O4HMX NpenapaTiB».
329. | ULWUTPAMOH Tabnetku, no 6 abo MNAT Ykpaina MAT «MoHchapm» Ykpaina BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu bes UA/7359/01/01
B 10 TabneTok y «MoHdapm» | TNy - 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbkuin 3aci6. peyenma
cTpunax; no 6 abo KOHTposb roToBOro nikapcbkoro 3acoby. 3miHa y
10 TabneTok y MeToAax BUNPoGYBaHHSA rOTOBOTO MliKapCbKOoro
6nictepax; no 6 3aco6y (iHWi 3MiHM y MeTodax BMNpo6yBaHb
TabneTok y cTpuni; (BrTrovatoumn 3amiHy abo AONOBHEHHS)) - CynyTHSA
no 2 a6o 10 cTpwvnis 3MiHa - 3MiHM 3 IKOCTi. FOTOBWMIA Nikapcbkuii 3aci6.
y mauyli 3 KapTOHy; KOHTpO/Ib FOTOBOrO /liKapCbKoro 3acoby. 3MiHa
no 10 Tabnetok y napameTpiB cneuudikauii Ta/abo JONYyCTUMUX MEX
cTpuni; no 2 aéo 10 roTOBOro Nikapcbkoro 3acoby (iHLWi 3MiHK) - 3MiHa Y
CTpUNIiB y navui 3 MeToAax BUNPOGyBaHHS 3a NokasHUkoM "CynyTHi
KapToHy; Mo 6 AOMiLKW". TIPOMOHYETLCA NPOBOANTN BU3HAYEHHS
Tabnetok y 6nictepi; [OMiLLKM 4-aMiHOChEeHO/Ty METOAOM abCcopOUiiHOT
no 2, no 5 a6o no 10 cnekTpodhoToMeTpil B YO Ta BuAMMIA 06nactax Ta
6nicTepiB y nayui 3 OOMiLLK/ 4-xnopaueTaHinigy HoBuM metogom BEPX
KapToHy; no 10 (paHiwe 06uasi AOMILLKM BU3HAYAIUCH OAHUM
Tabnetok y 6nictepi; 3aTBepmxeHum metogom BEPX). BignosigHo,
no 2 a6o 10 3MiHIETBCA cneundikauis MNN3
6nicTepiB y nauui 3
KapToHy
330. | LUTPAMOH- Tabnetku, no 6 abo MPAT Ykpaina MPAT Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 6e3 niossieae UA/2317/01/01
(] no 10 TabneTtok y "®ITODPAPM "®ITOPAPM" | TMny - AQMiHICTpaTUBHI 3MiHW. 3MiHa peuenma
6nictepax; no 6 " HalilMeHyBaHHs Ta/abo agpecy 3asBHVKa (BnacHuKa
Tabnetok y 6nictepi, peecTpaLiiHoro noceigyeHHs). 3miHa agpecu
no 20 6nicTepis B 3asBHVKa. 3MiHW BHECEHO B iIHCTPYKLi0 ANs
nauui MEeANYHOro 3acTOCyBaHHSA NikapcbKoro 3acoby y
po3ain "Micue3HaxoMKEHHS 3asBHUKA".
331. | ULUTPADNIT NMopoLLUoK AN KaceH Icnanis Brpo6HuK Icnanis BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu 3a He UA/13820/01/01
OPa/IbHOTO PO3YMHY; Pekopgari, Hepo3acoBaHol | TMRNY - 3MiHK 3 AKOCTI. FOTOBWIA NliKAPCbKWIA 3aci6. peyenmom | nionsizae
no 15,08 r nopoLuky C.J. NpoAYyKLUiT, CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
B nakeTti-caLle; no 2 nepBuHHa Ta ymoBax 36epiraHHs roTOBOrO /likapCbKoro 3acoby
naketn a6o 50 BTOPVHHA (36iNbLLEHHS TEPMiIHY MPUAATHOCTI TOTOBOrO
nakeTis (ynakoBka ynakoBka, [03BiN nikapcbKoro 3acoby) - 15 ToproBoi ynakoBKu
ANA NikyBasIbHUX Ha BUMYCK cepii: (nigTBEPAXYETLCA AaHUMK peasibHOro Yacy)
3akiagie) y KaceH Pekopgari, 36iNbLUEHHA TEPMiHY NPUAATHOCTI Y 3B'A3KY i3
KapTOHHI KOpO6L C.N. OTPMMaHHAM NO3VUTUBHMX AaHUX LLOAO LOC/iIKEHHS
CTabinNbHOCTI y peanibHOMY Yaci. [itoua pefakuis:
TepmiH npugatHocTi: 30 micayis. MNponoHoBaHa
pefakuis: TepMmiH npuaaTHocTi: 36 MicauiB. 3MiHK
BHECEeHi B IHCTPYKLIitO 4151 MEAUYHOT0 3aCTOCYBaHHS
NiKapCbKoro 3acoby y po3ain «TepMiH NpuaaTHOCTI».
332. | WMNWUHN nnoau; no 100 r abo MpAT Ykpaina MpAT "NikTpasu" Ykpaina BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu 6e3 UA/5893/01/01
nnoan no 130 r y naukax 3 "NikTpasn" | TMny - 3MiHK 3 AKOCTi. FOTOBMIA NiKapcbkunii 3aci6. peyenma

BHYTPILLHIM
nakeTom;

no 3,0 ry cinbTp-
nakeri; no 20

CucTema KoHTelHep/3aKynoptoBasibHUIA 3aci6 (iHLWi
3MiHM) BHECEHHS 3MiH 40 HOPMYBaHHS NOKa3HWUKIB
«laeHTudikavis (30BHILLHI 03HaKW)» (foAaBaHHSA
Onucy NiBKN NaKyBalbHOI ); « TOBLUMHA M/TiIBKM»
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Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
hinbTp-nakeTiB y (YTOYHEHHSI [,ONYCTUMMX HOPM MOKa3HUKa)
nauui; cneumaikaLii 3 KOHTPO/IKO NEPBUHHOIO NaKyBasIbHOIo
no 3,0 ry cinbTp- MaTtepiany gns ynakoskv no 100 r Tano 130 ry
nakerti; no 20 nayui 3 BHYTPILIHIM NakeToMm (M/liBKa nakyBasibHa
inbTp-nakeTis y (nepBuHHA).
nayuji 3 BHYTPILLHIM
nakeTom
*y pa3i BHeCceHHs1 3MiH 00 iIHCMPYKYii Npo meduYyHe 3acmocyBaHHs
B.o. HAUa/IbHUKA
dapManeBTUYHOT0 yIIPaB/IiHHA JIropMuiia

APKO




IIEPEJIIK

Aopatok 4

A0 Hakasy MiHicTepcTBa OXOPOHU
3gopoB’a  YkpaiHu «[po  pgepxaBHY
peecTpauito (nepepeecTpadito)
NiKapCbKNUX 3aco6iB (MeanUYHNX
iMyHOGionoriYHnXx npenaparis) Ta
BHECEHHA 3MiH [0  peecTpauiliHux
Martepianis»

Bi 08 TpaBHA 2025 poky Ne 787

JIIKAPCBKHMX 3ACOBIB, AKVM BIJIMOBJIEHO B JIEP)KABHII PEECTPAIIIL, IIEPEPEECTPAIIIL ABO Y
BHECEHHI 3MIH /IO PEECTPAIIMHNX MATEPIAJIIB

Ne Hasga snikapcbko20

®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa rliocmasa lpoyedypa
n/n 3acoby
1. L-TUPOKCHH 100 Tabnetkv no 100 mkr; no BEP/IH- Himeuunna BEPNIH-XEMI AT, HimeuunHa 3acifgaHHs He pekoMeHAyBaTu [0 3aTBEPAKEHHS - 3MiHW | Tuny
BEPIH-XEMI 25 Tabnetok y 6ricTtepi; XEMI AT HimeuunHa HTP Ne 16 Big, | - 3MiHK oo 6e3nekn/e)eKTUBHOCTI Ta
no 1 a6o 2, abo no 4 (BUPOGHULTBO 25.04.2025 hapmakoHarnsgy. BHeceHHsa abo 3miHa(n) 4o
6nicTepy B KapPTOHHIN npenaparty "in bulk", 3000B'A3aHb Ta YMOB BWAadi  peecTpauiiiHoro
Kopoo6Li KOHTpOnb cepii); NOCBiAYEHHS, BK/IOYA0UM MnaH  ynpaBniHHA

BEP/NIH-XEMI AT,
HimeuunHa
(nakyBaHHs, KOHTPO/b
Ta BMNyCK cepii)

pu3nkamm (iHwi 3miHK) (B.1.11. (x) 1B)

B.o. Haua/1ILHUKA

dapmaleBTUYHOr0 yIpaB/IiHHSA

JIrogmuia APKO
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